LokyMeHT npepnocTtaBsieH KoHCYyAbTaHTIAOC

3apeructpmpoBaHo B MuHtocTe Poccum 25 aHBaps 2018 r. N 49781

MUWHWUCTEPCTBO 31PABOOXPAHEHWUA POCCUINCKON ®EAEPALUN
®EEPAJIbHAA CJTY>XBA MO HAZJ30PY B COEPE 31PABOOXPAHEHUA

NPUKA3
oT 9 HoA6ps 2017 r. N 9438

OBb YTBEPXXJEHN ®OPM NPOBEPOYHbIX JINCTOB
(CMMNCKOB KOHTPOJIbHbLIX BOMPOCOB), UCMOJIb3YEMbIX
®EAEPAJIBHOMN CJTY)KEOM NO HAZI30PY B COEPE 31PABOOXPAHEHUA
M EE TEPPUTOPUAJIbHBIMU OPTAHAMM MPU NMPOBEAEHNIN NTAHOBBIX
NPOBEPOK NMPU OCYLLUECTBJIEHUN ®ELQEPAJIbHOIO rOCYAAPCTBEHHOIO
HA130PA B C®EPE OBPALLIEHNA NEKAPCTBEHHbIX CPEACTB

B cootBeTcTBUM € YacTbto 11.3 ctathk 9 PesepanbHOro 3akoHa oT 26 aekabps 2008 r. N 294-03 "O 3awmte
npaB PUAMYHECKMX UL, U MHANBUAYAbHbIX NMpeanpuHMMaTesie Npu ocyLLEeCTBIEHUN FTOCYAapPCTBEHHOINO KOHTPOAA
(Hap3opa) M MyHMumMnanbHoro KoHTpona" (CobpaHue 3akoHopaTtenbcTBa Poccuiickon depepaumm, 2008, N 52, cT.
6249; 2009, N 18, c1. 2140; N 29, c1. 3601; N 48, c1. 5711; N 52, cT. 6441; 2010, N 17, c1. 1988; N 18, c1. 2142; N 31,
CT. 4160, 4193, 4196; N 32, c1. 4298; 2011, N 1, cT. 20; N 17, c1. 2310; N 23, cT. 3263; N 27, cT. 3880; N 30, cT. 4590; N
48, cT. 6728; 2012, N 19, cT1. 2281; N 26, cT. 3446; N 31, cT1. 4320, 4322; N 47, cT. 6402; 2013, N 9, c1. 874; N 27, cT.
3477; N 30, cT. 4041; N 44, cT. 5633; N 48, c1. 6165; N 49, cT1. 6338; N 52, cT. 6961, 6979, 6981; 2014, N 11, cT. 1092,
1098; N 26, cT1. 3366; N 30, cT. 4220, 4235, 4243, 4256; N 42, c1. 5615; N 48, cT. 6659; 2015, N 1, cT. 53, 64; 72; 85; N
14, c1. 2022; N 18, c1. 2614; N 27, cT. 3950; N 29, cT. 4339; 4362; 4372; 4389; 6207; N 48, c1. 6707; 2016, N 11, cT.
1495; N 18, c1. 2503; N 27, cT. 4160, 4164, 4187, 4210; 4194, 4287; 2016, N 50, c1. 6975; 2017, N 9, cT. 1276; N 18, cT.
2673), noctaHossieHmneM lMpasutenbctsa Poccuiickon ®epgepaumm ot 13 despans 2017 r. N 177 "O6 yTBep>KAeHUM
o6umMx TpeboBaHUI K paspaboTKe U YTBEPXKAEHUIO NPOBEPOYHbLIX JIUCTOB (CMIMCKOB KOHTPOJbHBLIX BOMPOCOB)"
(CobpaHune 3akoHopatenbcTBa Poccuinckont depepaumumn, 2017, N 9, c1. 1359) U nocraHosseHneM [MpaBUTENLCTBA
Poccuiickon ®Pepepauum ot 15 okta6ps 2012 r. N 1043 "O6 ytBepxaeHun [lonoxeHus o deaepasibHOM
rocygapcTBeHHOM Hagsope B cdepe obpauleHUs nekapcTBeHHbIX cpeacts”" (CobpaHue 3aKoHOAATENbCTBA
Poccuiickon ®eaepaumn, 2012, N 43, ct. 5877; 2013, N 24, cT. 2999; 2015, N 25, cT. 3672; N 37, c1. 5153; 2016, N 38,
CT. 5567; 2017, N 32, c1. 5087) npuKasblBato:

YTBEPAUTD:

1. dopMy NPoBEPOYHOro nCTa (CNMCKa KOHTPOJIbHBIX BONPOCOB), UcnosibayemMoro deaepanbHol cay>k6oim no
HaA30py B chepe 34paBOOXPaHEHMS U ee TEPPUTOPUAIbHBIMU OpraHaMmn NPy NPOBeAEHUN NIAaHOBbLIX MPOBEPOK NpuU
ocywectBneHnn deaepasbHOrO roCyAapCTBEHHOIO Haja3opa B cdepe o0OpallleHUs NeKapCTBEHHbIX CpeacTs
(xpaHeHWEe NleKapCTBEHHbIX MpenapaToB AAS MeAMULMHCKOTO MPUMEHEHUS B OpraHW3aLuu OMNTOBOM TOProsau
JleKapCTBEHHbIMU cpeacTBamMm) (npunoxenue N 1);

2. ®opMy NPoOBEPOHHOro MCTa (CNMCKa KOHTPOJIbHbIX BOMPOCOB), Ucnosibayemoro denepasibHoi ciy60i1 rno
Hafa30py B chepe 34paBoOOXpPaHEHUS U ee TEPPUTOPUA/IbHBIMU OpraHaMmn NpU NPOBEAEHUN NIAaHOBbIX MPOBEPOK NpuU
ocywectBneHMn deaepanbHOro rocyapCTBEHHOIO Haja3opa B cdepe oOpallleHUs NeKapCTBEHHbIX CpeacTs
(xpaHeHWe neKapcTBEHHbIX NPenapaToB A/ MEAULMHCKOTO NMPUMEHEHUS B MEAULMHCKOW OpraHM3aumm U UHbIX
opraHM3aLmsX, UMEIOLLMX JIULEH3MIO Ha MEAMULIMHCKYIO AeATeIbHOCTb) (Npunoxkerme N 2);

3. ®opMy NPOBEPOYHOrO INCTA (CMMCKa KOHTPObHbIX BOMPOCOB), Ucnosib3yeMoro PenepasbHoi cy60i no
Haa3opy B chepe 34 paBoOOXpaHEHUS U €€ TEPPUTOPUATIbHBIMU OpraHaMK MpuU NPOBEAEHMM NIAHOBbIX MPOBEPOK MpU
ocyllecTBneHn deaepasbHOro rocyapcTBEHHOTO Had3opa B cdepe o6palleHUss NeKapCcTBEHHbIX CpeacTs
(xpaHeHWe NeKapCTBEHHbIX NPENapaToB AAS MeAULMHCKOTO NMPUMEHEHUS B anTeKe roToBbiX ¢popm) (npunoxeHve N

3);

4. ®opMy NMPOBEPOYHOro JIMCTA (CMUCKA KOHTPOJIbHBIX BOMPOCOB), ncnosibsyemoro deaepasbHomn ciy>K60i no
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Haa3opy B chepe 3 paBOOXpaHEHUS U €€ TEPPUTOPUA/IbHBIMU OPraHaMK MpU NPOBEAEHMM NIAHOBbIX MPOBEPOK MpU
ocyllectTBneHn deaepasbHOrO rocyapCcTBEHHOTO Had3opa B cdepe o06palleHUss NeKapCTBEHHbIX CpeacTB
(XxpaHeHMe neKapcTBEHHbIX NPenapaToB A/ MeAULIMHCKOrO NPUMEHEHUS B anTeYHOM NyHKTe) (npunoxenne N 4);

5. ®opMy NpoBepo4HOro AncTa (CMMCKa KOHTPOJbHbIX BOMPOCOB), ncnosibayeMoro ®eaepanbHon cnyx60i no
HaAa30py B chepe 34paBOOXPaHEHMSA U ee TEPPUTOPUAIbHBIMU OpraHaMmn NPy NPOBEeAEHUN NIAaHOBbLIX MPOBEPOK Npu
ocywectBneHnn deaepasbHOrO FoCyapCTBEHHOIO Haja3opa B cdepe o0OpallleHUs NeKapCTBEHHbIX CpeacTs
(xpaHeHMe neKapcTBEHHbIX NPenapaToB A/ MeAULIMHCKOTO NMPUMEHEHUS B anTEYHOM KMocke) (npunoxkeHve N 5);

6. DopMy NpoBepo4HOro AnUcTa (CMMCKa KOHTPOJIbHbIX BOMPOCOB), ncnosibayeMoro deaepanbHon cayx60oi no
HaAa30py B chepe 34paBOOXPaHEHMSA U ee TePPUTOPUAIbHBIMU OpraHaMmn Npu NPOBeAEHUN NIAaHOBbLIX MPOBEPOK NpuU
ocywectBneHnn deaepasbHOrO FOCyapCTBEHHOIO Haja3opa B cdepe o0OpallleHUs NeKApPCTBEHHbIX CpeacTs
(XpaHeHMe NeKapCTBEHHbIX MpPenapaToB A8 MEeAMLMHCKOTO MPUMEHEHUS B anTeke npPou3BOACTBEHHOMN)
(npunoxerue N 6);

7. ®opMy NMpoBEPOHHOro MCTa (CMMCKa KOHTPOJIbHbIX BOMPOCOB), Ucnosibsyemoro PeaepasibHoi ciy60i rno
Hafa30py B chepe 34paBoOOXpPaHEHUS U ee TEPPUTOPUA/IbHBIMU OpraHaMmn NpU NPOBEAEHUN NIAaHOBbIX MPOBEPOK NpU
ocywectBneHun deaepanbHOro rocyapCcTBEHHOIO Haa3opa B cdepe o0OpallleHUs NeKapCTBEHHbIX CpeacTs
(xpaHeHWe nekapcTBEHHbIX NpenapaToB AN MeAULUHCKOrO MPUMEHEHUS B anTeKe NMPOU3BOACTBEHHOM C NMPaBOM
U3roTOB/IEHUS aceNTUYECKUX JIEKAPCTBEHHbIX NpenapaTos) (npuaoxkenue N 7);

8. ®opMy NPOBEPOYHOrO INCTA (CMMCKa KOHTPObHbIX BOMPOCOB), Ucnosib3yemMoro PenepasbHoi cy)60i no
Hafa30py B chepe 34paBoOOXpPaHEHMS U ee TEPPUTOPUAIbHBIMU OpraHaMmn NpU NPOBEeAEHUN NIAaHOBbLIX MPOBEPOK NpuU
ocywectBneHnn deaepasbHOrO roCyAapCTBEHHOIO Haja3opa B cdepe o0OpallleHUsl NEKApPCTBEHHbIX CpeacTs
(xpaHeHWe NeKapCTBEHHbIX MPEnapaToB A/ MEAULUHCKOrO MPUMEHEHUSI B MEAULIMHCKUX OpraHmM3aumsax U ux
060co6/1eHHbIX nofpasaeneHusx (UeHTpbl (oTaeneHus) obulen BpayeGHOM (ceMenHoM) NpaKTUKK, ambynatopum,
denbalepckne n  denbAllepCcKo-aKyLePCKMUE MYHKTbI), PACMOJIOXEHHbIE B CENbCKUX HACEeNEHHbIX MyHKTax)
(npunoxerue N 8);

9. ®opMy NpoOBEPOYHOro JICTa (CMUCKA KOHTPOJIbHBIX BOMPOCOB), UcrnoabdyeMoro ®enepanbHoit cay»x6oi no
Haf30py B chepe 34paBoOOXpPaHEHUS U ee TEPPUTOPUAJIbHBIMU OpraHaMmn NpuU NPoBEeAEHNN NIAaHOBbIX MPOBEPOK Npu
ocywectBneHnn deaepasbHOrO roCyapCTBEHHOIO Haja3opa B cdepe o0OpallleHUs NeKApPCTBEHHbIX CpeacTs
(xpaHeHue NIeKapCTBEHHbIX npenapartos ans MeANLIMHCKOIo NPUMEHEHNS WHANBUAYAIbHbIMU
npegnpvHuMatenamm) (npunoxenue N 9);

10. dopMy NpoOBEPOYHOrO JIUCTa (CMMCKa KOHTPObHbIX BOMPOCOB), Ucnonb3yemoro deaepanbHom cnyx6oi no
Haa3opy B cdhepe 34paBoOOXpaHEHUS U ee TEPPUTOPUATIbHBIMU OpraHaMu MpU NPOBEAEHMM MJIAHOBLIX MPOBEPOK MpU
ocyllectTBneHnn deaepanbHOro rocyJapcTBEHHOTO Hajdsopa B cdepe o6palleHUss NeKapCTBEHHbIX CpeacTB
(nepeBo3Ka NeKapCTBEHHbIX MpenapaTtoB AJis MeAULMHCKOTO MPUMEHEHUS B OpraHusaLum OMTOBOWM TOProB/u
JleKapcTBeHHbIMK cpeacTBamm) (npunoxkeHve N 10);

11. dopMy NpOBEPOYHOrO JIUCTa (CNMCKa KOHTPO/IbHbIX BOMPOCOB), Ucnosb3yemoro deaepanbHom cnyx60oi no
Haa3opy B cdhepe 34paBoOXpaHEHUS U ee TeppUTOPUaIbHBIMU OpraHaMu Npu NPOBEAEHMM NJIAHOBbIX MPOBEPOK Mpu
ocyllecTBneHn deaepasbHOro rocyapcTBEHHOTO Had3opa B cdepe o6palleHUss NeKapCcTBEHHbIX CpeacTB
(nepeBo3Ka NeKapCcTBEHHbIX MPenapaToB As MeAULMHCKOrO NPUMEHEHUS B MeAMULIMHCKOM OpraHusaummM U UHbIX
OpraHM3aumax, UMEILLUX IMLEH3UIO HA MeAULMHCKYIO AeaTeNlbHOCTb) (mpuaoxeHue N 11);

12. dopMy NPOBEPOYHOro JIMCTa (CNMCKa KOHTPO/IbHbIX BOMPOCOB), Ucnonb3yemoro deaepanbHom cny6oi no
HaA30py B chepe 34paBoOOXPaHEHMSA U ee TepPUTOpUaNbHBIMU OpraHaMmn Npu NPoBeAEHUN NIAaHOBbIX MPOBEPOK MpuU
OCYLIECTBNEHMM eAepasibHOTO ToCYAapCTBEHHONO Hafasopa B chepe 06palleHUs eKapCTBEHHbIX CPeacTB
(I'IEDEBOBKa NNIEKAPCTBEHHbIX NMpenapaTtoB Aa4 MeAULMHCKOIoO NpUMMEHEHUA B anTEKE NOTOBbIX d)OpM) (ngvmomeHme N
12);

13. dopMy NpoBepo4HOro AncTa (CNMCcKa KOHTPOJIbHbIX BOMPOCOB), UcMoNb3yeMoro ®eaepanbHoi cay>6oi no
Hag3opy B chepe 3paBoOOXPaHEHUS U ee TepPUTOPUAIbHBIMM OpraHamMu NpuY NPOBEeAEHUN MJIAHOBbIX NMPOBEPOK NpU
OCYLUECTBNIEHMM deaepaslbHOTO TOCYAapcTBEHHOTO HaAasopa B chepe ob6palleHUs NeKapCTBEHHbIX CPeacTB
(nepeBo3Ka NeKapcTBEHHbIX NPenapaToB A/ MEAULIMHCKOTO NPUMEHEHUS B anNTeYHOM NyHKTe) (npuaokerue N 13);

14. dopMy NPOBEPOYHOrO JIUCTa (CNMCKa KOHTPO/IbHbIX BOMPOCOB), Ucrnonb3yemoro deaepanbHom cnyx60oi no



Haa3opy B chepe 3 paBOOXpaHEHUS U €€ TEPPUTOPUA/IbHBIMU OPraHaMK MpU NPOBEAEHMM NIAHOBbIX MPOBEPOK MpU
ocyllectTBneHn deaepasbHOrO rocyapCcTBEHHOTO Had3opa B cdepe o06palleHUss NeKapCTBEHHbIX CpeacTB
(nepeBo3Ka neKapcTBEHHbIX MPenapaTos A1 MEAULIMHCKOTO NMPUMEHEHUS B aNTEYHOM KMocke) (npunoxenue N 14);

15. ®opMy NMPOBEPOHHOrO JIMCTA (CMMCKA KOHTPOJIbHbIX BOMPOCOB), UCMnosb3yemoro deaepasnbHom cayk6oi no
HaAa30py B chepe 34paBOOXPaHEHMSA U ee TEPPUTOPUAIbHBIMU OpraHaMmn NPy NPOBEeAEHUN NIAaHOBbLIX MPOBEPOK Npu
ocywectBneHnn deaepasbHOrO FoCyapCTBEHHOIO Haja3opa B cdepe o0OpallleHUs NeKapCTBEHHbIX CpeacTs
(nepeBo3ka feKapcTBEHHbIX MPenapaTtoB A8 MEAULMHCKOrO MPUMEHEHMS B  anTeke MNpPou3BOACTBEHHOM)
(npunoxkenue N 15);

16. ®opMy NPoOBEPOHHOro JIMCTa (CMMCKA KOHTPOJIbHbIX BOMPOCOB), Ucnonb3yemoro deaepanbHom cay>k6oi no
Haf30py B chepe 34paBoOOXpPaHEHMS U ee TEPPUTOPUA/IbHBIMU OpraHaMmn NpU NPOBEeAEHNN NIAaHOBbLIX MPOBEPOK NpuU
ocywectBneHnn deaepanbHOrO rocyapCTBEHHOIO Haja3opa B cdepe oOpallleHUs NeKapCTBEHHbIX CpeacTs
(nepeBo3Ka JIeKapCTBEHHbIX MpenapaToB A MeAULMHCKOro NMpUMEHEHUs B anTeKe NPOU3BOACTBEHHOM C NMPaBOM
W3roTOBJ/IEHUA ACEMNTUYECKMX IEKAPCTBEHHBIX NpenapaTos) (npuaoxerue N 16);

17. dopMy NpoOBEPOYHOrO JIUCTa (CMMCKa KOHTPO/IbHbIX BOMPOCOB), Ucnosib3yemoro deaepanbHom cny60oi no
HaA30py B chepe 34paBOOXpPaHEHMS U ee TEPPUTOPUAIbHBIMU OpraHaMmn NpuU NPOBeAEHUN NIAaHOBbLIX MPOBEPOK NpuU
ocywectBneHun deaepasbHOrO roCyAapCTBEHHOIO Haja3opa B cdepe o0OpallleHUsl NEKApPCTBEHHbIX CpeacTs
(nepeBo3Ka NeKapCTBEHHbIX MpenapaToB AJid MeAULMHCKONO NMPUMEHEHUS B MEAMLMHCKMX OpraHM3aumsax U ux
060co6/1eHHbIX nofpasaeneHusx (UeHTpbl (oTaeneHus) obulen BpayeGHOM (ceMerHOoM) NpaKTuKK, ambynatopum,
denbalepckne n - denbAlliepcKo-aKyLePCKUE MYyHKTbI), PACMOJIOXEHHbIE B CENbCKUX HaCEeNEHHbIX MyHKTaxX)
(npunoxkenue N 17);

18. ®opMy NMpoBEPOHHOro JIMCTa (CMMCKA KOHTPOJIbHbIX BOMPOCOB), Ucnonb3yemoro deaepasnbHom cayk6oi no
Haf30py B chepe 34paBoOOXPaHEHUS U e€ TEPPUTOPUAJIbHBIMU OpraHaMmn NpuU NPoBEeAEHNN NIAaHOBbIX MPOBEPOK Npu
ocywectBneHnn deaepasbHOrO roCyAapCTBEHHOIO Haja3opa B cdepe o0OpallleHUs NeKapCTBEHHbIX CpeacTs
(nepeBo3Ka JIEKapCTBEHHbIX npenapaToB ans MeNLUHCKOro NPUMEHEHNS UHANBUAYASIbHbIMU
npeanpvHuMatensamm) (npunoxenue N 18);

19. dopMy NPOBEPOYHOrO JIUCTa (CNMCKa KOHTPO/IbHbIX BOMPOCOB), Ucnonb3yemoro deaepanbHom cnyx6oi no
Haa3opy B cdhepe 34paBoOXpaHEHUS U ee TEPPUTOPUATIbHBIMU OpraHaMu MpU NPOBEAEHMM MIAHOBbIX MPOBEPOK MpU
ocylLecTBAeHUN peaepanbHOro rocyaapcTBeHHOro Ha3opa B chepe obpalleHns NeKapcTBEHHbIX cpeacTB (OTNycK U
peanusalms NekapcTBeHHbIX NPenapaToB AAS MeAMLMHCKOTO NMPUMEHEHUS B MeAULUHCKON OpraHu3aLmmM U UHbIX
opraHu3saLusX, UMEIOLLNX JIMLEH3MIO Ha MEAULMHCKYIO AesTeNlbHOCTb) (npuoxkeHne N 19);

20. dopMy NpoBepPOYHOro JincTa (CnMcKka KOHTPOJbHBIX BOMPOCOB), Ucnoibzyemoro defepanbHoi cayx60i no
Haa3opy B cdhepe 34paBoOXpaHEHUS U ee TeppUTOPUabHBIMU OpraHaMu Mpu NPOBEAEHMMU NJIAHOBbIX MPOBEPOK MpU
ocylectBaeHun deaepasibHOro rocyaapcTBeHHOro Haasopa B chepe obpalleHUsa NeKapcTBEHHbIX cpeAcTB (OTMYCK U
peannsaumna NneKapCTtBeEHHLIX Npenapatos Aa4 MeanunMHCKOro npnMeHeHuns B arTteKke rotoBbiX d)OpM) (ngmno»(eHme N
20);

21. ®opMy NpoBEPOYHOro AncTa (CNUCcKa KOHTPOJIbHBIX BOMPOCOB), ncnosib3yeMoro degepanbHoi ciy60oi no
Haa3o0py B cdhepe 34paBoOXpaHEHUS U ee TePPUTOPUASIbHBIMU OpraHaMu Mpu NPOBEAEHMM NIAaHOBbIX MPOBEPOK MpU
OCYLLECTBNIEHMM deflepanbHOro rocy1apCTBEHHONO HaZ30pa B chepe 06palleHMs IEKAPCTBEHHbIX CPeAcTB (OTNycK U
peannsaums IeKapcTBEHHbIX NPenapaTos A1 MeAULMHCKOTO NPpUMEHEHUs B anTeYHoM NMyHKTe) (npunoxkeHune N 21);

22. ®opMy NPoBEPOYHOro ANcTa (CNUCKa KOHTPOJIbHBIX BOMPOCOB), ncnosib3yeMoro degepanbHoi ciy6oi no
Haa3o0py B cdhepe 34paBoOXpaHEHUS U ee TePPUTOPUASIbHBIMU OpraHaMu Mpu NPOBEAEHMM NIAaHOBbIX MPOBEPOK MpU
OCYLLUECTBNIEHMM deflepanbHOro rocylapCTBEHHONO HaZi30pa B chepe 06palleHUs IEKAPCTBEHHbIX CPeacTB (OTNycK U
peanusaLns eKapcTBEHHbIX NPEenapaToB A1 MeAULUHCKOro NpUMeHeHUs B anTeYHoM Knocke) (npunoxerue N 22);

23. ®opMy NPOBEPOYHOro INCTa (CMMCKa KOHTPOJIbHBIX BOMPOCOB), Mcnosbsyemoro OefepanbHoii cayx 60 no
HaA30py B chepe 34,paBOOXPAHEHMS U ee TepPUTOPUAIbHBIMU OpraHaMm NP NPOBEAEHUM MIAHOBbIX MPOBEPOK MpW
ocyulecTBieHnn dpeaepanbHOro rocyAapcTBeHHOro Ha3opa B chepe obpalleHna NeKapcTBEHHbIX CPeacTs (OTNycK
peanu3aums  JeKapCTBEHHbIX MNpenapaTtoB AN MEAULMHCKOTO MNPUMEHEeHMS B anTeke MpPOU3BOACTBEHHOA)
(npunoxkerue N 23);

24. ®opMy NPOBEPOYHOro JINCTa (CMUCKA KOHTPOJIbHBIX BOMPOCOB), Mcnoib3yeMoro deaepanbHol ciy60oit no



Haa3opy B chepe 3 paBOOXpaHEHUS U €€ TEPPUTOPUA/IbHBIMU OPraHaMK MpU NPOBEAEHMM NIAHOBbIX MPOBEPOK MpU
ocyllecTBAeHUN pellepanbHOro rocyaapCcTBEHHOIO Ha30pa B cdhepe obpalleHNs NeKapCcTBEHHbIX CPeacTB (OTMYCK U
peanu3aums IeKapCTBEHHbIX NPENapaToB A1 MeAULMHCKOTrO NMPUMEHEHUSI B anTeKe NMPOU3BOACTBEHHON C NPaBOM
U3roTOB/IEHUS aceNTUYECKUX JIeKapCTBEHHbIX NpenapaTos) (npuaoxeHue N 24);

25. ®opMy NpoBepoYHOro ancTa (Crmcka KOHTPOJIbHBIX BOMPOCOB), ncnosibyeMoro degepanbHoi ciy60it no
Haa3opy B cdhepe 34 paBoOOXpaHEHUS U ee TEPPUTOPUATIbHBIMU OpraHaMu MpU NPOBEAEHMU NMIAHOBbIX MPOBEPOK MpU
ocyllecTBAeHUN dpelepanbHOro rocyaapCcTBEHHOIO Ha30pa B cdhepe obpalleHNs NeKapCcTBEHHbIX CPeacTB (OTNYCK U
peanusaums NeKkapcTBeHHbIX NpenapaTtoB AAs MeAULMHCKOTO NMPUMEHEHUS B MeAULMHCKUX OpraHu3auumsax U ux
060co6/ieHHbIX nogpasgeneHuax (LeHTpbl (oTaeneHusa) obwein BpayebHoM (cemMeiHoMn) npakTuku, ambynatopum,
denbalepckne n  denballepcKo-aKyLepcKmue MyHKTbI), PaCrnofIOXEHHbIE B CEJMbCKUX HaceNeHHbIX MyHKTax)
(npunoxerue N 25);

26. DopMy NMPOBEPOYHOTO INCTA (CMMCKA KOHTPOJIbHBIX BOMPOCOB), UcnosibayeMoro OegepanbHoit cayx60i no
Haa30py B chepe 3/1paBOOXPaHEHMA U ee TePPUTOPUAIbHBIMU OpraHaMm Npu NPOBEAEHUM MIAHOBbIX NPOBEPOK Mpu
ocyLIecTBIeHNM deaepanbHOro rocyAapcTBEHHOro Ha30pa B chepe 0bpalleHna NeKapcTBEHHbIX CPeCcTB (OTMyCK
peanuMsauus  JIEKapCTBEHHbIX  MpenapatoB  AA8  MEAMUMHCKOTO  MNPUMEHEHUS  UHAMBUAYaNbHbIMU
npegnpuHuMatensmm) (mpunoxkeruve N 26);

27. ®opMy NpoBepoYHOro ancTa (Crmcka KOHTPOJIbHBIX BOMPOCOB), ncnosibayeMoro degepanbHoi ciy60i1 no
Hafa30py B chepe 34paBoOOXPaHEHUS U ee TEPPUTOPUAJIbHBIMU OpraHaMmn NpuU NPoBEeAEHNN NIAaHOBbIX MPOBEPOK NpU
ocywectBneHnn deaepasbHOrO roCyAapCTBEHHOIO Haja3opa B cdepe o0OpallleHUs NeKapCTBEHHbIX CpeacTs
(peanusaums nekapcTBeHHbIX CpeacTB ANd MeIULMHCKOrO MpUMEHEHMs oOpraHusaumeit onToBO TOProean
JIeKapCTBEHHbIMM CpeacTBaMU At MeAULMHCKOro NpuMeHeHus) (npunoxexuve N 27);

28. ®opMy NpoBepOYHOro NCTa (CNMUCKa KOHTPOJIbHBIX BOMPOCOB), ncnosb3yeMoro degepanbHoi ciy60oi no
Haa3opy B cdhepe 34paBoOOXpaHEHUS U ee TEPPUTOPUATIbHBIMU OpraHaMu MpU NPOBEAEHMM NMIAHOBbIX MPOBEPOK MpU
ocyllectTBneHnn deaepanbHOro rocyJapcTBEHHOrO Hajdsopa B chepe o6palleHUs NeKapCcTBEHHbIX CpeacTs
(YHMUTOXKEHME NIeKapCTBEHHbIX NPEenapaTtoB Al MeAULMHCKOrO MPUMEHEHUS B OpraHM3aLuK ONTOBOM TOProB/n
JleKapCcTBEHHbIMK cpeacTBaMm) (npunoxkeHve N 28);

29. ®opMy NPOBEPOYHOIO JIMCTA (CMMCKA KOHTPOJIbHBIX BOMPOCOB), UcMnoab3yeMoro PenepanbHol ciy»k60 no
Hag3opy B chepe 34paBoOOXPaHEHUS U ee TepPUTOPUAIbHBIMM OpraHamMu NpuY NPOBEeAEHUN MJIAHOBbIX NMPOBEPOK NpU
OCYLIECTBNIEHMM defepasbHOTO TOCYAapCTBEHHOTO Hanasopa B chepe o6palleHUs NeKapCTBEHHbIX CPeacTB
(YHUUTOXEHME NeKapCTBEHHbIX MPenapaToB As MeAULIMHCKOrO NMPUMEHEHUS B MEAULMHCKON OpraHn3aLmm U UHbIX
opraHM3aLmsX, UMEIOLLNX JIMLEH3MIO Ha MEAULMHCKYIO AedTeslbHOCTb) (npuaoxkeHne N 29);

30. ®opMy NpoBEpPOYHOro AncTa (CNUCcKa KOHTPOJIbHBIX BOMPOCOB), ncnosib3yeMoro degepanbHoi ciy60oi no
HaA30py B chepe 34paBoOOXPaHEHMA U ee TeppPUTOpUaNbHBIMU OpraHaMmn Npu NPoBeAEHUN NIAaHOBbIX MPOBEPOK Mpu
OCYLIECTBNEHMM (efepasibHOTO ToCYAapCTBEHHOrO Hagasopa B chepe o06palleHUs eKapCTBEHHbIX CPeacTB
(YHML-ITO)KGHME JNNIEKAPCTBEHHbIX MpenapatoB A4 MeANUNHCKOIo NpMMeHeEHMA B afnTeKe rotoBbIX CbOpM) (I'I NI0XXEeHUNe
N 30);

31. dopMy NpoBepoYHOro ncTa (CnMcKka KOHTPObHBIX BOMPOCOB), Ucnonb3syemoro defepanbHoi cayx60oi no
Haa3opy B chepe 34paBOOXPaHEHUS U ee TEPPUTOPUA/IbHBIMU OPraHaMM NpU NPOBEAEHMM NJAHOBbIX MPOBEPOK MpK
ocyuwecrtBaieHn d)ep,epaanoro rocygapCrtBeHHOro Hajs3opa B ccbepe 06pau.|,eHM$| JNNIEKAPCTBEHHbIX CpPeACTB
(YHM‘-ITO)KeHI/Ie NNIEKAPCTBEHHLbIX MpPenapaTtoB As4a MeanunHCKOro npuMeHeHunsa B anTte4Hom I'IYHKTe) (npmnomeHme N
31);

32. ®opMy NPOBEPOYHOIO JIMCTA (CNMCKa KOHTPO/IbHBIX BOMPOCOB), Ucrnonb3zyeMoro ®enepanbHoli ciyx601 no
Haa3o0py B cdhepe 34paBoOXpaHEHUS U ee TeppUTOPUaIbHBIMU OpraHaMm Mpu NPOBEAEHMU NIAHOBbIX MPOBEPOK MpU
OCYLIECTBNEHMM eaepasibHOTO ToCyAapcTBEHHOrO HaAasopa B chepe 06palleHUs JIeKapCTBEHHbIX CPeacTB
(YHMLITO)KGHMG NNIEKAPCTBEHHLbIX MpenapatoB As4a MeEAULUUMNHCKOIo npnMeHeHna B ante4HoM KMOCKE) (npmno»(eHme N
32);

33. ®opMy NPOBEPOYHOIO JIMCTA (CNMCKA KOHTPO/IbHBIX BOMPOCOB), Ucrnoab3lyeMoro PenepanbHol ciyk60 no
Hag3opy B chepe 34paBoOOXPaHEHUS U ee TeppPUTOPUaIbHBIMM OpraHaMm NpY NPOBeAEHUN NJIAHOBbIX NPOBEPOK NPU
OCYLUECTBNIEHMM deaepasbHOTO TOCYAapcTBEHHOTO Haasopa B chepe obpalleHUs NeKapCTBEHHbIX CPeacTB



(YHMUTOXKEHME NEeKapCTBEHHbIX MpenapaToB A48 MEeOULMHCKOrO MPUMEHEHUs B anTeKe MpOou3BOACTBEHHON)
(npunoxenwme N 33);

34. ®opMy NpOBEPOYHOro JIMCTa (CNMCKa KOHTPOJ/IbHBLIX BOMPOCOB), UcnonbsyemMoro ®eaepansHolt ciyx60i no
Hag3opy B chepe 34paBOOXPAHEHUS N €€ TEPPUTOPUAJIBHBIMU OpraHaMm NpuU NPoBeAEeHMN NAAHOBbIX MPOBEPOK MpU
ocywectBneHnn deaepanbHOro rocyapCcTBEHHOIO Haa3opa B cdepe oOpalleHUs NeKapCTBEHHbIX CpeacTs
(YHMUTOXKEHME NeKapCcTBEHHbIX NPenapaToB A1 MeAULIMHCKOTO NPUMEHEHUS B afnTeKe NPOM3BOACTBEHHOM C NPaBOM
M3roTOBJ/IEHMSA aCeMNTUYECKUX IEKAaPCTBEHHbIX nMpenapaTtos) (mpuaokeHune N 34);

35. ®opMy NpoBepoYHOro amncTa (Crmcka KOHTPOJIbHBIX BOMPOCOB), ncnosibayeMoro degepanbHo ciy60i1 no
HaAa30py B chepe 34paBOOXPaHEHMSA U ee TePPUTOPUAIbHBIMU OpraHaMmn Npu NPOBeAEHUN NIAaHOBbLIX MPOBEPOK NpuU
ocywectBneHnn deaepasbHOrO FOCyapCTBEHHOIO Haja3opa B cdepe o0OpallleHUs NeKApPCTBEHHbIX CpeacTs
(YHMUTOXKEHME NIEKAPCTBEHHbIX MPenapaToB A/ MEAULIMHCKOTO NMPUMEHEHUS B MEAULMHCKMX OpraHM3aumax U ux
o60cobneHHbIX nogpasgeneHmax (LeHTpbl (oToeneHus) obuein BpavyebHOM (ceMelHOoM) NpakTUKKM, amMbBynatopuu,
denbaliepckme 1 $enbAlepcKo-aKyLePCKME MYHKTbI), PacnofIOKEHHbIE B CEILCKMX HACENEHHbIX MYHKTaXx)
(npunoxkerme N 35);

36. ®opMy NpoBepoYHOro ancTa (Crmcka KOHTPOJIbHBIX BOMPOCOB), ncnosibsyeMoro degepanbHoi ciy60it no
Hafa30py B chepe 34paBoOOXpPaHEHUS U ee TEPPUTOPUA/IbHBIMU OpraHaMm NpU NPOBEAEHNN NIAHOBbIX MPOBEPOK NpuU
ocywectBneHnn deaepanbHOrO rocyapCTBEHHOIO Haa3opa B cdepe oOpallleHUs NeKapCTBEHHbIX CpeacTs
(YHMUTOXKEHME  NIeKapCTBEHHbIX  MpenapatoB AN MEeAMLUHCKOrO  MPUMEHEHUs  UHAUBUAYabHbIMU
npeanpuHmuMatensmm) (npunoskerume N 36);

37. ®opMy NpoBEpPOYHOro NCTa (CMUCKa KOHTPOJIbHBIX BOMPOCOB), Mcnoib3yeMoro deaepansbHoi ciyx60oit no
Haa3opy B chepe 3 paBoOXpaHEHUS U ee TEPPUTOPUASIbHBIMU OpraHaMm MpU NPOBEAEHMM MIAHOBbIX MPOBEPOK MpU
ocyllecTBneHn deaepanbHOro rocyapcTBEHHOTO Had3opa B cdepe o6palleHUss NeKapCcTBEHHbIX CpeacTs
(cobnogeHne cybbekTaMy 06palleHUst NIEKAPCTBEHHbIX CPEACTB YCTaHOB/EHHbIX TpPeboBaHUI K MNpPOBEAEHUIO
JOKIMHUYECKUX UCCNelOBaHMIA NIeKapCTBEHHbIX cpeacTs) (npunoxenve N 37);

38. ®opMy npoBepoYHOro amncTa (Crmcka KOHTPOJIbHBIX BOMPOCOB), ncnosibayeMoro degepanbHon ciy60i1 no
Haf30py B chepe 34paBoOOXpPaHEHUS U ee TEPPUTOPUAJIbHBIMU OpraHaMmn NpuU NPoBEeAEHNN NIAaHOBbIX MPOBEPOK Npu
ocywectBneHnn deaepasbHOrO roCyapCTBEHHOIO Haja3opa B cdepe o0OpallleHUs NeKApPCTBEHHbIX CpeacTs
(cobnogeHne cybbekTaMun 06palleHns NIeKAPCTBEHHbIX CPEeACTB YCTaHOBAEHHbIX TpeboBaHUI K MNpPOBEAeHUI0
KJIMHUYECKUX UCCNedoBaHNN IeKapCTBEHHbIX NpenapaTos) (npuaoxkeHue N 38);

39. ®opMy NPOBEPOYHOTrO ICTA (CMMCKA KOHTPOJIbHBIX BOMPOCOB), Mcnosib3yeMoro OegepanbHoit Cayx60i no
Haa30py B chepe 3/paBOOXPaHEHMA U ee TePPUTOPUAbHBIMU OpraHaMm Npu NPOBEAEHUM MIAHOBbIX NPOBEPOK Mpu
OCYLIECTB/IEHNN  defiepaibHOTO  FOCYAApCTBEHHOTO HajA3opa B chepe 06palleHUs NeKapCTBEHHbIX CPeacTB
(cobmogeHne cybbekTamu 06paLLEHUs NEeKapPCTBEHHbIX CPEACTB  YCTAaHOBJIEHHbIX TpeboBaHUI K KavyecTBy
JleKapCcTBEHHbIX cpefcTB) (mpunoxenue N 39).

Bpwvo pykosoguTtens
[.B.NMAPXOMEHKO

MpunoxkeHune N 1

K npukasy PegepanbHOM CyXobl

no Hag3opy B chepe 34paBOOXpPaHEHNS
071 09.11.2017 N 9438

®opma

MpoBEpPOYHbLIA NUCT
(CcNUCOK KOHTPO/IbHLIX BOMPOCOB), WUCMONb3yeMblin depepanbHON Cnyx6oi
no Haf3opy B coepe 34paBOOXpPaAHEHUA U ee TeppuTOopuanbHbLIMA OpraHamu



npy¥ nNpoBeAeHMn MNNaHOBLIX MPOBEPOK MpU OCYUEeCTB/eHUn degepanbHOro
rocyfapCcTBEHHOro Hags3opa B cdepe obpaweHns TeKapCTBEHHLIX CPeaCcTB
(XpaHeHne NeKapCTBEHHbIX NpenapaToB AN MEAUUUHCKOro NpPUMEHEHUs
B OpraHusauuv ONTOBOW TOProB/M NeKapCTBEHHLIMU cpeacTBamu)

(HaMMeHoBaHMe opraHa, OCYUEeCTBAAWLEro NIaHOBYKW MPOBEpPKY)

1. Bupg rocygapcTBEHHOI o KOHTpONs (Hag3opa)

2. MpegvMeT  NIAHOBOW  MPOBEPKM KWPUAMYECKUX UL, U UHOUBUAYASIbHbIX
npegnpuHUMaTenein  orpaHuunBaeTcs o06si3aTeflbHbIMM  TpeboBaHusiMKU,  CO60LEeHME
KOTOpbIX SIBAsieTCSH Hambonee 3Ha4YMMbIM C TOUKW 3PEHUS HefoNnylWeHWss BO3HUKHOBEHUS
yrpo3bl MNpUUYUHEHWS Bpefa XWU3HW, 340POBb rpaxiaH, W3/0XeHHHMU B dopme
NMPOBEPOYHOTO SIMCTa (CNMcKa KOHTPOJIbHbLIX BOMPOCOB).

3. HanmeHoBaHue lpugnyveckoro nuua, damuans, UM, OTYEeCTBO (MpU HaIMuMK)
WUHAMBUAYANbHOTO NpejnpuHUMaTens :

4. MecToO npoBefeHusa naaHoBOW npoBepkKn C 3anoJ/IHEHNEM MNPOBEPOYHOIro AncTa:

5. PeKkBM3UTH MpuKasa O MPOBEAEHWMM MNNAHOBOI NPOBEPKU: OT

N .
6. YuyeTHbli HOMEpP MNPOBEPKM W gaTa MPUCBOEHUS YYETHOro HOMepa MpPOBEPKMU
B EQMHOM peecTpe NPOBEpPOK :
7. JOMKHOCTb, dammnnuns " UHUUMansl  AO/MKHOCTHOrO  nuua (nuu),
nposoAsawero(nx) naaHOBY MPOBEPKY:
1. ;
2. ;

4

8. [epeyeHb BOMPOCOB, OTpaxawlMx cojepxaHue o6s3aTeNbHbIX TpeboBaHWi,

OTBET Ha KOTOpble OIHO3HAYHO CBMAETENbCTBYET O COG/MIOAEHWM WU Hecob6AeHUN

OPUANYECKUM NULOM, WHAMBUAYabHBIM NpeanpuHuMaTenemM 06s3aTeflbHbiX Tpe6GOoBaHuii,
COCTaBMANWUX MpeaMeT MPOBEPKU:

N Bornipockl, oTpaxkatowme cogeprkaHue PekBun3antbl BeiBog, 0
n/n obsa3atenbHbIx TpeboBaHUM HOPMATUBHbIX BbIMOJIHEHUN
NpaBOBbLIX aKTOB, C TpeboBaHUM

YKa3zaHMeM Ux
CTPYKTYPHbIX eamHuL, | A3 HeT
KOTOPbIMM
YCTaHOB/IEHbI
obs3arenbHble
TpeboBaHus

®depepanbHbii 3akoH oT 12 anpens 2010 r. N 61-®3 "O6 obpalleHnn NekapcTBEHHbIX cpeacTB”
(CobpaHue 3akoHopaaTenbcTBa Poccuitckon depepaumm, 2010, N 16, c1. 1815; 2016, N 27, cT. 4283)
(nanee - 61-03); MpaBuia HaaneXalleh MNPaKTUKU XpaHEHUS U MEePEBO3KU JIEKaPCTBEHHbIX
npenapatoB [Aas MeAMLUMHCKOIO MPUMEHEHUS, YTBEPXAEHHble NPUKa3oM MuHUCTepCcTBa
3ApaBooxpaHeHus Poccuitckonn depepaumm ot 31 aBrycta 2016 r. N 646H (3apeructpmpoBaH
MUHKUCTEPCTBOM tocTULMK Poccuiickoit ®eaepaummn 9 aHeaps 2017 r., peructpauuoHHbliin N 45112)
(nanee - MpaBuaa Hagaexallen NPakTUKN XpaHeHus); [paBuaa XpaHeHUs NeKapcTBEHHbIX CPeaCTs,
yTBEPXKAEHHbIE NPUKA30M MUHUCTEPCTBA 34,paBOOXPAHEHNS N COLMAIBLHOIO pa3BuTMS Poccninckomn
depepaunn ot 23 aBrycta 2010 1. N 706H (3apeructpupoBaH MUHUCTEPCTBOM HOCTULLMM POCCUIACKOM
depepaumn 4 okta6pa 2010 r., peructpaumoHHbit N 18608) ¢ M3MEHEHUAMM, BHECEHHbIMM
NpPUKasoM MUHUCTEPCTBA 34,p0aBOOXPAHEHMS U CoLManbHOro pasentusa Poccuickon ®epepauym ot
28 pekabpsa 2010 r. N 1221H (3apermctpmMpoBaH MUHUCTEPCTBOM OCTULMKM Poccuitckon degepaumm
4 ¢espana 2011 r., pernctpaumoHHbin N 19703) (panee - MpaBuna XpaHEHUS JIEKAPCTBEHHbIX
CpeacTs); Npukas MUHWUCTEPCTBA 34paBOOXPaHEHMS M COLMANbLHOIO pasBuTUs  Poccuitckoi
Oepepaummn ot 28 gekabps 2010 r. N 1222H "O6 yrBepXaeHuu [MpaBun OMNTOBOM TOProB/U
JIEKapCTBEHHbIMU  CPeacTBaMM AN MEAMLMHCKOTO  npuMeHeHus"  (3apernctpupoBaH
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MuHUCTEPCTBOM tocTULMKM Poccuiickoin ®epepauumn 4 ¢pespana 2011 r. N 19698) (nanee - MpasBuna
ONTOBOW TOProB/N)

CucteMa obecrneveHuns KayectBa XpaHeHMs M NepeBo3KU IEKapCTBEHHbIX NpenapaTtoBs (cratbd 54 61-

®3; [nasa Il, nyHKTbI 3 - 6 MpaBu Hag/IeXKaLen NPakTUKKU XpaHEeHUs)

1. YTBEPXAEHbI 1M PyKOBOAUTENEM CYObEKTA nyHKT 3 MNpasun
obpalleHns NeKapCTBEHHbIX CPeACTB CTaHAaPTHbIE | Hag/exallen
onepaumMoHHble npoueaypsl (aanee - COM)? NPaKTUKN XpaHEHUS

2. OnpegeneHa M OTBETCTBEHHOCTb PabOTHMKOB noAnyHKT "6" NyHKTa
cybbekTa obpalleHus IeKapcTBEHHbIX NpenapaTtoB |4 MpaBun
3a HapyLueHue TpeboBaHMN, YCTAaHOBIEHHbIX Hag/iexallemn
HacToawWwmMMK MpaBnaamMum Haaaexallen NPakTUKN | MPaKTUKKU XpaHeHUs
XpaHeHusa?

3. HasHadeHo nn pyKoBoauTeENEM opraHmsauum NyHKT 5 MpaBun
OMTOBOW TOProBAM NEKAPCTBEHHbLIMU CPEACTBAMU | HAAEXaLLEN
MU0, OTBETCTBEHHOE 3a BHEAPEHNE U NpPaKTUKN XpaHEHUS
obecnevyeHne cucTeMbl KadyectBa?

4, YKa3aHbl 11 B 4OroBope, No KOTOPOMY NyHKT 6 MNMpaBun
OCYLLECTBASETCS Nepefaya AeaTe/IbHOCTU Ha Hag/ieXxallen
AYTCOPCUHT: NPaKTUKN XPaHEHUS

0653aHHOCTU KaXK0M M3 CTOPOH? NYHKT 6 MpaBun
Haanexalemn
NPaKTUKN XpaHEHUS

nopsAoK AENCTBUN? NYHKT 6 MpaBun
Haanexawemn
NpaKTUKN XpaHEHUS

OTBETCTBEHHOCTb CTOPOH? NYHKT 6 MpaBun
Haaexalen
NpPaKTUKN XpaHEHUS

5. NcnonHset an o6sa3aTenscTBa No OroBopy NyHKT 6 MpaBun
ayTCOPCUHTra KBaMOULMPOBAHHbBIN nepcoHan? Haaexalen

NPaKTUKN XpaHEHUS

6. NmetoTcs M noMeLLeHns, KoTopblie HeOBX0AMMbI NyHKT 6 MpaBun
AN UCnoJIHeHUs 0653aTeNbCTB NO AOroBopYy Hag/ieXxallemn
ayTcopcuHra (oiHO U3 yc/I0BMIM AoroBopa NPaKTUKN XpaHEHUS
ayTCOPCMHra) B COOTBETCTBMU C TPEGOBAHMAMM
MpaBua Haaexallen NPaKTUKN XpaHeHUs?

7. NmeeTcsa nim obopyaoBaHmne, KOTOpoe HEOBX0AMMO | NYHKT 6 MpaBun
AN UCnoJIHeHUs 0653aTeNbCTB N0 AOroBOpY Hag/ieXxallemn
ayTCopcuHra (ogHo U3 yca0BUiM IoroBopa NpPaKTUKN XpaHEHUS
ayTCOPCMHra) B COOTBETCTBMU C TPEGOBAHMAMM
MNpaBua HaanexKalllen NPaKTUKN XpaHEeHUs?
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OcBeoMAseTCs N OKYMEHTaIbHO UCTIO/IHUTENb
Mo AOroBOpYy ayTcopcuHra (ofiHO U3 YC/I0BUIA
JloroBopa ayTcopcuHra) o6o Bcex dpakTopax,
CBS3aHHbIX C JIEKAPCTBEHHBIMW NpenapaTamMun Uan
JNeATeNbHOCTbIO, NepeaBaeMoit Ha ayTCOPCUHT,
KOTOpble MOTYT NPeACTaBAsTb ONacHOCTb AJ1s ero:

NYHKT 6 MpaBun
Haanexawemn
NPaKTUKN XpaHEHUSI

nomeLleHnn?

NYHKT 6 MNMpaBun
Hag/ieXxallemn
NPaKTUKN XpaHEHMS

obopyaoBaHus?

NyHKT 6 MNMpaBun
Hag/iexallen
NPaKTUKN XpaHEHUS

nepcoHana?

NYyHKT 6 MpaBun
Hag/iexallemn
NPaKTUKN XpaHEHUS

MoMelleHns AN XpaHeHUs NeKapCTBeHHbIX npenapatoB (ctatba 58 61-®3; rnasa IV MNpasun

HaJ/eXallen NPaKkTUKKU XpaHeHus; [paBuaa XpaHEHUS IEKAPCTBEHHbIX CPeacTB)

9. ObecneymBatoT /i NOMELLLEHUSA AN XPaHEHUSA nyHKT 12 MpaBun
JNIeKapCTBEHHbIX NpenapaToB 6e3onacHoe Haaexalen
pa3genbHOe XpaHeHMe U nepemelleHue MPaKTUKN XpaHeHUs
JIeKapCTBEHHbIX NpenapaToB?

10. CocTaB/iIET N NJIOLLLAAL NOMELLLEHWA, nyHKT 13 MNMpaBsun
HEOOXOANMBIX AN OCYLLECTBAEHUS AEATENBHOCTU | Haanexallen
Mo XpaHEeHMIO SIeKapCTBEHHbIX NpenapaToB, He MPaKTUKN XpaHeHus
MeHee 150 KB. MeTpoB?

11. CoOTBETCTBYET /N NIOLWAAb MOMELLEHUN, nyHKT 13 MNpasun
HEOOXOANMBIX AN51 OCYLLECTBEHUS AEATENbLHOCTU | Haanexallen
Mo XpaHEHUIO JIEKAapPCTBEHHbIX NpenapaToB, 00beMY | MPaKTUKU XpaHEHUS
XPaHUMBIX JIEKapCTBEHHbIX NpenapaTos?

12. NMetoTcsa v noMellieHus (o0Tcekun) ans XpaHeHus nyHKTbl 11, 12 Mpasun
OrHeonacHbIX M B3pbIBOOMNACHbIX N€KAPCTBEHHbIX Haaexallen
CpeACTB C NPeAesioM OrHECTOMKOCTM CTPOUTESIbHbBIX | MPAKTUKM XpaHEHMS;
KOHCTPYKUMI He MeHee 1 4yaca? nyHKT 14 MpaBsun

XpaHeHus
NIEKAapPCTBEHHbIX
cpeacrts

13. NmeeTcs in 0603HaYeHHas 30Ha UM OTAEIbHOEe NyHKTbI 14, 16 MNpaBun
rnomMeuleHne Aas NpUeMKU IeKapCTBEHHbIX Haaexalen
npenapartos? MPaKTUKN XpaHeHus

14. NmeeTcs im 0603HaYeHHas 30Ha UM OTAENIbHOE NyHKTbI 14, 16 MNpaBun
nomelleHne akcnegmunm? Hag/iexallemn

MPaKTUKN XpaHeHus

15. NmeeTcsa im 0603HaYeHHas 30Ha UK OTAeNbHOE NyHKTbI 14, 16 MpaBun
noMmelLeHne OCHOBHOMO XPaHEHWUS IEKAPCTBEHHbIX | Haanexallen
npenaparos? NMPaKTUKN XPaHEHNS

16. NmetroTcst i 0603HaYeHHblEe 30HbI UM OTAE/IbHblEe | MYHKTbI 14, 16 MpaBun
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NOMELLEHNSI XPAHEHUS IEKAPCTBEHHbIX
npenaparos, TPebYOLWMX CneLnasbHbIX YCI0BUN?

Haaexallen
NpaKTUKN XpaHEHUS

17. NMeeTcs n ansa XpaHeHMs BbISIBNEHHbIX NyHKTbI 14, 16 MNpasun
danbCcnPrLUMPOBaHHbIX, HEAOOPOKAYECTBEHHDIX, Haaexalen
KOHTpadaKTHbIX IEKapCTBEHHbIX MpenapaTos: NPaKTUKN XpaHEHUS

ob603HayeHHas 30Ha? NyHKTbI 14, 16 Mpasun
Haanexalemn
NPaKTUKN XPaHEHUS

oTae/ibHoe nomMeuleHume? NyHKTbI 14, 16 MNpasun
Haanexalemn
NpPaKTUKN XpaHEHUS

18. MNmeeTcs in 0603HaYEHHAs 30HA UKW OTAE/IbHOE NyHKTbI 14, 16 MNpaBun
nomelleHne, obecneympatoLLne Tpebyemsblie Haa/exalen
YCNI0BUSI XpaHEHUS IEKapCTBEHHbIX Mpenaparos, NpaKTUKN XpaHEHUS
0N KAPAHTUHHOIO XpaHEHMS NEKAPCTBEHHbIX
npenaparos?

19. MMeeTcs 1n B NOMELLEHUSX U 30HaX, nyHKT 17 MpaBun
MCMOJIb3yEMbIX AJ1 XPAHEHUS JIEKAPCTBEHHbIX Hag/ieXxallen
npenapaTtoB, OCBeLleHne? NPaKTUKN XPaHEHUS

20. NmeeTcs n BannampoBaHHasa cuctema, NyHKT 18 MNpasun
pasgensatoulas 30Hbl XpaHeHUa? Hag/iexallemn

NPaKTUKN XpaHEHUS

21. NmetoTcs M aMUHUCTPATUBHO-ObITOBbIE nyHKT 19 MpaBun
NnoMeLLEeHUS, OTAeNEHHble OT 30H XPaHEHMUS Hag/ieXxallemn
JIeKapCTBEHHbIX NMpenapaToB? NpaKTUKN XpaHEHUS

22. MpeaycMoTpeHO n pasgeneHue noToKkos NyHKT 28 MpaBun
nepeMelLeHns NeKapCTBEHHbIX NpenapaTos (¢ Hag/iexallen
MOMEHTa NOCTYNAeHUS A0 MOMEHTa OTMPaBKU CO NpPaKTUKN XpaHEHUS
cKNafa) Mexxay noMeLLeHnaMmn n (Mam) 3oHamu
0N XpaHEeHMS NeKapCTBEHHbIX NpenapaToB?

23. ObecneyeHa n 3aliMTa NOCTYNAOLLNX nyHKT 10 MpaBsun
JNIeKapCTBEHHbIX CPeACTB NpU NPoBeAEHUMN ONTOBOW TOProB/n
Nnorpy3o4HO-pa3rpy304HbIX paborT:

OT aTMOCdepPHbIX 0CaAKOB? nyHKT 10 Mpasun
OMTOBOM TOProB/n

BO34ENCTBMA HU3KNX N BbICOKUX TeMnepaTyp? | nyHKT 10 Mpasun
OMTOBOW TOProB/in

24, NMeeTca in oTaesibHas 30Ha (nomMelueHue, wradbl) | nyHKT 25 Mpasun
ONs XpaHeHuMst 060opy0BaHUS, MHBEHTapA U Haanexalemn
MaTepuanoB Aas Y6opKn (OUMCTKM), a TaKKe NPaKTUKN XPaHEHUS
MOMLLMX U Ae3NHOULMPYHOLNX CPeacTB?

25. MpoBoanTcs v y6opka nometleHnin (3oH) ans NyHKT 25 Mpasun
XPaHEeHWs NeKapCTBEHHbIX NpenapaToB B Hag/iexallemn
cooTtBeTcTBUM ¢ COMamun? MPaKTUKN XpaHeHus

26. O6ecneymBaeT M yCTaHOBKa 060pyaoBaHUs s nyHKT 10 Mpasun
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XpaHEHWs IEKAPCTBEHHbBIX CPEACTB B NMOMELLEHUAX
JOCTYMHOCTb AN5 NpoBeeHNs Y6OpKn?

XpaHEeHUA
NNEKAPCTBEHHbIX
cpencTts

27. Jlonyckaert an oTaenKa nomelleHuin (BHyTpeHHue nyHKT 25 MpaBun
MOBEPXHOCTM CTEH, MOTOJ/IKOB) A/ XPaHEHUS Hag/iexallen
JIEKapCTBEHHbIX MpenapaTtoB BO3MOXHOCTb NpPaKTUKN XpaHEHUS;
npoBeAeHUs BJIAXKHO YOOPKN? NYHKT 6 MNMpaBun

XpaHeHUs
JIEKapCTBEHHbIX
cpeacTs

28. | ObecneyeHa nu 3alLMTa NOMELLEHUI AN XPAHEHUS | NYHKT 26 MNpaBun

JIEKAPCTBEHHbIX NPENapaToB OT MPOHUKHOBEHUS
HACEKOMBbIX, FPbI3YHOB UM APYTrUX YKMBOTHbIX?

Haa/exalen
NPaKTUKN XpaHEHUS

O6opygoBaHue (mnaBa IV TMpaBua Hagnexallen MnNpakTUKM XpaHeHus;

JIEKaPCTBEHHBIX CPEACTB)

MpaBnna

XpaHeHUA

29. NMeeTca i o6opyaoBaHue (B XopoLleM COCTOSIHMM | NYHKT 11 MpaBun
U YnCTOE), NPUHAAJIEXKALlee opraHM3aLMmM ONTOBOW | Haa/ieXKallein
TOProB/n IeKapCTBEHHbIMW NpenapaTaMu Ha MpaBe | NPAKTUKM XpaHEHUS
COBCTBEHHOCTU NN HA MHOM 3aKOHHOM
OCHOBaHUN?

30. MmetoTcs i NoMeLLeHns 415 XpaHEHUS nyHKT 17 MpaBun
OrHeonacHbIX M B3PbIBOOMACHbIX JIEKAPCTBEHHbIX XpaHeHus
cpeacTs, 060pyaoBaHHbIE HECTOPAEMbIMU U JIeKapCTBEHHbIX
YCTOMYMBBIMU CTENNAXKAMN U NOAA0OHAMM MOL, cpencTs
COOTBETCTBYHOLLLYIO HarpysKy?

31. OcHaweHbl /I NOMeELLEHUA AN XpaHEHUS nyHKT 37 Mpasun

JIEKapCTBEHHBbIX CPeACTB npubopamMu ans
perucTpauumn napaMeTpoBs Bo3ayxa:

Hag/iexallemn
NPaKTUKN XPaHEHUS;
NyHKT 7 MpaBun
XpaHeHus
JNIeKapCTBEHHbIX
cpeacTs

TepMOMeTpbI?

nyHKT 37 Mpasun
Haaexalen
NPaKTUKN XpaHEHUS;
NyHKT 7 MpaBun
XpaHeHus
JNIeKapCTBEHHbIX
cpeacTs

rMrpomMeTpbl?

nyHKT 37 MNMpasun
Haanexalemn
NPaKTUKN XPaHEHUS;
NyHKT 7 MNMpasun
XpaHeHus
NeKapCTBEHHbIX
cpencTs
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TEPMOrnrpoMeTphbI?

nyHKT 37 MpaBsun
Haanexawemn
NPaKTUKN XpaHEHUS;
NyHKT 7 MNpasun
XpaHeHus
NleKapCTBEHHbIX
cpencTs

3/1EKTPOHHbIE TUrPOMETPbI?

nyHKT 37 MpaBsun
Haaexallen
NpaKTUKN XpaHEHUS;

nNyHKT 7 MpaBun

XpaHeHus
JNIEKapCTBEHHbIX
cpencTs

32. PasmMelleHbl M U3MepUuTeibHbIe YacTu NPUBopoB | NYHKT 7 MpaBun
0N perucTpauum napaMmeTpoB Bo3ayxa Ha XpaHeHUs
paccTosiHUM He MeHee 3 M OT ABEPEN, OKOH U JNIeKapCTBEHHbIX
OTONUTEJIbHbIX MPUOOPOB U Ha BbicoTe 1,5-1,7 M cpeacTs
oT nona?

33. Pa3melleHo n o6opyaoBaHue A1 KOHTPOAS NyHKT 22 MpaBun
TeMreparypsbl B nomeLleHns (3oHax) B Hagsiexkallen
COOTBETCTBUM C pe3y/ibTaTaMu TeMMNepaTypHOro NPaKTUKN XpaHEHUS
KapTUMpOBaHMS, Ha OCHOBaHMWN NPOBEAEHHOIO
aHa/IM3a M OLEHKM PUCKOB?

34. MMeeTcs v xonogunbHoe o6opyaoBaHme (c nNyHKTbI 21, 36, 37
yKa3aHWeM HaMMeHOBaHMA, MapKu, MHBEHTapHoro | MpaBun Hagnexallen
HOMepa, TEMMNEPATYPHOTrO PeXmMMa, EMKOCTH) ¢ NpaKTUKN XpaHeHUS
pa3MeLleHNEM U 06CNYXKNMBAHMEM COMTAaCHO
JOKYMEHTaLMM MO ero UCNno1b30BaHUI0
(akcnayartaummn):

XOJI0ANNbHbIE KaMepbl? NyHKTbI 21, 36, 37
MpaBun Haanexallemn
NpaKTUKN XpaHEHUS

dapMaueBTUYECKME X0JI0AUbHbIE WKadbl MU | NYHKTbI 21, 36, 37

XONOAUNBHUKN? MpaBun Hagnexallemn
NpPaKTUKN XpaHEHUS

35. NmMeeTca cmcteMa KOHOUUMOHNPOBAHWA B nyHKTbl 21, 36, 37
NOMELLEHUSX A5 XPAHEHUS IEKAPCTBEHHbIX MpaBunn Hagnexallemn
cpeacTs? NPaKTUKN XpaHEHUS;

NyHKT 4 MNpaBun
XpaHeHus
JNIEKapCTBEHHbIX
cpeacTs

36. NmeeTcsa im cuctemMa BEHTUNALMKN B MOMELLLEHUAX | NYHKTbI 21, 36, 37

[N XpaHEHWNSA IEKapCTBEHHbIX CPEACTB?

MpaBua Hagnexallemn
NPaKTUKN XpaHEHUS;
NyHKT 4 NpaBun
XpaHeHus
JIEKAPCTBEHHbIX
cpeacrts
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37. MmeeTcsa n cmcteMa KOHTPOA A0CTyna B MyHkTbI 27, 37
NOMeLLEHUS ANS XPAaHEHWNS IEKAPCTBEHHbIX MpaBun Haanexallemn
cpeacTs (30HbI)? MPaKTUKN XpaHEHWUS

38. NmMeeTca v nhoMbup (Mam nevaTs) ang nyHKT 31 MpaBun
oneYaTbiBaHMS WKadOB MU NOMELLEHUN, B Haaexalen
KOTOPbIX XPaHATCA IeKapCTBEHHbIE Npenaparthbl, NMPaKTUKN XpaHEHWUS
noanexawme npeaMeTHO-KOIMYECTBEHHOMY
yyety?

39. NmeeTca i obopyaoBaHue st XpaHeHUS nyHKT 31 MNpasun

JIEKApPCTBEHHbIX NPenapaTos:

Haaexalen
NPaKTUKN XpaHEHUS;
nyHKT 29 MpaBun
Haaexalen
NPaKTUKN XpaHEHUS;
NyHKT 5 MpaBun
XpaHeHUs
JNIeKapCTBEHHbIX
cpeacTs

cTennaxu?

nyHKT 31 Mpasun
Haaexalen
NPaKTUKN XpaHEHUS;
nyHKT 29 MpaBun
Haaexalen
NPaKTUKN XpaHEHUS;
NyHKT 5 MpaBun
XpaHeHUs
JIeKapCTBEHHbIX
cpeacTs

LKadbl METANNNYECKNE NN JePEBAHHbIE AN
XpaHeHMs NeKapcTBEHHbIX NpenapaTos,
noAsiexxawmx npegMeTHO-KoJIMYECTBEHHOMY
yuyety?

nyHKT 31 MpaBsun
Haaexalen
NPaKTUKN XpaHEHUS;
nyHKT 29 MpaBun
Haaexalen
NpPaKTUKN XpaHEHUS;
NyHKT 5 MpaBun
XpaHeHUs
JNIeKapCTBEHHbIX
cpeacTs

WKadbl?

nyHKT 31 Mpasun
Haa/exalen
NPaKTUKN XpaHEHUS;
nyHKT 29 MpaBun
Haaexalen
NPaKTUKN XpaHEHUS;
NyHKT 5 MpaBun
XpaHeHUs
JNIeKapCTBEHHbIX
cpeacTs
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noAaJoHbI?

nyHKT 31 MpaBun
Haanexawemn
NPaKTUKN XpaHEHUS;
NyHKT 29 MNpasun
Hag/ieXxallemn
NPaKTUKN XpaHEHUS;
NyHKT 5 MNpasun
XpaHeHus
NleKapCTBEHHbIX
cpencTs

NOATOBAPHUKN?

nyHKT 31 MpaBun
Haanexawemn
NPaKTUKN XpaHEHUS;
NyHKT 29 MNpasun
Hag/ieXxallemn
NPaKTUKN XpaHEHUS;
NyHKT 5 MNpasun
XpaHeHus
NleKapCTBEHHbIX
cpencTs

40.

Mpowno m o6opyaoBaHMe, OTHOCSLLEECS K
CcpencTBaM N3MepeHui:

nyHKT 38 Mpasun
Haanexawemn
NPaKTUKN XpaHEHUS;
NyHKT 7 MNpasun
XpaHeHus
JIEKapCTBEHHbIX
cpencTs

NepBUYHYIO NMOBEPKY U (MN) KaNMBPOBKY A0

BBO/la B 3KCMJlyaTaLuio?

nyHKT 38 Mpasun
Haaexallen
NpaKTUKN XpaHEHUS;
nNyHKT 7 MpaBun
XpaHeHus
JNIEKapCTBEHHbIX
cpencTs

NepPBUYHYIO MOBEPKY M (MK) KaNMBPOBKY nocsie

peMOHTaA?

nyHKT 38 MNpasun
Haaexallen
NPaKTUKN XPaHEHUS;
NyHKT 7 Mpasun
XpaHeHus
JNIeKapCTBEHHbIX
cpeacTs

NepUOAMYECKYIO MOBEPKY U (M1M) KaIMBPOBKY B
npotecce aKcnayataumm?

nyHKT 38 MpaBun
Haaexalen
NPaKTUKN XpaHEHUS;
NyHKT 7 MpaBun
XpaHeHUs
JNIeKapCTBEHHbIX
cpeacTs

41.

MMetoTcs M 3anacHble NOBEPEHHbIE CpeacTBa
U3MEepPEHUS B CIy4ae PEMOHTA, TEXHUYECKOIo
obcayXnBaHUs, NOBEPKM 060pya0BaHUS U CPEeacTB

nyHKTbl 39, 40 Mpasun
Haa/exalen
MPaKTUKN XpaHeHus;
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n3MepeHuns?

nNyHKT 7 MpaBun
XpaHeHus
JNIEKapCTBEHHbIX
cpeacTs

LenctBnsa cybbekTa oOpallleHMs JIeKApCTBEHHbIX MpenapaTtoB MO XpaHeHuo. [ OKyMeHTbl Mo
XPaHEHMIO JIeKapCTBEHHbIX MpenapaToB (cTatba 58, nyHKT 3 ctathu 9 61-®3; rnasbl V, IV Mpasun

Hagnexallen NpakTUKKN XxpaHeHus; NpaBuaa XpaHeHNs NEKAPCTBEHHbIX CPeACTB)

42. OcywecTBnsgeTcs in usydeHue pacnpeaeneHms NyHKT 22 MpaBun
TeMnepatypsl (oanee - TeMnepatypHoe Hag/iexallemn
KapTupoBaHue) ans obecrnedeHms Tpebyembix NMPaKTUKN XpaHEHNS
YCJIOBUI XpaHEHMS IEKAPCTBEHHbIX NpenapaTos B
nomeLLeHunsx (3oHax), UCrosib3yeMbIx A1
XpaHEeHUs NeKapCTBEHHbIX NpenapaToB?

43. Pa3mellieHO n 060pyaoBaHUE A1 KOHTPOAS NyHKT 22 Mpasun
TeMrepaTypbl B noMeleHusx (3oHax) B Hag/iexallemn
COOTBETCTBUM C pe3ybTaTaMn TeMrnepaTypHoro NMPaKTUKN XpaHEHNS
KapTMpoBaHua?

44, lNpoBoauTCca M NOBTOpPHOE TeMnepaTypHoe OYHKT 22 MNpasun
KapTMpOBaHUE A5 KOHTPOAS TeMnepaTypbl B Hag/ieXxallemn
nomeLleHunsx (3oHax) B COOTBETCTBUM C NMPaKTUKN XPaHEHNS
pe3ynbTaTtaMu aHa/iM3a PUCKOB, a TaKXKe Mpu
U3MEHEHUAX B KOHCTPYKL MM NoMeLleHns (30H) nam
obopynoBaHusa?

45. OcyLiecTBnsieTCA I NPOBEPKA COOTBETCTBUSA NYHKT 46 MpaBun
NMPUHMMAaEMbIX IEKapCTBEHHbIX NPenapaToB Hag/ieXxallemn
TOBApOCOMNPOBOAUTESIbHOM OKYMEHTALUM: NMPaKTUKN XPaHEHNS

MO aCCOPTMMEHTY U KOINYECTBY? NYHKT 46 Mpasun
Haa/exalen
NMPaKTUKN XPaHEHNS
no KavectBy? OYHKT 46 MNMpaBun
Haanexalemn
NMPaKTUKN XpaHEHNS
Nno coBAAEHNIO CnelMabHbIX YCJIOBUI NYHKT 46 MNpaBun
XpaHeHus (Mpy Hannumm Takoro Tpeb6oBaHMA B | Haaaexallen
HOPMaTUBHOM AOKYMEHTaLMKN Ha NMPaKTUKN XpaHEHUS
NleKapCTBEHHbIN Npenapart)?
No HaZIMYMIO NOBPEXAEHUI TPAHCNOPTHOM NYHKT 46 MNpasun
Tapbl? Haaexalen
MPaKTUKN XPaHEHWNS
46. Crennaxku (LWKadbl) 418 XpaHEHUS IEKAPCTBEHHbIX | NYHKT 29 Mpasun

npenapaTos:

Hag/iexallemn
NPaKTUKN XpaHEHUS;
NyHKT 49 MpaBun
Haa/1exalen
NPaKTUKN XpaHEHUS
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NPOMapKUPOBaHbI Jin?

nyHKT 29 Mpasun
Haanexawemn
NPaKTUKN XpaHEHUS;
NyHKT 49 MNMpasun
Hag/ieXxallemn
NPaKTUKN XpaHEHUS

UMERT 1N CTENIIAXKHbIE KaprI?

nyHKT 29 MpaBun
Hag/ieXxallemn
NPaKTUKN XPaHEHUS;
NYHKT 49 Mpasun
Haaexallen
NPaKTUKN XpaHEHUS

NPUMEHSETCA 1N 3NIEKTPOHHAs cucTema (npu
NMoMoLLM KOA0B) 06paboTKM AaHHbIX BMECTO
CTENIAXKHbIX KapT?

NyHKT 29 MpaBun
Haaexallen
NPaKTUKN XpaHEHUS;
NyHKT 49 MpaBun
Haa/1exalen
NpaKTUKN XpaHEHUS

47. Pa3sMelleHbl M NeKapCcTBeHHbIe Npenaparbl B NyHKT 49 Mpasun
NMOMELLEHUAX U (UK) 30HAX AN XpaHEHUS Hag/iexallen
JNleKapCTBEHHbIX MPenapaTos C yYeTOM: NPaKTUKN XpaHEHUS

OUBNKO-XMMMYECKNX CBOMCTB JIEKAPCTBEHHbIX | NOANYHKT "a" NyHKTa
npenapartos? 49 lMpasun
Hag/iexallemn
NPaKTUKN XpaHEHUS
dapMakonormyeckux rpynn? noAnyHKT "6" NyHKTa
49 Mpasun
Haanexawemn
NpaKTUKN XpaHEHUS
cnocoba BBeIEHUS NEKAPCTBEHHbIX NoAnyHKT "B" MyHKTA
npenapartos? 49 MpaBun
Haaexalen
NPaKTUKN XPaHEHUS
48. OcyLecTBaseTCca I XpaHeEHNE NIeKAaPCTBEHHbIX NYHKTbI 44, 47 MNpasun

npenapaTtos C y4eTOM:

Hag/iexallemn
NPaKTUKN XpaHEHUS

TpeboBaHUIN HOPMATUBHOM AOKYMEHTALUM,
COCTaB/ISAOLLEN PErNCTPALLMOHHOE A0ChE Ha
NleKapCTBEHHbIN Npenapat?

NyHKTbI 44, 47 MNpasun
Haanexalemn
NMPaKTUKN XPaHEHNS

UHCTPYKLUMN NO MeANLUNHCKOMY I'IpMMeHeHMI'O?

NyHKTbI 44, 47 lNpaBun
Haaexallen
NMPaKTUKN XPaHEHNS

MHpopMaLmKn, cogepKaLlencs Ha NePBUYHOM U
(nn1) BTOPUYHOI YNaKOBKe IeKapCTBEHHOMO
npenapara u TpaHCcrNopTHoM Tape?

NyHKTb! 44, 47 MNMpasun
Haa/1exalen
NMPaKTUKN XPaHEHNS
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49.

OcyLecTBnsieTcs I XpaHeHNe OrHeonacHbIX U
B3PbIBOOMACHbIX JIEKAPCTBEHHbIX MPENnapaToB
BAa 1 OT:

nyHKT 51 MpaBun
Haanexawemn
NPaKTUKN XpaHEHUSI

orHa?

nyHKT 51 MpaBun
Haaexalen
NpPaKTUKN XpaHEHUS

oTonuTeNbHbIX NPU60POB?

nyHKT 51 Mpasun
Haaexalen
NPaKTUKN XpaHEHUS

NPSMbIX CONHEYHbIX Jy4en?

NyHKT 51 Mpasun
Hag/ieXxallemn
NPaKTUKN XpaHEHUS

50.

XpaHATCA M CBETOYYBCTBUTESIbHbIE IEKAPCTBEHHbIE
npenapartbl B 3allMLLIEHHOM OT CBETa MecTe?

NyHKT 52 MpaBun
Hag/ieXxallemn
NPaKTUKN XpaHEHUS;
MYHKTbI 24 - 26
MpaBua xpaHeHus
JIEKAPCTBEHHbIX
cpeacTs

51

Co3aHbl /M YC/IOBUSA B MOMELLIEHUSAX A5 XpaHEHUS
BJ1aro4yBCTBUTE/IbHbIX JIEKAPCTBEHHbIX CPEACTB?

NyHKTbl 21, 47 MNMpasun
Haa/exalen
NpPaKTUKN XpaHEHUS;
nyHKT 29 MpaBun
XpaHeHUs
JIEKapCTBEHHbIX
cpeacTs

52.

MN3onupyrotcs v cneumanibHO MPOMapKUpPOBaHHbIE
JIeKapCTBEHHbIE NpenapaTbl, NpefHa3HauYeHHble
ONS YHUYTOXKEHUSA?

NyHKT 55 MpaBun
Haa/exalen
NPaKTUKN XPaHEHUS

53.

N3onupytotca nu:

nyHKT 30 MpaBsun
Haanexalemn
NPaKTUKN XpaHEHUS

JIeKapCTBEHHbIE NpenapaTbl, B OTHOLLIEHUM KOTOPbIX
NPUHSATO peLleHne 0 NPUOCTAHOBJIEHNN
npuMeHeHusa?

nyHKT 30 MpaBun
Haanexawemn
NPaKTUKN XpaHEHUS!

JIeKapCTBEHHbIE NpenapaTthbl, B OTHOLIEHMM KOTOPbIX
NMPUHSATO peLleHne 06 U3bATUN U3 obpalleHns?

nyHKT 30 Mpasun
Haa/exalen
NpPaKTUKN XpaHEHUS

danbcndmLmMpoBaHHble, HeJOBPOKaYEeCTBEHHbIE U
KOHTpadaKTHblE IEKapCTBEHHbIE NPenapaThl?

nyHKT 30 Mpasun
Haaexalen
NPaKTUKN XpaHEHUS

54.

NMeloTcst I AOKYMEHTbI, ONUChIBAIOLLINE JENCTBUS,
BbIMNOJIHAEMblE CYGLEKTOM 06paLLeHNs
JIEKapCTBEHHbIX NpenapaToB 1 HanpaB/ieHHbIE Ha
cobnoaeHue TpeboBaHMN, YCTAHOBIEHHbIX
MpaBuiaMK HaaNIEXKALLEN NPAKTUKN XpaHEHUS:

MyHKTb1 41 - 43
MpaBun Haanexallemn

NMPaKTUKN XpaHEHUA
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CTaHJapTHbIE OMepaLMoHHbIe MpoLeaypbl
(conei)?

NyHKTb1 41 - 43
MpaBun Haanexallemn
NPaKTUKN XpaHEHUSI

MHCTPYKUUU?

NyHKTb1 41 - 43
MpaBun Hagnexallemn
NpPaKTUKN XpaHEHUS

JOroBopbI?

MyHKTb1 41 - 43
MpaBun Hagnexallen
NMPaKTUKN XPaHEHNS

OT4YeThbl (CBOAHbIE XXYpHabl)?

MyHKTb1 41 - 43
MpaBun Hagnexallemn

NMPaKTUKN XpaHEHNA

55. Bepnetcs n yyeT neKapCTBEHHbIX CpeacTB C nyHKT 11 MpaBsun
OrpaHUYEHHbIM CPOKOM FOJIHOCTM Ha BYMaXKHOM XpaHeHus
HOCUTENE UM B INIEKTPOHHOM BUE C apXuBaLUMeEN? | NneKapCTBEHHbIX
cpeacts
56. NmeeTcs in pa3paboTaHHbIA U YTBEPXKAEHHbIN NYHKT 24 MNpaBun
KOMIMJIEKC Mep, HaNpaB/IEeHHbIN HAa MUHUMU3ALMIO | HagNeXKallen
PUCKa KOHTaMMHaLMW NEKAPCTBEHHbIX NPenapaTtoBs, | NPaKTUKN XpaHEHUS
C Y4ETOM YCJIOBUM COBMOAEHMS 3aLLNUTbI OT
$aKTOpOB BHELLHEN cpefibl C 0POPMIEHUEM:
npuKasos? NYHKT 24, 41 MpaBun
Haanexalemn
NPaKTUKN XpaHEHUS
COllos? NYHKT 24, 41 MNpaBun
Haanexalemn
NPaKTUKN XpaHEHUS
MHCTPYKUMIN? OYHKT 24, 41 MNMpaBun
Haa/1exalen
NPaKTUKN XpaHEHUS!
57. | Peructpupytotcs v pesynbTaTbl TeMnepaTtypHoro | nyHKT 21 Mpasun
KapTMPOBaHMSA U BAAXKHOCTU B CNeLUanibHOM Haanexalemn
XypHan (kapTe) pernctpaumm Ha 6yMakHOM NPaKTUKN XpaHEHUS;
HocuTesie 1 (MAKn) B 31EKTPOHHOM BUae nyHKT 23 MNpasun
eXXeJHEBHO, B TOM YUC/IE B BbIXOAHbIE U Haanexalemn
npasaHUYHblE AHN? NPaKTUKN XPaHEHUS;
NyHKT 7 MpaBun
XpaHeHus
JIEKAPCTBEHHbIX
cpeacts
58. XpaHATCsA M XKypHabl (KapTbl) perncTpauum NyHKT 21 MNpasun

TEMMEPaATYPHOro KapTMPOBaHUSA B TEYEHME ABYX
ner?

Haa/exalen
NPaKTUKN XpaHEHUS;
nyHKT 23 MpaBun
Haaexalen
NPaKTUKN XpaHEHUS;

NyHKT 7 MpaBun
XpaHeHUs
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NIEKapCTBEHHbIX

cpeacTs

59. CobntogaeTcst /M 3anpeT Ha COBMECTHOE XpaHeHMe | NYHKT 34 Mpasun
B OJHOM TEXHNYECKM YKPENJIEHHOM NOMELLEHMN Haaexalen
JIEKapCTBEHHbIX NpenapaToB, NPeayCMOTPEHHbIX MPaKTUKN XPaHEHNS
nyHKTOM 32 lMpaBuna HagexXalllen NpakTUKu
XPaHEHWS, N NeKAPCTBEHHbIX NPENapaTos,
cofiepXKallnX CUNbHOAENCTBYIOLLME AN A0BUTbIE
BelwecTa’?

60. CobtogaeTcst /M 3anpeT Ha XpaHEHWE B nyHKT 20 MpaBun
NMOMELLLEHUAX XPaHEHUS SIEKAPCTBEHHbIX Hag/iexallen
npenaparos: MPaKTUKN XPaHEHWNS

NULLEBBIX NPOAYKTOB? NyHKT 20 MNpaBun
Hag/iexallemn
NpaKTUKN XpaHeHUS
TabayHbIX U3aeNnin? NyHKT 20 MNpaBun
Haaexalen
NpaKTUKN XpaHEHUS
HanuTKoB? nyHKT 20 MpaBun
Haaexallen
NMPaKTUKN XPaHEHNS
NeKapCTBEHHbIX NpenapaTos, nyHKT 20 MNpasun
npeaHa3HavyeHHbIX 415 IMHHOIo Hag/iexallemn
MCMOoJIb30BaHMS PabOTHUKaMKN? NPaKTUKN XpaHEeHUS!

(BOMKHOCTL M ®UNO AOMKHOCTHOrO NMuUA, 3amnoNHUBLENO
NMPOBEPOYHBI NNCT, MNOANUCHL, fAaTa)

(AOMKHOCTL M ®NO AO/MKHOCTHOrO NMUA KWPUAMUYECKOro nuua, NpUCYTCTBOBAaBIUIErO
npu 3anofIHEHUN MNPOBEPOYHOro AUcTa, MNOAMNUCHL, AaTa)

MpunoxxeHue N 2

K npukasy ®eaepanbHOM CyXObl

no Haa3opy B chepe 34paBoOOXpaHEHNS
071 09.11.2017 N 9438

®dopma

MpOBEPOYHbIA NNUCT
(CNMCOK KOHTPO/bHbLIX BOMPOCOB), MCNOAb3yeMblli degepanibHON CNyxO6oii
no Hag3opy B cdepe 34paBOOXpPaHEHUS U ee TeppuTopuanbHbLIMA OpraHamu
npu NpoBeAEeHUM MNNAHOBLIX MPOBEPOK MPU OCYWECTBeHUN ¢epepasibHOro
rocygapCTBEHHOro Hagsopa B chepe obpaweHus neKapCTBEHHbIX CPeAcTB
(XpaHeHue feKapCcTBEHHbLIX NpenapaTtoB AN MEAUUMHCKOrO MPUMEHEHUS
B MEAUUMHCKOI opraHuM3aumm n MHbIX OpraHuM3aumsix, WUMeNUmMX
NINLEH3NI0 HA MEAWLUUHCKYK AeATesIbHOCTb)

(HaMMeHoBaHVe opraHa, OCYWecTBASAWEro niaaHoBY0 NPOBEpPKY)
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1. Bupg rocygapcTBEHHOI 0O KOHTpONs (Hag3opa)

2. NpegmeT  NNaHOBOWA NPOBEPKN KWPUAUYECKUX UL, W UHAUBUAYASbHbIX
npeanpuvHuUMaTenein  orpaHuyMBaeTCcsa o06A3aTesibHbMW  TpeboBaHUAMM, cobNaeHue
KOTOpbLIX fAABNAeTcAa Haubosiee 3HAUYMMbIM C TOYKU 3peHUsd HeponyweHUs BO3HUKHOBEHUSA
Yyrpo3bl MpUYMHEHUS Bpefa XW3HW, 340POBbI rpaxgaH, W3M0XeHHbMW B dopme
NPOBEpPOYHOro NucTta (Cnucka KOHTPOJIbHLIX BOMPOCOB).

3. HaumeHoBaHue pugnyeckoro navua, dammnma, uUMsA, OTYECTBO (NpU HaINYUK)
WHANBUAYANbHOT O npeanpuHUMaTens:

4. MecTO npoBegeHusd naaHoBOM NnpoBeEpPKKU C 3anojsiHeHneMm npoBepoyHOro nucTa.:

5. PeKBM3UTHl NpuKasa O NPoBeAeHUM NNaHOBO NMPOBEPKU: OT

N

6. Y4YeTHbIn HOMep NMPOBEPKW N AaTa MPUCBOEHUSA YYETHOro HoMepa MNPOBEpPKM B
EagnMHOM peecTpe NpPoOBEPOK:

7. JO/MKHOCTD, damununs " UHUUManel  AO/MKHOCTHOrO  nuua (nuu),
npoBogswero(ux) naaHoBYl0 MPOBEPKY:

1. ;

2. ;

14

8. TMepeyeHb BOMPOCOB, OTpaxXawWMx COAepXaHUe 06si3aTesbHbiX Tpe6oBaHui,

OTBET Ha KOTOpble OAHO3HAYHO CBUAETENLCTBYET O CO6/IOAEHUN UNKU Hecob6/LeHUn

PUANYECKUM NMLOM, WHAMBUAYANbHLIM MpeanpuHUMaTeneM o06s3aTeflbHbiX TpeboBaHwuii,
cocTasnAnWUX NpeaMeT MPOBEpPKN:

N n/n Bonpocsl, oTpaxatoume cogepxaHue PekBU3NTbI BbiBOg, O
obs3aTesbHbIX TpeboBaHMin HOPMaTUBHbIX BbIMOJIHEHUN
NpaBOBbIX aKTOB, C TpeboBaHui

YKazaHWeM KX
CTPYKTYpPHbIX eanHuy, | Ad HeT
KOTOPbIMM
YCTaHOBJIEHbI
oba3aTenbHble
TpeboBaHus

®depepanbHbii 3aKkoH oT 12 anpens 2010 r. N 61-®3 "O6 obpalueHnn neKapcTBeHHbIX cpeacTs”
(CobpaHue 3akoHopaaTenbcTBa Poccuitckonn depepaumm, 2010, N 16, c1. 1815; 2016, N 27, cT. 4283)
(nanee - 61-03); MpaBuaa HagAeXKallen MNPaKTUKM XPaHEHMS U MEePEBO3KU JIeKaPCTBEHHbIX
npenapatoB Aas MeAULMHCKOIO MNPUMEHEHUS, YTBEPXKAEHHbIE NPUKA3oM MUHUCTEpPCTBA
3apaBooxpaHeHms Poccuitckon ®epepaumm ot 31 aerycta 2016 r. N 646H (3apernctpupoBsaH
MuHUCTEPCTBOM tocTULMKN Poccuiickon ®epepaunmn 9 ausapsa 2017 r., peructpaumoHHblini N 45112)
(nanee - MNpaBuna HagneXallen NPaKTUKK XpaHeHus); MpaBunaa XxpaHeHUs! IEKAPCTBEHHbIX CPEACTB,
yTBEPXKAEHHbIE NPUKA30M MUHUCTEPCTBA 34paBOOXPAHEHNS N COLMANBHOIO pa3BUTMS Poccninckom
depepaumm ot 23 asrycta 2010 r. N 706H (3apernctpmpoBaH MUHUCTEPCTBOM tOCTULMK Poccuiickomn
depepaumn 4 oktabpa 2010 r., permcrtpaumoHHbit N 18608) ¢ n3MeHEHUAMM, BHECEHHbIMM
npuUKasoM MUHUCTEPCTBA 34paBOOXPAHEHMS U COLManbHOro pa3Butus Poccuitickon ®epepauum ot
28 pekabpsa 2010 r. N 1221H (3apermctpmpoBaH MUHUCTEPCTBOM OCTULMKM Poccuitckon degepaumm
4 ¢eBpana 2011 r., peructpaumoHHblii N 19703) (ganee - MpaBuna XpaHEHUA IEKAPCTBEHHbIX
cpefncTs)

CucteMa obecrneveHuns KayectBa XpaHeHMs M NepeBo3KU IEKapCTBEHHbIX NpenapaToBs (cratbsd 54 61-
®3; tnasa ll, nyHKTbI 3 - 6 MpaBuA Hagaexallen NpakTUKU XpaHeHUs)

1. YTBEPXKAEHbI /M pyKoBoauTenem  cybbekTta | nyHKT 3 MNpasun
obpaleHus JNleKapCTBEHHbIX CpeacTB | Hag/ieXxXallen
CTaHAapTHbIE ONepaLyMOHHble MpoLeaypbl (Janee | NpakTUKKN XpaHeHMUs
-conj?

2. OnpepeneHa v OTBETCTBEHHOCTb PabOTHMKOB noAnyHKT "6" NnyHKTa
cybbeKkTa ob6palleHns NeKapCTBEHHbIX 4 lMpasun
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npenapaTtoB 3a HapylleHue Tpe6oBaHUi,
YCTaHOBNEHHbIX HacToAwWwMMHU [paBuaamm?

HaZnexauwen
NPaKTUKN XpaHEHUS

HasHauyeHo n pykoBoguTenem aumuo,
OTBETCTBEHHOE 33 BHeApeHMe U obecneyeHune
CcUCTEMbI KayecTBa?

NYHKT 5 MNpaBun
HaZnexauwen
NPaKTUKN XpaHEHUS

MoMelleHnsa A8 XpaHEeHUs JIeKapCTBEHHbIX npenapatoB (ctatbs 58 61-P3;

Hap,ne»(au.l,eﬁ NPaKTUKK XpaHeHus; [paBunaa XxpaHeHUS NeKapPCTBEHHbIX Cpep,CTB)

4, ObGecneumBaloT AM NOMeLWEHUS AN XpaHeHus | NYHKT 12 MpaBun
JIeKapCTBEHHbIX Mpenaparos: Hag/iexauen
NPaKTUKMN XpaHEHUS
6e3onacHoe pasfesibHoe XpaHeHue? nyHKT 12 MpaBun
HaZexauwen
NPaKTUKN XpaHEHUS
nepeMelleHme NeKapCTBEHHbIX NpenapaToB? | NyHKT 12 MpaBun
Hagsexaulen
NPaKTUKN XpaHEHUS

5. NmeeTcsa im 0603HaYeHHas 30Ha UM OTAeNbHOe | MyHKTbI 15, 16
noMeLLeHne Ans NpUeMKM NeKapCTBEHHbIX MpaBunn Hagnexalluemn
npenapaTtoB? NPaKTUKMN XpaHEHUS

6. MMmetoTcs i 0603HaYE€HHbIE 30HbI UK nyHKThl 15, 16
OTAe/IbHblE MOMELLEHUS XPaHEHUS MpaBunn Hagnexaluemn
JIeKapCTBEHHbIX MpenapaToB, TPeOYOLWNX NPaKTUKN XpaHEHUS
cneumyasnbHbIX YCA0BUINA?

7. MMeeTcs in Ansa XpaHeHMs BbISIBNEHHbIX nyHkThl 15, 16
danbcndrUMpOoBaHHbIX, HEJO6POKaYeCTBEHHbIX, | [paBuA Hagexallen
KOHTpadaKTHbIX JIEKapCTBEHHbBIX Mpenapartos: NPaKTUKN XpaHEHUS

ob603HayeHHas 30Ha? NyHKTbI 15, 16
MpaBun Hagnexalluemn
NPaKTUKMN XpaHEHUS

oTAeNibHoe noMelleHune? nyHKTh 15, 16
MpaBunn Hagnexaluemn
NPaKTUKN XpaHEHUS

8. NmeeTcsa m 0603HaYEeHHAs 30HA AW OTAENIbHOE | NYHKTbI 15, 16
nomelleHune, obecneyunBatolLme Tpebyemsblie MpaBunn Hagnexaluemn
YCNI0BUSI XpaHEHMS IEKapCTBEHHbIX MPEnapaToB, | NPaKTUKMU XpaHEHUS
0N KAPAHTUHHOIO XpaHEHMS NEKAPCTBEHHbIX
npenapaTtos?

9. MMeeTcs 11 B NOMELLEHUSX U 30HaX, nyHKT 17 MpaBun
MCMOJIb3yeMbIX 4151 XPAaHEHUS IEKAaPCTBEHHbIX Haanexalwen
npenapaTtoB ocBelleHme? NPaKTUKN XpaHEHUS

10. MmMeeTcsa M BaamamupoBaHHas CUCTEMa, NyHKT 18 MpaBun
pasfaensowasn 30Hbl XpaHeHUA? Hagsexaulen

NPaKTUKN XpaHEHUS

11. OTtaeneHbl MM aiMUHUCTPATUBHO-ObITOBbIE NyHKT 19 Mpasun

NMnomMeLleHnA OT 30H XpaHEHNA JIEKAPCTBEHHbIX

HaZnexauwen

rnasa |V [Mpasun
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npenapartos?

NMPaKTUKN XpaHEHUA

12. NMeeTca M oTaenbHag 30Ha (noMelleHne, nyHKT 25 Mpasun
wKadbl) A4na XxpaHeHUs 060pyaoBaHUs, HaZnexauwen
MHBEHTaps M MaTepuasnos aas ybopku? NPaKTUKN XpaHEHUS

13. MpoBoauTtca im y6opKa noMelleHui (30H) ans OYHKT 25 Mpasun
XpaHeHUs1 NEKApPCTBEHHbIX NPENapaToB B Haanexalwen
cootBeTcTBUKM ¢ COIM? MPaKTUKN XpaHEHUA

14. YcTaHOBKa 060pyfoBaHNS g5 XpaHeHUS NyHKT 10 Mpasun
JNIeKapCTBEHHbIX CPEACTB B MOMELLUEHMUSX, XpaHeHus
obecneynBaeT M AOCTYNMHOCTb A5 NMPOBEAEHUS | IEKAPCTBEHHbIX
y60pKn? cpeacTB

15. JlonyckaeTt An oTaenKa nomelleHuin (BHyTpeHHue | OyHKT 25 MpaBun
NOBEPXHOCTU CTEH, MOTOJIKOB) [/1sl XpPaHEHUS Hag/iexalen
JIeKapCTBEHHbIX MpenapaToB BO3MOXHOCTb NPaKTUKN XpaHEHUS;
npoBeAeHUs BJIAYXKHO YOOPKN? NYHKT 6 MNpaBun

XpaHeHus
NIeKapCTBEHHbIX
cpeacTs

16. Ob6ecneyeHa i1 3aWMTa NOMELLEHUI AN NYHKT 26 MpaBun

XPaHEHUA IEKAPCTBEHHbIX NMPENapaTtoB OT
NMPOHUKHOBEHUA HACEKOMBIX, IPbI3yHOB U1

Apyrux?

HaZnexauwen
NPaKTUKN XpaHEHUS

JIEKapCTBEHHbIX CPEeACTB)

O6opynoBaHune (rnaea IV TMpaBun Hagnexawlen NpPaKTUKU  XpaHeHUs;

MpaBmna

XpaHeHUA

17.

OcHallleHbl /1M MOMELUEHMs O/s  XPaHEeHMs
JIEKapCTBEHHbIX  CPeAcTB  MpubopamMu  Ans
perncTpaumm napaMeTpoB Bo3ayxa:

nyHKT 37 MpaBun
Hagnexalen
NPaKTUKN XpaHEHUS
NyHKT 7 MNpasun
XpaHeHus
NIeKapCTBEHHbIX
cpeacTs

TepMoMeTpbI?

nyHKT 37 Mpasun
HaZexauwen
NPaKTUKN XpaHEHUS;
NyHKT 7 MNpaBun
XpaHeHus
NleKapCTBEHHbIX
cpeacTs

rTMrpoMeTpbI?

nyHKT 37 MNMpasun
Hag/iexauen
MPaKTUKN XpPaHEHUS;
NYHKT 7 NpaBun
XpaHeHus
NleKapCTBEHHbIX
cpencTs

TEPMOIUrPOMETPbI?

nyHKT 37 MNMpaBun
HaZnexauwen
NPaKTUKN XpaHEHUS;
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NYHKT 7 MNpaBun
XpaHeHns
NIeKapCTBEHHbIX
cpeacTs

3/IEKTPOHHbIE TMIPOMETPbI?

nyHKT 37 MNMpasun
HaZnexauwen
NPaKTUKN XpaHEHUS;

NyHKT 7 MNpaBun

XpaHeHus
NleKapCTBEHHbIX
cpeacTB

18. Pa3mMelleHbl /i n3MeputesibHble YacT Npnbopos | NyHKT 7 Mpasun
ONS perncTpaumm napaMmeTpoB Bo3ayxa Ha XpaHeHus
pacCTOsIHMK HEe MeHee 3 M OT JIBEPEN, OKOH U NIEKapCTBEHHbIX
OTONUTE/IbHbIX MPUBOPOB M Ha BbicoTe 1,5- 1,7 M | cpeacTs
ot nona?

19. NMeeTca v xonoanasHoe obopygoBaHue (¢ NyHKTbI 21, 36, 37
yKasaHMeM HauMeHOBaHMS, MapKu, MpaBunn Hagnexaluemn
MHBEHTAPHOro HoMepa, TeMnepaTypHoro NPaKTUKMN XpaHEHUS
peXnuMa, EMKOCTU) C pa3MeLLEHNEM U
0obcny)KMBaHMEM COMNacHO AOKYMEHTaLUMM Mo ero
MCMO/Ib30BaHMIO (3KCMAyaTaLumumn):

XOJIOANNbHbIE KaMepbl MN CcrielnanbHO nNyHKTbI 21, 36, 37
obopyaoBaHHOe NoMelleHne? MpaBun Hagnexalluemn
NPaKTUKN XpaHEHUS
dapMaLleBTUYECKME XO10AU/IbHbIE LIKadbI OyHKTbI 21, 36, 37
WJIN XONOANNBHUKN? MpaBunn Hagnexaluemn
NPaKTUKN XpaHEHUS

20. MmMetoTca am cmcteMbl KOHAMLMOHUPOBAHUSA B nyHkTbl 21, 36, 37
NMOMELLEHUSAX AN XPaHEHUS IEKAPCTBEHHbIX MpaBunn Hagnexallemn
cpeacTs? NPaKTUKN XpaHEHUS;

NYHKT 4 lNpaBun
XpaHeHus
NIEKapCTBEHHbIX
cpeacTs

21. NmeeTcsa im cucteMa BEHTUNALMKM B MOMELLLEHUAX | NYHKTbI 21, 36, 37
0N XpaHEHUS NIEKapCTBEHHbIX CpeacTB? MpaBun Hagnexaluemn

NPaKTUKN XpaHEHUS;
NYHKT 4 lNpaBun
XpaHeHus
NIeKapCTBEHHbIX
cpeacTs

22. NMeeTca i B NOMeLLeHNAX 019 XpPaHEHUA nyHKTbI 21, 36, 37
NIeKapCTBEHHbIX CPeACTB CUCTEMA KOHTPOAA MpaBunn Hagnexaluemn
JOCTyna B NoMelLeHUs (30HbI)? NPaKTUKN XpaHEHUS

23. NmeeTcst v naoM6Up (Mam neyats) (npu nyHKT 31 MNpasun

HaﬂM‘-IMM) Ana onevyartblBaHUA LIJKad)OB nnn
I'IOMGLIJ,GHMVI, B KOTOPbIX XPaHATCA
JIEKapCTBEHHbIE NpenapaTthbl, nogaexalwune

Hag/iexaulen
NPaKTUKN XpaHEHUS
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npeaMeTHO-KOIMYECTBEHHOMY y4eTy?

24.

NMetoTca nn ans XpaHeHUst NeKapCTBEHHbIX
npenaparos:

nyHKT 31 MNMpasun
HaZnexauwen
NPaKTUKN XpaHEHUS;
NyHKT 29 Mpasun
HaZnexauwen
NPaKTUKN XpaHEHUS
NyHKT 5 MNpaBun
XpaHeHus
NleKapCTBEHHbIX
cpeacTB

cTennaku?

nyHKT 31 MNMpasun
HaZnexauwen
NPaKTUKN XpaHEHUS;
NyHKT 29 Mpasun
HaZnexauwen
NPaKTUKN XpaHEHUS;
NyHKT 5 MNpaBun
XpaHeHus
NleKapCTBEHHbIX
cpeacTB

LKadbl METANINYECKUE N JlePEBAHHbIE AN
XpaHEeHMs NeKapCTBEHHbIX NpenapaTos,
noAsiexxalux npegMeTHO-KoJIMYECTBEHHOMY
yyety?

nyHKT 31 MNMpasun
HaZnexauwen
NPaKTUKN XpaHEHUS;
NyHKT 29 Mpasun
HaZnexauwen
NPaKTUKN XpaHEHUS;
NyHKT 5 MNpaBun
XpaHeHus
NleKapCTBEHHbIX
cpeacTs

wkadbI?

nyHKT 31 MNMpasun
HaZnexauwen
NPaKTUKN XpaHEHUS;
NyHKT 29 MpaBun
HaZnexauwen
NPaKTUKN XpaHEHUS;
NyHKT 5 NpaBun
XpaHeHus
NleKapCTBEHHbIX
cpeacTs

noaaoHbI?

nyHKT 31 MNMpasun
HaZnexauwen
NPaKTUKN XpaHEHUS;
nyHKT 29 Mpasun
HaZnexauwen
NPaKTUKN XpaHEHUS;
NyHKT 5 NpaBun
XpaHeHus
NleKapCTBEHHbIX
cpeacTB
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NOATOBAPHUKN? nyHKT 31 Mpasun
Haanexawemn
NPaKTUKN XpaHEHUS;
NYHKT 29 MNMpasun
Hag/iexaulen
NPaKTUKN XpaHEHUS;
NYHKT 5 [Npasun
XpaHeHus
NleKapCTBEHHbIX
cpeacTs

25. Mpotluno nn obopyaoBaHue, OTHOCALLLEECS K NyHKT 38 MpaBun
CpencTBaM M3MepeHui: Haanexalemn
NPaKTUKN XpPaHEHUS;
NyHKT 7 Npasun
XpaHeHns
NleKapCTBEHHbIX
cpeacTs

NepPBUYHYIO NMOBEPKY M (UNK) KanUMBPoBKY A0 | NnyHKT 38 MNpasun
BBO/JA B 3KCM/lyaTauuio? Hag/iexalen
NPaKTUKN XpaHEHUS;
NYHKT 7 MNpaBun
XpaHeHns
NIeEKapCTBEHHbIX
cpeacTs

NepBUYHYIO MOBEPKY U (MK) KaNMBPOBKY nyHKT 38 MNpaBun
nocjie peMoHTa? HaZnexauwen
NPaKTUKN XpaHEHUS;
NyHKT 7 MNpaBun
XpaHeHus
NleKapCTBEHHbIX
cpeacTs

NepUOAMNYECKYO MOBEPKY U (Mn) nyHKT 38 MNpasun
Ka/IMBPOBKY B NpoLecce sKcnayataumm? Hag/iexaulen
NPaKTUKN XpaHEHUS;
NyHKT 7 MNpaBun
XpaHeHUs
NIEeKapCTBEHHbIX
cpeacTs

26. MMetoTca i 3anacHble NoBEpPeHHble cpeacTBa NyHKTbI 39, 40
M3MEPEHMS B C/ly4ae PEMOHTA, TEXHMYECKOrO MpaBunn Hagnexaluemn
obcny)KMBaHMS, NOBEPKU 060pyA0BaHUS U NPaKTUKN XpaHEHUS;
CpeacTB U3MepeHUs? NyHKT 7 MNpaBun
XpaHeHus
NIeKapCTBEHHbIX
cpeacTs

JenctBmua cybbekTa obpalleHUsi NEKAPCTBEHHbIX MNpenapaToB MO XpaHEeHU. [OKYMEHTbl Mo
XpPaHEHWIO JIEKAPCTBEHHBIX NpenapaTtoB (cTatbsd 58, nyHKT 3 cTatb 9 61-03; mnasbl V, IV Mpaeun
Hag/1eXKallel NPaKTMKKN XpaHeHus; [IpaBuia XpaHEHUS IEKAPCTBEHHBIX CPECTB)
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27.

CoOTBETCTBYIOT /I CBEAEHMUS PEe3Y/IbTaTOB
NMPMeMOY4YHOro KOHTpPoO14 CBEAEHNAM B
TOBaDOCOHDOBOAMTeﬂbHOVI AOKyMEeHTauunum:

NYHKT 46 MpaBun
Haanexawemn
NPaKTUKN XpaHEHUS;
nyHKT 40 MNMpasun
XpaHeHUs
NleKapCTBEHHbIX
cpencTs

Mo acCOPTUMEHTY U KOJIMYECTBY?

NYHKT 46 MpaBun
HaZnexauwen
NPaKTUKN XpaHEHUS;
nyHKT 40 Mpasun
XpaHeHus
NIeKapCTBEHHbIX
cpencTs

Nno Ka4yecTBy?

NYHKT 46 Mpasun
HaZnexauwen
NPaKTUKN XpaHEHUS;
nyHKT 40 Mpasun
XpaHeHus
NleKapCTBEHHbIX
cpeacTB

no coba0AeHUI0 cnelmanbHbIX YCI0BUMN
XpaHeHus (Npu HaIMYMKM Takoro Tpe6oBaHus
B HOPMATUBHOW JOKYMEHTALIMKN Ha
JIeKapCTBEHHbIN npenapar)?

NYHKT 46 MpaBun
HaZnexauwen
NPaKTUKN XpaHEHUS;
nyHKT 40 Mpasun
XpaHeHus
NIEKapCTBEHHbIX
cpeacTs

Mo Ha/IMYMIO MOBPEXAEHUI TPAHCMNOPTHOM
Tapbl?

NYHKT 46 Mpasun
HaZnexauwen
NPaKTUKN XpaHEHUS;
nyHKT 40 Mpasun
XpaHeHus
NIeKapCTBEHHbIX
cpeacTs

28.

NaeHTUOMUMPYIOTCA N XpaHALMeCs
JIeKapCTBEHHbIE cpeacTBa?

NyHKT 29 Mpasun
Haanexalwen
NPaKTUKN XpaHEHUS;
NYHKT 49 MNMpasun
HaZnexauwen
NPaKTUKN XpaHEHUS

29.

OcyLecTBASETCA IN XpaHEHME NEKAPCTBEHHbIX
npenapartos:

MYHKTbl 44, 47
MpaBun Hagexaluen

NPaKTUKN XpaHEeHUS;
nyHKT 40 Mpasun
XpaHeHus
NeKapCTBEHHbIX
cpeacTs
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C y4yeToM TpeboBaHUM HOPMaATUBHOM
[OKYMEHTaLMN, COCTaBASAIOLLEN
perncTpaLoHHoe A0Chbe Ha JIEKAPCTBEHHbIN
npenapart?

MYHKTbI 44, 47
MpaBun Hagexaluemn
NPaKTUKN XpaHEHUS;
nyHKT 40 MNMpasun
XpaHeHus
NleKapCTBEHHbIX
cpeacTs

UHCTPYKLMM NO MEAULIMHCKOMY
NpUMEHEHUI0?

MYHKTbI 44, 47
MpaBunn Hagnexaluemn
NPaKTUKN XPaHEHUS;
nyHKT 40 Mpasun
XpaHeHns
NeKapCTBEHHbIX
cpencTB

MHPOPMaL MK, coaep KaLLENCS Ha NEPBUYHOMN
“ (UNK) BTOPUYHOI YNaKOBKE IEKapCTBEHHOTO
npenapara’?

NYHKTbI 44, 47
MpaBunn Hagnexaluemn
NPaKTUKN XpaHEHUS;
nyHKT 40 Mpasun
XpaHeHus
NleKapCTBEHHbIX
cpeacTB

TpPaHCNopTHOM Tape?

NYHKTbI 44, 47
MpaBun Hapexallen
NPaKTUKN XpaHEHUS;
nyHKT 40 Mpasun
XpaHeHus
NIEKapCTBEHHbIX
cpeacTs

30.

PasMeLIaloTCs /M IEKapCTBEHHbIE MpenapaThbl B
nomMeLLeHusax n (Mam) 3o0Hax g XpaHeHus
JIEKapCTBEHHBIX NpenapaToB B COOTBETCTBUM C
TpeboBaHMUAMM HOPMATUBHOWM AOKYMEHTALUMU U
(nnun) TpeboBaHMAMM, yYKa3aHHbIMU HA YNaKOBKe
JIEKapCTBEHHOrO Mpenapara, ¢ y4eToMm:

NyHKT 49 MNMpasun
HaZnexauwen
NPaKTUKN XpaHEHUS;
NYHKT 8 MNpasun
XpaHeHus
NIeKapCTBEHHbIX
cpeacTs

OUBUKO-XMMUYECKNX CBOMCTB JIEKAPCTBEHHbIX
npenapartos?

NyHKT 49 MNMpasun
Haanexalwen
NPaKTUKN XpaHEHUS;
NYyHKT 8 MNpaBun
XpaHeHus
NIeKapCTBEHHbIX
cpencTs

dbapMaKoorMyeckux rpynn?

OYHKT 49 MNpasun
Hagsexaulen
NPaKTUKN XpaHEHUS;
NyHKT 8 MNpasun
XpaHeHus
NleKapCTBEHHbIX
cpencTs
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cnocoba BBeAEHUS NEKAPCTBEHHbIX
npenaparos?

nyHKT 49 Mpasun
Haanexawemn
NPaKTUKN XpaHEHUST;

NyHKT 8 MpaBun

XpaHeHus
NleKapCTBEHHbIX
cpencTs

31. OcyuwecTBaseTcs M XpaHeHUe OrHeonacHbIX U NYHKT 51 MpaBun

B3PbIBOOMACHbIX JIEKAPCTBEHHbIX MPenapaTos Hag/iexauen
BJA/I1 OT: NPaKTUKN XpaHEHUS
orHs? NyHKT 51 MpaBun

HaZnexauwen
NPaKTUKN XpaHEHUS
OTOMUTESIbHLIX NPUGOPOB? OYHKT 51 Mpasun
Hagnexalen
NPaKTUKN XpaHEHUS
NPSMBbIX COTHEYHBIX Jy4en? NYHKT 51 MpaBun
Haanexalemn
NPaKTUKN XpaHEHUS
32. XpaHsATCS CBETOHYBCTBUTE/IbHbIE JIEKAPCTBEHHbIE | NYHKT 52 NpaBun
npenaparsbl B 3aWMLIEHHOM OT CBETa MecTe? Hag/iexalen
NPaKTUKN XpaHEHUS;
NYHKTbI 24 - 26
MpaBun xpaHeHUs
NIEKapCTBEHHbIX
cpeacTB

33. M3onmpyroTtca v cneymanbHO NyHKT 55 lMpasun

NPOMapKMPOBaHHbIE JIEKAPCTBEHHbIE Npenaparhbl, | Haaaexallemn
npeaHasHavyeHHble A5 YHUHTOXKEHUSA? NPaKTUKN XpaHEHUS

34. |N3onupytotca au. nyHKT 30 Mpasun
Hagnexalen
NPaKTUKN XpaHEHUS

JNleKapCTBEHHbIE Npenaparbl, B OTHOLWEHUN nyHKT 30 MpaBun
KOTOpPbIX CyObEKTOM 0bpalleHns Haanexawemn
NIeKapCTBEHHbIX MPenapaToB NPUHATO NPaKTUKN XpaHEHUS
pelueHne 0 NPUOCTAaHOBIEHUM NPUMEHEHNA?
NeKapcTBEHHble npenapaTbl, B OTHOLWEHUN nyHKT 30 MpaBun
KOTOpPbIX CYOGBEKTOM 0OpaLleHNs HaZnexauwen
NIeKapCTBEHHbIX NPenapaToB NPUHATO NPaKTUKN XpaHEHUS
pelueHune 06 n3bATUM U3 obpalleHnsa?
danbcnpmUnpoBaHHble, nyHKT 30 MpaBun
Hef06poKavyecTBEHHbIE N KOHTpadaKTHblE HaZnexauwen
JleKapcTBEHHbIe npenapaTtbl? NPaKTUKN XpaHEHUS
35. MMetoTCa in JOKYMEHTLI, ONMCbIBalOLLNE MyHKTb1 41 - 43

OEeNCTBMA, BbINOJIHAEMble CYyOBbEKTOM 06 paLleHns
JleKapCTBEHHbIX NPenapaTos:

MpaBun Hagexaluemn
NPaKTUKN XpaHeHUs



consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E951ADH7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E858ADH0O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E856ADH7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E856ADH7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E856ADH7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E856ADH7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E950ADH0O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64A29B1315B27D4DA9B2B1F21D378ECA8B193AD01626E854ADHEO
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64A29B1315B27D4DA9B2B1F21D378ECA8B193AD01626E854ADH1O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E950ADH3O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E950ADH4O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E950ADH4O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E950ADH4O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E950ADH4O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64A29B1315B27D4DA9B2B1F21D378ECA8B193AD01626E853ADH4O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E951ADH0O

COlMbI?

NyHKTbI 41 - 43
MpaBun Hagexaluemn
NPaKTUKN XpaHEHUS

MHCTPYKUUU?

NyHKTbI 41 - 43
MpaBun Hapexallen

NMPaKTUKN XpaHEHNA

[OroBopbI?

MyHKTbl 41 - 43
MpaBun Hapexallen
NPaKTUKN XpaHeEHUS

oT4YeTbl (CBOAHbIE XKYpHabl)?

MyHKTb1 41 - 43
MpaBunn Hagnexalluemn

NPaKTUKN XpaHEHUA

36. Bepgetcs v yyeT neKapCcTBeHHbIX CpeacTB C nyHKT 11 MpaBun
OrpaHNYeHHbIM CPOKOM roAHOCTM Ha BYMa)KHOM | XpaHEeHUS
HOCUTENIE U/IN B 3JIEKTPOHHOM BUAE C JNIEKAapCTBEHHbIX
apxuBauuen? cpeacTB
37. NmeeTcsa i B HaMumm paspaboTaHHbIN U NYHKT 24 Mpasun
YTBEPXAEHHbIN KOMIMJ/IEKC MEP, HanpaBJ/IEHHbIX Hag/ieXxalen
Ha MMHUMU3ALMIO PUCKA KOHTaMUHaL MK NPaKTUKN XpaHEHUS
JIeKapCTBEHHbIX Mpenapartos, C y4ETOM YCJIOBUI
cob10AeHUS 3aLuUTbl OT GPaKTOPOB BHELUHEN
cpeabl ¢ opopMIEHMEM:
npuKasoB? NYHKT 24 MNpasun
HaZnexauwen
NPaKTUKN XpaHeEHUS
COloB? NYHKT 24 MpaBun
Hag/iexaulen
NPaKTUKN XpaHeHUS
MHCTPYKLUMIA? NOYHKT 24 MpaBun
Hag/iexauen
NPaKTUKN XpaHEHUS
38. Pernctpupyrotca am pesynstaTtbl TeMNeEPaTypHOro | NyHKT 21 MNMpasun
KapTMPOBaHMA W BAAXKHOCTU B CMeLUasbHOM | Hag/iexKallen
XypHane (Kapte) perucrpaumm Ha 6YMaKHOM | NPaKTMKK XpaHEeHUSs;
Hocutene w  (MaM) B 3INEKTPOHHOM  BuAe | NyHKT 23 Mpasun
eXeOHEeBHO, B TOM 4WUC/Je B BbIXOAHblE W |HaANEXallen
npasaHUYHble AHN? NPaKTUKN XpaHEHUS;
NYHKT 7 MNpaBun
XpaHeHus
NIeKapCTBEHHbIX
cpeacTs
39. XpaHATCcA M KypHanbl (KapTbl) pernctpaumm | nyHKT 21 MNpasun

TEMMNEPATYPHOTrO KapTUPOBaHMSA B TEYEHME ABYX
ner?

Hagsiexaullen
NPaKTUKN XpaHEHUS;
nyHKT 23 Mpasun
HaZnexauwen
NPaKTUKN XpaHEHUS;
NYHKT 7 NpaBun



consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64A29B1315B27D4DA9B2B1F21D378ECA8B193AD01626E853ADH6O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E857ADH6O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E854ADH0O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64A29B1315B27D4DA9B2B1F21D378ECA8B193AD01626E853ADH6O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E857ADH6O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E854ADH0O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E857ADH5O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E857ADH5O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E857ADH5O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E857ADH5O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64A29B1315B27D4DA9B2B1F21D378ECA8B193AD01626E852ADH2O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E951ADH7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E858ADH0O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E951ADH7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E858ADH0O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E951ADH7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E858ADH0O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E951ADH7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E858ADH0O

XpaHEHUA
NNIEKAPCTBEHHbIX
cpeacTts

40. CobGnopaetca AWM 3anpeT Ha  COBMECTHOe | NYHKT 34 MpaBun
XpaHeHWe B OOHOM TEXHMYECKM YKPErJIEHHOM | Hagaexallemn
noMmeLLEeHNN JIEKapCTBEHHbIX npenaparos, | MPaKTUKN XpaHEHUS
npeaycMoOTPEHHbIX MYHKTOM 32 Mpasun
Hag/ieXxallemn NpaKTUKn XpaHeHus, 7]
JIEKapCTBEHHbIX npenaparos, coaepxawmx
CUNbHOJENCTBYOWME UM SA0BUTbIE BELLECTBA?

41. Cobnopgaetcss M 3anpeT Ha XpaHeHue B | NyHKT 20 MpaBun
nomeLLeHunsx XpaHeHus JIEKAPCTBEHHbIX | HAAEeXaLleln
npenaparos: NPaKTUKN XpaHEHUS

NULLLEBbLIX NPOAYKTOB? nyHKT 20 MNMpasun
Hagnexalen

NPaKTUKN XpaHEHUS

TabayHbIX U3OENNIA? nyHKT 20 MpaBun
Haanexalemn
NPaKTUKN XpaHEHUSI

HanNUTKOB (32  UCKAOYEeHMEM  NUTbeBOM | NYHKT 20 MpaBua
BOAbI)? Haanexalen
NMPaKTUKN XpaHEHUS

NeKapCTBEHHbIX npenapartos, | OyHKT 20 Mpasun
npeaHasHa4yeHHbIX ans JINYHOTO | Hagexaluen
NCMNOAb30BaHNA PaboTHUKAMK? NPaKTUKN XpaHeHUS

(BOMKHOCTL U ®NO0 [OMKHOCTHOrO Nuua, 3anoIHMBLIETO
NPOBEPOYHbLIA NUCT, NOANUCHL, faTa)

(BonxHOCTb M ®NO AOMKHOCTHOrO Auua pPUAMYECKOro nuua, NpUcyTCTBOBAaBLENO
npu 3anosiHeHUM NPOBEPOYHOr0 NMcTa, noanuchb, paTa)

MpunoxxeHne N 3

K npuKasy OeaepanbHOMN CNyXKObl

no Hag3opy B chepe 3paBOOXpPaHEHMNS
071 09.11.2017 N 9438

®opma

NMpoBEpPOYHbIA NUCT
(CNMCOK KOHTPO/bHbLIX BOMPOCOB), MCNOAb3yeMblli degepasibHON CNyxO6oii
no Hag3opy B cdepe 34paBOOXpaHEHUS U ee TeppuTOpuanbHbLIMU OpraHamu
npu MNpoBeAeHMU MNAaHOBLIX MPOBEPOK MpM OCylWecTBAeHUU desepanbHOro
rocyfapcTBEHHOro Hag3opa B cdepe obpalweHUs NeKapCTBEHHbIX CPeacTB
(XpaHeHue nekapcTBEHHLIX NpenapaTtoB AN MEeAULMHCKOrO MNPUMEHEHUs
B anTeke roToBbiX GopMm)

(HauMeHOBaHWEe oOpraHa, OCYWEeCTB/SKWEro M/aHOBYW MPOBEPKY)
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1. Bug rocyfapCTBEHHOro KoHTpona (Hag3opa)

2. NpegmeT  NNaHOBOWA NPOBEPKN KWPUAUYECKUX UL, W UHAUBUAYASbHbIX
npeanpuvHuUMaTenein  orpaHuyMBaeTCcsa o06A3aTesibHbMW  TpeboBaHUAMM, cobNaeHue
KOTOpbLIX fAABNAeTcAa Haubosiee 3HAUYMMbIM C TOYKU 3peHUsd HeponyweHUs BO3HUKHOBEHUSA
Yyrpo3bl MpUYMHEHUS Bpefa XW3HW, 340POBbI rpaxgaH, W3M0XeHHbMW B dopme
NPOBEpPOYHOro NucTta (Cnucka KOHTPOJIbHLIX BOMPOCOB).

3. HaumeHoBaHue pugnyeckoro navua, dammnma, uUMsA, OTYECTBO (NpU HaINYUK)
WHANBUAYANbHOT O npeanpuHUMaTens:

4. MecTO npoBegeHusd naaHoBOM NnpoBeEpPKKU C 3anojsiHeHneMm npoBepoyHOro nucTa.:

5. PekKBU3NTbl MpukKasa O npoBeaeHUN naaHoBoOM npoBepkKun: OT

6. YYyeTHbi HOMep nNpPOBEPKU U gaTa NPUCBOEHUSA YYEeTHOro Homepa MpoBepKU
B EanHoMm peecTpe NnpoBEepoOK:

7. JOMKHOCTD, dammnnsa " WHUUMaMbl  OO/MKHOCTHOrO  uua (nny),
nposojawero(nx) niaHOBY MPOBEPKY:

1. ;

2. ;

8. [epeyeHb BOMNPOCOB, OTpaxawwmx cogepxaHne oba3aTeNlbHbIX TpeboBaHWW,
OTBET Ha KOTOpble O4HO3HAYHO CBMAETE/IbCTBYET O COGMOAEHMU WU Heco6geHUn
opUAUYECKUM JINLOM, WHAUBUAYA/IbHBIM NpeanpuHuMaTesieM ob6A3aTeNbHblX TpeboBaHwuil,
cocTaBfAlWNX NpeameT MPOBEPKK:

N Bonipockl, oTpaxkarouwme coaeprkaHue PekBu3anTbl BbiBog, 0
n/n o6s3aTenbHbIX TpeboBaHMM HOPMAaTMBHbIX BbIMOJIHEHUU
NpaBOBbIX aKTOB, C TpeboBaHMi

YKa3aHUeM Uux
CTPYKTYPHbIX €AMHUL,, Aa HET
KOTOPbIMU
YCTaHOB/IEHbI
obs3aTenbHble
TpeboBaHus

®epepanbHbin 3akoH OoT 12 anpensa 2010 r. N 61-®3 "O6 obpalleHMn neKapcTBEHHbIX cpeacTs”
(CobpaHue 3akoHomaaTenscTBa Poccuitckon ®epepaumm, 2010, N 16, c1. 1815; 2016, N 27, cT. 4283)
(nanee - 61-03); MpaBuaa HaaaeXallen MNPAKTUKU XpaHEHUs U NepeBO3KU JIEKAPCTBEHHbIX
npenapatoB A8 MEAULMHCKOIO TMNPUMEHEHMUS, YTBEPXKAEHHbIE MPUKa3oM MUHKUCTEPCTBA
3ApaBooxpaHeHms Poccuitickon ®epepaumm ot 31 aerycta 2016 r. N 646H (3apernctpupoBaH
MuHUCTEPCTBOM tocTULLMKN Poccuiickon ®epepaunmn 9 aHeaps 2017 r., peructpaumoHHbliin N 45112)
(nanee - MpaBuna Hagnexallein NPaKTUKN XpaHeHus); [paBuaa Hagaexallein anTeq4Hon NpakTuKu
JIEKAPCTBEHHbIX MpenapaToB A8  MEAULMHCKOIO TMPUMEHEHUS, YTBEPXKAEHHbIE MNPUKA30OM
MuHucTepcTBa 3apaBooxpaHeHus Poccuiickont ®epepaumm ot 31 aerycta 2016 r. N 647H
(3apernctpupoBaH MuHUCTEPCTBOM tocTUUMKM  Poccuitickoir depepauumn 9 gHBapsa 2017 .,
peructpaumoHHsii N 45113) (panee - lMpaBuna Hagnexkallei antedyHon npakTuku); [pasuna
XpaHeHUsl NNIeKapCTBEHHbIX CPEACTB, YTBEPXKAEHHbIE NPUKAa30M MUHUCTEPCTBA 3/1paBOOXPaHEHUS U
coumanbHoro passutus Poccuiickon ®epepaumm ot 23 asrycta 2010 r. N 706H (3apermctpmpoBaH
MUHKUCTEPCTBOM toCcTULMKM Poccuiickont Penepaumnn 4 okTa6psa 2010 r., permctpaumoHHbin N 18608)
C W3MEHEHWsIMU, BHECEHHbIMW MNPUKA3OM MUHUCTEPCTBA 34PaBOOXPAHEHUS WU  COLMANBHOIO
pa3Butna Poccuitckon ®depepaummn oT 28 pgekabpa 2010 r. N 12214 (3aperucTpupoBaH
MuHUCTEPCTBOM tocTULMK Poccuiickon ®epepaumm 4 pespans 2011 r., pernctpaumoHHbin N 19703)
(nanee - MpaBuaa xpaHeHUsA NeKapCTBEHHBIX CPECTB)

YnpaeneHune KauecTBoM (cTatbs 55 61-®3; raea Il MpaBua Hagexallel anTeyHon NpakTUKN)

1. YTBEPKAEHbI I PYKOBOAUTENEM CYOBEKTA NyHKT 4 NpaBun
obpalleHns NeKapCTBEHHbIX CPEACTB CTaHAAPTHbIE | HAANEeXallen
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ornepaumoHHble npoueaypbl (ganee - COM)?

anTe4yHom MPaKTUKn

MMeeTcs M B HAIMYMM JOKYMEHTALMA CUCTEMBI
KayecTBa Ha 6YMaXKHbIX U (1) 3NEKTPOHHbIX
HocUTensx:

NyHKT 5 MNMpaBun
Haaexalen
anTe4yHoM NPaKTUKK

YXYpHaa permctpauum npnkasos
(pacriopseHuit) No cyb6beKTy PpO3HUYHOM
TOproean?

noanyHKT "n" nyHkTa 5
MpaBua Haaaexallen
anTe4yHOM NpPaKTUKK

YKYpHan eXxefHEeBHOM perncrpaumnm
napamMeTpoB TeMMepPaTypbl U BAAXKHOCTU B
NoMeLLEHNSX A1 XPaHEHUS IeKapCTBEHHbIX
npenaparos?

noAnyHKT "K" nyHkTa 5
MpaBun Hagnexaltlen
anTevyHo NpPaKTUKn

YKYpHan nepmuoamnyeckon permctpaumm
TeMnepaTypbl BHYTPU XOA0ANIbHOIO
obopynoBaHus?

noAnyHKT "n" nyHKra 5
MpaBun Hagnexallen
anTe4yHoM NpPaKTUKn

YKYpHan yyeTa onepaumi, CBA3aHHbIX C
obpallieHMeM NEKAPCTBEHHBIX CPEACTB,
BKJ/IIOYEHHbIX B NepeYyeHb IEKAPCTBEHHbIX
CPeACTB, NOAEXALMX MPEAMETHO-
KOJIMYECTBEHHOMY YYeTy (Mpu Hannumum)?

noAnyHKT "M" nyHKTa 5
MpaBun Hagnexallemn
anTeyHoM NPaKTUKN

YKYPHas yyeTa leKapCcTBEHHbIX NMPenapaTos ¢
OrpaHMYEHHbIM CPOKOM FOAHOCTU?

NoANnyHKT "p" NyHKTa 5
MpaBun Hagnexallen
anTeyHoM NPaKTUKM

(npu Hannuuu)?

YKYPHaJ yyeTa NnocTyrnieHusl U pacxoaa BaKLUH

noAnyHkKT "x" nyHKra 5
MpaBun Hagexallen
anTeyHoM NpPaKTUKn

YKYpHa/ peructTpaumm pesynsraTos
NPUEMOYHOIO KOHTPONA?

noAnyHKT "¢" nyHkTa 5
MpaBun Hagnexallemn
anTe4yHOM NpPaKTUKK

XXYPHan peructpaumm onepaumi, CBA3aHHbIX C | NOANYHKT "y" NyHKTa 5
060pPOTOM HAPKOTMYECKUX CPECTB, MpaBun HagexKaLLEen
MCUXOTPONMHbIX BELIECTB M UX NPEKYPCOPOB (MpK | anTeHHOM NPaKTUKK
Haanuum)?

Cuctema obecneyeHns KauecTBa XpaHEHMs U NEPEBO3KM JIEKapCTBEHHbIX NpenapaTtos (cTatbs 54 61-
®3; rnaea ll, NyHKTbI 3 - 6 MNpaBWA HaaexKalllein NPaKTUKK XpaHeH!s)

HasHayeHo i1 pyKoBOAUTENEM aNTEYHOM
3. opraHu3aumn 1L, OTBETCTBEHHOE 3a BHeJpeHue
u obecrneyeHme CUCTEMbI KayecTBa?

NyHKT 5 MpaBun
Hag/ieXxallemn
NPaKTUKN XpaHEHUS

NHpacTpyKTypa. MoMeLeHns 418 XpaHEHUA IeKapCTBEHHbIX npenapaTtos (cTarbsa 58 61-P3, masa
IV NpaBua Haaaexallen npakTUKn xpaHeHus; [paBuia XpaHeHUs JIEKapCTBEHHbIX cpeacTB; rnaea V
MpaBu HagNexXallen anTeq4Hon NPaKTUKM)

NMmetoTcs n HeobxoguMble NoMmelleHns (nam) nyHKT 11 Mpasun
30Hbl, NPUHagNEXaLlLMe anTeYHON OpraHM3aLnmM Ha | Haaaexaluemn
npaBe COGCTBEHHOCTM UM HA MHOM 3aKOHHOM NMPaKTUKN XpaHEHNS
OCHOBAHWN, HeObXoANMble A OCYLLECTBEHMNS
[eATeNbHOCTU MO0 XPaHEHUIO JIEKAPCTBEHHbIX
npenapartos?
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NmeeTcsa in 0603HaYeHHas 30Ha Uaun oTAe/ibHOE

NyHKTbI 15, 16 MpaBun

5. noMeLleHne NPUEMKU JIEKaPCTBEHHbIX Haanexawemn
npenaparos? NpaKTUKN XpaHEHUS
MNmeeTcs im 0603HaYEHHAs 30HA UKW OTAE/IbHOE NyHKTbI 15, 16 MNpaBun

6. NOMeLLIEHNE XpaHEHUS IEKAPCTBEHHbIX Haaexalen
npenaparos, TPebYOWMX CreunabHbIX YCI0BUN? | MPAKTUKKU XpaHEHUS
NUMeeTca i ona xpaHeHUs BbIABJIEHHbIX NyHKTbI 15, 16 MpaBun
danbcnPrUMpPOBaHHbIX, HEA0O6POKAYECTBEHHbIX, Haaexalen
KOHTpadaKTHbIX JIeKapCTBEHHbIX NPenapaToB: NPaKTUKN XpaHEHUS

0603HayeHHas 30Ha? NYyHKTbI 15, 16 Mpaeun

7. Hag/ieXxallemn

NpaKTUKN XpaHeHUS
oTAe/ibHoe noMelleHune? NyHKTbI 15, 16 MNpaBun
Hag/ieXxallemn
NpPaKTUKN XpaHEHUS
MMeeTcs in 30Ha UAK oTaeNbHOE NOMeELLEHNE, NyHKTbI 15, 16 MNpaBun
8 obecneyunBalolLas TpebyeMble YC/IOBUSA XPaHEHNST | HAAeXallen
’ JIeKapCTBEHHbIX MPenapaToB A5 KapaHTUHHOIO NPaKTUKN XPaHEHUS
paHeHMs NeKapCcTBEHHbIX NpenapaToB?
OcBelleHbl 1M NOMELLEHUA U 30HbI, UCNONb3yeMble | NYHKT 17 MNMpasun
9. AN XpaHEHUS IeKapCTBEHHbIX NpenapaToB? Haanexalemn
NPaKTUKN XpaHEHUS
OTaeneHbl aAMUHUCTPATUBHO-ObITOBbIE nyHKT 19 MpaBun

10. | noMmeLlueHUs OT MOMELLEHUI XPaHEHMS Haanexawemn
JIeKapCTBEHHbIX NMpenapaToB? NpaKTUKN XpaHEHUS
NMeeTca v oTaenibHasA 30Ha (WKadbl) Ans nyHKT 25 MpaBsun

1 XpaHeHUst 060pya0BaHMUS, MHBEHTaPS U Hag/iexallen

" | matepuanos ons y6opKu (04MCTKK), a TaKxKe NpPaKTUKN XpaHEHUS
MOMLLMX U Ae3NHOULMPYIOLNX CPeacTB?
MpoBoanTtcs v y6opka nometleHnin (3oH) ans nyHKT 25 Mpasun

12. XpaHEeHUA NeKapCcTBEHHbIX NpenapaTos B Haanexalemn
cooTtBeTcTBUM ¢ COMNom? MPaKTUKN XpaHeHus
NmeeTca v rnagkas otaenka nomMeweHuin ans NYHKT 25 MNpaBun
XpaHeHUs NeKapCTBEHHbIX NpenapaTos Haanexalemn
(BHYTpEHHMe NOBEPXHOCTU CTEH, MOTOJIKOB), NpaKTUKN XpaHEHUS;

13. | monyckatrow,as BO3MOXHOCTb NPOBEAEHUS BIAXKHOM | NYHKT 6 MpaBun
y60pKM M UCKNIOYAKOLLAS HAaKOMAEHWE Mblan? XpaHeHus

NleKapCTBEHHbIX
cpeacTs
ObecrneyeHa /M 3aWpMTa NOMELLEHUI 415 XpaHeHUs | NyHKT 26 MpaBun
14. | neKapCTBEHHbIX MpenapaTtoB OT NPOHUKHOBEHMS Hag/ieXxallemn

HaCEKOMbIX, IPbI3yHOB U OPYTUX YKUBOTHbIX?

NMPaKTUKN XpaHEHUA

NHdpacTpyKTypa. O6opyaosaHme (rnasa IV MpaBun Hagnexallen npakTMKu xpaHeHus; [pasuaa

XpaHeHMs NeKapCcTBEHHbIX CPeICTB)

15.

NmeeTca v Heobxoanmoe obopyaoBaHue (B
XOPOLLUEM COCTOSIHUM M YUCTOE), NPUHAANEXKALLEE

nyHKT 11 Mpasun
Haaexalen
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OpraHm3sauunmn Ha npase CcO6CTBEHHOCTU MK Ha
MHOM 3aKOHHOM OCHOBaHUKU?

MPaKTUKN XpaHEHUA

16.

OcHallEeHbI I NOMELLEHUA AN XPaHEHMS
JIEKapCTBEHHbIX CPeAcTB NpubopamMn ans
perucTpauumn napaMeTpoB Bo3ayxa:

NyHKT 7 MNMpaBun
XpaHeHus

JIEKapPCTBEHHbIX
cpencTs

17.

TepMoMeTpamu?

NyHKT 7 MNpasun
XpaHeHus
NeKapCTBEHHbIX
cpeacTs

nyHKT 37 MNMpaBun
Haa/exalen
NPaKTUKN XPaHEHUS

rurpomeTpammn?

NyHKT 7 MNpasun
XpaHeHns

JIEKAPCTBEHHbIX
cpencTs

nyHKT 37 MpaBun
Hag/iexallemn
NPaKTUKN XpaHEHUS

3N1EKTPOHHBIMM FTUrpoMeTpaMm?

NyHKT 7 MNMpaBun
XpaHeHns
JNIeKapCTBEHHbIX
cpeacTs

nyHKT 37 MNpasun
Hag/iexallen
NPaKTUKN XpaHEHUS

TepMoOrurpoMeTpamm?

nyHKT 37 MNpasun
Hag/ieXxallemn
NPaKTUKN XpaHEHUS

18.

PasmMelLaloTcs i U3MepuTesibHble YacTu NpU6opoB
N8 perncTpaumm napamMeTpoB Bo3yxa Ha
paccTosiHUM He MeHee 3 M OT ABepeit, OKOH U
OoTONUTENbHbIX MPUGOPOB U Ha BbicoTe 1,5- 1,7 M
oT nona?

NyHKT 7 MpaBun
XpaHeHUs

NNEKAPCTBEHHbIX
cpencTts

19.

Pernctpupytotcs 11 nokasaHus Npubopos ans
perucTpaumnmn napaMeTpoB BO3yXa EXXeHEBHO B
crneuunanbHOM XKypHase (KapTe) perucrpaumm Ha
BYMaXHOM HOCUTENIE U B SJIEKTPOHHOM BUJE C
apxuBauuein (415 aNEeKTPOHHbIX TMIPOMETPOB),
KOTOPbI BeAeTcsl OTBETCTBEHHBIM JIMLOM?

NyHKT 7 MpaBun
XpaHeHus

JIEKAPCTBEHHBIX
CpeacTs

20.

CeptnduLMpoBaHbI, KaIMBPOBaHbI U NOABEPratoTCs
JI1 TOBEPKE KOHTPO/IMpPYIOLLME NPUGopsbI Ans
perucTpauumn napaMeTpoB Bo3ayxa?

NyHKT 7 MNMpaBun
XpaHeHus

JIEKAPCTBEHHBIX
CpeacTs

21.

NmeeTca i xonoamnsHoe ob6opyaoBaHue:

NyHKTbI 21, 36, 37
MpaBun Hagnexallen

NMPaKTUKN XpaHEHWNA
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XONOAMIbHbIE KAMEPbI AN CreLManbHO
obopyaoBaHHoe nomelleHme?

NyHKTbI 21, 36, 37
MpaBun Haanexallemn
NPaKTUKN XpaHEHUSI

dapmMaLeBTUYECKNE XONOANIbHbIE WKadbl UAN
XONOAUNIbHUK [I/15 XPaHEHUS TEPMOIabUNbHbIX
NeKapCTBEHHbIX CPEACTB?

NyHKTbI 21, 36, 37
MpaBun Hagnexallemn

MPaKTUKN XpaHEHUA

NMeloTCst I CUCTEMbI KOHAULMOHUPOBAHMS B
NoMeLLEHNAX XpaHEHUS IEKAPCTBEHHbIX
npenapartos?

NyHKTbI 21, 36, 37
MpaBun Hagnexallen
NpaKTUKN XpaHeHUS;

22. NyHKT 4 MNpaBun
XpaHeHus
JNIeKapCTBEHHbIX
cpeacTs
NMeroTcs M cUCTEMbl BEHTUASALMM B MOMELLEHUAX | OYHKTbI 21, 36, 37
XpaHeHUsl NeKapCTBEHHbIX NpenapaToB? MpaBun Hagnexallen
NPaKTUKN XpaHEHUS;
23. NyHKT 4 MNpasun
XpaHeHus
NeKapCTBEHHbIX
cpeacTs
NmetoTcs am Wwikadbl MeTaNINYECKUE NN nyHKT 31 MpaBun
24, JepeBsHHbIE O XPaHEHWS NEKAPCTBEHHbIX Haanexalemn
npenaparos, NoANEXALLMX NpeaMeTHO- NMPaKTUKN XpPaHEHNS
KOJIMYECTBEHHOMY YYETY?
NmeeTcsa i niomMbump gns oneyatbiBaHMA B KOHUe | nyHKT 31 lMNpaBun
pabouero AHs WKapoB MeTaNINIYECKUX NN Hag/ieXxallemn
25. | pepeBSHHbIX (MM MOMELLEHUIA) AN XPaHEHUS NpPaKTUKN XpaHEHUS
NleKapCTBEHHbIX NPenapaTos, NoANEXKALLUX
npeaMeTHO-KO/IMYECTBEHHOMY y4eTy?
26. MMmetoTcs in B NoOMeLWEeHUaxX 415 XpaHeHUs nyHKT 29 Mpasun

JIEKApPCTBEHHbIX NPenapaTos:

Haaexalen
NPaKTUKN XPaHEHUS;
nyHKT 31 MpaBun
Hag/ieXxallemn
NPaKTUKN XPaHEHUS;
NYHKT 5 MNpaBun
XpaHeHus
NeKapCTBEHHbIX
cpencTs

cTennaku?

nyHKT 29 Mpasun
Haa/exalen
NpPaKTUKN XpaHEHUS;
nyHKT 31 MpaBun
Hag/ieXxallemn
NPaKTUKN XpaHEHUS;
NYHKT 5 MNpaBun
XpaHeHUs
NeKapCTBEHHbIX
cpeacTs
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WwKadb? NyHKT 29 Mpaeun
Haanexawemn
NPaKTUKN XpaHEHUS;
nyHKT 31 Mpasun
Hag/ieXxallemn
NPaKTUKN XpaHEHUS;
NyHKT 5 MNpasun
XpaHeHus
JIEKapCTBEHHbIX
cpencTs

noAaJoHbI? nyHKT 29 MpaBun
Haanexawemn
NPaKTUKN XpaHEHUS;
nyHKT 31 Mpasun
Hag/ieXxallemn
NPaKTUKN XpaHEHUS;
NyHKT 5 MNpasun
XpaHeHus
NleKapCTBEHHbIX
cpencTs

NOATOBAPHUKN? nyHKT 29 MpaBun
Haanexawemn
NPaKTUKN XpaHEHUS;
nyHKT 31 MNMpasun
Hag/ieXxallemn
NPaKTUKN XpaHEHUS;
NyHKT 5 MNpasun
XpaHeHus
NleKapCTBEHHbIX
cpencTs

MmetoTca in 3anacHble NOBEPEHHbIE CpeacTBa nyHKTbl 39, 40 Mpasun
M3MEepEeHMUs B Clly4ae PEMOHTA, TEXHUYECKOTO Haanexawemn
ob6cnyX1MBaHUs, NoBepKM 060pya0BaHUS U CPEACTB | MPAKTUKM XPaHEHMS;
27. n3mMepeHmsa? NyHKT 7 MNpasun
XpaHeHus
NleKapCTBEHHbIX
cpencTs

Mpoueccbl OeaTeNlbHOCTM CyObeKTa PO3HUYHOW TOProBAM TOBapaMM aMTEYHOrO0 acCOPTUMEHTA.
HenctBna cybbekta obpalleHMs JIEKAPCTBEHHbIX MpPenapaTtoB MO XpaHeHuo. [OKyMeHTbl MO
XPpaHEHWIO IEKapCTBEHHbIX NpenapaTtoB. OUeHKa AesTenbHoCcTH (cTaTba 58, NyHKT 3 ctatbu 9 61-03;
aBa V, VI MNpaBun Hagnexallen NpakTMKn xpaHeHus; [paBuaa XxpaHeHMs IEKapCTBEHHbIX CPeACTB;
rnasa VI v VIl NMpaBua Haanexallen anTeqyHom NpaKTUKK)

28. CoOTBETCTBYIOT JIN CBEAEHUSA pe3yNbLTaToB NyHKT 46 Mpasun
NPMEMOYHOIO KOHTPO/IS CBEAEHUAM B Hag/ieXxallemn
TOBApOCOMNPOBOAUTESIbHOM AOKYMEHTALUUM: NPaKTUKN XpaHEHUS;
nyHKT 40 MpaBun
XpaHeHus
JNIEKapCTBEHHbIX
cpeacTs
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Mo aCCOPTUMEHTY U KOJIMYECTBY?

NYHKT 46 Mpasun
Haanexawemn
NPaKTUKN XpaHEHUS;
nyHKT 40 Mpasun
XpaHeHus
JIEKapCTBEHHbIX
cpencTs

Mo KayecTBy?

NYHKT 46 MpaBun
Haaexallen
NpaKTUKN XpaHEHUS;
nyHKT 40 MpaBun
XpaHeHus
JNIEKapCTBEHHbIX
cpencTs

no cob/1l0AeHM1I0 CcneuyanbHbIX YCI0BUI
XpaHeHMs (Mpu HaANYMKM Takoro Tpe6oBaHUs B
HOPMAaTUBHOW AOKYMEHTALMKN Ha
JleKapcTBeHHbIN npenapar)?

NYHKT 46 Mpasun
Haaexallen
NPaKTUKN XPaHEHUS;
nyHKT 40 MpaBsun
XpaHeHus
JNIeKapCTBEHHbIX
cpeacTs

MO HaJIMYMIO MOBPEXKAEHNI TPAHCMOPTHOM
Tapbl?

NYHKT 46 MpaBun
Haaexalen
NPaKTUKN XpaHEHUS;
nyHKT 40 MpaBun
XpaHeHUs
JIeKapCTBEHHbIX
cpeacTs

Co3jaHa /in NpUeMHas KOMUCCHA A1 MPOBeAEHUA
NPUEMOYHOIO KOHTPOJIS, YTBEPXKAEHHAS NPUKA30OM

NyHKT 49 Mpasun
Haaexalen

29. . .
pyKkoBoAUTENS CyObeKTa PO3HUYHOM TOProBaAN? anTe4yHOM NPaKTUKK
XpaHeHus
OdopmMAatoTCcs M € NPOCTaB/IEHUEM LUTaMMa O NYHKT 46 MNpaBun
npuMemMKe, NOANMUCbIO MaTepPMaIbHO-OTBETCTBEHHOIO | HaaAeXallen
JMua, 3aBepeHHoi nevaTbio (Mpu Hann4mm) anTevyHoM NpPaKTUKn
cybbekTa pO3HUYHOWN TOProBAN:
cyeTa-paKTyphbl? NYHKT 46 MpaBun
Haanexawemn
30 anTe4yHoM NpaKTUKK
TOBapPHO-TPAHCMOPTHbIE HaKNagHble? NYHKT 46 MNpaBun
Haa/exalen
anTe4yHoM NpPaKTUKn
peecTp JOKYMEHTOB MO Ka4yecTBy? NYHKT 46 MNpaBun
Haaexalen
anTeyHoM NpPaKTUKK
MpoxoaAaT n ToBapbl aNnTEYHOro acCOpPTUMEHTa A0 | NyHKT 50 Mpasun
31. noaa4vm B TOProByHO 30HY NPeAnpOAAXKHYHO Hag/ieXxallemn

NoAroToBKY?

anTeyHom NMPaKTUKn
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32.

NaeHTUOULMPYIOTCS N XpaHsLLMeCs
NleKapCTBeHHbIe CpeACcTBa B COOTBETCTBMU C
NpMMeHAeMOMN CyGbEKTOM 0bpalLleHUs
JNIeKapCTBEHHbIX NMpenapaToB cMCTeEMOM yyeTa?

nyHKT 29 Mpasun
Haanexawemn
NPaKTUKN XpaHEHUS;
NyHKT 49 MNMpasun
Hag/ieXxallemn
NPaKTUKN XpaHEHUS

33.

OcyLLEecTBASETCA N XpaHEHNE NEKAPCTBEHHbIX
npenapaToB C y4eTOM TpeboBaHUI:

NyHKT 47 MpaBsun
Hag/ieXxallemn
NPaKTUKN XPaHEHUS;
nyHKT 40 Mpasun
XpaHeHus
NeKapCTBEHHbIX
cpencTs

HOPMAaTUBHOW JOKYMEHTALIMKN, COCTaBASAIOLLEN
perncTpaLnoHHoe A0Ckbe Ha IEKAPCTBEHHbIN
npenapar?

nyHKT 47 MpaBsun
Haaexalen
NpPaKTUKN XpaHEHUS;
nyHKT 40 MpaBsun
XpaHeHUs
JIEKapCTBEHHbIX
cpeacTs

WUHCTPYKLMM NO MEAULIMHCKOMY MPUMEHEHUIO?

NyHKT 47 MpaBun
Haa/1exalen
NPaKTUKN XpaHEHUS;
nyHKT 40 Mpasun
XpaHeHus
JNIEKapCTBEHHbIX
cpeacTs

MHPOpMaLMK, coaep Kallencs Ha NeEPBUYHON U
(Mn1) BTOPUYHOI YNaKoBKe IeKapCTBEHHOMO
npenapara 1 TpaHCNOPTHOM Tape?

NyHKT 47 MpaBun
Hag/iexallemn
NPaKTUKN XpaHEHUS;
nyHKT 40 MpaBun
XpaHeHus
JIEKAPCTBEHHbIX
cpeacrts

34.

Pa3MelLaloTcs I IeKapcTBEHHbIE Npenapathbl B
nomeLLeHusax 1 (Mam) 3oHax g XpaHeHus
JIEKapCTBEHHbIX NPENapaToB B COOTBETCTBUM C
TpeboBaHMAMM HOPMATMBHOW AOKYMEHTaLMN U
(unmn) TpeboBaHMUAMM, YKa3aHHBIMM HA YNAKOBKeE
JIEKaPCTBEHHOTO Npenapara, ¢ y4eToMm:

NyHKT 49 MNpasun
Hag/iexallen
NPaKTUKN XPaHEHUS;
NyHKT 8 MpaBun
XpaHeHus
JNIeKapCTBEHHbIX
cpeacTs

OUBUKO-XMMUYECKNX CBOMCTB JIEKAPCTBEHHbIX
npenaparos?

NyHKT 49 MNpasun
Haanexawemn
NPaKTUKN XPaHEHUS;
nyHKT 8 MpaBun
XpaHeHus
JIEKapCTBEHHbIX
CcpeacTs
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dapMaKkonorm4yeckux rpynn?

NyHKT 49 MpaBsun
Haanexawemn
NPaKTUKN XpaHEHUS;
NyHKT 8 MpaBun
XpaHeHus
JIEKapCTBEHHbIX
cpencTs

cnocob6a BBeleHUs NEKapCTBEHHbIX
npenapartos?

NyHKT 49 MpaBsun
Haaexallen
NpaKTUKN XpaHEHUS;

NyHKT 8 MpaBun

XpaHeHus
JNIEKapCTBEHHbIX
cpencTs

35. XpaHsATCA M CBETOYYBCTBUTESIbHbIE IEKAPCTBEHHbIE | NYHKT 52 Mpasun

npenaparbl B 3alUMLLIEHHOM OT CBETa MecTe? Hag/ieXxallemn
NPaKTUKN XPaHEHUS;
NYHKTbI 24 - 26 MNMpaBun
XpaHeHus
JNIeKapCTBEHHbIX
cpeacTs

XpaHsATCA v BNarov4yBCTBUTENIbHbIE NyHKTbl 21, 47 MNMpasun

JNleKapCTBEHHbIE CPeACTBa B 3aLUMLLEHHOM OT B/1arM | HagJ/ieXallen

Mecte? NPaKTUKN XpaHEHUS;

36. NYHKTbI 27 - 29 MpaBun
XpaHeHUs
JIeKapCTBEHHbIX
cpeacTs

HasHa4yeHo 1 NprKa3oM pyKoBoguTens cyobekta | nyHKT 66 MNpaBun
PO3HMYHOWN TOProBAM OTBETCTBEHHOE JIMLIO 3a Haaexalen

37. | paboty ¢ danbcnpmLUUpPOBaHHbBIMYU, anTeyHoM NPaKTUKN
[106pOoKayecTBEHHbIMU, KOHTPadaKTHbIMU
TOBapaMu anTe4YHOro acCopTUMeHTa?
M3onmpoBaHbl M cneynanbHO NyHKT 55 MpaBsun

38. | npoMapKupoBaHHble IeKapCTBEHHbIE NpenapaTthbl, | HaaAeXallen

npeaHasHavyeHHble A15 YHUHTOXKEHUA? NPaKTUKN XpaHEHUS
M3onmpoBaHbl 1u: nyHKT 30 MpaBun
Haanexawemn
NpaKTUKN XpaHEHUS
JIeKapCTBEHHbIE Npenaparbl, B OTHOLWEHUN nyHKT 30 Mpasun
KOTOPbIX MPUHATO peLleHne 0O Hag/ieXxallen
NPUOCTAHOBAEHUU NMPUMEHEHUSA? NpPaKTUKN XpaHEHUS
39.

JIeKapCcTBEHHbIE NpenapaTbl, B OTHOLLIEHUN
KOTOPbIX MPUHATO peLleHne 06 U3bATUN U3
obpalleHua?

nyHKT 30 Mpasun
Haaexalen
NPaKTUKN XpaHEHUS

danbcUdMLMPOBaHHbIe,
Hea06pOKaYeCTBEHHbIE U KOHTPadaKTHblE
NleKapCTBEHHbIE Npenaparbl?

nyHKT 30 MNMpasun
Hag/ieXxallemn
NPaKTUKN XpaHEHUS



consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E856ADH7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E856ADH7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E856ADH7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E856ADH7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E950ADH0O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BB7D4DA9B2B1F21D378ECA8B193AD01626EA52ADH7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64A29B1315B27D4DA9B2B1F21D378ECA8B193AD01626E857ADH4O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64A29B1315B27D4DA9B2B1F21D378ECA8B193AD01626E857ADH6O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E951ADH2O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E854ADH0O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64A29B1315B27D4DA9B2B1F21D378ECA8B193AD01626E854ADHEO
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64A29B1315B27D4DA9B2B1F21D378ECA8B193AD01626E854ADH1O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E950ADH3O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64A29B1315B27D4DA9B2B1F21D378ECA8B193AD01626E853ADH4O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E951ADH0O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64A29B1315B27D4DA9B2B1F21D378ECA8B193AD01626E853ADH4O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E951ADH0O

NMetoTcs v lOKYMEHTbI, ONMCbIBAtOWNE AeNCTBUS,
BbIMOJIHSiEMbIE CYOBLEKTOM 0bpalleHns
JIEKapCTBEHHbIX NPENapaToB, HarnpaBaeHHbIE Ha
cobnoaeHue TpeboBaHMN, YCTAHOBIEHHbIX
MpaBuiaMu HagNexalen NPakTUKN XpaHEHUS:

NyHKTbl 41 - 43 NpaBun
Haanexawemn
MPaKTUKN XpaHEHWUS

MHCTPYKUMN?

NyHKTbl 41 - 43 NpaBun
Haa/exalen
NMPaKTUKN XpaHEHWUS

40. CTaHAapTHble onepaunoHHble Npoueaypsbl NyHKTbl 41 - 43 lNMpasunn
(conw)? Hag/ieXkalemn
NMPaKTUKN XpaHEHNS
oT4eTbl (CBOAHbIE YKYpHabl)? NyHKTb1 41 - 43 NpaBun
Haanexawemn
NMPaKTUKN XPaHEHNS
JOroBopbI? NyHKTbl 41 - 43 NpaBun
Hag/ieXxallemn
MPaKTUKN XpaHEHNS
Bepnetcs n yyeT neKapCTBEHHbIX CpeacTB C nyHKT 11 MpaBsun
a1 OrpaHUYEHHbIM CPOKOM FOZIHOCTU Ha BYMayKHOM XpaHeHus
' HOCUTENE UM B INIEKTPOHHOM BUE C apXuBaLUMeEN? | NneKapCTBEHHbIX
cpencTs
YcTaHOBNEH 1N pyKOBOAUTENEM OpraHmM3aunm nyHKT 11 MpaBsun
42 nopsA0OK BeAeHUS ydeTa NeKapCTBEHHbIX CPEACTB C | XpaHeHUs
' OrpaHUYEeHHbIM CPOKOM? JIeKapCTBEHHbIX
cpeacTs
NmeeTcs in pa3paboTaHHbIN U YTBEPXKAEHHbIN NYHKT 24 Mpasun
KOMIJIEKC Mep, HanpaB/IEHHbIN HA MUHUMU3aUMIO | Haaaexallen
43. pUCKa KOHTaMUHALMWN NEeKApPCTBEHHbIX MPENapaToB, | NPaKTUKMU XPaHEHUS
C Y4ETOM YCJIOBUM COBMOAEHMS 3aLLUTBI OT
¢$aKTopoB BHeLHeN cpefbl ¢ 0dOpPMAEHUEM:
npuKasos? NyHKT 24 MpaBun
Hag/ieXxallemn
MPaKTUKN XpaHEHNS
COnNos? NYHKT 24 MNpaBun
Haaexalen
MPaKTUKN XPaHEHNS
MHCTPYKLUIA? NYHKT 24 Mpasun
Hag/iexallen
NMPaKTUKN XPaHEHNS
44, Pernctpupyrotca an pesynbtatbl TEMMNEpaTypHOro nyHKT 21 Mpasun

KapTMPOBaHUS U BIAXKHOCTU B CNeLMa/ibHOM
YXypHane (KapTe) perucrpauum Ha 6yMa)KHOM
HocuTene U (Un) B 3NEKTPOHHOM BUjE
€XXeJlHEBHO, B TOM YNC/IE B BbIXOAHbIE U
npasfaHuYHblE AHN?

Hag/ieXxallemn
NPaKTUKN XPaHEHUS;
nyHKT 23 Mpasun
Haanexalemn
NPaKTUKN XPaHEHUS;

NyHKT 7 MNpasun
XpaHeHns



consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64A29B1315B27D4DA9B2B1F21D378ECA8B193AD01626E853ADH6O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E857ADH6O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E854ADH0O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E857ADH5O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E857ADH5O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E857ADH5O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E857ADH5O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64A29B1315B27D4DA9B2B1F21D378ECA8B193AD01626E852ADH2O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64A29B1315B27D4DA9B2B1F21D378ECA8B193AD01626E852ADH2O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E951ADH7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E858ADH0O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E951ADH7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E858ADH0O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E951ADH7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E858ADH0O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E951ADH7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E858ADH0O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E951ADH7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E858ADH0O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E850ADH7O

JIEKAPCTBEHHBIX
cpeacTs

XpaHATCA v xKypHabl (KapTbl) perncrpauum
TEMMEPaTyPHOro KApTUPOBaHUS B TEYEHUE ABYX
ner?

nyHKT 21 MpaBun
Haaexalen
NPaKTUKN XpaHEHUS;

nyHKT 23 MpaBun
Haa/exalen

4> NMPaKTUKN XpPaHEHUS;
nyHKT 7 MpaBun
XpaHeHus
JIeKapCTBEHHbIX
cpencTs
CobtogaeTcst /M 3anpeT Ha COBMECTHOE XpaHeHMe | NYHKT 34 Mpasun
B OQHOM TEXHUYECKM YKpPEenJeHHOM NoMeLLEeHUN Hag/ieXxallemn
JIeKapCTBEHHbIX NpenapaToBs, NpesyCMOTPEHHbIX NMPaKTUKN XpaHEHNS
46. nyHKTOM 32 lMpaBuna HagexXalllen NpakTUKu
XPaHEeHWs, N NeKapCTBEHHbIX NPenapaTos,
cofiepyKallnX CUNbHOAENCTBYOLLME AN A0BUTbIE
BellecTBa?
Cobntopgaetcs n 3anpeT Ha XpaHeHue OyHKT 51 Mpasun
OrHeonacHbIX N B3PbIBOOMACHbIX JIEKAPCTBEHHbIX Haanexalemn
npenapaTos BAA/N OT: MPaKTUKN XPaHEHNS
orHa? NyHKT 51 MNMpasun
Hag/iexallemn
NMPaKTUKN XPaHEHNS
47.
OTONUTE/IbHbIX MPUGOPOB? nyHKT 51 Mpasun
Haaexalen
NMPaKTUKN XpPaHEHNS
BO3/ENCTBMS MPSMbIX COJTHEYHbIX IyHein? OyHKT 51 Mpasun
Haaexallen
NMPaKTUKN XpaHEHNS
Cobntogaetcs v 3anpeT Ha XpaHeHue B OyHKT 20 Mpasun
NOMELLLEHUAX XPaHEHUS SIEKaPCTBEHHbIX Hag/iexallemn
npenaparos: NMPaKTUKN XPaHEHNS
NULEBbIX MPOAYKTOB? AyHKT 20 Mpasun
Haanexalemn
NMPaKTUKN XPaHEHNS
TabayHbIX U3aeNnin? nyHKT 20 Mpasun
48. Hag/iexallen

NMPaKTUKN XpaHEHUA

HaMUTKOB (33 UCKNIOYEHNEM MUTLEBOI BOAbI)?

nyHKT 20 Mpasun
Haa/exalen
NMPaKTUKN XPaHEHNS

JIeEKapCTBEHHbIX NPenapaTos,
npeaHasHaYeHHbIX A1 INYHOTO
MCMNOJIb30BaHMA PaboTHUKaMKN?

nyHKT 20 Mpasun
Haanexawemn
NPaKTUKN XpaHEHUS
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(ponxHOCTb U ®UNO AOMKHOCTHOrO nuua, 3anosIHMBLIETO
NPOBEPOYHbLIA NMCT, Noanucb, pAaTta)

(BOMKHOCTL U ®UNO AOMKXHOCTHOrO fMua WPULNYECKOTrOo SiMua, MNpPUCYTCTBOBABWENO
npy 3anofIHEHWW MPOBEPOYHOro fMCTa, MNOoA4MUCbL, AaTa)

MpunoxeHue N 4

K npukasy PegepanbHOM CyXobl

no Hag3opy B chepe 34paBOOXpPaHEHMS
071 09.11.2017 N 9438

NMpoBepOYHbIA NUCT
(CcNUCOK KOHTPO/IbHLIX BOMPOCOB), WUCMONb3yeMblin depepanbHON Cnyx6oi
no Hag3opy B cdepe 34paBOOXpPaHEHUA M ee TeppuTOopuanbHbIMU OpraHamu
npu npoBeAeHMU MNNaHOBbIX MPOBEPOK MpU OCYylWecTBAeHUn degepanbHOro
rocyfapcTBeHHOro Hagsopa B chepe obpaueHus feKapCTBEHHLIX CPeACTB
(XpaHeHue fieKapcTBEHHbLIX NpenapaTtoB A1 MeAUUMHCKOrOo MpUMEHeHUS
B anTe4yHOM NYyHKTe)

(HaMmMeHoBaHMe opraHa, OCYUEeCTBAAKWEro NIaHOBYKW NPOBEpPKY)

1. Bupg rocygapcTBEHHOI o KOHTpONs (Hag3opa)

2. MpegvMeT  NIAHOBOW  MPOBEPKM KWPUAMYECKUX UL, U UHAWMBUAYASbHbIX
npegnpuHuUMaTenein  orpaHuynBaeTcs o6si3aTeflbHbIMM  Tpe6GoBaHusIMKW,  Co6/ogeHue
KOTOPbLIX SIBiIAeTCSH HanbGonee 3HauYuMMbIM C TOUKWU 3PEHUst HefonyueHWss BO3HUKHOBEHUS
yrpo3bl MNpUUYUHEHMUS Bpefa XWU3HW, 340POBb  rpaxgaH, W3/I0XKeHHHMU B dopme
NMPOBEPOYHOTr0 SIMCTa (CnMcKa KOHTPOJIbHLIX BOMPOCOB).

3. HammeHoBaHue wpugnveckoro nuua, damunva, uUMs, OTYEeCTBO (NPU HanMyuK)
WHAMBUAYANBHOTO npegnpuHUMaTens:

4. MecToO npoBefeHUsa naaHoBOW npoBepkKn C 3anoOJ/IHEHNEM MNPOBEPOYHOIro AncTa:

5. PekBU3NTbl MpuKasa O npoBefeHUn naaHoBoOM npoBepkKun: OT

N

6. YJeTHblAi HOMep MNPOBEPKM U faTa MNPUCBOEHUA YYEeTHOro HoMepa MPOBEPKM B
EQVHOM peecTpe MpOBEpPOK:

7. JONMXHOCTh, dammnuns " MHULMasnsl OO/MKHOCTHOT O nmua (nuu),
nposoasawero(nx) naaHOBY MPOBEPKY:

1. ;

2. ;

14
8. [epeyeHb BOMPOCOB, OTpaxawlMx cofepxaHue o6s3aTefbHbIX TpeboBaHuii,
OTBET Ha KOTOpble OlHO3HAUHO CBUAETENbCTBYET O COG/MIOAEHWM WU HECOGAEHUN
OPUANYECKUM NMLOM, WHAMBUAYabHBIM NMpeanpuHuMaTeneM o06s3aTeflbHbiX Tpe6GOoBaHuii,
COCTaBMANWUX MpPeaMET MPOBEPKMU:

N Bonipockl, oTpaxkarouwme coaeprkaHue PekBu3nTbl BbiBog, 0
n/n ob6s3atenbHbIX TpeboBaHMM HOPMAaTMBHbIX BbIMNO/IHEHUM
NpaBOBbIX aKTOB, C TpeboBaHMi

®opma



yKazaHueM umx na HeT
CTPYKTYPHbIX €AUHMLL,
KOTOPbIMMU
YCTaHOB/IEHbI
obs3artenbHble
TpeboBaHus

®depepanbHbif 3akoH oT 12 anpens 2010 r. N 61-®3 "O6 obpalleHnn NekapcTBEHHbIX cpeacTB”
(CobpaHue 3akoHopaTenbcTBa Poccuitckont depepaumm, 2010, N 16, c1. 1815; 2016, N 27, cT. 4283)
(nanee - 61-03); MpaBuia HaaneXalleh MNPAKTUKU XpPaHEHUS U MNEPEBO3KU JIEKAPCTBEHHbIX
npenapatoB [Aas MeOULUMHCKOIO MPUMEHEHUS, YTBEPXAEHHble NPUKa3oM MuHUCTepcTBa
3apaBooxpaHeHus Poccuitckon ®epepaumm ot 31 asrycta 2016 r. N 646H (3apernctpupoBaH
MUHKUCTEpPCTBOM tocTULMK Poccuiickoit ®eaepaummn 9 sHeaps 2017 r., peructpauuoHHbiin N 45112)
(nanee - MpaBuna Hagnexallel NPaKTUKN XpaHeHus); NpaBuaa Hagnexallei anTedyHon NpakTUKK
JIEKApCTBEHHbIX MpenapaToB A/ MeOUUMHCKOTO MpPUMEHEHUs, YTBEPXAEHHbIE MNPUKA3OM
MuHucTepcTBa 3apaBooxpaHeHus Poccuitckont ®epepaumm ot 31 aerycta 2016 r. N 647H
(3apernctpupoBaH MUHKUCTEPCTBOM tOCTMUMKM  Poccuiickoin depepaumm 9 saHBaps 2017 r.,
peructpaumoHHbin N 45113) (manee - lMpaBwuna Hagnexallel antedyHol MpakTuku); [paeuna
XpaHeHWUs1 NeKAPCTBEHHbIX CPeACTB, YTBEPXKAEHHbIE NPUKAa30M MUHUCTEPCTBA 34PAaBOOXPaHEHUS U
coumanbHoro passutus Poccuiickon depepaumm ot 23 asrycta 2010 r. N 706H (3apeructpmpoBaH
MuHucTEpCcTBOM tocTULMKM Poccuiickon ®egepaumm 4 oktabpa 2010 r., peructpaumoHHbin N 18608)
C W3MEHEHUSAMW, BHECEHHbIMU MPUKA3OM MUHUCTEPCTBA 34PABOOXPAHEHUS U  COLMANBHOIO
pa3Butna Poccuiickon ®depepauumn ot 28 pgekabpa 2010 r. N 12214 (3apeructpupoBaH
MuHKCTEPCTBOM toCcTULMKM Poccuitckon Pepepaunn 4 pespans 2011 r., peructpaumnonHsiin N 19703)
(nanee - Npasuaa xpaHeHUsA NEeKApCTBEHHbIX CPEACTB)

YnpaBsieHne KayecTBoM (cTathbd 55 61-O3; rnasa Il MpaBun Hagaexallen anTeyHomn NPaKTUKKM)

YTBEpXAEHbI 1M PYKOBOAUTENEM CYbbEKTA NYHKT 4 MpaBun
1. obpalleHUs 1eKapCTBEHHbIX CPeACTB CTaHAaPTHbIE | HagneXallen
onepaLuoHHble npoueaypsbl (nanee - COM)? anTe4yHOM NpPaKTUKK
2. NmMeeTca M JOKYMEHTaLMA CUCTEMbI KayecTBa Ha | NYHKT 5 MpaBun
BYMaXKHbIX U (M) 3NEKTPOHHbIX HOCUTENAX: Haanexalemn
anTeyHoM NPaKTUKN
YKYPHanN perncrpaumm npmkasos noanyHKT "n" nyHkTa 5
(pacnopskeHuit) Mo cyb6bEeKTY PO3HUYHOM MpaBunn Haanexallemn
TOproean? anTeyHoM NPaKTUKK
YKYPHan eXxeiHEBHOM pernctpaumnm NoAnyHKT "K" NyHKTa 5
napaMeTpoB TEMMEpPATYPbl U BAAXKHOCTU B MpaBun Hagnexallen
NOMELLEHUSX A1 XpaHEHUS IEKAPCTBEHHbIX anTe4yHOM NpPaKTUKK
npenaparos?
YKYpPHaN nepuoanyeckon peructpaumm noAanyHKT "n" nyHkra 5
TeMNepaTypbl BHYTPU XOA0ANIbHOIO MpaBun Hagnexatlen
obopyaoBaHus? anTe4yHoM NPaKTUKN
YKYPHan y4yeta onepauui, CBA3aHHbIX C noAanyHKT "M" nyHkTa 5
obpalleHneM NeKapCTBEHHbIX CPeacTB, MpaBun Hagnexallen
BKJ/IOYEHHbIX B NepeYeHb NEKAPCTBEHHbIX anTe4yHOM NpPaKTUKK
CpeacTB, nogaexalmx npeaMeTHo-
KOIMYECTBEHHOMY YYeTY (Npu Hanu4um)?
JKYPHan yyeTa IeKapCTBEHHbIX NpenapaTos C NoANYHKT "p" NYHKT 5
OrpaHNYeHHbIM CPOKOM rogHoCTU? MpaBun Hagnexallen
anTevyHoM NpPaKTUKK
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YKYpPHan y4yeTa nocTynieHns 1 pacxoda BakUUH | NoANYHKT "x" MyHKT 5
(npw HannuuK)? MpaBua Hagnexallen
anTe4yHOM NpPaKTUKK

YKYpHaJ peructTpaumm pesynsraTos noanyHkKT "o" nyHKTa 5
NPUEMOYHOrO KOHTpons? MpaBWa HagexXallen
anTeyHoM NPaKTUKU

YKYPHan pernctpauum onepaumi, CBs3aHHbIX C | NoanyHKT "y" nyHkTa 5

060pOTOM HaPKOTUYECKUX CPEACTB, MpaBun Hagnexallen
MCUXOTPONHbIX BELLECTB U UX NPEKYPCOPOB (NpU | anTe4HOM NPaKTUKK
Hannuum)?

CucteMa obecneyeHus KauyecTBa XpaHeHUs U NePEBO3KK JIEKAPCTBEHHbIX NpenapaToB (cTaTbs 54 61-
®3; rnaea ll, NyHKTbI 3 - 6 MNpaBWA Haa/IexKalllei NPaKTUKK XpaHeH!s)

Ha3HaueHOo /in pyKoBoaUTENEM aNTEYHOM NyHKT 5 MpaBun
3. OopraHmMsaumnu AnMLo, OTBETCTBEHHOE 3a BHEPEHUE | HAANEeXalllen
1 obecrnevyeHmne CUCTEMbI KayecTBa? NpPaKTUKN XpaHEHUS

NHpacTpyKTypa. MoMelleHnsa A XpaHeHUs IeKapCTBEHHbIX npenapaTtos (cratba 58 61-03, riaBa
IV MpaBun Hagnexalen NpakTMKn XxpaHeHus; MNpaBuaa XpaHeHUs IEKapCTBEHHbIX CpeacTB; rnasa V
MpaBu HagNexXalleln anTeq4HoN NPaKTUKM)

NMmetoTcs n HeobxoguMble noMmelleHns (nam) nyHKT 11 Mpasun
30HbI, NPMHaANEXKaLLME anNTeYHOM OpraHM3aLMKn Ha | Haaaexallen
4 npaBe COGCTBEHHOCTM MUJIM HA UHOM 3aKOHHOM MPaKTUKN XpaHeHUs
) OCHOBaHMK, HEOBXOAUMbIE A1 OCYLLECTBAEHUS
[eATeNIbHOCTN NO XPAaHEHUIO JIEKAPCTBEHHbIX
npenapartos?
NmeeTcsa in 0603HaYeHHas 30Ha UK OTAeNbHOE NyHKTbI 15, 16 MNpasun
5. rnomMeuleHne nNpMeMKmn 1eKapcTBeHHbIX Hag/iexallemn

npenapatos? NMPaKTUKK XpaHeHUs

MNmeeTcs in 0603HaYEHHAs 30HA UK OTAE/IbHOE NyHKTbI 15, 16 MpaBun
6. NMOMeLLIEHNE XPaHEHUS IEKAPCTBEHHbIX Haa/1exalen
npenaparoB, TPeOYOWMX CreunabHbIX YCI0BUN? | MPAKTUKKU XpaHEHUS

NUMeeTca in ona xpaHeHWs BbISBJIEHHbIX NYHKTbI 15, 16 Mpasun
danbcnPrLUMpPOBaHHbIX, HEA06POKAYECTBEHHbIX, Haaexalen
KOHTpadaKTHbIX IEKapCTBEHHbIX MPenapaTos: NPaKTUKN XpaHEHUS
0603HayeHHas 30Ha? NYyHKTbI 15, 16 MpaBun
7. Haanexawemn

NMPaKTUKN XpaHEHUA

oTAe/ibHoe noMelleHne? NyHKTbI 15, 16 MNpaBun
Hag/ieXxallemn
NpPaKTUKN XpaHEHUS

MMeeTcs n 30Ha UAn oTAeNbHOE NOMELLEHNE, NyHKTbI 15, 16 MNpaBun
8 obecneuunBatoas TpebyemMsble YCNOBUS XpaHEHUS | Hagexallen
’ JIEKapCTBEHHbIX MpenapaToB A5 KapaHTUHHOIO NpPaKTUKN XpaHEHUS

XpaHeHMs NeKapCcTBEHHbIX NpenapaToB?

OcBelleHbl /I NOMELLLEHMSA U 30Hbl, UCNoJib3yeMble | NYHKT 17 MNMpasun
9. ON XpaHEHUS NeKapCTBEHHbIX NpenapaToB? Haanexalemn
NPaKTUKN XPaHEHUS
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OTaeneHbl n aJJ,MMHMCTpaTMBHO'GbITOBbIe

nyHKT 19 MpaBun

10. | noMelleHNs OT NOMELLEHUI XPaHEHUS Hag/ieXxallemn
JIeKapCTBEHHbIX NMpenapaToB? NpaKTUKN XpaHEHUS
NMeeTca v oTaenibHasA 30Ha (LWKadbl) Ans nyHKT 25 MpaBun

11 XpaHeHUst 060pya0BaHMS, MHBEHTaPS U Hag/iexallen
MaTepuanoB A Y6opKn (OUMCTKM), a TaKKe NpPaKTUKN XpaHEHUS
MOMLLMX U Ae3NHOULMPYIOLNX CPeacTB?

MpoBoanTtca v y6opka nometleHnin (3oH) ans nyHKT 25 MNpasun

12. XpaHEeHUA NeKapCTBEHHbIX NpenapaTos B Haanexalemn
cooTtBeTcTBUM ¢ COMNom? MPaKTUKN XpaHeHus
NmeeTcsa v rnagkas otaenka nomMeweHuin ans NYHKT 25 MNpaBun
XpaHeHUsl NeKapPCTBEHHbIX NpenapaToB Haanexalemn
(BHYTpPEHHME NOBEPXHOCTU CTEH, MOTO/IKOB), NpaKTUKN XpaHEHUS;

13. | monyckatrow,as BO3MOXHOCTb NPOBEAEHUS BIAXKHOM | NYHKT 6 MpaBun
YOOPKKN U UCK/TIHOYaKOLWAs HAKOMIEHME NblAn? XpaHeHus

NleKapCTBEHHbIX
cpeacTs
ObecneyveHa n 3alUMTa NOMELLEHUI AN XPaHeHUs | OYHKT 26 MpaBun
14. | neKapCTBEHHbIX MpenapaTtoB OT NPOHUKHOBEHMS Hag/ieXxallemn

HaCEKOMbIX, IPbI3yHOB U OPYTUX YKMBOTHbIX?

NMPaKTUKN XpaHEHUA

NHpacTpyKTypa. O6opyaosaHme (rnasa IV MpaBun Hagnexallen npakTMKu xpaHeHus; [pasuaa

XpaHeHMs NeKapCcTBEHHbIX CPeICTB)

NmeeTca v Heobxoanmoe obopyaoBaHue (B
XOPOLLUEM COCTOSIHUM M YUCTOE), NPUHAANEKALLEE

nyHKT 11 Mpasun
Haaexalen

15.
opraHusaummn Ha npaBe cO6CTBEHHOCTU UK Ha NPaKTUKN XpaHEeHUs
MHOM 3aKOHHOM OCHOBaHUKN?

16. | OcHalleHbl 11 NOMeLLEeHNS AN XpaHEeHWs NyHKT 7 MpaBun

JIEKapCTBEHHBIX CPeACTB NpubopamMu ans
peructpauumn napaMeTpoB Bo3yxa:

XpaHeHus
JIEKapCTBEHHbIX
CpeacTs

TepMoMeTpamu?

nyHKT 7 MpaBun
XpaHeHUs

JIEKaPCTBEHHbIX
cpencTs

nyHKT 37 MpaBun
Haanexalemn
NPaKTUKN XpaHEHUS

rMrpomMeTpamm?

nNyHKT 7 MpaBun
XpaHeHus

JNIEKapCTBEHHbIX
cpeacTs

nyHKT 37 Mpasun
Haaexallen
NPaKTUKN XpaHEHUS
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3/1EKTPOHHBIMU TUrpoMeTpamMm?

nNyHKT 7 MpaBun
XpaHeHus
JIEKAPCTBEHHbIX
cpeacTs

nyHKT 37 Mpasun
Haanexalemn
NPaKTUKN XpaHEHUS

TepMorurpomeTpamm?

nyHKT 37 MpaBsun
Haaexallen
NpPaKTUKN XpaHEHUS

PasMeLaloTes M n3MepuTebHble YacTh NPMBOpPOB

NyHKT 7 MpaBun

ONs perucTpaumm napaMmeTpoB BO3ayxa Ha XpaHeHus
17. paccTosiHUM He MeHee 3 M OT ABEepPEN, OKOH NleKapCTBEHHbIX
oTonUTE/IbHbIX MPUOOPOB U Ha BbicoTe 1,5-1,7 M cpeacTts
oT nona?
Pernctpupytotcs M nokasaHus npnbopos ass NyHKT 7 MNMpaBun
perucTpauum napaMmeTpoB BO3/yXa eXXeJHEBHO B XpaHeHus
18. cneuunanbHOM XKypHae (KapTe) perucrpaumm Ha JNleKapCTBEHHbIX
OyMa)KHOM HOCUTENE MU B S1EKTPOHHOM BUJE C cpeacTs
apxuBaumei (415 3NEeKTPOHHbIX TMIPOMETPOB),
KOTOPbIN BeJETCS OTBETCTBEHHbLIM NNLOM?
CeptnuduumMpoBaHbl, KaMOGpPOBaHbI U NOABEpratoTca | OYHKT 7 MpaBun
19. JI1 NOBEPKe KOHTpo/iMpyloLye npmubopsl aas XpaHeHus
perncTpauuu napamMmeTpoB Bo3ayxa? NleKapCTBEHHbIX
cpencTs
NmeeTcsa i xonogmnbHoe obopyaoBaHue: NyHKTbI 21, 36, 37
MpaBun Haanexallemn
NpaKTUKN XpaHEHUS
XONOAUIbHbIE KaMepbl UK cneymanbHO NyHKTbI 21, 36, 37
20. obopyaoBaHHOe NoMelleHne? MpaBun Hagnexallemn
NPaKTUKN XpaHEHUS
dapMaueBTUYECKUE X0NI0ANbHbIE WKadbl MU | NYHKTbI 21, 36, 37
XOJIOANNBHUK ANS XPaHEHUS TEPMOJIabMbHbIX | MpaBma Hagnexallen
JleKapCTBEHHbIX CpeacTB? NPaKTUKN XPaHEHUS
MNmMeroTcs M cUCTeMbl KOHAMLMOHMPOBAHUS B NyHKTbI 21, 36, 37
NOMELLEHUSAX XPaHEHUS NEKAPCTBEHHbIX MpaBua Haanexallemn
npenaparos? NpaKTUKN XpaHEHUS;
21. NyHKT 4 MNpasun
XpaHeHus
JIEKAPCTBEHHbIX
cpencTs
MNMeroTcs M CUCTEMbI BEHTUASLMM B MOMELLEHUX | NYHKTbI 21, 36, 37
XpaHEeHUs1 NEKAPCTBEHHbIX NpenapaToB? MpaBun Haanexallemn
NpaKTUKN XpaHEHUS;
22. NYHKT 4 MNpaBun

XpaHeHus
JIEKAPCTBEHHBIX
cpeacTs
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Nmetotca nn LIJKad)bI MeTa/lJIn4YeCKHNE nnin
AepeBAHHbIE ANA XPaHEHUA NEKAPCTBEHHbIX

nyHKT 31 MpaBun
Haanexawemn

23.
npenaparos, NoAneXallmx npeaMeTHO- NpaKTUKN XpaHEHUS
KOJIMYECTBEHHOMY YYeTY?
NmeeTcsa v nhoMbup ans oneyatbiBaHMs B KOHUe | nyHKT 31 MpaBun
pabouyero aHs WKadpoB MeTaIMYECKUX NN Hag/ieXxallemn

24. | gepeBsaHHbIX (MM NOMELLEHWNIM) AN XPaHEHUS NPaKTUKN XPaHEHUS
JIEKapCTBEHHbIX NMpenapaTtoB, NoANEXaLLNX
npeaMeTHO-KOJIMYECTBEHHOMY y4eTy?

25. MmetoTca nin Ans XpaHeHUS NeKapCTBEHHbIX nyHKT 29 MpaBun

npenaparos:

Hag/iexallen
NPaKTUKN XPaHEHUS;
nyHKT 31 MpaBun
Haaexallen
NPaKTUKN XpaHEHUS;
NyHKT 5 MNMpaBun
XpaHeHus
JNIEKapCTBEHHbIX
cpeacTs

cTennaku?

nyHKT 29 MpaBun
Hag/iexallen
NPaKTUKN XPaHEHUS;
nyHKT 31 MpaBsun
Haaexallen
NPaKTUKN XpaHEHUS;
NyHKT 5 MNMpaBun
XpaHeHus
JNIEKapCTBEHHbIX
cpeacTs

wkadbI?

nyHKT 29 MpaBun
Hag/iexallemn
NPaKTUKN XPaHEHWUS;
nyHKT 31 MpaBun
Haaexallen
NPaKTUKN XpaHEHUS;
NyHKT 5 MNMpaBun
XpaHeHus
JNIEKapCTBEHHbIX
cpeacTs

nopaaoHbI?

nyHKT 29 MpaBun
Hag/iexallen
NPaKTUKN XPaHEHUS;
nyHKT 31 MpaBsun
Haaexallen
NPaKTUKN XpaHEHUS;
NyHKT 5 MNMpaBun
XpaHeHus
JNIEKapCTBEHHbIX
cpeacTs
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NOATOBAPHUKN? nyHKT 29 Mpasun
Haanexawemn
NPaKTUKN XpaHEHUS;
nyHKT 31 Mpasun
Hag/ieXxallemn
NPaKTUKN XpaHEHUS;
NyHKT 5 MNpasun
XpaHeHus
NleKapCTBEHHbIX
cpencTs

MmetoTca in 3anacHble NOBEPEHHbIE CpeacTBa nyHKTbl 39, 40 MNMpasun
M3MEepEeHMS B Clly4ae PEMOHTA, TEXHUYECKOTO Haanexawemn
ob6cny)X1BaHUs, NoBepkn 060pyaoBaHUS U CPEACTB | MPAKTUKM XpaHEHMS;
26. |u3mMepeHusa? OYHKT 7 Mpasun
XpaHeHUs
NleKapCTBEHHbIX
cpencTs

Mpoueccbl OeaTeNlbHOCTM CyObeKTa PO3HUYHOWM TOProB/AM TOBapaMM anTEYHOrO0 acCOPTUMEHTA.
HenctBna cybbekta obpalleHMs JIEKApCTBEHHbIX MpPenapaTtoB MO XpaHeHuo. [OKyMeHTbl MO
XPpaHEHWIO IEKapCTBEHHbIX NpenapaTtoB. OUeHKa AesTenbHoCcTH (cTaTba 58, NyHKT 3 ctatbu 9 61-03;
1aBa V, VI MNpaBun Hagnexallen NpakTMKM xpaHeHus; [paBuaa XxpaHeHMs IEKapCTBEHHbIX CPeACTB;
rnasa VI v VIl NMpaBua Haanexallen anTeqyHom NpaKTUKK)

27. CoOTBETCTBYIOT JIN CBEAEHUSA pe3yNbLTaToB NyHKT 46 Mpasun
NPMEMOYHOIO KOHTPO/IS CBEAEHUAM B Hag/ieXxallemn
TOBApOCOMNPOBOAUTESIbHOM AOKYMEHTALUUM: NPaKTUKN XpaHEHUS;
nyHKT 40 MpaBun
XpaHeHus
JNIEKapCTBEHHbIX
cpeacTs

Mo acCOPTUMEHTY U KONNYeCTBY? NYHKT 46 Mpasun
Hag/iexallemn
NPaKTUKN XPaHEHWUS;
nyHKT 40 MpaBsun
XpaHeHus
JNIeKapCTBEHHbIX
cpeacTs

no KayecTBy? NYHKT 46 MNpaBun
Haaexalen
NPaKTUKN XPaHEHUS;
nyHKT 40 MpaBun
XpaHeHus
JIEKAPCTBEHHbIX
cpencTs

no co6I0AEeHNIO CreLnanbHbIX YCI0BUI OYHKT 46 MNpasun
XpaHeHus (NPY HaIMYUKU TaKoro TPeBGOoBaHUSI B | Haf/IeXKalllein
HOPMAaTUBHOM JOKYMEHTaL MM Ha NPaKTUKN XpaHEHUS;
JleKapcTBEHHbIN Npenapar)? nyHKT 40 Mpasun
XpaHeHus
JNIeKapCTBEHHbIX
cpeacTs
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Mo HaMYMIO MOBPEXAEHUI TPAHCNOPTHOM
Tapbl?

NYHKT 46 Mpasun
Haanexawemn
NPaKTUKN XpaHEHUS;
nyHKT 40 Mpasun
XpaHeHus
JIEKapCTBEHHbIX
cpencTs

28.

Co3,u,aHa I NpneMHasa KOoMUccua ana nposeaeHus
NMPUEMOYHOI0 KOHTPOJ14, YTBEPXXAEHHAA NMPUKAa3oOM

pyKoBoauTens cybbekta po3HUYHOMN TOProBan?

NyHKT 49 MpaBsun
Haaexallen
anTevyHoM NpaKTUKK
XpaHeHUs

29.

OdopMAnaAoTCSA N € NPOCTaBAEHUEM LUTAMNNA O

npuneMke, noanncbo MaTepmasibHO OTBETCTBEHHOIO

/LA, 3aBEPEHHOI NeYaTblo (Npu HaAn4IUK)
Cyb6beKTa pO3HMYHOWM TOProBAU:

NYHKT 46 MpaBun
Haaexalen
anTe4yHOM NpPaKTUKK

cyeTa - daKtypbI?

NyHKT 46 Mpasun
Haanexalemn
anTe4yHoM NPaKTUKN

TOBApPHO-TPaHCNOPTHbIE HaKfIa,EI,HbIE?

NYHKT 46 MpaBun
Haanexawemn
anTe4yHOM NpPaKTUKK

peecTp JOKYMEHTOB Mo KayecTBy?

NYHKT 46 MpaBun
Haa/exalen
anTe4yHOM NpPaKTUKK

30.

MpoxoasT A TOBapbl aNTEYHOro aCCOPTUMEHTA [0

noflayM B TOProByt 30HY NPeAnpPoAaXKHYH
NoAroToBKY?

nyHKT 50 MpaBun
Haa/exalen
anTeyHoM NPaKTUKM

31.

NaeHTUPULMPYIOTCS N XpaHSLMECS
JIeKapCTBEHHbIE CpeACcTBa B COOTBETCTBUMU C
NpMMeHSEMOMN CyGbEKTOM OB palLleHUs
JIEKapCTBEHHbIX MPenapaToB cMCTEMOM yyeTa?

NyHKT 29 MNpasun
Haanexawemn
NPaKTUKN XpaHEHUS;
NyHKT 49 MNpasun
Hag/iexallemn
NPaKTUKN XpaHEHUS.

32.

OcylecTBASETCS N XpaHEHUE JIEKAPCTBEHHbIX
npenapaToB C y4eTOM TpeboBaHUI:

NyHKT 47 MNpasun
Hag/ieXxallemn
NPaKTUKN XpaHEHUS;
nyHKT 40 Mpasun
XpaHeHus
NeKapCTBEHHbIX
cpeacTs

perncTpaLoHHOe A0Chbe Ha JIEKAPCTBEHHbIN
npenapar?

HOPMaTUBHOW JOKYMEHTALMMK, COCTaBAAIOLLIEN

nyHKT 47 MpaBsun
Hag/ieXxallemn
NPaKTUKN XPaHEHUS;
NYHKT 40 MNpasun
XpaHeHus
NeKapCTBEHHbIX
cpencTs
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WUHCTPYKLMM NO MEAULIMHCKOMY MPUMEHEHUIO?

NyHKT 47 MpaBun
Haanexawemn
NPaKTUKN XpaHEHUS;
nyHKT 40 Mpasun
XpaHeHus
NleKapCTBEHHbIX
cpencTs

MHpopMaLUmn, cogepXKaLlencsa Ha NePBUYHOM U
(nn1) BTOPUYHOI YNaKOBKe JIEKapCTBEHHOMO
npenapara 1 TpaHCNOPTHON Tape?

NyHKT 47 MNMpasun
Haaexallen
NpaKTUKN XpaHEHUS;
nyHKT 40 MpaBun
XpaHeHus
JNIEKapCTBEHHbIX
cpeacTs

33.

Pa3mMelLaloTcs M IeKapcTBEHHbIE Npenaparhbl B
noMeLLeHusx n (Mm) 3o0Hax gns XpaHeHus
JIEKApPCTBEHHbIX NPEnapaToB B COOTBETCTBUM C
Tpe6oBaHUSAMN HOPMATUBHOM JAOKYMEHTaLUN U
(unun) TpeboBaHMAMM, YKa3aHHbIMU Ha YNaKOBKe
JIeKapCTBEHHOrO Npenapara, ¢ y4eToM:

NyHKT 49 Mpasun
Haaexallen
NPaKTUKN XPaHEHUS;
NYHKT 8 MpaBun
XpaHeHus
JNIeKapCTBEHHbIX
cpeacTs

OU3NKO-XMMUYECKMNX CBONCTB JIEKAPCTBEHHbBIX
npenapartos?

NyHKT 49 MpaBsun
Haaexalen
NPaKTUKN XpaHEHUS;
NyHKT 8 MpaBun
XpaHeHUs
JIeKapCTBEHHbIX
cpeacTs

bapmaKkonormyeckmx rpynn?

NyHKT 49 Mpasun
Haaexalen
NPaKTUKN XpaHEHUS;
NyHKT 8 MpaBun
XpaHeHus
JIEKapCTBEHHbIX
cpeacTs

cnocoba BBeEeHUs NEKAPCTBEHHbIX
npenapartos?

NyHKT 49 MpaBun
Haanexalemn
NPaKTUKN XpaHEHUS;
NyHKT 8 Mpasun
XpaHeHus
JIEKAPCTBEHHbIX
cpeacTs

34.

XpaHATCS M CBETOYYBCTBUTE/IbHbIE IEKAPCTBEHHbIE
npenapartbl B 3aLUMLLIEHHOM OT cBeTa MecTe?

OYHKT 52 lMNpasun
Hag/iexallen
NPaKTUKN XPaHEHUS;
NYHKTbI 24 - 26 lNMpaBun
XpaHeHus
JIEKAPCTBEHHbIX
cpencTs

35.

XpaHATCA n BIaro4yBCTBUTE IbHbIE

NyHKTbI 21, 47 MNMpasun
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JNIeKapCTBEHHbIE CPEACTBa B 3aLLULLEHHOM OT B/iaru
mecTte?

Haaexallen
NpaKTUKN XpaHEHUS;
NyHKTbI 27 - 29 MNpaBun
XpaHeHus
JNIeKapCTBEHHbIX
cpeacTs

HasHayeHOo 1 NPUKa3oM pyKoBOAUTENS CyGbEKTa
PO3HWYHOM TOProB/IM OTBETCTBEHHOE JINLIO 33

NYHKT 66 MpaBun
Hag/ieXxallemn

36. paboTy ¢ danbCcMPULMPOBAHHBIMMU, anTe4yHoM NPaKTUKK
[006pPOKaYeCTBEHHbIMU, KOHTPapaKTHbIMMU
TOBapaMM anTe4YHOro accopTUMeHTa?
M3onmpoBaHbl M cneumnanbHO NyHKT 55 MpaBun
37. NPOMapKMPOBaHHbIE IEKAPCTBEHHbIE MpenapaTtbl, | Hagaexawen
npeaHasHavyeHHble A5 YHUYTOXKEHUSA? MPaKTUKN XPaHEHNS
N3onunpoBaHbl n: nyHKT 30 Mpasun
Hag/iexallen
NMPaKTUKN XPaHEHNS
NeKapCTBEHHbIE NpenapaTbl, B OTHOWEHNN nyHKT 30 Mpasun
KOTOPbIX NPUHSATO peLlleHne o Hag/ieXxallemn
NPUOCTAHOBAEHUU NMPUMEHEHUS? NMPaKTUKN XPaHEHNS
38.
NeKapcTBeHHble NpenapaTtbl, B OTHOWEHUN nyHKT 30 MpaBun
KOTOPbIX MPUHATO pelueHne 06 N3bATUU 13 Hag/ieXxallemn
obpalleHus? MPaKTUKN XPaHEHNS
danbcndrunpoBaHHsble, nyHKT 30 lMNpaBun
HenobpoKayeCcTBEHHbIE U KOHTpadaKTHble Haanexalemn
JleKapcTBeHHbIe NpenapaTtbl? MPaKTUKN XpPaHEHNS
NmMeroTcs M AOKYMEHTbI, ONUChIBatoLWMe AeNCTBUS, | NYHKTbI 41 - 43 MpaBun
BbIMOJIHSiEMbIE CYOBLEKTOM 0bpaLLeHns Haanexalemn
JIeKapCTBEHHbIX NpenapaToB, HaMNpaBJ/IEHHbIE Ha NMPaKTUKN XPaHEHNS
cobnoaeHue TpeboBaHMMN, YCTAHOBIEHHbIX
MpaBunaamMm Haaaexallen NpakTUKN XpaHeHUS:
MHCTPYKLUUN? NyHKTbI 41 - 43 lNMpaBunn
Haaexallen
NMPaKTUKN XPaHEHNS
39. CTaHAApTHbIE OMNepauMoHHbIe npoueaypbl NyHKTbI 41 - 43 lNMpaBunn
(COonmMei)? Haasiexxallen
NMPaKTUKN XpaHEHNS
oT4eTbl (CBOAHbIE KYpHasbl)? NyHKTbI 41 - 43 MpaBun
Haanexalemn
NMPaKTUKN XPaHEHNS
[OroBopbI? NyHKTbl 41 - 43 NpaBun
Haanexalemn
NMPaKTUKN XPaHEHNS
40. Bepetcsa M yyeT neKapCTBEHHbIX CPeacTB C nyHKT 11 Mpasun

OrpaHMYEHHbIM CPOKOM FrOAHOCTU Ha BYMaXKHOM
HOCUTEJIE MU B INIEKTPOHHOM BUIe C apXmBaLmnein?

XpaHeHUs
JIeKapCTBEHHbIX
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cpencTs

YCTaHOBJIEH /1N PYKOBOAUTENIEM OpPraHU3aLum
NnopAAoK BeAEHMS YYETa JIEKAPCTBEHHbIX CPEACTB C

nyHKT 11 MpaBsun
XpaHeHus

41. OrpaHUYeHHbIM CPOKOM? JIeKapCTBEHHbIX
cpencTs
NmeeTcs in pa3paboTaHHbIA U YTBEPXKAEHHbIN NYHKT 24 MNpaBun
KOMMJIEKC Mep, HaNpaB/IEHHbIN HAa MUHUMM3ALMIO | HagNexallen
pUCKa KOHTaMUHALMN NeKAPCTBEHHbIX MPenapaToB, | NPaKTUKMN XPaHEHUS
C Y4ETOM YCJIOBUM COBMOAEHMS 3aLLNTbI OT
$aKTOpOB BHELLHEN cpefibl C 0POPMIEHUEM:
npuKasoB? NYHKT 24 Mpasun
Haanexalemn
42. NPaKTUKM XpaHeHns
COlloB? NYHKT 24 MpaBun
Haaexalen
NMPaKTUKN XPaHEHNS
MHCTPYKLUUIA? NYHKT 24 MNpaBun
Haa/exalen
NMPaKTUKN XPaHEHNS
Pernctpumpyrotcsa v pesynbtatbl TEMMNEpaTypHOro nyHKT 21 Mpasun
KapTUPOBaHUS 1 BAAXKHOCTU B CNELMasIbHOM Haanexalemn
XypHane (KapTe) peructpauum Ha 6yMa)KHOM MPaKTUKN XPaHEHUS;
HocuTesne 1 (MnKn) B 31eKTPOHHOM BUae nyHKT 23 NMpasun
43, eXeHEeBHO, B TOM 4YUC/ie B BbIXOAHbIE U Hag/iexallen
npasaHUYHble AHN? MPaKTUKN XPaHEHUS;
NyHKT 7 MpaBun
XpaHeHus
JIeKapCTBEHHbIX
cpencTs
XpaHATCA M KypHanbl (KapTbl) perucrpaumm NyHKT 21 Mpasun
TeMrepaTypHOro KapTUpPOBaHUA B TeYeHMe ABYX Haanexalemn
ner? MPaKTUKN XPaHEHUS;
nyHKT 23 NMpasun
a4, Haaexalen
MPaKTUKN XPaHEHUS;
NyHKT 7 MpaBun
XpaHeHus
JIeKapCTBEHHbIX
cpencTs
Cobntogaetcst v 3anpeT Ha COBMECTHOE XpaHeHMe | OYHKT 34 Mpasun
B OLHOM TEXHMYECKM YKPENJIEeHHOM NOMeLLEHNN Haanexalemn
JIeKapCTBEHHbIX NpenapaTos, NpeasyCMOTPEHHbIX NMPaKTUKN XpaHEHNS
45. nyHKkToM 32 MpaBua Hagaexallen NpakTuKm
XPaHEeHWS, N NeKapCTBEHHbIX NPEnapaTos,
COAEPKALLMX CUSIbHOAEMCTBYIOLWME MU AA0BUTbIE
BewecTa’?
46. Cobntogaetcs /iv 3anpeT Ha XpaHeHue nyHKT 51 Mpasun

OrHEOMacHbIX U B3PbIBOOMACHbIX IEKAPCTBEHHbIX
npenapaToB BAAW OT:

Haanexalemn
NPaKTUKN XpaHEeHUS
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OrHAa? nyHKT 51 MpaBun
Haanexawemn
NpaKTUKN XpaHEHUS

OTOMUTEJIbHbIX NPUGOpPOB? nyHKT 51 MpaBun
Haaexalen
NpPaKTUKN XpaHEHUS

BO3ENCTBMSA MPSAMbIX COJTHEYHbIX JIyYen? OYHKT 51 MNpasun
Haaexalen
NPaKTUKN XpPaHEHUS

Cobnrogaetcst M 3anpeT Ha XpaHeHUE B nyHKT 20 Mpasun
NOMeELLEHUSAX XPaHEHNS NEKAPCTBEHHbIX Hag/ieXxallemn
npenaparos: NMPaKTUKN XPaHEHNS
MULLEBBIX MPOAYKTOB? nyHKT 20 MpaBun
Hag/ieXxallemn

NMPaKTUKN XpaHeHUA

TabayHbIX U3JEeNNIA? nyHKT 20 Mpasun
47. Hag/iexallemn
NPaKTUKN XpaHEHUS

HamMMTKOB (3a UCKJIloYEeHMEM NUTLEBOM BoAb!)? | NYHKT 20 MpaBun
Hag/iexallemn
NPaKTUKN XpaHEHUs!

NIeKapCTBEHHbIX NPENapaTos, nyHKT 20 Mpasun
npeaHasHaYyeHHbIX A5 JIMYHOTO Haasiexxallen
MCMoNb30BaHWs PaBoTHUKaMMK? NPaKTUKK XpaHeHUs

(ponxHOCTb U ®UNO AOMKHOCTHOrO nuua, 3anosIHMBLIETO
NPOBEPOYHLIA AUCT, NOANUCL, faTa)

(AonxHOCTb M ®NO0 AOMKHOCTHOrO fAuua PUAMYECKOro Auua, NPUCYyTCTBOBAaBLErO
npu 3anofiHeHNUU MNPOBEPOYHOro AucTa, nognuck, pgarta)

MpunoxkeHne N 5

K npukasy PegepanbHOM CayXobl

no Haa3opy B chepe 34paBOOXPaHEHNS
071 09.11.2017 N 9438

®opma

MpoBEpPOYHbLIA NUCT
(CNUCOK KOHTPO/IbHLIX BOMPOCOB), WUCMONb3yeMblin defepanbHON Cnyx6oi
no Hag3opy B cdepe 34paBOOXPaHEHUA U ee TeppuTopuasbHbIMU OpraHamu
npu npoBeAeHMU MNNaHOBbIX MPOBEPOK MNpU OCylWecTBAeHUn degepanbHOro
rocygapCcTBeHHOro Hagsopa B cbepe obpaweHus NeKapCTBEHHbIX CPeACTB
(XpaHeHue fleKapCcTBEHHbLIX NpenapaTtoB A1 MeAUUMHCKOrO0 MpUMEeHeHUs
B anTe4YHOM KUOCKe)

(HaMMeHoBaHMe opraHa, OCYUEeCTBAAKUEro NIaHOBYKW NPOBEpPKY)
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1. Bupg rocygapcTBEHHOI 0O KOHTpONs (Hag3opa)

2. NpegmeT  NNaHOBOWA NPOBEPKN KWPUAUYECKUX UL, W UHAUBUAYASbHbIX
npeanpuvHuUMaTenein  orpaHuyMBaeTCcsa o06A3aTesibHbMW  TpeboBaHUAMM, cobNaeHue
KOTOpbLIX fAABNAeTcAa Haubosiee 3HAUYMMbIM C TOYKU 3peHUsd HeponyweHUs BO3HUKHOBEHUSA
Yyrpo3bl MpUYMHEHUS Bpefa XW3HW, 340POBbI rpaxgaH, W3M0XeHHbMW B dopme
NPOBEpPOYHOro NucTta (Cnucka KOHTPOJIbHLIX BOMPOCOB).

3. HaumeHoBaHue pugnyeckoro navua, dammnma, uUMsA, OTYECTBO (NpU HaINYUK)
WHAMBUAYANBHOTO NpeanpuHUMaTens:

4. MecTO npoBegeHusd naaHoBOM NnpoBeEpPKKU C 3anojsiHeHneMm npoBepoyHOro nucTa.:

5. PekKBU3NTbl MpukKasa O npoBeaeHUN naaHoBoOM npoBepkKun: OT

N

6. YYeTHbi HOMEp NPOBEPKW WM AaTa MPUCBOEHUSA YYETHOro HoMepa MNPOBEpKM B
EaonMHOM peecTpe NpoOBEpPOK: .
7. [JonxHoCTb, dammnnuns 7 UHULUNabI [O/IXHOCTHOI 0 nmua (nny),
nposoasawero(nx) naaHoOBY MPOBEPKY:
1

4

2. .

8. [epeyeHb BOMPOCOB, OTpaxawuMx cofgepxaHue ob6a3aTefibHbIX TpeboBaHWii,
OTBET Ha KOTOpble 0A4HO3HAYHO CBUAETENbCTBYET O COG/MAEHUM UAN HECO6AEHUN
OPUANYECKUM NMLOM, WHAMBUAYa/bHBIM MpeanpuHuMaTeneM o06s3aTeflbHbiX Tpe6GOoBaHuii,
COCTaB/ANWUX MPeaMET MPOBEPKU:

N Bonipockl, oTpaxkarowme coaeprkaHue PekBuanTbl BbiBog, O
n/n obs3aTenbHbIX TpeboBaHW HOPMaTUBHbIX BbINOJHEHUN
NpaBOBbIX aKTOB, C TpeboBaHMin

yKasaHueM mx
CTPYKTYPHbIX €AMHULL, Aa HET
KOTOPbIMMU
YCTaHOBJIEHDI
obs3arenbHbie
TpeboBaHus

®epepanbHbin 3akoH OT 12 anpens 2010 r. N 61-03 "O6 obpalleHnn NeKapcTBEHHbIX cpeacTs”
(CobpaHue 3akoHopaTenbcTBa Poceuitckomn ®epepaumm, 2010, N 16, c1. 1815; 2016, N 27, cT. 4283)
(nanee - 61-03); MpaBuaa HagAeXKallen MPAKTUKM XPaHEHUS U MEPEBO3KU JIEKAPCTBEHHbIX
npenapatoB [Aasi MeOULUMHCKOIO MPUMEHEHUS, YTBEPXAEHHbIE NPUKa3oM MUHUCTepCTBa
3apaBooxpaHeHuss Poccuitckon ®depepaumm ot 31 asrycta 2016 r. N 646H (3apernctpupoBaH
MuHUCTEPCTBOM tocTULMKM Poccuiickon ®epepaumm 9 aueapsa 2017 r., peructpaumoHHbin N 45112)
(nanee - MpaBuna Hagnexallel NPaKTUKN XpaHeHus); NpaBuaa Hagnexallen anTe4yHon NpaKkTUKK
JNIEKapCTBEHHbIX MpenapatoB Aas MeOMUMHCKOrO MNPUMEHEHUs, YTBEP)KAEHHble MPMKa3oM
MuHuctepcTBa 3apaBooxpaHeHunss Poccuitckont ®Pepepauym ot 31 aerycta 2016 r. N 647H
(3apernctpupoBaH MwuHUCTEPCTBOM tocTUUMKM  Poccuitckoir depepauumn 9 guBaps 2017 r.,
pernctpaumnoHHbit N 45113) (panee - MMpaBuna Hagaexallen antedyHoM NpaxkTuku); [paeuna
XPaHEeHUs1 NeKapCTBEHHbIX CPEACTB, YTBEPXKAEHHbIE MPUKAa30M MUHUCTEPCTBA 34PaBOOXPaHEHUS U
coumanbHoro passutus Poccuiickoint ®epepaumm ot 23 aerycta 2010 r. N 706H (3apeructpupoBaH
MUHKUCTEPCTBOM toCcTULMKM Poccuiickont Peaepaumnn 4 okTa6ps 2010 r., peructpaumoHHblin N 18608)
C W3MEHEHUSMW, BHECEHHbIMM MNPUKA3OM MUHUCTEPCTBA 3ApPaABOOXPAHEHUS U COLMANBHOIO
paseutus Poccuitckoit ®epepaumm ot 28 gekabps 2010 r. N 1221H (3aperucrpupoBaH
MUHKUCTEPCTBOM tocTULIMK Poccuitickoin Gepepauun 4 pespans 2011 r., peructpaumoHHbin N 19703)
(nanee - [paBuna XpaHeHNs IEKAPCTBEHHbIX CPEACTB)

YnpaBaeHue KayecTBoM (cTaTtbsa 55 61-®3; rnasa Il MpaBua Hagaexallen anTe4Hon NPaKTUKN)

YTBEPKAEHbI N PYKOBOAUTENEM CYOBEKTA NyHKT 4 MNpaBun
1. obpalleHns NeKapCTBEHHbIX CPeACTB CTaHAaPTHbIE | Hag/exallen

onepaumoHHble npoueaypbl (ganee - COM)? anTe4yHoM NPaKTUKK
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NMeeTcs i JOKyMeHTauMs CUCTEMbI KavyecTBa Ha
6YMa)KHbIX n (MIIM) SJIEKTPOHHbLIX HOCUTENAX:

NyHKT 5 MNMpaBun
Haanexawemn
anTe4yHOM NpPaKTUKK

YKYPHan perucrpaumm npukasos
(pacriopseHuit) No cyb6beKTy pO3HUYHOM
Toprosan?

noAnyHKT "n" nyHkTa 5
MpaBun Hagnexallemn
anTe4YHOM NpPaKTUKK

YKYPHan exxeHEBHOM perncrpaLum
napamMeTpoB TEMMNEPATYPbl U BAAXKHOCTU B
NOMeELLEHUNSX A8 XPaHEHUS NIEKAPCTBEHHbIX
npenapartos?

noAnyHKT "K" NyHKTa 5
MpaBun Hagnexallen
anTeYyHoM NPaKTUKK

YKYpPHa/ Nnepuoanyeckon pernctpauum
TeMnepaTypbl BHYTPU XON0ANIbHOIO
obopynoBaHus?

noAnyHKT "n" nyHkra 5
MpaBun Hagnexallen
anTe4yHOM NpPaKTUKK

YKYPHaJ yyeTa JIeKapCcTBEHHbIX NPenapaTos C
OrpaHMYEHHbIM CPOKOM FroHOCTI?

NoANYHKT "p" NYHKT 5
MpaBun Hagnexallemn
anTeyHou MPaKTUKn

YXYpHas yyeTa nocTyrieHns n pacxoaa BakLmH
(npn Hann4um)?

noAnyHKT "X" NyHKT 5
MpaBun Hagnexallemn
anTe4yHoM NPaKTUKN

XXYpPHan perncrtpaumnm pesysibtatos
npnemMoYyHoro KOHTpOﬂFI?

NoAnyHKT "®" nyHkTa 5
MpaBun Hagnexallen
anTeyHoM NPaKTUKM

CucteMa obecneyeHust KauecTBa XpaHeHUs U NepeBO3KU IEKaPCTBEHHbLIX NpenapaToB (cTaTha 54 61-
®3; rnaea ll, NyHKTbI 3 - 6 NMpaBWA HaA/IeXKalllein NPaKTUKK XpaHeHUs)

HasHayeHo M pyKoBOAUTENEM aNTeYHOM
opraHusaumn 1L, OTBETCTBEHHOE 3a BHeApeHNe
n obecrneyeHme CUCTEMbI KayecTBa?

NyHKT 5 MNpaBun
Haaexallen
NPaKTUKN XpaHEHUS

NHpacTpyKTypa. MoMelleHns A8 XpaHeHUs IeKapcTBEHHbIX npenapaTtos (cratba 58 61-03, riasa
IV MpaBun Hagnexauwen NpakTMKn xpaHeHus; MNpaBuaa XpaHeEHUs IEKAapPCTBEHHbIX CpeacTB; raea V
MpaBu HagnexXallen anTe4HoN NPaKTUKK)

NMetoTcs n HeobxoauMble noMelleHus (1am)
30Hbl, MPUHaA/IEXaLlME anTeYHOM opraHn3aLUmm Ha
npaBe cO6CTBEHHOCTM AN HA UHOM 3aKOHHOM
OCHOBaHWU, HEOBXOAUMBIE A1 OCYLLECTBAEHNS
[eaTeNIbHOCTU MO XPaHEHUIO JIEKAPCTBEHHbIX
npenapartos?

nyHKT 11 Mpasun
Haanexalemn
NpPaKTUKN XpaHEHUS

NMeeTcs M 0603HAYEHHAs 30Ha UK OTAENbHOE
NOMELLEHNE MPUEMKU JIEKAPCTBEHHbIX
npenapaTtos?

NyHKTbI 15, 16 MNpaBun
Hag/ieXxallemn
NMPaKTUKN XpaHEHUS

NMmeeTca v 0603HaYEHHAs 30HaA UK OTIe/IbHOoe
noMelLeHNe XPaHEHUS IEKAPCTBEHHbIX
npenapartoB, TPe6YIOLWUX cneunanbHbIX YCI0BUN?

NyHKTbI 15, 16 MNpaBun
Haaexalen
NMPaKTUKN XpaHEHUS

NmeeTcs v Ans XpaHEHUS BbISIBJIEHHbIX
danbcnPrUMpPOBaHHbIX, HEA06POKAYECTBEHHbDIX,
KOHTpadaKTHbIX JIEKaPCTBEHHbIX NPenapaToB:

NyHKTbI 15, 16 MpaBun
Hag/iexallen
NPaKTUKN XpaHEeHUs!
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o603HayeHHas 30Ha?

NyHKTbI 15, 16 MpaBun
Haanexawemn
NMpPaKTUKN XpaHEHUS

oTaeNbLHOe NoMelleHme?

NyHKTbI 15, 16 MNpaBun
Haaexalen
NMPaKTUKN XpaHEHUS

NMeeTca M 30Ha UK OTAe/IbHOE NOMELLEHE,
obecneyunBarolLas TpebyemMble YC/I0BUS XPaHEHUS

NyHKTbI 15, 16 Mpasun
Haaexalen

8. JIeKapCTBEHHbIX NpenapaToB A/ KapaHTUHHOIO NMPaKTUKN XPaHEHNS
XpaHEeHUs NeKapCTBEHHbIX NpenapaToB?
OcBellgeHbl I MOMELLEHUS U 30HbI, UCNOJIb3yeMble | OYHKT 17 MpaBun
9. ON XpaHEHUS NeKapPCTBEHHbIX NpenapaToB? Hag/iexallemn
NMPaKTUKN XPaHEHNS
OTtaeneHbl M aMUHUCTPATUBHO-ObITOBbIE NYHKT 19 MNpaBun
10. NnoMmeLLeHNs1 OT NMOMELLEHUI XPaHEHMNS Hag/ieXxallemn
JNIeKapCTBEHHbIX NpenapaToB? NpPaKTUKN XpaHEHUS
NMeeTca v otaesibHas 30Ha (WwKadbl) gns nyHKT 25 MNpasun
XpaHeHuns 060pyaoBaHUS, MHBEHTaPSA U Haa/exalen
11. MaTepuanos A y6opKuM (O4MCTKK), a TaKkKe NPaKTUKN XPaHEHUS
MOILWUX N Ae3nHOULMPYIOLWMX cpeacTs (ans
MCK/IFOYEHUST PUCKA 3arpsi3HEHUS STUMM
CcpeficTBaMU JIEKapCTBEHHbIX cpeacTs)?
MpoBoanTcs v y6opka nomeweHnin (3oH) ans NYHKT 25 Mpasun
12. XPaHEeHWs IeKapCTBEHHbIX NPenapaToB B Hag/iexallen
cootBeTcTBUM ¢ COlMNom? MPaKTUKN XpaHeHus
NmeeTca v rnagKas oTaesika NoMeLLeHmi ans NyHKT 25 Mpasun
XpaHeHUs1 NeKapCTBEHHbIX NpenapaToB Hag/ieXxallemn
(BHYTpPEHHME NOBEPXHOCTU CTEH, MOTOJ/IKOB), NMPaKTUKN XPaHEHUS;
13. | monyckarow,as BO3MOXHOCTb NPOBEAEHUS BIAXKHOM | NYHKT 6 Mpasun
y60pKM M UCKNIOYAKOLLAS HaKoMAEHWE Mblan? XpaHeHus
JIeKapCTBEHHbIX
cpeacTs
Ob6ecneyeHa n 3aWUMTa NOMELLEHUI AN XpaHeHUs | OYHKT 26 Mpasun
14. | neKapCTBEHHbIX NpenapaToB OT MPOHMKHOBEHMS Hag/ieXxallemn

HaACEKOMbIX, IPbI3YHOB U1 OPYTUX YKMBOTHbIX?

NMPaKTUKN XpaHEHUA

NudpacTpykTypa. O6opygoBaHume (pnaea IV MpaBun Hagnexallel npakTMku xpaHeHus; [paBuaa

XpaHEeHWs NeKapCTBEHHbIX CPeACTB)

NMeeTca i Heobxoamnmoe ob6opyaoBaHue (B
XOPOLLEM COCTOSAHUN U YUCTOE), NPUHAANEXKaLLee

nyHKT 11 MpaBsun
Haanexalemn

15.
OpraHM3aLMm Ha npaBe CO6CTBEHHOCTU UM Ha NPaKTUKM XpaHEHUS
WMHOM 3aKOHHOM OCHOBaHUK?
OcHalleHbl i MoOMeLLeHUs AN XpaHEHUs! NYHKT 7 MpaBun

16 JIEKapCTBEHHBIX CPeAcTB NpubopamMu s XpaHeHus

perucTpauumn napaMeTpoB Bo3ayxa:

JIEKapCTBEHHbIX
cpeacTs
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TepMoMeTpamMmn?

nNyHKT 7 MpaBun
XpaHeHus
JNIEKapCTBEHHbIX
CPeACTB NYHKT 37
MpaBun Haanexallemn
NMPaKTUKN XPaHEHNS

rurpomeTpammn?

NyHKT 7 MNMpaBun
XpaHeHUs

JIEKAPCTBEHHbIX

cpencTB NyHKT 37
MpaBun Hagexallen

17.
NMPaKTUKN XPaHEHNS
3NIEKTPOHHbIMU FTUrPOMETPaMmn? NyHKT 7 MpaBun
XpaHeHus
NIEKapCTBEHHbIX
CcpeacTB NyHKT 37
MpaBun Hagnexallen
MPaKTUKN XpaHEHWUS
TepMormrpomMeTpamm? nyHKT 37 Mpasun
Haaexalen
NMPaKTUKN XPaHEHNS
Pa3mMellaotcs i usMeputesibHble YacT NpMbopoB | NyHKT 7 MpaBun
ON19 perucTpaumnm napaMeTpoB Bo3ayxa Ha XpaHeHus
18. paccTossHUM He MeHee 3 M OT JiBEPEN, OKOH U NIEKapCTBEHHbIX
oTonuTesIbHbIX NPUOOPOB M Ha BbicoTe 1,5-1,7 M cpeacTs
oT nona?
Peructpupytotcs nm nokasaHusa npubopos ans NyHKT 7 MpaBun
perncrpaumm napaMmeTpoB BO3ayXa eXXeHEBHO B XpaHeHus
19 cneumanbHOM XypHane (KapTe) perncTpauum Ha NIEKapPCTBEHHbIX
) OyMaXkHOM HOCUTENE NN B INIEKTPOHHOM BUAE C cpencTs
apxuBaumen (AN aNeKTPOHHbIX TMIPOMETPOB),
KOTOPbIN BeAEeTCs OTBETCTBEHHbLIM NLOM?
CepTndunumpoBaHbl, KanMbpoBaHbl U NoABepratoTcs | NyHKT 7 MpaBun
20 JI1 NOBEPKE KOHTpOo/IMpylowye npmubopsbl ans XpaHeHus
) perucTpauum napamMmeTpoB Bo3ayxa? NIEKapCTBEHHbIX
cpeacTs
NmeeTcsa im xonoamabHoe obopyaoBaHue: NyHKTbI 21, 36, 37
MpaBun Hagaexallemn
NMPaKTUKN XPaHEHNS
XONOAUIbHbIE KaMepbl UK cneymanbHO AyHKTbI 21, 36, 37
21. obopynoBaHHOe NnomMelleHne? MpaBun Hagnexallen
NMPaKTUKN XPaHEHNS
dapMaLEeBTMYECKUE XONoAUbHbIE LWKadbl UAM | OYHKTbI 21, 36, 37
XOJIOAUNBHUK ANA XPaHEHUS TepMOJ1IabubHbIX | [paBma Haanexallen
NIEKAapPCTBEHHbIX CPeACTB? MPaKTUKN XpPaHEHWUS
22. MmetoTca i cucteMbl KOHANMLMOHMPOBAHUA B NyHKTbI 21, 36, 37

NOMELLEHUSAX XPAHEHMS IEKAPCTBEHHbIX
npenapaTtos?

MpaBun Hagnexallemn
NPaKTUKN XpPaHEHUS;
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NYHKT 4 MNpaBun
XpaHeHus
JNIEKapCTBEHHbIX
cpeacTs

MNMetoTca M CUCTEMbI BEHTUAALMWN B MOMELLLEHUAX
XPaHEHUA NEKAPCTBEHHbIX I'Ipel'lapaTOB?

NyHKTbI 21, 36, 37
MpaBua HagaexXallen

NPaKTUKN XpaHEHUS;

23. NYHKT 4 NpaBun
XpaHeHus
JNIeKapCTBEHHbIX
cpeacTs
Nmetotcs v wkadbl METANNYECKME MU nyHKT 31 Mpasun
o4 JEpEBSIHHbIE AN XPaHEHUS NEKAPCTBEHHbIX Haaexalen
) npenapaTtos, NoAJIeXallUX NpegMeTHO- MPaKTUKN XPaHEHWNS
KOJINYECTBEHHOMY YYeTY?
25. MMetoTcs in B NoMeLleHUaX 415 XpaHeHus NYyHKT 29 MNpaBun

JNNIEKAPCTBEHHbIX NMPENapaToB:

Haanexalemn
NPaKTUKN XpaHEHUS;
nyHKT 31 Mpasun
Haaexalen
NPaKTUKN XpaHEHUS;
NyHKT 5 MpaBun
XpaHeHus
JNIEKapCTBEHHbIX
cpeacTs

cTennaxku?

NyHKT 29 MpaBun
Haanexalemn
NPaKTUKN XpaHEHUS;
nyHKT 31 MpaBsun
Haaexalen
NPaKTUKN XpaHEHUS;
NyHKT 5 MpaBun
XpaHeHus
JIEKapCTBEHHbIX
cpeacTs

wKadbI?

NyHKT 29 MpaBun
Haanexalemn
NPaKTUKN XpaHEHUS;
nyHKT 31 Mpasun
Haa/exalen
NPaKTUKN XpaHEHUS;
NyHKT 5 MpaBun
XpaHeHus
JNIEKapCTBEHHbIX
cpeacTs
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noAaJoHbI? nyHKT 29 Mpasun
Haanexawemn
NPaKTUKN XpaHEHUS;
nyHKT 31 Mpasun
Hag/ieXxallemn
NPaKTUKN XpaHEHUS;
NyHKT 5 MNpasun
XpaHeHus
NleKapCTBEHHbIX
cpencTs

NOATOBAPHUKN? nyHKT 29 MpaBun
Haanexawemn
NPaKTUKN XpaHEHUS;
nyHKT 31 Mpasun
Hag/ieXxallemn
NPaKTUKN XpaHEHUS;
NyHKT 5 MNpasun
XpaHeHus
NleKapCTBEHHbIX
cpencTs

MmetoTca in 3anacHble NOBEPEHHbIE CpeacTBa nyHKTbl 39, 40 Mpasun
M3MEepEeHMS B Clly4ae PEMOHTA, TEXHUYECKOTO Haanexawemn
ob6cnyX1BaHUs, NoBepkmn 060pya0BaHUS U CPEACTB | MPAKTUKM XpaHEHMS;
26. |u3mMepeHusa? OYHKT 7 Mpasun
XpaHeHUs
NleKapCTBEHHbIX
cpencTs

Mpoueccbl OeaTeNlbHOCTM CyObeKTa PO3HUYHOWM TOProB/AM TOBapaMM aMTEYHOrO0 acCOPTUMEHTA.
JenctBna cybbekta obpalleHMs JIEKApCTBEHHbIX MpPenapaTtoB MO XpaHeHuo. [LOKyMeHTbl Mo
XPpaHEHWIO IEKapCTBEHHbIX NpenapaTtoB. OueHKa AesTenbHoCcTU (cTaTba 58, NyHKT 3 ctatbu 9 61-03;
r1aBa V, VI MNpaBun Hagnexallen NpakTMKn xpaHeHus; [paBuaa XxpaHeHMs eKapCTBEHHbIX CPeACTB;
rnasa VI v VIl NMpaBua Haanexallen anTeqyHom NpaKTUKK)

27. CoOTBETCTBYIOT JIN CBEAEHUSA pe3yNbLTaTOB NyHKT 46 Mpasun
NPMEMOYHOIO KOHTPO/IS CBEAEHUSM B Hag/ieXxallemn
TOBApOCOMNPOBOAUTESIbHOM AOKYMEHTAUUM: NPaKTUKN XpaHEHUS;
nyHKT 40 Mpasun
XpaHeHus
JNIEKapCTBEHHbIX
cpeacTs

Mo aCCOPTUMEHTY U KONNYeCTBY? NYHKT 46 Mpasun
Hag/iexallen
NPaKTUKN XPaHEHUS;
nyHKT 40 MpaBun
XpaHeHus
JNIeKapCTBEHHbIX
cpeacTs
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Mo KayecTBy?

Nno cobM0AEHUNIO CreLnabHbIX YCI0BUIA
XpaHeHMs (Mpu HannYMKM Takoro Tpe6oBaHUs B
HOPMaTUBHOW JOKYMEHTaL MM Ha
JIeKapCTBEHHbIN nNpenapar)?

NYHKT 46 Mpasun
Haanexawemn
NPaKTUKN XpaHEHUS;
nyHKT 40 Mpasun
XpaHeHus
JIEKapCTBEHHbIX
cpencTs

NYHKT 46 Mpasun
Haa/1exalen
NpPaKTUKN XpaHEHUS;
nyHKT 40 Mpasun
XpaHeHUs
JNIEKapCTBEHHbIX
cpencTs

MO HaJIMYMIO MOBPEXAEHNIN TPAHCMOPTHOM
Tapbl?

NyHKT 46 Mpasun
Haaexalen
NPaKTUKN XpaHEHUS;
nyHKT 40 MpaBun
XpaHeHus
JNIEKapCTBEHHbIX
cpeacTs

28. Co3pgaHa im npueMHas KoMmuceus ans nposefeHns | nyHKT 49 Mpasun
NPUEMOYHOIO KOHTPOS, YTBEPXKAEHHAsA MPMKA30M | HagnexKallen
pyKoBoauTeNs cybbeKTa pO3HUYHOMN TOProBn? anTe4yHoM NPaKTUKN

XpaHeHus
OdopmMAatoTCcs M CoONpPoBOAUTENbHbIE JOKYMEHTbI | OYHKT 46 MpaBun
C NPOCTaB/IEHMEM LUTaMMa O NPUEMKe, NOAMUCLI0 | Hag/exallen
MaTepuanbHO - OTBETCTBEHHOIO INL,A, 3aBEPEHHON | aNTEYHOM NPAKTUKN
neyatbio (MPU HaMuMM) cyb6beKTa PO3HUYHOW
TOProsau:
cyeTa - GaKrtypbI? NYHKT 46 MpaBun
Haanexalemn
29. anTe4yHon NPaKTUKK
TOBApPHO-TPAHCMNOPTHbIE HaK/agHble? NYHKT 46 MNpaBun
Haa/1exalen
anTe4yHoM NpaKTUKK
peecTp JOKYMEHTOB MO KayecTBy? NYHKT 46 MNpaBun
Haa/exalen
anTeyHoM NPaKTUKM
MpoxoJAat i ToBapbl anTeYHOro aCCOPTUMEHTA O nyHKT 50 Mpasun

30. |noaayu B TOProByHO 30HY NpeanpoAaXKHYHO Haanexawemn
NoAroToBKY? anTeyHoM NpPaKTUKK
NaeHTUPULNPYIOTCS 1N XpaHSLLMecs nyHKT 29 Mpasun
JNleKapCTBeHHbIE CpeAcTBa B COOTBETCTBMU C Hag/ieXxallemn

31 NpMMEHAEeMOMN CyGBbEKTOM 06 pallleHUs NpPaKTUKN XpaHEHUS;

JIeKapCTBEHHbIX NPenapaToB cucTeMom yyera?

OYHKT 49 MNpasun
Hag/ieXxallemn
NPaKTUKN XpaHEHUS



consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E951ADH0O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E857ADHEO
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BB7D4DA9B2B1F21D378ECA8B193AD01626EA51ADH7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BB7D4DA9B2B1F21D378ECA8B193AD01626E959ADHEO
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BB7D4DA9B2B1F21D378ECA8B193AD01626E959ADHEO
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BB7D4DA9B2B1F21D378ECA8B193AD01626E959ADHEO
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BB7D4DA9B2B1F21D378ECA8B193AD01626E959ADHEO
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BB7D4DA9B2B1F21D378ECA8B193AD01626E958ADHEO
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64A29B1315B27D4DA9B2B1F21D378ECA8B193AD01626E859ADH6O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E951ADH3O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64A29B1315B27D4DA9B2B1F21D378ECA8B193AD01626E859ADH6O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E951ADH3O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64A29B1315B27D4DA9B2B1F21D378ECA8B193AD01626E859ADH6O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E951ADH3O

32.

OcyLLEecTBASETCA /N XpaHEHNE NEKAPCTBEHHbIX
npenapaTtoB C y4eTOM TPpeOGOBaHUI:

NyHKT 47 MpaBun
Haanexawemn
NPaKTUKN XpaHEHUS;
nyHKT 40 Mpasun
XpaHeHus
NleKapCTBEHHbIX
cpencTs

HOPMaTUBHOM AOKYMEHTaLMM1, COCTaBAAIOLLEN
pPerucTpaunoHHoe JoCkbe Ha JIeKAapCTBEHHbIN
npenapart?

NyHKT 47 MNMpasun
Haaexallen
NpaKTUKN XpaHEHUS;
nyHKT 40 MpaBun
XpaHeHus
JNIEKapCTBEHHbIX
cpeacTs

WUHCTPYKLMM NO MEAULIMHCKOMY MPUMEHEHUIO?

NyHKT 47 MpaBun
Haaexallen
NPaKTUKN XPaHEHUS;
nyHKT 40 MpaBsun
XpaHeHus
JNIeKapCTBEHHbIX
cpeacTs

MHPOpMaLMK, coaep Kallencs Ha NeEPBUYHON U
(Mn1) BTOPUYHOM YraKOBKe J1IeKapCTBEHHOIo
npenaparta u TpaHcropTHou Tape?

NyHKT 47 MpaBun
Haaexalen
NPaKTUKN XpaHEHUS;
nyHKT 40 MpaBun
XpaHeHUs
JIeKapCTBEHHbIX
cpeacTs

33.

PasMeLaloTCs /M IEKaPCTBEHHbIE MpenapaThbl B
nomeLLeHunsax n (Mam) 3oHax g XpaHeHus
JIEKapCTBEHHbIX NpenapaToB B COOTBETCTBUM C
TpeboBaHMUAMM HOPMATUBHOM AOKYMEHTALUMU U
(nnun) TpeboBaHMAMM, YKa3aHHbIMU HA YNaKOBKE
JIEKapCTBEHHOrO Mpenapara, ¢ y4eToMm:

NyHKT 49 Mpasun
Haaexalen
NPaKTUKN XpaHEHUS;
NyHKT 8 MpaBun
XpaHeHus
JIEKapCTBEHHbIX
cpeacTs

OUBUKO-XMMUYECKNX CBOMCTB JIEKAPCTBEHHbIX
npenapartos?

NyHKT 49 MpaBun
Haanexalemn
NPaKTUKN XpaHEHUS;
NyHKT 8 Mpasun
XpaHeHus
JIEKAPCTBEHHbIX
cpeacTs

bapMaKoIorMyeckux rpynn?

OYHKT 49 MNpasun
Hag/iexallen
NPaKTUKN XPaHEHUS;
NyHKT 8 MpaBun
XpaHeHus
JIEKAPCTBEHHbIX
cpencTs
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cnocoba BBeAEHUS NEKAPCTBEHHbIX
npenaparos?

NyHKT 49 MpaBsun
Haanexawemn
NPaKTUKN XpaHEHUS;
NyHKT 8 MpaBun
XpaHeHus
JIEKapCTBEHHbIX
cpencTs

XpaHATCA M CBETOYYBCTBUTESIbHbIE IEKAPCTBEHHbIE
npenaparbl B 3alllMLLIEHHOM OT CBETAa Mecte?

NyHKT 52 MpaBun
Haaexallen
NpaKTUKN XpaHEHUS;

34. NYHKTbI 24 - 26 MNMpaBun
XpaHeHus
JNIEKapCTBEHHbIX
cpeacTs
XpaHsATCA v BNarov4yBCTBUTENIbHbIE NyHKTbl 21, 47 MNMpasun
JIeKapCTBEHHbIE CPeACTBa B 3aLUMLLEHHOM OT B/1arM | HagJieXallemn
MecTe? NPaKTUKN XPaHEHUS;
35. NYHKTbI 27 - 29 MNpaBun
XpaHeHus
JNIeKapCTBEHHbIX
cpeacTs
Ha3HauyeHOo /in NpUKa3oM pyKoBoaMTENS CyObeKTa | NYHKT 66 MNpasun
PO3HMYHOM TOProBAN OTBETCTBEHHOE /IMLO 3a Haaexalen

36. paboTy ¢ danbCcMPULMPOBAHHBIMMU, anTe4yHom NPaKTUKK
[06poKayecTBEHHbIMU, KOHTPadaKTHbIMMU
TOBapaMM anTe4YHOro accopTUMeHTa?

37. M3onmpoBaHbl M cneymnanbHO NyHKT 55 Mpasun
NPOMapKMPOBaHHbIE IEKAPCTBEHHbIE MpenapaTtbl, | Hagaexawen
npeaHasHavyeHHble A5 YHUHTOXKEHUA? NPaKTUKN XpaHEHUS
N3onunpoBaHbl an: nyHKT 30 MNMpasun

Hag/ieXxallemn

NpaKTUKN XpaHeHUS
NeKapcTBEHHble NpenapaTtbl, B OTHOLWEHUN nyHKT 30 MpaBun
KOTOPbIX MPUHATO peLLEHNE O Hag/ieXxallemn
NPUOCTaHOB/IEHWUU NMPUMEHEHUS? NpPaKTUKN XpaHEHUS

38.

NeKapcTBEHHble NpenapaTtbl, B OTHOWEHUN nyHKT 30 MpaBun
KOTOPbIX MPUHATO pellueHne 06 n3bATUmM 13 Hag/iexallen
obpalleHuns? NPaKTUKN XPaHEHUS
danbcnpurunpoBaHHsble, nyHKT 30 MNMpasun
HeJo06poKaYecTBEHHbIE U KOHTPadaKTHbIE Haanexalemn
JleKapcTBeHHbIe npenapatbl? NpPaKTUKN XpaHeHUS
39. NmMeroTcs i AOKYMEHTbI, ONUCbIBatoLWMe AeNCTBUS, | NYHKTbI 41 - 43 MpaBun

BbIMOJIHSIEMbIE CYObEKTOM 06pallieHns
JNleKapCTBEHHbIX NMpenapaToB, HanpaB/eHHble Ha
cobnoaeHue TpeboBaHUM, YCTAHOBJIEHHbIX
MpaBunaamMm Haaaexallen NpakTUKN XpaHeHUs:

Haaexallen
NpaKTUKN XpaHEHUS
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MHCTPYKUMN?

NyHKTbl 41 - 43 NpaBun
Haanexawemn
MPaKTUKN XpaHEHWUS

COMbI?

NyHKTbl 41 - 43 NpaBun
Haaexalen
NMPaKTUKN XpaHEHWUS

oT4YeThbl (CBOAHbIE XKYpHabl)?

NMyHKTb1 41 - 43 NpaBun
Haaexalen
NPaKTUKN XpaHEHUS

[OroBopbI?

NyHKTb1 41 - 43 NpaBun
Hag/ieXxallemn
NPaKTUKN XpaHEHUS

40.

Benetcs 1 yyeT NeKapCTBEHHbIX CPEACTB C
OrpaHMYEHHbIM CPOKOM FroAHOCTU Ha 6YMaXKHOM

HOCUTEJIE UNIN B SNIEKTPOHHOM BU/IE C apXmBaLmein?

nyHKT 11 Mpaeuaa
XpaHeHus
JIEKAPCTBEHHbIX
cpeacts

41.

YCTaHOBJIEH /1N PYKOBOAUTENIEM OpraHU3aLum

NnopAAoK BeEHMS YYeTa JIEKAPCTBEHHbIX CPeACTB C

OrpaHNY€HHbIM CPOKOM?

nyHKT 11 MpaBsun
XpaHeHus

JIEKAPCTBEHHbIX
cpencTs

42.

Pernctpupyrotcs v pesyasTaTbl TeMnepaTypHoro
KapTMPOBaHMA M BAAXKHOCTU B CnewumaibHOM
»KypHane (kapTe) permcrpaumm Ha 6yMaxkKHOM
HocuTesie 1 (MaKn) B 31EKTPOHHOM BUae
eXXeJHEBHO, B TOM YuCE B BbIXOAHbIE U
npasgHu4YHbIe AHN?

NyHKT 21 Mpasun
Hag/iexallemn
NpPaKTUKN XpaHEHUS;
nyHKT 23 NMpaBun
Hag/iexallen
NPaKTUKN XpaHEHUS;
NyHKT 7 MNMpaBun
XpaHeHus
JNleKapCTBEHHbIX
cpeacTs

43.

XpaHATCsA I XKypHanbl (KapTbl) perncTpauuu
TEMMEPaATYPHOro KapTUPOBaHUSA B TEYEHUE ABYX
ner?

NyHKT 21 Mpasun
Hag/iexallemn
NpPaKTUKN XpaHEHUS;
nyHKT 23 NMpaBun
Hag/iexallemn
NPaKTUKN XpaHEHUS;
NyHKT 7 MNMpaBun
XpaHeHus
JNleKapCTBEHHbIX
cpeacTs

44,

CobitofaeTcs 1N 3anpeT Ha XpaHeHUe
OrHEOoNacHbIX M B3PbIBOOMACHbIX IEKAPCTBEHHbIX
npenapaToB BAaAW OT:

NyHKT 51 Mpasun
Hag/iexallen
NPaKTUKN XpaHEHUS

orHsa?

NyHKT 51 MNMpasun
Hag/ieXxallemn
NPaKTUKN XpaHEHUS
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OTONUTENbHBIX NPUGOPOB? NYHKT 51 MNpasun
Haanexawemn
NPaKTUKK XpaHeHUSs

BO3/IEMACTBMS MPSMbIX COJIHEYHbIX IyYen? NyHKT 51 MNpaeun
Haaexalen
NPaKTUKN XpaHEHUS

Cobntogaetcst M 3anpeT Ha XpaHeHUE B nyHKT 20 Mpasun
NOMELLEHUAX XPAHEHNSA NNEKAPCTBEHHbIX Haanexalemn
npenaparos: NMPaKTUKN XpaHEHNS
MULLLEBbLIX NPOAYKTOB? nyHKT 20 Mpasun
Hag/ieXxallemn

NMPaKTUKN XpaHEHNA

TabayHbIX U3JENNIA? nyHKT 20 MpaBun
45, Hag/ieXxallemn
NPaKTUKN XpaHEHUS

HarnuTKOB (3a UCKJIloYEeHMEM NUTbEBOM BoAbl)? | nYHKT 20 Mpasun
Hag/iexallemn
MPaKTUKN XPaHEHWNS

JleKapCTBEHHbIX MpPenapaTos, NyHKT 20 MNpasun
npeaHasHayYeHHbIX A1 IMYHOTo Hagaexallen
MCMoib30BaHWs PaBoTHUKaMU? NPaKTUKK XpaHeHUs

(pomkHOCTb M ®UNO0 JOMKHOCTHOrO nuua, 3anofHUBLIETO
NPOBEPOYHbIA UCT, NOAMWUCHL, AaTa)

(/OMKHOCTL U ®UO AOMKHOCTHOrO fMUA WPULNYECKOTOo SiMua, NPUCYTCTBOBABWETO
npu 3anofIHEHUN MNPOBEPOYHOro NUcTa, MNOoANUChL, AaTa)

MpunokeHune N 6

K npukasy PegepanbHOM CyX0bl

no Haa3opy B chepe 34paBoOOXpaHeEHNS
071 09.11.2017 N 9438

®opma

NMpoBEpPOYHbIA NUCT
(CNUCOK KOHTPOJIbHLIX BOMPOCOB), UCMONb3yeMblin defepanbHON Cyx6oi
no Hagsopy B cdepe 34paBOOXpaHEHUA U ee TeppuTOpuanbHbLIMU OpraHamu
npu nNpoBeAeHMU MNAaHOBLIX MPOBEPOK MpM OCylWecTBAeHUn desepanbHOro
rocygapcTBeHHOro Hagsopa B chepe obpaueHus feKapCTBEHHLIX CPeACcTB
(XpaHeHue neKkapcTBEHHbIX NpenapaTtoB AN MeAUUMHCKOrO MpUMEHeHUs
B anTeke MpPOU3BOACTBEHHOI)

(HaMMeHoBaHMe opraHa, OCYUEeCTBAAWIEro NIaHOBYKW MPOBEpPKY)

1. Bupg rocygapcTBEHHOI 0O KOHTpONs (Hag3opa)

2. MpegvMeT  NAHOBOW  MPOBEPKM KWPUAMYECKUX UL, U UHOUBUAYASIbHbIX
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npegnpuHuUMaTesieid  orpaHuymBaeTcss o06s3aTeNbHbIMM  TpeboBaHUAMKM, COGMAEHNE
KOTOpbIX SABMASIETCS Haubosiee 3HAUYMMbIM C TOYKU 3PEHUSA HEAONYyWEHUS BO3HMKHOBEHUS
Yyrpo3sbl TMpUYUHEHUS Bpega XW3HW, 340POBbI rpaxgaH, W3M0XEeHHbHMW B dopme
NPOBEPOYHOro NucTta (Cnucka KOHTPO/IbHLIX BOMPOCOB).

3. HammeHoBaHue wpugnmyeckoro navuya, dammnus, uMsA, OTYEeCTBO (MNpU HaIANYMK)
WHANBUAYaANTbHOT O npeanpuHUMaTENs :

4. MecTO npoBefeHUs MJaHOBO MPOBEPKU C 3aMO/IHEHWEM MPOBEPOYHOro nucTa:

5. PeKBM3UTH MpuKasa O MPOBEAEHMM NNAHOBOW NPOBEPKU: OT

N

6. YYeTHbi HOMEp NPOBEPKW WM AaTa MPUCBOEHUSA YYETHOro HomMepa MNPOBEpPKM B
EapnMHOM peecTpe NpoOBEPOK:
7. [JonxHoCTb, damununs 7
nposojsawero(nx) naaHOBY MPOBEPKY:
1

UHUUManLl  AO/MKHOCTHOrO  nuua (nuu),

4

2.

8. [MepeyeHb BOMPOCOB, OTpaxawwWnx cogepxaHune oba3aTeNbHbIX TpeboBaHWUN,
OTBET Ha KOTOpble O4HO3HAYHO CBMAETE/NLCTBYET O COGMOAEHMU WU HecobgeHUn

OPUANYECKUM INLOM, WHAWBMAYANbHLIM NpeanpuHMMaTENeM 0683aTesibHbiX TpebGoBaHwuii,
COCTaB/ANWUX MpPeaMeT MPOBEPKU:

n/n

Bonpockl, oTpakarolue coepaHue
o0b6s3aTenbHbIX TpeboBaHM

PekBn3nThbI
HOPMAaTMBHbIX
NpaBoOBbIX aKTOB, C

BbiBOg, O
BbIMOJIHEHUU
TpeboBaHMi

yKa3aHueM mx
CTPYKTYPHbIX eAUHMLL,
KOTOPbIMM
YCTaHOBJIEHDI
obs3aTenbHble
TpeboBaHMs

Ja HeT

®epepanbHbii 3akoH oT 12 anpens 2010 r. N 61-03 "O6 obpalueHnn neKapcTBeHHbIX cpeacTs”
(CobpaHue 3akoHopaTenbctBa Poccuitckon ®epgepaumm, 2010, N 16, cr. 1815; 2016, N 27, ct. 4283)
(nanee - 61-03); MNpaBuna Haafexallen NPaAKTUKU XpaHEHUS W MNEPEBO3KU NIEKAPCTBEHHbIX
npenapatos [Aas MeOULUMHCKOIO MPUMEHEHUs, YTBEPXAEHHbIE MNPUKa3oM MuHUCTepCTBa
3ApaBooxpaHeHms Poccuitckon ®epepaumm ot 31 aerycta 2016 r. N 646H (3apernctpupoBsaH
MuHucTepcTBOM tocTuumn Poccuiickon ®epepaummn 9 aHsaps 2017 r., peructpaumoHHblin N 45112)
(nanee - MpaBuna Hagnexallen NPakTUKU XpaHeHus); [paBuaa Hagaexallen anTeyHol NpakTuKu
JIEKapCTBEHHbIX MpenapatoB A MeOMUMHCKOIO MNPUMEHEHUs, YTBEP)KAEHHble MPUKA30M
MuHucTepcTBa 3apaBooxpaHeHuns Poccuitckon ®epepauym ot 31 aerycta 2016 r. N 647H
(3apeructpupoBaH MwuHUCTEPCTBOM tOoCTUUMK  Poccuiickoit depepaummn 9 guBapsa 2017 r.,
peructpaumoHHbii N 45113) (manee - lMpaBuna Hagnexkalwein anteqyHon npaxkTuku); [pasuaa
XPaHEHUs! NeKapCTBEHHbIX CPEACTB, YTBEPXKAEHHbIE NPUKAa30M MUHUCTEPCTBA 3[4PaBOOXPaHEHUS U
coumanbHoro passuTusa Poccuiickoit ®egepaumm ot 23 asrycta 2010 r. N 706H (3apeructpupoBsaH
MuHUCTEPCTBOM OCTULMK Poccuiickon ®eaepaumm 4 okTa6ps 2010 r., peructpaumoHHbin N 18608)
C W3MEHEHUSMW, BHECEHHbIMM MNPUKA3OM MUHUCTEPCTBA 34PABOOXPAHEHUS U  COLMANBHOIO
paseutus Poccuitickoit ®epepaumm ot 28 gekabps 2010 r. N 1221H (3apeructpupoBaH
MuHUCTEPCTBOM tocTULMK Poccuitckon Pepepaunn 4 pespans 2011 r., peructpaumnoHHsiii N 19703)
(nanee - MpaBuna xpaHeHUN IEKAPCTBEHHbIX CPEACTB)

YnpaBssieHne KayectBoMm (cratbs 55 61-03; riasa |l MpaBun Hagaexallen anTeqyHon NPaKTUKKM)

YTBEPXAEHbI I PYKOBOAUTENEM CY6bEKTA
1. 06paLleHMs IEKapCTBEHHbIX CPEACTB CTaHJAPTHbIE
onepauuoHHble npoueaypsbl (ganee - COM)?

NyHKT 4 NpaBun
Haanexalemn
anTe4yHoM NPaKTUKN
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NMeeTcs i JOKyMeHTauMs CUCTEMbI KavyecTBa Ha
6YMa)KHbIX n (MIIM) SJIEKTPOHHbLIX HOCUTENAX:

NyHKT 5 MNMpaBun
Haanexawemn
anTe4yHOM NpPaKTUKK

YKYPHan perucrpaumm npukasos
(pacriopseHuit) No cyb6beKTy pO3HUYHOM
Toprosan?

noAnyHKT "n" nyHkTa 5
MpaBun Hagnexallemn
anTe4YHOM NpPaKTUKK

YKYPHan exxeHEBHOM perncrpaLum
napamMeTpoB TEMMNEPATYPbl U BAAXKHOCTU B
NOMeELLEHUNSX A8 XPaHEHUS NIEKAPCTBEHHbIX
npenapartos?

noAnyHKT "K" NyHKTa 5
MpaBun Hagnexallen
anTeYyHoM NPaKTUKK

YKYpPHa/ Nnepuoanyeckon pernctpauum
TeMnepaTypbl BHYTPU XON0ANIbHOIO
obopynoBaHus?

noAnyHKT "n" nyHkra 5
MpaBun Hagnexallen
anTe4yHOM NpPaKTUKK

YKYpHa/ yyeTa onepauuit, CBA3aHHbIX C
o6palleHMeM NeKapCTBEHHbBIX CPECTB,
BKJIIOYEHHbIX B NepeYeHb JIeKapCTBEHHbIX
CpefcTB, NoAexallmx npeameTHo-
KOJIMYECTBEHHOMY YYeTY (Npu Hannuum)?

noAnyHKT "M" nyHKTa 5
MpaBun Hagnexallemn
anTeyHou MPaKTUKn

YKYPHaJ yyeTa JIeKapCTBEHHbIX NPENapaToB C
OrpaHMYEHHbIM CPOKOM roHOCTI?

NOANYHKT "p" NyHKT 5
MpaBun Hagnexatlen
anTe4yHoM NPaKTUKN

YKYPHa/ y4eTa nocTyrieHus u pacxona BaKLuH
(npu Hann4uK)?

noAnyHKT "Xx" NyHKT 5
MpaBun Hagnexallen
anTe4yHoM NPaKTUKN

YKYpHa/ peructpaumm pesynstatos
NPUEMOYHOro KOHTpons?

noAnyHKT "o" nyHkTa 5
MpaBun Hagnexallen
anTeYHOM NPaKTUKM

YXYPHaa pernctpauum onepaumin, CB3aHHbIX C
060pPOTOM HaPKOTUYECKUX CPEACTB,
MCUXOTPONHbIX BELLECTB U UX NPEKYPCOpoB (npu
Hannumu)?

NOANYHKT "y" NyHKTa 5
MpaBun Hagnexallemn
anTe4yHoM NpaKTUKK

CucteMa obecrneveHuns KayectBa XpaHeHMs U NepeBo3KU IEKapCTBEHHbIX NpenapaTtos (cTatba 54 61-
®3; asa ll, nyHKTbI 3 - 6 MpaBua Hagaexallen NpakTUMKU XpaHeHus)

HasHavyeHo i1 pykoBoAUTENEM anTe4yHOM
opraHu3aumn 1L, OTBETCTBEHHOE 3a BHeJpeHue
n obecneyeHne CUCTEMbI KauecTsa?

NyHKT 5 MNpasun
Haanexawemn
NPaKTUKM XpaHEHUS

NHpacTpyKTypa. NMoMellieHUs AN XpaHeHUs IeKapCTBEHHbIX NpenapaTtos (cTathd 58 61-03, rnaBa
IV MpaBun Hagnexkalwen NpakTUKM XxpaHeHus; [paBuaa XpaHeHUst NeKapCcTBEHHbIX CpeacTB; raea V
MpaBu HagNeXalllel anTe4yHon NPaKTUKK)

NMetoTcst Im HeobxoamMble nomelleHus (nan)
30Hbl, NPUHaANEXallMe anTeYHON opraHM3aLnmn Ha
npaBe cO6CTBEHHOCTM MM HA UHOM 3aKOHHOM
OCHOBaHWW, HEOBXOAUMbIE [/ OCYLLECTB/IEHMS
NeATeNbHOCTM MO XPaHEHUIO JIEKAaPCTBEHHbIX
npenapartos?

nyHKT 11 MpaBsun
Haaexalen
NpPaKTUKN XpaHEHUS

5. NmeeTcs in 0603HaYeHHas 30Ha UK OTAENIbHOE NyHKTbI 15, 16 MNpaBun



consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E854ADH5O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E855ADH0O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E852ADH0O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BB7D4DA9B2B1F21D378ECA8B193AD01626E953ADH2O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64A29B1315B27D4DA9B2B1F21D378ECA8B193AD01626E850ADH6O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E852ADH1O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E852ADH1O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67AA921215B67D4DA9B2B1F21D378ECA8B193AD01626EE52ADH1O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E853ADH5O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E853ADH4O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E850ADH2O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E850ADH3O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67AA921215B67D4DA9B2B1F21D378ECA8B193AD01626EE50ADHFO
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BB7D4DA9B2B1F21D378ECA8B193AD01626E854ADH4O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BB7D4DA9B2B1F21D378ECA8B193AD01626E854ADH3O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BB7D4DA9B2B1F21D378ECA8B193AD01626E854ADH2O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BB7D4DA9B2B1F21D378ECA8B193AD01626E854ADH7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BB7D4DA9B2B1F21D378ECA8B193AD01626E855ADH1O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BB7D4DA9B2B1F21D378ECA8B193AD01626E855ADH2O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BB7D4DA9B2B1F21D378ECA8B193AD01626E855ADH3O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BB7D4DA9B2B1F21D378ECA8B193AD01626E855ADH4O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BB7D4DA9B2B1F21D378ECA8B193AD01626E852ADH3O

nomeLlLeHne NPUeMKU NeKapCTBEHHbIX
npenapartos?

Haaexallen
NpaKTUKN XpaHEHUS

NmeeTca v 0603HaYeHHas 30Ha Uan oTAe/IbHOE

NyHKTbI 15, 16 MNpaBun

6. nomeLlleHne XpaHeHNUs! NEKAPCTBEHHbIX Hag/ieXxallemn
npenapaTtoB, TPEOYOLWUX CeLMaNbHbIX YCAOBUIM? | NPAKTUKN XpaHEHUS
NMeeTcs n ans XpaHeHUs BbIIBNEHHbIX nNyHKTb!I 15, 16 MNpasun
danbcnPMUMpPOBaAHHbIX, HEA0OPOKAYECTBEHHbIX, Hag/iexallemn
KOHTpadaKTHbIX IeKapCTBEHHbIX MpenapaTos: NPaKTUKN XPaHEHUS

o603HayeHHas 30Ha? NyHKTbI 15, 16 MNpasun

7. Haanexalemn

NpPaKTUKN XpaHEHUS
oTaenbHoe noMeuleHne? NyHKTbI 15, 16 MpaBun
Haa/exalen
NpaKTUKN XpaHEHUS
MMeeTcs n 30Ha UK oTaeNbHOE NOMeLLEHNe, nNyHKTbI 15, 16 MNpasun
8 obecneynBarollan TpebyeMble YCI0BUSA XPaHEHNS | HaaeXallen
’ NleKapCTBEHHbIX NpenapaToB a5 KAPaHTUHHOrO NPaKTUKN XpaHEHUS
XpaHEeHUs NeKapCTBEHHbIX NpenapaToB?

9. OcBelLleHbl I NOMEeLLEHUS U 30HbI, UCNoJIb3yeMble | OYHKT 17 Mpasun

AN XpaHEHUs IeKapCTBEHHbIX NpenapaToB? Haanexalemn
NMPaKTUKN XPaHEHNS
OTtaeneHbl M aiMUHUCTPATUBHO-ObITOBbIE NYHKT 19 MNpaBun

10. NnoMmeLLeHNs OT MOMELLEHUI XPaHEHHNS Hag/ieXxallemn
JIEKapCTBEHHbIX NpenapaToB? NMPaKTUKN XpPaHEHNS
NMeeTcsa iv otaesibHas 30Ha (WwKadbl) gns NyHKT 25 MpaBun

11 XpaHeHus 06opyaoBaHUs, MHBEHTAPA U Hag/ieXxallemn

) MaTepuanos Asis y6opKu (O4MCTKK), a TaKkKe NPaKTUKN XpaHEHUS
MOKOLWMX U Ae3NHOULMNPYIOLLNX CPeacTs?
MpoBoauTtca i y6opKa noMelleHui (3o0H) ans NyHKT 25 Mpasun

12. XpaHeHMs NeKapCTBEHHbIX NpenapaToB B Haaexalen
cooTBeTcTBUM ¢ COMoM? NMPaKTUKN XpaHEHNS
NmeeTca v rnagKas otaesika NnoMeLLeHmi ans NyHKT 25 MNpasun
XpaHeHUs NeKapCTBEHHbIX NpenapaToB Hag/ieXxallemn
(BHYTpEHHMEe NOBEPXHOCTU CTEH, MOTOJIKOB), NPaKTUKN XpaHEHUS;

13. | monyckarow,as BO3MOXHOCTb NPOBEAEHUS BIAXKHOM | NYHKT 6 Mpasua
y60pKM 1 UCKNIOYAKOLLAS HaKOMAEHWE Mblan? XpaHeHus

NleKapCTBEHHbIX
cpeacTs
O6ecneyeHa m 3aWUTa NOMELLLEHUI AN XpaHeHUs | OYHKT 26 Mpasun
14. | nekapCTBEHHbIX NpenapaToB OT NPOHUKHOBEHUS Haanexawemn

HaACEKOMbIX, IPbI3YHOB U1 OPYTUX YKMBOTHbIX?

NMPaKTUKN XpaHEHUA

NudpacTpykTypa. O6opygoBaHume (pnaea IV MpaBun Hagnexallel npakTMku xpaHeHus; [paBuaa

XpaHEeHWs NeKapCTBEHHbIX CPeACTB)

15.

NMeeTca i Heobxoamnmoe ob6opyaoBaHue (B
XOPOLLEM COCTOSAHUN U YUCTOE), NPUHAANEXKaLLee
opraHu3aumm Ha npaBe COBCTBEHHOCTU MU Ha

nyHKT 11 MpaBsun
Haanexalemn
NPaKTUKN XpaHEH WS
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MHOM 3aKOHHOM OCHOBaHWUKU?

16.

OcHallEeHbI i1 NOMELLEHUS AN XpPaHEHUS
JIEKAPCTBEHHbIX CPeACTB NpubopamMn ans
perucTpauumn napaMeTpoB Bo3yxa:

NyHKT 7 MNMpaBun
XpaHeHus

JIEKAPCTBEHHBIX
cpeacTs

17.

TepMoMeTpamu?

NyHKT 7 MNMpaBun
XpaHeHus

JNleKapCTBEHHbIX
cpencTs

nyHKT 37 MNMpaBun
Hag/iexallen
NPaKTUKN XPaHEHUS

rurpomeTpamm?

NyHKT 7 MNpasun
XpaHeHus
JNIeKapCTBEHHbIX
cpencTs

nyHKT 37 Mpasun
Haaexalen
NMPaKTUKN XpaHEHNS

3N1EKTPOHHBIMM FTMUrpoMeTpaMm?

NyHKT 7 MNpasun
XpaHeHus

JIEKapPCTBEHHbIX
CpeacTs

nyHKT 37 MNMpasun
Haanexalemn
NPaKTUKN XpaHEH WS

TepMornrpomeTpamm?

nyHKT 37 MpaBsun
Haanexawemn
NPaKTUKN XpaHEHUS!

18.

Pa3melatotcs i usmeputenbHbie YacTn Npnbopos
ONs perncTpaumm napaMmeTpoB Bo3ayxa Ha
paccTossHUM He MeHee 3 M OT ABEPEN, OKOH U
OTONUTE/IbHbIX MPUOOPOB U Ha BbicoTe 1,5-1,7 M
oT nosa?

nyHKT 7 MpaBun
XpaHeHus

JIEKAPCTBEHHBIX
CpeacTs

19.

PermctpupyoTcs in NoKasaHua npnbopos As
perncTpauum napameTpoBs BO3yXa eXKeJHEBHO B
crneumanbHOM KypHae (KapTte) permctpaumm Ha
6YMaXKHOM HOCUTEJIE /I B 3IEKTPOHHOM BUAE C
apxuBaumein (415 3NEeKTPOHHbIX TMIPOMETPOB),
KOTOPbIN BEETCA OTBETCTBEHHBIM JIULOM?

NyHKT 7 MNpasun
XpaHeHus

JIEKAPCTBEHHBIX
CpeacTs

20.

CepTUdULMpPOBaHbI, KaMBPOBaHbI U NOJBEPraloTCs
JIM NMOBEPKE KOHTPOJIMpYHoLLME Npubopsbl Ans
perucTpauumn napaMeTpoB Bo3gyxa?

NyHKT 7 MNpasun
XpaHeHus
JNIeKapCTBEHHbIX
cpeacTs

21.

NmMeeTca in xonogmunbHoe OGODYAOBHHMGZ

NyHKTbI 21, 36, 37
MpaBua Haanexallemn
NPaKTUKN XpaHEHUS
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XONOAMIbHbIE KAMEPbI AN CreLManbHO
obopyaoBaHHoe nomelleHme?

NyHKTbI 21, 36, 37
MpaBun Haanexallemn
NPaKTUKN XpaHEHUSI

dapmMaLeBTUYECKNE XONOANIbHbIE WKadbl UAN
XONOAUNIbHUK [I/15 XPaHEHUS TEPMOIabUNbHbIX
NeKapCTBEHHbIX CPEACTB?

NyHKTbI 21, 36, 37
MpaBun Hagnexallemn

MPaKTUKN XpaHEHUA

NMeloTCst I CUCTEMbI KOHAULMOHUPOBAHMS B
NoMeLLEHNAX XpaHEHUS IEKAPCTBEHHbIX
npenapartos?

NyHKTbI 21, 36, 37
MpaBun Hagnexallen
NpaKTUKN XpaHeHUS;

22. NyHKT 4 MNpaBun
XpaHeHus
JNIeKapCTBEHHbIX
cpeacTs
NMeroTcs M cUCTEMbl BEHTUASALMM B MOMELLEHUAX | OYHKTbI 21, 36, 37
XpaHeHUsl NeKapCTBEHHbIX NpenapaToB? MpaBun Hagnexallen
NPaKTUKN XpaHEHUS;
23. NyHKT 4 MNpasun
XpaHeHus
NeKapCTBEHHbIX
cpeacTs
NmetoTcs am Wwikadbl MeTaNINYECKUE NN nyHKT 31 MpaBun
24, JepeBsHHbIE O XPaHEHWS NEKAPCTBEHHbIX Haanexalemn
npenaparos, NoANEXALLMX NpeaMeTHO- NMPaKTUKN XpPaHEHNS
KOJIMYECTBEHHOMY YYETY?
NmeeTcsa i niomMbump gns oneyatbiBaHMA B KOHUe | nyHKT 31 lMNpaBun
pabouero AHs WKapoB MeTaNINIYECKUX NN Hag/ieXxallemn
25. | pepeBSHHbIX (MM MOMELLEHUIA) AN XPaHEHUS NpPaKTUKN XpaHEHUS
NleKapCTBEHHbIX NPenapaTos, NoANEXKALLUX
npeaMeTHO-KO/IMYECTBEHHOMY y4eTy?
26. MMmetoTcs in B NoOMeLWEeHUaxX 415 XpaHeHUs nyHKT 29 Mpasun

JIEKApPCTBEHHbIX NPenapaTos:

Haaexalen
NPaKTUKN XPaHEHUS;
nyHKT 31 MpaBun
Hag/ieXxallemn
NPaKTUKN XPaHEHUS;
NYHKT 5 MNpaBun
XpaHeHus
NeKapCTBEHHbIX
cpencTs

cTennaku?

nyHKT 29 Mpasun
Haa/exalen
NpPaKTUKN XpaHEHUS;
nyHKT 31 MpaBun
Hag/ieXxallemn
NPaKTUKN XpaHEHUS;
NYHKT 5 MNpaBun
XpaHeHUs
NeKapCTBEHHbIX
cpeacTs
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WwKadb? NyHKT 29 Mpaeun
Haanexawemn
NPaKTUKN XpaHEHUS;
nyHKT 31 Mpasun
Hag/ieXxallemn
NPaKTUKN XpaHEHUS;
NyHKT 5 MNpasun
XpaHeHus
JIEKapCTBEHHbIX
cpencTs

noAaJoHbI? nyHKT 29 MpaBun
Haanexawemn
NPaKTUKN XpaHEHUS;
nyHKT 31 Mpasun
Hag/ieXxallemn
NPaKTUKN XpaHEHUS;
NyHKT 5 MNpasun
XpaHeHus
NleKapCTBEHHbIX
cpencTs

NOATOBAPHUKN? nyHKT 29 MpaBun
Haanexawemn
NPaKTUKN XpaHEHUS;
nyHKT 31 MNMpasun
Hag/ieXxallemn
NPaKTUKN XpaHEHUS;
NyHKT 5 MNpasun
XpaHeHus
NleKapCTBEHHbIX
cpencTs

MmetoTca in 3anacHble NOBEPEHHbIE CpeacTBa nyHKTbl 39, 40 Mpasun
M3MEepEeHMUs B Clly4ae PEMOHTA, TEXHUYECKOTO Haanexawemn
ob6cnyX1MBaHUs, NoBepKM 060pya0BaHUS U CPEACTB | MPAKTUKM XPaHEHMS;
27. n3mMepeHmsa? NyHKT 7 MNpasun
XpaHeHus
NleKapCTBEHHbIX
cpencTs

Mpoueccbl OeaTeNlbHOCTM CyObeKTa PO3HUYHOW TOProBAM TOBapaMM aMTEYHOrO0 acCOPTUMEHTA.
HenctBna cybbekta obpalleHMs JIEKAPCTBEHHbIX MpPenapaTtoB MO XpaHeHuo. [OKyMeHTbl MO
XPpaHEHWIO IEKapCTBEHHbIX NpenapaTtoB. OUeHKa AesTenbHoCcTH (cTaTba 58, NyHKT 3 ctatbu 9 61-03;
aBa V, VI MNpaBun Hagnexallen NpakTMKn xpaHeHus; [paBuaa XxpaHeHMs IEKapCTBEHHbIX CPeACTB;
rnasa VI v VIl NMpaBua Haanexallen anTeqyHom NpaKTUKK)

28. CoOTBETCTBYIOT JIN CBEAEHUSA pe3yNbLTaToB NyHKT 46 Mpasun
NPMEMOYHOIO KOHTPO/IS CBEAEHUAM B Hag/ieXxallemn
TOBApOCOMNPOBOAUTESIbHOM AOKYMEHTALUUM: NPaKTUKN XpaHEHUS;
nyHKT 40 MpaBun
XpaHeHus
JNIEKapCTBEHHbIX
cpeacTs
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Mo aCCOPTUMEHTY U KOJIMYECTBY?

NYHKT 46 Mpasun
Haanexawemn
NPaKTUKN XpaHEHUS;
nyHKT 40 Mpasun
XpaHeHus
JIEKapCTBEHHbIX
cpencTs

Mo KayecTBy?

NYHKT 46 MpaBun
Haaexallen
NpaKTUKN XpaHEHUS;
nyHKT 40 MpaBun
XpaHeHus
JNIEKapCTBEHHbIX
cpencTs

no cob/1l0AeHM1I0 CcneuyanbHbIX YCI0BUI
XpaHeHMs (Mpu HaANYMKM Takoro Tpe6oBaHUs B
HOPMAaTUBHOW AOKYMEHTALMKN Ha
JleKapcTBeHHbIN npenapar)?

NYHKT 46 Mpasun
Haaexallen
NPaKTUKN XPaHEHUS;
nyHKT 40 MpaBsun
XpaHeHus
JNIeKapCTBEHHbIX
cpeacTs

MO HaJIMYMIO MOBPEXKAEHNI TPAHCMOPTHOM
Tapbl?

NYHKT 46 MpaBun
Haaexalen
NPaKTUKN XpaHEHUS;
nyHKT 40 MpaBun
XpaHeHUs
JIeKapCTBEHHbIX
cpeacTs

Co3jaHa /in NpUeMHas KOMUCCHA A1 MPOBeAEHUA
NPUEMOYHOIO KOHTPOJIS, YTBEPXKAEHHAS NPUKA30OM

NyHKT 49 Mpasun
Haaexalen

29. . .
pyKkoBoAUTENS CyObeKTa PO3HUYHOM TOProBaAN? anTe4yHOM NPaKTUKK
XpaHeHus
OdopmMAatoTCcs M € NPOCTaB/IEHUEM LUTaMMa O NYHKT 46 MNpaBun
npuMemKe, NOANMUCbIO MaTepMaibHO OTBETCTBEHHOIO | HaaeXallen
JMua, 3aBepeHHoi nevaTbio (Mpu Hann4mm) anTevyHoM NpPaKTUKn
cybbekTa pO3HUYHOWN TOProBAN:
cyeTa-paKTyphbl? NYHKT 46 MpaBun
Haanexawemn
30 anTe4yHoM NpaKTUKK
TOBapPHO-TPAHCMOPTHbIE HaKNagHble? NYHKT 46 MNpaBun
Haa/exalen
anTe4yHoM NpPaKTUKn
peecTp JOKYMEHTOB MO Ka4yecTBy? NYHKT 46 MNpaBun
Haaexalen
anTeyHoM NpPaKTUKK
MpoxoaAaT n ToBapbl aNnTEYHOro acCOpPTUMEHTa A0 | NyHKT 50 Mpasun
31. noaa4vm B TOProByHO 30HY NPeAnpOAAXKHYHO Hag/ieXxallemn

NoAroToBKY?

anTeyHom NMPaKTUKn
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32.

NaeHTUOULMPYIOTCS N XpaHsLLMeCs
NleKapCTBeHHbIe CpeACcTBa B COOTBETCTBMU C
NpMMeHAeMOMN CyGbEKTOM 0bpalLleHUs
JNIeKapCTBEHHbIX NMpenapaToB cMCTeEMOM yyeTa?

nyHKT 29 Mpasun
Haanexawemn
NPaKTUKN XpaHEHUS;
NyHKT 49 MNMpasun
Hag/ieXxallemn
NPaKTUKN XpaHEHUS.

33.

OcyLLEecTBASETCA N XpaHEHNE NEKAPCTBEHHbIX
npenapaToB C y4eTOM TpeboBaHUI:

NyHKT 47 MpaBsun
Hag/ieXxallemn
NPaKTUKN XPaHEHUS;
nyHKT 40 Mpasun
XpaHeHus
NeKapCTBEHHbIX
cpencTs

HOPMaTUBHOWM JIOKYMEHTaLUu,
COCTaB/IAOLLEN PErNCTPALIMOHHOE A0Che
Ha JIeKapCTBEHHbIM Npenapar?

nyHKT 47 MpaBsun
Haaexalen
NpPaKTUKN XpaHEHUS;
nyHKT 40 MpaBsun
XpaHeHUs
JIEKapCTBEHHbIX
cpeacTs

UHCTPYKL MM NO MEAULIMHCKOMY
NMPUMEHEHUNIO?

NyHKT 47 MpaBun
Haa/1exalen
NPaKTUKN XpaHEHUS;
nyHKT 40 Mpasun
XpaHeHus
JNIEKapCTBEHHbIX
cpeacTs

MHbOPMaLMK, coaepIKaLlenca Ha
nepBMYHON U (MAKN) BTOPUYHOI YNaKOBKe
JIeKapCcTBEHHOrO Npenapara u
TpaHCNopTHOM Tape?

NyHKT 47 MpaBun
Hag/iexallemn
NPaKTUKN XpaHEHUS;
nyHKT 40 MpaBun
XpaHeHus
JIEKAPCTBEHHbIX
cpeacrts

34.

Pa3MelLaloTcs I IeKapcTBEHHbIE Npenapathbl B
nomeLLeHusax 1 (Mam) 3oHax g XpaHeHus
JIEKapCTBEHHbIX NPENapaToB B COOTBETCTBUM C
TpeboBaHMAMM HOPMATMBHOW AOKYMEHTaLMN U
(unmn) TpeboBaHMUAMM, YKa3aHHBIMM HA YNAKOBKeE
JIEKaPCTBEHHOTO Npenapara, ¢ y4eToMm:

NyHKT 49 MNpasun
Hag/iexallen
NPaKTUKN XPaHEHUS;
NyHKT 8 MpaBun
XpaHeHus
JNIeKapCTBEHHbIX
cpeacTs

OUBUKO-XMMUYECKNX CBOMCTB JIEKAPCTBEHHbIX
npenaparos?

NyHKT 49 MNpasun
Haanexawemn
NPaKTUKN XPaHEHUS;
nyHKT 8 MpaBun
XpaHeHus
JIEKapCTBEHHbIX
CcpeacTs
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dapMaKkonorm4yeckux rpynn?

NyHKT 49 MpaBsun
Haanexawemn
NPaKTUKN XpaHEHUS;
NyHKT 8 MpaBun
XpaHeHus
JIEKapCTBEHHbIX
cpencTs

cnocob6a BBeleHUs NEKapCTBEHHbIX
npenapartos?

NyHKT 49 MpaBsun
Haaexallen
NpaKTUKN XpaHEHUS;
NyHKT 8 MpaBun
XpaHeHus
JNIEKapCTBEHHbIX
cpencTs

XpaHATCA M CBETOYYBCTBUTESIbHbIE NEKAPCTBEHHbIE
npenaparbl B 3allMLLIEHHOM OT CBETa MecTe?

NyHKT 52 MpaBun
Haaexallen
NPaKTUKN XPaHEHUS;

35. NYHKTbI 24 - 26 MNMpaBun
XpaHeHus
JNIeKapCTBEHHbIX
cpeacTs
XpaHsATCA v BNarov4yBCTBUTENIbHbIE NyHKTbl 21, 47 MNMpasun
JNleKapCTBEHHbIE CPeACTBa B 3aLUMLLEHHOM OT B/1arM | HagJ/ieXallen
Mecte? NPaKTUKN XpaHEHUS;
36. NYHKTbI 27 - 29 MpaBun
XpaHeHUs
JIeKapCTBEHHbIX
cpeacTs
HasHa4yeHo 1 NprKa3oM pyKoBoguTens cyobekta | nyHKT 66 MNpaBun
PO3HMYHOWN TOProBAM OTBETCTBEHHOE JIMLIO 3a Haaexalen
37. | paboty ¢ danbcnpmLUUpPOBaHHbBIMYU, anTeyHoM NPaKTUKN
[106pOoKayecTBEHHbIMU, KOHTPadaKTHbIMU
TOBapaMu anTe4YHOro acCopTUMeHTa?
M3onmpoBaHbl M cneynanbHO NyHKT 55 MpaBsun
38. | npoMapKupoBaHHble IeKapCTBEHHbIE NpenapaTthbl, | HaaAeXallen
npeaHasHavyeHHble A15 YHUHTOXKEHUA? NPaKTUKN XpaHEHUS
M3onmpoBaHbl 1u: nyHKT 30 MpaBun
Haanexawemn
NpaKTUKN XpaHEHUS
JIeKapCTBEHHbIE Npenaparbl, B OTHOLWEHUN nyHKT 30 Mpasun
KOTOPbIX MPUHATO peLleHne 0O Hag/ieXxallen
NPUOCTAHOBAEHUU NMPUMEHEHUSA? NpPaKTUKN XpaHEHUS
39.

JIeKapCcTBEHHbIE NpenapaTbl, B OTHOLLIEHUN
KOTOPbIX MPUHATO peLleHne 06 U3bATUN U3
obpalleHua?

nyHKT 30 Mpasun
Haaexalen
NPaKTUKN XpaHEHUS

danbcUdMLMPOBaHHbIe,
Hea06pOKaYeCTBEHHbIE U KOHTPadaKTHblE
NleKapCTBEHHbIE Npenaparbl?

nyHKT 30 MNMpasun
Hag/ieXxallemn
NPaKTUKN XpaHEHUS
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NMetoTcs v lOKYMEHTbI, ONMCbIBAtOWNE AeNCTBUS,
BbIMOJIHSiEMbIE CYOBLEKTOM 0bpalleHns
JIEKapCTBEHHbIX NPENapaToB, HarnpaBaeHHbIE Ha
cobnoaeHue TpeboBaHMN, YCTAHOBIEHHbIX
MpaBuiaMu HagNexalen NPakTUKN XpaHEHUS:

NyHKTbl 41 - 43 NpaBun
Haanexawemn
MPaKTUKN XpaHEHWUS

MHCTPYKUMN?

NyHKTbl 41 - 43 NpaBun
Haa/exalen
NMPaKTUKN XpaHEHWUS

40. CTaHAapTHble onepaunoHHble Npoueaypsbl NyHKTbl 41 - 43 lNMpasunn
(conw)? Hag/ieXkalemn
NMPaKTUKN XpaHEHNS
oT4eTbl (CBOAHbIE YKYpHabl)? NyHKTb1 41 - 43 NpaBun
Haanexawemn
NMPaKTUKN XPaHEHNS
JOroBopbI? NyHKTbl 41 - 43 NpaBun
Hag/ieXxallemn
MPaKTUKN XpaHEHNS
Bepnetcs n yyeT neKapCTBEHHbIX CpeacTB C nyHKT 11 MpaBuna
a1 OrpaHUYEHHbIM CPOKOM FOZIHOCTU Ha BYMayKHOM XpaHeHus
' HOCUTENE UM B INIEKTPOHHOM BUE C apXuBaLUMeEN? | NneKapCTBEHHbIX
cpencTs
YcTaHOBNEH 1N pyKOBOAUTENEM OpraHmM3aunm nyHKT 11 MpaBsun
42 nopsA0OK BeAeHUS ydeTa NeKapCTBEHHbIX CPEACTB C | XpaHeHUs
' OrpaHUYEeHHbIM CPOKOM? JIeKapCTBEHHbIX
cpeacTs
NmeeTcs in pa3paboTaHHbIN U YTBEPXKAEHHbIN NYHKT 24 Mpasun
KOMIJIEKC Mep, HanpaB/IEHHbIN HA MUHUMU3aUMIO | Haaaexallen
43. pUCKa KOHTaMUHALMWN NEeKApPCTBEHHbIX MPENapaToB, | NPaKTUKMU XPaHEHUS
C Y4ETOM YCJIOBUM COBMOAEHMS 3aLLUTBI OT
¢$aKTopoB BHeLHeN cpefbl ¢ 0dOpPMAEHUEM:
npuKasos? NyHKT 24 MpaBun
Hag/ieXxallemn
MPaKTUKN XpaHEHNS
COnNos? NYHKT 24 MNpaBun
Haaexalen
MPaKTUKN XPaHEHNS
MHCTPYKLUIA? NYHKT 24 Mpasun
Hag/iexallen
NMPaKTUKN XPaHEHNS
44, Pernctpupyrotca an pesynbtatbl TEMMNEpaTypHOro nyHKT 21 Mpasun

KapTMPOBaHUS U BIAXKHOCTU B CNeLMa/ibHOM
YXypHane (KapTe) perucrpauum Ha 6yMa)KHOM
HocuTene U (Un) B 3NEKTPOHHOM BUjE
€XXeJlHEBHO, B TOM YNC/IE B BbIXOAHbIE U
npasfaHuYHblE AHN?

Hag/ieXxallemn
NPaKTUKN XPaHEHUS;
nyHKT 23 Mpasun
Haanexalemn
NPaKTUKN XPaHEHUS;

NyHKT 7 MNpasun
XpaHeHns
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JIEKAPCTBEHHBIX
cpeacTs

XpaHATCA v xKypHabl (KapTbl) perncrpauum
TEMMEPaTyPHOro KApTUPOBaHUS B TEYEHUE ABYX
ner?

nyHKT 21 MpaBun
Haaexalen
NPaKTUKN XpaHEHUS;

nyHKT 23 MpaBun
Haa/exalen

4> NMPaKTUKN XpPaHEHUS;
nyHKT 7 MpaBun
XpaHeHus
JIeKapCTBEHHbIX
cpencTs
CobtogaeTcst /M 3anpeT Ha COBMECTHOE XpaHeHMe | NYHKT 34 Mpasun
B OQHOM TEXHUYECKM YKpPEenJeHHOM NoMeLLEeHUN Hag/ieXxallemn
JIeKapCTBEHHbIX NpenapaToBs, NpesyCMOTPEHHbIX NMPaKTUKN XpaHEHNS
46. nyHKTOM 32 lMpaBuna HagexXalllen NpakTUKu
XPaHEeHWs, N NeKapCTBEHHbIX NPenapaTos,
cofiepyKallnX CUNbHOAENCTBYOLLME AN A0BUTbIE
BellecTBa?
Cobntopgaetcs n 3anpeT Ha XpaHeHue OyHKT 51 Mpasun
OrHeonacHbIX N B3PbIBOOMACHbIX JIEKAPCTBEHHbIX Haanexalemn
npenapaTos BAA/N OT: MPaKTUKN XPaHEHNS
orHa? NyHKT 51 MNMpasun
Hag/iexallemn
NMPaKTUKN XPaHEHNS
47.
OTONUTE/IbHbIX MPUGOPOB? nyHKT 51 Mpasun
Haaexalen
NMPaKTUKN XpPaHEHNS
BO3/ENCTBMS MPSMbIX COJTHEYHbIX IyHein? OyHKT 51 Mpasun
Haaexallen
NMPaKTUKN XpaHEHNS
Cobntogaetcs v 3anpeT Ha XpaHeHue B OyHKT 20 Mpasun
NOMELLLEHUAX XPaHEHUS SIEKaPCTBEHHbIX Hag/iexallemn
npenaparos: NMPaKTUKN XPaHEHNS
NULEBbIX MPOAYKTOB? AyHKT 20 Mpasun
Haanexalemn
NMPaKTUKN XPaHEHNS
TabayHbIX U3aeNnin? nyHKT 20 Mpasun
48. Hag/iexallen

NMPaKTUKN XpaHEHUA

HaMUTKOB (33 UCKNIOYEHNEM MUTLEBOI BOAbI)?

nyHKT 20 Mpasun
Haa/exalen
NMPaKTUKN XPaHEHNS

JIeEKapCTBEHHbIX NPenapaTos,
npeaHasHaYeHHbIX A1 INYHOTO
MCMNOJIb30BaHMA PaboTHUKaMKN?

nyHKT 20 Mpasun
Haanexawemn
NPaKTUKN XpaHEHUS
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(ponxHOCTb U ®UNO AOMKHOCTHOrO nuua, 3anosIHMBLIETO
NPOBEPOYHbLIA NMCT, Noanucb, pAaTta)

(BOMKHOCTL U ®UNO AOMKXHOCTHOrO fMua WPULNYECKOTrOo SiMua, MNpPUCYTCTBOBABWENO
npy 3anofIHEHWW MPOBEPOYHOro fMCTa, MNOoA4MUCbL, AaTa)

MpunoxxeHue N 7

K npukasy PegepanbHOM CyXobl

no Hag3opy B chepe 34paBOOXpPaHEHMS
071 09.11.2017 N 9438

NMpoBepOYHbIA NUCT

(CcNUCOK KOHTPO/IbHLIX BOMPOCOB), WUCMONb3yeMblin depepanbHON Cnyx6oi
no Hag3opy B cdepe 34paBOOXpPaHEHUA M ee TeppuTOopuanbHbIMU OpraHamu
npu npoBeAeHMU MNNaHOBbIX MPOBEPOK MpU OCYylWecTBAeHUn degepanbHOro
rocyfapcTBeHHOro Hagsopa B chepe obpaueHus feKapCTBEHHLIX CPeACTB
(XpaHeHue fieKapcTBEHHbLIX NpenapaTtoB A1 MeAUUMHCKOrOo MpUMEHeHUS

B anTeke NpPOM3BOACTBEHHON C MpaBOM M3rOTOBMAEHUSA acenTU4ecKux

NeKapcTBEHHbLIX MpenapaTos)

(HaMMeHoBaHVe opraHa, OCYWecTB/SAWEro niaaHoBY0 NPOBEpPKY)

1. Bupg rocygapcTBEHHOI o KOHTpOnNs (Hag3opa)

2. NpeaMeT  NaHOBOIA NPOBEPKN PUANYECKNX UL, WU  WNHAUBUAYANbHbBIX
npeanpuvHUMaTenein  orpaHuymMBaeTcs o06a3aTefibHbMU TpeboBaHUSAMM, COGNKAEHME
KOTOpbIX SIBNSETCS Haubosiee 3HAYMMbIM C TOYKW 3PEHUS HeaonylweHUs BO3HUKHOBEHUS
Yyrpo3sbl MpUYUHEHUS Bpega XW3HW, 340POBbI rpaxgaH, W3M0XeHHbMW B dopme
NPOBEPOYHOro AncTa (CnMcKa KOHTPO/IbHLIX BOMPOCOB) .

3. HaummeHoBaHMe topuanyveckoro nvua, o¢ammnms, ums, oT4eCTBO (NpU HaNU4YUN)
WHAMBUAYA/IbBHOTO NpeanpuHUMaTEns :

4. MecTo npoBeAeHUs M/aHOBOIi NMPOBEPKM C 3anosiHeHWeM MPOBEPOYHOro fmMcTa:

5. PekBU3NTbl MpuKasa O npoBeaeHUn n1aHoBOW npoBepKn: OT

N

6. YJeTHblii HOMEp MPOBEPKM U faTa MPUCBOEHUS YYETHOrOo HOMepa MpPOBEPKU B
EAVHOM peecTpe MNpOBEpPOK:

7.  JlONXHOCTb, daMunns M MHMUMANL  AOMXHOCTHOrO  nuua  (4ud),
nposoAsuero(nx) naaHoByWw MNPOBEPKY:

1. ;

2. .

8. [epeyeHb BOMPOCOB, OTpaxawlMx cofepxaHue o6s3aTefbHbIX TpeboBaHuii,
OTBET Ha KOTOpble OAHO3HAYHO CBUAETENLCTBYET O COG/IAEHUN UNKU Hecob6geHUn
OPUANYECKUM INLIOM, WHAUBUAYANbHLIM NpeanpuHMMaTeneM 06a3aTesibHbIX Tpeb6oBaHwuii,
cocTaBnAwWUX NpeaMeT MPOBEpPKU:

N Bornipockl, oTpaXkarowme cogepkaHue PekBuanTeol BeiBOg, O
n/n obsa3atenbHbIx TpeboBaHUM HOPMaTUBHbIX BbIMOJIHEHUU
NpaBOBbIX aKTOB, C TpeboBaHuUM

®opma



yKazaHueM umx na HeT
CTPYKTYPHbIX €AUHMLL,
KOTOPbIMMU
YCTaHOB/IEHbI
obs3artenbHble
TpeboBaHus

®depepanbHbif 3akoH oT 12 anpens 2010 r. N 61-®3 "O6 obpalleHnn NekapcTBEHHbIX cpeacTB”
(CobpaHue 3akoHopaTenbcTBa Poccuitckont depepaumm, 2010, N 16, c1. 1815; 2016, N 27, cT. 4283)
(nanee - 61-03); MpaBuia HaaneXalleh MNPAKTUKU XpPaHEHUS U MNEPEBO3KU JIEKAPCTBEHHbIX
npenapatoB [Aas MeOULUMHCKOIO MPUMEHEHUS, YTBEPXAEHHble NPUKa3oM MuHUCTepcTBa
3apaBooxpaHeHus Poccuitckon ®epepaumm ot 31 asrycta 2016 r. N 646H (3apernctpupoBaH
MUHKUCTEpPCTBOM tocTULMK Poccuiickoit ®eaepaummn 9 sHeaps 2017 r., peructpauuoHHbiin N 45112)
(nanee - MpaBuna Hagnexallel NPaKTUKN XpaHeHus); NpaBuaa Hagnexallei anTedyHon NpakTUKK
JIEKApCTBEHHbIX MpenapaToB A/ MeOUUMHCKOTO MpPUMEHEHUs, YTBEPXAEHHbIE MNPUKA3OM
MuHucTepcTBa 3apaBooxpaHeHus Poccuitckont ®epepaumm ot 31 aerycta 2016 r. N 647H
(3apernctpupoBaH MUHKUCTEPCTBOM tOCTMUMKM  Poccuiickoin depepaumm 9 saHBaps 2017 r.,
peructpaumoHHbin N 45113) (manee - lMpaBwuna Hagnexallel antedyHol MpakTuku); [paeuna
XpaHeHWUs1 NeKAPCTBEHHbIX CPeACTB, YTBEPXKAEHHbIE NPUKAa30M MUHUCTEPCTBA 34PAaBOOXPaHEHUS U
coumanbHoro passutus Poccuiickon depepaumm ot 23 asrycta 2010 r. N 706H (3apeructpmpoBaH
MuHucTEpCcTBOM tocTULMKM Poccuiickon ®egepaumm 4 oktabpa 2010 r., peructpaumoHHbin N 18608)
C W3MEHEHUSAMW, BHECEHHbIMU MPUKA3OM MUHUCTEPCTBA 34PABOOXPAHEHUS U  COLMANBHOIO
pa3Butna Poccuiickon ®depepauumn ot 28 pgekabpa 2010 r. N 12214 (3apeructpupoBaH
MuHKCTEPCTBOM toCcTULMKM Poccuitckon Pepepaunn 4 pespans 2011 r., peructpaumnonHsiin N 19703)
(nanee - Npasuaa xpaHeHUsA NEeKApCTBEHHbIX CPEACTB)

YnpaBsieHne KayecTBoM (cTathbd 55 61-O3; rnasa Il MpaBun Hagaexallen anTeyHomn NPaKTUKKM)

YTBEpXAEHbI 1M PYKOBOAUTENEM CYbbEKTA NYHKT 4 MpaBun
1. obpalleHUs 1eKapCTBEHHbIX CPeACTB CTaHAaPTHbIE | HagneXallen
onepaLuoHHble npoueaypsbl (nanee - COM)? anTe4yHOM NpPaKTUKK
2. NmMeeTca M JOKYMEHTaLMA CUCTEMbI KayecTBa Ha | NYHKT 5 MpaBun
BYMaXKHbIX U (M) 3NEKTPOHHbIX HOCUTENAX: Haanexalemn
anTeyHoM NPaKTUKN
YKYPHanN perncrpaumm npmkasos noanyHKT "n" nyHkTa 5
(pacnopskeHuit) Mo cyb6bEeKTY PO3HUYHOM MpaBunn Haanexallemn
TOproean? anTeyHoM NPaKTUKK
YKYPHan eXxeiHEBHOM pernctpaumnm NoAnyHKT "K" NyHKTa 5
napaMeTpoB TEMMEpPATYPbl U BAAXKHOCTU B MpaBun Hagnexallen
NOMELLEHUSX A1 XpaHEHUS IEKAPCTBEHHbIX anTe4yHOM NpPaKTUKK
npenaparos?
YKYpPHaN nepuoanyeckon peructpaumm noAanyHKT "n" nyHkra 5
TeMNepaTypbl BHYTPU XOA0ANIbHOIO MpaBun Hagnexatlen
obopyaoBaHus? anTe4yHoM NPaKTUKN
YKYPHan y4yeta onepauui, CBA3aHHbIX C noAanyHKT "M" nyHkTa 5
obpalleHneM NeKapCTBEHHbIX CPeacTB, MpaBun Hagnexallen
BKJ/IOYEHHbIX B NepeYeHb NEKAPCTBEHHbIX anTe4yHOM NpPaKTUKK
CpeacTB, nogaexalmx npeaMeTHo-
KOIMYECTBEHHOMY YYeTY (Npu Hanu4um)?
JKYPHan yyeTa IeKapCTBEHHbIX NpenapaTos C NOANYHKT "p" NyHKTa 5
OrpaHNYeHHbIM CPOKOM rogHoCTU? MpaBun Hagnexallen
anTevyHoM NpPaKTUKK
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YKYPHan y4yeTa NocTynieHmns 1 pacxoia BakKUUH | noANyHKT "x" nyHKTa 5
(npw HannuuK)? MpaBua Hagnexallen
anTe4yHOM NpPaKTUKK

YKYpHaJ peructTpaumm pesynsraTos noanyHkKT "o" nyHKTa 5
NPUEMOYHOrO KOHTpons? MpaBWa HagexXallen
anTeyHoM NPaKTUKU

YKYPHan pernctpauum onepaumi, CBs3aHHbIX C | NoanyHKT "y" nyHkTa 5

060pOTOM HaPKOTUYECKUX CPEACTB, MpaBun Hagnexallen
MCUXOTPONHbIX BELLECTB U UX NPEKYPCOPOB (NpU | anTe4HOM NPaKTUKK
Hannuum)?

CucteMa obecneyeHus KauyecTBa XpaHeHUs U NePEBO3KK JIEKAPCTBEHHbIX NpenapaToB (cTaTbs 54 61-
®3; rnaea ll, NyHKTbI 3 - 6 MNpaBWA Haa/IexKalllei NPaKTUKK XpaHeH!s)

Ha3HaueHOo /in pyKoBoaUTENEM aNTEYHOM NyHKT 5 MpaBun
3. OopraHmMsaumnu AnMLo, OTBETCTBEHHOE 3a BHEPEHUE | HAANEeXalllen
1 obecrnevyeHmne CUCTEMbI KayecTBa? NpPaKTUKN XpaHEHUS

NHpacTpyKTypa. MoMelleHnsa A XpaHeHUs IeKapCTBEHHbIX npenapaTtos (cratba 58 61-03, riaBa
IV MpaBun Hagnexalen NpakTMKn XxpaHeHus; MNpaBuaa XpaHeHUs IEKapCTBEHHbIX CpeacTB; rnasa V
MpaBu HagNexXalleln anTeq4HoN NPaKTUKM)

NMmetoTcs n HeobxoguMble noMmelleHns (nam) nyHKT 11 Mpasun
30HbI, NPMHaANEXKaLLME anNTeYHOM OpraHM3aLMKn Ha | Haaaexallen
4 npaBe COGCTBEHHOCTM MUJIM HA UHOM 3aKOHHOM MPaKTUKN XpaHeHUs
) OCHOBaHMK, HEOBXOAUMbIE A1 OCYLLECTBAEHUS
[eATeNIbHOCTN NO XPAaHEHUIO JIEKAPCTBEHHbIX
npenapartos?
NmeeTcsa in 0603HaYeHHas 30Ha UK OTAeNbHOE NyHKTbI 15, 16 MNpasun
5. rnomMeuleHne nNpMeMKmn 1eKapcTBeHHbIX Hag/iexallemn

npenapatos? NMPaKTUKK XpaHeHUs

MNmeeTcs in 0603HaYEHHAs 30HA UK OTAE/IbHOE NyHKTbI 15, 16 MpaBun
6. NMOMeLLIEHNE XPaHEHUS IEKAPCTBEHHbIX Haa/1exalen
npenaparoB, TPeOYOWMX CreunabHbIX YCI0BUN? | MPAKTUKKU XpaHEHUS

NUMeeTca in ona xpaHeHWs BbISBJIEHHbIX NYHKTbI 15, 16 Mpasun
danbcnPrLUMpPOBaHHbIX, HEA06POKAYECTBEHHbIX, Haaexalen
KOHTpadaKTHbIX IEKapCTBEHHbIX MPenapaTos: NPaKTUKN XpaHEHUS
0603HayeHHas 30Ha? NYyHKTbI 15, 16 MpaBun
7. Haanexawemn

NMPaKTUKN XpaHEHUA

oTAe/ibHoe noMelleHne? NyHKTbI 15, 16 MNpaBun
Hag/ieXxallemn
NpPaKTUKN XpaHEHUS

MMeeTcs n 30Ha UAn oTAeNbHOE NOMELLEHNE, NyHKTbI 15, 16 MNpaBun
8 obecneuunBatoas TpebyemMsble YCNOBUS XpaHEHUS | Hagexallen
’ JIEKapCTBEHHbIX MpenapaToB A5 KapaHTUHHOIO NpPaKTUKN XpaHEHUS

XpaHeHMs NeKapCcTBEHHbIX NpenapaToB?

OcBelleHbl /I NOMELLLEHMSA U 30Hbl, UCNoJib3yeMble | NYHKT 17 MNMpasun
9. ON XpaHEHUS NeKapCTBEHHbIX NpenapaToB? Haanexalemn
NPaKTUKN XPaHEHUS
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OTaeneHbl n aJJ,MMHMCTpaTMBHO'GbITOBbIe

nyHKT 19 MpaBun

10. | noMelleHNs OT NOMELLEHUI XPaHEHUS Hag/ieXxallemn
JIeKapCTBEHHbIX NMpenapaToB? NpaKTUKN XpaHEHUS
NMeeTca v oTaenibHasA 30Ha (LWKadbl) Ans nyHKT 25 MpaBun

11 XpaHeHUst 060pya0BaHMS, MHBEHTaPS U Hag/iexallen
MaTepuanoB A Y6opKn (OUMCTKM), a TaKKe NpPaKTUKN XpaHEHUS
MOMLLMX U Ae3NHOULMPYIOLNX CPeacTB?

MpoBoanTtca v y6opka nometleHnin (3oH) ans nyHKT 25 MNpasun

12. XpaHEeHUA NeKapCTBEHHbIX NpenapaTos B Haanexalemn
cooTtBeTcTBUM ¢ COMNom? MPaKTUKN XpaHeHus
NmeeTcsa v rnagkas otaenka nomMeweHuin ans NYHKT 25 MNpaBun
XpaHeHUsl NeKapPCTBEHHbIX NpenapaToB Haanexalemn
(BHYTpPEHHME NOBEPXHOCTU CTEH, MOTO/IKOB), NpaKTUKN XpaHEHUS;

13. | monyckatrow,as BO3MOXHOCTb NPOBEAEHUS BIAXKHOM | NYHKT 6 MpaBun
YOOPKKN U UCK/TIHOYaKOLWAs HAKOMIEHME NblAn? XpaHeHus

NleKapCTBEHHbIX
cpeacTs
ObecneyveHa n 3alUMTa NOMELLEHUI AN XPaHeHUs | OYHKT 26 MpaBun
14. | neKapCTBEHHbIX MpenapaTtoB OT NPOHUKHOBEHMS Hag/ieXxallemn

HaCEKOMbIX, IPbI3yHOB U OPYTUX YKMBOTHbIX?

NMPaKTUKN XpaHEHUA

NHpacTpyKTypa. O6opyaosaHme (rnasa IV MpaBun Hagnexallen npakTMKu xpaHeHus; [pasuaa

XpaHeHMs NeKapCcTBEHHbIX CPeICTB)

15.

NmeeTcs in Heobxoamnmoe ob6opyaosaHue (B
XOPOLLIEM COCTOSAHUW M YUCTOE), NPUHaAeXKaLlee
opraHM3aumm Ha npaBe COGCTBEHHOCTU UM Ha
MHOM 3aKOHHOM OCHOBaHWUU?

nyHKT 11 Mpasun
Haaexalen
NPaKTUKN XpaHEHUS

16.

OcHalLeHbl I MOMeLLEHMS AN XPaHEHUS
JIEKapCTBEHHBIX CPeACTB NpubopamMu ans
peructpauumn napaMeTpoB Bo3yxa:

NyHKT 7 MNMpaBun
XpaHeHns
JIeKapCTBEHHbIX
cpeacTs

17.

TepMoMeTpamu?

nyHKT 7 MpaBun
XpaHeHUs

JIEKaPCTBEHHbIX
cpencTs

nyHKT 37 MpaBun
Haanexalemn
NPaKTUKN XpaHEHUS

rMrpomMeTpamm?

nNyHKT 7 MpaBun
XpaHeHus

JNIEKapCTBEHHbIX
cpeacTs

nyHKT 37 Mpasun
Haaexallen
NPaKTUKN XpaHEHUS
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3/1EKTPOHHBIMU TUrpoMeTpamMm?

nNyHKT 7 MpaBun
XpaHeHus
JIEKAPCTBEHHbIX
cpeacTs

nyHKT 37 Mpasun
Haanexalemn
NPaKTUKN XpaHEHUS

TepMorurpomeTpamm?

nyHKT 37 MpaBsun
Haaexallen
NpPaKTUKN XpaHEHUS

PasMeLaloTes M n3MepuTebHble YacTh NPMBOpPOB

NyHKT 7 MpaBun

ONs perucTpaumm napaMmeTpoB BO3ayxa Ha XpaHeHus
18. paccTosiHUM He MeHee 3 M OT ABEepPEN, OKOH NleKapCTBEHHbIX
oTonUTE/IbHbIX MPUOOPOB U Ha BbicoTe 1,5-1,7 M cpeacTts
oT nona?
Pernctpupytotcs M nokasaHus npnbopos ass NyHKT 7 MNMpaBun
perucTpauum napaMmeTpoB BO3/yXa eXXeJHEBHO B XpaHeHus
19. cneuunanbHOM XKypHae (KapTe) perucrpaumm Ha JNleKapCTBEHHbIX
OyMa)KHOM HOCUTENE MU B S1EKTPOHHOM BUJE C cpeacTs
apxuBaumei (415 3NEeKTPOHHbIX TMIPOMETPOB),
KOTOPbIN BeJETCS OTBETCTBEHHbLIM NNLOM?
CeptnuduumMpoBaHbl, KaMOGpPOBaHbI U NOABEpratoTca | OYHKT 7 MpaBun
20. JI1 NOBEPKe KOHTpo/iMpyloLye npmubopsl aas XpaHeHus
perncTpauuu napamMmeTpoB Bo3ayxa? NleKapCTBEHHbIX
cpencTs
NmeeTcsa i xonogmnbHoe obopyaoBaHue: NyHKTbI 21, 36, 37
MpaBun Haanexallemn
NpaKTUKN XpaHEHUS
XONOAUIbHbIE KaMepbl UK cneymanbHO NyHKTbI 21, 36, 37
21. obopyaoBaHHOe NoMelleHne? MpaBun Hagnexallemn
NPaKTUKN XpaHEHUS
dapMaueBTUYECKUE X0NI0ANbHbIE WKadbl MU | NYHKTbI 21, 36, 37
XOJIOANNBHUK ANS XPaHEHUS TEPMOJIabMbHbIX | MpaBma Hagnexallen
JleKapCTBEHHbIX CpeacTB? NPaKTUKN XPaHEHUS
MNmMeroTcs M cUCTeMbl KOHAMLMOHMPOBAHUS B NyHKTbI 21, 36, 37
NOMELLEHUSAX XPaHEHUS NEKAPCTBEHHbIX MpaBua Haanexallemn
npenaparos? NpaKTUKN XpaHEHUS;
22. NyHKT 4 MNpasun
XpaHeHus
JIEKAPCTBEHHbIX
cpencTs
MNMeroTcs M CUCTEMbI BEHTUASLMM B MOMELLEHUX | NYHKTbI 21, 36, 37
XpaHEeHUs1 NEKAPCTBEHHbIX NpenapaToB? MpaBun Haanexallemn
NpaKTUKN XpaHEHUS;
23. NYHKT 4 MNpaBun

XpaHeHus
JIEKAPCTBEHHBIX
cpeacTs
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Nmetotca nn LIJKad)bI MeTa/lJIn4YeCKHNE nnin
AepeBAHHbIE ANA XPaHEHUA NEKAPCTBEHHbIX

nyHKT 31 MpaBun
Haanexawemn

24,
npenaparos, NoAneXallmx npeaMeTHO- NpaKTUKN XpaHEHUS
KOJIMYECTBEHHOMY YYeTY?
NmeeTcsa v nhoMbup ans oneyatbiBaHMs B KOHUe | nyHKT 31 MpaBun
pabouyero aHs WKadpoB MeTaIMYECKUX NN Hag/ieXxallemn

25. | AepeBsAHHbIX (MM NOMELLEHWNIM) AN XPaHEHUS NPaKTUKN XPaHEHUS
JIEKapCTBEHHbIX NMpenapaTtoB, NoANEXaLLNX
npeaMeTHO-KOJIMYECTBEHHOMY y4eTy?

26. MmetoTcs in B noMeLlEeHUaxX 415 XpaHeHUs nyHKT 29 MpaBun

JIEKAPCTBEHHbIX NPenapaTos:

Hag/iexallen
NPaKTUKN XPaHEHUS;
nyHKT 31 MpaBun
Haaexallen
NPaKTUKN XpaHEHUS;
NyHKT 5 MNMpaBun
XpaHeHus
JNIEKapCTBEHHbIX
cpeacTs

cTennaku?

nyHKT 29 MpaBun
Hag/iexallen
NPaKTUKN XPaHEHUS;
nyHKT 31 MpaBsun
Haaexallen
NPaKTUKN XpaHEHUS;
NyHKT 5 MNMpaBun
XpaHeHus
JNIEKapCTBEHHbIX
cpeacTs

wkadbI?

nyHKT 29 MpaBun
Hag/iexallemn
NPaKTUKN XPaHEHWUS;
nyHKT 31 MpaBun
Haaexallen
NPaKTUKN XpaHEHUS;
NyHKT 5 MNMpaBun
XpaHeHus
JNIEKapCTBEHHbIX
cpeacTs

nopaaoHbI?

nyHKT 29 MpaBun
Hag/iexallen
NPaKTUKN XPaHEHUS;
nyHKT 31 MpaBsun
Haaexallen
NPaKTUKN XpaHEHUS;
NyHKT 5 MNMpaBun
XpaHeHus
JNIEKapCTBEHHbIX
cpeacTs
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NOATOBAPHUKN? nyHKT 29 Mpasun
Haanexawemn
NPaKTUKN XpaHEHUS;
nyHKT 31 Mpasun
Hag/ieXxallemn
NPaKTUKN XpaHEHUS;
NyHKT 5 MNpasun
XpaHeHus
NleKapCTBEHHbIX
cpencTs

MmetoTca in 3anacHble NOBEPEHHbIE CpeacTBa nyHKTbl 39, 40 MNMpasun
M3MEepEeHMS B Clly4ae PEMOHTA, TEXHUYECKOTO Haanexawemn
ob6cny)X1BaHUs, NoBepkn 060pyaoBaHUS U CPEACTB | MPAKTUKM XpaHEHMS;
27. n3mMepeHmsa? NyHKT 7 MNpasun
XpaHeHus
NleKapCTBEHHbIX
cpencTs

Mpoueccbl OeaTeNlbHOCTM CyObeKTa PO3HUYHOWM TOProB/AM TOBapaMM anTEYHOrO0 acCOPTUMEHTA.
HenctBna cybbekta obpalleHMs JIEKApCTBEHHbIX MpPenapaTtoB MO XpaHeHuo. [OKyMeHTbl MO
XPpaHEHWIO IEKapCTBEHHbIX NpenapaTtoB. OUeHKa AesTenbHoCcTH (cTaTba 58, NyHKT 3 ctatbu 9 61-03;
1aBa V, VI MNpaBun Hagnexallen NpakTMKM xpaHeHus; [paBuaa XxpaHeHMs IEKapCTBEHHbIX CPeACTB;
rnasa VI v VIl NMpaBua Haanexallen anTeqyHom NpaKTUKK)

28. CoOTBETCTBYIOT JIN CBEAEHUSA pe3yNbLTaToB NyHKT 46 Mpasun
NPMEMOYHOIO KOHTPO/IS CBEAEHUAM B Hag/ieXxallemn
TOBApOCOMNPOBOAUTESIbHOM AOKYMEHTALUUM: NPaKTUKN XpaHEHUS;
nyHKT 40 MpaBun
XpaHeHus
JNIEKapCTBEHHbIX
cpeacTs

Mo acCOPTUMEHTY U KONNYeCTBY? NYHKT 46 Mpasun
Hag/iexallemn
NPaKTUKN XPaHEHWUS;
nyHKT 40 MpaBsun
XpaHeHus
JNIeKapCTBEHHbIX
cpeacTs

no KayecTBy? NYHKT 46 MNpaBun
Haaexalen
NPaKTUKN XPaHEHUS;
nyHKT 40 MpaBun
XpaHeHus
JIEKAPCTBEHHbIX
cpencTs

no co6I0AEeHNIO CreLnanbHbIX YCI0BUI OYHKT 46 MNpasun
XpaHeHus (NPY HaIMYUKU TaKoro TPeBGOoBaHUSI B | Haf/IeXKalllein
HOPMAaTUBHOM JOKYMEHTaL MM Ha NPaKTUKN XpaHEHUS;
JleKapcTBEHHbIN Npenapar)? nyHKT 40 Mpasun
XpaHeHus
JNIeKapCTBEHHbIX
cpeacTs
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Mo HaMYMIO MOBPEXAEHUI TPAHCNOPTHOM
Tapbl?

NYHKT 46 Mpasun
Haanexawemn
NPaKTUKN XpaHEHUS;
nyHKT 40 Mpasun
XpaHeHus
JIEKapCTBEHHbIX
cpencTs

29.

Co3,u,aHa I NpneMHasa KOoMUccua ana nposeaeHus
NMPUEMOYHOI0 KOHTPOJ14, YTBEPXXAEHHAA NMPUKAa3oOM

pyKoBoauTens cybbekta po3HUYHOMN TOProBan?

NyHKT 49 MpaBsun
Haaexallen
anTevyHoM NpaKTUKK
XpaHeHUs

30.

OdopMAnaAoTCSA N € NPOCTaBAEHUEM LUTAMNNA O

npneMke, noanncbko MaTepmasibHO-OTBETCTBEHHOIO

/LA, 3aBEPEHHOI NeYaTblo (Npu HaAn4IUK)
Cyb6beKTa pO3HMYHOWM TOProBAU:

NYHKT 46 MpaBun
Haaexalen
anTe4yHOM NpPaKTUKK

cyeTa-daKTypbI?

NyHKT 46 Mpasun
Haanexalemn
anTe4yHoM NPaKTUKN

TOBApPHO-TPaHCNOPTHbIE HaKfIa,EI,HbIE?

NYHKT 46 MpaBun
Haanexawemn
anTe4yHOM NpPaKTUKK

peecTp JOKYMEHTOB Mo KayecTBy?

NYHKT 46 MpaBun
Haa/exalen
anTe4yHOM NpPaKTUKK

31.

MpoxoasT A TOBapbl aNTEYHOro aCCOPTUMEHTA [0

noflayM B TOProByt 30HY NPeAnpPoAaXKHYH
NoAroToBKY?

nyHKT 50 MpaBun
Haa/exalen
anTeyHoM NPaKTUKM

32.

NaeHTUPULMPYIOTCS N XpaHSLMECS
JIeKapCTBEHHbIE CpeACcTBa B COOTBETCTBUMU C
NpMMeHSEMOMN CyGbEKTOM OB palLleHUs
JIEKapCTBEHHbIX MPenapaToB cMCTEMOM yyeTa?

NyHKT 29 MNpasun
Haanexawemn
NPaKTUKN XpaHEHUS;
NyHKT 49 MNpasun
Hag/iexallemn
NPaKTUKN XpaHEHUS

33.

OcylecTBASETCS N XpaHEHUE JIEKAPCTBEHHbIX
npenapaToB C y4eTOM TpeboBaHUI:

NyHKT 47 MNpasun
Hag/ieXxallemn
NPaKTUKN XpaHEHUS;
nyHKT 40 Mpasun
XpaHeHus
NeKapCTBEHHbIX
cpeacTs

perncTpaLoHHOe A0Chbe Ha JIEKAPCTBEHHbIN
npenapar?

HOPMaTUBHOW JOKYMEHTALMMK, COCTaBAAIOLLIEN

nyHKT 47 MpaBsun
Hag/ieXxallemn
NPaKTUKN XPaHEHUS;
NYHKT 40 MNpasun
XpaHeHus
NeKapCTBEHHbIX
cpencTs
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WUHCTPYKLMM NO MEAULIMHCKOMY MPUMEHEHUIO?

NyHKT 47 MpaBun
Haanexawemn
NPaKTUKN XpaHEHUS;
nyHKT 40 Mpasun
XpaHeHus
NleKapCTBEHHbIX
cpencTs

MHpopMaLUmn, cogepXKaLlencsa Ha NePBUYHOM U
(nn1) BTOPUYHOI YNaKOBKe JIEKapCTBEHHOMO
npenapara 1 TpaHCNOPTHON Tape?

NyHKT 47 MNMpasun
Haaexallen
NpaKTUKN XpaHEHUS;
nyHKT 40 MpaBun
XpaHeHus
JNIEKapCTBEHHbIX
cpeacTs

34.

Pa3mMelLaloTcs M IeKapcTBEHHbIE Npenaparhbl B
noMeLLeHusx n (Mm) 3o0Hax gns XpaHeHus
JIEKApPCTBEHHbIX NPEnapaToB B COOTBETCTBUM C
Tpe6oBaHUSAMN HOPMATUBHOM JAOKYMEHTaLUN U
(unun) TpeboBaHMAMM, YKa3aHHbIMU Ha YNaKOBKe
JIeKapCTBEHHOrO Npenapara, ¢ y4eToM:

NyHKT 49 Mpasun
Haaexallen
NPaKTUKN XPaHEHUS;
NYHKT 8 MpaBun
XpaHeHus
JNIeKapCTBEHHbIX
cpeacTs

OU3NKO-XMMUYECKMNX CBONCTB JIEKAPCTBEHHbBIX
npenapartos?

NyHKT 49 MpaBsun
Haaexalen
NPaKTUKN XpaHEHUS;
NyHKT 8 MpaBun
XpaHeHUs
JIeKapCTBEHHbIX
cpeacTs

bapmaKkonormyeckmx rpynn?

NyHKT 49 Mpasun
Haaexalen
NPaKTUKN XpaHEHUS;
NyHKT 8 MpaBun
XpaHeHus
JIEKapCTBEHHbIX
cpeacTs

cnocoba BBeEeHUs NEKAPCTBEHHbIX
npenapartos?

NyHKT 49 MpaBun
Haanexalemn
NPaKTUKN XpaHEHUS;
NyHKT 8 Mpasun
XpaHeHus
JIEKAPCTBEHHbIX
cpeacTs

35.

XpaHATCS M CBETOYYBCTBUTE/IbHbIE IEKAPCTBEHHbIE
npenapartbl B 3aLUMLLIEHHOM OT cBeTa MecTe?

OYHKT 52 lMNpasun
Hag/iexallen
NPaKTUKN XPaHEHUS;
NYHKTbI 24 - 26 lNMpaBun
XpaHeHus
JIEKAPCTBEHHbIX
cpencTs

36.

XpaHATCA n BIaro4yBCTBUTE IbHbIE

NyHKTbI 21, 47 MNMpasun
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JNIeKapCTBEHHbIE CPEACTBa B 3aLLULLEHHOM OT B/iaru
mecTte?

Haaexallen
NpaKTUKN XpaHEHUS;
NyHKTbI 27 - 29 MNpaBun
XpaHeHus
JNIeKapCTBEHHbIX
cpeacTs

HasHayeHOo 1 NPUKa3oM pyKoBOAUTENS CyGbEKTa
PO3HWYHOM TOProB/IM OTBETCTBEHHOE JINLIO 33

NYHKT 66 MpaBun
Hag/ieXxallemn

37. paboTy ¢ danbCcMPULMPOBAHHBIMMU, anTe4yHoM NPaKTUKK
[006pPOKaYeCTBEHHbIMU, KOHTPapaKTHbIMMU
TOBapaMM anTe4YHOro accopTUMeHTa?
M3onmpoBaHbl M cneumnanbHO NyHKT 55 MpaBun
38. NPOMapKMPOBaHHbIE IEKAPCTBEHHbIE MpenapaTtbl, | Hagaexawen
npeaHasHavyeHHble A5 YHUYTOXKEHUSA? MPaKTUKN XPaHEHNS
N3onunpoBaHbl n: nyHKT 30 Mpasun
Hag/iexallen
NMPaKTUKN XPaHEHNS
NeKapCTBEHHbIE NpenapaTbl, B OTHOWEHNN nyHKT 30 Mpasun
KOTOPbIX NPUHSATO peLlleHne o Hag/ieXxallemn
NPUOCTAHOBAEHUU NMPUMEHEHUS? NMPaKTUKN XPaHEHNS
39.
NeKapcTBeHHble NpenapaTtbl, B OTHOWEHUN nyHKT 30 MpaBun
KOTOPbIX MPUHATO pelueHne 06 N3bATUU 13 Hag/ieXxallemn
obpalleHus? MPaKTUKN XPaHEHNS
danbcndrunpoBaHHsble, nyHKT 30 lMNpaBun
HenobpoKayeCcTBEHHbIE U KOHTpadaKTHble Haanexalemn
JleKapcTBeHHbIe NpenapaTtbl? MPaKTUKN XpPaHEHNS
NmMeroTcs M AOKYMEHTbI, ONUChIBatoLWMe AeNCTBUS, | NYHKTbI 41 - 43 MpaBun
BbIMOJIHSiEMbIE CYOBLEKTOM 0bpaLLeHns Haanexalemn
JIeKapCTBEHHbIX NpenapaToB, HaMNpaBJ/IEHHbIE Ha NMPaKTUKN XPaHEHNS
cobnoaeHue TpeboBaHMMN, YCTAHOBIEHHbIX
MpaBunaamMm Haaaexallen NpakTUKN XpaHeHUS:
MHCTPYKLUUN? NyHKTbI 41 - 43 lNMpaBunn
Haaexallen
NMPaKTUKN XPaHEHNS
40. CTaHAApTHbIE OMNepauMoHHbIe npoueaypbl NyHKTbI 41 - 43 lNMpaBunn
(COonmMei)? Haasiexxallen
NMPaKTUKN XpaHEHNS
oT4eTbl (CBOAHbIE KYpHasbl)? NyHKTbI 41 - 43 MpaBun
Haanexalemn
NMPaKTUKN XPaHEHNS
[OroBopbI? NyHKTbl 41 - 43 NpaBun
Haanexalemn
NMPaKTUKN XPaHEHNS
41. Bepetcsa M yyeT neKapCTBEHHbIX CPeacTB C nyHKT 11 Mpasun

OrpaHMYEHHbIM CPOKOM FrOAHOCTU Ha BYMaXKHOM
HOCUTEJIE MU B INIEKTPOHHOM BUIe C apXmBaLmnein?

XpaHeHUs
JIeKapCTBEHHbIX
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cpencTs

YCTaHOBJIEH /1N PYKOBOAUTENIEM OpPraHU3aLum
NnopAAoK BeAEHMS YYETa JIEKAPCTBEHHbIX CPEACTB C

nyHKT 11 MpaBsun
XpaHeHus

42. OrpaHUYeHHbIM CPOKOM? JIeKapCTBEHHbIX
cpencTs
NmeeTcs in pa3paboTaHHbIA U YTBEPXKAEHHbIN NYHKT 24 MNpaBun
KOMMJIEKC Mep, HaNpaB/IEHHbIN HAa MUHUMM3ALMIO | HagNexallen
pUCKa KOHTaMUHALMN NeKAPCTBEHHbIX MPenapaToB, | NPaKTUKMN XPaHEHUS
C Y4ETOM YCJIOBUM COBMOAEHMS 3aLLNTbI OT
$aKTOpOB BHELLHEN cpefibl C 0POPMIEHUEM:
npuKasoB? NYHKT 24 Mpasun
Haanexalemn
43. MPaKTUKM XpaHeHUs
COlloB? NYHKT 24 MpaBun
Haaexalen
NMPaKTUKN XPaHEHNS
MHCTPYKLUUIA? NYHKT 24 MNpaBun
Haa/exalen
NMPaKTUKN XPaHEHNS
Pernctpumpyrotcsa v pesynbtatbl TEMMNEpaTypHOro nyHKT 21 Mpasun
KapTUPOBaHUS 1 BAAXKHOCTU B CNELMasIbHOM Haanexalemn
XypHane (KapTe) peructpauum Ha 6yMa)KHOM MPaKTUKN XPaHEHUS;
HocuTesne 1 (MnKn) B 31eKTPOHHOM BUae nyHKT 23 NMpasun
44, eXeHEeBHO, B TOM 4YUC/ie B BbIXOAHbIE U Hag/iexallen
npasaHUYHble AHN? NPaKTUKN XpaHEHUS;
NyHKT 7 MpaBun
XpaHeHus
JIeKapCTBEHHbIX
cpencTs
XpaHATCA M KypHanbl (KapTbl) perucrpaumm NyHKT 21 Mpasun
TeMrepaTypHOro KapTUpPOBaHUA B TeYeHMe ABYX Haanexalemn
ner? MPaKTUKN XPaHEHUS;
nyHKT 23 NMpasun
45, Haaexalen
NPaKTUKN XpaHEHUS;
NyHKT 7 MpaBun
XpaHeHus
JIeKapCTBEHHbIX
cpencTs
Cobntogaetcst v 3anpeT Ha COBMECTHOE XpaHeHMe | OYHKT 34 Mpasun
B OLHOM TEXHMYECKM YKPENJIEeHHOM NOMeLLEHNN Haanexalemn
JIeKapCTBEHHbIX NpenapaTos, NpeasyCMOTPEHHbIX NMPaKTUKN XpaHEHNS
46. | nyHkTOM 32 MpaBua Hagaexallen NpakTUKm
XPaHEeHWS, N NeKapCTBEHHbIX NPEnapaTos,
COAEPKALLMX CUSIbHOAEMCTBYIOLWME MU AA0BUTbIE
BewecTa’?
47. Cobntogaetcs /iv 3anpeT Ha XpaHeHue nyHKT 51 Mpasun

OrHEOMacHbIX U B3PbIBOOMACHbIX IEKAPCTBEHHbIX
npenapaToB BAAW OT:

Haanexalemn
NPaKTUKN XpaHEeHUS
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OrHAa? nyHKT 51 MpaBun
Haanexawemn
NpaKTUKN XpaHEHUS

OTOMUTEJIbHbIX NPUGOpPOB? nyHKT 51 MpaBun
Haaexalen
NpPaKTUKN XpaHEHUS

BO3ENCTBMSA MPSAMbIX COJTHEYHbIX JIyYen? OYHKT 51 MNpasun
Haaexalen
NPaKTUKN XpPaHEHUS

Cobnrogaetcst M 3anpeT Ha XpaHeHUE B nyHKT 20 Mpasun
NOMeELLEHUSAX XPaHEHNS NEKAPCTBEHHbIX Hag/ieXxallemn
npenaparos: NMPaKTUKN XPaHEHNS
MULLEBBIX MPOAYKTOB? nyHKT 20 MpaBun
Hag/ieXxallemn

NMPaKTUKN XpaHeHUA

TabayHbIX U3JEeNNIA? nyHKT 20 Mpasun
48. Hag/iexallemn
NPaKTUKN XpaHEHUS

HamMMTKOB (3a UCKJIloYEeHMEM NUTLEBOM BoAb!)? | NYHKT 20 MpaBun
Hag/iexallemn
NPaKTUKN XpaHEHUs!

NIeKapCTBEHHbIX NPENapaTos, nyHKT 20 Mpasun
npeaHasHaYyeHHbIX A5 JIMYHOTO Haasiexxallen
MCMoNb30BaHWs PaBoTHUKaMMK? NPaKTUKK XpaHeHUs

(ponxHOCTb U ®UNO AOMKHOCTHOrO nuua, 3anosIHMBLIETO
NPOBEPOYHLIA AUCT, NOANUCL, faTa)

(AonxHOCTb M ®NO0 AOMKHOCTHOrO fAuua PUAMYECKOro Auua, NPUCYyTCTBOBAaBLErO
npu 3anofiHeHNUU MNPOBEPOYHOro AucTa, nognuck, pgarta)

MpunoxeHne N 8

K npukasy PegepanbHOM CayXobl

no Haa3opy B chepe 34paBOOXPaHEHNS
071 09.11.2017 N 9438

®opma

MpoBEpPOYHbLIA NUCT
(CNUCOK KOHTPO/IbHLIX BOMPOCOB), WUCMONb3yeMblin defepanbHON Cnyx6oi
no Hafj3opy B coepe 34paBOOXpPaAHEHUA M ee TeppuTOpuanbHbLIMA OpraHamu
npu npoBeAeHMU MNNaHOBbIX MPOBEPOK MNpU OCylWecTBAeHUn degepanbHOro
rocygapCcTBeHHOro Hagsopa B cbepe obpaweHus NeKapCTBEHHbIX CPeACTB
(XpaHeHue fleKapCcTBEHHbLIX NpenapaTtoB A1 MeAUUMHCKOrO0 MpUMEeHeHUs
B MeAUUMHCKMX opraHum3aumsax um ux 060CO6/EHHbIX noapasfeneHnsax
(ueHTpol (oTAeneHna) obweir BpayebHOW (CeMeliHOl) NpaKTuKM,
ambynaTtopun, o¢enbguepckue n ¢enbalepcKo-akywepcKmue MyHKTH),
pacnosioKeHHble B CEeNbCKUX HacCesIeHHbIX MyHKTax)
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(HaMMeHoBaHMe opraHa, OCYWEeCTBAAWWEro NIaHOBYKW MPOBEpPKY)

1. Bupg rocygapcTBEHHOI o KOHTpONs (Hag3opa)

2. MpegmMeT  NAaHOBOW  MNPOBEPKU HOPUANYECKUX UL, U UHAMBUAYANbHbIX
npeanpuHuUMaTenei orpaHum4uBaeTcs o0b6si3aTenbHbMM TpeboBaHuAMKM, Cco6oAEHNE
KOTOpbIX SIBNSETCHA Haubosiee 3Ha4YMMbIM C TOYKW 3PEeHUS HeponyweHus BO3HUKHOBEHUSA
Yyrpo3bl MpUYUHEHUS Bpefa XW3HU, 340POBbI rpaxgaH, W3M0XeHHbMW B dopme
NPOBEPOYHOro NucTta (CnuckKa KOHTPOJIbHLIX BOMPOCOB).

3. HaumeHoBaHMWe wWpMANYECKOrOo nuua, damunusa, nmsA, OT4HecTBO (MpW HaNM4num)
NHAMBUAYANBHOT O npegnpuHUMaTens :

4. MecTO npoBefeHusa naaHoBOW npoBepkKn C 3anoJ/IHEHNEM MNPOBEPOYHOIro ncTa:

5. PeKBM3UTHl NMpuKasa O NpPoBeAeHUM MNIaHOBOK NMPOBEpPKU: OT

N

6. YYeTHbn HOMEp NPOBEPKW WM AaTa MPUCBOEHMSA YYETHOro HoMepa MPOBEpPKM B
EQVHOM peecTpe MpoBEpPOK:

7. JONMXHOCTb, damununsa " MHULMan. OOMKHOCTHOI O nnua (nuu),
nposoAswero(nx) naaHoOBY MPOBEPKY:

1. ;

2.

8. [MepeyeHb BOMPOCOB, OTpaxawwWnx cogepxaHue obaA3aTeNbHbIX TpeboBaHWUiA,
OTBET Ha KOTOpble O4HO3HAYHO CBMAETENbCTBYET O COOGAAEHMUM UM HecobigeHun
pUAUHECKUM TNLOM, WHAUBUAYANbHBIM NpeanpuHumMaTesnieM ob6A3aTenbHblX TpeboBaHuii,
cocTaBAsAwwMX npeaMeT MPOBEpPKU:

N Bornipockl, oTpaXkarowme cogepkaHue PekBuanTbl BbiBOg, O
n/n obs3aTenbHbIX TPe6oBaHWI HOPMATMBHbIX BbIMOJIHEHUU
NpaBOBbIX aKTOB, C TpeboBaHUM
YKasaHMeM ux
CTPYKTYPHbIX €4MHML, Aa HET

KOTOPbIMMU
YCTAHOB/IEHbI
obs3arenbHbie
TpeboBaHMUS

®epepanbHbin 3akoH OT 12 anpens 2010 r. N 61-®3 "O6 obpalleHnn NeKapcTBEHHbIX cpeacTs”
(CobpaHue 3akoHopaTenbcTBa Poccuitckon depepaumm, 2010, N 16, c1. 1815; 2016, N 27, cT. 4283)
(nanee - 61-03); MpaBuaa HagAeXKallen MPAKTUKM XPaHEHUS U MEPEBO3KU JIEKAPCTBEHHbIX
npenapaTtos Aas MeOULUMHCKOrO MPUMEHEHUs, YTBEPXAEHHbIE MNPUKa3oM MuHUCTepcTBa
3apaBooxpaHeHus Poccuitckon ®depepaumm ot 31 asrycta 2016 r. N 646H (3apernctpupoBaH
MuHucTEPCTBOM tocTuLMn Poccuiickon ®epepaummn 9 ausaps 2017 r., peructpaumoHHbliin N 45112)
(nanee - MpaBuna Hagnexallel NPaKTUKN XpaHeHus); NpaBuaa Hagnexallen anTe4yHon NpaKkTUKK
NIeKapCTBEHHbIX MpenapatoB Aas  MeOMUMHCKOIO MNPUMEHEHUSs, YTBEP)KAEHHble MNPMKa3oM
MuHucTepcTBa 3apaBooxpaHeHuss Poccuitckonn ®epepauym ot 31 aerycta 2016 r. N 647H
(3apeructpupoBaH MwuHUCTEPCTBOM tOCTULUMKM  Poccuiickoit depepaumm 9 guBapsa 2017 .,
peructpaumoHHbii N 45113) (manee - lMpaBuna Hagnexallel anTteyHol npakTuku); [Npasuna
XpaHEHUs! IEKapPCTBEHHbIX CPeACTB, YTBEPXKAEHHbIE NPUKAa30M MUHUCTEPCTBA 3[4PaBOOXPaHEHUS U
coumanbHoro passutns Poccuiickon depepaumm ot 23 asrycta 2010 r. N 706H (3apeructpupoBaH
MuHUCTEpCTBOM tocTULMK Poccuitickon ®eaepaumum 4 oktabpa 2010 r., permctpaumoHHbiii N 18608)
C W3MEHEHWSIMU, BHECEHHbIMW NPUKA3OM MUHUCTEPCTBA 34pPaBOOXPAHEHUS WM  COLMANBHOIO
pa3Butna Poccuiickoit ®depepauumn oT 28 pekabps 2010 r. N 12214 (3aperucTpupoBaH
MUHKUCTEPCTBOM tocTULIMK Poccuitickoin Gepepauun 4 pespans 2011 r., perucrpaumoHHbiin N 19703)
(nanee - NMpaBuna xpaHeHUs NeKaPCTBEHHLIX CPeCTB)

YnpaBsieHWe KayecTBoM (cTathbd 55 61-®3; rnasa Il MpaBun Hagaexallen anTedyHon NPaKTUKK)
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YTBEPXKAEHbBI JIM PYKOBOAUTENEM CYObEKTA
1. 06palleHMs IEKapCTBEHHbIX CPeACTB CTaHAaPTHbIE
onepauMoHHble npoueaypsl (aanee - COM)?

NYHKT 4 MNpaBun
Haanexawemn
anTe4yHOM NpPaKTUKK

MMeeTcs M AOKYMEHTALMSA CUCTEMBI KaYecTBa Ha
2. B6YMaXKHbIX U (MI1) 3NEKTPOHHBIX HOCUTENAX:

NyHKT 5 MpaBun
Haaexalen
anTe4yHoM NpPaKTUKn

YXYpHas permctpauum npukasos
(pacriopsxeHuin)?

noanyHKT "n" nyHkTa 5
MpaBun Hagnexallen
anTeYyHoM NPaKTUKK

YKYpHan exxeHeBHOM permcrpaumm
napaMeTpoB TEMMEpPATYPbl U BAAXKHOCTU B
NOMELLLEHUSX AN XPaHEHUS IEKaPCTBEHHbIX
npenaparos?

noAnyHKT "K" nyHkTa 5
MpaBun Hagnexallemn
anTeyHoun NMPaKTUKn

YKYPHa NepuoanyecKon permctpaumm
TemMnepaTypbl BHYTPU XON0ANBHOTO
obopynoBaHus?

noAnyHKT "n" nyHkra 5
MpaBua HagaexXallen
anTe4yHOM NpPaKTUKK

YKYpHas yyeTa onepauuit, CBS3aHHbIX C

o6 pallleHMeM NIeEKapCTBEHHbBIX CPEACTB,
BKJIIOYEHHbIX B NepeYeHb JIEKAPCTBEHHbIX
CpecTB, NoAexallmx npeamMeTHo-
KOIMYECTBEHHOMY YYeTY (Npu Hanu4um)?

noAnyHkKT "M" nyHKra 5
MpaBun Hagnexallemn
anTe4yHoM NPaKTUKN

YKYPHaJ yyeTa IeKapCTBEHHbIX NPENapaToB C
OorpaHMYeHHbIM CPOKOM roAHOCTU?

noAnyHKT "p" nyHkTa 5
MpaBun Hagnexallen
anTe4yHoM NPaKTUKN

YKYpHas yyeTa nocTyrnieHns u pacxoma BaKLmH
(npu Hann4uK)?

noAnyHkKT "x" nyHKra 5
MpaBun Hagnexallen
anTe4yHOM NpPaKTUKK

YKYpHaJ peructpaumm pesynsraTos
NMPUEMOYHOTO KOHTPOA?

noAnyHKT "¢" nyHkTa 5
MpaBun Hagnexallemn
anTe4yHOoM NpPaKTUKK

NHpacTpyKTypa. MoMelleHUsa A8 XpaHeHUs IeKapcTBEHHbIX npenapaTtos (cratha 58 61-03, riaBa
IV MpaBun Hagnexallen NpakTkm xpaHeHus; MNpaBu/ia XpaHEHUS IEKAPCTBEHHbIX CPeACTB; [1aBa V

MpaBua HagnexXallen anTe4Hon NPaKTUKK)

NmeeTca v 0603HaYeHHas 30Ha UK OTAe/IbHOe
3. NoMeLLEHNE MPUEMKU JIEKAPCTBEHHbIX
npenapartos?

NyHKTbI 15, 16 MpaBun
Haanexawemn
NPaKTUKN XpaHEHUS

NMeeTcs M 0603HAYEHHAs 30Ha UK OTAENbHOE
4, NoMeLLEHNE XPaHEHUS IEKAPCTBEHHbIX
npenapaToBs, Tpebylolnx cneumnanbHbIX YCIOBUIN?

NyHKTbI 15, 16 MNpaBun
Hag/ieXxallemn
NMPaKTUKN XpaHEHUS

5. NMeeTcs in Ans XpaHeHMs BbISIBNEHHbIX
danbcnPrUMpPOBaHHbIX, HEA06POKAYECTBEHHbIX,
KOHTpadaKTHbIX JIEKapCTBEHHbIX MpenapaTos:

NyHKTbI 15, 16 MNpaBun
Haaexalen
NMPaKTUKN XpaHEHUS

o0603HayeHHas 30Ha?

NyHKTbI 15, 16 MpaBun
Hag/iexallen
NPaKTUKN XpaHEeHUs!
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oTaenbHoe noMmelleHme?

NyHKTbI 15, 16 MpaBun
Haanexawemn
NMpPaKTUKN XpaHEHUS

6. MmeeTcs n 30Ha UAn oTaeNbHOE NOMELLIEHNE, NyHKTbI 15, 16 MNpaBun
obecneynBatollan TpebyeMble YCI0BUSA XPaHEHNS | HaaeXallen
JIEKapCTBEHHbIX NMpenapaToB A5 KapaHTUHHOIO NpPaKTUKN XpaHEHUS
XpaHEeHUs NeKapCTBEHHbIX NpenapaToB?

7. OcBelleHbl /I NOMELLLEHMSA U 30Hbl, UCNOJIb3yeMble | NYHKT 17 MNMpaBsun
AN XpaHEHUs IeKapCTBEHHbIX NpenapaToB? Haanexalemn

NPaKTUKN XpaHEHUS
OTtaeneHbl M aiMUHUCTPATUBHO-ObITOBbIE NYHKT 19 MNpaBun

8. NnoMeLLeHNst OT NOMELLEHNIN XPaHEHUS Haanexalemn
JNleKapCTBEHHbIX NpenapaToB? NpaKTUKN XpaHEHUS
NMeeTca v oTaenbHas 30Ha (WwKadbl) ans NYHKT 25 lMNpaBun

9 XpaHeHus1 06opyaoBaHUS, MHBEHTAPA U Hag/ieXxallemn

) MaTepuanoB Ans Y6opKn (OUMCTKM), a TaKKe NpPaKTUKN XpaHEHUS
MOKOLWMX U Ae3UHOMLMNPYIOLLNX CPeacTs?
MpoBoanTca v y6opka nometleHnin (3oH) ans NyHKT 25 MpaBun

10. XpaHeHMs NeKapCTBEHHbIX NpenapaToB B Haaexalen
cootBeTcTBUM ¢ COlMom? MPaKTUKN XpaHeHUs
NmeeTca v rnagKas oTaesika NoMeLLeHmi ans OYHKT 25 MpaBun
XpaHeHWs1 NeKapCTBEHHbIX NpenapaToB Haanexalemn
(BHYTpPEHHME NOBEPXHOCTU CTEH, MOTOJ/IKOB), NpPaKTUKN XpaHEHUS;

11. JOrMYyCKatoLLLasg BOSMOXHOCTb NPOBEAEHUSA BNAAXKHOM | NYHKT 6 MpaBun
y60pKM 1 UCKNIOYAKOLLAS HaKOMAEHWE Mblan? XpaHeHus

JNIeKapCTBEHHbIX
cpeacTs
ObecneyeHa n 3alUMTa NOMELLEHUI AN1S XPaHeHUs | OYHKT 26 Mpasun
12. | nekapcCTBEHHbIX NpenapaToB OT MPOHUKHOBEHMUS Hag/ieXxallemn

HACEKOMBbIX, IPbI3yHOB U APYTrUx YKUBOTHbIX?

NMPaKTUKN XpaHEHUA

NudpacTpykTypa. O6opynoBaHume (cnaea IV MpaBun Hagnexallel npakTMku xpaHeHus; [paBuaa

XpaHEHWs NIEKaPCTBEHHbIX CPEACTB)

NMeeTca M Heobxogumoe ob6opydosaHue (B
XOPOLLEM COCTOSIHUM U HYUCTOE), NMPUHAZNEXaLlee

nyHKT 11 MpaBsun
Haa/1exalen

13.
OpraHusaumMm Ha npaBe COOCTBEHHOCTU WM Ha | MPaKTUKU XpaHEHMS
MHOM 3aKOHHOM OCHOBaHWUU?
OcHawgeHbl M NOMEeLWEeHUa  Ans  XpaHeHus | nyHKT 7 MNMpasun

14 NIeKapCTBEHHbIX cpencTs npuéopamm 0N | XpaHeHus

' perucrpauymu napameTpoB Bo3gyxa: NleKapCTBEHHbIX
cpencTs
15. TepMoMeTpamMmn? NyHKT 7 Mpasun

XpaHeHus
JIEKaPCTBEHHbIX
cpencTs

nyHKT 37 MNpasun
Hag/iexallemn
NPaKTUKN XpaHEHUS
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rMrpoMeTpamm?

nNyHKT 7 MpaBun
XpaHeHus
JIEKAPCTBEHHbIX
cpeacTs

nyHKT 37 Mpasun
Haanexalemn
NPaKTUKN XpaHEHUS

3N1EKTPOHHBIMU TUrpoMeTpamMm?

NyHKT 7 Mpasun
XpaHeHus

JIEKAPCTBEHHbIX
cpencTs

nyHKT 37 MNpasun
Hag/ieXxallemn
NPaKTUKN XpaHEHUS

TepMorurpomMeTpamMm?

nyHKT 37 MNMpaBun
Haaexallen
NPaKTUKN XPaHEHUS

PasmMelLaloTcs i UsMepuTesibHble YacTu NpU6opoB
N8 perncTpaLum napaMeTpoB Bo3ayxa Ha

NyHKT 7 MpaBun
XpaHeHus

16. paccTosiHUM He MeHee 3 M OT ABEepPEN, OKOH NIEKapCTBEHHbIX
OTONUTESIbHbIX MPUOOPOB U Ha BbicoTe 1,5-1,7 M cpeacTts
oT nona?
Pernctpupytotcsi v noKasaHus npnbopos ans NyHKT 7 MpaBun
perncTpauum napaMeTpoB BO3ayxa eXXeHEBHO B XpaHeHus
17, cneumanbHOM XypHane (KapTte) permcTpauum Ha NleKapCTBEHHbIX
OyMa)KHOM HOCUTENE UM B SN1IEKTPOHHOM BUJE C cpeacTs
apxuBaumein (419 3NEeKTPOHHbIX TMIPOMETPOB),
KOTOpbI BeAeTcsl OTBETCTBEHHbIM INLLOM?
CeptnudunumMpoBaHbl, KaIMO6pPOBaHbLI M MOABEpPraroTca | OYHKT 7 MpaBun
18. JI1 NOBEPKE KOHTpo/IMpyloLlpme npmubopsl aas XpaHeHus
perucTpauum napamMmeTpoB Bo3ayxa? JNIeKapCTBEHHbIX
cpencTs
NmeeTcsa im xonogmnbHoe obopyaoBaHUeE: NyHKTbI 21, 36, 37
MpaBun Hagnexallemn
NpPaKTUKN XpaHEHUS
XONOAUbHbIE KaMepbl UK cneynanbHO NyHKTbI 21, 36, 37
19. obopyaoBaHHoe NoMelleHne? MpaBua Hagaexallemn
NPaKTUKN XPaHEHUS
dapMaueBTUYECKME X0I0ANbHbIE WKadbl MU | NYHKTbI 21, 36, 37
XONOAUNBHUK N5 XPaHEHMS TepMonabubHbix | MNpaBua Hagnexatllen
NEeKapCTBEHHbIX CPeACTB? NpPaKTUKN XpaHeHUS
MNmMeroTcs n cUCTEMbl KOHAMLMOHMPOBAHUA B nyHKTbI 21, 36, 37
NMOMELLEHUSAX XPAaHEHNS NEKAPCTBEHHbIX MpaBun Haanexallemn
npenaparos? NpaKTUKN XpaHEHUS;
20. NYHKT 4 MNpaBun

XpaHeHus
JIEKAPCTBEHHBIX
cpeacTs
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21.

MMetoTcs M CUCTEMbBI BEHTUAALMWN B MOMELLLEHUAX
XpPaHEeHWUA NEKAPCTBEHHbIX npenapaTOB?

NyHKTbI 21, 36, 37
MpaBun Haanexallemn
NpaKTUKN XpaHEHUS;
NYHKT 4 MNpaBun
XpaHeHUs
NleKapCTBEHHbIX
cpencTs

22.

NmetoTcs n WKadbl METANIMYECKUE NN
JepeBsHHbIE A5 XPaHEHUS IeKAPCTBEHHbIX
npenapaToBs, NOAJIEXKALLMX NPeAMETHO-
KOJIMYECTBEHHOMY YYETY?

nyHKT 31 MpaBun
Haaexallen
NpPaKTUKN XpaHEHUS

23.

NMeeTca i NIoMBUP N8 onevaTbiBaHWUS B KOHLE
pabouyero AHs WKapoB METaNIMYECKUX NN
JepeBAHHbIX (MM NOMELLEHWUIM) A8 XPaHEHUS
JIEKApCTBEHHbIX NPEnapaToBs, NoAAEXalLNX
NpeaMeTHO-KOINMYECTBEHHOMY y4eTy?

nyHKT 31 Mpasun
Haaexalen
NpPaKTUKN XpaHEHUS

24.

MMetoTcs v Ans XpaHeHUs NEKaPCTBEHHbIX
npenaparos:

NyHKT 29 MNMpasun
Haaexalen
NPaKTUKN XpaHEHUS;
nyHKT 31 MpaBun
Hag/iexallen
NPaKTUKN XPaHEHUS;
NyHKT 5 MNpaBun
XpaHeHus
JNIeKapCTBEHHbIX
cpeacTs

cTennaxu?

NyHKT 29 MNMpasun
Haaexalen
NPaKTUKN XpaHEHUS;
nyHKT 31 MpaBun
Hag/iexallemn
NPaKTUKN XPaHEHWUS;
NyHKT 5 MNpaBun
XpaHeHus
JNIeKapCTBEHHbIX
cpeacTs

WKadbl?

NyHKT 29 MNMpasun
Haaexalen
NPaKTUKN XpaHEHUS;
nyHKT 31 MpaBun
Hag/iexallen
NPaKTUKN XPaHEHUS;
NyHKT 5 MNpaBun
XpaHeHus
JNIeKapCTBEHHbIX
cpeacTs
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noAaJoHbI? nyHKT 29 Mpasun
Haanexawemn
NPaKTUKN XpaHEHUS;
nyHKT 31 Mpasun
Hag/ieXxallemn
NPaKTUKN XpaHEHUS;
NyHKT 5 MNpasun
XpaHeHus
NleKapCTBEHHbIX
cpencTs

NOATOBAPHUKN? nyHKT 29 MpaBun
Haanexawemn
NPaKTUKN XpaHEHUS;
nyHKT 31 Mpasun
Hag/ieXxallemn
NPaKTUKN XpaHEHUS;
NyHKT 5 MNpasun
XpaHeHus
NleKapCTBEHHbIX
cpencTs

MmetoTca in 3anacHble NOBEPEHHbIE CpeacTBa nyHKTbl 39, 40 Mpasun
M3MEepEeHMS B Clly4ae PEMOHTA, TEXHUYECKOTO Haanexawemn
ob6cnyX1BaHUs, NoBepkmn 060pya0BaHUS U CPEACTB | MPAKTUKM XpaHEHMS;
25. |u3smepeHunsa? OYHKT 7 Mpasun
XpaHeHUs
NleKapCTBEHHbIX
cpencTs

Mpoueccbl OeaTeNlbHOCTM CyObeKTa PO3HUYHOWM TOProB/AM TOBapaMM aMTEYHOrO0 acCOPTUMEHTA.
JenctBna cybbekta obpalleHMs JIEKApCTBEHHbIX MpPenapaTtoB MO XpaHeHuo. [LOKyMeHTbl Mo
XPpaHEHWIO IEKapCTBEHHbIX NpenapaTtoB. OueHKa AesTenbHoCcTU (cTaTba 58, NyHKT 3 ctatbu 9 61-03;
r1aBa V, VI MNpaBun Hagnexallen NpakTMKn xpaHeHus; [paBuaa XxpaHeHMs eKapCTBEHHbIX CPeACTB;
rnasa VI v VIl NMpaBua Haanexallen anTeqyHom NpaKTUKK)

26. COOTBETCTBYIOT CBEIEHUS PE3YNLTATOB NyHKT 46 Mpasun
NPMEMOYHOIO KOHTPO/IS CBEAEHUSM B Hag/ieXxallemn
TOBApOCOMNPOBOAUTESIbHOM AOKYMEHTAUUM: NPaKTUKN XpaHEHUS;
nyHKT 40 Mpasun
XpaHeHus
JNIEKapCTBEHHbIX
cpeacTs

Mo aCCOPTUMEHTY U KONNYeCTBY? NYHKT 46 Mpasun
Hag/iexallen
NPaKTUKN XPaHEHUS;
nyHKT 40 MpaBun
XpaHeHus
JNIeKapCTBEHHbIX
cpeacTs
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Mo KayecTBy?

Nno cobM0AEHUNIO CreLnabHbIX YCI0BUIA
XpaHeHMs (Mpu HannYMKM Takoro Tpe6oBaHUs B
HOPMaTUBHOW JOKYMEHTaL MM Ha
JIeKapCTBEHHbIN nNpenapar)?

NYHKT 46 Mpasun
Haanexawemn
NPaKTUKN XpaHEHUS;
nyHKT 40 Mpasun
XpaHeHus
JIEKapCTBEHHbIX
cpencTs

NYHKT 46 Mpasun
Haa/1exalen
NpPaKTUKN XpaHEHUS;
nyHKT 40 Mpasun
XpaHeHUs
JNIEKapCTBEHHbIX
cpencTs

MO HaJIMYMIO MOBPEXAEHNI TPAHCMOPTHOM
Tapbl?

NyHKT 46 Mpasun
Haaexalen
NPaKTUKN XpaHEHUS;
nyHKT 40 MpaBun
XpaHeHus
JNIEKapCTBEHHbIX
cpeacTs

Co3pgaHa n NpueMHas KoMUccus ans
NpoBeAeHUs NPUEMOYHOIO KOHTPOS,

NyHKT 49 Mpasun
Hag/iexallen

27. o
YyTBEPXKAEHHAas NPUKA30M PYKOBOAUTENS CYObEKTA | anTe4YHOM NPaKTUKK
PO3HUYHOW TOProBAN? XpaHeHus

OdopMAatoTCsa I CONPOBOAUTESIbHbIE
JOKYMEHTbI C NPOCTaB/IEHNEM LLUTaMMa O NPUEMKe, | OYHKT 46 Mpasun
NoAnNUCbLI0 MaTepmasibHO OTBETCTBEHHOIO /IMLLA, Haanexalemn
3aBepeHHoM nevaTbio (Npu Hannunm) cybbekTa anTe4yHOM NMpPaKTUKK
PO3HUYHOM TOProB/U:
NYHKT 46 MpaBun
cyeTa-daKTypbl? Hag/iexallemn
28. anTe4yHOM NpPaKTUKK
NYHKT 46 MpaBun
TOBapPHO-TPAHCMOPTHbIE HaKNagHble? Haanexalemn
anTe4yHOoM NpPaKTUKK
NYHKT 46 lMpasun
peecTp IOKYMEHTOB MO KavyecTBy? Haanexalemn
anTeyHoM NPaKTUKM
MpoxoAaT M ToBaphbl anNTe4YHOro aCCoOpTUMEHTa A0 | NYHKT 50 MNpaeun
29. rnogayu B TOProByto 30HY NMpeanpoaaXHyHo Hag/ieXxallemn
NoAroToBKY? anTeyHoM NpPaKTUKK
NyHKT 29 Mpasun
NaeHTUPULMPYIOTCS I XpaHsLLLMeECS Haaexallemn
30 JIeKapCTBEHHbIE CPeACTBa B COOTBETCTBUU C NPaKTUKN XpaHEHUS;

npuMeHsemMomn cybbeKToM obpalleHus
JIeKapCTBEHHbIX NPenapaToB CUCTEMOM yyeTa?

OYHKT 49 MNpasun
Hag/ieXxallemn
NPaKTUKN XpaHEHUS
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31

OcyLLEecTBASETCA /N XpaHEHNE NEKAPCTBEHHbIX
npenapaTtoB C y4eTOM TpeOGOBaHUI:

NyHKT 47 MpaBun
Haanexawemn
NPaKTUKN XpaHEHUS;
nyHKT 40 Mpasun
XpaHeHus
NleKapCTBEHHbIX
cpencTs

HOPMAaTUBHOW JOKYMEHTAL MK, COCTaBAAIOLLIEN
perucTpaLuoHHoe AoCkbe Ha IEKapCTBEHHbIN
npenapart?

NyHKT 47 MNMpasun
Haaexallen
NpaKTUKN XpaHEHUS;
nyHKT 40 MpaBun
XpaHeHus
JNIEKapCTBEHHbIX
cpeacTs

UHCTPYKLUMN NO MeANLUNHCKOMY I'IpMMeHeHMI'O?

NyHKT 47 MpaBun
Haaexallen
NPaKTUKN XPaHEHUS;
nyHKT 40 MpaBsun
XpaHeHus
JNIeKapCTBEHHbIX
cpeacTs

(Mn1) BTOPUYHOIM YraKOBKe J1IeKapCTBEHHOIO
npenapaTa 1 TpaHCNOpTHOM Tape?

MHPOpMaL MK, coaep Kallencs Ha NeEPBUYHON U

NyHKT 47 MpaBun
Haaexalen
NPaKTUKN XpaHEHUS;
nyHKT 40 MpaBun
XpaHeHUs
JIeKapCTBEHHbIX
cpeacTs

32.

PasMeLaloTCs /M IEKaPCTBEHHbIE MpenapaThbl B
nomeLLeHunsax n (Mam) 3oHax g XpaHeHus
JIEKapCTBEHHbIX NpenapaToB B COOTBETCTBUM C
TpeboBaHMUAMM HOPMATUBHOM AOKYMEHTALUMU U
(nnun) TpeboBaHMAMM, YKa3aHHbIMU HA YNaKOBKE
JIEKapCTBEHHOrO Mpenapara, ¢ y4eToMm:

NyHKT 49 Mpasun
Haaexalen
NPaKTUKN XpaHEHUS;
NyHKT 8 MpaBun
XpaHeHus
JIEKapCTBEHHbIX
cpeacTs

OUBUKO-XMMUYECKMNX CBOMCTB JIEKAPCTBEHHbIX
npenapartos?

NyHKT 49 MpaBun
Haanexalemn
NPaKTUKN XpaHEHUS;
NyHKT 8 Mpasun
XpaHeHus
JIEKAPCTBEHHbIX
cpeacTs

bapMaKoIorMyeckux rpynn?

OYHKT 49 MNpasun
Hag/iexallen
NPaKTUKN XPaHEHUS;
NyHKT 8 MpaBun
XpaHeHus
JIEKAPCTBEHHbIX
cpencTs
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cnocoba BBeAEHUS NEKAPCTBEHHbIX
npenaparos?

NyHKT 49 MpaBsun
Haanexawemn
NPaKTUKN XpaHEHUS;
NyHKT 8 MpaBun
XpaHeHus
JIEKapCTBEHHbIX
cpencTs

XpaHATCA M CBETOUYYBCTBUTESIbHbIE JIEKAPCTBEHHbIE

NyHKT 52 MpaBun
Haaexallen
NpaKTUKN XpaHEHUS;

33. 5 NYHKTbI 24 - 26 MNMpaBun
npenapartbl B 3alLULIEHHOM OT CBETA MeCTe?
XpaHeHus
NIEKapPCTBEHHbIX
cpencTs
NyHKTbI 21, 47 MNpaBun
Haaexallen
XpaHATCA n BNaro4yBCTBUTENIbHbIE NMPaKTUKN XPaHEHUS;
34. | nekapcTBeHHble CPeACTBa B 3alLMLLEHHOM OT BJlark | OyHKTbI 27 - 29 MpaBun
mecrte? XpaHeHus
JNIeKapCTBEHHbIX
cpeacTs
Ha3HauyeHO /In NpUKa30oM pyKoBoaUTENS CYOBbEKTA
PO3HMYHOM TOProBAN OTBETCTBEHHOE /IMLO 3a NYHKT 66 MNMpaBun
35. paboTy ¢ danbCcMPULMPOBAHHBIMMU, Haaexallen
[06pOKaYeCTBEHHbBIMU, KOHTPapaKTHbIMU anTe4yHoM NPaKTUKN
TOBapaMM anTe4YHOro acCopTUMeEHTa?
M3onmpoBaHbl M cneymnanbHO NyHKT 55 Mpasun
36. NpoOMapKMPOBaHHbIE JIEKAPCTBEHHbIE NMpenaparbl, | Haaaexalen
npeaHasHavyeHHble A1 YHUHYTOXKEHUS? NMPaKTUKN XPaHEHNS
nyHKT 30 MNpasun
N30nmMpoBaHbl 1u: Hag/ieXxallemn
NMPaKTUKN XPaHEHNS
NeKapcTBEHHble NpenapaTtbl, B OTHOLWEHUN nyHKT 30 MNpaBun
KOTOPbIX MPUHSTO peLlEHNE O Hag/ieXxallemn
NMPUOCTAaHOBJIEHUN MPUMEHEHUSA? MPaKTUKN XPaHEHWNS
37.
NeKapcTBEHHble NpenapaTtbl, B OTHOWEHUN nyHKT 30 MpaBun
KOTOPbIX MPUHATO pellueHne 06 n3bATUmM 13 Hag/iexallen
obpauleHusa? MPaKTUKN XPaHEHWNS
danbcnpurunpoBaHHsble, nyHKT 30 MNMpasun
HenobpoKayeCcTBEHHbIE U KOHTpadaKTHble Hag/iexallemn
NleKapCTBEHHbIE Npenaparbi? NMPaKTUKN XPaHEHNS
38. MmMeroTcs AOKYMEHTbI, ONMUCbIBalOLLIME AENCTBUS, NyHKTbI 41 - 43 lNpaBunn

BbIMOJIHSIEMbIE CYObEKTOM 06pallieHns
JNleKapCTBEHHbIX NMpenapaToB, HanpaB/eHHble Ha
cobnoaeHue TpeboBaHUM, YCTAHOBJIEHHbIX
MpaBunaamMm Haaaexallen NpakTUKN XpaHeHUs:

Haaexallen
NpaKTUKN XpaHEHUS
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WMHCTPYKUMN?

NyHKTbl 41 - 43 NpaBun
Haanexawemn
MPaKTUKN XpaHEHWUS

CTaHJapTHbIE OMepaLMOoHHbIE MpoLeaypbl
(COomMwI)?

NyHKTbl 41 - 43 NpaBun
Haaexalen
NMPaKTUKN XpaHEHWUS

oT4yeThl (CBOAHbIE YKYpHabl)?

NyHKTbI 41 - 43 lNMpaBunn
Hag/ieXxallemn
NPaKTUKN XpaHEHUS

JoroBopb1?

NyHKTbl 41 - 43 [NpaBun
Haaexallen
MPaKTUKN XPaHEHWNS

Benetcs 1 yuyeT NeKapCTBEHHbIX CPEACTB C

nyHKT 11 MpaBsun

39 OrpaHNYeHHbIM CPOKOM rOAHOCTM Ha ByMayKHOM XpaHeHus
HOCUTENE UM B IIEKTPOHHOM BUAE C apXuBaUMeEN? | neKapCTBEHHbIX
cpeacTs
YcTaHOBAEH N pyKOBOAUTENEM OpraHmM3aunm nyHKT 11 MNpasun
0. NopsaoK BeAeHMS y4yeTa IeKapPCTBEHHbIX CPEACTB C | XpaHEHUS
OrpaHNYeHHbIM CPOKOM? NleKapCTBEHHbIX
cpeacTs
NmeeTcs in pa3paboTaHHbIA U YTBEPXKAEHHbIN
KOMIJIEKC Mep, HanpaB/IeHHbIX HA MUHMMM3AUUIO | NYHKT 24 Mpasun
pUCKa KOHTaAMMHALMM JIEKAPCTBEHHbIX NpenapaToB, | Haanexatlen
C YYETOM YC/I0BUIN COBNIOAEHMSA 3aLMTbI OT NpaKTUKN XpaHEHUS
¢$aKTOpOoB BHeLLHeNM cpeabl C 0GOpMAEHNEM:
OYHKT 24 Mpasun
npuKasos? Haaexallen
41. MPaKTUKN XpaHeHUS
OYHKT 24 Mpasun
COlMoB? Hag/iexallemn
NPaKTUKN XpaHEHUS
OYHKT 24 Mpasun
WMHCTPYKLUMIA? Haanexalemn
NpaKTUKN XpaHEHUS
42, Pernctpupytotcs v pesynbratbl TEMNEPATYPHOro nyHKT 21 Mpasun
KapTUMPOBaHMS U BAAXXHOCTU B CMELMaIbHOM Hag/ieXxallemn
YKypHase (KapTe) permcrpaumm Ha 6yMaxkHOM NpaKTUKN XpaHEHUS;
HocuTene u (Man) B 3EeKTPOHHOM BUae nyHKT 23 MpaBun
€Xe[HEeBHO, B TOM YuC/e B BbIXOJHblE U Hag/ieXxallemn
npasgHUYHbIe AHN? NpPaKTUKN XpaHEHUS;
NyHKT 7 MNpasun
XpaHeHUs
NleKapCTBEHHbIX
cpeacTs
43. | XpaHAaTtca v KypHabl (KapTbl) perncTpauum nyHKT 21 Mpasun
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TEMMNepaTypHOro KapTMPOBaHUA B TeYeHMe ABYX
ner?

Haaexallen
NPaKTUKN XPaHEHUS;
nyHKT 23 MpaBun
Haanexawemn
NpaKTUKN XpaHEHUS;
NyHKT 7 MNpasun
XpaHeHus
JIEKAPCTBEHHbIX
cpencTs

44,

Cobniogaetcs M 3anpeT  Ha  XpaHeHue
OrHEOMacHbIX M B3PbIBOONACHbIX JIEKAPCTBEHHbIX
npenapaToB BAa/M OT:

nyHKT 51 Mpasun
Haaexallen
NPaKTUKN XpaHEHUS

orHa?

nyHKT 51 MpaBun
Haaexallen
NPaKTUKN XpaHEHUS

oTonuTeNbHbIX NPU60pPOB?

nyHKT 51 MpaBun
Haanexalemn
NPaKTUKN XpaHEH WS

BO3ENCTBMSA MPAMbIX COJIHEYHbIX JIyYen?

nyHKT 51 Mpasun
Haanexawemn
NpPaKTUKN XpaHEHUS

45.

Cob6noaeTcs /i 3aMnpeT Ha XpaHeHue B
NoMeLLEHNAX XpaHEHUS IEKaPCTBEHHbIX
npenaparos:

nyHKT 20 MpaBun
Haa/exalen
NpaKTUKN XpaHEHUS

MULLEBbLIX NPOJYKTOB?

nyHKT 20 MpaBsun
Haa/exalen
NMPaKTUKN XpaHEHNS

TabayHbIX U3geNnn?

nyHKT 20 Mpasun
Haanexawemn
NPaKTUKN XpaHEHUS

HanMTKOB (3a UCKJIloYEHMEM NUTLEBOI BOAbI)?

nyHKT 20 MpaBun
Hag/ieXxallemn
NpPaKTUKN XpaHEHUS

NIeKapCTBEHHbIX NPENapaTos.,
npeaHasHa4eHHbIX A5 JIMYHOTO
MCMNONb30BaHNA PaboTHUKaAMK?

nyHKT 20 MpaBun
Haaexalen
NpPaKTUKN XpaHEHUS

(ponxHoCTb M ®NO0 AO/MKHOCTHOrO fuua, 3ano/IHMBLIETO
noagnuce, parta)

NPOBEPOYHbLIA UCT,

(fONXHOCTb M ®NO0 AOMKHOCTHOrO NMUa PUANYECKOro Nuua,
npy 3amnofIHEHWW MPOBEPOYHOro JIMCTa,

npucyTCTBOBAaBWEI O
noagnuceb, parta)

MpunoxxeHne N 9
K Nnpukasy ®egepanbHoOm Cnyxobl
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Mo Hag30py B cdhepe 34paBoOOXPaHEHMS
o1 09.11.2017 N 9438

®opma

MpoBEPOYHLIA NUCT
(cnMcoK KOHTPOJIbHLIX BOMPOCOB), WUCNOMb3yemblli defepasibHON Ccnyx6oi
no Hag3opy B cdepe 34paBOOXpPaHEHUA M ee TeppuTOopuanbHbIMU OpraHamu
npyv nNpoBefeHun MNNaHOBbLIX MPOBEPOK MPWU OcCylecTBeHUn denepasibHOro
rocygapcTBeHHOro Hafgsopa B chepe obpaleHus ieKapCTBEHHLIX CPEACTB
(XpaHeHue nekapcTBEHHbIX NpenapaTtoB AN MegULUHCKOro
NPUMEHEHNA WHAWBUAYA/IbHBIMU NpesnpuHUMaTensMmn)

(HauMeHOBaHWe oOpraHa, OCYWEeCTB/SKWEro M/aHOBYW MPOBEPKY)

1. Bug rocygapCTBEHHOro KoHTponsa (Hag3opa)

2. MpegmMeT  MJIAHOBOW  MPOBEPKM  KWPUAWYECKUX UL, U WHOWBUAYASbHbIX
npegnpuHUMaTenein  orpaHuunBaeTcs o06s3aTeflbHbIMM  TpeboBaHUsMKU, CO6/0LEHME
KOTOpbIX siIBAsieTCS Hambonee 3Ha4YMMbIM C TOUKW 3PEHUS HefoNyWeHWss BO3HUKHOBEHUS
Yyrpo3bl MNpUUYUHEHMA Bpefa XWU3HW, 340POBb rpaxiaH, W3/I0XeHHbHMU B dopme
NMPOBEPOYHOTO SIMCTa (CnNMcKa KOHTPOJIbHbLIX BOMPOCOB).

3. HanmeHoBaHue lpugnyvyeckoro nuua, damuavsa, UM, OTYeCcTBO (NMpU HaINuUK)
WHAMBUAYANbHOTO MNpejnpuHUMaTens :

4. MecToO npoBegeHusa naaHoBOM npoBepkKn C 3anoJ/IHEHNEM MNPOBEPOYHOIro AncTa:

5. PeKBM3UTH MpuKasa O MPOBEAEHMM MNMAHOBOI MNMPOBEPKU: OT N

6. YuyeTHblli HOMEP MPOBEPKM U AaTa MPUCBOEHMS YYETHOro Homepa MpPOBEpPKU B
EQVHOM peecTpe MNpOBEPOK: .
7. JO/MKHOCTD, dammnns " UHMLUMaIbl  AO/MKHOCTHOrO  uuya (nny),
nposogsawero(nx) naaHoOBYl MPOBEPKY:
1

4

2. .

8. [epeyeHb BOMPOCOB, OTpaxawuWux cogepxaHue o6a3aTefibHbIX TpeGoBaHWii,
OTBET Ha KOTOpble 0AHO3HAYHO CBUAETENbCTBYET O COGMAEHUM WU HecOob6AeHUn
OPUANYECKUM NMLOM, WHAMBUAYaNbHBIM NpeanpuHuMaTenemM o6s3aTeflbHbiX Tpe6GoBaHuii,
CoCTaBMANWUX MNpeaMeT MPOBEPKU:

N Bonipochl, oTpaxkarowme coaeprkaHue PekBu3nTbl BbiBoA, O
n/n obs3aTenbHbIX TPEGOBaAHWIA HOPMaTUBHbIX BbINOJIHEHUN
NpaBOBbIX aKTOB, C TpeboBaHMM
yKazaHueM ux
CTPYKTYPHbIX €4MHUL, aa HET

KOTOPbIMMU
YCTaHOB/IEHDI
obs3arenbHble
TpeboBaHuUs

®depepanbHbift 3akoH oT 12 anpens 2010 r. N 61-®3 "O6 obpalleHnn NekapcTBEHHbIX cpeacTB”
(CobpaHue 3akoHopaTenbcTBa Poccuitckomn depepaumm, 2010, N 16, cr. 1815; 2016, N 27, cT. 4283)
(nanee - 61-03); MpaBusa HaaneXalleh MNPAKTUKU XpaHEHUS U NEepPEeBO3KU JIEKAPCTBEHHbIX
npenapatos [Aas MeOULUMHCKOIO MPUMEHEHUS, YTBEPXAEHHbIE NPUKAa3oM MuHUCTepCTBa
3apaBooxpaHeHns Poccuitickon ®epepaumm ot 31 aerycta 2016 r. N 646H (3apernctpupoBaH
MuHUCTEPCTBOM tocTULMKM Poccuiickon ®epepaumm 9 aueapsa 2017 r., peructpaumoHHbii N 45112)
(nanee - MpaBuna Hagnexallen NPaKTUKN XpaHeHus); NpaBuaa Hagnexallen anTeq4Hon NpakTUKu
JNIEKapCTBEHHbIX MpenapatoB Aas MeOMUMHCKOIO MNPUMEHEHUS, YTBEP)KAEHHble MNPMKA30oM
MuHucTepcTBa 34paBooxpaHeHus Poccuickon ®depepaumm or 31 aerycta 2016 r. N 647H
(3apernctpupoBaH MUHUCTEPCTBOM tocTULMKM  Poccuitickoit depepauuun 9 gHeBaps 2017 r.,
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pernctpaumnoHHbit N 45113) (panee - lMpaBuna Hagaexallen antedyHoM NpaxkTuku); [paeBuna
XPaHEeHUs1 NeKapCTBEHHbIX CPEACTB, YTBEPXKAEHHbIE MPUKA30M MUHUCTEPCTBA 34PaBOOXPaHEHUS U
coumanbHoro passutus Poccuiickoint ®eaepaumm ot 23 asrycta 2010 r. N 706H (3apeructpupoBaH
MUHKUCTEPCTBOM toCTULMKN Poccuiickont Peaepaumnn 4 okTa6ps 2010 r., permctpaumoHHbin N 18608)
C W3MEHEHWSIMU, BHECEHHbIMW MNPUKA30OM MUHUCTEPCTBA 34pPaBOOXPAHEHUS U  COLMANBHOIO
paseutus Poccuitckoit ®epepaumm ot 28 gekabps 2010 r. N 1221H (3aperucrpupoBaH
MUHKUCTEPCTBOM tocTULMK Poccuitickoin Gepepauun 4 dpespans 2011 r., peructpaumoHHbin N 19703)
(nanee - MpaBuna xpaHeHUs NEKAPCTBEHHbIX CPEACTB)

YnpaBaeHue KayecTBoM (cTaTtba 55 61-®3; rnasa Il MpaBua Hagaexallen anTe4Hon NPaKTUKN)

YTBEPKAEHbI N PYKOBOAUTENEM CYOBEKTA NyHKT 4 MNpaBun
1. obpalleHUs NeKapCTBEHHbIX CPeACTB CTaHAaPTHbIE | Hag/exallen
onepaumoHHble npoueaypbl (ganee - COM)? anTe4yHoM NPaKTUKN

MiMeeTcs M JOKYMEHTALMA CUCTEMBI KAYeCcTBa Ha | NYHKT 5 Mpasun
BYMaXKHbIX U (MIM) 3NEKTPOHHBIX HOCUTENAX: Haf/1exallen
anTeYHOM NPaKTUKM

YKYPHan perncrpaumm npukasos noAnyHKT "n" nyHkTa 5
(pacnopsieHuit) No cybbeKkTy PO3HMYHOM MpaBun Hagnexallen
TOproBan? anTe4yHOM NPaKTUKK

YKYPHaJ eXXeHEeBHOW permcrpaumm
napamMeTpoB TeMMepaTypbl U BAAXKHOCTU B
NoMeLLEHNAX A5 XpaHEHUS JIEKAPCTBEHHbIX

noAnyHkKT "K" nyHkTa 5
MpaBun Hagnexallen
anTe4yHoM NPaKTUKN

npenapaTtos?
YKYPHan nepmMoamnyeckon permcrpaumm noAnyHKT "n" nyHKTa 5
TemnepaTypbl BHYTPU XON0ANJBHOTO MpaBna Hagnexallen
obopyaoBaHus? anTeyHoM NpPaKTUKK

2. .
YKYpHan yyeTta onepawmin, CBA3aHHbIX C
obpalleHneM NeKapCTBEHHbIX CPEeCTB, noAnyHKT "M" NyHKTa 5
BKJ/IIOYEHHbIX B MepeYeHb 1eKAaPCTBEHHbIX MpaBun Hagnexallen
CpeacTB, Nogaexalmx npegMeTHo- anTe4yHOM NPaKTUKK

KOJIMYECTBEHHOMY y4eTy (Npu Hannuum)?

NOoANYHKT "p" NYHKT 5
MpaBun Haanexallemn
anTeyHom NMPaKTUKn

YKYPHaJl yyeTa JIeKapCTBEHHbIX NPENapaToB C
OrpaHMYEHHbIM CPOKOM roiHOCTU?

NoANYHKT "x" NyHKT 5
MpaBun Hagnexallen
anTe4yHOM NpPaKTUKK

YKYpHa yyeTa nocTyrnieHns u pacxoia BakLmH
(npn Hann4uK)?

JKYPHan peructpaumm pesynstaTtoB NoAnyHKT "o" nyHkTa 5
NPUEMOYHOIO KOHTPONA? MpaBua Haaaexallemn
anTe4yHOM NpPaKTUKK

NHpacTpyKTypa. NoMellieHUs AN XpaHeHUs IeKapcTBEHHbIX npenapaTtoB (cratha 58 61-d3, rnasa
IV MNpaBun Hagnexalwen NPakTUKKU XpaHeHus; [paBuia XpaHeHUs IEKapPCTBEHHbIX CPeACTB; 1aBa V
MpaBu HagexXallein anTe4Hon NPaKTUKK)

3. NMetoTcsa m HeobxoauMble noMelleHus (1am) nyHKT 11 MpaBun
30HbI, NPMHaANEXaLlMe anTeYHOM OpraHM3aLMKn Ha | Haaexallemn
npaBe CO6GCTBEHHOCTM WUJIM HA UHOM 3aKOHHOM NPaKTUKN XPaHEHUS

OCHOBaHUMU, HEOGXOAMMbIe Ana ocywecrtesieHua
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LesATeNbHOCTM MO XPAaHEHMIO IEKAPCTBEHHbIX
npenapartos?

NmeeTca v 0603HaYeHHas 30Ha Uan oTAe/IbHOE

NyHKTbI 15, 16 MNpaBun

4, rnomeuleHne NPMeMKN NeKapPCTBEHHbIX Haaexalen
npenapartos? MPaKTUKN XpaHeHus
NmeeTcsa im 0603HaYeHHas 30Ha UK OTAeNbHOE nNyHKTb!I 15, 16 MNpasun

5. NnoMelLLLeHNEe XpaHEeHUS IeKapCTBEHHbIX Hag/iexallemn
npenaparoBs, TPEBYIOWMX CNeLMabHbIX YCA0BUN? | MPaKTUKKU XpPaHEHUS
NMeeTcsa in Ana XpaHeHUS BbIABJAEHHbIX NyHKTbI 15, 16 MNpasun
danbcnPMUMpPOBaAHHbIX, HEAOOPOKAYECTBEHHbDIX, Hag/iexallemn
KOHTpadaKTHbIX JIEKapCTBEHHbIX MpenapaTos: NMPaKTUKN XPaHEHNS

NyHKTbI 15, 16 MpaBun

6. 0603Ha4YeHHas 30Ha? Haa/exalen

MPaKTUKN XpaHeHUs
nNyHKTbI 15, 16 MNpasun
oTAe/ibHoe noMelleHune? Haaexalen
MPaKTUKN XpaHeHus
MMeeTcsa i 30Ha Uan oTaeNbHOE NOMeLLeHne
A th ’ NyHKTbI 15, 16 MpaBun
obecneunBalolLLas TpebyeMsble YC/IOBUS XPaHEHUS .
7. Hagaexawen
JIeKapCTBEHHbIX NpenapaToB A/ KapaHTUHHOIO
NMPaKTUKN XPaHEHUS;
XpaHeHUsl NeKapCTBEHHbIX NpenapaToB?
OcBelleHbl M NOMELLEHUS N 30HbI, UCNONb3yeMble | NYHKT 17 MNMpasun
8. AN XpaHEHUS IEKapCTBEHHbIX NpenapaTtoB? Haaexallen
NMPaKTUKN XpPaHEHNS
OT1aeneHbl M aMUHUCTPATUBHO-ObITOBbIE nyHKT 19 MpaBsun

9. NMOMELLEHUSA OT MOMELLEHWNI XPaHEHUS Haaexallen
JIeKapCTBEHHbIX NpenapaToB? MPaKTUKN XpaHeHus
NmeeTcs n otgenbHas 30Ha (WwKadbl) ans

A ( be1) A NyHKT 25 Mpasun
XpaHeHUs 0bopyaoBaHUs, MHBEHTAPA U .

10. Hag/iexallen

MaTepuanos A Y6opkn (OUMCTKM), a TaKkKe

MPaKTUKN XpaHeHus
MOIOLWMX U Ae3NHOULMPYIOLLINX CPeacTB?
MpoBoanTcs 1 y6opKa nometleHnin (3oH) ans NyHKT 25 Mpasun

11. XPaHEeHWs NIeKapCTBEHHbIX NpenapaToB B Hag/ieXxallemn
cootBeTcTBUM € COlMNom? MPaKTUKN XpaHEHUA
NmeeTcsa v rnajikas otaenka noMelweHnin ans nyHKT 25 MpaBun
XpaHEeHMs IeKapCTBEHHbIX NpenapaToB Hag/ieXxallemn
(BHYTpEeHHME NOBEPXHOCTU CTEH, MOTOJIKOB), MPaKTUKN XpaHEHUS;

12. JonycKatouas BO3MOXHOCTb NPOBeAEHUS BAAXKHOM | NYHKT 6 MNpaBun
YOOPKM N UCKNIOYatoLas HAKOMIEHUE MblIN? XpaHeHus

JIeKapCTBEHHbIX
cpencTs
ObecneyeHa /i1 3aWMTa NOMELLEHMIN AN XpaHEHUS | NYHKT 26 MpaBun
13. NIeKapCTBEHHbIX NpenapaToB OT MPOHUKHOBEHUS Haa/exalen

HaCEKOMbIX, FPbI3YHOB UM APYTUX YXMBOTHbIX?

NMPaKTUKN XpaHEHUA

NHdpacTpyKTypa. O6opyaosaHme (rnaBa IV MpaBun Hagnexallein npakTUKU xpaHedus; [pasuna

XpaHEHWs NeKapCTBEHHbIX CPeACTB)
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Nmeercs nm  Heobxogmumoe ob6opyaoBaHue (B
XOPOLIEM COCTOSIHUM U YUCTOE), MpUHAANEXaLlee

nyHKT 11 MpaBun

14. Hag/ieXxallemn
OopraHmMsaumMn Ha rnpaBe COOCTBEHHOCTU WMAW Ha
NpPaKTUKN XpaHEHUS
MHOM 3aKOHHOM OCHOBaHUKU?
OcHaleHbl M NOMeLeHnss  Ansa  XpaHeHus | nyHKT 7 MNpaBun
15 JIEKapCTBEHHbIX cpeacTs npubopamm 0N | XpaHeHus
) perucTpauum napamMeTpoB BO3ayxa: JNIeKapCTBEHHbIX
cpeacTs
NyHKT 7 MNpasun
XpaHeHus
NleKapCTBEHHbIX
TepMoMeTpamu?
CpeacTB NyHKT 37
MpaBun Hagaexallemn
NpPaKTUKN XpaHEHUS
NyHKT 7 MNpasun
XpaHeHus
NleKapCTBEHHbIX
rurpomeTpamm?
CpeacTB NyHKT 37
16 MpaBua Haanexallemn
NPaKTUKN XpaHEHUS
NyHKT 7 MNMpaBun
XpaHeHus
NleKapCTBEHHbIX
3NEeKTPOHHbIMU TMrpoMeTpammn?
CpeACTB NYHKT 37
MpaBun Hagnexallen
NPaKTUKN XpaHEHUS
nyHKT 37 MpaBsun
TepMorurpomMeTpamm? Hag/ieXxallemn
NpaKTUKN XpaHEHUS
Pa3mellatotcsa nm uamepuTesibHble YacTu NpnbopoBs
NyHKT 7 MNMpaBun
ONs  pernctpaumMm  napamMeTpoB  BO3Ayxa Ha XpaHeHs
17. paccTosiHUM He MeHee 3 M OT JABEpPEN, OKOH U
JIEKapCTBEHHbIX
oTOonUTE/IbHbIX NPMOOPOB M Ha BbicoTe 1,5 - 1,7 M
cpeacTs
ot nona?
Pernctpupytotcss M nokasaHus npubopos ans
perucTpauum napaMeTpoB BO3AyXa €XeAHEeBHO B |MNYHKT 7 [paBun
18 cneumnanbHOM >KypHane (Kapte) perucrpaumu Ha | XpaHeHus
" |ByMaXKHOM HOCUTENE WAU B SNEKTPOHHOM BUAE C | IEKAPCTBEHHbBIX
apxuaumein (ona  3NEKTPOHHBLIX FUrPOMETPOB), | CPEACTB
KOTOPbI BeAeTCsl OTBETCTBEHHbIM INLIOM?
CeptuduumMpoBaHbl, KaMGpPOBaHbI U NOABeEPratoTcs | OYHKT 7 MpaBun
19 I MOBEPKE KOHTpOAUpYyoWMe MNpubopbl A8 | XpaHEeHUs
’ perucTpauum napamMmeTpoB Bo3ayxa? NleKapCTBEHHbIX
cpeacTs
20. NmeeTcsa in xonoamnbHoe obopyagoBaHue: NyHKTbI 21, 36, 37

MpaBun Hagnexallen
NMPaKTUKK XpaHeHUs
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XONOAMIbHbIE KAMEPbI AN CreLManbHO
obopyaoBaHHoe nomelleHme?

NyHKTbI 21, 36, 37
MpaBun Haanexallemn
NPaKTUKN XpaHEHUSI

dapmMaLeBTUYECKNE XONOANIbHbIE WKadbl UAN
XONOAUNIbHUK [I/15 XPaHEHUS TEPMOIabUNbHbIX
NeKapCTBEHHbIX CPEACTB?

NyHKTbI 21, 36, 37
MpaBun Hagnexallemn

MPaKTUKN XpaHEHUA

MmMetoTca v cmcteMbl KOHAMULMOHNPOBAHUA B

NyHKTbI 21, 36, 37
MpaBun Hagnexallen
NpaKTUKN XpaHeHUS;

21. NoMeLEHNAX XPaHEHUS JIEKAPCTBEHHbIX NyHKT 4 MNpaBun
npenapartos? XpaHeHus
JNIeKapCTBEHHbIX
cpeacTs
nyHkTbl 21, 36, 37
MpaBun Haanexallemn
NPaKTUKN XpaHEHUS;
MMeroTcs M CUCTEMbI BEHTUNSALUM B MOMELLEHUSX
22. NYHKT 4 Mpasun
XpaHeHUs1 NeKapCTBEHHbIX NpenapaToB?
XpaHeHus
NleKapCTBEHHbIX
cpeacTs
NmetoTcs am Wwikadbl MeTaNINYECKUE NN
nyHKT 31 MpaBun
JepPEBSHHbIE AN XPaHEHUS NEKAPCTBEHHbIX o
23. Hag/iexallen
npenaparos, NoAneXxallmx npeaMeTHO-
NpPaKTUKN XpaHEHUS
KOJIMYECTBEHHOMY YYETY?
NmeeTcsa i niomMbump gns oneyaTtbiBaHMS B KOHLE
pabouero AHs WKapoB MeTaNINIYECKUX NN nyHKT 31 MNpaBun
24. | pepeBsHHbIX (MM MOMELIEHUIA) AN XPaHEHUS Hag/ieXxallemn
JNIeKapCTBEHHbIX NMpenapaTtoB, NoAAeXallnx NpaKTUKN XpaHEHUS
npeaMeTHO-KO/IMYECTBEHHOMY y4eTy?
25. nyHKT 29 Mpasun

MMetoTca /in B NoMeLLeHUaxX 419 XpaHeHus
JIEKAPCTBEHHbLIX MPEnapaToB:

Haaexalen
NPaKTUKN XPaHEHUS;
nyHKT 31 MpaBun
Hag/ieXxallemn
NPaKTUKN XPaHEHUS;
NYHKT 5 MNpaBun
XpaHeHus
NeKapCTBEHHbIX
cpencTs

cTennaxku?

nyHKT 29 Mpasun
Haa/exalen
NpPaKTUKN XpaHEHUS;

nyHKT 31 Mpasun
Haaexalen
NPaKTUKN XpaHEHUS;
NyHKT 5 MpaBun
XpaHeHus
JNIeKapCTBEHHbIX
cpeacTs
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WwKadb? NyHKT 29 Mpaeun
Haanexawemn
NPaKTUKN XpaHEHUS;
nyHKT 31 Mpasun
Hag/ieXxallemn
NPaKTUKN XpaHEHUS;
NyHKT 5 MNpasun
XpaHeHus
JIEKapCTBEHHbIX
cpencTs

nyHKT 29 MpaBun
Haanexawemn
NPaKTUKN XpaHEHUS;
nyHKT 31 Mpasun
Hag/ieXxallemn
NPaKTUKN XpaHEHUS;
NyHKT 5 MNpasun
XpaHeHus
NleKapCTBEHHbIX
cpencTs

noaaoHbI?

nyHKT 29 MpaBun
Haanexawemn
NPaKTUKN XpaHEHUS;
nyHKT 31 MNMpasun
Hag/ieXxallemn
NPaKTUKN XpaHEHUS;
NyHKT 5 MNpasun
XpaHeHus
NleKapCTBEHHbIX
cpencTs

NoATOBapHUKU?

MmetoTca in 3anacHble NOBEPEHHbIE CpeacTBa nyHKTbl 39, 40 Mpasun
M3MEepEeHMUs B Clly4ae PEMOHTA, TEXHUYECKOTO Haanexawemn
ob6cnyX1MBaHUs, NoBepKM 060pya0BaHUS U CPEACTB | MPAKTUKM XPaHEHMS;
26. |u3mMepeHusa? OYHKT 7 Mpasun
XpaHeHUs
NleKapCTBEHHbIX
cpencTs

Mpoueccbl OeaTeNlbHOCTM CyObeKTa PO3HUYHOW TOProBAM TOBapaMM aMTEYHOrO0 acCOPTUMEHTA.
HenctBna cybbekta obpalleHMs JIEKAPCTBEHHbIX MpPenapaTtoB MO XpaHeHuo. [OKyMeHTbl MO
XPpaHEHWIO IEKapCTBEHHbIX NpenapaTtoB. OUeHKa AesTenbHoCcTH (cTaTba 58, NyHKT 3 ctatbu 9 61-03;
aBa V, VI MNpaBun Hagnexallen NpakTMKn xpaHeHus; [paBuaa XxpaHeHMs IEKapCTBEHHbIX CPeACTB;
rnasa VI v VIl NMpaBua Haanexallen anTeqyHom NpaKTUKK)

CoOTBETCTBYIOT JIN CBEAEHUSA pe3yNbLTaToB NyHKT 46 Mpasun
NPMEMOYHOIO KOHTPO/IS CBEAEHUAM B Hag/ieXxallemn
TOBApOCOMNPOBOAUTESIbHOM AOKYMEHTALUUM: NPaKTUKN XpaHEHUS;
nyHKT 40 MpaBun
27. XpaHeHus
JNIEKapCTBEHHbIX
cpeacTs
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Mo acCOPTUMEHTY U KOIMYECTBY?

NYHKT 46 Mpasun
Haanexawemn
NPaKTUKN XpaHEHUS;
nyHKT 40 Mpasun
XpaHeHus
JIEKapCTBEHHbIX
cpencTs

Mo KayecTBy?

NYHKT 46 MpaBun
Haaexallen
NpaKTUKN XpaHEHUS;
nyHKT 40 MpaBun
XpaHeHus
JNIEKapCTBEHHbIX
cpencTs

no cob/1l0AeHM1I0 CcneuyanbHbIX YCI0BUI
XpaHeHMs (Mpu HaANYMKM Takoro Tpe6oBaHUs B
HOPMAaTUBHOW AOKYMEHTALMKN Ha
JleKapcTBeHHbIN npenapar)?

NYHKT 46 Mpasun
Haaexallen
NPaKTUKN XPaHEHUS;
nyHKT 40 MpaBsun
XpaHeHus
JNIeKapCTBEHHbIX
cpeacTs

MO HaJIMYMIO MOBPEXKAEHNI TPAHCMOPTHOM
Tapbl?

NYHKT 46 MpaBun
Haaexalen
NPaKTUKN XpaHEHUS;
nyHKT 40 MpaBun
XpaHeHUs
JIeKapCTBEHHbIX
cpeacTs

Co3jaHa /in NpUeMHas KOMUCCHA A1 MPOBeAEHUA
NPUEMOYHOIO KOHTPOJIS, YTBEPXKAEHHAS NPUKA30OM

NyHKT 49 Mpasun
Haaexalen

28. . .
pyKkoBoAUTENS CyObeKTa PO3HUYHOM TOProBaAN? anTe4yHOM NPaKTUKK
XpaHeHus
OdopmMAatoTCcs M € NPOCTaB/IEHUEM LUTaMMa O
NYHKT 46 MNpaBun
npuemMKe, NOANMUCbIO MaTeEpPMaIbHO-OTBETCTBEHHOIO HagnexaLLeli
JMua, 3aBepeHHoi nevaTbio (Mpu Hann4mm) N
o anTevyHoM NpaKTUKn
CcybbeKTa pO3HMYHOWN TOProBK:
NYHKT 46 MpaBun
cyeTa-daKTypbl? Hag/ieXxallemn
29 anTe4yHoM NpaKTUKK
TOBapPHO-TPAHCMOPTHbIE HaKNagHble? NYHKT 46 MNpaBun
Haa/exalen
anTe4yHoM NpPaKTUKn
peecTp JOKYMEHTOB MO Ka4yecTBy? NYHKT 46 MNpaBun
Haaexalen
anTeyHoM NpPaKTUKK
MpoxoaAaT n ToBapbl aNnTEYHOro acCOpPTUMEHTa A0 | NyHKT 50 Mpasun
30. noaa4vm B TOProByHO 30HY NPeAnpOAAXKHYHO Hag/ieXxallemn

NoAroToBKY?

anTeyHom NMPaKTUKn



consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BB7D4DA9B2B1F21D378ECA8B193AD01626EA51ADH7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BB7D4DA9B2B1F21D378ECA8B193AD01626E959ADHEO
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BB7D4DA9B2B1F21D378ECA8B193AD01626E959ADHEO
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BB7D4DA9B2B1F21D378ECA8B193AD01626E959ADHEO
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BB7D4DA9B2B1F21D378ECA8B193AD01626E959ADHEO
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BB7D4DA9B2B1F21D378ECA8B193AD01626E958ADHEO
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64A29B1315B27D4DA9B2B1F21D378ECA8B193AD01626E859ADH6O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E951ADH3O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64A29B1315B27D4DA9B2B1F21D378ECA8B193AD01626E859ADH6O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E951ADH3O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64A29B1315B27D4DA9B2B1F21D378ECA8B193AD01626E859ADH6O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E951ADH3O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64A29B1315B27D4DA9B2B1F21D378ECA8B193AD01626E859ADH6O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A29B1111BA7D4DA9B2B1F21D378ECA8B193AD01626E951ADH3O

31.

NaeHTUOULMPYIOTCS N XpaHsLLMeCs
NleKapCTBeHHbIe CpeACcTBa B COOTBETCTBMU C
NpMMeHAeMOMN CyGbEKTOM 0bpalLleHUs
JNIeKapCTBEHHbIX NMpenapaToB cMCTeEMOM yyeTa?

nyHKT 29 Mpasun
Haanexawemn
NPaKTUKN XpaHEHUS;
NyHKT 49 MNMpasun
Hag/ieXxallemn
NPaKTUKN XpaHEHUS

32.

OcyLLEecTBASETCA N XpaHEHNE NEKAPCTBEHHbIX
npenapaToB C y4eTOM TpeboBaHUI:

NyHKT 47 MpaBsun
Hag/ieXxallemn
NPaKTUKN XPaHEHUS;
nyHKT 40 Mpasun
XpaHeHus
NeKapCTBEHHbIX
cpencTs

HOPMAaTUBHOW JOKYMEHTALIMKN, COCTaBASAIOLLEN
perncTpaLnoHHoe A0Ckbe Ha IEKAPCTBEHHbIN
npenapar?

nyHKT 47 MpaBsun
Haaexalen
NpPaKTUKN XpaHEHUS;
nyHKT 40 MpaBsun
XpaHeHUs
JIEKapCTBEHHbIX
cpeacTs

WUHCTPYKLMM NO MEAULIMHCKOMY MPUMEHEHUIO?

NyHKT 47 MpaBun
Haa/1exalen
NPaKTUKN XpaHEHUS;
nyHKT 40 Mpasun
XpaHeHus
JNIEKapCTBEHHbIX
cpeacTs

(MnKn) BTOPUYHOM YraKOBKe JIeKapCTBEHHOIO
npenapara u TpaHCnopTHOM Tape?

MHPOpMaL MK, coaep Kallencs Ha NeEPBUYHON U

NyHKT 47 MpaBun
Hag/iexallemn
NPaKTUKN XpaHEHUS;
nyHKT 40 MpaBun
XpaHeHus
JIEKAPCTBEHHbIX
cpeacrts

33.

Pa3MelLaloTcs I IeKapcTBEHHbIE Npenapathbl B
nomeLLeHusax 1 (Mam) 3oHax g XpaHeHus
JIEKapCTBEHHbIX NPENapaToB B COOTBETCTBUM C
TpeboBaHMAMM HOPMATMBHOW AOKYMEHTaLMN U
(unmn) TpeboBaHMUAMM, YKa3aHHBIMM HA YNAKOBKeE
JIEKaPCTBEHHOTO Npenapara, ¢ y4eToMm:

NyHKT 49 MNpasun
Hag/iexallen
NPaKTUKN XPaHEHUS;
NyHKT 8 MpaBun
XpaHeHus
JNIeKapCTBEHHbIX
cpeacTs

OUBUKO-XMMUYECKNX CBOMCTB JIEKAPCTBEHHbIX
npenaparos?

NyHKT 49 MNpasun
Haanexawemn
NPaKTUKN XPaHEHUS;
nyHKT 8 MpaBun
XpaHeHus
JIEKapCTBEHHbIX
CcpeacTs
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dbapMaKkoormyeckux rpynn?

NyHKT 49 MpaBsun
Haanexawemn
NPaKTUKN XpaHEHUS;
NyHKT 8 MpaBun
XpaHeHus
JIEKapCTBEHHbIX
cpencTs

cnocob6a BBeleHUs IEKapCTBEHHbIX
npenapartos?

NyHKT 49 MpaBsun
Haaexallen
NpaKTUKN XpaHEHUS;
NyHKT 8 MpaBun
XpaHeHus
JNIEKapCTBEHHbIX
cpencTs

XpaHATCA M CBETOYYBCTBUTESIbHbIE NEKAPCTBEHHbIE

NyHKT 52 MpaBun
Haaexallen
NPaKTUKN XPaHEHUS;

34. NYHKTbI 24 - 26 MNMpaBun
npenaparbl B 3alUULLIEHHOM OT CBETa MecTe?
XpaHeHus
JNIeKapCTBEHHbIX
cpeacTs
NyHKTbl 21, 47 MNMpasun
Haaexalen
XpaHATCA M BNarovyBCTBUTESIbHbIE NPaKTUKN XpaHEHUS;
35. JleKapCTBEHHbIe CPeACTBA B 3aLLMLIEHHOM OT Barn | NyHKTbl 27 - 29 MNpaBun
mecrte? XpaHeHUs
JIeKapCTBEHHbIX
cpeacTs
HasHa4yeHo 1 NprKa3oM pyKoBoguTens cybbekTa
PO3HMYHOWN TOProBAM OTBETCTBEHHOE JIMLIO 3a NYHKT 66 MpaBun
36. | paboTty ¢ danbcnpMLUUpPOBaHHBIMYU, Hag/iexallemn
[106pOoKayecTBEHHbIMU, KOHTPadaKTHbIMU anTe4yHoM NPaKTUKN
TOBapaMu anTe4YHOro acCopTUMeHTa?
M3onmpoBaHbl M cneynanbHO NyHKT 55 MpaBsun
37. | npoMapKMpOBaHHble IEKapPCTBEHHbIE NpenapaTthbl, | HaaAeXallen
npeaHasHavyeHHble A15 YHUHTOXKEHUA? NPaKTUKN XpaHEHUS
nyHKT 30 MpaBun
N30nmMpoBaHbl 1n: Haanexawemn
NpaKTUKN XpaHEHUS
JIeKapCTBEHHbIE Npenaparbl, B OTHOLWEHUN nyHKT 30 MNpaBun
KOTOPbIX MPUHSTO pelleHne 06 U3bATUM U3 Hag/ieXxallen
obpalleHuns? MPaKTUKN XpaHEHWUS
38.

leKapCTBEHHbIE Npenaparbl, B OTHOLEHUN
KOTOPbIX MPUHATO PeLLEHNE O
NPUOCTAHOBNAEHMU MPUMEHEHUS?

nyHKT 30 Mpasun
Haaexalen
NPaKTUKN XpaHEHUS

danbcUdMLMPOBaHHbIe,
Hea06pOKaYeCTBEHHbIE U KOHTPadaKTHblE
NleKapCTBEHHbIE Npenaparbl?

nyHKT 30 MNMpasun
Hag/ieXxallemn
NPaKTUKN XpaHEHUS
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NMetoTcs v lOKYMEHTbI, ONMCbIBAtOWNE AeNCTBUS,
BbIMOJIHSiEMbIE CYOBLEKTOM 0bpalleHns
JIEKapCTBEHHbIX NPENapaToB, HarnpaBaeHHbIE Ha
cobnoaeHue TpeboBaHMN, YCTAHOBIEHHbIX
MpaBuiaMu HagNexalen NPakTUKN XpaHEHUS:

NyHKTbI 41 - 43 lNMpaBunn
Hag/ieXxallemn
NPaKTUKN XpaHEHUS

MHCTPYKUMN?

NyHKTbl 41 - 43 NpaBun
Haa/exalen
NMPaKTUKN XpaHEHWUS

39. CTaHAapTHble onepaunoHHble Npoueaypsbl NyHKTbl 41 - 43 lNMpasunn
(conw)? Hag/ieXkalemn
NPaKTUKN XpaHEHUS
oT4eTbl (CBOAHbIE YKYpHabl)? NyHKTb1 41 - 43 NpaBun
Haanexawemn
NPaKTUKN XpaHEHUS
JOroBopbI? NyHKTbl 41 - 43 NpaBun
Hag/ieXxallemn
NpPaKTUKN XpaHEHUS
Bepnetcs n yyeT neKapCTBEHHbIX CpeacTB C nyHKT 11 MpaBuna
40 OrpaHUYEHHbIM CPOKOM FOZIHOCTU Ha BYMayKHOM XpaHeHus
' HOCUTENE UM B INIEKTPOHHOM BUE C apXuBaLUMeEN? | NneKapCTBEHHbIX
cpeacTs
YcTaHOBNEH 1N pyKOBOAUTENEM OpraHmM3aunm nyHKT 11 MpaBsun
a1 NOpPAAOK BEAEHMS y4eTa NEKAPCTBEHHbIX CPEACTB C | XpaHEHUSA
" | orpaHuM4eHHbIM CPOKOM? JNleKapCTBEHHbIX
cpeacTs
NmeeTcs v pa3paboTaHHbIN U YTBEPXKAEHHbIN
KOMIJIEKC Mep HanpaBAeHHbIX HA MUHUMW3ALUIO NYHKT 24 MNpaBun
42. pUCKa KOHTaMMHaLMM NEeKAaPCTBEHHbIX NMPenapaTtoB, | Hagaexallen
C Y4ETOM YCJIOBUM COBMOAEHMS 3aLLUTBI OT NpaKTUKN XpaHEHUS
¢$aKTopoB BHeLHeN cpefbl ¢ 0dOpPMAEHUEM:
NyHKT 24 MpaBun
npuKa3oB? Hag/ieXxallemn
NpPaKTUKN XpaHEHUS
NYHKT 24 Mpasun
COlMoB? Hag/iexallen
NpPaKTUKN XpaHEHUS
NYHKT 24 Mpasun
MHCTPYKLUMIA? Hag/iexallen
NpaKTUKN XpaHeHUS
43. Pernctpupyrotca nm pesynbraTbl TemnepaTypHoro | AyHKT 21 Mpasun

KapTUMpOBaHMA U BJIAXXHOCTM B  CheuMasibHOM
XypHane (Kapte) peructpaumm Ha 6GyMa)KHOM
Hocutene M (M) B 3NEKTPOHHOM  Bujae
€eXellHEBHO, B TOM uuC/le B BbIXOAHblE W
npasaHuUYHbIE AHU

Hag/ieXxallemn
NPaKTUKN XPaHEHUS;
nyHKT 23 Mpasun
Haanexalemn
NPaKTUKN XPaHEHUS;

NyHKT 7 MNpasun
XpaHeHns
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JIEKAPCTBEHHBIX
cpeacTs

44,

XpaHATCcA M KypHasbl  (KapTbl)  permcrpaumm
TEMMEPaTypPHOro KapTUPOBaHWA B TEYEHWE [ABYX
ner?

nyHKT 21 MpaBun
Haaexalen
NPaKTUKN XpaHEHUS;
nyHKT 23 MpaBun
Haa/exalen
NpaKTUKN XpaHEHUS;
nyHKT 7 MpaBun
XpaHeHUs
JNIEKapCTBEHHbIX
cpencTs

45.

Cobntofaetcas /M 3anNper  Ha  XpaHeHue
OrHEOMACHbIX W B3PbIBOOMACHbIX JIEKAPCTBEHHbIX
npenapaTos BAAAM OT:

nyHKT 51 MpaBun
Haaexallen
NPaKTUKN XpaHEHUS

orHa?

nyHKT 51 MpaBun
Haanexalemn
NPaKTUKN XpaHEH WS

oTonuTeNbHbIX NPU60pPOB?

nyHKT 51 Mpasun
Haanexawemn
NpPaKTUKN XpaHEHUS

BO3ENCTBUSA NPSMbIX COTHEYHbIX JTyYen?

nyHKT 51 MpaBun
Haa/exalen
NpaKTUKN XpaHEHUS

46.

Cobt0gaeTcs M 3aMnpeT Ha XpaHeHue B
MOMELLEHUAX XPAHEHUSA IEKAPCTBEHHbIX
npenaparos:

nyHKT 20 MpaBsun
Haa/exalen
NMPaKTUKN XpaHEHNS

MULEBBIX NPOAYKTOB?

nyHKT 20 Mpasun
Haanexawemn
NPaKTUKN XpaHEHUS

TabayHbIX U3aeNnin?

nyHKT 20 MpaBun
Hag/ieXxallemn
NpPaKTUKN XpaHEHUS

HarMuTKOB (3a UCKJTIDYEHMEM MUTLEBOI BOAbI)?

nyHKT 20 MpaBun
Haaexalen
NpPaKTUKN XpaHEHUS

NeKapCTBEHHbIX npenaparos,
npeaHa3HaYeHHbIX ans JINYHOTO
MCMOJIb30BaHMS PaboOTHUKaMKN?

nyHKT 20 MNMpasun
Hag/iexallen
NPaKTUKN XpaHEHUS

(/OMKHOCTL U ®UO AOMXHOCTHOIrO SMua, 3ano/HUBLIET O
NMPOBEPOYHbI NNCT, MNOANUCHL, AaTa)

(AOﬂXHOCTb n ®N0 [OMKHOCTHOrO nuua lpugnyeckoro nuua,
npu 3anoJIHeEHNN MNMPOBEpPOYHOro sncTa,

noagnuceb, parta)

npucyTcrTBoBaBWEro
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MpunoxeHue N 10

K npuKasy OeaepanbHOMN CNyXObi

no Haa3opy B chepe 34paBoOOXpaHEHUS
071 09.11.2017 N 9438

®dopma

MpOBEPOYHbIA NNUCT
(CNMCOK KOHTPO/bHbLIX BOMPOCOB), MCNOAb3yeMblli degepasibHON CNyxO6oii
no Hag3opy B cdepe 34paBOOXpPaHEHUS U ee TeppuTopuanbHbLIMU OpraHamu
npu NpoBeAEHUM MNNAHOBLIX MPOBEPOK MPU OCYyWEeCTB/eHUN ¢epepasibHOr0
rocygapCTBEHHOro Hagsopa B chepe obpaweHus neKapCTBEHHbIX CPeAcTB
(nepeBo3Ka /leKapCTBEHHbLIX NpenapaToB AN MeAUUMHCKOrO MPUMEHEHUS
B OpraHusauMm OMNTOBOI/ TOProB/M /IEKAPCTBEHHLIMM CpeacTBaMn)

(HaumMeHOBaHWEe oOpraHa, OCYWEeCTB/SKWEro M/IaHOBYW MPOBEPKY)

1. Bug rocygapCTBEHHOro KoHTponsa (Hag3opa) .

2. NpegmeT  NNaHOBOWA NPOBEPKN KWPUAUYECKUX UL, WU UHAUBUAYASbHbIX
npeanpuvHuUMaTenein  orpaHuyMBaeTCcsa o06A3aTesibHbMWM TpeboBaHUAMM, cobNwaeHue
KOTOpbLIX fAABNAeTcAa Haubosiee 3HAUYMMbIM C TOYKU 3peHUsd HeponyweHUs BO3HUKHOBEHUSA
Yyrpo3bl MpUYMHEHUS Bpefa XW3HU, 340POBbI rpaxgaH, W3N0XeHHbMW B dopme
NPOBEPOYHOro NucTta (Cnucka KOHTPOJIbHLIX BOMPOCOB).

3. HaumeHoBaHue pugnyeckoro navua, dammnna, UM, OTYECTBO (NpU HaINYUK)
WHAMBUAYANbLHOrO npeanpuHUMaTens :

4. MecTO npoBegeHud naaHoBoOM NnpoBeEpPKKU C 3anosiHeHnem npoBepoyHOro nucTa:

5. PekKBU3NTbl MpukKasa O npoBeaeHUn naaHoBoOM npoBepkKu: OT

N .
6. YYeTHbi HOMep NPOBEPKW WM AaTa MPUCBOEHUSA YYETHOro HoMepa MNPOBEpKU B

EaonMHOM peecTpe NpOBEpPOK:
7. [JonkHOCTb, dammnuns 7 UHUUNabl [O/TIXHOCTHOI 0 nmua (nny),

nposogsawero(nx) naaHOBY MPOBEPKY:
1

4

2. .

8. [epeyeHb BOMPOCOB, OTpaxawuux cofgepxaHue o6a3aTefibHbIX TpeboBaHWii,
OTBET Ha KOTOpble 0A4HO3HAYHO CBUAETENbCTBYET O COG/IAEHUM UAN HECOO6AEHUN
OPUANYECKUM NMLOM, WHAMBUAYa/bHBIM MpeanpuHuMaTeneM o06s3aTeflbHbiX Tpe6GOoBaHuii,
COCTaB/ANWUX MPeaMeET MPOBEPKMU:

N Bonipockl, oTpaxkarouwme coaeprkaHue PekBuanTbl BbiBog, O
n/n obs3aTenbHbIX TpeboBaHWM HOPMaTUBHbIX BbINOJHEHUN
NpaBOBbIX aKTOB, C TpeboBaHMin
yKasaHueM mx
CTPYKTYPHbIX €AMHULL, Aa HET

KOTOPbIMMU
YCTaHOB/IEHDI
obs3arenbHbie
TpeboBaHus

MNyHKT 4 cTtatbt 9 PepepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-®3 "O6 ob6pallueHumn
JlekapcTBeHHbIX cpeacts” (CobpaHue 3akoHogatenscrea Poccuiickon ®epepaumn, 2010, N 16, crT.
1815; 2016, N 27, ct1. 4283) (panee - 61-®3), chaBa 7 MpaBun Hagaexallein npakTMKM XpaHeHus u
NepeBO3KM JIEKAPCTBEHHbIX TMpenapatoB AAs MEeAUUMHCKOrO MNPUMEHEHUS, YTBEPXAEHHbIX
npukasomM MuHUCTepCcTBa 3apaBooxpaHeHmns Poccuiickon ®Peapepaumm ot 31 aBrycta 2016 r. N 646H
(3apeructpupoBaH MwuHUCTEPCTBOM toCcTUUMKM  Poccuiickoit depepaummn 9 guBapsa 2017 r.,
peructpaumoHHbii N 45112) (panee - lpaBuia Hag/iexallen NPaKTMKM XpaHenus); [pasuaa
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XpaHEeHUs! IeKapCTBEHHbIX CPeACTB, YTBEPXKAEHHbIE NPUKAa30M MUHUCTEPCTBA 3[4PaBOOXPaHEHUS U
coumanbHoro passutus Poccuiickoint depepaumm ot 23 asrycta 2010 r. N 706H (3apeructpupoBaH
MuHUCTEPCTBOM tOCcTULMK Poccuiickon ®epepaumm 4 okTa6ps 2010 r., peructpaumoHHbin N 18608)
C W3MEHEHUSAMW, BHECEHHbIMU MPUKA3OM MUHUCTEPCTBA 34PABOOXPAHEHUS U  COLMANBHOIO
pa3Butna Poccuiickoit ®depepauumn oT 28 pekabps 2010 r. N 12214 (3aperucTpupoBaH
MUHKUCTEPCTBOM toCcTULIMK Poccuitickon Qepepauum 4 pespansa 2011 r., perucrpaumoHHbin N 19703)

(nanee - MpaBuna xpaHeHUN IEKAPCTBEHHbIX CPEACTB)

1. CornacytoTcst M € noJiydatesieM oCTaToYHbIE CPOKM | OYHKT 56 Mpasun
rogHOCTM MOCTABASEMbIX JIEKAPCTBEHHbIX Hag/ieXxallemn
npenaparos? NpPaKTUKN XpaHEHUS

2. DuUKcUpyeTcs N CyOEKTOM 0B palLLleHUs NyHKT 58 MNpasun
JIEKapCTBEHHbIX NpenapaToB MHPopmMaLus o Haa/exalen
nepeBO3Ke JIEKAPCTBEHHbIX NpenapaToB? NPaKTUKN XPaHEHUS

3. OcyuiecTBaseTcs MM MHGOPMMPOBaHUNE NyHKT 61 Mpasun
oTnpasuTens u (Maun) nosyyatens NeKapcTBEHHbIX | Haaaexallen
NpenapaToB O BbISIBAEHHbIX B MPOLECCe NEPEBO3KM | MPAKTUKU XpPaHEHUS
C/lyHasx HapyLLUEeHUsl TEMMNEPATYPHOro pexxnma
XpaHeHus?

4. OcyuwectBasercs M MHGOPMMPOBaHUNE NyHKT 61 Mpasun
oTnpasuTens u (Maun) nosyyatens NeKapcTBEHHbIX | Haaaexallen
npenapaTtoB O BbISIBAIEHHbIX B MPOLECCE NEPEBO3KM | MPAKTUKKU XpaHEHUS
C/lyHasax HapyLLUEeHUs NOBPEXAEHMS YNAKOBKMK?

5. MpepocTtaBnaOTCA N CyObEKTOM 0bpaLleHns NyHKT 61 MpaBun
JIeKapCTBEHHbIX MpenapaToB Mo 3anpocy Hag/ieXxallemn
nony4yaTesis NeKapCTBEHHbIX MPEnapaToB CBeAeHUS | MPaKTUKU XpaHEHUS
0 cobtoieHNM TEMMNEPATYPHOro pexnma npum
nepeBO3Ke JIEKapCTBEHHbIX NpenapaTos?

6. Mcnonb3ytoTcsa in A8 NepeBO3KU NEKAPCTBEHHbIX | OYHKT 62 MpaBun
npenapaToB TPaHCNOPTHble cpeacTBa’? Hag/iexallen

NpPaKTUKN XpaHEHUS

7. O6ecneymBatoT I TPAHCNOPTHbIE CPeaCcTBa U NYHKT 62 MNpaBun
obopyaoBaHue A8 NepeBO3KM NEKAPCTBEHHbIX Haanexalemn
npenapaTtoB KayecTBo, 3PpPEKTUBHOCTb U NpaKTUKN XpaHeHUs
6e30nacHOCTb IEKAPCTBEHHbIX NpenapaToB?

8. Ncnonb3yeTcs av npu nepeBo3Ke TepMOJIabMbHbIX | NYHKT 62 MNpaBun
JNIeKapCTBEHHbIX NMpenapaToB CrneLnan3npoBaHHOEe | Hag/ieXallemn
obopynoBaHue? NpPaKTUKN XpaHEHUS

9. Ob6ecneymBaeT i cneymain3mpoBaHHoe NYHKT 62 MpaBun
obopypoBaHue nogaepkaHme Tpebyembix Hag/ieXxallen
TeMMepaTypHbIX PEXUMOB XpaHEHUS NpaKTUKN XpaHEHUS
JIEKapCTBEHHbIX NpenapaToB?

10. lMpun nepeBo3Ke NEKapCTBEHHbIX NpenapaToB NyHKT 63 MpaBun
cobniofaeTcs M YCNoBUE OTCYTCTBUSA MPSAMOro Hag/iexallen
KOHTaKTa X/1a403/1EMEHTOB C JIEKAPCTBEHHbIMU NPaKTUKN XPaHEHUS
npenapatamMm B U30TEPMUYECKMUX KOHTEMHEpaX?

11. PykoBoautenem cybbekTa obpalleHus OYyHKT 63 MNMpaBun
JIeKapCTBEHHbIX NMpenapaToB NPOBOANTCS i Hag/iexallemn
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UHCTPYKTaX O MopsiKe NoJiIroTOBKK
U30TEPMUYECKMX KOHTEMHEPOB K NEPEBO3Ke
JIEKapCTBEHHbIX NPENapaToB (C y4ETOM Ce30HHbIX
0cobeHHOCTEM), a TaKXKe 0 BO3SMOXHOCTU
NMOBTOPHOIO MUCMOJIb30BAHUS X1a403/IEMEHTOB?

MPaKTUKN XpaHEHUA

12. Mpoluno nn obopyaoBaHue, OTHOCALLLEECS K NYHKT 64 Mpasun
cpeacTBaM U3MeEpPEHUN: Haa/exalen
NpaKTUKN XpaHEHUS
NepBUYHYIO MOBEPKY U (MIM) KaNMBPOBKY A0 NyHKT 64 MNpaBun
BBOJA B 3KCMayaTauuio? Hag/iexallen
NPaKTUKN XpaHEHUS
NnepBUYHYIO MOBEPKY U (MM) KaNMBPOBKY Noce | NyHKT 64 Mpasun
peMoHTa? Haanexawemn
NPaKTUKN XpaHEHUS
nepuoaMYeckyto NoBepKy 1 (Mamn) KannbpoBsKy B | NYHKT 64 MNpasun
npouecce aKcnayataumm? Hag/ieXxallemn
NpPaKTUKN XpaHEHUS
13. JocTaBnsatoTcs M NeKapcTBEHHbIE NpenapaTthbl No NYHKT 65 MpaBun
agpecy, yKasaHHOMY B TOBAapOCOMPOBOAUTENbHbIX | HAAAeXallen
JOKYMeHTax? NpPaKTUKN XpaHEHUS
14. | CobntogatoTcs M YCNOBUSA XPaHEHUS NyHKT 67 MNpaBun
NleKapCTBEHHbIX NPenapaToB B MOMELLEHMSAX Ha Haanexalemn
TPaH3UTHbIX CKNagax? NpaKTUKN XpaHeHUs
15. | ObecneumBaeTcsa v 6€30MaCcHOCTb JIEKAPCTBEHHbIX | NYHKT 67 MpaBun

npenapatoB Ha TPAH3UTHbIX CKﬂaﬂ,aX?

Hag/ieXxallemn
NPaKTUKN XpaHEHUS

Tapa, ynakoBka U MapKMpOBKa JIeKapCcTBeHHbIX npenapatoB (ctatba 46 61-03, thasa 8 MNpasun

HaJ/ieXalle NPaKTUKU XpaHeHuUs)

16. |BauseT an TpaHCNoOpTHas Tapa Ha KayecTBo, NyHKT 68 MNpaBun
3pPEeKTUBHOCTb U 6E30MACHOCTb JIEKAPCTBEHHbIX Haaexalen
npenapaToB Npu nx nepeBoske? NPaKTUKN XpaHEHUS

17. ObecneymBaeT M TPaHCMOPTHasA Tapa 3alWuTy oT NYHKT 68 MNpaBun
BO34eNCTBMA GaKTOPOB BHELLHEN cpefbl? Hag/ieXxallemn

NpaKTUKN XpaHeHUS

18. Bbibupaetca v TpaHCNopTHas Tapa, ynakoBKa ¢ NYHKT 69 MpaBun

yyeToMm:

Hag/ieXxallemn
NPaKTUKN XpaHEHMS

TPe6OoBaHWUI K YCIOBUSIM XpaHEHUSA U
nepeBO3KU JIEKAPCTBEHHbIX NpenapaTos?

NyHKT 69 Mpasun
Hag/iexallen
NPaKTUKN XpaHEHUS

obbema, Heob6X0AMMOro A/ pasMeLLEeHuns
NleKapCTBEHHbIX NpenapaToB?

NyHKT 69 MNpasun
Hag/iexallemn
NPaKTUKN XpaHEHUS
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KosiebaHUM TeMnepaTypbl OKPYXKaIOLLEN
cpegpbl?

NYHKT 69 Mpasun
Haanexawemn
NPaKTUKN XpaHEHUSI

[AJITESIbHOCTU NEPEBO3KMU, BK/IOYAS
BO3MOHOE MPOMEXKYTOUHOE XpaHeHue
JIeKapCTBEHHbIX MpenapaTos?

NYHKT 69 MpaBun
Haaexalen
NPaKTUKN XpaHEHUS

19.

Ha TpaHCnopTHYo Tapy HaHOCATCA Nn:

NyHKT 71 Mpasun
Haaexalen
NPaKTUKN XpaHEHUS

HanMeHOBaHUA NEKAPCTBEHHbIX npenapaTOB?

NyHKT 71 Mpasun
Hag/ieXxallemn
NPaKTUKN XpaHEHUS

CEpUM NeKapcTBEHHbIX NpenapaTos?

nyHKT 71 MpaBun
Hag/ieXxallemn
NMPaKTUKN XpaHEHUS

JaTa Bbinycka?

nyHKT 71 MpaBun
Hag/iexallemn
NPaKTUKN XPaHEHUS

KOJINY€CTBO BTOPUYHbIX (I'IOTpe6MTe}1bCKMX)
YNaKOBOK JI€EKAPCTBEHHbIX npenapaTOB?

NyHKT 71 Mpasun
Hag/iexallemn
NPaKTUKN XpaHEHUS

nHdopMaLma o NpomssoguTene
JIEKapCTBEHHBIX NMPEnapaToBs C YKazaHMeM
HaMMeHOBaHMIN U MecToHaxoXxaeHnsa (agpeca)
NPOU3BOANTENSA JIEKAPCTBEHHbIX NPenapaTos?

nyHKT 71 MNMpasun
Haaexallen
NPaKTUKN XpaHEHUS

CPOK roAHOCTU IEKaPCTBEHHbIX NPenapaTos?

nyHKT 71 MpaBun
Haaexalen
NpPaKTUKN XpaHEHUS

YCNOBUSA XPaHEHUS N NEPEBO3KU
NleKapCTBEHHbIX NpenapaTos?

NyHKT 71 Mpasun
Haaexalen
NPaKTUKN XpaHEHUS

Heob6xoauMble NpeaynpeauTenbHble Hagnucn?

NyHKT 71 Mpasun
Hag/ieXxallemn
NPaKTUKN XpaHEHUS

MaHUMNYNATOPHbIE 3HAKN?

nyHKT 71 MpaBun
Hag/ieXxallemn
NPaKTUKN XpaHEHUS

20.

CobGnolaeTcs /i 3aMnpeT Ha NoBTOPHOE
UCMO/Ib30BaHNE HENOCTAaTOYHO OX1aXKAEHHbIX
X11a03/1EMEHTOB?

NyHKT 63 MpaBun
Hag/iexallen
NPaKTUKN XpaHEHUS

21.

Cobntogaetcs v 3anpeT Ha UCNo/b30BaHMe
MOBPEXAEHHbIX X1a03/1eMEHTOB?

NyHKT 63 MNpaBun
Hag/iexallemn
NPaKTUKN XpaHEHUS

(pomkHOCTb M ®UNO0 JOMKHOCTHOrO nuua, 3anofHUBLIETO
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NPOBEPOYHLIA NNCT, NOANUCL, faTa)

(AonxHOCTb M ®NO0 AOMKHOCTHOrO Auua PUAMYECKOro Auua, NpPpUCyTCTBOBAaBLErO
npu 3anosiHeHUM MNPOBEPOYHOr0 NMcTa, No4NuChL, paTa)

Mpunoxkenune N 11
K npukasy ®eaepanbHOM CyXObl

Mo HaA30py B chepe 34paBooxpaHeHuUs
01 09.11.2017 N 9438

MpoBepoOYHbIi NNUCT
(CNMCOK KOHTPO/bHbLIX BOMPOCOB), MCNOAb3yeMblli degepanibHON CNyxO6oii
no Hag3opy B cdepe 34paBOOXpaHEHUs M ee TeppuTOpuanbHbLIMU OpraHamu
npu NpoBeAEeHUM MNNAHOBLIX MPOBEPOK MPU OCYyWEeCTBeHUN ¢pepepasibHOr o
rocyfapCcTBEHHOr0 Hag3opa B cdepe obpaweHuMss NeKapCTBEHHbIX CPeAcTB
(nepeBoO3Ka NeKapCcTBEHHbLIX MpenapaTtoB A/ MEAULMHCKOIro MPUMEHEHUS
B MEAMUMHCKOW OpraHm3aumn M WHbIX OpraHu3aumsax, WUMeWnx ULEH3NIo
Ha MefUUUHCKYK AeATeNbHOCThb)

(HaMMeHoBaHMe opraHa, OCYWEeCTBAAWWEro NIaHOBYKW MPOBEpPKY)

1. Bug rocyfapCTBEHHOro KoHTpona (Hag3opa)

2. NpegMeT  NAaHOBOW  MPOBEPKWM  OPUAMYECKUX /UL, U UHAUBUAYA bHBIX
npeanpuHuUMaTenei orpaHum4uBaeTcs ob6si3aTenbHbMM TpeboBaHuAMKM, Cco6oAEHNE
KOTOpbIX SIBASETCHA Haubosiee 3HaYMMbIM C TOYKW 3PEeHUS HeponyweHus BO3HUKHOBEHUSA
Yyrpo3bl MpUYUHEHUS Bpefa XW3HU, 340POBbI rpaxgaH, W3M0XEeHHbMW B dopme
NPOBEPOYHOro NucTta (CnuckKa KOHTPOJIbHLIX BOMPOCOB).

3. HaumeHoBaHMe wpMANYECKOro nuua, odamunusa, mMmMsA, OT4HeCTBO (MpPW HaNM4nuM)

WHAMBMAYANBHOT O NpeanpuHUMaTens :

4. MecTO npoBefeHusa naaHoBOW npoBepkKn C 3anoOJ/IHEHNEM MNPOBEPOYHOIro AncTa:

5. PeKBM3UTHl NpuKasa O NpPoBeAeHUM NNaHOBO NMPOBEPKMU: OT

N .
6. YUeTHblit HOMEep npoBepKM M pata MNPpUCBOEHUA YYETHOIro HOMepa MNpPOBEPKU B

EAVMHOM peecTpe MNpPOBEpPOK:
7. JONMXHOCTb, dammnnunsa " MHULMan. OO/MKHOCTHOI O nnua (nuu),

nposojawero(nx) nJaHOBY MPOBEPKY:
1.

4

2. .
8. [epeyeHb BOMPOCOB, OTpaxawWux cofepxaHue o6s3aTesibHbIX TpeboBaHWii,
OTBET Ha KOTOpble OAHO3HAYHO CBUAETENLCTBYET O COG/MOAEHWM WU HeCOGAEHUN
OPUANYECKUM NINLOM, WHAWBMAYaANbHLIM NpeanpuHMMaTenemM 06s3aTesibHbiX TpeboBaHwuiA,

cocTaBnsWMX npeaMeT MPOBEPKU:

N Bonpochl, oTpa)<atolime cogepaHue PeKBU3UTI BbiBOg, O

n/n 06s3aTeNbHbIX TpeboBaHMIA HOPMAaTUBHbIX BbINOJAHEHUU
NpPaBOBbIX aKTOB, C TpeboBaHUM

yKasaHueM ux
CTPYKTYPHbIX eAUHMLL,
KOTOPbIMMU
YCTaHOB/IEHDI
obs3artenbHble
TpeboBaHMS

Ja HeT

®dopma



NyHKT 4 ctatbn 9 ®epepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-®3 "O6 obpaleHumn
NleKapcTBeHHbIX cpeactB" (CobpaHue 3akoHogaTtenbcTea Poccuiickoit ®epepaunn, 2010, N 16, cT.
1815; 2016, N 27, cT. 4283) (nanee - 61-®3), rnasa 7 MpaBua Hagnexallen NpakTUKN XpaHeHUs U
nepeBO3KM JIEKAPCTBEHHbIX MNpenapaTtoB Aas MeAUUMHCKOTO MNPUMEHEHUS, YTBEPXKAEHHbIX
npukKasomM MuHMcTepcTBa 3apaBooxpaHeHus Poccuitckomn ®epepaumm ot 31 aerycra 2016 r. N 646H
(3apeructpupoBaH MUHUCTEPCTBOM tOCTMUMKM  Poccuiickoin depepaumm 9 saHBaps 2017 r.,
peructpaumoHHbin N 45112) (pnanee - lNpaBuna Haafexalllen NPaKTUKM XpaHeHus); [paBuna
XpaHEeHUsl NeKapCTBEHHbIX CPEACTB, YTBEPXKAEHHbIE NMPUKAa30M MUHUCTEPCTBA 3PaBOOXPaHEHUS U
coumanbHoro passutus Poccuiickon depepaumm ot 23 asrycta 2010 r. N 706H (3apeructpupoBaH
MuHucTepCcTBOM tocTULMKM Poccuiickon ®egepaumm 4 oktabpa 2010 r., peructpaumoHHbin N 18608)
C W3MEHEHWSIMU, BHECEHHbIMW NPUKA3OM MUHUCTEPCTBA 34PaBOOXPAHEHUS WM  COLMANBHOIO
pa3Butna Poccuiickon ®depepaummn ot 28 pgekabpa 2010 r. N 12214 (3apeructpupoBaH
MuHKCTEPCTBOM ocTULMKM Poccuitckon Pepepaunn 4 pespans 2011 r., peructpaumnonHsiin N 19703)
(nanee - NMpaBuaa xpaHeHUA NeKaPCTBEHHbIX CPEACTB)

1. CornacyroTcs i1 € NoJlydaTeNeM OCTaTOYHbIE CPOKU | NYHKT 56 Mpasun
roAHOCTM MOCTaBASIEMbIX JIEKAPCTBEHHbIX Hag/iexallemn
npenaparos? NpaKTUKN XpaHEHUS

2. DuKcupyeTcs M CyobEKTOM 06 pallleHUs NyHKT 58 Mpasun
JIeKapCTBEHHbIX NpenapaToB MHbopMaLUs O Haaexallemn
nepeBO3Ke JIEKAPCTBEHHbIX NpenapaTos? NPaKTUKN XpaHEHUS

3. OcyuwiecTBaseTcs M MHGOPMUPOBaHUNE NyHKT 61 Mpasun

oTnpaBuTeNs 1 (MnKn) Nnoslyyatenis NIEKapCTBEHHbIX | Haaaexallen
npenapaTtoB O BblsIBAIEHHbIX B MPOLECCe NEPEBO3KM | MPAKTUKN XpaHEHUS
CNyYasx HapyLleHUs TeEMMNepPaTypHOro pexxmuma
XpaHeHus?

4, OcyuwiectBaseTcs MM MHGOPMUPOBaHUE NyHKT 61 Mpasun
oTnpasuTens 1 (Maun) nosyyatens NeKapcTBEHHbIX | Haaaexallen
npenapaToB O BbISIBAIEHHbIX B MPOLECCe NEPEBO3KM | MPAKTUKU XPaHEHUS
CNy4asix HapyLeHUs NOBPEXAEHNS YNAKOBKN?

5. MpepocTaBAsATCA M CYObEKTOM ObpalLleHms NYHKT 61 MNpaBun
JIEKapCTBEHHbIX NpenapaToB Mo 3anpocy Haaexallemn

noJly4aTesnis IEKapCTBEHHbIX NPEnapaToB CBEAEHUA | NPaKTUKM XpaHEeHUs
0 COBJIIOAEHMM TEMMEPATYPHOrO peXxMMa npm
nepeBo3Ke JIeKapCTBEHHbIX Mpenaparos?

6. Ncnonb3ytoTcst v Ans NepeBO3KU IEKAPCTBEHHbIX | NYHKT 62 MpaBun
npenapaToB TPaHCMOPTHbIE cpeacTBa? Haaniexkallemn

NMPaKTUKN XpaHeEHUA

7. Ob6ecneymBatoT /M TPAHCNOPTHbIE CPEACTBA U NyHKT 62 MpaBun
obopyaoBaHue A8 NepeBO3KM NEKAPCTBEHHbIX Haanexalemn
npenapaToB KayecTBo, 3GHEKTUBHOCTb U NPaKTUKN XpaHEHUS

6€30MacHOCTb JIEKAPCTBEHHBIX MPenapaTos?

8. Mcnonb3yeTcs v Npu NepeBo3Ke TePMOoJ1IabubHbIX | NYHKT 62 MNpaBun
JIeKapCTBEHHbIX MPenapaToB crneymaan3npoBaHHoe | Haa/1exallen
obopynoBaHue? NpPaKTUKN XpaHeHUS!

9. O6ecneymBaeT M cneuyannMpoBaHHoe NYHKT 62 MNpaBun
obopynoBaHue nogaepXaHune TpedyemMbix Hag/iexallemn
TeMMepaTypHbIX PEXUMOB XpaHEHUS NpPaKTUKN XpaHEHUS

JIEKapCTBEHHBIX NpenapaToB?
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10.

Mpu NepeBo3Ke SIeKapCTBEHHbIX MPenapaTos
cobt0aeTCs /M YC/IOBME OTCYTCTBUA MPSIMOTo
KOHTaKTa X/1a403/1EMEHTOB C JIEKAPCTBEHHbIMM
npenapartamMu B U30TePMUYECKUX KOHTENHepax?

NyHKT 63 MpaBun
Haanexawemn
NPaKTUKN XpaHEHUSI

11. PykoBogutenem cybbekTa obpalleHus NyHKT 63 MpaBun
JIEKapCTBEHHbIX MpenapaToB NPOBOANTCS i Hag/ieXxallemn
MHCTPYKTaX O NopsiaKe NoarotoBKu NPaKTUKN XPaHEHUS
M30TEPMUYECKNX KOHTEMHEPOB K MNEepeBO3Ke
JIEKapCTBEHHbIX NPENapaToB (C Y4ETOM CE30HHbIX
ocobeHHOCTE), a TaKXKe 0 BO3MOXHOCTU
NMOBTOPHOIO UCMOb30BaHUS X/1a03/IEMEHTOB?

12. Mpoluno n obopyaoBaHue, OTHOCALLLEECS K NYHKT 64 MpaBun
cpeacTBaM U3MepEHUN: Haaexalen

NpPaKTUKN XpaHEHUS
NnepBUYHYIO MOBEPKY U (MIM) KaNMBPOBKY A0 NYyHKT 64 MNpasun
BBOJA B 3KCnyaTauuio? Hag/iexallen
NpaKTUKN XpaHeHUS
NnepBUYHYIO MOBEPKY U (MM) KaNIMBPOBKY Noce | NyHKT 64 Mpasun
peMoHTa? Hag/ieXxallemn
NpaKTUKN XpaHEHUS
nepuoamYeckyto NoBepKy 1 (Mamn) KannbposKy B | NyHKT 64 Mpasun
npouecce aKcnayataumm? Hag/ieXxallemn
NPaKTUKN XPaHEHUS

13. JocTaBnstoTcs M NeKapcTBEHHbIE NpenapaTtbl No NYHKT 65 MpaBun
ajpecy, YKazaHHOMY B TOBapOCOMNPOBOAUTENBbHLIX | Hagexallen
JOKYyMeHTax? NPaKTUKN XpaHEHUS

14. CobtogatoTcs N YCNOBUS XpaHEHMS NYHKT 67 MNpaBun
JIeKapCTBEHHbIX NPenapaToB B MOMELLEHMAX Ha Haanexalemn
TPAH3UTHbIX CKNagax? NpaKTUKN XpaHEHUS

15. | O6ecneunBaerca M 6€30MaCHOCTb JIEKAPCTBEHHbIX | NYHKT 67 MNpaBun

npenapaToB Ha TPaH3UTHbIX CKAaaax?

Haaexallen
NPaKTUKN XpaHEHUS

Tapa, ynakoBKa U MapKMpOBKa JieKapcTBeHHbIX npenapatoB (ctatba 46 61-03, rhasa 8 MNpasua

HaJ/ieXalle NPaKTUKU XpaHeHUs)

16. |BauseT an TpaHCNopTHas Tapa Ha KayecTBo, NyHKT 68 MNpaeun
3pPEKTUBHOCTb M 6E30MACHOCTb JIEKAPCTBEHHbIX Hag/iexallemn
npenapaTtoB Npu nx nepesoske? NPaKTUKN XpaHEHUs!

17. | ObecneymBaeT M TpaHCNOPTHAsA Tapa 3alUUTy OT NyHKT 68 MNpaeun
BO31eMNCTBUS GaKTOPOB BHELLHEN cpeabl? Haaexalen

NPaKTUKN XpaHEHUS!

18. BbibMpaeTcs M TpaHCNopTHas Tapa, YNaKoBKa C NyHKT 69 MpaBun

yyeToMm:

Haaexallen
NPaKTUKN XpaHEHUS

TpeboBaHWUI K YC/IOBUAM XpaHEHUS U
NnepeBO3KU SIEKaPCTBEHHbIX NpenapaTos?

NYHKT 69 Mpasun
Haanexalemn
NPaKTUKN XpaHEH WS
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o6beMa, Heo6XoAMMOro A1S pa3MeLleHUs
JleKapCTBEHHbIX NpenapaToB?

NYHKT 69 Mpasun
Haanexawemn
NPaKTUKN XpaHEHUSI

KosiebaHuM TeMnepaTypbl OKPYXKaIOLLEN
cpeabi?

NYHKT 69 MpaBun
Haaexalen
NPaKTUKN XpaHEHUS

[JJINTE/IbHOCTU NEPEBO3KMU, BK/KOYas
BO3MOXHOE MPOMEXXYTOYHOE XpaHEHNe
JIeKapCTBEHHbIX MpenapaTos?

NYHKT 69 MNpaBun
Haaexalen
NPaKTUKN XpaHEHUS

19.

Ha TpaHCnopTHYo Tapy HaHOCATCA Nn:

NyHKT 71 Mpasun
Hag/ieXxallemn
NPaKTUKN XpaHEHUS

HaMMEHOBaHMs IEKaPCTBEHHbIX NpenapaToB?

nyHKT 71 MpaBun
Hag/ieXxallemn
NMPaKTUKN XpaHEHUS

CEpUM NeKapCTBEHHbIX NpenapaTos?

nyHKT 71 MpaBun
Hag/iexallemn
NPaKTUKN XPaHEHUS

[JaTa Bbinycka?

NyHKT 71 Mpasun
Hag/iexallemn
NPaKTUKN XpaHEHUS

KOJINY€CTBO BTOPUYHbIX (I'IOTpe6MTeJ'IbCKMX)
YMNaKOBOK JIEKAPCTBEHHbIX I'Ipel'lapaTOB?

nyHKT 71 MNMpasun
Haaexallen
NPaKTUKN XpaHEHUS

nHdopMaLma o NpomsBoguTene
JIEKapCTBEHHBIX NMPENnapaToBs C yKazaHMeM
HaMMEeHOBaHMI U MecToHaxoXxaeHus (agpeca)
MPOU3BOANTENSA JIEKAaPCTBEHHbIX NPenapaTos?

nyHKT 71 MpaBun
Haaexallen
NPaKTUKN XpaHEHUS

CPOK roAHOCTU IeKaPCTBEHHbIX NpenapaTos?

NyHKT 71 Mpasun
Haaexalen
NPaKTUKN XpaHEHUS

YC/IOBUS XpaHEHUS U MEPEBO3KM
JleKapCTBEHHbIX NpenapaToB?

NyHKT 71 Mpasun
Hag/ieXxallemn
NPaKTUKN XpaHEHUS

HeobxoAnMble NpeaynpeauTeNibHble Haanucu?

nyHKT 71 MpaBun
Hag/ieXxallemn
NPaKTUKN XpaHEHUS

MaHUMNYNATOPHbIE 3HAKN?

nyHKT 71 MpaBun
Hag/iexallen
NPaKTUKN XPaHEHUS

20.

Cobntogaetcs v 3anpeT Ha NoBTOPHOE
MCNONb30BaHME HEAOCTAaTOYHO OXNAXKAEHHbIX
XN12403/1EMEHTOB?

NyHKT 63 MNpaBun
Hag/iexallemn
NPaKTUKN XpaHEHUS

21.

Co6mo,u,aeTc;| 11 3aMnpeT Ha NUCnoJib3o0BaHUe
NMOBPEXAEHHbIX X}'Iap,O3J'IEMeHTOB?

NYHKT 63 MNpaBun
Haaexallen
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MPaKTUKN XpaHEHUA

(ponxHocTb U ®NO AOMKHOCTHOrO nuua, 3anosiHMBLIETO
NPOBEPOYHLIA ANCT, NOANUCbL, AfaTa)

(ponxHoCcTb M ®NO0 [OMKHOCTHOrO uua puaMHYecKoro nuvua, nNpucyTCTBOBAaBLErO
npu 3arnofHeHUU NPOBEPOYHOro AucTa, nognuchb, pgarta)

MpunoxeHue N 12

K npukasy ®egepanbHoOM Cnyxobl

no Hag3opy B chepe 34paBOOXpPaHEHMS
01 09.11.2017 N 9438

NMpoBEPOYHLIA NUCT
(CcNUCOK KOHTPO/bHLIX BOMPOCOB), UCNONb3yeMblli defepasibHON CNyx6oi
no Hag3opy B cdepe 34paBOOXpPaHEHUSs U ee TeppuTopuanbHbIMU OpraHamu
npuv NpoBefeHUM MNNAHOBLIX MPOBEPOK MpWU ocylecTBeHun depepasbHOro
rocygapcTBeHHOro Hagsopa B chepe obpaweHus neKapCTBEHHbIX CPeACcTB
(nepeBo3Ka sieKapCTBEHHbIX NpenapaTtoB ANA MeAUUMHCKOrO MPUMEHEHUS
B anTeke roToBbIX (opM)

(HaMMeHoBaHVe opraHa, OCYWEeCTBSAWUWEro NaaHoBYl0 NPOBEPKY)

1. Bug rocygapCTBEHHOTr0o KOHTpons (Hagslopa)

2. NpegmeT  NNaHOBOWA NPOBEPKN KWPUAUYECKUX UL, W WHAUMBUAYASbHbIX
npeanpvHUMaTenieil  orpaHuyMBaeTCcs o06a3aTesibHbBMW TpeboBaHuWsAMM, CObGNK4EHME
KOTOpbIX SABMASIETCS Haubosiee 3HAUMMbIM C TOYKU 3PEHUSA HeAOoNywWweHUs BO3HMKHOBEHUS
Yyrpo3sbl TMpUYUHEHUS Bpega XW3HU, 340POBbI rpaxgaH, W3M0XEeHHHMW B dopme
NPoOBEPOYHOro NucTta (Cnucka KOHTPO/IbHLIX BOMPOCOB).

3. HammeHoBaHue pugmyeckoro navua, dammnus, UM, OTYEeCTBO (MNpU HaIANYMK)
MHAMBMAYaANbHOrO NpeanpuHUMaTeEns :

4. MecTOo npoBeAeHus NNaHOBOW MPOBEPKW C 3aMo/IHEHWEM MPOBEPOYHOro fucTa:

5. PekBU3UTLl MpukKasa O npoBefeHUn n1aHoBOW npoBepKn: OT

N .
6. YJeTHblii HOMEp MPOBEPKM U JaTa MPUCBOEHUS YYETHOrO HOMepa MPOBEPKU B

EAVHOM peecTpe MNpPOBEpPOK:

7. JOMKHOCTb, dammnnuns " UHUUMansl  AO/MKHOCTHOrO  nuua (nuu),
nposogsawero(nx) naaHoOBYl MPOBEPKY:

1. ;

2.

8. [epeyeHb BOMPOCOB, OTpaxawlMx cojepxaHue o6a3aTeNbHbIX TpeboBaHui,
OTBET Ha KOTOpble OIHO3HAYHO CBMAETENbCTBYET O COG/MIOAEHWM WU Hecob6AEHUN
OPUANYECKUM NULOM, WHAMBUAYabHBIM NpeanpuHuMaTenemM 06s3aTeflbHbiX Tpe6GOoBaHuii,
COCTaBMANWUX MpeaMeET MPOBEPKU:

N Bornipockl, oTpaxkatowme cogepkaHue PekBuanTeol BeiBOg, O
n/n obsa3atenbHbIx TpeboBaHUM HOPMATUBHbIX BbIMOJIHEHUU
NpPaBOBbIX aKTOB, C TpeboBaHUM

®opma



yKazaHueM umx na HeT
CTPYKTYPHbIX €AUHMLL,
KOTOPbIMMU
YCTaHOB/IEHbI
obs3artenbHble
TpeboBaHus

MNyHKT 4 ctatbn 9 PepepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-®3 "O6 obpaweHumn
JleKapcTBeHHbIX cpeactB" (CobpaHue 3akoHopaTtenbcTea Poccuiickoint ®epepaumn, 2010, N 16, cT.
1815; 2016, N 27, cT1. 4283) (nanee - 61-®3), naBa 7 MNpaBun Hagaexallen NpakTUKU XpaHeHUsa U
NnepeBO3KM JIEKAPCTBEHHbIX MpenapatoB AAs MeAUUMHCKOrO MNPUMEHEHUs, YTBEPXAEHHbIX
npukaszoM MuHUCTepPCTBa 3apaBooxpaHeHmns Poccuiickon ®epepaumm ot 31 aBrycta 2016 1. N 646H
(3apernctpupoBaH MUHUCTEPCTBOM tOCTMUMK Poccuiickoint ®depepaumm 9 saHBaps 2017 r.,
peructpaumoHHbii N 45112) (panee - lMpaBuia Haanexallen NPaKTUKU XpaHenus); [pasuna
XpaHEeHUs1 NeKapCTBEHHbIX CPeACTB, YTBEPXKAEHHbIE NMPUKAa30M MUHUCTEPCTBA 34PaBOOXPaHEHUS U
coumanbHoro passutns Poccuiickoint deaepaumm ot 23 asrycta 2010 r. N 706H (3apeructpupoBaH
MUHKUCTEPCTBOM toCcTULMKM Poccuiickont Penepaumnn 4 okta6psa 2010 r., pernctpaumoHHbin N 18608)
C W3MEHEHWUSIMU, BHECEHHbIMW NPUKA3OM MUHUCTEPCTBA 34pPaBOOXPAHEHUS WM  COLMANBHOIO
pa3Butna Poccuitckon ®depepaummn oT 28 pgekabpa 2010 r. N 12214 (3aperucTpupoBaH
MUHKUCTEPCTBOM tocTULMK Poccuitickoin Qepepauun 4 pespans 2011 r., perucrpaymoHHbiin N 19703)
(nanee - MpaBuaa xpaHeHUsA NeKapCTBEHHbIX CPECTB)

1. CornacyroTcs M ¢ noJslyyaTtesieM ocTaToYHble CPOKU | NYHKT 56 Mpasun
roJIHOCTU NOCTAB/IAEMBIX IEKAPCTBEHHbIX Haanexkallemn
npenapartos? NPaKTUKN XpaHeHUs

2. dukcnpyetcs m Cy6BbEKTOM obpalleHus | nyHKT 58 Mpasun
JIEKapCTBEHHbIX MpenapatoB  MHPoOpMaLMa O | Hagsiexallen

nepeBO3Ke JIEKAPCTBEHHbIX NpenapaTos? NPaKTUKN XpaHEHUS
3. OcyuwiecTBaseTcs MM MHGOPMMPOBaHUNE NYHKT 61 MNpaBun

oTnpasuTens u (Mam) noaydaTens 1eKapcTBEHHbIX | HaA/IeXKallen
npenapaTtoB O BblsIBAIEHHbIX B MpOLEcce NEPEBO3KM | MPAKTUKN XpaHEHUS
CNyYasix HapyLleHUs TEMNePaTYPHOro peXxmMma
XpaHeHus?

4, OcyuwiecTBaseTcs MM MHGOPMMPOBaHUNE NYHKT 61 MNpaBun
oTnpaBuTens u (Maun) nosyyatens NeKapcTBeHHbIX | Haaaexallen
npenapaToB O BbISIBIEHHbIX B MPOLLECCe NePEBO3KM | MPAKTUKU XpaHEHUS
C/lyHasax HapyLLUEeHUs NOBPEXAEHMS YNAKOBKU?

5. MpepocTaBasAOTCA I CYObEKTOM ObpalleHms NYHKT 61 MNpaBun
NleKapCTBEHHbIX MpernapaTos No 3anpocy Hagaexalemn

rosyyaTesis IEKapCTBEHHbIX NPernapaToB CBEAEHUS | NPaKTUKM XpaHeHUs
0 COB/IIOAEHMM TEMMEPATYPHOrO peXxMMa npm
nepeBoO3Ke JIEKaPCTBEHHbIX NpenapaTos?

6. Mcnonb3yroTcsa in A8 NepeBO3KU NEKAPCTBEHHbIX | OYHKT 62 MpaBun
npenapaToB TPAaHCMOPTHbIE cpeacTBa? Hag/ieXxallemn

NPaKTUKN XpaHEHUS

7. O6ecneymBatoT I TPAHCMOPTHbIE CPEeACTBa U NyHKT 62 MpaBun
obopynoBaHue AN NepeBO3KM NEKAPCTBEHHbIX Haanexalemn
npenapaToB KayecTBo, 3PpPEeKTUBHOCTL U NPaKTUKN XpaHEHUS

6e30MacHOCTb JIEKAPCTBEHHbIX NpenapaToB?

8. Mcnonb3yeTcs v Npu nepeBo3Ke TePMOoJ1IabubHbIX | NYHKT 62 MNpaBun
JNIeKapCTBEHHbIX NMpenapaToB CreLnan3npoBaHHoe | HagJ/ieXxallemn
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obopygoBaHue?

MPaKTUKN XpaHEHUA

9. ObecneymBaeT i cneymanndmpoBaHHoe NYHKT 62 MpaBun
obopyaoBaHue noaaepkaHme TpebyemMbix Hag/iexallemn
TeMMepaTypHbIX PEXUMOB XpaHEHUS NPaKTUKN XpaHEHUS
JIEKapCTBEHHbIX NpenapaToB?

10. Mpun nepeBo3Ke NeKapCTBEHHbIX NpenapaTos NyHKT 63 MpaBun
cobnofaeTcs M yCnoBUE OTCYTCTBUSA MPSAMOro Hag/iexallemn
KOHTAKTa X/1a403/1€MEHTOB C JIEKAPCTBEHHbIMU NPaKTUKN XPaHEHUS
npenapatamMm B U30TEPMUYECKUX KOHTEMHEPAX?

11. PykoBogutenem cybbekta obpalleHums NyHKT 63 MNpaBun
JIeKapCTBEHHbIX NMpenapaToB NPOBOANTCS N Hag/ieXxallemn
MHCTPYKTaX O NopsiKe NoArotoBKu NpaKTUKN XpaHeHUS
M30TEPMUYECKNX KOHTEMHEPOB K NepeBo3ke
JIeKapCTBEHHbIX NPENapaTtoB (C Y4ETOM Ce30HHbIX
0cobeHHOCTE), a TaKXKe 0 BO3MOXHOCTU
NOBTOPHOIO UCMO/Ib30BaHMA XJ1a403/1EMEHTOB?

12. Mpoluno nn obopyaoBaHue, OTHOCALLLEECS K NYHKT 64 Mpasun
CpeacTBaM U3MePEHUI: Hag/ieXxallemn

NpaKTUKN XpaHEHUS
NepBUYHYIO NMOBEPKY U (M) KaNMBPOBKY A0 NYHKT 64 MNpaBun
BBOJA B 3KCMayaTauuio? Hag/ieXxallen
NpPaKTUKN XpaHEHUS
NepBUYHYIO MOBEPKY U (MAK) KaNMBPOBKY nocsie | NYHKT 64 Mpasun
peMoHTa? Hag/iexallen
NpaKTUKN XpaHeHUs
nepuoamMYecKyto NoBEPKY U (MAKn) KaNMBPOBKY B | NYHKT 64 MpaBun
npouecce aKcnayataumm? Hag/ieXxallemn
NpaKTUKN XpaHeHUS

13. JocCTaBasaoTCa M NeKapCTBEHHbIE npenapaTbl No NYHKT 65 lMNpaBun
ajpecy, yKasaHHOMY B TOBapOCOMPOBOAUTENbHBIX | HAAeXalllen
JOKYMeHTax? NpPaKTUKN XpaHEHUS

14. CobntopatoTcst M YCNOBUSA XpPaHEHUS NYHKT 67 lMNpaBun
NIeKapCTBEHHbIX NpenapaToB B MOMELLEHMSAX Ha Haanexalemn
TPaAH3UTHbIX CKNagax? NPaKTUKN XPaHEHUS

15. | O6ecneumBaeTcs M 6€30NaCHOCTb IEKAPCTBEHHbIX | NYHKT 67 MpaBun

npenapaToB Ha TPaH3MUTHbIX CKAadax?

Hag/iexallemn
NPaKTUKN XpaHEHUs!

Tapa, ynakoBKa M MapKMPOBKa JIEKapCTBEHHbIX MpenapaToB (cTathd 46 61-®3, tnasa 8 MpaBun

HaJ/ieXalle NPaKTUKU XpaHeHuUs)

16. BnnsieT an TpaHCnopTHas Tapa Ha KayecTBo, NYHKT 68 MpaBun
3pPEeKTUBHOCTb N 6E30MACHOCTb JIEKAPCTBEHHbIX Haaexalen
npenapaToB Npu nx nepeBoske? NPaKTUKN XpaHEHUS

17. ObGecneymBaeT M TPaHCMOPTHas Tapa 3alWuTy oT NYHKT 68 MNpaBun

BO34eNCTBMA $GaKTOPOB BHELLHEN cpefbl?

Hag/iexallen
NPaKTUKN XpaHEeHUs!
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18.

Bbi6MpaeTcsa M TpaHCNopTHas Tapa, YNakKoBKa ¢
yyeToMm:

NYHKT 69 Mpasun
Haanexawemn
NPaKTUKN XpaHEHUSI

Tpe6oBaHWUI K YC/IOBUSIM XpaHEHUSA U
nepeBO3KU JIEKAPCTBEHHbIX NpenapaTos?

NYHKT 69 MpaBun
Haaexalen
NPaKTUKN XpaHEHUS

obbema, Heob6X0AMMOro A/ pasMeLLeHus
JIeKapCTBEHHbIX NpenapaToB?

NYHKT 69 MNpaBun
Haaexalen
NPaKTUKN XpaHEHUS

konebaHuit TeMnepaTypbl OKPYKatoLLEeN
cpeabi?

NYHKT 69 MNpaBun
Hag/ieXxallemn
NPaKTUKN XpaHEHUS

JIUTENBHOCTM NEPEBO3KU, BKKOYAs
BO3MOXXHOE NPOMEXYTOYHOE XpaHeHue
NIeKapCTBEHHbIX NpenapaTos?

NYHKT 69 MpaBun
Hag/ieXxallemn
NPaKTUKN XpaHEHUS

19.

Ha TpaHCnopTHYyo Tapy HaHOCATCA Nn:

nyHKT 71 MpaBun
Hag/iexallemn
NPaKTUKN XPaHEHUS

HanMeHOBaHUA NEKAPCTBEHHbIX npenapaTOB?

NyHKT 71 Mpasun
Hag/iexallemn
NPaKTUKN XpaHEHUS

CEpPUN NIEKAPCTBEHHbIX NpenapaToB?

nyHKT 71 MNMpasun
Haaexallen
NPaKTUKN XpaHEHUS

JaTa Bbinycka?

nyHKT 71 MpaBun
Haaexallen
NPaKTUKN XpaHEHUS

KOJINYECTBO BTOPUYHBIX (MOTPebUTENLCKMX)
YMaKOBOK JIEKapPCTBEHHbIX NPenaparos?

nyHKT 71 MpaBun
Haanexalemn
NPaKTUKN XpaHEHUS

MHdOopMaLus 0 NponssoauTese
JIeKapCTBEHHbIX MPEnapaToB C YKazaHWEM
HaMMeHOBaHUI M MecToHaxoXKaeHus (agpeca)
NpPOM3BOANTENS JIEKAPCTBEHHBIX NpenapaTos?

nyHKT 71 Mpasun
Haanexalemn
NpPaKTUKN XpaHEHUS

CPOK roAHOCTU IEKAPCTBEHHbIX NPenapaToB?

nyHKT 71 MpaBun
Hag/ieXxallemn
NPaKTUKN XpaHEHUS

YC/IOBUS XPaHEHUSA N NEPEBO3KMU
NleKapCTBEHHbIX NpenapaToB?

nyHKT 71 MpaBun
Hag/iexallen
NPaKTUKN XPaHEHUS

Heob6xoauMble NpeaynpeauTebHble Haanucn?

NyHKT 71 MNpasun
Hag/iexallemn
NPaKTUKN XpaHEHUS
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MaHUMYASTOPHbIE 3HAKN? NYHKT 71 MNpasun
Haanexawemn
NPaKTUKK XpaHeHUSs

20. CobGntopaeTtca M 3anpeT Ha NOBTOPHOE NyHKT 63 MpaBun
MCMOJIb30BaHME HeAOCTAaTOYHO OXAaXKAEHHbIX Hag/iexallen
XN1al031EMEHTOB? NpPaKTUKN XpaHEHUS

21. Cobntogaetcs /v 3anpeT Ha UCMoJIb30BaHUE NYHKT 63 MNpaBun
NoBPEXAEHHbIX X/1a403/1EMEHTOB? Hag/iexallen

NMPaKTUKN XpaHEHUA

(pOMKHOCTL ¥ ®NO0 [OMKHOCTHOrO Nuua, 3anoHMBLIETO
NPOBEPOYHbLIA NUCT, NOANUCL, faTa)

(BoNXHOCTb M ®NO AOMKHOCTHOrO Auua PUAMHECKOro nuua, NpUcyTCTBOBAaBWENO
npu 3anosiHeHUM NPOBEPOYHOr0 NucTa, nognuchb, paTa)

MpunoxeHue N 13

K npuKasy OeaepanbHOMN CNyXKObl

no Hag3opy B chepe 3paBOOXpPaHEHMSA
071 09.11.2017 N 9438

NMPOBEPOYHbIA NNCT
(CNMCOK KOHTPO/bHbLIX BOMPOCOB), MCNOAb3yeMblli degepasibHON CNyxO6oii
no Hag3opy B cdepe 34paBOOXpaHEHUS M ee TeppuTOpuanbHbLIMU OpraHamu
npu NpoBEeAEHUN MNNAHOBLIX MPOBEPOK MPU OCYyWECTB/EHUN $efepasibHOro
rocyfapCTBEHHOro Hagsopa B chepe obpaweHusi NeKapCTBEHHbIX CPEeACTB
(nepeBo3Ka /leKapCTBEHHbLIX NpenapaToB AN MEeAUUMHCKOrO MPUMEHEHUS
B anTe4YHOM MYHKTe)

(HauMeHOBaHWEe oOpraHa, OCYWEeCTB/SKWEro M/aHOBYW MPOBEPKY)

1. Buag rocygapcTBeHHOro KOoHTpons (Hagsopa)

2. MpegvMeT  MJIAHOBOW  MPOBEPKM  KWPUAWYECKUX UL, U WHOUBUAYASIbHbIX
npegnpuHUMaTenein  orpaHuynBaeTcs o06s3aTeflbHbIMM  TpeboBaHUsMKU,  CO6/I0LEHME
KOTOpbIX sIBAsieTCSH Hambonee 3Ha4YMMbIM C TOUKU 3PEHUS HefoNnyWeHWss BO3HUKHOBEHUS
yrpo3bl MNpUUYUHEHWA Bpefa XWU3HW, 340POBb rpaxiaH, W3/I0XeHHbHMU B dopme
NMPOBEPOYHOTO SIMCTa (CnNMcKa KOHTPOJIbHbLIX BOMPOCOB).

3. HanmeHoBaHue tpugnyveckoro nuua, damuansa, UM, OT4YecTBO (MpPU HaINUMK)

WHAMBUAYANbHOTO MNpejnpuHUMaTens :
4. MecTO npoBefeHUs MJIaHOBO MPOBEPKU C 3aMO/IHEHWEM MPOBEPOYHOro nucTa:

5. PekBU3NTLl MpukKasa O npoBefeHUn n1aHoBOW npoBepKn: OT

N .
6. YueTHblii HOMEp MPOBEPKM U AaTa MPUCBOEHUS YYETHOrO HOMepa MPOBEPKMU B
EAVMHOM peecTpe NpOBEpOK:

7. JOMKHOCTD, dammnuns " UHUUMansl  AO/MKHOCTHOrO  nuua (nuu),
npoBogswero(ux) naaHoOBYl0 MPOBEPKY:

1. ;

2.

8. TMepeyeHb BOMPOCOB, OTpaxXawlux COAepXaHUe 06si3aTesbHbiX Tpe6oBaHWii,
OTBET Ha KOTOpble OAHO3HAYHO CBUAETENbLCTBYET O CO6/IAEHUN UNKU Hecob6/LeHUn
OPUANYECKUM INLIOM, MWHAUBMAYANbHLIM NpeanpuHMMaTesneM 06a3aTe/ibHbIX TpeboBaHuii,

®opma
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CcocTaBAwWMX npegmMeT NpPOBEPKW:

N Bonpocskl, oTpa)katolpe coaep’kaHue PekBU3UTHI BbiBOA, O
n/n obsa3aTenbHbIX TpeboBaHU HOPMaTUBHbIX BbIMOJIHEHUU
NpaBOBbIX aKTOB, C TpeboBaHuM

YKasaHneM mux
CTPYKTYPHBIX €AUHMLL, Aa HEeT
KOTOPbIMM
YCTaHOB/IEHbI
obs3arenbHble
TpeboBaHus

NyHKT 4 cTtatbn 9 PepepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-®3 "O6 obpalueHumn
NleKapcTBeHHbIX cpeactB" (CobpaHue 3akoHogaTtenbcTea Poccuiickont ®epepaumn, 2010, N 16, cT.
1815; 2016, N 27, ct1. 4283) (panee - 61-®3), cnaBa 7 MNpaBun Hagaexallein npakTMKN XpaHeHus u
NepeBO3KM JIEKAPCTBEHHbIX MNpenapatoB Aasi MeAMUMHCKOIrO MNPUMEHEHUS, YTBEPXKAEHHbIX
npukazomM MuHUCTepCcTBa 3apaBooxpaHeHmns Poccuiickon ®Peapepaumm ot 31 aBrycta 2016 1. N 646H
(3apernctpupoBaH  MwuHuUCTEpcTBOM tocTUUMKM  Poccuitckor depepaummn 9 auBapa 2017 r.,
peructpaumoHHbii N 45112) (panee - lpaBuia Hagiexawlen NPakTMKU XpaHenus); [pasuaa
XpaHEeHUsl NeKapCTBEHHbIX CPEACTB, YTBEPXKAEHHbIE NMPUKA30M MUHUCTEPCTBA 34PaBOOXPaHEHUS U
coumasnbHoro passutua Poccuiickon ®epepaumm ot 23 asrycta 2010 r. N 706H (3apermcrtpupoBaH
MuHucTepcTBOM tocTULmMKM Poccuiickon ®egepaumm 4 oktabpsa 2010 r., peructpaumoHHbin N 18608)
C W3MEHEHWUSIMU, BHECEHHbIMW MNPUKA3OM MUHUCTEPCTBA 3[PaBOOXPAHEHUS U COLMANBHOIO
pa3sutna Poccuiickon ®depepauumn or 28 pgekabpa 2010 r. N 12214 (3apeructpupoBaH
MuHUCTEPCTBOM tocTUL MK Poccuiickon ®epepaumm 4 despana 2011 r., pernctpaumoHHbin N 19703)
(nanee - MpaBuna xpaHeHUs NEKAPCTBEHHbIX CPEACTB)

1. CornacyroTcs in ¢ noay4aTesieM ocTaTovHble CPOKU | MYHKT 56 MpaBun
roAHOCTM MOCTaBASEMbIX JIEKAPCTBEHHbIX Haanexalemn
npenapartos? NPaKTUKN XpaHEHUS

2. dukcupyeTtcs m cy6bekToM obpalleHus | nyHKT 58 MpaBun
JIEKApCTBEHHbIX  MpenapatoB  WHbOpPMaUUS O | HaZ/IeXallen

nepeBo3Ke IeKapCcTBEHHbIX NpenapaTos? NPaKTUKU XpaHeHUs
3. Ocyuiectensetcs am nHdopMupoBaHme NyHKT 61 Mpasun

oTnpaBuTeNsa U (MK) NoayyYaTeNns IEKAPCTBEHHBIX | HAAJIEXKaLLEN
npenapaTtoB O BblsSIBAEHHbIX B MpoLecce NepeBoO3KM | NMPaKTUKN XpaHEHUS
CNyYasx HapyLleHMs TeMNepPaTypHOro pexxmma
XpaHeHusa?

4, OcyuwiectBnsieTcsa im MHPOopMMpoBaHMe NyHKT 61 MpaBun
oTnpaBuTeNs 1 (MnKn) Nnoslyyatens NeKapCcTBEHHbIX | Haaaexallen
npenapaToB O BbISIBAIEHHbIX B MPOLIECCE NEPEBO3KM | MPAKTUKN XpaHEHUS
CNy4Yasix HapyLUEHUS NOBPEXAEHUS YNAKOBKN?

5. MNpepocTaBAsATCA I CYObEKTOM ObpaLleHMs NYHKT 61 MNpaBun
JIEKAPCTBEHHbIX NpenapaToB Mo 3anpocy Haanexalemn

nony4atenis 1IeKapcTBEHHbIX NPernapaToB CBeAEHUs | NPaKTUKM XpaHeHUs
0 COB/IIOAEHMM TEMMEPATYPHOro peXxmMMa npm
nepeBo3Ke JIeKapCTBEHHbIX NpenapaTtos?

6. Ncnonb3yroTcst M ANis NepPeBO3KM IEKAPCTBEHHbIX | NYHKT 62 MNpaBun
npenapaToB TPaHCMOPTHbIe cpeacTBa? Hag/ieXxallemn

NMPaKTUKN XpaHEHUA

7. Obecne4ymBaloT /M TPAHCNOPTHbIE CPEACTBA U NYHKT 62 MpaBun
obopyaoBaHue s NepeBo3KM JIEKAPCTBEHHbIX Hag/ieXxallemn
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npenapartoB KayecTBo, 3GpPEKTUBHOCTL U
6€30MacHOCTb IeKapCTBEHHbIX NPenapaToB?

MPaKTUKN XpaHEHUA

8. Mcnonb3yeTcs M Npu NepeBo3Ke TePMOoJ1IabubHbIX | NYHKT 62 MNpasun
JIEKapCTBEHHbIX MPenapaToB CreLnaJn3MpoBaHHOE | HagJ/ieXallen
obopynosaHue? NPaKTUKN XpaHEHUS

9. ObecneymBaeT M cneuyannu3MpoBaHHoe NYHKT 62 Mpasun
obopyaoBaHue noaaeprkaHme TpebyemMbix Hag/iexallemn
TeMMepaTypHbIX PEXUMOB XpaHEHUS NPaKTUKN XPaHEHUS
NleKapCTBEHHbIX NpenapaToB?

10. Mpn NnepeBo3Ke NEeKapCTBEHHbIX NpenapaToB NYHKT 63 MNpaBun
cobnoaaeTcs M ycnoBue oTCyTCTBUS MPAMOro Hag/ieXxallemn
KOHTaKTa X/J1afl03/1eEMEHTOB C JIEKAPCTBEHHLIMMU NMPaKTUKN XPaHEHNS
npenapatamMm B U30TEPMUUYECKMNX KOHTEMHEPAX?

11. PykoBogutenem cybbekTa obpalleHus NyHKT 63 MpaBun
JIEKapCTBEHHbIX MpenapaToB NPOBOAUTCS N Hag/ieXxallemn
MHCTPYKTaX O NopsiaKe NoArotoBKu NpPaKTUKN XpaHEHUS
M30TEPMUYECKNX KOHTEMHEPOB K MepeBo3kKe
JIeKapCTBEHHbIX NPenapaTtoB (C Y4ETOM Ce30HHbIX
0cobeHHOCTE), a TaKXKe 0 BO3MOXHOCTU
NOBTOPHOIO UCMONb30BaHUSA X/1aJ03/IEMEHTOB?

12. MpoLluno nm obopyaoBaHMe, oTHocsALEeCS K NYHKT 64 MNpasun
CpeAcTBaM U3MeEPEHUI: Hag/ieXxallemn

NPaKTUKN XPaHEHUS
NepBMYHYIO MOBEPKY U (MK) KANMBPOBKY A0 NYHKT 64 NpaBun
BBOJA B 3KCnyaTauuio? Haanexalemn
NPaKTUKN XpaHEHUS
NepBUYHYIO NMOBEPKY U (UK) KanMBPOBKY nocsie | NYHKT 64 MpaBun
peMoHTa? Haanexalemn
NMPaKTUKN XPaHEHNS
nepuoaMYecKyto NoBEPKY U (MNK) KaNMBPOBKY B | NYHKT 64 Mpasun
npouecce aKcnayataumm? Hag/ieXxallemn
NpPaKTUKN XpaHEHUS

13. JocTaBnsoTcs M NeKapcTBeHHble npenapaTtbl No NYHKT 65 Mpasun
agpecy, yKasaHHOMY B TOBapOCOMPOBOAUTENbHBIX | HAAEeXallen
JOKYMeHTax? NPaKTUKN XPaHEHUS

14. CobtoaatoTcs N YCNOBUSI XpaHEHMUS OYHKT 67 MNMpaBun
JIeKapCTBEHHbIX NpenapaToB B NOMELLEHUSAX Ha Hag/iexallemn
TPaAH3UTHbIX CKNagax? NPaKTUKN XpaHEHUS

15. ObecneuymBaeTcsi M 6€30NacHOCTb JIEKAPCTBEHHbIX | NYHKT 67 MpaBun

npenapatoB Ha TPAH3UTHbIX CK}'Ia,EI,aX?

Haanexawemn
NPaKTUKM XpaHEeHNS

Tapa, ynakoBka M MapKMPOBKa JIeKapCTBEHHbIX npenapaTtoB (cratba 46 61-®3, thaea 8 Mpasun

Hagnexallen NPaKTUKU XpaHeHus)

16.

BansieT v TpaHCNOPTHas Tapa Ha KayecTso,
3pPEeKTUBHOCTb M BE30NACHOCTb JIEKAPCTBEHHbIX
npenapaTtoB MNpu UX NepeBo3Ke?

NYHKT 68 MNpaBun
Haanexalemn
NPaKTUKM XpaHEHUS
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17. ObecneymBaeT N TpaHCNOPTHas Tapa 3aWmTy oT NYHKT 68 Mpasun
BO3J€eNCTBMA GaKTOPOB BHELLHEN cpeabl? Haanexawemn
NpaKTUKN XpaHEHUS
18. Bbibupaetca v TpaHCnopTHas Tapa, ynakoBKa ¢ NYHKT 69 MpaBun
y4yeToM: Haaexalen
NpPaKTUKN XpaHEHUS
TpeboBaHWUIM K YCJIOBUSAM XpPaHEHUA U NYyHKT 69 MNpaBun
nepeBO3KU SIeKapCTBEHHbIX NpenapaToB? Hag/iexallen
NPaKTUKN XpaHEHUS
obbeMa, Heob6X0AMMOro A5 pa3MeLleHus NYHKT 69 MNpaBun
NleKapCTBEHHbIX NpenapaToB? Hag/ieXxallemn
NPaKTUKN XpaHEHUS
KosiebaHU TeMMNEepaTypbl OKPYXKAIOLLEN NYHKT 69 MpaBun
cpeabi? Hag/ieXxallemn
NpPaKTUKN XpaHEHUS
ONNTENBbHOCTU NEPEBO3KU, BKAKOYAA NyHKT 69 MpaBun
BO3MOXXHOE MPOMEXYTOYHOE XpaHEHUEe Haanexalemn
JIeKapCTBEHHbIX NpenapaToB? NPaKTUKN XPaHEHUS
19. Ha TpaHcnopTHYto Tapy HaHOCATCA /n: NyHKT 71 Mpasun

Hag/iexallemn
NPaKTUKN XpaHEHUs!

HanMeHOBaHUNA NEKAPCTBEHHbIX npenapaTOB?

nyHKT 71 MNMpasun
Haaexallen
NPaKTUKN XpaHEHUS

CEpPUM NEKaPCTBEHHbBIX NpenapaToB?

nyHKT 71 MpaBun
Haaexallen
NPaKTUKN XpaHEHUS

Jata Bbinycka?

nyHKT 71 MpaBun
Haanexalemn
NPaKTUKN XpaHEHUS

KOJINYE€CTBO BTOPUYHbIX (I'IOTpE6VITeJ'IbCKMX)
YMNaKOBOK JIEKAPCTBEHHbIX I'Ipel'lapaTOB?

nyHKT 71 Mpasun
Haanexalemn
NpPaKTUKN XpaHEHUS

UHbOPMaLUS 0 NpousBoanuTese
NIeKapCTBEHHbIX NPENapaToB C YKa3aHUEM
HaMMeHOBaHM1IN U MecToHaxoXxaeHns (agpeca)
NPOU3BOANTENS IEKAPCTBEHHBIX NMPenapaToB?

nyHKT 71 MpaBun
Haa/1exalen
NpaKTUKN XpaHEHUS

CPOK rOAHOCTU IEKaPCTBEHHbIX NPenapaTos?

nyHKT 71 MpaBun
Hag/iexallen
NPaKTUKN XPaHEHUS

YC/I0BUS XpaHEHWS U NEePEBO3KN
JIEKaPCTBEHHBIX NpenapaTos?

NyHKT 71 MNpasun
Hag/iexallemn
NPaKTUKN XpaHEHUS
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Heob6xoauMble NpeaynpeauTenbHble Hagnucn? | nyHKT 71 MNpasun
Haanexawemn
NPaKTUKK XpaHeHUSs

MaHUMNYNATOPHbIE 3HAKU? nyHKT 71 MpaBsun
Haaexalen
NpPaKTUKN XpaHEHUS

20. Cobntogaetcs /v 3anpeT Ha NOBTOPHOE NYHKT 63 MNpaBun
MCMOJIb30BaHME HeAOCTAaTOYHO OXJaXKAEHHbIX Hag/iexallen
XJ1af03/1eMEHTOB? NPaKTUKN XpaHEHUS

21. Cobntogaetcs /v 3anpeT Ha UCMOJIb30BaHUE NYHKT 63 MNpaBun
NOBPEXAEHHbIX X1a403/1€EMEHTOB? Hag/ieXxallemn

NMPaKTUKN XpaHEHNA

(fonNXHOCTb M ®NO0 AOMKHOCTHOTrO Nuua, 3anosIHMBLIENO
NMPOBEpPOYHLIi IMCT, MNOAMUCbL, AaTa)

(ponxHoCcTb U ®NO0 [OMKHOCTHOrO fuua puaMvYecKoro nuua, nNpucyTCTBOBAaBLErO
npu 3anofiHeEHNUU MNPOBEPOYHOro AucTa, nognuck, gaTa)

MpunoxeHue N 14

K npuKasy deaepanbHOM CNyXKObI

no Hag3o0py B chepe 34paBOOXPaHEHMS
071 09.11.2017 N 9438

MpoBEPOYHLIA NUCT
(cnMcoK KOHTPOJIbHLIX BOMPOCOB), WUCNOMb3yemblli defepasibHON Ccnyx6oi
no Hag3opy B cdepe 34paBOOXpPaHEHUA U ee TeppuTOopuanbHbIMU OpraHamu
npyv nNpoBefeHun MNNaHOBLIX MPOBEPOK MNP OcylecTBeHUn édenepasibHOro
rocyfapcTBeHHOro Hag3opa B coepe obpaleHUs NeKapCTBEHHLIX CPeacTB
(nepeBo3Ka sieKapCTBEHHBIX NpenapaTtoB ANA MeAUUMHCKOr0 MpUMEHeHUs
B anTe4yHOM KUOCKe)

(HaumMeHOBaHWe oOpraHa, OCYWEeCTB/SKWEro M/IaHOBYW MPOBEPKY)

1. Bug rocygapCTBEHHOro KoHTponsa (Hag3opa)

2. NpegmeT  NNaHOBOWA NPOBEPKN KWPUAUYECKUX UL, W WHAUBUAYASbHbIX
npegnpuHuUMaTesiein  orpaHuymBaeTcss o06si3aTeNbHbIMM  TpeboBaHUAMK, COGAEHNE
KOTOpbIX SBNASIETCS Haubosiee 3HAYMMbIM C TOYKU 3PEHUSA HEeAOoNMyWeHUS BO3HMKHOBEHUS
Yyrpo3sbl TMpUYUHEHUS Bpega XW3HW, 340POBbI rpaxgaH, W3M0XEeHHbMW B dopme
NPOBEPOYHOro NucTta (Cnucka KOHTPO/IbHLIX BOMPOCOB).

3. HammeHoBaHue wpugmyeckoro navuya, dGammnus, uMmsA, OTYeCTBO (MNpU HaIANYMK)
WHAVBUAYANIbHOTO NpeanpuHUMaTEns :

4. MecTo npoBeAeHUs M/aHOBOI MPOBEPKM C 3ano/iHeHWeM MPOBEpPOYHOro fmMcTa:

5. PekBU3NTLl MpukKasa O npoBefeHUn n1aHoBOW npoBepKn: OT

N .
6. YueTHblii HOMEp MPOBEPKM U AaTa MPUCBOEHUS YYETHOrO HOMepa MPOBEPKMU B
EAVMHOM peecTpe NpOBEpOK:

7. JOMKHOCTD, dammnuns " UHUYMansl  AO/MKHOCTHOrO  nuua (nuu),
npoBogswero(ux) naaHoOBYl0 MPOBEPKY:

®opma
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1. ;

2. .
8. [epeyeHb BOMPOCOB, OTpaxawlMx cofepxaHue o6a3aTefbHbIX TpeboBaHuii,
OTBET Ha KOTOpble OlHO3HAUYHO CBUAETENbCTBYET O COG/MIOAEHWM WU HECOoBGMAEHUN

IOPUANYECKUM NINLOM, WHAWBMAYA/NbHLIM NpeanpuHMMATENeM 0683aTesibHbIX Tpeb6oBaHwuii,
COCTaBMANWUX MpPeaMET MPOBEPKMU:

PekBn3nThbI
HOPMAaTMBHbIX
NpaBOBbIX aKTOB, C

Bonpochl, oTpa)atolpe coaep’kaHme
obs3aTenbHbIX TpeboBaHUM

BbiBog, 0
BbIMOJIHEHUU
TpeboBaHMi

n/n

yKasaHueM ux
CTPYKTYPHbIX €AUHMLL,
KOTOPbIMM
YCTaHOB/EHbI
obs3arenbHbie
TpeboBaHus

na HeT

MNyHKT 4 ctatbk 9 ®depepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-®3 "O6 ob6palleHumn
JNleKapcTBeHHbIX cpeactB" (CobpaHue 3akoHomaTenbcrBa Poccuitckon depepaumm, 2010, N 16, cT.
1815; 2016, N 27, ct1. 4283) (panee - 61-®3), cnaBa 7 MNpaBun Hagnexallen npakTMKN XpaHeHUs U
NepeBO3KM JIEKAPCTBEHHbIX MpenapatoB Aas MEAUUMHCKOrO MNPUMEHEHUS, YTBEPXAEHHbIX
npukazomM MuHUCTepPCTBa 3apaBooxpaHeHmns Poccuiickon ®Penepaumm ot 31 aBrycta 2016 r. N 646H
(3apernctpupoBaH MuHUCTEPCTBOM tocTUUMKM  Poccuitckoir depepauumn 9 guBaps 2017 r.,
pernctpauunoHHbit N 45112) (panee - MNpaBuna Hagnexkawlen MNpakTUKM XpaHeHus); [paBuna
XPaHEeHUs NeKapCTBEHHbIX CPEACTB, YTBEPXKAEHHbIE MPUKAa30M MUHUCTEPCTBA 34PaBOOXPaHEHUS U
coumanbHoro passutus Poccuiickoint ®epepaumm ot 23 asrycta 2010 r. N 706H (3apeructpupoBaH
MUHKUCTEPCTBOM toCTULMKM Poccuiickont Peaepaumnn 4 okTsa6ps 2010 r., permctpaumoHHblin N 18608)
C W3MEHEHUSMW, BHECEHHbIMM MPUKA3OM MUHUCTEPCTBA 34pPaABOOXPAHEHUS U COLMANBHOIO
paseutus Poccuitckoit ®epepaumm ot 28 gekabps 2010 r. N 1221H (3apeructpupoBaH
MUHKUCTEPCTBOM tocTULMK Poccuitickoin Gepepauun 4 pespans 2011 r., peructpaumoHHbiin N 19703)

(nanee - MpaBuna xpaHeHUs NEKAPCTBEHHbIX CPEACTB)

1. CornacyroTcs Jin ¢ noay4yaTesieM ocTaTo4YHble CPOKU | MYHKT 56 MpaBun
ro4HOCTM MOCTaBASEMbIX JIEKAPCTBEHHbIX Hag/ieXxallemn
npenapaTtos? NMPaKTUKN XpaHEHWUS

2. duKkcnpyetcs im cyo bekToM obpaLleHns NyHKT 58 MpaBun
JIeKapCTBEHHbIX NpenapaToB MHGopmMaLus o Haaexalen
nepeBO3Ke JIEKAPCTBEHHbIX NpPenapaToB? MPaKTUKN XPaHEHWUS

3. OcyuwecTBaseTcs MM MHGOPMMPOBaHUNE NYHKT 61 MNpaBun
oTnpasutens u (Maun) nosyyarens 1eKapcTBEHHbIX Hag/iexallemn
npenapaToB O BbISIB/IEHHbIX B MPOLLECCE NEPEBO3KN | MPAKTUKMN XPaHEHUS
C/lyqasx HapyLleHnsa TeMnepaTypHoOro pexmma
XpaHeHusa?

4, OcyuwecTBaseTcs MM MHGOPMMPOBaHUNE NYHKT 61 MNpaBun
oTnpasutens u (Maun) nosyyatens neKapcTBeHHbIX Hag/ieXxallemn
npenapaToB O BbISIB/IEHHbIX B MPOLLECCE NEPEBO3KM | MPAKTUKMN XPaHEHUS
C/ly4dasx HapyLLUeHUs NOBPEXAEHMS YNAKOBKMU?

5. MNpepocTaBasAOTCA I CyObEKTOM obpalleHms NyHKT 61 Mpasun
JIeKapCTBEHHbIX NpPenapaToB Mo 3anpocy Haaexallen
nony4yaTenis NeKapCTBEHHbIX MPenapaTtoB CBeAeHUS | MPaKTUKU XpaHeHUs
0 CobNOAEHUN TEMIMEPATYPHOrO peXXnma npu
nepeBoO3Ke JIEKapCTBEHHbIX NpenapaTos?

6. Mcnonb3yroTcsa in A8 NepeBO3KU NEKAPCTBEHHbIX | NYHKT 62 MpaBun
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npenapaToB TPaHCMOPTHbIE cpeacTBa?

Haaexallen
NpaKTUKN XpaHEHUS

7. O6ecneymBatoT I TPAHCNOPTHbIE CPEeACTBA U NyHKT 62 MpaBun
obopyaoBaHue s NepeBo3KM JIEKAPCTBEHHbIX Hag/ieXxallemn
npenapaToB KayecTBo, 3PPEKTUBHOCTL U NPaKTUKN XpaHEHUS
6e30MacHOCTb IEKAPCTBEHHbIX NpenapaToB?

8. Mcnonb3yeTcs v Npu nepeBo3Ke TePMOJ1IabubHbIX | NYHKT 62 MNpaBun
JNIeKapCTBEHHbIX MPenapaToB CneLnaIn3MpoBaHHOE | HagJ/ieXallen
obopynoBaHue? NpaKTUKN XpaHeHUs

9. ObecneymBaeT M cneuyann3MpoBaHHoe NYHKT 62 MNpaBun
obopyaoBaHue noaaeprkaHue Tpebyembix Hag/ieXxallemn
TeMMepPaTypHbIX PEXUMOB XpaHEHUS NpaKTUKN XpaHeHUS
JNleKapCTBEHHbIX NpenapaToB?

10. Mpu nepeBo3Ke JIeKapCTBEHHbIX NpenapaToB NYHKT 63 MNpaBun
cobnirogaeTcs M ycnoBue OTCYTCTBUS MPSAMOro Hag/ieXxallemn
KOHTaKTa X/1a403/1EMEHTOB C JIEKAPCTBEHHbIMU NpPaKTUKN XpaHEHUS
npenapartamMm B U30TEPMUUYECKMNX KOHTEMHEPAX?

11. PykoBogutenem cybbekta obpalleHns NyHKT 63 MpaBun
JNIeKapCTBEHHbIX NMpenapaToB NPOBOAUTCS N Hag/iexallen
MHCTPYKTaX O NopsiaKe NoarotoBKu NpPaKTUKN XpaHEHUS
M30TEPMUYECKNX KOHTEMHEPOB K NEepPeBO3Ke
JIEKapCTBEHHbIX NPENapaTtoB (C y4ETOM Ce30HHbIX
0cobeHHOCTE), a TaKXKe 0 BO3MOXKHOCTU
NMOBTOPHOIO UCMOb30BaHUS XJ1a03/IEMEHTOB?

12. Mpowno am obopyaoBaHue, OTHOCALLLEECS K NYHKT 64 Mpasun
cpeacTBaM U3MeEpPEHUN: Haa/exalen

NPaKTUKN XpaHEHUS
NepBUYHYIO MOBEPKY U (MN) KaNMBPOBKY A0 NYHKT 64 MNpaBun
BBOJa B 3KCMJyaTauuio? Hag/ieXxallemn
NpaKTUKN XpaHeHUs
NepBUYHYIO MOBEPKY U (MK) KaNMBPOBKY Nocsie | NYHKT 64 Mpasun
peMoHTa? Hag/ieXxallemn
NpPaKTUKN XpaHEHUS
nepuoauYeckyo NoBepKy 1 (Mamn) KannbpoBsKy B | NYHKT 64 MNpasun
npougecce aKcnayataumm? Hag/iexallen
NpPaKTUKN XpaHEHUS

13. | JocTtaBasarTca M NeKapcTBEHHbIE NpenapaTbl Mo NYHKT 65 MNpaBun
ajpecy, YKasaHHOMY B TOBapOCOMNPOBOANTENbHLIX | Hag/exallen
JOKYMeHTax? NpaKTUKN XpaHeHUS

14. | Cobnopalotcs N yCAOBUS XPaHEHUS NYHKT 67 MNpaBun
JIEKapCTBEHHbIX MpenapaToB B NOMELLEHMSAX Ha Hag/ieXxallemn
TPaH3UTHbIX CKNagax? NpPaKTUKN XpaHeHUS

15. ObecneymBaeTcs Jin 6e30MacHOCTb IEKAPCTBEHHbIX | NYHKT 67 MpaBun

npenapaToB Ha TPaH3UTHbLIX CKNagax?

Haaexallen
NPaKTUKN XpaHEHUS

Tapa, ynakoBka M MapKMpOBKa JIeKapCTBEHHbIX npenapatoB (ctatba 46 61-03, thasa 8 MNpasun
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HaJ/ieXallen NPaKTUKU XpaHeHus)

16. BinsieT nn TpaHCnopTHas Tapa Ha KavyecTBo, NYHKT 68 MpaBun
3pPeKTUBHOCTb U 6E30MACHOCTb JIEKAPCTBEHHbIX Haaexalen
npenapaTtoB Npu nx nepeBoske? NPaKTUKN XpaHEHUS

17. ObecneymBaeT M TPaHCMOPTHasA Tapa 3alWuTy oT NYHKT 68 MNpaBun
BO34eNCTBMA GaKTOPOB BHELLHEN cpefbl? Hag/iexallemn

NPaKTUKN XpaHEHUs!
18. | BblGuMpaeTcs M TpaHCNOpTHas Tapa, yNnakoBKa ¢ NyHKT 69 MNpaeun
yyeTom: Haaexalemn
NPaKTUKN XpaHEHUs!
TpebOoBaHWUI K YCJIOBUAM XPaHEHUS U NyHKT 69 Mpasun
NnepeBO3KU SIEKAPCTBEHHbIX NpenapaToB? Haanexalemn
NPaKTUKN XpaHEHUS
obbeMa, Heo6Xx0AMMOro A5 pa3sMeLleHUs NYHKT 69 MNpaBun
NleKapCTBEHHbIX NpenapaToB? Hag/iexallemn
NPaKTUKN XpaHEHUS
KonebaHui TeMepaTypbl OKPYKatoLLEemn NYHKT 69 MNpaBun
cpegpbl? Haanexalemn
NPaKTUKN XpaHEHUS!
ONTENIbHOCTU NEPEBO3KU, BK/KOYaS NyHKT 69 MNpaeun
BO3MOXHOE MPOMEKYTOYHOE XpaHeHMEe Haaexallemn
JIeKapCTBEHHbIX NpenapaToB? NPaKTUKN XpaHEHUSI
19. Ha TpaHCnopTHYHO Tapy HAaHOCATCS Jn: nyHKT 71 MpaBun

Haa/1exalen
NPaKTUKN XpaHEHUS

HaUMEHOBaHWNA NEKAPCTBEHHbIX npenapaTOB?

nyHKT 71 Mpasun
Haanexalemn
NPaKTUKN XpaHEH WS

Cepun NeKkapcTBeHHbIX NpenapaTos?

nyHKT 71 MpaBun
Haanexawemn
NPaKTUKN XpaHEHUS!

JaTa BbInycKa?

nyHKT 71 MpaBsun
Haa/exalen
NpPaKTUKN XpaHEHUS

KOJINYECTBO BTOPUYHBIX (NOTPEBUTENLCKMX)
YMNaKOBOK JIEKaPCTBEHHbIX NPenapaTos?

NyHKT 71 Mpasun
Haaexalen
NPaKTUKN XpaHEHUS

MHPOpMaLMa 0 MpoussoauTee
JIEKapCTBEHHbIX NPENapaToBs C yKazaHMeM
HaMMeHOBaHMIN U MecToHaxoXxaeHns (agpeca)
NPOW3BOAUTENSA IEKAPCTBEHHBIX NPenapaTos?

NyHKT 71 Mpasun
Hag/ieXxallemn
NPaKTUKN XpaHEHUS

CPOK rogHOCTU NEKAPCTBEHHbIX npenapaTOB?

nyHKT 71 Mpasun
Haaexallen
NMPaKTUKN XPaHEHNS
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YC/I0BUS XPaHEHUS N NEePEBO3KU NyHKT 71 MNpasun
JleKapCTBEHHbIX NpenapaToB? Hagaexallen
NPaKTUKN XpaHeHUs

HeobxoanMble NpeaynpeauTesibHble Haanncn? | nyHkT 71 Mpasun
Haaexalen
NPaKTUKN XpaHEHUS

MaHUMYyNATOPHbIE 3HAKN? NyHKT 71 Mpasun
Haaexalen
NMPaKTUKN XpaHEHNS

20. Cobntogaetcs /iv 3anpeT Ha NOBTOPHOE NYHKT 63 MNpaBun
MCNO/Ib30BaHUE HEIOCTAaTOMHO OXJ1aXKAEHHbIX Haaexallemn
XJ1af03/1eMEHTOB? NpaKTUKN XpaHeHUS

21. CobGntopaertcs M 3anpeT Ha UCNOJIb30BaHUE NyHKT 63 MpaBun
NOBPEXAEHHbIX X/1a403/1EMEHTOB? Haaexalemn

NMPaKTUKN XpaHeHUA

(ponxHoCTb M ®NO0 AO/MKHOCTHOrO fuua, 3ano/IHMBLIETO
NPOBEPOYHLIA AUCT, NOANUCL, faTta)

(ponxHocTb M ®NO0 [OMKHOCTHOrO uua puaMYecKoro nuua, nNpucyTCTBOBAaBLErO
npu 3arnofHeHUN NPOBEPOYHOro nucTa, nognuchb, pgarta)

MpunoxeHue N 15

K Nnpukasy ®egepanbHoOM Cnyxobl

no Hag3opy B chepe 34paBOOXPaHEHMS
01 09.11.2017 N 9438

dopma

MpoBEpPOYHLIA NUCT
(CcNUCOK KOHTPO/bHLIX BOMPOCOB), UCNONb3yeMblli defepasibHON CNyx60i
no Hapg3opy B cdepe 34paBOOXpPaHEHUA M ee TeppuTOopuanbHbLIMU OpraHamu
npu npoBeAeHuU NJaHOBbIX MPOBEPOK MPU OCYWEeCcTB/AeHUN ¢enepasbHOro
rocyfapcTBEHHOro Hag3opa B coepe obpalweHUs NeKapCTBEHHLIX CPefcTB
(nepeBoO3Ka NekapcTBEHHLIX MpenapaTtoB A9 MeAUUMHCKOro MPUMEHEHUS
B anTeke MNPOM3BOACTBEHHOI)

(HaMMeHoBaHVe opraHa, OCYWEeCTBSAWEro NaaHoBY0 NPOBEpPKY)

1. Bug rocyfapCTBEHHOro KoOHTpona (Hag3opa)

2. NpegmeT  NnaHOBOWA NPOBEPKN PUANYECKUX UL, U  WNHAUBUAYANbHbBIX
npeanpvHuUMaTenen  orpaHuyMBaeTcsa o06a3aTeNbHbMM  TpeboBaHusAMM, CcobNaeHue
KOTOpbIX SIBMASETCSA Haubosiee 3HAYMMbIM C TOYKU 3PEHUSA HEAOMYWEHUA BO3HMKHOBEHUS
Yyrpo3bl MpUYUHEHWS Bpeda XW3HW, 340POBbI rpaxgaH, W3M0XeHHbMM B dopme
NPOBEPOYHOro NucTta (Cnucka KOHTPO/bHbLIX BOMPOCOB).

3. HaumeHOBaHMe tpuanyveckoro nvua, o¢amunms, ums, oT4yecTBO (NpU HaNU4YUN)
UHAVBUAYA/IbHOTO NpeanpuHUMaTENS :

4. MecTO npoBeAeHWs MNNaHOBOW MPOBEPKW C 3anosIHEHWEM MPOBEPOYHOro smMcTa:

5. PeKkBM3UTH MpuMKasa O MPOBEAEHWMM MNNAHOBOI NPOBEPKU: OT
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6. YJeTHblii HOMEp MPOBEPKM U JaTa NMPUCBOEHUS YYETHOrO HOMepa MPOBEPKU B
EAVHOM peecTpe MNpPOBEpPOK:

7. JOMKHOCTb, dammnnuns " UHUUMansl  AO/MKHOCTHOrO  nuua (nuu),
nposogsawero(nx) naaHoOBYl MPOBEPKY:

1. ;

2.

8. [epeyeHb BOMPOCOB, OTpaxawlMx cojepxaHue o6a3aTeNbHbIX TpeboBaHWi,
OTBET Ha KOTOpble OIHO3HAYHO CBMAETENbCTBYET O COG/MIOAEHWM WU HEeCcob6AeHUN
OPUANYECKUM NULOM, WHAMBUAYaNbHBIM NpeanpuHuMaTenemM o06s3aTeflbHbiX Tpe6GOoBaHuii,
COCTaBMANWUX MpeaMeT MPOBEPKU:

N Bornipockl, oTpaxkatowme cogepkaHue PekBuanTeol BeiBOg, O
n/n obsa3atenbHbIx TpeboBaHUM HOPMATUBHbIX BbIMOJIHEHUU
NPaBOBbIX aKTOB, C TpeboBaHUM

YKa3aHMeM Ux
CTPYKTYPHbIX €4MHUL, Aa HeT
KOTOPbIMMU
YCTaHOB/EHbI
obs3arenbHble
TpeboBaHus

NyHKT 4 ctatbn 9 PepepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-®3 "O6 obpalweHumn
JleKapcTBeHHbIX cpeactB" (CobpaHue 3akoHogaTtenbcTea Poccuiickoit ®epepaumn, 2010, N 16, cT.
1815; 2016, N 27, cT1. 4283) (panee - 61-®3), pnaBa 7 MNpaBun Hagaexallen NpakTUKU XpaHeHUsa U
NnepeBO3KM JIEKAPCTBEHHbIX MNpenapatoB Aas MeAUUMHCKOTO MNPUMEHEHUS, YTBEPXKAEHHbIX
npuKasoM MuHMcTepcTBa 3apaBooxpaHeHus Poccuitckomn ®epepaumm ot 31 aerycrta 2016 r. N 646H
(3apeructpupoBaH MUHUCTEPCTBOM tOCTMUMK Poccuiickoint depepaumm 9 saHBaps 2017 r.,
peructpaumoHHbii N 45112) (panee - lMpaBuiaa Haanexallen NPakKTUKU XpaHenus); [pasuna
XpaHEeHWUs1 NeKapCTBEHHbIX CPeACTB, YTBEPXKAEHHbIE NMPUKAa30M MUHUCTEPCTBA 34PaBOOXPaHEHUS U
coumanbHoro passutus Poccuiickoint ®epepaumm ot 23 aerycta 2010 r. N 706H (3apeructpupoBaH
MuHKCTEPCTBOM OCcTULMKM Poccuiickon ®egepaumm 4 okta6pa 2010 r., peructpaumoHHbin N 18608)
C W3MEHEHWSIMU, BHECEHHbIMW MNPUKA3OM MUHUCTEPCTBA 34pPaBOOXPAHEHUS U  COLMANBHOIO
pa3Butna Poccuitickon ®depepaummn or 28 pgekabpa 2010 r. N 12214 (3apeructpupoBaH
MUHKUCTEPCTBOM toCcTULIMK Poccuitickon Gepepauum 4 pespansa 2011 r., perucrpaumoHHbin N 19703)
(nanee - NMpaBuaa xpaHeHUsA NEeKAPCTBEHHbIX CPEACTB)

1. CornacyroTcs M ¢ noJlyyatesieM ocTaTouHble CPOKKU | NYHKT 56 Mpasun
roJHOCTU NOCTaBASAEMbIX JIEKAPCTBEHHbIX Hagaexallen
npenapartos? NPaKTUKN XpaHeHUs

2. dukcnpyetcs m CYy6BEKTOM obpalleHus | nyHKT 58 Mpasun
JIEKApCTBEHHbIX MpenapatoB  MHPoOpMaUMa O | Hagsiexallen

nepeBO3Ke JIEKAapCTBEHHbIX NpenapaTos? NpaKTUKN XpaHEHUS
3. OcyuwiecTBaseTcs MM MHGOPMUPOBaHUNE NyHKT 61 Mpasun

oTnpaBuTeNs u (Man) NnoaydaTens NEKapCTBEHHbIX | HAAeXKallen
npenapaTtoB O BblsIBAIEHHbIX B MPOLECCe NEPEBO3KM | MPAKTUKN XpaHEHUS
CNyYasx HapyLleHUs TEMMNEPaATYPHOro peXxxmma
XpaHeHus?

4, OcyuwiecTBaseTcs MM MHGOPMMPOBaHUNE NyHKT 61 Mpasun
oTnpasuTens u (Maun) nosyyatens NeKapcTBEHHbIX | Haaaexallen
NpenapaToB O BbISIBAEHHbIX B MPOLECCe NEPEBO3KM | MPAKTUKU XPaHEHUS
C/lyHasax HapyLLUEeHUs NOBPEXAEHMS YNAKOBKMU?

5. MpefocTaBAAOTCA I CYyOBEKTOM 06paLLeHNns nyHKT 61 MNpaBun
JIeKapCTBEHHbIX NPenapaToB Mo 3anpocy Haanexawemn

nosy4aTenis IeKapcTBEHHbIX NPernapaToB CBeAEHUs | NPaKTUKM XpaHeHUs
0 CO6JIIAEHMMU TEMIEPATYPHOIO pPeXmMMa npm
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NepeBO3Ke JIEKAPCTBEHHbIX Mpena paTOB?

6. Mcnonb3ytoTcsa in A8 NepeBO3KU NEKAPCTBEHHbIX | OYHKT 62 MpaBun

npenapaToB TPaHCNOPTHble cpeacTBa’? Hag/iexallen
NPaKTUKN XpaHEHUS

7. O6ecneymBatoT I TPAHCMOPTHbIE CPeaCcTBa U NYHKT 62 MNpaBun
obopyaoBaHue AN NepeBO3KM NEKAPCTBEHHbIX Haanexalemn
npenapaTtoB KavyecTBo, 3PpPEKTUBHOCTb U NpaKTUKN XpaHeHUS
6e30MacHOCTb JIEKAPCTBEHHbIX NpenapaToB?

8. Ncnonb3yeTcs v npu nepeBo3Ke TepMOJIabMbHbIX | NYHKT 62 MNpaBun
JNIeKapCTBEHHbIX NMpenapaToB CreLnan3npoBaHHOe | HagJ/ieXallemn
obopynoBaHue? NpPaKTUKN XpaHEHUS

9. Ob6ecneymBaeT i cneymasn3mpoBaHHoe NYHKT 62 MpaBun
obopyaoBaHUe noaaep)xaHue TpedbyemMbix Haa/exalen
TeMMepaTypHbIX PEXUMOB XpaHEHUS NpaKTUKN XpaHEHUS
JIeKapCTBEHHbIX NpenapaToB?

10. Mpn NnepeBo3Ke NeKapCTBEHHbIX NMpenapaToB NYHKT 63 NpaBun
cobntogaeTca i ycnoBue oTCyTCTBMSA NPSAMOro Haanexalemn
KOHTaKTa X/1a403/1EMEHTOB C JIEKAPCTBEHHbIMU NPaKTUKN XPaHEHUS
npenapatamMm B U30TEPMUYECKMUX KOHTEMHEpaX?

11. PykoBogutenem cybbekTa obpalleHus NyHKT 63 Mpasun
JIeKapCTBEHHbIX NpenapaToB NPOBOAUTCA AU Hag/iexallemn
MHCTPYKTaX O NopsiaKe NoarotoBKM NPaKTUKN XpaHEHUS
M30TEPMUYECKNX KOHTEMHEPOB K NEpPeBO3Ke
JIEKaPCTBEHHBIX MpenapaTtos (C y4eTOM Ce30HHbIX
0CO6EHHOCTEN), a TaKXKe 0 BO3MOXKHOCTU
NOBTOPHOIO UCMO/Ib30BaHMA X1a03/1IEMEHTOB?

12. Mpowno nm obopyaoBaHue, OTHOCALLEECS K NYHKT 64 MNpaBun
cpeAcTBaM U3MepPEHUN: Haanexalemn

NpaKTUKN XpaHEHUS
NepBUYHYIO NOBEPKY U (MN) KaNMBPOBKY A0 NYHKT 64 MNpaBun
BBOJA B 3KCMyaTauuio? Hag/ieXxallemn
NpPaKTUKN XpaHEHUS
NepBUYHYIO MOBEPKY M (MK) KaNMBPOBKY nocae | NyHKT 64 Mpasun
peMoHTa? Hag/iexallen
NPaKTUKN XPaHEHUS
nepuoamYeckyto NoBepKy 1 (Maun) KannbpoBKy B | NYHKT 64 Mpasun
npouecce aKcnayaTaumm? Haanexalemn
NPaKTUKN XpaHEHUS

13. JocTtaBnsatoTcs M NeKapcTBEHHbIE NpenapaTthbl No NYHKT 65 Mpasun
ajpecy, yKasaHHOMY B TOBapOCOMPOBOAUTENbHBIX | HaAAeXalllen
JOKYMeHTax? NpaKTUKN XpaHEHUS

14. CobrogatoTcs N yCNOBUS XPaHEHMSA NYHKT 67 MNpaBun
JIeKapCTBEHHbIX MPenapaToB B NOMELLEHMSAX Ha Hag/ieXxallen
TPaH3UTHbIX CKNagax? NpPaKTUKN XpaHEHUS

15. | Ob6ecneymBaeTcs v 6€30MacHOCTb JIEKAPCTBEHHbIX | NYHKT 67 MpaBun

npenapaToB Ha TPAH3UTHbIX CKNaaax?

Haaexalen
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MPaKTUKN XpaHEHUA

Tapa, ynakoBka M MapKUPOBKa JIeKapCTBEHHbIX npenapaTtoB (cratba 46 61-®3, mnaea 8 Mpasun
Haanexallen NPakTUKU XpaHeHus)

16. Baunser nam TpaHCNOPTHAasA Tapa Ha KayecTBo, NYHKT 68 MNpaBun
3pPEeKTUBHOCTb U 6GE30NACHOCTb JIEKAPCTBEHHbIX Hag/iexallemn
npenapaTtos Npu nx nepesoske? NpPaKTUKN XpaHeHUs

17. ObecneymBaeT N TpaHCNOPTHas Tapa 3aWmTy oT NYHKT 68 Mpasun
BO3J€eNCTBMA GaKTOPOB BHELLHEN cpeabl? Haanexawemn
NpaKTUKN XpaHEHUS

18. Bbibupaetca v TpaHCnopTHas Tapa, ynakoBKa ¢ NYHKT 69 Mpaeun
y4yeToOM: Haaexalen

NMPaKTUKN XpaHeEHUA

TpeboBaHWUIM K YCIOBUSAM XpPaHEHUA U NYyHKT 69 MNpaBun
nepeBO3KU JIEKAPCTBEHHbIX NpenapaToB? Haziexxalemn

NPaKTUKN XpaHEHUA

obbeMa, Heob6X0AMMOro A5 pa3MeLleHus NYHKT 69 MNpaBun
NIeKapCTBEHHbIX NpenapaTos? Haaniexkallemn

NMPaKTUKN XpaHEHUA

KoJsiebaHU TeMMNEepaTypbl OKPYXKAIOLLEN NYHKT 69 MpaBun
cpeabi? Hag/ieXxallemn

NMPaKTUKN XpaHeHUA

ONNTENBbHOCTU NEPEBO3KU, BKAKOYAA NyHKT 69 MpaBun
BO3MOXXHOE MPOMEXKYTOYHOE XpPaHEHUe Hazexxawemn
NIeKapCTBEHHbIX NpenapaToB? NPaKTUKN XpaHEHUS
19. Ha TpaHcnopTHYto Tapy HaHOCATCA /n: NyHKT 71 MNpasun
Hag/iexallemn

NMPaKTUKN XpaHEHUA

HaMMEHOBaHMA IEKAPCTBEHHbIX NpenapaToB? | nyHKT 71 Mpasun
Haaexallen
NpaKTUKN XpaHEHUS

CEepUU IEKapPCTBEHHbIX NpenapaTos? nyHKT 71 MpaBun
Haaexallen
NPaKTUKN XpaHEHUS

JaTa Bbinycka? nyHKT 71 MpaBun
Haanexalemn
NPaKTUKN XPaHEHUS

KOJIMYECTBO BTOPUYHBIX (NOTPEBUTENBCKMX) NyHKT 71 MNpasun
YMaKOBOK IeKapCTBEHHbIX NpenapaTos? Hagaexallen

NMPaKTUKN XpaHEHUA

UHbOPMaLUS 0 NpousBoanuTese NyHKT 71 MNpasun
NIeKapCTBEHHbIX NPENapaToB C YKa3aHUEM Haasiexxallen

HaMMEHOBaHMWIN U MecToHaxXoXAeHns (afpeca) | NPaKTUKU XpaHeHUs
NPOU3BOANTENS IEKAPCTBEHHBIX NMPenapaToB?
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CPOK rOAHOCTU JIEKAPCTBEHHbIX NpenapaTos? NYHKT 71 MNpasun
Haanexawemn
NPaKTUKK XpaHeHUSs

YCJIOBUS XpaHEHUS U NMEPEBO3KMU nyHKT 71 MpaBsun
JIeKapCTBEHHbIX NpenapaToB? Hag/iexallen

MPaKTUKN XpaHEHUA

HeobxoamMble npeaynpeauTesibHble HaanNUcK? | NyHKT 71 Mpasun
Haaexalen
NPaKTUKN XpaHEHUS

MaHUMYyNATOPHbIE 3HAKN? NyHKT 71 Mpasun
Hag/ieXxallemn
NMPaKTUKN XpaHEHNS

20. CobGntopaetca n 3anpeT Ha NOBTOPHOE NyHKT 63 MpaBun
MCMOJ/Ib30BaHME HEJOCTAaTOYHO OXJaXKAEHHbIX Hag/ieXxallemn
X/1af]03/1IEMEHTOB? NpPaKTUKN XpaHEHUS

21. CobatogaeTcst /v 3anpeT Ha UCMoJIb30BaHME NyHKT 63 MpaBun
NOBPEXAEHHbIX XN1a403/1€EMEHTOB? Hag/iexallemn

NPaKTUKN XpaHEHUS

(AonxHoCTb M ®NO0 AOMKHOCTHOrO fAuua, 3ano/IHMBLIETO
NMPOBEPOYHbLIA NMCT, NoAMUCbL, pAaTta)

(AOMXHOCTL U ®UNO AOMKHOCTHOrO MMUA WPULNYECKOTro SiMua, NPUCYTCTBOBABWErO
npu 3anofiIHeHUN MPOBEPOYHOro AUcTa, MNOAMNUCH, AaTa)

MpunokeHue N 16

K Nnpukasy ®egepanbHoOm Cnyxobl

no Haa3opy B chepe 34paBoOOXpaHEHUS
o1 09.11.2017 N 9438

NMpoBEpPOYHbIA NUCT

(CNUCOK KOHTPO/IbHLIX BOMPOCOB), WUCMONb3yeMmblin depepanbHON Cayx6oi
no Hag3opy B cdepe 34paBOOXpaHEHUS M ee TeppuTOpuanbHbLIMU OpraHamu
npu npoBeAeHuU MNJaHOBbIX MPOBEPOK MPU OCYWEeCTB/EHUN ¢efepasbHOro
rocygapCcTBeHHOro Hagsopa B chepe obpaueHus NeKapCTBEHHLIX CPeACTB
(nepeBoO3Ka NekapcTBEHHbLIX MpenapaTtoB A9 MeAUUMHCKOro MPUMEHEeHUs

B anTeke MNpPou3BOACTBEHHON C NMpaBOM W3TOTOB/IEHUSA acenTUuYecKUX

NleKapCTBEHHbIX MpenapaToB)

(HaMMeHoBaHVe opraHa, OCYWEeCTB/SAWEro NaaHoBY0 NPOBEpPKY)

1. Bug rocyfapCTBEHHOro KOHTpona (Hag3opa)

2. NMpeaMeT  NAaHOBOIA NPOBEPKN PUANYECKUX UL, U  WNHAUBUAYANbHbBIX
npegnpuHuUMaTesieil  orpaHudmBaeTcs o6s3aTeNbHbMM  TpeboBaHUAMM, COGNKAEHUE
KOTOpbIX SIBNSETCS Haubosiee 3HAYMMbIM C TOYKW 3PEHUS HeaonylweHUss BO3HUKHOBEHWUS
yrpo3bl MpPUYMHEHUS Bpega XW3HU, 340POBbH rpaxgaH, W3/10KEHHbMW B dopme
NPOBEPOYHOro NucTta (Cnucka KOHTPO/bHbLIX BOMPOCOB).

3. HaumeHOBaHMe tpuanyveckoro nvua, o¢amunms, ums, oT4eCcTBO (NpU HaNU4YMN)

®dopma
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nHAnBMUAyanbHOro npeanpuHnMaTtTensa:
4. MecTO npoBefeHusa naaHoBOW npoBepkKn C 3anoJ/IHEHNEM MNPOBEPOYHOIro ncTa:

5. PeKBM3UTHl NpuKasa O NpPoBeAeHUM NNaHOBOK NMPOBEPKM: OT

N

6. Y4YeTHbIi HOMEp NMPOBEPKW WM AaTa MPUCBOEHUSA YYETHOro HoMepa MNPOBEpPKM B
EaonMHOM peecTpe NpOBEpPOK:

7. LONMXHOCTb, dammnnunsa " MHULMan. OO/MKHOCTHOI O nnua (nuu),
nposogsawero(nx) naaHoOBY MPOBEPKY:

1. ;

2.

8. [epeyeHb BOMPOCOB, OTpaxawWux cofepxaHue ob6s3aTefibHbIX TpeboBaHWii,
OTBET Ha KOTOpble OAHO3HAYHO CBUAETENbLCTBYET O COGMIAEHWM WU HeCcOoOGAEHUN
OPUANYECKUM NINLOM, WHAWBMAYANbHLIM NpeanpuHMMaTenem 06s3aTesibHbiX TpeboBaHwuiA,
COCTaB/ANWUX MPeaMeET MPOBEPKU:

PekBU3nTHI
HOPMaTUBHbIX
NpaBOBbIX aKTOB, C

BeiBOg, O
BbINOJHEHUN
TpeboBaHUM

N Bornipockl, oTpaxkarowme cogepkaHue
n/n obs3atenbHbIX TpeboBaHW

yKazaHueM mx
CTPYKTYPHbIX eAUHULL,
KOTOPbIMMU
YCTaHOB/IEHDI
obs3arenbHbie
TpeboBaHMS

aa HeT

MNyHKT 4 cTtatbnt 9 PepepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-®3 "O6 ob6pallueHumn
NleKapcTBeHHbIX cpeactB" (CobpaHue 3akoHogaTtenscTea Poccuiickon ®epepaumn, 2010, N 16, cT.
1815; 2016, N 27, ct1. 4283) (panee - 61-®3), chaBa 7 MpaBun Hagnexallein npakTMKN XpaHeHus u
NepeBO3KM JIEKAPCTBEHHbIX MNpenapatoB Aas MeAMUMHCKOTO MNPUMEHEHUS, YTBEPXKAEHHbIX
npukasomM MuHUCTepcTBa 3apaBooxpaHeHmns Poccuiickon ®Peapepaumm ot 31 aBrycta 2016 1. N 646H
(3apernctpupoBaH MuHuUcTepcTBOM tocTUUMKM  Poccuitckor depepaummn 9 ausapa 2017 .,
peructpaumoHHbii N 45112) (panee - lpaBuia Hag/iexallen NPaKkTMKW XpaHenus); [pasuaa
XpaHEeHUsl NeKapCTBEHHbIX CPEACTB, YTBEPXKAEHHbIE NMPUKA30M MUHUCTEPCTBA 3[1PaBOOXPaHEHUs U
coumanbHoro passuTusa Poccuiickoit ®egepaumm ot 23 asrycta 2010 r. N 706H (3apeructpupoBsaH
MuHUCTEPCTBOM tocTULMK Poccuiickon ®epepauum 4 oktabpsa 2010 r., permctpaumoHHbiii N 18608)
C W3MEHEHWSIMU, BHECEHHbIMW MNPUKA3OM MUHUCTEPCTBA 31PaBOOXPAHEHUS U COLMANBHOMO
paseutna Poccuiickon Pepepaumm oT 28 pekabpsa 2010 r. N 1221H (3apeructpupoBaH
MuHUCTEPCTBOM tocTULMK Poccuitckon Pepepaunn 4 pespans 2011 r., peructpaumnoHHsiii N 19703)
(nanee - MpaBuna xpaHeHUN NEKAPCTBEHHbIX CPEACTB)

1. CornacyroTcs i ¢ noay4vaTtesieM oCcTaTovHble CPOKU | MYHKT 56 MpaBun
rogHOCTM NOCTaBASIEMbIX JIEKAPCTBEHHbIX Haanexalemn
npenapartos? NPaKTUKN XPaHEHUS

2. ®duKcmpyeTcsa i cyGbeKTOM obpaLleHus NYHKT 58 MNpaBun
JIeKapCTBEHHbIX NpenapaToB MHOpPMaLUSA O Haanexalemn
nepeBO3Ke JIEKaPCTBEHHbIX NpenapaToB? NPaKTUKN XpaHEHUS

3. OcyuwectBasercs MM MHGOPMMPOBaHUNE nyHKT 61 MpaBun
oTnpaBuTeNs 1 (MnKn) noslyyatenis NeKapcTBEHHbIX | Haaaexallen
npenapaTtoB O BbISIBJIEHHbIX B MPOLLECCE NEPEBO3KM | MPAKTUKN XpaHEHUS
C/ly4asax HapyLLUEHUS TEMMEPATYPHOro pexxnma
XpaHeHusa?

4, Ocyuwecteasercs M MHGOPMMPOBaHMNE nyHKT 61 Mpasun
oTnpaBuTeNs 1 (MnKn) Nnoslyyatenis NeKapcTBEHHbIX | Haaaexallen
NnpenapaToB O BbISIB/IEHHbIX B MPOLECCE NEPEBO3KM | MPAKTUKKU XpPaHEHUS
C/ly4asax HapyLLUEHUS MOBPEXAEHMS YNAKOBKMK?
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5. MpepocTaBnaoTCA N CyObEKTOM 0bOpaLleHns NyHKT 61 Mpasun
NleKapCTBEHHbIX NMpenapaTos No 3anpocy Haanexawemn
nony4vaTesia NeKapCTBEHHbIX MPenapaToB CBeAeHUS | MPaKTUKU XpaHEeHUs
0 cobAEHNN TEMNEPATYPHOrO peXumMa npu
nepeBoO3Ke JIEKapCTBEHHbIX NpenapaTos?

6. Mcnonb3ytoTcs n ans nepeBo3KM JIEKAPCTBEHHbIX | NYHKT 62 MNpaBun
npenapaToB TPaHCNOPTHbIe cpeacTBa’? Hag/ieXxallen

NpaKTUKN XpaHEHUS

7. O6ecneynBatoT I TPAHCNOPTHbIE CPeaCcTBa U NYHKT 62 Mpasun
obopypoBaHue s NepeBo3KM JIEKAPCTBEHHbIX Hag/iexallen
npenapaToB KayecTBo, 3GGEKTUBHOCTb U NPaKTUKN XpaHEHUS
6e30nacHOCTb IEKAPCTBEHHbIX NpenapaToB?

8. Ncnonb3yeTca v npu nepeBo3ke TepMOoAabubHbIX | OYHKT 62 MNpasun
JIeKapCTBEHHbIX MpenapaToB Ccrneymaan3npoBaHHoe | Haaiexallen
obopynoBaHue? NpaKTUKN XpaHeHUS

9. ObecneymBaeT M cneuyann3MpoBaHHoe NYHKT 62 MNpaBun
obopypoBaHue nogaepkaHme Tpebyembix Hag/ieXxallemn
TeMnepaTypHbIX PEXMMOB XpaHEHUS NMPaKTUKN XPaHEHNS
JIeKapCTBEHHbIX NMpenapaToB?

10. Mpu nepeBo3Ke NEKAPCTBEHHbIX MpenapaToB NyHKT 63 MpaBun
cobntogaeTca M yCnoBue OTCYTCTBMSA NPSAMOro Hag/ieXxallen
KOHTaKTa X/1a403/1EMEHTOB C JIEKAPCTBEHHbIMU NpPaKTUKN XpaHEHUS
npenapatamMm B U30TEPMUYECKUX KOHTENHEpaX?

11. PykoBogutenem cybbekTa obpalleHus NYHKT 63 MNpaBun
NleKapCTBEHHbIX NMpenapaTosB NPOBOAUTCA N Haanexalemn
MHCTPYKTaX 0 NopsiaKe NoarotoBKm NPaKTUKN XpaHEHUS
M30TEPMUYECKMX KOHTEMHEPOB K NEpeBO3Ke
JIEKApPCTBEHHbIX NMPENapaToB (C Y4ETOM CE30HHbIX
0COB6EHHOCTEN), a TaKXKE O BO3MOXKHOCTU
NOBTOPHOIO UCMO/Ib30BaHMSA X/1a[03/1IEMEHTOB?

12. Mpowno nm obopynoBaHme, oTHOCALWEeeCs K NYyHKT 64 MNpasun
CcpeacTBaM U3MeEPEHUI: Hag/iexallemn

NMPaKTUKN XPaHEHNS
NepBUYHYIO MOBEPKY U (MN) KaNMBPOBKY A0 NYHKT 64 MNpaBun
BBOJA B 3KCMJyaTauuio? Hag/ieXxallemn
NMPaKTUKN XPaHEHNS
NepBUYHYIO MOBEPKY M (MK) KaNMBPOBKY nocae | NyHKT 64 MNpasun
peMOHTaA? Haaexalen
NPaKTUKN XPaHEHUS
nepuoauYeckyto NoBepky 1 (Mamn) Kannbposky B | NYHKT 64 Mpasun
npougecce aKcnayaTaumm? Haanexalemn
NPaKTUKN XpaHEHUS

13. JocTaBnsaoTCcsa M NeKapcTBeHHble npenapaTtobl No NYHKT 65 lMNpaBun
ajpecy, yKazaHHOMY B TOBapOCOMNPOBOAUTENbHBIX | Hagexallen
JOKYMeHTax? NMPaKTUKN XPaHEHNS

14. CobrogatoTcs N YCNOBUS XpaHEHMS NyHKT 67 Mpasun
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JIEKAPCTBEHHbIX NMPENnapaToB B NOMELWEHUAX Ha Hap,ne»(au.l,eﬁ
TPAH3UTHbIX CKnap,ax? NMPaKTUKN XpaHEHUA

15. ObecneymBaeTcs in 6e30MacHOCTb IEKAPCTBEHHbIX | NYHKT 67 Mpasun
npenapaToB Ha TPaH3UTHbIX CKnaaax? Hag/ieXxallemn
NPaKTUKN XpaHEHUS

Tapa, ynakoBKa U MapKMpOBKa JieKapcTBeHHbIX npenapatoB (ctatba 46 61-03, rhasa 8 MNpasun
HaJ/ieXKallen NPakTUKU XpaHeHus)

16. |BauseT am TpaHCNOpTHas Tapa Ha KayecTBo, NyHKT 68 MNpaBun
3pPEeKTUBHOCTb U 6E30NACHOCTb JIEKAPCTBEHHbIX Hag/ieXxallemn
npenapaTtoB Npu nx nepeBoske? NPaKTUKN XpaHEHUS

17. ObecneymBaeT M TpaHCMNOPTHasA Tapa 3alWuTy oT NYHKT 68 MNpasun
BO31eNCTBUS GaKTOPOB BHELLHEN cpeabl? Haaexallen
NPaKTUKN XpaHEHUS

18. BbIbMpaeTcs M TpaHCNopTHas Tapa, YNaKoBKa C NyHKT 69 MpaBun
y4yeTOM: Hag/iexallemn

NPaKTUKN XpaHEHUS

TpebGOoBaHWUM K YCJIOBUSM XpPaHEHUS U NYHKT 69 MNpaBun
nepeBO3KU JIEKAapPCTBEHHbIX NpenapaToB? Haanexalemn

NMPaKTUKN XpaHEHUA

o6beMa, HE06XOAUMOTO AJ1s1 Pa3MeLLEHNS NYHKT 69 MNpasun
JIeKapCTBEHHbIX NpenapaToB? Hag/iexallen

NMPaKTUKN XpaHEHUA

KonebaHui TeMMepaTypbl OKPYKatoLLEN NYHKT 69 MNpaBun
cpeabi? Hag/iexallen

NPaKTUKN XpaHEHUS

OANTENIbHOCTU NEePEBO3KM, BKIOYAS OYHKT 69 MNpasun
BO3MOXXHOE MPOMEXKYTOYHOE XpPaHEHUEe Haanexalemn
JIeKapCTBEHHbIX NpenapaToB? NPaKTUKN XpaHEHUS
19. Ha TpaHCnopTHYIO Tapy HaHOCATCSA /n: nyHKT 71 MpaBun
Haanexawemn

MPaKTUKN XpaHEHUA

HaMMEHOBaHMA IEKAaPCTBEHHbIX NpenapaToB? | nyHKT 71 MpaBun
Haa/exalen
NPaKTUKN XpaHEHUS

CepUK NIeKapCcTBEHHbIX NpenapaToB? NyHKT 71 Mpasun
Haaexalen
NMPaKTUKN XpaHEHNS

[AaTa Bbinycka? NyHKT 71 Mpasun
Hag/ieXxallemn
NPaKTUKN XpaHEHUS

KOJINYECTBO BTOPUYHBIX (MOTPEBUTENBCKIMX) nyHKT 71 MpaBun
YNaKOBOK JIEKAPCTBEHHbLIX MpenapaToB? Hag/ieXxallemn

NMPaKTUKN XpaHeHUA
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UHbOPMaLUS 0 NpousBoaAnuTEsNEe
NIeKapCTBEHHbIX NPEnapaToB € YKa3aHUeM
HaMMeHOBaHMUIN U MecToHaxoXaeHns (agpeca)
NPOU3BOAUTENS IEKAPCTBEHHbLIX NpenapaTos?

nyHKT 71 MpaBun
Haanexawemn
NPaKTUKN XpaHEHUSI

CPOK rOAHOCTU NIEKaPCTBEHHbIX NPenapaTos?

nyHKT 71 MpaBun
Haaexalen
NPaKTUKN XPaHEHUS

YC/I0BUS XPaHEHUS U MEPEBO3KM
JIeKapCTBEHHbIX Npenapatos?

nyHKT 71 MpaBun
Hag/iexallemn
NPaKTUKN XpaHEHUS

Heob6xoAauMble NpeaynpeauTenbHble Hagnucn?

nyHKT 71 Mpasun
Haanexalemn
NPaKTUKN XpaHEHUS

MaHUMYNATOPHbIE 3HaKn?

nyHKT 71 Mpasun
Haaexalen
NMPaKTUKN XPaHEHNS

20. Cobtogaetcst v 3anpeT Ha NOBTOPHOE NyHKT 63 MpaBun
MCMOJIb30BaHME HeAOCTAaTOYHO OX1aXKAEHHbIX Hag/ieXxallen
XJ1af,03/1EMEHTOB? NPaKTUKN XPaHEHUS

21. Cobntogaetcst v 3anpeT Ha UCMoJIb30BaHUNE NyHKT 63 Mpasun

NoBPEXAEeHHbIX X/1403/1EMEHTOB?

Haanexalemn

NPaKTUKN XpaHEHUS

(mONXHOCTb M ®NO0 AO/MKHOCTHOTrO Nuua, 3anofIHMBLIENO
NPOBEPOYHLIi NUCT, MOANWCL, AaTa)

(AOMKHOCTL M N0 AO/MKHOCTHOrO NMUA KWPUAMUYECKOro nuua, NpUCYTCTBOBABIUIErO
npu 3anofIHEHUN MNPOBEPOYHOro AUcTa, MNOAMNUCH, fAaTa)

MpunoxeHue N 17

K npuKasy deaepanbHOMN CNyXObl

no Haa3opy B chepe 34paBoOOXpaHEHNS
071 09.11.2017 N 9438

®opma

MpOBEPOYHbIA NNCT
(CNUCOK KOHTPO/bHbLIX BOMPOCOB), MCNOAb3yeMblli degepanibHON CNyxO6oii
no Hag3opy B cdepe 34paBOOXpPaHEHUS U ee TeppuTopuanbHbLIMU OpraHamu
npu NpoBeAEHUN MNNAHOBLIX MPOBEPOK MPU OCYWECTBeHUN ¢epepasibHOr0
rocygapCcTBEHHOro Hagsopa B chepe obpaweHus neKapCTBEHHbIX CPeAcTB
(nepeBo3Ka /leKapCTBEHHbLIX NpenapaToB AN MeAUUMHCKOrO MPUMEHEHUS
B MEAUUMHCKUX OopraHum3aumssx M uMx o060CO06/eHHbIX nogpasgeneHnsax (LeHTpb
(oTpenennsa) obuweli Bpa4vyebHON (CeMeENnHON) npakTuku, ambynatopuu,
denbawepckne n GenbAwepCcKo-aKyWwepCcKne MyHKTb), PacrnosloKeHHble
B CE/IbCKUX HacCesleHHbIX MyHKTax)

(HaMMeHoBaHMe opraHa, OCYUEeCTBAAKWEro NIaHOBYKW MNPOBEpPKY)
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1. Bug rocyfapCTBEHHOro KoHTpona (Hag3opa)

2. NpeaMeT  NaaHOBOA NPOBEPKN PUGUYECKUX UL, WU  WNHAUBUAYANbHbIX
npegnpuHumaTenen orpaHumymBaeTcsa 06a3aTeNbHbIMM TpeboBaHMsAMU, cobnwgeHue
KOTOpbIX fIBASETCHA Haubosiee 3HAUYMMbIM C TOYKW 3PEeHUS HeaonyweHus BO3HUKHOBEHUSA
Yyrpo3bl MpUYUHEHUS Bpeja XW3HU, 340POBbI  rpaxgaH, W30XeHHbMM B dopme
NPoOBEPOYHOro NucTta (Cnucka KOHTPO/IbHbLIX BOMPOCOB).

3. HaumeHoBaHMe topuanyeckoro nvua, odammnnsa, uma, oT4eCcTBO (NpU HaNU4YUN)
WHAMBUAYANbLHOrO NpeanpuHUMaTens :

4. MecTO MpoBeAeHWs MNNaHOBOW MPOBEPKW C 3afo/IHEHWEM MPOBEPOYHOro sMcTa:

5. PeKBM3UTH MpuKasa O MPOBEAEHWM MNMAHOBOI MNMPOBEPKU: OT
N .

6. YuyeTHblii HOMEp MPOBEpPKM U faTa MNPUCBOEHUS YYETHOro Homepa MNpPOBEpKU B
EAVHOM peecTpe MNpPOBEpPOK:

7. JOMKXHOCTD, dammnns " UHMLUMaIbl  AO/MKHOCTHOrO  uuya (nny),
nposogsawero(nx) naaHoOBYl MPOBEPKY:

1. ;

2.

8. [epeyeHb BOMPOCOB, OTpaxawWux cogepxaHue ob6a3aTefibHbIX TpeGoBaHWiA,
OTBET Ha KOTOpble 0AHO3HAYHO CBUAETENbCTBYET O COGMAEHUM WU HecOo6AeHUN
OPUANYECKUM NMLOM, WHAMBUAYa/bHBIM NpeanpuHuMaTenem o06s3aTeflbHbiX TpeGOoBaHuii,
CoCTaBMANWUX MpeaMeT MPOBEPKU:

N Bonipochl, oTpaxkarouwme coaeprkaHue PekBuanTbl BbiBoA, O
n/n o6s3aTenbHbIX TpeboBaHMM HOPMAaTMBHbIX BbIMOJIHEHUU
NpaBOBbIX aKTOB, C TpeboBaHMM

YKa3aHUeM mux
CTPYKTYPHbIX €4MHUL, aa HET
KOTOPbIMM
YCTaHOBJIEHbI
obs3aTenbHble
TpeboBaHMs

NyHKT 4 ctatbn 9 PepepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-®3 "O6 obpalweHumn
JlekapcTBeHHbIX cpeacts" (CobpaHue 3akoHogatenscrea Poccuiickon ®epepaumn, 2010, N 16, crT.
1815; 2016, N 27, cT. 4283) (nanee - 61-®3), naBa 7 MNpaBun Hagaexallen NpakTUKU XpaHeHUsa U
NepeBO3KM JIEKAPCTBEHHbIX TMpenapatoB AAs MeAMUMHCKOrO MNPUMEHEHUs, YTBEPXAEHHbIX
npuKasoM MuHMCTepcTBa 3apaBooxpaHeHuns Poccuinckomn ®epepaumm ot 31 aerycrta 2016 r. N 646H
(3apeructpupoBaH MwuHUCTEPCTBOM tOCTULUMK  Poccuiickoit ®epepaummn 9 guBapsa 2017 .,
peructpaumoHHbii N 45112) (panee - lMpaBuia Haanexallen NPaKTUKU XpaHenus); [pasuna
XpaHEeHUs! IeKapCTBEHHbIX CPeACTB, YTBEPXKAEHHbIE NPUKA30M MUHUCTEPCTBA 3[4PaBOOXPaHEHUS U
coumanbHoro passutus Poccuiickoint depepaumm ot 23 aerycta 2010 r. N 706H (3apeructpupoBaH
MuHUCTEPCTBOM tOCTULMK Poccuiickon ®epepaumm 4 okTa6ps 2010 r., peructpaumoHHblin N 18608)
C W3MEHEHWSIMU, BHECEHHbIMW MNPUKA30OM MUHUCTEPCTBA 34pPaBOOXPAHEHUS U  COLMANBHOIO
pa3Butna Poccuiickoir ®depepauumn oT 28 pekabpsa 2010 r. N 12214 (3aperucTpupoBaH
MUHKUCTEPCTBOM toCcTULIMK Poccuitickon Gepepauum 4 pespansa 2011 r., perucrpaumoHHbin N 19703)
(nanee - MpaBuna xpaHeHUN IEKAPCTBEHHbIX CPEACTB)

1. CornacytoTcst M C noJiydatesieM oCTaToYHbIE CPOKM | OYHKT 56 Mpasun
rogHOCTM MOCTABASEMbIX JIEKAPCTBEHHbIX Hag/ieXxallemn
npenaparos? NpPaKTUKN XpaHEHUS

2. DuUKcUpyeTcs N CyOEKTOM 06 palLLleHUs NyHKT 58 MNpasun
JIEKapCTBEHHbIX NpenapaToB MHPopmMaLus o Haa/1exalen
nepeBO3Ke JIEKAPCTBEHHbIX NpenapaToB? NPaKTUKN XPaHEHUS

3. OcyuiecTBaseTcs MM MHGOPMMPOBaHUNE NyHKT 61 Mpasun
oTnpasuTens u (Maun) nosyyatens NeKapcTBEHHbIX | Haaaexallen
NpenapaToB O BbISIBAEHHbIX B MPOLECcCe NEPEBO3KM | MPAKTUKU XPaHEHUS
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CNyYasx HapyLleHMs TEMNePaTYPHOro peXxxmma
XpaHeHusa?

4, OcyuiectBnsieTcsa m UHGPoOopMMpoBaHMe NyHKT 61 MpaBun
oTnpaBuTeNs 1 (MnKn) noslyyatenis NEKapCTBEHHbIX | Haaaexallen
npenapaToB O BbISIBAIEHHbIX B MPOLECCe NEPEBO3KM | MPAKTUKKU XpPaHEHUS
C/Tly4asax HapyLLUEHUS MOBPEXAEHMS YNAKOBKMK?

5. MpepocTaBAsATCA I CYObEKTOM ObpaLleHMs NYHKT 61 MNpaBun
JIeKapCTBEHHbIX MpenapaTos Mo 3anpocy Hag/iexallen
nony4yaTens NeKapCTBEHHbIX MPenapaToB CBEAEHUS | MPaKTUKKU XpaHEHUs
0 cobntoAeHUM TEMNEPATYPHOro pexnuma npm
nepeBO3Ke JIEKAPCTBEHHbIX NpenapaToB?

6. Mcnonb3ytoTcs n Ans NepeBo3KM IEKAPCTBEHHbIX | NYHKT 62 lMNpaBun
npenapaToB TPaHCNOPTHbIE cpeacTBa’? Haanexawemn

NpaKTUKN XpaHeHUs

7. O6ecneymBatoT JiM TPAHCNOPTHbIE CPeACTBA U NYHKT 62 Mpasun
obopyaoBaHue s NepeBo3KM JIEKAPCTBEHHbIX Hag/ieXxallemn
npenapaTtoB Ka4yecTBo, 3PpPEKTUBHOCTb U NpPaKTUKN XpaHEHUS
6e30MacHOCTb IEKaPCTBEHHbIX NpenapaToB?

8. Ncnonb3yeTcs v npu nepeBoske TepMoaabusbHbiX | NYHKT 62 MNpaBun
JIEKapCTBEHHbIX MPEnapaToB CreLnaJn3MpoBaHHOE | HagJ/ieXallemn
obopynosaHue? NPaKTUKN XpaHEHUS

9. ObecneymBaeT M cneuyann3MpoBaHHoe NYHKT 62 MpaBun
obopyaoBaHue noaaeprkaHme TpebyemMbix Hag/iexallemn
TeMMepaTypHbIX PEXUMOB XpaHEHUS NPaKTUKN XPaHEHUS
NleKapCTBEHHbIX NpenapaToB?

10. Mpu nepeBo3Ke JIeKapCTBEHHbIX NpenapaToB NYHKT 63 MpaBun
cobnioaaeTcs M ycnoBue oTCYTCTBUS MPAMOro Hag/ieXxallemn
KOHTaKTa X/1a4J03/1EMEHTOB C JIEKAPCTBEHHbIMU NpaKTUKN XpaHeHUS
npenapartamMm B U30TEPMUUYECKMNX KOHTEMHEPAX?

11. PykoBogutenem cybbekTa obpalleHus OYHKT 63 MpaBun
JIEKapCTBEHHbIX MpenapaToB NPOBOAUTCS /N Hag/ieXxallemn
MHCTPYKTaX O NopsiaKe NoArotoBKu NpPaKTUKN XpaHEHUS
M30TEPMUYECKNX KOHTEMHEPOB K MepeBo3kKe
JIeKapCTBEHHbIX NPenapaTtoB (C Y4ETOM Ce30HHbIX
0cobeHHOCTE), a TaKXKe 0 BO3MOXHOCTU
NOBTOPHOIO UCMONb30BaHUA X/1a03/IEMEHTOB?

12. MpoLlwuno nm obopyaoBaHMe, oTHocsALLEeCS K NYHKT 64 Mpasun

cpeficTBaM U3MeEpPEHMUIA:

Haaexalen
NPaKTUKN XpaHEHUS

NePBUYHYIO MOBEPKY U (MN) KaNMBPOBKY A0
BBO/A B 3KCM/lyaTaumio?

NyHKT 64 MpaBun
Hag/iexallemn
NPaKTUKN XpaHEHUS

NnepBUYHYIO NOBEPKY U (MK) KaNMBPOBKY nocsie
peMoHTa?

NYHKT 64 MNpaBun
Haanexalemn
NPaKTUKN XpaHEeHUS
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nepuoamYecKyto NoBepKy u (Mamn) KaaMbpoeKy B
npouecce aKcnayaTaumm?

NYHKT 64 Mpasun
Haanexawemn
NPaKTUKN XpaHEHUSI

13. JocTtaBnsatoTcs M NeKapcTBEHHbIE NpenapaTthbl No NYHKT 65 MpaBun
agpecy, yKasaHHOMY B TOBapOCOMPOBOAUTENbHBIX | HAANeXallen
JOKYMeHTax? NpPaKTUKN XpaHEHUS

14. CobntogatoTcs M YCNOBUSA XpPaHEHUS NyHKT 67 MNpaBun
JNIeKapCTBEHHbIX NMPenapaToB B MOMELLEHMSAX Ha Hag/iexallen
TPaAH3UTHbIX CKNagax? NPaKTUKN XpaHEHUS

15. | Ob6ecneymBaeTcs iv 6€30MacHOCTb JIEKAPCTBEHHbIX | NYHKT 67 MpaBun

npenapaToB Ha TPaH3UTHbIX CKladax?

Hag/ieXxallemn
NPaKTUKN XpaHEHUS

Tapa, ynakoBka M MapKUPOBKa JIeKapCTBEHHbIX npenapaTtoB (cratba 46 61-®3, mnaea 8 MNpasun

Haanexallen NPaKTUKU XpaHeHUsl)

16. Baunser v TpaHCNOPTHAasA Tapa Ha KayecTBo, NYHKT 68 MNpaBun
3pPeKTUBHOCTb U 6E30NMACHOCTb JIEKAPCTBEHHbIX Haaexalen
npenapaToB Npu nx nepeBoske? NPaKTUKN XpaHEHUS

17. ObecneymBaeT M TPaHCMNOPTHas Tapa 3alWuTy oT NYHKT 68 MNpaBun
BO3J€eNCTBMA GaKTOPOB BHELLHEN cpeabl? Haanexawemn

NPaKTUKN XpaHEHUS
18. Bbibupaetca v TpaHCnopTHas Tapa, ynakoBKa ¢ NYHKT 69 Mpaeun
y4yeTOM: Hag/ieXxallemn
NpPaKTUKN XpaHEHUS
TpeboBaHUI K YC/IOBUAM XPaHEHUS U NYHKT 69 MpaBun
nepeBO3KU SIeKapCTBEHHbIX NpenapaToB? Hag/iexallen
NpPaKTUKN XpaHEHUS
obbeMa, Heob6X0AMMOro A5 pa3MeLleHus NYHKT 69 MNpaBun
NIeKapCTBEHHbIX NpenapaToB? Hag/iexallen
NpaKTUKN XpaHeHUs
konebaHuit TeMnepaTypbl OKPYKatoLLEN NYHKT 69 MNpaBun
cpeabi? Hag/ieXxallemn
NpPaKTUKN XpaHEHUS
ONNTENBbHOCTU NEPEBO3KU, BKAKOYASA NyHKT 69 Mpasun
BO3MOXXHOE MPOMEXKYTOYHOE XpaHEHUEe Hag/ieXxallemn
JIeKapCTBEHHbIX NpenapaToB? NPaKTUKN XPaHEHUS
19. Ha TpaHCNopTHYHO Tapy HAHOCATCS Jn: nyHKT 71 MpaBun

Hag/iexallen
NPaKTUKN XpaHEHUS

HanMeHOBaHUA NEKAPCTBEHHbIX npenapaTOB?

nyHKT 71 Mpasun
Haanexalemn
NPaKTUKN XpaHEHUS

cepun NeKkapcTBeHHbIX NpenapaTos?

nyHKT 71 Mpasun
Haaexallen
NMPaKTUKN XPaHEHNS
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JjaTta Bbinycka?

nyHKT 71 MpaBun
Haanexawemn
NPaKTUKN XpaHEHUSI

KOJIMYECTBO BTOPUYHBIX (MOTPEBUTENBCKMX)
YMaKOBOK /IEKapCTBEHHbIX NpenapaTos?

nyHKT 71 MpaBsun
Haaexalen
NpPaKTUKN XpaHEHUS

nHbopmMauus o NponsBoguTene
NIeKapCTBEHHbIX NPenapaToB C YKa3aHUeM

HaMMEHOBaHWIN N MeCTOHaxoXaeHus (agpeca)
NpPOM3BOAUTENS IEKAPCTBEHHbIX NpenapaTos?

NyHKT 71 Mpasun
Haaexalen
NPaKTUKN XpaHEHUS

CPOK rOHOCTU JIEKAPCTBEHHbIX NpenapaTos?

nyHKT 71 Mpasun
Haanexalemn
NPaKTUKN XpaHEHUS

YC/IOBUSA XPaHEHUS N NepeBO3KU
NIeKapCTBEHHbIX NpenapaTos?

nyHKT 71 Mpasun
Haaexalen
NMPaKTUKN XPaHEHNS

HeobxoaMMble NpeaynpeauTesibHble Haanucu?

nyHKT 71 MpaBun
Haa/exalen
NPaKTUKN XPaHEHUS

MaHUMYyNSTOPHbIE 3HAKN?

nyHKT 71 MpaBsun
Haanexalemn
NPaKTUKN XpaHEH WS

20. CobGntopaeTtca M 3anpeT Ha NOBTOPHOE NYHKT 63 MpaBun
MCMNONb30BaHNE HEAOCTAaTOYHO OXJIaXKAEHHbIX Hag/ieXxallemn
XN1a031EMEHTOB? NpaKTUKN XpaHEHUS

21. CobGntopaeTtcs M 3anpeT Ha UCNOJIb30BaHUeE NyHKT 63 MpaBun

NOBPEXAEHHbIX X/1a403/IEMEHTOB?

Haaexalen

MPaKTUKN XpaHEHUA

(ponxHocTb U ®NO0 AOMKHOCTHOrO nuua, 3anosiHMBLIETO
NPOBEPOYHLIA NUCT, NOANUCL, faTa)

(AONXHOCTb M ®NO0 AO/MKHOCTHOTrO NULA PUAMYECKOT o Nula, MpPUCYTCTBOBABLEro
npu 3anofiHeHUU NPOBEPOYHOro NMcTa, MOAMWUCL, AaTta)

MpunoxxeHne N 18

K npukasy ®egepanbHoOM Cnyxobl

no Hag3opy B chepe 34paBOOXPaHEHMS
071 09.11.2017 N 9438

dopma

MpoBepOYHbIi NNCT
(CcNUCOK KOHTPO/bHLIX BOMPOCOB), UCNONb3yeMblli defepasibHON CNyx60i
no Hag3opy B cdepe 34paBOOXpaHEHUs U ee TeppuTOpuanbHbLIMU OpraHamu
npyv NpoBefEeHUM MNNAHOBLIX MPOBEPOK MpWU ocylecTBeHun depepasbHOro
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rocygapCTBEHHOr0 Haj3opa B cdepe ob6palleHUs NTeKapCTBEHHbIX CPeacTB
(nepeBO3Ka fIeKAPCTBEHHLIX NMpenapaToB AN MEAUUUHCKOrO MpPUMEHEHUs
UHANBUAYASIbHBIMU NPeAnpPUHUMATENSMN )

(HaMMeHoBaHVe opraHa, OCYWEeCTBASWWEro naaHoBYl0 NPOBEpPKY)

1. Bug rocyfapCTBEHHOro KoHTpona (Hag3opa)

2. NpegmeT  NnaHOBOWA NPOBEPKN KWPUAUYECKUX UL, WU WHAUBUAYASbHbIX
npegnpuHuUMaTesieil  orpaHudmBaeTcs o6s3aTeNbHbMM  TpeboBaHUAMKM, CObGNAEHNE
KOTOpbIX SABNSEeTCHA Haubosiee 3HAYMMbIM C TOYKU 3PEHUSA HEAONyWEeHUS BO3HMKHOBEHUS
yrpo3bl MPUYMHEHUS Bpega XW3HW, 340POBbH rpaxgaH, W3/10KEHHbMW B dopme
NPOBEPOYHOr0 NMUcTa (CNUCKa KOHTPOJIbHLIX BOMPOCOB) .

3. HaummeHOoBaHMe topuanyeckoro nvua, o¢amunms, ums, oT4eCcTBO (NpU HaNU4YMn)
WHAMBUAYANbLHOIrO npeanpuHUMaTens :

4. MecTO npoBeAeHWS MNNaHOBOW MPOBEPKW C 3ano/IHEHMEM MPOBEPOYHOro /mMcTa:

5. PeKBM3UTHl NMpuKasa O NpPoBeAeHUM MNIaHOBOK NMPOBEpPKU: OT

N .
6. YYeTHbn HOMEp NPOBEPKW WM AaTa MPUCBOEHMSA YYETHOro HoMepa MPOBEpPKM B
EQVHOM peecTpe MpoBEpPOK:

7. JONMXHOCTb, damununsa " MHULMan. OOMKHOCTHOI O nnua (nuu),
nposoAswero(nx) naaHoOBY MPOBEPKY:

1. ;

2.

8. [MepeyeHb BOMPOCOB, OTpaxawwWnx cogepxaHue obaA3aTeNbHbIX TpeboBaHWUiA,
OTBET Ha KOTOpble O4HO3HAYHO CBMAETENbCTBYET O COOGAAEHMUM UM HecobigeHun
pUAUHECKUM TNLOM, WHAUBUAYANbHBIM NpeanpuHumMaTesnieM ob6A3aTenbHblX TpeboBaHuii,
cocTaBAsAwwMX npeaMeT MPOBEpPKU:

N Bornipockl, oTpaXkarowme cogepkaHue PekBuanTbl BbiBOg, O
n/n obs3aTenbHbIX TPe6oBaHWI HOPMATMBHbIX BbIMOJIHEHUU
NpaBOBbIX aKTOB, C TpeboBaHUM

yKasaHueM ux
CTPYKTYPHbIX €4MHML, Aa HET
KOTOPbIMM
YCTaHOB/EHDI
obs3arenbHbie
TpeboBaHMUS

MNyHKT 4 ctatbk 9 ®depepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-®3 "O6 obpalleHum
NleKapcTBeHHbIX cpeactB" (CobpaHue 3akoHogaTtenscTea Poccuiickon ®epepaumn, 2010, N 16, cT.
1815; 2016, N 27, ct1. 4283) (panee - 61-®3), chaBa 7 MpaBun Hagnexallen npakTMKN XpaHeHUs u
NepeBO3KM JIEKAPCTBEHHbIX MpenapatoB Aas MeAUUMHCKOrO MNpUMEHEHUs, YTBEPXAEHHbIX
npukaszoM MuHUCTepCTBa 3apaBooxpaHeHmns Poccuiickon ®Penepaumm ot 31 aBrycta 2016 r. N 646H
(3apernctpupoBaH  MwuHucTepcTBOM tocTmumMM  Poccuinckot depepaummn 9 ausapa 2017 .,
pernctpaumnoHHbit N 45112) (panee - MNpaBuna Hagnexkawlen MNpakTUKM XpaHeHus); [paeuna
XPaHEeHUsl NIEKAPCTBEHHbIX CPeACTB, YTBEPXKAEHHbIE NPUKAa30M MUHUCTEPCTBA 34PAaBOOXPaHEHUS U
coumanbHoro passuTusa Poccuiickoit ®egepaumm ot 23 asrycta 2010 r. N 706H (3apeructpupoBaH
MuHUcTepcTBOM tocTULMK Poccuiickon ®enepauum 4 oktabpsa 2010 r., permctpaumoHHbiii N 18608)
C W3MEHEHUSMW, BHECEHHbIMMU MPUKA3OM MUHUCTEPCTBA 34pPABOOXPAHEHUS U COLMANBHOIO
paseutna Poccuiickon Pepepaumm oT 28 pekabpsa 2010 r. N 1221H (3apeructpupoBaH
MuHUCTEPCTBOM tocTULMK Poccuitckon Pepepaunn 4 pespans 2011 r., peructpaumnonHsiii N 19703)
(nanee - MpaBuna xpaHeHUs NEKAPCTBEHHBIX CPECTB)

1. CornacyroTcs i ¢ noayvyaTesieM oCcTaTovHble CPOKU | MYHKT 56 MpaBun
roAHOCTM NOCTaB/ISEMbIX 1EKAPCTBEHHbIX Haanexalemn
npenapartos? NPaKTUKN XpaHEHUS

2. duKcmpyeTcs i CyGbEeKTOM obpaLleHus NYHKT 58 MNpaBun
JNIeKapCTBEHHbIX NpenapatoB MHGopMaLus o Hag/iexallen
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NepeBO3Ke JIEKAPCTBEHHbIX Mpena paTOB?

MPaKTUKN XpaHEHUA

3. OcyulectBnsieTcs M UHPopMMpoBaHME NyHKT 61 MpaBun
oTrnpasutens u (Mamn) nosyyatens 1€KapCcTBEHHbIX | HaA/exallen
NMpenapaToB O BbISIB/IEHHbIX B MPOLIECCE NEPEBO3KM | MPaAKTUKU XPaHEHUS
C/lyqasx HapyLleHUs TeMnepaTypHoOro pexmma
XpaHeHus?

4, OcyuwiecTBaseTcs MM MHGOPMMPOBaHUNE NyHKT 61 MpaBun
oTrnpasuTens u (Mamn) nosyyatens 1€KapCcTBEHHbIX | Haa/exallemn
npenapaToB O BbISIBAIEHHbIX B MPOLECCE NEPEBO3KM | MPAKTUKU XpPaHEHUS
C/Tly4asxX HapyLLUEHUs MOBPEXAEHMS YNAKOBKMN?

5. MpepocTaBasATCA M CYObEKTOM ObpalleHMs NyHKT 61 MpaBun
JNleKapCTBEHHbIX NpenapaToB Mo 3anpocy Hag/iexallemn
nony4yaTenis NeKapCTBEHHbIX MPenapaTtoB CBeAeHUS | MPaKTUKKU XpaHeHUs
0 cobIloiEHUM TEMMEPATYPHOrO peXmnma npu
nepeBoO3Ke JIEKApPCTBEHHbIX NpenapaTos?

6. Ncnonb3yloTca n ans nepeBo3KM JIEKAPCTBEHHbLIX | NYHKT 62 MNpaBun
npenapaToB TPaHCNOPTHbIE CpeacTBa? Haaexalen

NpaKTUKN XpaHEHUS

7. O6ecneymBatoT I TPAHCNOPTHbIE CPEeACTBA U NYHKT 62 MNMpaBun
obopyaoBaHue A5l NEPEBO3KM JIEKAPCTBEHHbIX Haaexallen
npenapaToB KayecTBo, 3pHEKTUBHOCTb U NMPaKTUKN XPaHEHNS
6e30nacHOCTb JIEKAPCTBEHHbIX NpenapaToB?

8. Mcnonb3yeTcs v Npu nepeBo3Ke TePMOJ1IabubHbIX | NYHKT 62 MNpaBun
JIEKapCTBEHHbIX NPenapaToB CNeLMan3npoBaHHOE | Hag/iexallen
obopynoBaHue? NpaKTUKN XpaHeHUs

9. ObecneymBaeT M cneuyann3MpoBaHHoe NYHKT 62 MpaBun
obopyaoBaHue noaaeprkaHue Tpebyembix Hag/ieXxallemn
TeMMepaTypHbIX PEXUMOB XpaHEHUS NpaKTUKN XpaHeHUS
JNleKapCTBEHHbIX NpenapaToB?

10. Mpn NepeBo3Ke IEKAPCTBEHHbIX NpenapaTtoB OYHKT 63 MpaBun
cobntopaeTcs M ycnoBMe OTCYTCTBUS MPSIMOro Haaexallen
KOHTaKTa X/1a403/1EMEHTOB C JIEKAPCTBEHHbIMU NpPaKTUKN XpaHEHUS
npenapataMu B M30TEPMUYECKNX KOHTEMHEpPaX?

11. PykoBogutenem cybbekta obpalleHns NyHKT 63 MpaBun
JIEKapCTBEHHbIX NpenapaToB NPOBOAUTCA U Haaexalen
MHCTPYKTaXK O NOpsAKe NoAroToBKM MPaKTUKN XPaHEHWNS
M30TEPMUYECKMX KOHTEMHEPOB K NEPEBO3KE
JIeKapCTBEHHbIX NpenapaTos (C y4eTOM CE30HHbIX
0COBEHHOCTEN), a TaKXKE O BO3MOXHOCTU
NOBTOPHOIO UCMOb30BaHUS XJ1a03/IEMEHTOB?

12. Mpowno am obopyaoBaHUe, OTHOCALLLEECS K OYHKT 64 MNMpaBun

cpeacTBaM U3MepEHUN:

Haa/exalen
NPaKTUKN XpaHEHUS

NepBUYHYIO MOBEPKY U (MK) KaNMBPOBKY A0
BBOAA B 3KCrlyaTaumio?

NYyHKT 64 MNpasun
Haanexawemn
NPaKTUKM XpaHEHUS
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NnepBUYHYIO NMOBEPKY U (UNKN) KaNMBPOBKY nocsie
peMoHTa?

NYHKT 64 Mpasun
Haanexawemn
NPaKTUKN XpaHEHUSI

NnepuoaMYecKyto NoBepKy u (Mamn) KaaMbpoBKy B
npotiecce aKcnayataumm?

NYHKT 64 MpaBun
Haaexalen

MPaKTUKN XpaHEHUA

13. | JocTaBasawTCca M NeKapCTBEHHbIE npenapartbl No
afpecy, YKazaHHOMY B TOBapOCONPOBOAUTENbHbIX
JOKYMeHTax?

NYHKT 65 MNpaBun
Haaexalen
NPaKTUKN XpaHEHUS

14. CobtogatoTcs N YCNOBUS XpaHEHUS
JNIeKapCTBEHHbIX MpenapaToB B NOMELLEHUSAX Ha
TPaH3UTHbIX CKNagax?

NYHKT 67 MNpaBun
Hag/ieXxallemn
NPaKTUKN XpaHEHUS

15. ObecneymBaeTcs im 6€30NacHOCTb JIEKAPCTBEHHbIX | NYHKT 67 MpaBun
npenapaToB Ha TPaH3UTHbIX CKnaaax? Haaexalemn
NPaKTUKN XpaHEHUS

Tapa, ynakoBka U MapKMpOBKa JieKapCcTBeHHbIX npenapatoB (ctatba 46 61-03, thasa 8 MNpasun
Haanexallen NPaKTUKU XpaHeHus)

16. | BausieT M TpaHCMOpPTHas Tapa Ha KayecTBo,
3GPEKTUBHOCTb U 6€30MaCHOCTb JIEKAPCTBEHHbIX
npenapaToBs Mpu Ux nepesoske?

NYHKT 68 MNpaBun
Haanexawemn
NPaKTUKN XpaHEHUS

17. ObecneymBaeT M TpaHCNOPTHasA Tapa 3aWmTy oT
BO34eNCTBMA GaKTOPOB BHELLHEN cpefbl?

NYHKT 68 MpaBun
Hag/ieXxallemn
NPaKTUKN XpaHEHUS

18. Bbibupaetca v TpaHCNopTHas Tapa, YnakoBKa ¢
y4yeToM:

NYHKT 69 MpaBun
Haaexalen
NPaKTUKN XpaHEHUS

Tpe6boBaHWUI K YCIOBUSAM XpaHEHMS U
NnepeBO3KU JIEKAPCTBEHHbIX NpenapaTos?

NYHKT 69 MNpaBun
Hag/iexallen
NPaKTUKN XpaHEHUs

obbema, Heob6X0AMMOro A/ pasMeLLEeHuns
JIeKapCTBEHHbIX NpenapaToB?

NyHKT 69 MNpasun
Hag/ieXxallemn
NPaKTUKN XpaHEeHUS

KonebaHui TeMnepaTypbl OKPYXKatoLLEen
cpenpl?

NyHKT 69 Mpasun
Haaexallen
NPaKTUKN XpaHEHUS

OIUTENBHOCTM NEPEBO3KU, BKIKOYAS
BO3MOHOE MPOMEXKYTOUYHOE XpaHeHue
NIeKapCTBEHHbIX NpenapaTos?

NyHKT 69 MpaBun
Hag/iexallen
NPaKTUKN XpaHEHUS

19.

Ha TpaHCMopTHY Tapy HAaHOCATCS JIn:

nyHKT 71 Mpasun
Haanexalemn
NPaKTUKN XpaHEHUS

HanMeHOBaHUA NEKAPCTBEHHbIX npenapaTOB?

nyHKT 71 Mpasun
Haaexallen
NMPaKTUKN XPaHEHNS
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Cepun NeKkapcTBeHHbIX NpenapaTos?

nyHKT 71 MpaBun
Haanexawemn
NPaKTUKN XpaHEHUSI

JaTa BbInycKka?

nyHKT 71 MpaBsun
Haaexalen
NpPaKTUKN XpaHEHUS

KOJINYECTBO BTOPUYHBIX (MOTPEBUTENLCKMX)
YMNaKOBOK /IEKAPCTBEHHbIX NpenapaTos?

NyHKT 71 Mpasun
Haaexalen
NPaKTUKN XpaHEHUS

nHbopMauus o NponsBoguTene
JIeKapCTBEHHbIX MPENapaToB € YKazaHWeM
HaMMeHOBaHMIN U MecToHaxoXxaeHnsa (agpeca)
NpPON3BOANTENSA SIEKAPCTBEHHbIX NpenapaTos?

NyHKT 71 Mpasun
Hag/ieXxallemn
NPaKTUKN XpaHEHUS

CPOK rogHOCTUN NEKAPCTBEHHbIX npenapaTOB?

nyHKT 71 Mpasun
Haaexalen
NMPaKTUKN XPaHEHNS

YCNOBUS XPaHEHUS N NEPEBO3KMU
NIeKapCTBEHHbIX NpenapaTos?

nyHKT 71 MpaBun
Haa/exalen
NPaKTUKN XPaHEHUS

HeobxoAMMble NpeaynpeanTesibHble Hagnmucn?

nyHKT 71 MpaBsun
Haanexalemn
NPaKTUKN XpaHEH WS

MaHUMYNATOPHbIE 3HaKKn?

nyHKT 71 MpaBun
Haanexawemn
NPaKTUKN XpaHEHUSI

20. CobGntopaeTtca M 3anpeT Ha NOBTOPHOE NyHKT 63 MpaBun
MCMOJIb30BaHME HeAOCTAaTOYHO OXJaXKAEHHbIX Hag/iexallen
XN1al031EMEHTOB? NpPaKTUKN XpaHEHUS

21. Cobntogaetcst v 3anpeT Ha UCMOJIb30BaHUE NYHKT 63 MNpaBun

NOBPEXAEHHbIX X/12403/IEMEHTOB?

Haaexalen

NMPaKTUKN XpaHEHUA

(pOMKHOCTL UM ®NO0 [OMKHOCTHOrO Nuua, 3anoHMBLIETO
NPOBEPOYHbIA NNCT, NOANUCHL, faTa)

(fBonNXHOCTb M ®NO AOMKHOCTHOrO Auua pUAMYECKOro nuua, NpUcyTCTBOBaBWErO
npu 3anosiHeHUM NPOBEPOYHOr0 NMcTa, noanuchb, paTa)

MpunoxeHue N 19

K npuKasy OeaepanbHOMN CNyXKObI

no Hag3opy B chepe 3/4paBOOXpPaHEHMS
071 09.11.2017 N 9438

®opma
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MpoBEpPOYHbLIA NUCT
(CNUCOK KOHTPO/bHLIX BOMPOCOB), UCNONb3yeMblli defepasibHON CNyx60i
no Hag3opy B cdepe 34paBOOXpPaHEHUSs U ee TeppuTopuanbHbIMU OpraHamu
npyv NpoBefeHUM MNNAHOBLIX MPOBEPOK MpWU ocylecTBeHun depepasbHOro
rocygapcTBeHHOro Hagsopa B chepe obpaweHus neKapCTBEHHbIX CPeAcTB
(oTNyCcK NekapCTBEHHbIX MpenapaToB A/ MeAULMHCKOro MpUMEHEeHuns
B MEAMUMHCKON opraHm3aumn M WHbIX OpraHu3auusx,
UMEWMX NIMLEH3MNI0 HA MEeAULMHCKYI LEeSATE/IbHOCTb)

(HavuMeHOBaHWEe opraHa, OCYWEeCTB/SKWEro M/aHOBYW MPOBEPKY)

1. Buag rocyfapcTBEHHOro KoHTpons (Hagsopa)

2. NpegmeT  NNaHOBOWA NPOBEPKN KWPUAUYECKUX UL, W WHAUMBUAYASbHbIX
npeanpvHUMaTeneil  orpaHuyMBaeTCcs o06a3aTesibHbBMW TpeboBaHuUsAMM, CObGNKgEHME
KOTOpbIX SABNSIETCS Haubosiee 3HAUMMbIM C TOYKU 3PEHUSA HeAOoNywWweHUs BO3HMKHOBEHUS
yrpo3sbl TMpUYUHEHUS Bpega XW3HU, 340POBbI rpaxgaH, W3M0XEeHHbMW B dopme
NPoOBEPOYHOro NucTta (Cnucka KOHTPO/IbHLIX BOMPOCOB).

3. HammeHoBaHue pugmyeckoro navuya, dammnus, UM, OTYeCTBO (NpU HaIAUYMK)
MHAMBMAYaANbHOr O NpeanpuHUMaTEns :

4. MecTOo npoBeAeHus NNaHOBOW MPOBEPKW C 3aMo/IHEHWEM MPOBEPOYHOro fucTa:

5. PeKBM3UTHL MpuKasa 0 MpPOBEeAEHWMM NNAHOBOIK MPOBEPKU: OT
N .

6. YJeTHblii HOMEp MPOBEPKM U JaTa NMPUCBOEHUS YYETHOrO HOMepa MPOBEPKU B
EAVHOM peecTpe MNpPOBEpPOK:

7. JOMKHOCTb, dammnnuns " UHUUMansl  AO/MKHOCTHOrO  nuua (nuu),
nposoAsawero(nx) naaHOBY MPOBEPKY:

1. ;

2.

8. [epeyeHb BOMPOCOB, OTpaxawlMx cojepxaHue o6s3aTeNbHbIX TpeboBaHWi,
OTBET Ha KOTOpble OIHO3HAYHO CBMAETENbCTBYET O COG/MIOAEHWM WU Hecob6AeHUN
OPUANYECKUM NULOM, WHAMBUAYabHBIM NpeanpuHuMaTenemM 06s3aTeflbHbiX Tpe6GOoBaHuii,
COCTaBMANWUX MpeaMeT MPOBEPKU:

N Bornipockl, oTpaxkatowme cogeprkaHue PekBuanTeol BeiBOg, O
n/n obsa3atenbHbIx TpeboBaHUM HOPMATUBHbIX BbIMOJIHEHUU
NPaBOBbIX aKTOB, C TpeboBaHUM

YyKa3aHMeM Ux
CTPYKTYPHbIX €4MHUL, Aa HeT
KOTOPbIMMU
YCTaHOB/EHbI
obs3arenbHble
TpeboBaHus

®depepanbHbii 3akoH oT 12 anpens 2010 r. N 61-®3 "O6 obpalleHnn NekapcTBEHHbIX cpeacTB”
(CobpaHue 3akoHopaaTenbcTBa Poccuitckon depepaumm, 2010, N 16, c1. 1815; 2016, N 27, cT. 4283)
(nanee - 61-03); dPepepanbHbii 3akoH oT 8 aHBapa 1998 r. N 3-®3 "O HapKOTMYECKUX cpeacTBax U
ncmMxoTpornHbixX BewecTBax" (CobpaHue 3akoHomaTenbcTBa Poccuitickoit ®epepaumm, 1998, N 2, cT.
219; 2016, N 27, ct. 4238) (manee - N 3-®3); MpaBuaa oTnycKka NeKapCcTBEHHbIX NpenapaTos Aas
MEeANUMHCKOTO MPUMEHEHUS, B TOM 4YMUCIE MMMYHOOMONIOTMYECKNX JIEKapCTBEHHbIX MpenapaTtos
anTe4YHbIMKU OpraHu3aumMaMu, MHAMBUAYaAAbHbIMW NPeANPUHUMATENIMU, UMEOLWMMWN NULLEH3UIO Ha
dapMaLeBTUYECKYO AeATeNIbHOCTb, YTBEPXKAEHHbIE NMPUKA3OM MUHUCTEPCTBA 34,paBOOXPAHEHUS
Poccuiickoirt ®epepaumm ot 11 uronst 2017 r. N 403H (3apernctpupoBaH MUHUCTEPCTBOM HOCTULIUK
Poccuitckonn depepauumn 8 centabpsa 2017 r., pernctpaumoHHbin N 48125) (panee - MNpaBuna
oTnycka); [lopsiioK HasHa4YeHUss W BbINWUCbIBAHUA  IEKAPCTBEHHbIX MpenapaTtoB, M34enui
MEAMUMHCKOTO  HasHayeHMs U CNeunasmM3mMpoBaHHbIX  MPOAYKTOB  fieyebHOro  nuTaHms
YTBEPXKAEHHbIN NPUKa3oM MUHUCTEPCTBA 34paBOOXPaHEHUS N COLMANbHOIO pasBuUTUS Poccninckomn
depepaumn ot 12 despans 2007 r. N 110 (3apermctpmpoBaH MUHMUCTEPCTBOM OCTULIMKN Poccuitckoi
depepaumn 27 anpens 2007 r., pernctpaumoHHbin N 9364) ¢ M3MEHEeHMAMM, BHECEHHbIMU
npukasomM MuHUCTepPCTBA 3apaBooxpaHeHus Poccumckon Geagepaumm ot 26 deBpang 2013 . N 94H



consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64A79A1412B37D4DA9B2B1F21DA3H7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A49C1315B77D4DA9B2B1F21D378ECA8B193AD01626E850ADH3O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67AB9D1F19B67D4DA9B2B1F21DA3H7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67AA921215B67D4DA9B2B1F21DA3H7O

(3apeructpupoBaH MuHUCTEPCTBOM tocTULUMKU  Poccuiickont depepaumm 25 wuoHa 2013 .,
peructpaumoHHblin N 28881) (panee - WHcTpyKuus); [lepeyeHb HaPKOTUYECKUX CPeacTB,
NMCUXOTPONHbIX BELLECTB U UX MPEKYPCOPOB, NoaJsiexawmx KoHTpoato B Poccuiickon deaepauumm,
YTBEPXKAEHHbIN nocTaHoBAeHMeM [paBuTtenbctBa Poccmitckonnt ®egepaunmn ot 30 utoHa 1998 r. N
681 (CobpaHune 3akoHopaTenbcTBa Poccuinckon depepaumn, 1998, N 27, ct. 3198; 2017, N 33, cT.
5182) (nanee - MNepeyeHb HAPKOTUYECKUX U NCUXOTPONMHbIX JIEKAPCTBEHHbBIX NpenapaTtos); Nopaaok
Ha3Ha4yeHMS 1 BbIMUCbIBAHMA IEKAPCTBEHHbIX NPENapaToB, a TakXke GopM peLenTypHbIX 6/1aHKOB Ha
JIeKapCTBEHHble MNpenapatbl, NOPAA0K O0GOPMAEHUS YKa3aHHbIX G/IaHKOB, MX yvyeTa U XpaHEeHus,
YTBEPXKAEHHbIN MpUKa3zoM MUHUCTEpPCTBA 34paBooxpaHeHus Poccuiickon Pepepauym ot 20
JeKkabpsa 2012 r. N 1175H (3apermctpmpoBaH MuHMUCTEPCTBOM OCcTULMKM Poccuiickoin degepaumm 25
ntoHs 2003 1., perncTpaumoHHbiii N 28883) ¢ M3MeHEHUAMU, BHECEHHBIMU NMPUKA3OM MUHKUCTEPCTBA
3apaBooxpaHeHms Poccuiickon ®epepaumm ot 21 anpens 2016 r. N 254H (3apernctpuposaH
MuHucTepcTBOM tocTULmmn Poccninckoit ®epgepaumm 18 uioHsa 2016 r., perncTpaumonHbiii N 42887)
(nanee - NMopsagoOK Ha3HAYEHUS M BbINMUCbIBAHUA)

1. Monyyaror s MeAUUMHCKME  opraHm3aumu | nyHKT 3.1
NeKapCTBEHHbIE npenapartsl n3 ante4yHol | MpunoxerHus N 13
OopraHusaumm rno TpeboBaHMAM-HaKIaAHbIM? rnasbl Il MUHCTpyKUumn

2. NmeeTca M Ha TpeboBaHMsAX-HaKNaZHbIX Ha | OYHKT 26 MNpaBun
nony4yeHue NeKapCTBEHHbIX MpenapaTos: OTNYCKa;

0. 3.1 Mpunoxennsa N
13 rnassbl
UHCcTpyKumn

NyHKT 26 MpaBun
OTNYyCKa;

wramn? nyHkTb! 3.1, 3.2
MpunoxexHuna N 13
rnassbl Il MHCTpYKLUMN

NyHKT 26 MpaBun
OTNYCKa;

Kpyrniasi ne4atb MeAULMHCKOMN opraHmusaumnm? nyHkTbl 3.1, 3.2
MpunoxerHuna N 13
rnassbl Il MHCTpYKLUMN

NYHKT 26 MNpaBun
OTIMYCKQ;

nyHKTb! 3.1, 3.2
MpunoxerHuna N 13
rnasbl Il MUHCTpyKUumn

nognuce  ee pyKoBoaUTENS nm ero
3aMecTuTens no ae4yebHom 4Yactmn?

NYHKT 26 MNpaBun
OTNYCKa;

HOMepa, AaTbl COCTABNEHMS AOKYMeEHTa? NyHKT 3.1
MpunoxeHnsa N 13
rnasbl Il MUHCTpyKUumn

OTNpaBuTENS W Noy4vaTesis JIEKapCTBEHHOrO | NYHKT 26 Mpasun
npenapara’? OTNYyCKa;

NyHKT 3.1
MpunnoxeHnsa N 13
rnassbl Il MHCTpYKLMN
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HanMEHOBaHNE NIEKAPCTBEHHOIO Mperapara Ha

NAaTUHCKOM f13blKe (C yKasaHMEM [03UPOBKMU,
dopMbl  BbIMyCKa, BMAA YNaKOBKW, cnocoba
npuMeHeHus)?

NYHKT 26 MpaBun
OTNYCKa;

OYHKT 3.1
MpunoxxeHns N 13
rnasbl Il MHCTpYKLUMN

KO/IMYECTBO 3aTpebOBaHHbIX JIEKAPCTBEHHbIX
npenapaTtos?

NYHKT 26 MpaBun
OTMYCKaQ;

nyHKT 3.1
Mpunoxexuna N 13
rnasbl [l MHCTpYKLMN

KOJIMYECTBO U CTOUMOCTb
NleKapCTBEHHbIX NpenapaToB?

OTMYLLEHHbIX

NyHKT 26 Mpasun
OTNYyCKa;

NyHKT 3.1
Mpunoxexuna N 13
rnassbl Il MHCTpYKLUMN

OcylwiecTBasieTcs M OTNYCK
Tpe6oBaHUAM-HAKNA4HbIM:

no OTAE/IbHbIM

NyHKT 27 MNMpasun
oTnycka

HapKOTUYECKUX 7] MCUXOTPOIHbIX
NeKapcTBeHHbIX npenapatoB Cnucka I wm I
[MepeyHs HaAPKOTMYECKMX U MCUXOTPOIHbIX
NleKapCTBEHHbIX NpenapaToB?

OYHKT 27 MNpasun
OTMycKa

NeKapCTBEHHbLIX  MpenapaTtoB,  MNoAJeXaliux
NpeaMeTHO-KO/IMYECTBEHHOMY YYeTY?

nyHKT 27 MpaBun
OTnycKa

WHbIX JIEKAPCTBEHHBIX NPenapaTos, B TOM Yncae
OTnycKaeMbix 6e3 peuenTta?

nyHKT 27 MpaBun
OTNycCKa

YKa3blBatoTcs m npu BbIMUCbIBaHUM
JIeKapCTBEHHOrO Npenaparta A1 UHAUBUAYabHOro
60/1bHOTO JOMONIHUTENBHO:

NYHKT 3.2
MpunoxeHnsa N 13

rnasbl Il MUHCTpyKUumn

ero baMmmnansa n MHUUMaNbI?

NYHKT 3.2
MpunoxexHuna N 13

rnassbl Il MHCTpYKLMN

HOMep uctopum 6onesHn?

MNYHKT 3.2
MpunoxerHuna N 13

rnassbl Il MHCTpYKLUMN

BbINMUCbIBAOT M CTOMATONOMM, 3yBHble Bpaun 3a
cBOei noanucblo TpeboBaHMs-HaKNaAHbIE TOJIbKO
Ha JlIeKapCcTBEHHble Npenapatbl, NPUMEHSIEMblE B
CTOMaTOJIOrMYeCcKoM KabuHeTe, 6€3 npaBa Bblgayn
UX NMauMeHTaM Ha pyKu?

NyHKT 3.3
MpunoxeHuna N 13

rnasbl Il MUHCTpyKUumn

Umeetcas am  Ha Tpe6OBaHMﬂX Ha
JIEKApPCTBEHHbIE CpeACTBA:

A0OBUTLIE

NyHKT 3.4
MpunoxexHuna N 13

rnasbl Il MUHCTpyKUumn

noAnMcb CcToMaTtosiora Uan 3y6Horo Bpaya?

NyHKT 3.4
MpunoxexHuna N 13

rnassbl Il MHCTpYKLUMN
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noAnuch pyKoBoAUTENS yupexaeHus
(oToeneHuns) nnu ero 3amectutens’?

NYHKT 3.4
MpunoxxeHnsa N 13

rnasbl [l MHCTpYKLMK

Kpyrsias nevatb MeAULIMHCKOWN opraHmsaumm?

NyHKT 3.4
MpunoxexHuna N 13

rnassbl Il MHCTpYKLMN

OdopMmeHbl In TpeboBaHMA-HaKIagHble Ha OTMYCK
YaCTHOMPAKTUKYIOWMM  BpavyaM  JIEKaPCTBEHHbIX
npenapaTtos B nopsgke, onpegeneHHom n. 3.1 - 3.4
NHCTPpYKUMN?

MyHKT 3.5
MpunoxexHuna N 13
rnasbl Il MUHCTpyKUumn

OcyllecTBAsieTcs M XpaHeHue  TpeboBaHMIA-
HaKNagHbIX, no KOTOPbIM OTNYLLEHbI
JIEKapCTBEHHbIE Npenaparbl:

NYHKT 3.6
Mpnnoxenna N 13

rnasbl Il MUHCTpyKUumn

Ha HapKOTU4YECKNEe n NMCUXOTPOIHbIE

nekapctBeHHble npenapaTtbl Cnmcka I wn 1l
MepeyHss HapKOTMYECKMX U MCUXOTPOIHbIX
NIEKApCTBEHHbIX MpenapatoB - B TeyeHue

aecatu net?

NYHKT 3.6
Mpunoxexuna N 13

rnasbl [l MHCTpYKLMN

Ha JIeKapCTBEHHble MpenapaTbl, NoAJexalime
NpeaMeTHO-KO/IMYECTBEHHOMY  y4eTy, - B
TeyeHue Tpex NeT?

NYHKT 3.6
Mpunoxexuna N 13

rnassbl Il MHCTpYKLUMN

NyHKT 3.6

Ha MWHblE J1IEeKapCTBEHHbIE Mpenapatbl - B

MpunoxeHuna N 13
TeyeHue oaHoro roaa’? P

rnassbl Il MHCTpYKUMN

(BOMKHOCTL M ®UNO AOMKHOCTHOrO NMuUA, 3amnoNHUBLENO
NMPOBEPOYHBI NNCT, MNOANUCHL, fAaTa)

(AOMKHOCTL M ®NO AO/MKHOCTHOrO NMUA KWPUAMUYECKOro nuua, NpUCYTCTBOBAaBIUIErO
npu 3anofIHEHUN MNPOBEPOYHOro AUcTa, MNOAMNUCHL, AaTa)

MpunoxeHue N 20

K npukasy ®eaepanbHOM CyXObl

no Haa3opy B chepe 34paBoOOXpaHEHNS
071 09.11.2017 N 9438

®dopma

MpOBEPOYHbIA NNUCT
(CNMCOK KOHTPO/bHbLIX BOMPOCOB), MCNOAb3yeMblli degepanibHON CNyxO6oii
no Hag3opy B cdepe 34paBOOXpPaHEHUS U ee TeppuTopuanbHbLIMA OpraHamu
npu NpoBeAEeHUM MNNAHOBLIX MPOBEPOK MPU OCYWECTBeHUN ¢epepasibHOro
rocygapCTBEHHOro Hagsopa B chepe obpaweHus neKapCTBEHHbIX CPeAcTB
(oTNycK M peanusauusi NeKapCTBEHHbIX MpenapaTtoB ANs MeAULUHCKOro
NPUMEHEHUS B anTeKe rOTOBbIX (OpM)

(HaMMeHoBaHVe opraHa, OCYWeCTB/SWEro niaaHoBYl0 NPOBEpPKY)
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1. Bug rocygapcTBeHHOro KoHTpons (Hag3lopa)

2. NpegMeT  MaHOBOIA NMPOBEPKN WPUGUYECKNX UL, WU  WNHAMBUAYANbHbBIX
npegnpuHumaTenem orpaHumymBaeTcs 06a3aTeNbHbIMM TpeboBaHMsAMU, cobnwAeHUe
KOTOpbIX SIBNSETCS Haumbosiee 3HAYMMbIM C TOYKW 3PEHUS HeponyweHUs BO3HUKHOBEHUS
yrpo3bl MPUYMHEHUS Bpega XW3HW, 3[40POBbH rpaxgaH, W3/10KEHHbMW B dopme
NMPOBEPOYHOro nmMcTa (CnMckKa KOHTPO/bHLIX BOMPOCOB).

3. HaummeHOBaHMe pUANYECKOrOo nuua, o¢amunns, ums, oT4YeCcTBO (MNpU HaNU4YMN)
UHAMBUAYANbHOIr O npeanpuHUMaTens :

4. MecTo NpoOBeAeHUs M/aHOBOII MPOBEPKM C 3ano/IHEHWEM MPOBEPOYHOro AucTa:

5. PeKBM3UTH MpuKasa O MPOBEAEHMM NNAHOBOW NPOBEPKU: OT
N

6. YYeTHbi HOMEp NPOBEPKW WM AaTa MPUCBOEHUSA YYETHOro HomMepa MNPOBEpPKM B
EapnMHOM peecTpe NpoOBEPOK:
7. [JonxHoCTb, damununs 7 VHULUNasbI [O/TIXHOCTHOI 0O nmua (nny),
nposojsawero(nx) naaHOBY MPOBEPKY:
1

4

2. .

8. [MepeyeHb BOMPOCOB, OTpaxawwWnx cogepxaHune oba3aTeNbHbIX TpeboBaHWUN,
OTBET Ha KOTOpble O4HO3HAYHO CBMAETE/NLCTBYET O COGMOAEHMU WU HecobgeHUn
OPUGUHECKUM JINLOM, WHAUBMAYA/IbHBIM NpeanpuHuMaTesieM o6sA3aTenbHbiX TpeboBaHwuii,
COCTaBAAWWNX MpegMeT MPOBEPKK:

N Bonipochl, oTpaxkarowme cogeprkaHue PekBuanTbl BbiBOg, O
n/n o0b6s3aTenbHbIX TpeboBaHM HOPMaTUBHbIX BbIMOJIHEHUU
NpaBoOBbIX aKTOB, C TpeboBaHMi

yKa3aHueM mx
CTPYKTYPHbIX €4MHML,, Aa HEeT
KOTOPbIMM
YCTaHOBJIEHDI
obs3aTenbHble
TpeboBaHMs

®epepanbHbii 3akoH oT 12 anpens 2010 r. N 61-03 "O6 obpalueHnn neKapcTBeHHbIX cpeacTs”
(CobpaHue 3akoHopaTenbctBa Poccuitckon ®epgepaumm, 2010, N 16, cr. 1815; 2016, N 27, ct. 4283)
(nanee - 61-03); PepepanbHbIi 3aKoH OT 8 AHBapa 1998 r. N 3-03 "O HapKOTUYECKUX CPeAcTBaX U
ncmuxoTponHbix BeulectBax" (CobpaHne 3akoHogaTenbctBa Poccuitckon depepaumn, 1998, N 2, cT.
219; 2016, N 27, ct. 4238) (panee - N 3-®3); [paBuaa oTNycKa JeKapCTBEHHbIX NpenapaTos A
MeOULMHCKOTO MPUMEHEHUS, B TOM 4nCae UMMYHOOUONOTMYECKMX NEKAPCTBEHHbIX Mpernapartos
anTe4YHbIMWU OpPraHn3aumaIMu, MHAMBUAYANbHbIMM NPeANPUHUMATENSIMU, UMEOLWMMN NULLEH3NIO Ha
dapMaLUeBTUUECKYIO OeATe/IbHOCTb, YTBEPXKAEHHbIE MPUKA3OM MUHUCTEPCTBA 3[4PAaBOOXPaHEHMUS
Poccuiickon depepaumm ot 11 nronsa 2017 r. N 403H (3apeructpmpoBaH MUHUCTEPCTBOM HOCTULIUK
Poccuitickonn depepauum 8 ceHTabpsa 2017 r., peructpaumoHHbln N 48125) (panee - lNpasuna
otnycka); [MopsgoK HasHa4YeHUss W BbIMWUCbIBAHUA IEKAPCTBEHHbIX MPEenapartos, M3Aeaui
MEOULMHCKOTO  Ha3HaYeHMsS WU Cneuyanu3vMpoBaHHbIX  MPOAYKTOB  JsieyebHOro  nutaHus,
YTBEPXKAEHHbIN NPUKAa3oM MUHMCTEPCTBA 34paBOOXPAHEHUS U COLMANBHOIO pasBMTMS Poccuitckom
depepaunn ot 12 pespans 2007 r. N 110 (3apermctpmpoBaH MUHUCTEPCTBOM OCTULIMN POCCUINCKOM
bepepaumn 27 anpena 2007 r., pernctpaumoHHblit N 9364) c¢ U3MEHEHUAMM, BHECEHHbIMU
npukasomM MuHUCTepcTBa 34paBooxpaHeHms Poccuimckon ®epepaumm ot 26 dpespans 2013 r. N 94H
(3apernctpupoBaH MuHUCTEPCTBOM tocTULMK  Poccuiickoit  depepauumn 25 uwoHa 2013 T,
peructpaumoHHblin N 28881) (panee - WHcTpyKums); [lepeyeHb HaPKOTUYECKUX CPeaCTB,
NMCUXOTPOIHbIX BELLECTB U UX MPEKYPCOPOB, NoaJsiexalmx KoHTpoato B Poccuiickon deaepauumm,
YTBEPXKAEHHbIN nocTaHoBAeHMeM [paBuTtenbctBa Poccminckoinnt ®eaepaunmn ot 30 utoHa 1998 r. N
681 (CobpaHune 3akoHopaTenbcTBa Poccuitckon depepaumm, 1998, N 27, ct. 3198; 2017, N 33, cT.
5182) (panee - MepeyeHb HAPKOTMYECKMX U MCUXOTPONHbIX IEKaPCTBEHHbIX npenapaTos); dopmbl
ONaHKOB peuenToB, COAEPXKalMX Ha3HayeHMEe HApPKOTMYECKUX CPeACTB WM MCUXOTPOMHbIX
BELLECTB, MOPSAOK UX M3rOTOBJIEHMS, pacnpeneneHums, permcrtpaumm, ydeta U XpaHeHus, a Takxke
npaeuna oGopMaeHUs, yTBEPXKAEHHblE NPUKA3OM MUHUCTEPCTBA 34paBOOXpaHeHUs Poccuickom
®epepaumn ot 1 aBrycta 2012 r. N 54H (3apernctpuposaH MUHUCTEPCTBOM HOCTMLMU Poccuitckoi
depepaumn 15 aerycta 2012 r., peructpaumoHHbiit N 25190) ¢ M3MEHEHUSAMW, BHECEHHbIMU
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npukaszomM MuHUCTepcTBa 34paBooxpaHeHmns Poccuinckomn Oepepaumm ot 21 anpensd 2016 r. N 254H
(3apernctpupoBaH MuHuUcTepcTBOM tocTUumMKM  Poccuiickon ®epepaumm 18 uons 2016 .,
peructpaumoHHbii N 42887) (panee - npukas N 54); [Nopgaaok HasHaYeHUS U BbINUCbIBAHUS
JIeKapCTBEHHbIX NPenapaToB, a Takxe GopM peLenTypHbIX 61aHKOB Ha JIeKapCTBEHHbIE Npenaparbl,
nopsaaok oPopMIEHUS YKasaHHbIX O/1aHKOB, MX yvyeTa U XpaHEHUs, YTBEPXAEHHbIA MPUKA3OM
MuHucTepcTBa 3apaBooxpaHeHus Poccuiickon QPepepaummn ot 20 gekabps 2012 r. N 1175H
(3apernctpupoBaH MwuHUCTEpcTBOM tocTUUMM  Poccuiickont ®depepaumm 25 uioHs 2003 T,
peructpaumoHHblin N 28883) ¢ UW3MEHEHWAMM, BHECEHHbIMW MPUKA3OM MUHUCTEpPCTBa
3ApaBooxpaHeHms Poccuiickonn ®Pepepaumm ot 21 anpens 2016 r. N 254H (3apernctpupoBaH
MuHucTepcTBOM tocTuummn Poccuinckoit ®egepaumm 18 uionsa 2016 r., pernctpaumonHbiii N 42887)
(nanee - TlopsOOK Ha3HauyeHWs W BbINMCbIBaHWUS); [lepeyeHb /IEKAPCTBEHHbIX CPEACTB A/s
MEeOULMHCKOrO NPUMEHEHUS, NoANEeXalMX MPeaMeTHO-KOAMYECTBEHHOMY YYETYy, YTBEPXKAEHHbIN
npukasoM MuHKCTepPCTBA 34paBooxpaHeHns Poccuickon ®eaepaumm ot 22 anpens 2014 r. N 183H
(3apernctpmpoBaH MuHucTepctBoM tocTuummn  Poccuiickon  depepaumm 22 wona 2014 r,
peructpaumonHsii N 33210) ¢  M3MEHEHUAMM, BHECEHHbIMM MPUKA3OoM  MUHUCTEPCTBA
3apaBooxpaHeHms Poccuickon ®Pepepaumm ot 10 ceHtabps 2015 r. N 6341 (3apeructpuposaH
MuHucTepCcTBOM tocTULMK Poccuiickoint Pepepaumm 30 ceHTabpst 2015 1., peructpauuoHHbin N
39063) (panee - lMepeyeHb JIeKapCTBEHHbIX cpefcTB); [opafoK OTnycka ¢GU3SMYECKUM AnLAaM
JNIEKapCTBEHHbIX MpenapaTtoB A/ MeAMUMHCKOTO MNPUMEHEHUSs, COAEepXalMX KpOMe MaJibiX
KO/IMYECTB HAPKOTMYECKMX CPeAcTB, MCUXOTPOMHbIX BELWECTB M MX NPEKYPCOPOB Apyrue
dapMakonormyeckme  aKTMBHble  BELWECTBA, YTBEPXAEHHbIM  MpUKasoM  MuUHUCTEPCTBA
3[1paBOOXpPaHEHMS U coumasibHOro pasButus Poccuinckon ®eaepaumm ot 17 mMasa 2012 r. N 562H
(3apeructpupoBaH MwuHUcTepcTBOM  tocTULUMKM  Poccuiickoit  ®epepaumm 1 uwoHa 2012 .,
perucTpaumoHHsii N 24438) ¢ WM3MEHEHUSMM, BHECEHHbIMM MNPUKA3OM  MUHUCTEPCTBA
3apaBooxpaHeHus Poccuitckon depepaummn ot 10 ceHTabpsa 2015 r. N 634H (3apeructpupoBaH
MuHuctepctBoM toctuumm Poccuitckon ®Pepepaumm 30 ceHTabpsa 2015 r., perncrpauuoHHbid N
39063) (manee - nopsaAok); MNepeyeHb >KU3HEHHO HEOBXOAUMBIX U BaXKHEMLLMX NIEeKAPCTBEHHbIX
npenapatoB Ha 2016 rop, a TakXe MepeyeHb JIEKapCTBEHHbIX MpenapaTtoB Aas MeAULUHCKOro
NPUMEHEHNS U MUHWUMAJIbHbIN aCCOPTMMEHT JIEKAPCTBEHHbLIX MNpenapaToB, HEOOXOAUMBIX ANS
OKasaHMs MeOuULMHCKON MOMOLLN, YTBEPXKAEHHbIE pacnopshkeHueM [lpaButenbcTBa Poccmitckoi
depepaumn ot 26 pekabps 2015 r. N 2724-p (CobpaHue 3akoHogaTenbCTBa PoccuidcKoM
depepaunn, 2016, N 2, ct. 413) (ganee - MepeyeHb NeKapCTBEHHbIX MpenapaToB, BXOAALLMX B
MUHUMAaSbHBIA  accoOpTUMEHT); [lepedyeHb [A0O/MKHOCTENM (apMaLEeBTUYECKMX U MEAULIMHCKUX
paboOTHMKOB B OpraHuMsaumsax, KOTOpPbIM MPeAoCTaB/IEHO MpPaBO OTNYyCKa HAPKOTMYECKUX
JIEKAPCTBEHHbIX MpPenapaTtoB M MCUXOTPOMHbLIX JIEKAPCTBEHHbIX MpenapaToB GU3MYECKUM NLAM,
YTBEP)KAEHHbIM NpPMKa3oM MUHUCTEpPCTBa 3ApaBooxpaHeHus Poccuiickon Pepepauyn ot 7
ceHTa6psa 2016 1. N 681H (3apermctpmpoBaH MuHUcTEpPCTBOM tocTULMK Poccuitckon Gegepauum 21
ceHTa6psa 2016 r., pernctpaumoHHblin N 43748) (panee - MNepeyeHb JoMKHOCTEN)

1. | OTNycKaloTCs /I HAPKOTUYECKUE U MCUXOTPONHbIe | NYHKT 3 MpaBun

JNleKapcTBeHHbIe Npenapartsbl No peuentam? oTnycka
2. | OTnycKaTca 1M UMMYHOBUOI0TMYECKUE nyHKT 3 MNpaBun
JleKapcTBEeHHbIE Npenapartsbl Mo peuentam? OTNnyCKa

3. | OTNycKarTCa N HAPKOTUYECKME U NCUXOTPONHbIe | OYHKT 4 MNpaBun
JleKapCTBEeHHbIE NpenapaTtbl, BHECEHHblE B CMIUCOK | OTMYCKa;

Il NepeyHs HapKOTUYECKUX U MCUXOTPOIHbIX npuaoxeHna N1 mn 2 K
NIeKapCTBEHHbIX NpenapaTos, Npu NpeabsB/IeHUN npukasy N 54H
peuenToB, BbINUCAHHbIX Ha PeLLenTypHbIX BaaHKax
dopmbl N 107/y-HIM, yTBEpKAEHHOM NpMKa3oM N

54n?
4, | OTNycKatoTCs /I NCUXOTPONHbIE NeKapCTBEHHbIE NyHKT 4 NpaBun
npenaparbl, BHeceHHble B Cnuncok Il MepeyHs OTMYCKa;

HapPKOTUYECKMX M MCUXOTPONMHBIX IEKAPCTBEHHBLIX | NYHKT 9 Mopsaka
npenapatos, NP1 NPeabsABAEHMU PELENTOB, Ha3Ha4YeHus n
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BbIMMCaHHbIX Ha peLenTypHbIX 61aHKax dopmbl N
148-1/y-88, yTBEpKAeHHOM NpukasoM N 54H?

BbIMUCbIBAHUA

OTNyCcKaKTCA AN HAapKOTMYECKME U MCUXOTPOMHbIE
neKapcTBeHHble npenapatbl Choucka Il lMepeyHs
HapPKOTUYECKUX M MCUXOTPOMHbIX JIEKAPCTBEHHbIX
npenapaTtos B BUae TpaHcAepMasbHbIX
TepaneBTUYECKUX CUCTEM NpPU  NpPenbsBIEHUN
peuenToB, BbIMMCAHHbLIX HAa peuenTypHbIX GaHKax
dopmbl N 148-1/y-88, yTBEpAeHHOI NpuKasoM N
54n7?

NyHKT 4 NpaBun
OTNYyCKa;

nyHKT 9 MNopsaaka
Ha3HayYeHus n
BbIMMCbIBAHUS

OTnyckaloTcsl /M NIEKAPCTBEHHbIE  Mpenaparthl,
BKJIIOYEHHbIE B NMEpeYeHb JIEKAPCTBEHHbIX CPeCcTB
ONs MEAMLUMHCKOrO MNPUMEHEHUS, MOANEXALUNX
NpeaMeTHO-KOIMYECTBEHHOMY yyeTy, npu
NpeabsBAEHUM  PELENnTOB,  BbIMUCAHHbLIX  Ha
peuenTypHbix 6naHkax d¢opmbl N 148-1/y-88,
yTBEPXKAEHHOM NpuKa3oM N 54H7?

NyHKT 4 NpaBun
OTNYyCKa;
pasgens! I; 1I; 1
MepeyHs
JNIeKapCTBEHHbIX
cpeacTs

OTnyckaloTcsl /M NIEKAPCTBEHHbIE  Mpenaparthl,
obnagatoume aHaboOAMYECKON aKTUBHOCTbIO, MpuU
NnpeabsBAeHUM  PELENTOB,  BbIMUCAHHbLIX  Ha
peuenTypHbix 6naHkax d¢opmbl N 148-1/y-88,
yTBEPXKAEHHOM NpuKa3oM N 54H7?

n. 4 MNMpaBwn OTNycKa;
noAnyHKT 3 NyHKTa 9
Mopsaaka Ha3HavYeHus
M BbIMUCbIBAHUSA

OTnyckaloTcs  JIM  JIeKapCTBEHHble  Mpenaparhl,
coaepxalume KpomMe MaJsiblx KOMIMYECTB
HaPKOTMYECKUX CPEACTB, NCUXOTPOMHbIX BELLECTB U
X MpeKypcopoB Apyrue dapMakosiormyeckue
aKTUBHbIE BeLLeCTBa, npu npeabaBieHUU
peLLenToB, BbIMMCAHHbIX Ha PELLENTYPHbIX GaHKax
dopmbl N 148-1/y-88, yTBep)kaeHHOM npukazom N
54n?

NYHKT 4 MNpaBun
OTIMYCKQ;

MYHKT 5 nopsigka

OcyllecTBASIETCA M OTNYCK  JIEKAPCTBEHHbIX
npenapatoB 6e3 peuenToB B COOTBETCTBUU C
WUHCTPYKLMSMU no nx MeAULMHCKOMY
NPUMEHEHNIO?

NYHKT 5 MNpaBun
oTnycka

10.

OcyllecTBAseTcs M OTMAYCK  NIEKAPCTBEHHbIX
npenapatoB B TeYeHWE YKa3aHHOIMO B peLenTe
CpOKa ero gemncreusa?

NYHKT 6 MpaBun
OTMycKa

11.

MpUHMMaeTcs M B C/lyd4ae  OTCYTCTBUSA
JIEKapCTBEHHOrO npenapara peuent Ha
06C/YXXKMBaHUE B CNEAYIOLLME CPOKM:

NYHKT 6 MNMpaBun
OTMycKa

peuent ¢ nomMetkon '"statim" (HeMegneHHO)
obcny)XMBaeTcs B TeyeHMe OfHoro paboyero
JHSI CO [OHA O06paleHns NuLa K CyobekTy
PO3HWYHOW TOproeaun?

NyHKT 6 MpaBun
OTMyCKa

peuent ¢ nometkoh  "cito"  (cpoyHO)
obcny)kmMBaeTcs B Te4eHue AByX paboumx OHewn
CO [JHs obpaweHus mua K CyObeKTy
PO3HWYHON TOproBan?

NYHKT 6 MpaBun
OTNnycKa



consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A49C1315B77D4DA9B2B1F21D378ECA8B193AD01626E854ADH1O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A49C1315B77D4DA9B2B1F21D378ECA8B193AD01626E854ADH1O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A49C1315B77D4DA9B2B1F21D378ECA8B193AD01626E854ADH1O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A49C1315B77D4DA9B2B1F21D378ECA8B193AD01626E854ADH1O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A49C1315B77D4DA9B2B1F21D378ECA8B193AD01626E854ADH2O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67AB9C1319B77D4DA9B2B1F21D378ECA8B193AD01626E853ADH7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A49C1315B77D4DA9B2B1F21D378ECA8B193AD01626E852ADH2O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67AB9C1210B37D4DA9B2B1F21D378ECA8B193AD01626EA51ADH7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67AB9C1210B37D4DA9B2B1F21D378ECA8B193AADH9O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A49C1315B77D4DA9B2B1F21D378ECA8B193AD01626E852ADH2O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67AB9C1210B37D4DA9B2B1F21D378ECA8B193AD01626EA51ADH7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67AA9C1511BA7D4DA9B2B1F21D378ECA8B193AD01626E954ADH5O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67AA9C1511BA7D4DA9B2B1F21D378ECA8B193AD01626E950ADH5O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67AA9C1511BA7D4DA9B2B1F21D378ECA8B193AD01626E850ADH0O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A49C1315B77D4DA9B2B1F21D378ECA8B193AD01626E852ADH2O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67AB9C1210B37D4DA9B2B1F21D378ECA8B193AD01626EA51ADH7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67AB9C1210B37D4DA9B2B1F21D378ECA8B193AD01626E855ADH7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A49C1315B77D4DA9B2B1F21D378ECA8B193AD01626E852ADH2O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67AB9C1210B37D4DA9B2B1F21D378ECA8B193AD01626EA51ADH7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF66A39B1F14B77D4DA9B2B1F21D378ECA8B193AD01626E956ADHFO
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67AB9C1210B37D4DA9B2B1F21D378ECA8B193AD01626EA51ADH7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67AB9C1210B37D4DA9B2B1F21D378ECA8B193AD01626EA51ADH7O

peuent Ha  JE€KapCTBEHHbIN npenapar,
BXOAALWMA B  MWHUMAJbHBIA  aCCOPTUMEHT
NIeKapCTBEHHbIX npenapartoB ans
MeAMULMHCKOIO MPUMEHEHMUS, HEOBXOAUMbIX
0N OKasaHWs  MeAMUMHCKOM  MOMOLLM,
obcny)kKMBaeTcs B Te4eHUe NATM paboymx AHemn
CO [OHA obpaweHus mua K CyobekTty
PO3HWYHON TOproBan?

NYHKT 6 MpaBun
OTNnycKa

12.

O6cnyXnBaeTcs M peuenT Ha JNEeKapCTBEHHbIN
npenapat, OTNyCKaeMblid 6ecniatHO  WAM  CO
CKUOKOM W He BoweAwuA B MWUHUMAJbHBIN
aCCOPTUMEHT  JIEKapCTBEHHbIX MpenapaToB A/
MeAMLMHCKOTO MNPUMEHEHUS, HEeOoBXOAMMbIX [As
OKa3aHMs MeJMUMHCKON MOMOLWM, B TeyeHue
necatn paboumx gHen co AHS ob6palleHus anua K
CyOBbEKTY PO3HUYHOM TOProBaAN?

NYHKT 6 MpaBun
OTMycKa

13.

O6Cny)XMBaKOTCA N peLenTbl Ha JeKapCTBEHHbIe
npenaparbl, Ha3Ha4yaeMble no peLIeHnto
BpayebHOM KOMMCCUKM, B TeyeHue MATHAALATM
pabounx aHen co AHS obpalleHus anua K cybbekTy
PO3HUYHOM TOProBan?

NYHKT 6 MNMpaBun
OTMYyCKa

14.

OTnyckaloTcsi /M JIEKAapCTBEHHbIE NpenapaTtbl Mo
peLenTam C UCTEKLLUM CPOKOM AeNCTBUA?

NYHKT 6 MNMpaBun
OTMycKa

15.

OCywlecTBAsieTcss M MPU UCTEYEHUU  CPOKa
JeNCcTBUA peuenTa B Nepuoj HaxoXKAeHUs ero Ha
OTCPOYEHHOM 06CNYKUBaAHNN OTMyCK
JIEKapCTBEHHOrO Mpenaparta Mo TakoMy peLenTy
(6e3 ero nepeodpopmienms)?

NyHKT 6 MNMpaBun
oTnycka

16.

OTNycKaloTCA NN JIeKapCTBEHHbIE npenapatbl B
KO/IMYECTBE, YKa3aHHOM B peuenTe?

NyHKT 7 Mpasun
OTMYCKa;

npunoxeHna N1 um N 2
MopsgKa Ha3HayYeHns
M BbINMUCbIBaHUS

17.

OtnyckaeT M papMaLEeBTUYECKUM  PabOTHUK
npefenbHoO JOMNyCTUMOE WAM PEKOMEH/I0BaHHOEe
KO/IMYECTBO  JIEKAPCTBEHHOrO Mpenapata  Ajs
BbIMUCbIBAHUS Ha OAMH peLEenT Npu NpeabsBaeHUN
peuenTa ¢ NpeBbILEHNEM NMpeaesibHO JONYCTUMOro
unu PEKOMEH1I0BAHHOIO KO/IMYecTBa
JIeKapCTBEHHOrO npenaparta A/s BbIMUCbIBAaHMSA Ha
OAMH peLenT C NPOCTaB/IEHUEM COOTBETCTBYHOLLEN
OTMETKM B peuente?

NyHKT 7 Mpasun
oTnyckKa

18.

OcyllecTBaseTcs AW OTNYCK  NEKAapCTBEHHOrO
npenapara B NEPBUYHOMN u BTOPUYHOM
(noTpebuTtenbcKom) ynakoBKax ¢ MapKUpOBKOIA?

ctatbs 46 N 61-D3;
nyHKT 3 ctratbn 27 N 3-
D3;

NyHKT 8 MpaBun
OTMyCKa

19.

Hapyaetcs m nepsuYHas YMaKoBKa
JIeKapCTBEHHOrO Mpenapara npu ero oTnycke?

NyHKT 8 MpaBun
OTMycKa
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20.

MpocTaBnseTcs v Npu OTNyCKe AeKapCTBEHHbIX
npenapaTtoB Ha peuenTte OTMETKa 06 oTnycke
JIEKApPCTBEHHOIO Mnpenapata € YKadaHnUeEM:

nyHKT 9 MpaBun
oTnycka

TOProBOro  HaMMeHOBaHWS, [JO3UPOBKU WU
KO/MYecTBa  OTMNYLIEHHOIO  JIEKAPCTBEHHOrO
npenapara?

nyHKT 9 MpaBun
OTnycKa

damMmauKn, uMeHu, otdectBa (Mpu HaaMuUK)
MeOULMHCKOro paboTHMKa B cnyyasx,
YKa3aHHbIX B ab3aue 4eTBepTOM NyHKTa 7 U
ab3alle TpeTbeM nyHkTa 10 MNpaBun otnycka?

NOyHKT 9 MNpasun
OTnycKa

PEKBU3UTOB  [AOKYMEHTA, YAOCTOBEPSIOLLENO
JIMMHOCTb INLA, NMOJYYMBLLETO JIEKAPCTBEHHbIN
npenapar, B C/yyae, YKazaHHOM B nOyHKTe 20
MpaBun otnycka?

NyHKT 9 Mpasun
OTNycCKa

dbamMuAuK, uUMeHu, otdectBa (Mpu HaAMuUK)
dapmaueBTUYeckoro paboTHUKA, OTMYCTUBLLErO
NleKapCTBEHHbIN Npenapart, U ero Nnoanucu?

nyHKT 9 MpaBun
OTnycKa

[aTbl OTMYCKa IeKapCcTBEHHOro Npenapara?

NyHKT 9 MpaBun
OTNnycCKa

21.

BosBpalllaeTcs M peuenT ¢ OTMETKOM NP OTMyCKe
JIEKApCTBEHHbIX  MpenapaTos no peuenTy,
BbIMMCAHHOMY Ha peuenTypHOM 6iaHke dopmbl N

nyHKT 10 MpaBsun
OTMYCKa;
npuaoxexHue N 2

107-1/y, ytBepXaeHHoM npukaszoMm N 54H, cpok
[JEeNCTBUA KOTOPOro COCTaBAsET OAMH rog?

MopaaKa Ha3HavYeHus

1 BbINMNCbIBAHUA

22.

MNepepaetca nn papMaueBTUHECKMM PaBOTHUKOM
vy, npuobpeTatoLeMy (nonyyarowemy)
JNIeKapCTBEHHbIE npenaparbl no peuenty,
BbIMMCAHHOMY Ha peuenTypHoM 6naHke dopmbl N
148-1/y-04 (n), yTBEpXKAEHHOM npuKazoM N 54H,
uan ¢dopmbl N 148-1/y-06 (n), yTBEp)KAEHHOM
npukazoM N 54H, 3aM0/IHEHHbIN KOPELLUOK TaKoro
peuenTta?

nyHKT 11 Mpasun
OTNycCKa

23.

MpocTaBngerca M Npu OTNYCKE HAPKOTMYECKOro U
NCUXOTPOIHOrO JIeKapcTBEHHOro npenaparta Cnmcka
Il TMepeyHs HAPKOTUYECKUX W  MCUXOTPOMHbIX
JIEKapCTBEHHbIX MpenapaTtoB Ha peuente 06
OTNYyCKE JIEKapCTBEHHOro npenapata  ne4arb
opraHmMsauMM, B KOTOPOW YyKasaHO MoOJHOe
HaMMeHoBaHMe (Npu HaMumMK nevatn)?

nyHKT 12 MpaBun
oTnycka

24.

YKasbIBaeTCs I Ha peLenTe UAM KOpeLLKe pelenTa
TOYHoe BpeMsi (B 4Yacax M MUHYTax) OTMycCKa
MMMYHOBUONOrNYECKOTO NIEKapCTBEHHOIO
npenapara?

nyHKT 13 MpaBun
OTNnycCKa

25.

OTnyckatoTcs m UMMYHOBUONOrMYECKME
JIEKApCTBEHHblE  Mpenapatbl  MNpU  HaAUYUK
cneumanbHOro TEPMOKOHTENHepa?

nyHKT 13 MpaBun
OTnycCKa
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26.

OcTaloTcsl U XpaHATCa N y cybbekTa obpalleHus
JIEKapCTBEHHbIX CPeAcTB peuentbl (C OTMETKOWM
"JlekapcTBeHHbIV Npenapar oTnyueH") Ha:

nyHKT 14 MpaBun
oTnycka

HapKOTUYeCKue 7 NMCUXOTPOMHbIE
neKapcTBeHHble npenapatbl Crnuncka Il MNepeyHs
HapKOTUYECKUX 7 NMCUXOTPOMHbIX
NIEKapCTBEHHbIX MPenapaToB - B Te4YeHWe MNATU
ner?

nyHKT 14 Mpasun
OTnycKa

NCUXOTPONHbIE  NIEKAPCTBEHHbIE  Mpenaparbl
Cnucka Il TepeyHs  HAPKOTUYECKUX M
NCUXOTPONMHbIX JIEKAPCTBEHHbIX NpenapaTos - B
TeYeHue naTm net?

NyHKT 14 Mpasun
OTnycKa

NIeKapCcTBEHHbIE  MpenapaTtbl,  OTMNYCKaeMble
6ecniaTHO MU/ CO CKUAKOWM, - B TEYEHME Tpex
ner?

nyHKT 14 MNpasun
OTnycKa

KOMOWHUPOBaHHbIE JIeKapCTBEHHbIE
npenapatbl, coAepXaliue  HapKoTU4eckue
CpeAcTtBa  WMAM  MCUXOTPOMHbIE  BELWEeCTBa,
BHeceHHble B Cnuckn 1l mn Il MNepeyns
HapKOTUYECKUX 7] MCUXOTPOIHbIX
NeKapCTBEHHbIX NpenapaToB, M3rOTOBJIEHHbIE B
anTe4yHoM opraHM3saumm, - B Te4eHUe Tpex neT?

NyHKT 14 Mpasun
OTnycKa

JleKapcTBeHHble  npenapatbl, obsagatoLime
aHabo/MYecKo aKTUBHOCTBIO, - B TeYeHMe TpexX
net?

nyHKT 14 MpaBun
OTNyCKa

NleKapCTBEHHblE  MpenapaTbl, NoAJjiexalime
NpeaMeTHO-KO/IMYECTBEHHOMY  y4eTy, - B
TeYyeHue Tpex JieT?

nyHKT 14 MpaBun
OTnycKa

NIeKapCcTBEHHblE  MpenapaTtbl B XKWUOKOM
nekapcTBeHHOM dopMe, coaepalupe 6onee
15% >3TunoBoro cnupta or ob6beMa rOTOBOW
NPOAYKLUMN, - B TEYEHUNE TPEX MecsLEeB?

nyHKT 14 MNpasun
OTnycKa

MHble JleKapCcTBEHHblE npenapartsbl,
oTHocawmeca no ATX K aHTUMNCUXOTUYECKUM
cpeacteaM (kog, NO5SA), aHKcuonuTMKaM (Kop,
NO5B), CHOTBOPHbIM U CeAaTUBHbIM CpeacTBaM
(kop, NO5C), aHTMaenpeccaHTaM (kog NOGA) u
He nogaexauime npegMeTHo-KOJIMYeCTBEHHOMY
YYeTy, - B Te4eHune Tpex MecsLeB?

nyHKT 14 MpaBsun
oTnycka

27. | OTMevaloTCs M peuenTbl, He YKa3aHHble B MYHKTE | NYHKT 15 MNpasun
14 MpaBun otnycka, wTamMnoM "JlekapcTBEHHbIN | OTMyCcKa
npenapar otnyweH"?

28. |Bo3BpallaloTcsa AU peulenTbl, He YKasaHHble B |NOyHKT 15 MpaBun

nyHkTe 14 lpaBun OTNycKa, auuy, MNoayyYmBlUEMY
JIeKapCTBEHHbIN npenapar?

OTMyCKa
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29. |WmeeTcs nun XypHaa, B KOTOPOM PErncTpmpyroTcs
peuenTbl, BbIMUCaHHble C HapyweHuneM [lpaBun
OTNYyCKa, C YKa3aHUeM:

nyHKT 15 MpaBun
oTnycka

BbISIBJIEHHbIX
peuenTa?

HapywieHun B  odopMmaeHun | nyHKT 15 MpaBun

OTMyCKa

dbamMmaumn, uMeHu, otdectBa (Mpu HaaAMuUM)
M3, BbINUCABLLErO peLenT?

nyHKT 15 MpaBsun
oTnycka

HaMMeHOBaHUS MeULIMHCKOM opraHu3aumm? | nyHKT 15 Mpasun

OTNYCKa

NMPUHATLIX Mep? nyHKT 15 MpaBun

OTMyCKa

OrpaHunyeHusi, Hanaraemble Ha <¢apMaueBTUYECKMX PabOTHUKOB MNPU  OCYLECTBIEHUM UMM
npodeccrnoHanbHOM AesTenbHOCTU (cTathbs 74 GefepanbHOro 3akoHa oT 21 Hos6psa 2011 r. N 323-
®3 "O6 ocHoBax OXpaHbl 340pOBbA rpakgaH B Poccuitckon depepauun” (CobpaHue
3aKkoHopaTenbcTBa Poccuiickon ®epepaumm, 2011, N 48, ct. 6724; 2017, N 31, cT. 4765) (nanee - N
323-03)

30.

dapmMaueBTUYECKME PabOTHUKM U PyKOBOAUTENN
anTeyYHbIX OpraHU3aLnit;

NOANYHKTbI 2 N 4
nyHKTa 2 ctratbn 74 N

323-03;

nyHKT 17 MpaBsun
OTNycCKa

MoJly4yatoT /I OT KOMMaHWUW, NPeacTaBUTeNs
KOMMaHUK1 06pasLibl IEKaPCTBEHHbIX
npenapartoB A5 BPyYeHUs HaceneHuo?

NOANYHKTbI 2 N 4
nyHKTa 2 cratbn 74 N

323-03;
nyHKT 17 Mpasun
OTNycCKa

NpeaoCTaBAAOT JIN HACENEHUIO HEZIOCTOBEPHYHO
“ (UNK) HENONHY MHGOPMALMIO O HAUYUK
NeKapCTBEHHbIX NPENapaToB, BK/OYas
NleKapCTBeHHbIE Npenaparhbl, UMetoLLme
OJUHAKOBOE MEeXIyHapoaHoe
HenaTeHToBaHHOe HanMeHoBaHue?

NoANYHKTbI 2 U 4
NyHKTa 2 ctatbk 74 N
323-03;

nyHKT 17 Mpasun
oTnycKa

CKpbIBAOT /M UHPOPMALMIO O  HaANYUU
NIEKapCTBEHHbIX MPENapaToB, UMeKLLNX Gonee
HU3KYIO LiEeHY?

NoAnyHKTbl 2 U 4
NyHKTa 2 ctatbk 74 N
323-03;

nyHKT 17 MpaBsun
oTnyckKa

TpeboBaHMa K

OTMYCKY HaPKOTUYECKUX W

NCUXOTPOMHbIX

NNEKAPCTBEHHbIX

npenaparos,

JIeKapCTBEHHbIX MpenapaTtoB, 061a4aloWuX aHaboIMYeCKoN aKTUBHOCTBIO, MHbIX JIEKAPCTBEHHbIX
npenapaTtoBs, NOANEXALUNX NPEAMETHO-KOIMYECTBEHHOMY YUETY

31. OcyuwiectBnseTcds AM  OTNYCK HapPKOTUYECKUX W |NyHKT 19 Mpasun
NMCUXOTPOMHbIX NEeKapCTBEHHbIX npenapaToBs | OTMNYCKa;
dapMaueBTUYECKMMM paboTHuKamy, | NepeyeHb
3aHMMaOWMMMN  [IOJKHOCTU,  BKJIKOMEHHblE B | JO/MKHOCTEN
MepeyeHb AOMKHOCTEN?

32. OcyuwiectBnserca M OTMNYCK  JIeKapCTBEHHbIX | NYHKT 19 Mpasun
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npenapaTos, obnapatoLmnx aHabosin4eckomn
aKTUBHOCTLIO, dapMaLEeBTUYECKUMU PAaBOTHUKAMMU,
3aHUMaOWUMKN  [IO/IKHOCTWU,  BKJIIOYEHHbIE B
[epeyeHb AOMKHOCTEN?

OTNYyCKa;,

[MepeyeHb
[OO/MKHOCTEN

33. OTnycK nekapCTBEHHbIX NpenapaTtoB, nogaexalwmx | nyHKT 19 Mpasun
npeaMeTHO-KOIMYEeCTBEHHOMY y4eTy, | OTnycKa;
OCyLLEeCTBAsETCS am dapmaueBTMiecKkMMM | [lepeyeHb
paboTHUKaMy, 3aHMMaLWUMKU [OO/MKHOCTH, | AO/IKHOCTEN
BKJ/IlOYEHHbIE B [TepeyeHb J0/MKHOCTEN?

34. OTnycKalTcsa M HapKOTUYECKUE N MNCUXOTPOMHbIle | nyHKT 20 Mpasun
nekapcTBeHHble npenapatbl Cnucka Il TlMepedHs | oTnycka
HapPKOTUYECKUX M MCUXOTPOIMHbIX JIEKAPCTBEHHbIX
npenapaTtoB MNpu nNpeabsIBieHUN  AOKYMEHTa,
YOOCTOBEPSIOLLIErO JIMYHOCTb, JIULY, YKa3aHHOMY B
peuenTte, €ro 3aKOHHOMY TMpPeACTABUTENO WU
nuy, nMeroLeMy opOpMJIEHHYHO B COOTBETCTBMU C
3aKOHOATENBCTBOM Poccuitckon — depepaunmn
JOBEPEHHOCTb Ha MNpaBO MOJIYYEHMS  TaKMUX
HapKOTUYECKUX U MCUXOTPOIMHbIX JIEKAPCTBEHHbIX
npenaparos?

35. Bbigaetca M nocne OTnyCKa HapKOTMYECKUX W | NyHKT 22 Mpasun

NMCUXOTPOIHbIX JIEKAPCTBEHHbIX NMpenapatoB Cnmcka
Il n 1l TlepeyHsa HapKOTMYECKUX M MNCUXOTPOMHbIX
JIEKapCTBEHHbIX MpenapaToB CUrHaTypa C KeTom
NMoOJIOCOM B BEPXHEM YacTU U HAAMUCbID YEpPHbIM
wpnuptoMm Ha Hen "CurHatypa', B KOTOpoM
YKa3bIBaoOTCA:

OTMyCKa

HaMMeHOBaHWE U afApPec MEeCTOHaXOXAeHUs
cybbeKTa 06palleHns IeKapCTBEHHbIX CPeACTB?

NyHKT 22 NMpaBun
OTNycCKa

HOMEpP 1 AaTta BbIMMCAaHHOIO peLl,enTa?

NYHKT 22 MNpasun
OTnycKa

dbamMuaus, uMs, oT4ecTBO (NPU HaANUYUK) NULA,
1Sl KOTOPOro MpeAHa3HayeH JIeKapCTBEHHbIN
npenapar, ero Bo3pact?

NyHKT 22 MpaBun
OTnycKa

HOMEp  MEeAMUMHCKOM  KapTbl  NalMeHTa,
MOMYYalolEro  MeAMUMHCKYIO NOMOLb B
aMBynaTopHbIX  YC/IOBUSX, A1  KOTOPOro

npeaHasHayeH ekapcTBeHHbIN npenapar?

NyHKT 22 Mpasun
oTnyckKa

damMmAmnsa, uMs, OT4ecTBO (MpU  HaaMuUM)
MeAMUMHCKOrO  paboTHMKa,  BbIMMCABLUErO
peuent, €ero KOHTaKTHbIM TenedoH nbo

TenedoH MeaNLMHCKOM opraHmnsaumnmu?

OYHKT 22 MNpasun
OTnycKa

coaepaHune peuenta Ha 1aTUHCKOM a3blke?

NyHKT 22 MpaBun
oTnycka

dbamMmnmna, uMmsa, ortdectBo (Npy Haavuumn) M
nognucb  $GapMaLeBTUYECKOro  paboTHWKa,
OTNYCTUBLLEro NEKAPCTBEHHbIN NpenapaT?

NyHKT 22 NMpaBun
OTNnycCKa
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JlaTa OTMyCKa eKapcTBeHHOro npenapara?

NyHKT 22 MpaBun
oTnycka

TpeboBaHMsA K OTMYCKY JIEKAPCTBEHHbIX MpPenapaToB Mo TpeboBaHUAM-HAKNaAHbIM MeANLMHCKUX
opraHusauuii, UHAMBUAYaNbHbIX NPeAnpUHMMATENEN, UMEILNX JIMLEH3UID Ha MEIULMHCKYIO

AeATENIbHOCTb

36.

NmeeTcas AamM Ha
rnoJlydeHue IeKapCTBEHHbIX NPenapaToB:

TpeﬁoBaHMﬂX-HaKﬂa,ﬂ,Hle Ha

NyHKT 26 MpaBun
OTNYCKa;
MNpunnoxenne N 13
rnasbl 1l MHCTpyKuumn

wramn?

NYHKT 26 MNpaBun
OTNYCKa;
MNpunoxenne N 13
rnasbl Il MUHCTpyKUumn

Kpyrsias nevyatb MeAULMHCKON opraHmsaumm?

NYHKT 26 MpaBun
OTNYyCKa;
Mpunnoxenne N 13
rnassbl Il MHCTpYKLMN

nognuce  ee pyKoBoaUTENS um ero
3aMecTuUTeNs rno ieyebHom yactu?

NyHKT 26 MpaBun
OTNYyCKa;
Mpunnoxexnne N 13
rnassbl Il MHCTpYKLUMN

HOMep LOKyMeHTa?

NyHKT 26 MpaBun
OTNYCKa;
MNpunnoxenne N 13
rnasbl Il MUHCTpyKUumn

AaTa COCTaBJ1€HUA ,EI,OKYMEHTa?

NYHKT 26 MNpaBun
OTNYCKa;
MNpunoxenne N 13
rnasbl Il MUHCTpyKUumn

HaMMeHOBaHMEe OTMNpPaBUTENs JIEKAPCTBEHHOIO
npenapara’?

NYHKT 26 MpaBun
OTNYyCKa;
MpunnoxexHne N 13
rnassbl Il MHCTpYKLMN

HaMMEHOBaHME MoNy4YaTenss JieKapCcTBEHHOro
npenapara’?

NyHKT 26 MpaBun
OTNYyCKa;
Mpunnoxexnne N 13
rnassbl Il MHCTpYKLUMN

HavMeHOBaHWe JIeKapCTBEHHOrO MNpenaparta Ha
NIATUHCKOM f13bIKe (C yKasaHMEM [03UPOBKMU,
dopMbl  BbIMycKa, BWAA YNaKoBKW, crnocoba
npuMeHeHus)?

NyHKT 26 MpaBun
OTNYCKa;
MNpunnoxenne N 13
rnasbl Il MUHCTpyKUumn

KO/IMYECTBO 3aTpebOBaHHbIX JIEKAPCTBEHHbIX
npenaparos?

NYHKT 26 MNpaBun
OTNYCKa;
MNpunoxenne N 13
rnasbl Il MUHCTpyKUumn



consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64A79A1412B37D4DA9B2B1F21D378ECA8B193AD013A2H7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A49C1315B77D4DA9B2B1F21D378ECA8B193AD01626E952ADH1O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64A79A1412B37D4DA9B2B1F21D378ECA8B193AD013A2H7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A49C1315B77D4DA9B2B1F21D378ECA8B193AD01626E952ADH1O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64A79A1412B37D4DA9B2B1F21D378ECA8B193AD013A2H7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A49C1315B77D4DA9B2B1F21D378ECA8B193AD01626E952ADH1O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64A79A1412B37D4DA9B2B1F21D378ECA8B193AD013A2H7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A49C1315B77D4DA9B2B1F21D378ECA8B193AD01626E952ADH1O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64A79A1412B37D4DA9B2B1F21D378ECA8B193AD013A2H7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A49C1315B77D4DA9B2B1F21D378ECA8B193AD01626E952ADH1O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64A79A1412B37D4DA9B2B1F21D378ECA8B193AD013A2H7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A49C1315B77D4DA9B2B1F21D378ECA8B193AD01626E952ADH1O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64A79A1412B37D4DA9B2B1F21D378ECA8B193AD013A2H7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A49C1315B77D4DA9B2B1F21D378ECA8B193AD01626E952ADH1O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64A79A1412B37D4DA9B2B1F21D378ECA8B193AD013A2H7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A49C1315B77D4DA9B2B1F21D378ECA8B193AD01626E952ADH1O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64A79A1412B37D4DA9B2B1F21D378ECA8B193AD013A2H7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A49C1315B77D4DA9B2B1F21D378ECA8B193AD01626E952ADH1O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64A79A1412B37D4DA9B2B1F21D378ECA8B193AD013A2H7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64A79A1412B37D4DA9B2B1F21D378ECA8B193AD013A2H7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A49C1315B77D4DA9B2B1F21D378ECA8B193AD01626E952ADH1O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A49C1315B77D4DA9B2B1F21D378ECA8B193AD01626E953ADH7O

NYHKT 26 MpaBun
OTNYCKa;
MpunnoxexHne N 13
rnasbl Il MUHCTpyKUumn

KOIMYECTBO U CTOUMOCTb
NIeKapCTBEHHbIX NpenapaTos?

OTNYLLEHHbIX

37.

OcyuiecTBnsieTcss AU OTNYCK Mo
Tpe6boBaHUSAM-HaKNAAHbIM:

OTAENIbHBIM

nyHKT 27 MpaBun
OTMnycCKa

HapKOTUYECKMX 7 NCUXOTPOIHbIX
NeKapcTBeHHbIX npenapatoB Cnucka I wmn I
[MepeyHs HAPKOTMYECKUX W  MCUXOTPOMHbIX
JIeKapCTBEHHbIX NpenapaToB?

NyHKT 27 Mpasun
OTnycKa

NIeKapCTBEHHbLIX  MpenapaTtoB,  NoAJeXKalinx
npeaMeTHO-KOMYECTBEHHOMY y4eTy?

nNyHKT 27 Mpasun
OTNycCKa

MHbIX JIEKapCTBEHHbIX NpenapaTos, B TOM Yucie
OTNycKaeMbIx 6e3 peuenTta?

nyHKT 27 MpaBun
OTNyCKa

38.

MpocTaBisetcas M Ha TpeboBaHMU-HAKNAAHOM
OTMETKa O KOJIMYECTBE U CTOMMOCTU OTMYLLEHHbIX
JIEKapCTBEHHBIX NpenapaToB?

NyHKT 29 Mpasun
oTnyckKa

39.

OcywecTBisieTcss M XpaHeHue
HaKnagHbIX, no KOTOpPbIM
JIEKapCTBEHHbIE Mpenaparb:

TpeboBaHWUI-
OTMYLUEHbI

nyHKT 30 Mpasun
OTNycKa

Ha HapKoTU4YecKne 7
NeKapcTBeHHble npenapatbl Comcka Il u 1l
lMepeyHss HapKOTMYECKUX U  MNCUXOTPOIHbIX
NIeKapCTBEHHbLIX MpenapaToB - B TeYEHUE MATU
ner?

NMCUXOTPOIHbIE

nyHKT 30 MpaBun
OTnycKa

Ha J/leKapCTBEHHble Mpenapartsl,
NnpeaMeTHO-KOIMYECTBEHHOMY
TeyeHue Tpex Niet?

noasiexxauwue
yyety, - B

nyHKT 30 MpaBun
OTnycKa

Ha WHble JIeKapCTBEHHble npenapathl - B
TeyeHue ofHoro roga’?

nyHKT 30 Mpasun
oTnycKa

40.

Cob6noaeTcs /v 3anpeT Ha HapylleHue NepBUYHOM
YMNaKOBKM JIEKapCTBEHHOrO Mpenapata npu €ero
oTnycKe no Tpe6oBaHUIO-HaKNaAHOWM (3a
UCK/IlOYEHNEM CYOGbEKTA PO3HMYHON TOProBAM,
MMEILLEro /IMLUEH3MIO Ha  ¢dapMaLeBTUYECKYHO
[eaTeflbHOCTb C npasom N3roTOB/IEHUS
JIEKapCTBEHHBbIX NpenapaTos)?

nyHKT 31 MpaBun
oTnycka

41.

CobGntofaeTcs M 3anpeT Ha OTMNYCK IEKaPCTBEHHbIX
npenapaToB B KOJIMYECTBE, YKa3aHHOM B peuenTe, B
cnydae, Korga QAN NIEKapCTBEHHOrO npenapara
YCTaHOBNEHblI  NpefenbHO  AOonycTUMoe  UAU
peKOMeHA0BaHHOEe KO/IMYECTBO A/ BbINMUCbIBAHUS
Ha OfINH peuenT?

NyHKT 7 MNMpaBun
OTNYCKa;

npuaoxedms N1 n N 2
Mopsaka Ha3HaYeHus

1 BbINNCbIBAaHUA

42.

Cobntopgaetcs M 3anpeT Ha HapyLleHUE BTOPUYHOM
(noTpebutensckol)  ynakoBKW — JIEKApCTBEHHOIO
npenapaTta U OTNYCK JIEKApCTBEHHOrO Npenaparta B

NyHKT 8 MpaBun
OTMycKa
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nepBUYHOM YNaKoBKe?

43. |Cobnogaerca AM 3anpeT Ha OTNYCK HAapKOTUYECKMX | NYHKT 28 MpaBun
M MNCUXOTPOMHbIX JIEKAPCTBEHHbIX MNPEnapaToB | OTNyCKa

Comcka Il wn 1l TlepeyHs HaApPKOTMYECKUX U
NCUXOTPONMHbIX JIEKAPCTBEHHbIX MpenapatoB Mo
TpeboBaHUAM-HaK/aAHbIM WHAVBWAYaAJIbHOTO

npeanpuHUMatens, WMEIOWEro JIMUEH3UIO  Ha
MeAMLIMHCKYI0 AeATENbHOCTL?

(ponxHocTb U ®NO [O/MKHOCTHOrO nuua, 3anosIHMBLIETO
NPOBEPOYHLIA AUCT, NOANUCL, faTa)

(AonxHOCTb M ®NO0 AOMKHOCTHOrO Auua PUAMYECKOro auua, NPpUCyTCTBOBAaBLErO
npu 3arnofHeHUUW NPOBEPOYHOro AucTa, nognuch, pgarta)

MpunoxeHne N 21

K Nnpukasy PeaepanbHOM CayXobl

no Haasopy B chepe 34paBoOXpaHEHUS
071 09.11.2017 N 9438

MpoBepoOYHbIi NNCT
(CcNUCOK KOHTPO/bHLIX BOMPOCOB), UCNONb3yeMblli defepasibHON CNyx60ii
no Hag3opy B cdepe 34paBOOXpaHEHUs M ee TeppuTOpuanbHbLIMA OpraHamu
npyM NpoBefEeHUN MNNAHOBLIX MPOBEPOK MpWU ocylwecTBreHun depepasibHOro
rocyfapCTBEHHOrO Hag3opa B cdepe obpaweHuMss NeKapCTBEHHbIX CPeAcTB
(oTnycK 1 peanusaums /IEKapCTBEHHbIX MpenapaToB ANA MeAULUHCKOT O
NPYMEHEHUA B anTEYHOM MYHKTE)

(HaMMeHoBaHMe opraHa, OCYWEeCTBSAUEro niaHoBYl NPOBEpPKY)

1. Bug rocyfapCTBEHHOro KoHTpona (Hag3opa)

2. NpegmeT  nnaHOBOWA NPOBEPKN KWPUAUYECKUX UL, WU WHAUBUAYASbHbIX
npegnpuHumaTenem orpaHumymBaeTcsa 06a3aTeNbHbIMM TpeboBaHMsAMU, cobnwAeHUe
KOTOpbIX SABNSeTCA Haubosiee 3HAYMMbIM C TOYKU 3PEHUSA HeAOoNnywWweHUs BO3HUKHOBEHUSA
Yyrpo3bl MpUYUHEHUS Bpeda XW3HU, 340POBbI0 rpaxgaH, W3M0XeHHbMM B dopme
NPOBEPOYHOro AncTa (CAMcKa KOHTPO/bHLIX BOMPOCOB) .

3. HaumeHoBaHMe topuanyeckoro nvua, odammnnsa, uma, oT4eCcTBO (NpU HaNU4YUN)
WHAVBUAYA/IbBHOTO NpeanpuHUMaTENs :

4. MecTOo MpoBeAeHVs MNNaHOBOW MPOBEPKW C 3aMo/IHEHWEM MPOBEPOYHOro smMcTa:

5. PeKBM3UTH MpuKasa O MPOBEAEHWM MNMAHOBOI MPOBEPKU: OT
N

6. YYeTHbi HOMEp NPOBEPKW WM AaTa MPUCBOEHUSA YYETHOro HoMepa MNPOBEpKU B
EagnMHOM peecTpe NpoOBEpPOK:

7. JonxHocThb, dammnnuns " UHULMasbl OO/MKHOCTHOT O nmua (nuu),
npososawero(nx) naaHOBY MPOBEPKY:

1. ;

2.

8. [epeyeHb BOMPOCOB, OTpaxawUWux cogepxaHue o6a3aTefibHbIX TpeGoBaHWii,
OTBET Ha KOTOpble OAHO3HAUYHO CBUAETENbCTBYET O COGMIOAEHWM WU HeCcOoGAEHUN
OPUANYECKUM INLOM, WHAWBMAYANbHLIM NpeanpuHMMATENeM 0683aTesibHbIX TpeboBaHwuii,
COCTaB/ANWUX MPeaMET MPOBEPKMU:

dopma
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N Bonipockl, oTpaxkarouwme coaeprkaHue PekBu3nTbl BbiBog, 0
n/n o6s3aTenbHbIX TpeboBaHMM HOPMAaTMBHbIX BbIMOJIHEHUU
NpaBOBbIX aKTOB, C TpeboBaHMi

YyKasaH1eM Ux
CTPYKTYPHBIX €AMHUL, Aa HeT
KOTOPbIMM
YCTaHOBJIEHbI
obs3aTenbHble
TpeboBaHus

®epepanbHbi 3akoH OT 12 anpensa 2010 r. N 61-®3 "O6 obpalleHMn neKapcTBEHHbIX cpeacTB”
(CobpaHue 3akoHomaTenbcTBa Poccuitckon depepaumm, 2010, N 16, c1. 1815; 2016, N 27, cT. 4283)
(nanee - 61-03); GenepanbHbili 3aKoH OT 8 AHBaps 1998 r. N 3-®3 "O HapKOTUYECKUX CPEeACTBaX U
NcuXoTponHbIX BellectBax" (CobpaHne 3akoHodaTenbcTBa Poccuitickoit depepaunn, 1998, N 2, cT.
219; 2016, N 27, ct. 4238) (manee - N 3-®3); [paBuaa oTnycka NeKapCTBEHHbIX NpenapaTos A
MeOULMHCKOrO MPUMEHEHUS, B TOM YUCNE UMMYHOOUONOTMYECKUX NEKAPCTBEHHbIX Mpenaparos,
anTeYHbIMU OpraHu3aumaMu, MHAMBUAYaAAbHbIMU NPEANPUHUMATENSIMU, UMEOLWMMWN NULLEH3UIO Ha
dapMaLeBTUYECKYID AeATeNIbHOCTb, YTBEPXKAEHHbIE NMPUKA3OM MUHUCTEPCTBA 34paBOOXPAHEHMUS
Poccuitckont depepaumm ot 11 urona 2017 r. N 403H (3apernctpmpoBaH MUHUCTEPCTBOM OCTULIMK
Poccuiickoit ®enepaunmn 8 ceHTabps 2017 r., peructpaumoHHbin N 48125) (ganee - lMpaBuna
otnycka); [MopsaoK HasHa4YeHUss W BbIMWUCbIBAHUA IEKAPCTBEHHbIX MpenapaTtoB, M3Aenaui
MEAMUMHCKOTO  HasHayeHUs U CNeuvanmsmpoBaHHbIX  MPOAYKTOB  sied4ebHOro  nuTaHus,
YTBEPXAEHHbIN NPUKAa3oM MUHMUCTEPCTBA 34paBOOXPAHEHUS U COLMANBHOIO pasBMTMS Poccuiickon
®epepaunn ot 12 pespansg 2007 r. N 110 (3apernctpmpoBaH MMUHUCTEPCTBOM OCTULIMKN PoccuitcKoi
depepaumn 27 anpens 2007 r., pernctpaumoHHbin N 9364) ¢ M3MEHEHMAMM, BHECEHHbIMU
npukasoM MuUHUCTEPCTBA 3paBooxpaHeHnst Poccuinckon ®epepauum ot 26 despans 2013 r. N 94H
(3apeructpupoBaH MuHUCTEPCTBOM tocTUUMKU  Poccuiickon Pepepaumm 25 wuoHa 2013 .,
peructpaumonHHsii N 28881) (panee - WHcTpykumsa); [lepeyeHb HAPKOTUHECKUX CPEACTB,
NMCUXOTPOIHbIX BELLECTB M UX MPEKYPCOPOB, NMoaJsiexawmx KoHTpoato B Poccuiickon deaepauumn,
YTBEPXAEHHbIN noctaHoBsieHneM [MpaButensctBa Poccuinckon ®epepaumm ot 30 noHa 1998 r. N
681 (CobpaHune 3aKkoHopaTenbcTBa Poccuitckon depepaumm, 1998, N 27, c1. 3198; 2017, N 33, cT.
5182) (manee - MepeyeHb HAPKOTUYECKMX U MCUXOTPOIHbIX JIEKAPCTBEHHbIX npenapaTtos); Popmbl
O/1aHKOB  pELIENTOB, COAEPXKALWMX HA3HAYeHUEe HaAPKOTMYECKUMX CPeacTB WM  MCUXOTPOIMHbIX
BELLECTB, MOPSAOK UX MU3rOTOBJIEHMSA, pPacnpefeneHmns, permcTtpaumnmn, y4eTa U XpaHeHus, a Takxe
npaBuna opopMaeHus, yTBepXaeHHble NpuUKazoM MUHUCTEPCTBA 34paBooXpaHeHus Poccuickom
®epepaumm ot 1 aBrycta 2012 r. N 54H (3apernctpupoBaH MUHUCTEPCTBOM OCTULMN PoccuiicKom
depepaumn 15 aprycta 2012 r., peructpaumoHHbit N 25190) ¢ M3MEHEHUSAMU, BHECEHHbIMU
npuKasoM MuHMCTepcTBa 34paBooxpaHeHuns Poccuickomn ®eaepaumm ot 21 anpena 2016 r. N 254H
(3apernctpupoBaH MuHuUcTepcTBOM tocTuummn  Poccuiickoir  depepaumm 18 wuwona 2016 .,
peructpaumoHHbii N 42887) (panee - npukas N 54); [NopgaAok HasHa4YeHUS U BbINUCbIBAHUS
JIeKapCTBEHHbIX NPenapaToB, a Takxe GopM peLenTypHbIX 61aHKOB Ha IeKapCTBEHHbIE Npenaparbl,
nopsaaok oPopMIEHMS YKa3aHHbIX OMaHKOB, MX yvyeTa U XpaHEHUs, YTBEPXIEHHbIA MPUKA3OM
MuHucTepcTBa 3apaBooxpaHeHuss Poccuiickon depepaumm ot 20 agekabps 2012 r. N 1175H
(3apernctpupoBaH  MuHUCTEPCTBOM tocTULUMKM  Poccuiickoit depepauumn 25 uwoHa 2003 T,
perucTpaumonHHsii N 28883) ¢  M3MEHEHUAMM, BHECEHHbIMM MPUKA3OM  MUHUCTEPCTBA
3ApaBooxpaHeHms Poccuiickon Pepepaumm ot 21 anpens 2016 r. N 254H (3apernctpupoBsaH
MuHucTepcTBoM tocTuummn Poccninckoin ®epgepaumm 18 uioHsa 2016 r., pernctpaumonHbiii N 42887)
(nanee - TlopsOOK Ha3HauyeHWs W BbINMCbIBaHWUA); [lepeyeHb /IeKAPCTBEHHbIX CPEACTB A/
MEeOULMHCKOrO NPUMEHEHUS, NoANeXalMX NMpeaMeTHO-KOAMYECTBEHHOMY YYeTYy, YTBEPXAEHHbIN
npukasoM MuHMCTepPCTBA 34paBooxpaHeHns Poccuickon Oeaepaumm ot 22 anpens 2014 r. N 183H
(3apeructpupoBaH MuHUCTEPCTBOM tocTUUMKU  Poccuiickoin Pepepaummn 22 uona 2014 .,
peructpaumonHsii N 33210) ¢  M3MEHEHMAMM, BHECEHHbIMM MPUKA3OM  MUHKUCTEPCTBA
3apaBooxpaHeHus Poccuitckon depepaummn ot 10 ceHTabpsa 2015 r. N 634H (3apeructpupoBsaH
MuHucTepcTBOM tocTULMK Poccuiickont ®epepaumm 30 ceHTabpss 2015 1., peructpauyoHHbin N
39063) (panee - lMepeyeHb JIeKApCTBEHHbIX cpelcTB); [MopaaoK oTnycka OOUSMYECKUM AuLam
JIEKapCTBEHHbIX MpenapaTtoB A/ MeAMUMHCKOTO MPUMEHEHUS, COAEpXalMX KpOMe MaJibiX
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KO/IMYECTB HaPKOTUYECKUX CPEeACTB, TMCUXOTPOMHbIX BELWECTB W  UX MPEKYPCOPOB Apyrue
$bapMaKonormyeckMe  aKTMBHble  BELLECTBA,  YTBEPXKAEHHLIA  MpPUMKa3oM  MuHKUCTepCTBa
3[1paBOOXpPaHEHMS U coumasibHOro pasutus Poccuinckonn ®eaepaumm ot 17 mMasa 2012 r. N 562H
(3apeructpupoBaH MUHUCTEPCTBOM tocTUMUMK  Poccuiickoinn ®epepaumm 1 umoHs 2012 .,
perucTpaumoHHsii N 24438) ¢  WM3MEHEHUSMM, BHECEHHbIMU MNPUKA3OM  MUHUCTEPCTBA
3ApaBooxpaHeHms Poccuiickon Pepepaumm ot 10 ceHTabpsa 2015 r. N 634H (3apernctpuposaH
MuHuctepctBoM toctuumm Poccuitckon ®Pepepaumm 30 ceHTabpsa 2015 r., perncrpauyoHHbid N
39063) (panee - nopsaAok); [epeyeHb >KU3HEHHO HEOBXOAUMBIX U BAXKHEMLLMX NIEeKaPCTBEHHbIX
npenapatoB Ha 2016 rop, a TakXe MepeyeHb JIEKapCTBEHHbIX MpenapaTtoB Aas MeAULUHCKOro
NPUMEHEHNS U MUHUMAJbHbIN aCCOPTUMEHT JIEKapCTBEHHbIX MpenapatoB, HEOoOXoAUMBbIX AN
OKasaHMs MeOuLMHCKON MOMOLLN, YTBEPXKAEHHbIE pacnopshkeHueM [lpaButenbcTBa Poccmitckoi
depepaumn ot 26 pexkabpsa 2015 r. N 2724-p (CobpaHue 3akoHogaTtenbcrea Poccuiickoi
depepaumn, 2016, N 2, ct. 413) (ganee - MepeyeHb NeKapCTBEHHbIX MpenapaToB, BXOAALLIMX B
MUHUMa/bHBIN  acCOPTMMEHT); [lepeyeHb [OMKHOCTEN GapMaLEBTUYECKUX U MEAULMHCKUX
paboOTHMKOB B OpraHuMsaumsax, KOTOpPbIM MPeAoCTaB/IEHO MpPaBO OTNyCKa HAPKOTMYECKUX
JIEKAPCTBEHHbIX MpenapaToB M MCUXOTPOMHbIX JIEKAPCTBEHHbIX MpPenapaToB GU3MYECKUM NULAM,
YTBEP)KAEHHbIM NpPMKa3oM MUHUCTEpPCTBa 3ApaBooxpaHeHus Poccuiickon Pepepauymn ot 7
ceHTabps 2016 1. N 681H (3apernctpmpoBaH MUHUCTEPCTBOM toCTULMKM Poccuiickoit Geagepauum 21
ceHTa6psa 2016 r., pernctpaumoHHblin N 43748) (panee - MNepeyeHb JoMKHOCTEN)

1. | OTnycKatoTCs M HApKOTUYECKMe U NCUXOTpornHble | NyHKT 3 MpaBuna

JIeKapCTBEHHbIE Npenapatbl No peuenTtam? oTnycka
2. |OTnyckatotcs m MMMyHOGUHoIornYeckue | NyHKT 3 MpaBun
JleKapCTBEHHbIe Npenapartsl Nno peuentam? OTMyCKa

3. | OTnycKarTCca /1M HapKOTUYECKME U MNCUXOTPOMHbIE | NYHKT 4 NpaBun
JNIeKapCTBEHHbIe NpenapaTbl, BHECEHHble B CMMCOK | OTMYCKa;

Il TepeyHs HapPKOTUYECKUX WU  MNCUXOTPOMHbIX | NpuaoxkeHMa N 1 mn 2 K
NleKapCTBEHHbIX MnpenapaTtoB, Npu npeabssaeHun | npukasy N 54H
peuenToB, BbIMMCAHHbLIX Ha peuenTypHbIX GaHKax
dopmbl N 107/y-HM, yTBepXKaeHHOM npukasom N
54n7?

4, | OTnycKatoTCs M MCUXOTPOMHbIe JieKapCTBEHHble | NYHKT 4 MpaBun
npenapatbl, BHeceHHble B Cnucok Il [lepeyHs | oTnycKa;
HapKOTUYECKUX M MNCUXOTPOIMHbIX JIEKapCTBEHHbIX | OYHKT 9 Mopsaka
npenapatoB, nNpu NPeabsIB/JEHUN  PELLENTOB, | HA3HAaYEeHUS U
BbIMMCAHHbBIX Ha peuenTypHbIX 6aaHKax dopmbl N | BbIMUCbIBAHMA
148-1/y-88, ytBepxaeHHOM npukasom N 54H?

5. | OTnyckaloTcs M HapKOTUYECKME U MCUXOTPONHbIE | NYHKT 4 MpaBu

nekapcTBeHHble npenapatbl Cnucka Il lMepeyHs | oTnycKa;
HapKOTUYECKMX M MCUXOTPOIMHbIX JIEKAPCTBEHHbIX | NYHKT 9 MNopsaka
npenapaTtos B BUae TpaHCAEepPMasbHbIX | HA3HAa4YeHUS U

TEpaneBTUYECKUX CUCTEM NpU  NPeabsABIEHUN | BbINMUCBIBAHUS
peLLenToB, BbIMMCAHHbLIX Ha PELLENTYpPHbIX GaHKax
dopmbl N 148-1/y-88, yTBEepxaeHHON npukasomM N
54n7?

6. |OTnyckaloTca M NIeKapcTBEHHble  npenapartbl, | OYHKT 4 MpaBun
BKJIIOMEHHbIE B NEpeYeHb JIEKAPCTBEHHbIX CPeACTB | OTNYCKa;
O MeOMUMHCKOrO NpUMeHeHuns, nognexalmx | pasgenst |; 1I; 1l
NpeaMeTHO-KOIMYECTBEHHOMY YYEeTy, npu | MepeyHs
npeabaBAeHMM  PelenToB,  BbIMMCAHHBLIX  Ha | IEKaPCTBEHHbIX
peuenTypHbiXx 6naHkax ¢opmbl N 148-1/y-88, | cpeacTs
yTBEPXKAEHHOM NpuKa3oM N 54H?
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OTnyckaloTCs /M NeKapCTBEHHble  Mpenaparthbl,
obnagatoume aHaboOAMYECKOM aKTUMBHOCTbIO, MpuU
npeabsBAEHUM  PELEenToB,  BbIMUCAHHbLIX  Ha
peLenTypHbiX 6naHkax ¢opmbl N 148-1/y-88,
yTBEPXKAEHHOM NpuKa3oM N 54H?

n. 4 MpaBwn OTnyckKa;
NOANYHKT 3 NyHKTa 9
MNMopsaka Ha3HaYeHus
M BbINMUCbIBaHUSA

8. |OTnyckalTcs M NeKapcTBEHHble npenapatsl, | NYHKT 4 MNMpaBun
coaepallme Kpome ManbIxX KO/IMYECTB | OTMNYCKa;
HaPKOTMYECKUX CPEACTB, NMCUXOTPONMHbIX BELWECTB U | NYHKT 5 nopsaka
MX TMpeKypcopoB Aapyrne dapmMaKonormyeckmne
aKTUBHbIE BELLEeCTBa, npu npeabsaBieHUn
peLENTOB, BbIMUCAHHbIX Ha PeLEnTypHbIX 61aHKax
dopmbl N 148-1/y-88, yTBEpKAeHHOM NpuKaszoMm N
54n7?

9. |OcywectBnsgercs AM  OTAYCK  JIEKAPCTBEHHbIX | NYHKT 5 MNpaBun
npenapatoB 6e3 peLEnTOB B COOTBETCTBMWU C | OTMYCKa
MHCTPYKLUMAMU no nx MeNLIUHCKOMY
NpPUMEHEHNIO?

10. |OcyuwiectBngerca AU OTNYCK  JIEKAPCTBEHHbIX | NYHKT 6 MpaBun
npenapaTtoB B Te4YeHWe YKa3aHHOro B peLenTe | OTNycKa
CpOKa ero aemncremsa?

11. | lMpuHMMaeTcsa m B c/yyae oTCcyTCcTBUSA | NYHKT 6 MpaBun
JIeKapCTBEHHOIO npenapara peuent Ha | OTNycKa
obcny)kmBaHme B ciefytowme CPoKU:

peuent ¢ nomMetkon '"statim" (HeMegneHHO) |NyHKT 6 MpaBun
0obCny)KMBaeTcs B TeYeHWe oAHOro pabouyero | oTnycka

[HS CO OHA O06paleHuss NnLa K CyobekTy

PO3HUYHOM TOProBan?

peuent C  MOMETKOM "cito"  (cpo4Ho) | nyHKT 6 MNpasun
06CcNy)XMBaAETCS B TeYEHME ABYX paboymx AHEN | oTnycKka

CO pAHsA obpaleHns JMua K cybbekTy

PO3HUYHON TOprosaun?

peuent  Ha  JIEKapCTBEHHbIM npenapart, | nyHKT 6 MNMpaBun
BXOAAWMA B  MWHUMAJIbHbIA  aCCOPTUMEHT | OTMNYyCKa
NleKapCTBEHHbIX npenapartos ans

MEAMUMHCKOTO MPUMEHEHUS, HeobXoaMMBbIX

AN OKasaHMs  MeAMUMHCKOM  MoMoLu,

0bcNy)XMBaeTCcs B TeYeHMe naTn paboumx gHen

CO pAHsA obpalweHns JMua K cybbekty

PO3HUYHOW TOproBaun?

12. |O6cnyxuBaeTcss AU peuenT Ha NeKapCTBEHHbIN | NYHKT 6 MpaBun
npenapart, OTMNyCKaeMblit 6GecrniaTHO WAM €O | OTMNYyCKa
CKMAKOM W He BowWeawuin B MUHUMAbHbIN
aCCOPTUMEHT  JIEKapCTBEHHbIX MpenapaToB A/

MEANUMHCKOTO MNPUMEHEHUS, HEeOBXOAUMbIX ANs
OKas3aHMs MefMUMHCKON MOMOoLWM, B TeyeHue
Jecatn paboymx AHen co AHs obpalleHus auua K
CY6bEKTY PO3HMYHOM TOProBnN?
13. | O6cnyMBalOTCA NM PeLENTbl Ha JieKapCTBEHHbIE | NYHKT 6 MpaBun

npenaparsl, Ha3Ha4YaeMble no peweHuno

oTnycka
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BpayebHOM KOMMCCUKM, B TeyeHue NATHAALATM
pabouunx gHel co AHA 0bpaleHns Mua K CyobekTy
PO3HMYHOM TOProBan?

14.

OTnyckaloTcsl /M JIeKapCTBEHHble npenapaTtbl Mo
peLenTam C UCTEKLLUM CPOKOM AencTBuUA?

NYHKT 6 MpaBun
OTMycKa

15.

OCywecTBAsieTC M MPU UCTEYEHUU  CPOKa
[JeNCTBUA peuenTa B Nepuoj HaxoXKAeHUs ero Ha
OTCPOYEHHOM 06CNYKUBaHNN OTMyCK
JIEKapCTBEHHOrO Mpenaparta Mo TakoMy peLenTy
(6e3 ero nepeodpopmieHmns)?

NyHKT 6 MNMpaBun
oTnycka

16.

OTNycKalTCA NN NeKapCcTBEHHbIE npenapaTtbl B
KO/IMYECTBE, YKa3aHHOM B peuenTe?

NyHKT 7 MNMpaBun
OTMYCKa;

npunoxeHna N1 um N 2
MopsaKka Ha3HayYeHns
M BbINMUCbIBaHUSA

17.

OtnyckaeT M papMaLEeBTUYECKUM  PabOTHUK
npeaenbHO AOMNYyCTUMOE WM PEKOMEHA0BaHHOE
KO/IMYECTBO  JIEKAapCTBEHHOrO  Mpenapata  Aas
BbIMWUCbIBAHWA HA OAMH PeLenT Npu NpeabsBieHUN
peuenTa ¢ NpeBbIlWEeHNEM NpeaesibHO JONYCTUMOro
nnm peKOMeHA0BaHHOrO KoJin4ecTBa
JIeKapCTBEHHOro npenaparta A/ BbIMUCbIBaHMS Ha
OfMH peuenT C NPOCTaB/EHUEM COOTBETCTBYHOLLEN
OTMETKMU B peuente?

NyHKT 7 MNMpaBun
OTnycKa

18.

OcyllecTBAsSeTcs AW OTMAYCK  NIEKAPCTBEHHOrO
npenapara B MNEpPBUYHOMN u BTOPUYHOW
(noTpebuTenbcKoi) ynakoBKax ¢ MapKUpOBKOIA?

ctatbs 46 N 61-D3;
nyHKT 3 ctatbn 27 N 3-
?3;

NyHKT 8 MpaBun
OTMYyCKa

19.

Hapywaetcs m nepsu4Has yMaKoBKa
JIeKapCTBEHHOrO Mpenapara npu ero otnycke?

NyHKT 8 MpaBun
OTMycKa

20.

MpocTaBaseTcs /M MpU OTMYCKE JIeKapCTBEHHbIX
npenapatoB Ha peuente oTMeTKa 06 oTrnycke
JIEKapCTBEHHOrO Mpenapara ¢ yKasaHueMm:

NyHKT 9 MNpaBun
oTnycka

TOProBOro  HaMMeEHOBaHUs, [O3UPOBKU U
KO/MYeCTBa  OTMYLLEHHOIO  JIEKAPCTBEHHOTO
npenapara’?

NyHKT 9 MpaBun
oTnycka

dbamMuAuK, uUMeHu, otdectBa (Mpu HaAMuUK)
MeNLUHCKOro paboTHMKa B cnyyasi,
yKasaHHbIX B ab3ale 4eTBEepPTOM MYHKTa 7 M
ab63aue TpeTbeM nyHkKTa 10 MpaBua oTnycka?

nyHKT 9 MpaBun
OTnycKa

PEKBM3UTOB [OKYMEHTa, YAOCTOBEPSIOLLErO
JIMYHOCTb INLA, MOJYYMBLLETO JIEKAPCTBEHHbIN
npenapart, B CJjydae, yYKasaHHOM B nOyHkTe 20
MpaBun otnycka?

NyHKT 9 MpaBun
OTnycKa
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daMnanmn, MMeHu, otdyectBa (MpU HaAN4UK)
dbapmaueBTUYeckoro paboTHUKA, OTMYCTUBLIErO
NleKapCTBEHHbIN Npenapart, U ero Nnoanucu?

nyHKT 9 MpaBun
oTnycka

[laTbl OTMYCKa IeKapCcTBEHHOro Npenapara?

nyHKT 9 MpaBun
OTnycKa

21.

Bo3BpalllaeTcs M peLenT ¢ OTMETKOM NpPKU OTMyCKe
JIEKAPCTBEHHbLIX  MpenapaTos no peuenTy,
BbIMMCAHHOMY Ha peuenTypHOoM 6iaHke dopmbl N

nyHKT 10 MpaBun
OTMYCKa;
npuaoxexHue N 2

107-1/y, yTBepxaeHHoM npukazoM N 54H, cpok
[EeNCTBMA KOTOPOro COCTaBASET OAMH roa?

MopaaKa HasHaYeHUs

1 BbINMNCbIBAHUA

22.

MNepepaetcs nn dpapMaueBTUHECKMM PabOTHUKOM
anuy, npuobpeTatoLeMy (nonyuarowemy)
JIeKapCTBEHHblE npenaparsl no peuenry,
BbIMMCAHHOMY Ha peuenTypHoM 6naHke dopmbl N
148-1/y-04 (n), yTBEpXKAEHHOM NpuKaszoM N 54H,
unn dopmbl N 148-1/y-06 (n), yTBEpXAEHHOM
npukazoM N 54H, 3aM0/IHEHHbIN KOPELLUOK TaKoro
peuenTta?

nyHKT 11 Mpasun
oTnyckKa

23.

MpocTaBngerca M Npu OTNYCKE HAPKOTMYECKOro U
MCUXOTPOIHOTO JIeKapcTBEHHOro npenapaTa Cnumcka
Il TepeyHs HAPKOTUYECKUX W  MCUXOTPOMHbIX
JIEKapCTBEHHbIX MpenapatoB Ha peuente 06
OTNYyCKE JIEKapCTBEHHOro npenapata  ne4arb
opraHusaumM, B  KOTOPOM YKasaHO MoJjiHoe
HaMMeHoBaHue (Npu Hann4um nevyatu)?

nyHKT 12 MpaBsun
oTnycka

24.

Ha peuenTte UaM Kopellke pelenTta yKasbliBaeTcs n
TOYHoe BpeMsi (B 4Yacax M MUHYTax) OTMycCKa
MMMYHOBMO/IOrMYECKOro JIeEKapCTBEHHOIO
npenapara?

nyHKT 13 Mpasun
OTMyCKa

25.

NMMyHoBUoNorMyeckme
npenapatbl  OTMYCKalOTCA /N
cneumanbHOro TepMOKOHTeMHepa?

JIEKAPCTBEHHbLbIE
npun Haan4mm

nyHKT 13 MpaBun
OTnycKa

26.

OcTaloTcsl M XpaHATCa M y cybbekTa obpaleHns
JIEKAPCTBEHHbIX CPEeACTB peuenTtbl (C  OTMETKoW
"JlekapCTBeHHbIM NpenaparT oTnyueH") Ha:

NyHKT 14 Mpasun
OTnycKa

HapKoTU4eckue 7 NCUXOTPOMHbIE
neKapcTBeHHble npenapatbl Cnucka Il MepeyHs
HapKOTUYECKMX 7 NCUXOTPOIHbIX
NIeKapCTBEHHbLIX MpenapaToB - B TeYEHUE MATU
ner?

NyHKT 14 Mpasun
OTnycKa

NCUXOTPONHbIE  NEeKApCTBEHHblE  MpenaparThl
Cnucka Il lMepeyHa  HApPKOTUYECKUX U
NCUXOTPONHbIX JIEKAPCTBEHHbIX MpenapaTos - B
TeyeHue naTH neT?

nyHKT 14 MpaBsun
OTNnycKa

JIeKapCTBEHHbIE  MpenapaTtbl,  OTMYCKaeMble
6ecniaTHO WM CO CKUOKOW, - B Te4YeHue Tpex
net?

nyHKT 14 MpaBun
OTNnycCKa
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KOM6VIHMDOBaHHbIe JIEKAPCTBEHHLbIE

npenapatbl, cogepkawme  HapKoTUYecKue
cpeactBa  WMAM NCUXOTPONHbIE  BeELLECTBa,
BHeceHHble B Cnuckn 1l mn Il MNepeyns

HapPKOTUYECKUNX n MCUXOTPOIMHbIX
JNIEKAPCTBEHHbIX MPEenapaTtoB, U3rOTOBJIEHHbIE B
anTe4yHomn OpraHmsauunu, - B Te4EHUNE TpeEX ner?

nyHKT 14 MpaBun
oTnycka

JIEKAPCTBEHHbIE npenaparsbl, 06na,£|,arou.|,14e
aHaboIMYECKOM aKTUBHOCTLIO, - B TEYEHME TpexX

nyHKT 14 Mpasun
oTnyckKa

netr?
NleKapCcTBEHHblE  Mpenapatbl, nogaexalupe
npeaMeTHO-KO/IMYECTBEHHOMY  Y4eTy, - B

TeYyeHue Tpex NeT?

nyHKT 14 MpaBun
OTnycKa

NeKapCTBEHHble  Mpenapatbl B KWUAKOWM
JleKapcTBeHHOM QopMe, cogeprkawme 6Gonee
15% >3TnMnoBoro cnuprta oT ob6beMa FOTOBOW
NPOAYKLUUMN, - B TEYEHUNE TpEX MecsLeB?

NyHKT 14 Mpasun
oTrnycka

UHblE NeKapcTBeHHbIe npenaparsl,
oTHocawmeca no ATX K aHTUMNCUXOTUYECKUM
cpeacteaM (kog, NO5SA), aHKcuonuTMKaM (Kop,
NO5B), CHOTBOPHBLIM U CEaTUBHBLIM CPeACTBaM
(kog, NO5C), aHTMaenpeccaHTaM (kog NO6A) n
He nogsexalme npeaMeTHO-KONUYECTBEHHOMY
YYeTy, - B Te4eHune Tpex MecsueB?

nyHKT 14 MNpasun
OTnycKa

27. |Peuentbl, He yka3aHHble B nOyHkTe 14 [paBwn|nyHKT 15 Mpasun
OTNyCKa, OTMeYatoTcA am LUTAaMIMOM | OTYCKa
"JlekapCTBEHHbIM Npenapar oTnyuweH"?

28. |PeuenTbl, He YyKasaHHble B OyHKTe 14 T[lpaBwun|nyHKT 15 Mpasun
OTMyCKa, BO3BpaLLalOTCA AM AuLy, MNOAydYMBLUEMY | OTMyCKA
JIeKapCTBEHHbIN NpenapaT?

29. |VIMeeTca Aun XypHan, B KOTOPOM pPerncTtpupyrotcs | nyHKT 15 MNpasun
peuenTbl, BbIMUCAHHbIE C HapyweHuneM [IpaBun | OTNycKa
OTNYCKa, C YKa3aHUeM:

BbISIBIEHHbIX HapylweHun B odopMaeHuu | nyHKT 15 MpaBun
peuenTa? oTnyckKa
dbamMunuKn, uMeHu, otdectBa (Mpu Hanamumm) | nyHKT 15 MpaBun
7nua, BbiNUcaBLLEero peuent? oTnyckKa
HauMeHOBaHWUs MeAULIMHCKON opraHu3aumm? nyHKT 15 MpaBun
OTnycCKa
NPUHATLIX Mep? nyHKT 15 Mpasun
oTnyckKa
OrpaHuyeHus, Hanaraemble Ha ¢GapMaLEeBTUYECKUX PaObOTHMKOB TMpPU  OCYLLECTBJIEHUN UMM

npodeccnoHanbHon aeatenbHocTn (cratbd 74 depepanbHoro 3akoHa ot 21 Hosab6psa 2011 r. N 323-

®3

"O6 oOCHOBax OXpaHbl 340pPOBbS TpaKgaH B

Poccuickon

depepaymn’

(CobpaHue

3akoHopatenbeTBa Poccuiickon ®epepaumm, 2011, N 48, cr. 6724; 2017, N 31, cT. 4765) (panee - N
323-03)
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30.

dapmMaleBTUYECKME PaBOTHUKM U PYKOBOAMUTENN
anTeyHbIX OpraHM3aLui:

NoANyHKTbI 2 U 4
NyHKTa 2 cTatbk 74 N
323-03;

NyHKT 17 Mpasun
oTnycka

MoJIy4yatoT /I OT KOMMaHWUW, NPeacTaBUTeNs
KOMMaHUK1 06pasLibl IEKAPCTBEHHbIX
npenapartoB A5 BPyYeHUs HaceneHuo?

NoANyHKTbI 2 U 4
NyHKTa 2 ctatbk 74 N
323-03;

nyHKT 17 MpaBsun
OTNnycKa

NpeaoCTaBAAOT /I HACENIEHWNIO HEOCTOBEPHYHO
" (Mn) HenoaHyo MHGOPMAaLMIO O HAJIMUYUU
JIEKAPCTBEHHbIX MPEnapaTos, BKAKOYas
JIEKapCTBEHHbIE NpenapaTbl, UMerLue
OIMHaKOBOE MeXAyHapoaHoe
HenaTeHToBaHHOE HauMeHoBaHue?

NoAnyHKTbl 2 U 4
NyHKTa 2 ctatbk 74 N
323-03;

nyHKT 17 MpaBsun
oTnyckKa

CKpbIBalOT /I UHGOPMALINIO O HaIMYUN
NIEeKapCTBEHHbIX NPENapaToB, UMetoLLMX 6osiee
HU3KYIO LleHYy?

noAnyHKTbl 2 U 4
NyHKTa 2 ctatbk 74 N
323-03;

nyHKT 17 MpaBun
oTnyckKa

TpeboBaHMa K

OTNYCKY HAPKOTUYECKUX U

NCUXOTPOMHbIX

NNEKAPCTBEHHbIX

npenaparos,

JIEKapCTBEHHbIX NpenapaTtos, 06/1aJaloWmux aHa60IMYECKON aKTMBHOCTBIO, MHBIX JIEKAPCTBEHHbIX
npenapaTos, NOA/EXallMX NPeAMETHO-KOIMYECTBEHHOMY YYeTy

31. OcywectBnsgercs AM  OTNYCK HApPKOTMYECKUX U | nyHKT 19 Mpasun
NCUXOTPOMHbIX NeKapCTBEHHbIX npenapaToB | OTNYCKa;
dapmMaueBTUYECKMMM paboTHMKamu, | [lepeyeHb
3aHMMaOWMMMN  [IOJDKHOCTU,  BKJIKOMEHHble B | JO/MKHOCTEMN
MNepeyeHb AOMKHOCTEN?

32. OcywectBnsgercas AM OTAYCK  JIeKapCTBEHHbIX | nYHKT 19 Mpasun
npenaparos, obnagatomx aHaboanYecKom | OTNycKa;
aKTUBHOCTbIO, papMaueBTUHECKMMM paboTHMKaMMK, | [lepeyeHb
3aHMMaKWMMN  JOJHKHOCTM,  BKJIKOYEHHblE B | LO/MKHOCTEN
MNepeyeHb AOMKHOCTEN?

33. OcywecTtBnsgercs AM OTNYCK  JIeKapCTBEHHbIX | NYHKT 19 Mpasun
npenaparos, noasiexalymx npegMeTHO- | OTMNYCKa;
KO/IMYEeCTBEHHOMY  y4yeTy, ¢dapMaLeBTU4eckMmu |[epeyeHb
paboTHUKaMu, 3aHMMaKLWMMH JOJIKHOCTHU, | AOMKHOCTEN
BKJ/IlOYEHHble B [TepeyeHb AOMKHOCTEN?

34. OTnycKalTCsa I HApKOTUYECKME U MCUXOTPOMHbIe | NyHKT 20 Mpasun

nekapcrBeHHble npenapatbl Cnucka |l TMepeyHs
HapKOTUYECKUX W MNCUXOTPOMHLIX JIEKAPCTBEHHbIX
npenapaTtos MNpu nNpeabaBieHUN  OOKYMEHTa,
YOOCTOBEPSIOLWLErO JIMYHOCTb, NIULY, YKa3aHHOMY B
peuenTte, €ro 3aKOHHOMY TMpPeACTaBUTENO WU
vy, nmMetowemMy opopMIEHHYIO B COOTBETCTBUM C
3aKoHogaTenbcTtBOM  Poccuiickon  ®Pepepauum
JOBEPEHHOCTb Ha NPaBO  MOJIYYEHUS  TaKUX
HapPKOTUYECKUX W MNCUXOTPOMHBIX JIEKAPCTBEHHbIX
npenapartos?

oTnycka
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35.

Bblgaetca M nocae OTNycKa HapPKOTUYECKUX U
NCUXOTPOMHbIX JIEKAPCTBEHHbIX NpenapatoB Crnucka
I v Il MepeyHa HAPKOTUYECKUX M MCUXOTPOMHbIX
JIEKAPCTBEHHbIX MPENapaToB CUrHaTypa C XeiTom
NoAOCOM B BEPXHEM 4acTU U HAAMUCLIO YepHbIM
wpndtoM Ha Hen "CurHatypa', B KOTOpOM
YKa3blBalOTCA:

NyHKT 22 MpaBun
oTnycka

HaMMeHOBaHMEe U adpec MeCTOHaXOXAeHUS
CcybbeKTa 06pallleHUst IEKaPCTBEHHBIX CpeacTB?

NyHKT 22 MpaBun
OTNnycCKa

HOMep 1 AaTa BbiNMCaHHOro pelenTa’?

NyHKT 22 MpaBun
OTnycKa

bamMuamsa, uMs, oT4ecTso (Mpu HaaMuMmM) Anua,
[1 KOTOPOro npeaHasHayeH JIEKapCTBEHHbIN
npenapar, ero Bo3pact?

NOYHKT 22 MNpasun
oTrnyckKa

HOMEp  MeAMUMHCKOM  KapTbl  MalMeHTa,
NnoJlyyarlLLero  MeauUMHCKYI  MoMolps B
aMByNaTopHbIX  YCNAOBUAX, AOJS  KOTOpPOro

npeAHasHayeH fieKapcTBEHHbIM Npenapar?

nyHKT 22 MpaBun
OTnycKa

dbamMmamna, uMaA, oT4ecTBO  (MpU  HaaAMuUM)
MeAMLMHCKOTO  paboTHUKA,  BbINUCABLUEro
peuent, €ero KOHTaKTHbIh TenedoH mnbo

TenedpoH MegMLMHCKON opraHu3aummn?

NyHKT 22 NMpasun
OTNnycCKa

coAep)kaHue peuenTa Ha IaTUHCKOM A3biKe?

NYHKT 22 MNpasun
OTnycKa

dbamMuausa, uMms, oT4ecTBo (NpU HaAUuuKM) U
nognuce  ¢apMaueBTUYecKoro  paboTHUKa,
OTMYCTUBLLErO IEKAPCTBEHHbIN Npenapat?

NyHKT 22 MpaBun
oTnycka

JlaTa OTMyCKa NeKapcTBeHHoro npenapara?

NyHKT 22 MpaBun
OTnycKa

Tpe6oBaHMsA K OTMYCKY JIEKAPCTBEHHbIX MpenapaTtoB No TPe6oBaHUSAM-HAKNAAHbIM MEeAULMHCKUX
opraHusauuin, UHAMBUAYANbHbIX MPEANPUHUMATENEN, UMEIOWMNX JINLEH3NI0 HA MEAMLMHCKYIO

AeATENIbHOCTb

36.

Umeerca nam  Ha Tpe6OBaHMﬂX'HaKJ'Ia,£I,HbIX Ha
nony4yeHne NeKapCrBeHHbIX NpenapaTos:

NYHKT 26 MNpaBun
OTNYCKa;
MNpunoxkexnne N 13
rnasbl 1l UHCTpyKuumn

wramn?

NYHKT 26 MpaBun
OTMYCKa;
MpunnoxexHne N 13
rnasbl 1l MHCTpyKuumn

Kpyrsias nevyatb MeAULMHCKOM opraHmsaumm?

NyHKT 26 MpaBun
OTMYCKa;
MNpunnoxenne N 13
rnasbl [l MHCTpYKLUmMK

noanuce ee  pykoBoguTens
3aMecTUTeNs rno sieyebHom Yyactn?

nnn ero

NYHKT 26 MNpaBun
OTMYCKa;
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MNpunoxkexnne N 13
rnasbl 1l MHCTpyKuumn

HOMeEp JOKyMeHTa?

NyHKT 26 MpaBun
OTMYCKa;
MNpunnoxenne N 13
rnaBbl [l MHCTpYKUmn

[laTa CoCTaB/ieHMs JOKyMeHTa?

NYHKT 26 MNpaBun
OTNYyCKa;
MNpunoxenne N 13
rnassbl I MHCTpYKLUmMK

HaMMeHOBaHMe OTNPaBUTENS JIEKAPCTBEHHOIO
npenapara’?

NYHKT 26 MNpaBun
OTNYCKa;
MNpunoxkeHne N 13
rnasbl 1l MHCTpyKuumn

HaMMeHOBaHMEe MonyyaTens JeKapCTBEHHOro
npenapara’?

NYHKT 26 MpaBun
OTMYCKa;
MpunnoxexHne N 13
rnasbl 1l MHCTpyKuumn

HaMMeHOBaHMe JIeKapCTBEHHOIO Mpenaparta Ha
NaTUHCKOM A3blKe (C yKasaHMEM [I03UPOBKU,
dopMbl BbINyCKa, BMAa YMaKOBKKU, cnocoba
npuMeHeHns)?

NyHKT 26 MpaBun
OTMYCKa;
MNpunnoxenne N 13
rnasbl [l MHCTpYKLUmMK

KO/IMYECTBO 3aTpebOoBaHHbIX JIEKAPCTBEHHbIX
npenapartos?

NYHKT 26 MNpaBun
OTNYyCKa;
MNpunoxenne N 13
rnassbl I MHCTpYKLUMK

KOJIMYECTBO U CTOMMOCTb
JIeKapCTBEHHbIX NpenapaTos?

OTNYLLEHHbIX

NYHKT 26 MNpaBun
OTNYCKa;
MNpunoxkexnve N 13
rnasbl 1l UHCTpyKuumn

37. OcywectBnsgercs M OTNYCK NO  OTAENbHbIM | NYHKT 27 MpaBun
TpeboBaHUAM-HaK/1aAHbIM: OTNnycKa
HapKOTUYECKUX 7] MCUXOTPONHbIX | OYHKT 27 MNpaBun
NeKapcTBeHHbIX npenapatoB Cnucka Il wm |l | oTnycka
lMepeyHss HapKOTMYECKMX W MCUXOTPOIHbIX
JIeKapCTBEHHbIX NpenapaToB?
NEeKapCTBEHHbIX  MpenapatoB, noanexawmx | nyHKT 27 MNMpasun
npeaMeTHO-KO/IMYeCTBEHHOMY y4eTy? OTnycKa
MHbIX JIEKApPCTBEHHbIX MpenapaTos, B TOM yncie | NyHKT 27 Mpasun
OTnycKaeMbIx 6e3 peuenTta? OTNnycCKa
38. MpocTtaBnsieTcs /M Ha TpeboBaHUM-HaKAaAHOM | NYHKT 29 MNpasun
OTMETKa O KOJIMYEeCTBE M CTOMMOCTM OTMYLLEHHbIX | OTMYCKa
JIEKapCTBEHHbIX NpenapaToB?
39. |OcywectBasercs M xpaHeHuMe  TpeboBaHWit- | nyHKT 30 MpaBun
HaKnagHbIX, no KOTOpPbIM OTNyLLEHbI | OTAYCKA

JIEKapCTBEHHbIE NpenapaTbl:
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Ha HapKoTU4YecKne 7 NCUXOTPOIHbIE
NeKapcTBeHHble npenapatbl Cnucka 1l wn [
lMepeyHss HapKOTUYECKUX U  MNCUXOTPOIMHbIX
NIeKapCTBEHHbLIX MpenapaToB - B TeYeHUEe MNATu
ner?

nyHKT 30 MpaBun
oTnycka

Ha JleKapCTBEHHblE MpenapaTbl, noajexalime
NpeaMeTHO-KO/IMYECTBEHHOMY  y4eTy, - B
TeyeHue Tpex Niet?

nyHKT 30 MpaBun
OTnycKa

Ha WHble JIeKapCTBEHHble npenapatbl - B
TeyeHue ofHoro roga’?

nyHKT 30 MpaBsun
OTnycKa

40. | CobGntopaerca n 3anpeT Ha HapyleHue nepBmuyHom | nyHKT 31 MNpaBun
YNAaKOBKM JIEKApPCTBEHHOrO Mpenapata Mpu ero | oTrnycka
oTnycKe no TpeboBaHUIO-HaKJ/1aAHOM (3a
WUCKJIlOYEHNEM CYObeKTa pPO3HMYHOM TOProB/M,

MMEIOLLEro  JIMLEH3MI0 Ha  ¢dapMaueBTUYECKYHO
0eaTeNbHOCTb C npasom MU3roTOBAEHNSA
JIEKapCTBEHHBIX NpenapaTos)?

41. Cobntogaetcsa M 3anpeT Ha OTNYCK HAPKOTUYECKMX | NYHKT 28 MpaBun
M MCUXOTPOMHbLIX NIEKAPCTBEHHbIX MpenapaToB | OTNYCKa
Coucka 1l mn 1l TlepeyHsa HapKOTUYECKUX W
NMCUXOTPONMHbIX JIEKAPCTBEHHbIX NpenapaToB Mo
TpeboBaHUSAM-HaKNA4HbIM WHOVBUAYANIbHOIO
npeanpuHUMaTeNnsl, UMEIOLWEro JIMUEH3UI Ha
MEANUMHCKYIO AesaTeNbHOCTb?

42, CobGntopaetcsa /i 3aNpeT Ha HapylleHMe BTOPUYHOM | MYHKT 8 MpaBun
(noTpebutensckoi)  yNakoBKW  NI€KapCTBEHHOrO | OTMNycKa
npenapaTta U OTNYCK NIeKapCTBEHHOrO npenapara B
nepBMYHON yNaKoBKe?

43. Cobntogaetcs v 3anpeT Ha OTNYCK IEKAapPCTBEHHbIX | NYHKT 7 MpaBun

npenapaTtoB B KOJIMYECTBE, YKa3aHHOM B peuenTe, B
Ccnyyae, Korga A/ JIeKapCTBEHHOro npenapara
YCTaHOBNEHblI  NpefenbHO  AoMNycTUMOe UK
pPEKOMEHA0BAHHOE KOJIMYECTBO AN BbINUCHIBAHUS
Ha OfINH peuenT?

OTNYyCKa; NPUJIOXKEHUS
N 1 un N 2 lNopsagka
Ha3HayYeHus n
BbIMMCbIBAHUS

(ponxHocTb U ®NO AO/MKHOCTHOrO nuua, 3anosIHMBLIETO
NPOBEPOYHLIA NUCT, NOANUCL, faTa)

(AonxHOCTb M ®NO0 AOMKHOCTHOrO Auua PUAMYECKOro auua, NPUCYyTCTBOBAaBLErO
npu 3anofHeHUU NPOBEPOYHOro AucTa, nognuch, pgaTa)

MpunoxxeHne N 22

K npukasy PeaepanbHOM CyXobl

no Haa3opy B cdepe 34paBoOOXPaHEHUS
071 09.11.2017 N 9438

dopma
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MpoBEpPOYHbLIA NUCT
(CcNUCOK KOHTPO/IbHLIX BOMPOCOB), WUCMONb3yeMblin defepanbHON Cnyx6oi
no Hapj3opy B coepe 34paBOOXPaAHEHUA M ee TeppuTOpuanbHbLIMU OpraHamu
npu npoBeAeHMU MNNaHOBbIX MPOBEPOK MNpU OCYylWecTBAeHUU desepanbHOro
rocygapCcTBeHHOro Hagsopa B cbepe obpaweHus neKapCTBEHHbIX CPeACTB
(oTnycK u peanusauus neKapCTBEHHbLIX MpenapaTtoB ANA MeLULUHCKOr o
NPUMEHEHNA B anTEeYHOM KUOCKe)

(HaMMeHoBaHMe opraHa, OCYUEeCTBAAKWEro NIaHOBYKW NPOBEpPKY)

1. Bug rocydapCTBEHHOro KoHTpona (Hag3opa)

2. NpegmeT  NAaHOBOW  MPOBEPKM  IOPUAMYECKUX /UL, U MHAWBUAYASbHBIX
npeanpuHuUMaTenei orpaHum4uBaeTcs ob6si3aTenbHbMM TpeboBaHuAMKM, Cco6oAEHNE
KOTOpbIX SIBNsieTCs Haubosee 3HAYMMbIM C TOYKU 3PEHUS HefoMylWeHWs BO3HUKHOBEHUS
Yyrpo3bl MpUYUHEHUS Bpefa XW3HU, 340POBbI rpaxgaH, W3M0XeHHbMM B dopme
NPOBEPOYHOro ANCTa (CNUCKa KOHTPOJSIbHLIX BOMPOCOB) .

3. HaumeHoBaHue wpugnmyeckoro nuua, damMunusa, uMs, OTYECTBO (NpU HaIMyum)
WHAMBUAYANbLHOrO npeanpuHUMaTens :

4. MecTo npoBeAeHUs MNaHOBOI MPOBEPKM C 3anosiHeHMeM MPOBEepPOYHOro fmcTa:

5. PekKBU3NTbl MpuKasa O npoBefeHUn naaHoBoOM npoBepkKn: OT

N .

6. YJeTHblA HOMep MNPOBEPKWM W faTa MNPUCBOEHUA YYEeTHOro HoMepa MPOBEPKM B

EQVHOM peecTpe MpoBEpPOK:

7. JONMXHOCTb, dammnnsa " nHULMasnsl AO/MKHOCTHOro  uuda (nuu),

nposogsawero(ux) naaHoBYl0 MPOBEPKY:
1

4

2. .

8. [epeyeHb BOMPOCOB, OTpaxawlMx cogepxaHue o6s3aTesibHbIX TpeboBaHuii,
OTBET Ha KOTOpble OHO3HAUYHO CBUAETENbCTBYET O COG/MIOAEHWM WU HECOGMIAEHUN
OPUANYECKUM MINLIOM, WHAUBUAYaNbHLIM NpeanpuHMMaTenemM 06a3aTesibHbIX Tpeb6oBaHwuii,
cocTasnawWMX NpeaMeT MPOBEpPKu:

N Bonipockl, oTpaxkarouwme coaeprkaHue PekBun3anTbl BbiBog, O
n/n obs3aTenbHbIX TPe6OBaHWI HOPMATMBHbIX BbIMOJIHEHUMU
NpaBOBbIX aKTOB, C TpeboBaHMi

YKa3aHMEM UX
CTPYKTYPHbIX €AMHUL,, Aa HET
KOTOPbIMMU
YCTaHOB/EHbI
obs3arenbHbie
TpeboBaHus

®epepanbHbin 3akoH OT 12 anpens 2010 r. N 61-®3 "O6 obpalleHnn NeKapcTBEHHbIX cpeacTs”
(CobpaHue 3akoHomdaTenbcTBa Poccuitckon depepaumm, 2010, N 16, c1. 1815; 2016, N 27, cT. 4283)
(nanee - 61-®3); MpaBuaa oTMNycKa NEKaPCTBEHHbIX NPENapaToB AN MeANLMHCKOTO NPUMEHEHUs, B
TOM 4YuCAe MMMYHOOMOMOIMYECKMX JIEKAPCTBEHHbIX MNPENapaToB, aMTEYHbIMWU OpraHM3auusMU,
WHAMBUAYAJIbHBIMU  MPeAnpUHUMATENS MUY, WMEKLWUMN  JIMLEH3MIO Ha  dapMaLeBTUYECKYHO
[eaTeNlbHOCTb,  YTBEPXAEHHbIE  MPUMKa3oM  MuHMCTepCTBa  34paBOOXpaHeHMs  Poccuitckom
depepaumm ot 11 urona 2017 r. N 403H (3apermctpupoBaH MUHUCTEPCTBOM HOCTULMK Poccuinckom
bepnepaunn 8 cenTabpsa 2017 r., peructpaumoHHblin N 48125) (nanee - MpaBuna oTnycka); Mopsaok
Ha3Ha4YeHMA U BbIMUCbIBAHMA JIEKAPCTBEHHbIX MPEnapaToB, U3AEANIA MEAULMHCKOTO HA3HAYeHMsa U
Cneunanm3mpoBaHHbIX NMPOAYKTOB Ne4ebHOro MUTaHus, YTBEPXKAEHHbIM MpuKa3zoM MuUHUCTepPCTBA
3[1paBOOXpaHEHMSA U coumanbHoro pa3sutusa Poccurckon ®eaepaumm ot 12 pespans 2007 r. N 110
(3apeructpupoBaH MwuHUCTEpPCTBOM tocTUUMKM  Poccuiickon ®epepaumm 27 anpens 2007 r.,
peructpaumoHHblin N 9364) Cc  WM3MEHEHUSMM, BHECEHHbIMM MPUKA3oM  MUHKUCTEPCTBA
3ApaBooxpaHeHms Poccuitckon depepaumm ot 26 despans 2013 r. N 94H (3apernctpupoBsaH
MUHKUCTEpPCTBOM tocTULMK Poccuiickoin denepaumnm 25 nioHs 2013 r., perncTpaumoHHbiii N 28881)
(nanee - WHcTpyKums); [lepeyeHb >KMU3HEHHO HEOBGXOAUMbBIX W BaXKHEMLIMX JIEKaPCTBEHHbIX
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npenapatoB Ha 2016 rop, a TakxKe MepeyYeHb JIEKAPCTBEHHbIX MPenapaTtoB Aas MeLULUHCKOro
NPUMEHEHNS U MUHUMAJbHbIN aCCOPTUMEHT JIEKAapPCTBEHHbIX MpenapatoB, HEOOXOOAUMBIX AN
OKa3aHMs MegVLMHCKON MOMOLLN, YTBEPXKAEHHbIE pacnopshkeHueM [paButenbctBa Poccminckon
depepaumn ot 26 pekabps 2015 r. N 2724-p (CobpaHue 3akoHogaTenbcTBa PoccuidcKoi
depepaunn, 2016, N 2, c1. 413) (nanee - MNepeyeHb NeKapCTBEHHbLIX NPENapaToB, BXOAALIMUX B
MUHUMa/bHbIN aCCOPTUMEHT)

1. OcywectBngercs AM  OTAYCK  JIEKAPCTBEHHbIX | NYHKT 5 MNpaBun
npenapatoB 6e3 peuUenToB B COOTBETCTBMM C | OTMYyCKa
MHCTPYKUMSAMM no nX MeANLMHCKOMY
NpUMEHEHUNIO?

2. OcyuwlecTBaseTcs AN OTNYCK  JIeKapCTBEHHOrO | cTaths 46 N 61-93;
npenaparta B nepBUYHOMN 7] BTOPMYHOM | NYHKT 3 cTatbn 27 N 3-
(noTpebuTtensckoi) ynakoBKax ¢ MapKUMpPOBKON? D3;

NyHKT 8 MpaBun
oTnycKa

3. Hapywaetcs m nepBuYHas ynakoBKa | NyHKT 8 MpaBun
JNleKapCTBEHHOTO NpenapaTta Npu ero otnycke? oTnycka

OrpaHunyeHusi, Hanaraemble Ha GapMaueBTUYECKMX PaObOTHUKOB MNPU  OCYLECTBIEHUM UMM
npodeccnoHanbHoOMN aeaTensHocTU (cTathd 74 denepanbHOro 3akoHa ot 21 Hos6ps 2011 r. N 323-
®3 "O6 ocHOBax oOXpaHbl 300pOBbA rpakgaH B Poccuitckon depepauun” (CobpaHue
3aKoHopaTenbcTBa Poccuiickon ®epepaumm, 2011, N 48, cT. 6724; 2017, N 31, cT. 4765) (nanee - N
323-03)

4, dapMaLeBTMHECKME PABOTHUKM M PYKOBOAUTENW | NOANYHKTbI 2 U 4
anTeYHbIX OpraHn3auunii: NyHKTa 2 ctatbn 74 N
323-03;

nyHKT 17 Mpasun
OTnycKa

MnoslyyatoT JIM OT KOMMaHWUW, NpPeACTaBUTENS | IOANYHKTbI 2 U 4

KOMIMaHUn 0bpas3ubl NeKapCTBEHHbIX | IYHKTA 2 cTatbk 74 N
npenapaToB /151 BPY4YEHUS HACENIEHUIO? 323-03;
nyHKT 17 MpaBun
OTMnycCKa

NPefoCTaBAOT I HACENEHUIO HEAOCTOBEPHYHO | NOANYHKTLI 2 U 4
n (Man) HenosHy MHPOpPMALMIO O HaAMYMM | YHKTA 2 cTatbn 74 N

NeKapCTBEHHbIX npenaparos, BKJItovas | 323-93;
NEeKapCTBEHHbIE npenapartsl, uMetowme | nyHKT 17 MNpaBun
OAMHAKOBOE MeXXAyHapoAHOoe | OTNycCKa

HenaTeHTOBaHHOE HauMeHOBaHUe?

CKpbIBAlOT M MHPOPMALMIO O  HaAMYUM | IOANYHKTbI 2 N4
NIeKapCTBEHHbIX MpenapaToB, UMetlolwmx bonee | nyHkTa 2 ctatbn 74 N
HU3KYIO LieHYy? 323-03;

nyHKT 17 Mpasun
oTnycka

Tpe6OBaHMFI K OTMNYCKY N€KapPCTBEHHbIX MpernapartoB Mo TDEGOBaHMﬂM-HaKﬂa,ﬂ,HbIM MEeANLIMHCKUX
OpFaHM3aLLMI>'1, MHONBUAYAJNIbHbIX I'Ipe,El,I'IpVIHMMaTeerﬁ, nMewwnx JANUeH3ni Ha MeauunHCKYHo
AEATENBbHOCTb

5. Mmeetca nn  Ha TpeboBaHUAX-HAKNAAHbIX Ha | NYHKT 26 MpaBun
nony4yeHue eKapCTBEHHbIX MpenapaTos: OTNYyCKa;
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MNpunoxxeHvem 13
rnasbl 1l MHCTpyKuumn

wramn?

NyHKT 26 MpaBun
OTMYCKa;
MNpunnoxenne N 13
rnaBbl [l MHCTpYKUmn

Kpyrnasi neyaTb MeauLMHCKOM opraHusaumnmn?

NYHKT 26 MNpaBun
OTNYyCKa;
MNpunoxenne N 13
rnassbl I MHCTpYKLUmMK

noanuce ee  pykoBoauTens
3aMecTuUTensa no sieyebHowm yactn?

nnn ero

NYHKT 26 MNpaBun
OTNYCKa;
MNpunoxkeHne N 13
rnasbl 1l MHCTpyKuumn

HOMepa, AaTbl COCTAaB/IEHMSA JOKYMEHTa?

NYHKT 26 MpaBun
OTMYCKa;
MpunnoxexHne N 13
rnasbl 1l MHCTpyKuumn

OTMNpPaBUTENA IEKAPCTBEHHOTO npenapara?

NyHKT 26 MpaBun
OTMYCKa;
MNpunnoxenne N 13
rnasbl [l MHCTpYKLUmMK

nosyyatens ieKapCTBEHHOro npenapata?

NYHKT 26 MNpaBun
OTNYyCKa;
MNpunoxenne N 13
rnassbl I MHCTpYKLUMK

HaMMeHOBaHWe NIeKapCTBEHHOrO Mnpenapara Ha
NIATUHCKOM s13blKe (C yKasaHMEM [03UPOBKMU,
dopMbl  BbIMyCKa, BMAA YNaKoBKW, cnocoba
npuMeHeHus)?

NYHKT 26 MNpaBun
OTNYCKa;
MNpunoxkexnve N 13
rnasbl 1l UHCTpyKuumn

KOJIMYECTBO 3aTpebOBaHHbLIX NIEKAPCTBEHHbIX
npenaparos?

NYHKT 26 MpaBun
OTMYCKa;
MpunnoxexHne N 13
rnasbl 1l MHCTpyKuumn

KOJIMYECTBO U CTOUMOCTb
NIeKapCTBEHHbIX NpenapaTos?

OTMYLLEHHbIX

NyHKT 26 MpaBun
OTMYCKa;
MNpunnoxenne N 13
rnaBbl [l MHCTpYKUmn

OcylwiecTBnseTcs /M XpaHeHue  TpeboBaHWU-
HaKNagHbIX, no KOTOPbIM OTMyLUEHbI
JIeKapCTBEHHble npenapaTtbl, B TeYeHWe OAHOro
roga?

nyHKT 30 Mpasun
oTnyckKa

Cob6noaeTcsa /v 3anpeT Ha HapylleHue NepBuYHOMn
YMNaKoOBKM JIEKapCTBEHHOro npenapata npu €ro
oTnycKe no TpeboBaHUIO-HaKJ/1aAHOM (3a
UCK/IOYEHNEM CYObEKTA PO3HMYHOW TOPrOBJIM,
UMEIOLLEr0  NMLEH3MIO  Ha  dapMaleBTUYECKYHO

nyHKT 31 Mpasun
OTnycCKa
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[esTe/IbHOCTb C npaBom N3roTOBJIEHUS
JIEKapCTBEHHBbIX NpenapaTos)?

8. CobatogaeTcst M 3anpeT Ha OTNYCK JIEKAPCTBEHHbIX | NYHKT 3 MpaBun
npenapaTtoBs Nno peuentam? OTNnycKa
9. Cobntogaetcs M 3anpeT Ha HapylLueHWe BTOPUYHOM | NOYHKT 8 MpaBun

(noTpebutensckol)  ynakoBKW — JIEKapCTBEHHOrO | OTMyCcKa
npenapara 1 OTMYCK JIeKapCTBEHHOro npenapara B
NepBUYHOM yraKoBKe?

10. Cobntogaetcs /v 3anpeT Ha OTMYCK HAaPKOTUYECKMX | OYHKT 28 Mpasun
M MCUXOTPOMHbIX NIEKAPCTBEHHbLIX MpPenapaToB | OTNYCKa

Cnucka 1l mn 1l TlepeyHs HapKOTUYECKUX W
NMCUXOTPOMHbIX JIEKAPCTBEHHbLIX MNpenapaToB Mo
TpeboBaHUAM-HAKNA4HbIM UHAMBUAYAILHOTO

npeanpuHUMaTens, WMEWEro JIMLEH3UI0  Ha
MeAMLIMHCKYI0 AesTeNIbHOCTb?

(pomkHOCTb M ®UNO0 JOMKHOCTHOrO nuua, 3anoHUBLIETO
NPOBEPOYHbIA INCT, NOANWUCHL, AaTa)

(/OMKHOCTL U ®UO AOMKHOCTHOrO fMUA WPULNYECKOTrOo SiMua, NPUCYTCTBOBABWETO
npu 3anofIHEHUN MNPOBEPOYHOro NUcTa, MNoANUChL, AaTa)

MpunoxeHue N 23

K npukasy PegepanbHOM CayXObl

no Hag3opy B chepe 3paBOOXpPaHEHMS
071 09.11.2017 N 9438

NMpoBepPOYHbIA NUCT
(CNUCOK KOHTPO/IbHLIX BOMPOCOB), WUCMONb3yeMblin defepanbHON Ciyx6on
no Hag3opy B cdepe 34paBOOXpaHEHUA U ee TeppuTOpuanbHbIMU OpraHamu
npu nNpoBeAeHMU MNAaHOBLIX MPOBEPOK MpM OCylWecTBAeHUn desepanbHOro
rocygapCcTBeHHOro Hagsopa B chepe obpaleHus eKapCTBEHHbIX CPeACTB
(oTnycK u peanusauus neKapCTBEHHbLIX MpenapaTtoB ANA MeAULUHCKOro
NpYMEHeHUA B anTekKe NPOU3BOACTBEHHON)

(HaMMeHoBaHMe opraHa, OCYUEeCTBAAWIEero NIaHOBYKW MPOBEpPKY)

1. Bug rocygapCTBEHHOro KoHTponsa (Hag3opa)

2. NpeaMeT  NNaHOBOW  MPOBEPKU WPUANYECKUX UL, W UHANBUAYASbHbIX
npeanpuHUMaTenei orpaHu4uBaeTcs ob6si3aTenbHbMM TpeboBaHuAMKM, cobGogeHNE
KOTOpbIX SIBASETCS Haubosiee 3HaYMMbIM C TOYKW 3PEHUS HeponyweHus BO3HUKHOBEHUS
Yyrpo3bl MNpUUYMHEHMA Bpeja XW3HW, 3[0pPOBbI0  rpaxgaH, W3/0KEeHHbMW B Qopme
NMPOBEPOYHOro NUCTa (CNUCKa KOHTPOJIbHLIX BOMPOCOB) .

3. HaumeHoBaHMWe WpMANYECKOrO Auua, odamunusa, uMMsA, OT4HeCTBO (MpW HaNM4num)
NHANBUAYANbLHOr O MNpeanpuHUMaTens:

4. MecTo npoBeAeHUs M/aHOBOI NMPOBEPKM C 3anosiHeHWeM MPOBEPOYHOro fmMcTa:

5. PekBU3NTbl MpuKasa O npoBefeHUn naaHoBoOM npoBepkKun: OT

6. YJyeTHblii HOMEp MPOBEPKM U faTa MPUCBOEHUS YYETHOro HOMepa MpPOBEPKU B

®opma
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EQMHOM peecTpe MNPOBEPOK:
7. JOMKHOCTD, dammnns " UHMUMaIbl  AO/MKHOCTHOrO  uuya (nnu),

nposogswero(nx) naaHOBY MPOBEPKY:
1

4

2. .

8. [MepeyeHb BOMPOCOB, OTpaxawwWnx cogepxaHune oba3aTeNbHbX TpeboBaHWUNA,
OTBET Ha KOTOpble O4HO3HAYHO CBMAETE/LCTBYET O COOGAAEHMUM UM HecobgeHun
OPUGNHECKUM JINLOM, WHAUBMAYA/bHBIM NpeanpuHuMaTesieM o06A3aTenbHbiX TpeboBaHwuii,
cocTaBAsAwWwMX npeaMeT MPOBEPKU:

N Bonipockl, oTpaXkarowme cogeprkaHue PekBu3nTbl BbiBog, O
n/n ob6s3aTenbHbIX TpeboBaHMi HOPMAaTMBHbIX BbIMOJIHEHUU
NpaBOBbIX aKTOB, C TpeboBaHMi

yKazaHueM umx
CTPYKTYPHbIX €4MHML,, Aa HET
KOTOPbIMMU
YCTaHOBJIEHDI
obs3arenbHble
TpeboBaHMs

®depepanbHbif 3akoH oT 12 anpens 2010 r. N 61-®3 "O6 obpaleHnn NekapcTBEHHbIX cpeacTB”
(CobpaHue 3akoHopaTenbcTBa Poccuitckonn depepaumm, 2010, N 16, c1. 1815; 2016, N 27, cT. 4283)
(nanee - 61-93); depepanbHbii 3akoH oT 8 aHBapa 1998 r. N 3-®3 "O HapKOTMYECKUX cpeacTBax U
ncmuxoTponHbix BeulectBax" (CobpaHne 3akoHogaTenbctBa Poccuitckon depepaumn, 1998, N 2, cT.
219; 2016, N 27, cT. 4238) (nanee - N 3-®3); [paBuaa OTMycKa JIeKapCTBEHHbIX NpenapatosB A
MeOULMHCKOTO MPUMEHEHUS, B TOM 4nCae UMMYHOOUONOTMYECKMX NEKAPCTBEHHbIX Mpernapartos
anTe4YHbIMKU OpraHM3aumMaMu, MHAMBUAYAAbHbIMM NPeANPUHUMATENSAMU, UMEOLWMMUN IULLEH3UIO Ha
dapMaLUeBTUUECKYIO OeATe/IbHOCTb, YTBEPXKAEHHbIE MPUKA3OM MUHUCTEPCTBA 3[4PAaBOOXPaHEHMUS
Poccuitckont depepaumm ot 11 nrong 2017 r. N 403H (3apernctpnpoaH MMUHUCTEPCTBOM HOCTULINK
Poccuitickonn depepauum 8 ceHTabpsa 2017 r., peructpaumoHHbln N 48125) (panee - lpasuna
oTnycka); [lopsiAoK HasHa4YeHUss W BbIMWUCbIBAHUA JIEKAPCTBEHHbIX MpenapaToB, M34enui
MEOULMHCKOIO  Ha3HaYeHMs WU Cneuyanu3vMpoBaHHbIX  MPOAYKTOB  Jsie4yebHOro  nuTaHus,
YTBEPXKAEHHbIN NPUKa3oM MUHUCTEPCTBA 34paBOOXPaHEHUS N COLMANbHOIO pasBuUTNA Poccninckomn
depepaunn ot 12 pespans 2007 r. N 110 (3apermctpmpoBaH MUHUCTEPCTBOM OCTULIMN POCCUINCKOM
®epepaumn 27 anpens 2007 r., pernctpaumoHHbin N 9364) ¢ M3MEHEHMAMM, BHECEHHbIMU
npukasomM MuHUCTepcTBa 34paBooxpaHeHms Poccuimckon ®epepaumm ot 26 dpespans 2013 r. N 94H
(3apernctpupoBaH  MuHUCTEpCcTBOM  tocTUUMKM  Poccuiickon depepauumn 25 uwoHs 2013 .,
peructpaumoHHblin N 28881) (panee - WHcTpyKums); [lepeyeHb HaPKOTUYECKUX CPeaCTB,
NMCUXOTPONMHbIX BELLECTB U UX NPEKYPCOPOB, MOAJIEXALLMX KOHTPOA B Poccuiickon deaepaunm,
YTBEPXKAEHHbIN nocTaHoBAeHMeM [paButenbctBa Poccminckoinnt ®eaepaunmn ot 30 utoHa 1998 r. N
681 (CobpaHue 3akoHopaTenbctBa Poccuitckon ®Pepepaumn, 1998, N 27, cr. 3198; 2017, N 33, cT.
5182) (panee - MepeyeHb HAPKOTMYECKMX U MCUXOTPONHbIX IEKapCTBEHHbIX npenapaTos); PopMbl
ONaHKOB peLenToB, COAEPXKALWMX HA3HAYEeHMEe HaAPKOTMYECKMX CPeacTtB MM  MCUXOTPOIMHbIX
BELLECTB, MOPSAOK UX M3rOTOBJIEHMS, pacnpendeneHms, permcTtpaumm, ydeta U XpaHeHus, a Takxke
npaeuna opopMaeHus, yTBepXaeHHble NpPUKazoM MUHUCTEPCTBA 34paBoOXpaHeHus Poccuickom
®epepaumn ot 1 aBrycta 2012 r. N 54H (3apernctpuposaH MUHUCTEPCTBOM HOCTMLMU Poccuitckoi
depepaummn 15 asrycta 2012 r., peructpaumoHHbii N 25190) ¢ M3MEHEHUAMM, BHECEHHbIMMU
npukasomM MuHUcTepcTBa 34paBooxpaHeHmns Poccuinckomn d®epepaumm ot 21 anpensd 2016 r. N 254H
(3apeructpupoBaH MuHUCTEPCTBOM tocTUUMKU  Poccuiickoit Pepepaumm 18 wuiona 2016 .,
pernctpauunoHHbit N 42887) (panee - npukas N 54); [NopafokK HasHaYe€HUA M BbINMUCbIBAHUSA
JIeKapCTBEHHbIX NpenapaToB, a Takke PopM peulenTypHbIX 6/1aHKOB Ha JIeKapCTBEHHbIE NpenapaThl,
nopaaoK OPopMIEHUS YKasaHHbIX OM1aHKOB, MX y4yeTa U XpaHEHUs, YTBEPXKAEHHbIA MPUKA3OM
MuHucTepcTBa 3apaBooxpaHeHuss Poccuiickon ®depepaumm ot 20 agekabps 2012 r. N 1175H
(3apeructpupoBaH MuHUCTEPCTBOM tocTULUMKU  Poccuiickont depepaumm 25 wuoHa 2003 .,
peructpaumoHHbln N 28883) ¢ W3MEHEHWUSIMM, BHECEHHbIMW MPUKA3OM MUHUCTEPCTBA
3ApaBooxpaHeHns Poccuiickoinnt Pepepaumm ot 21 anpens 2016 r. N 254H (3apeructpupoBaH
MUHKUCTEpPCTBOM tocTULMK Poccuiickoin denepaumnm 18 uioHs 2016 r., perncTpaumoHHbiii N 42887)
(nanee - TlopsagoK HasHaYeHWs M BbINUCbIBAHMA); [lepeyeHb NEKAPCTBEHHbIX CpeacTs Aans
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MeOULMHCKOTO MPUMEHEHUS, NoANEeXallUMX MPeAMeETHO-KOIMYECTBEHHOMY YYETY, YTBEPXAEHHbIN
npuKkasoM MuHKUCTepCTBa 34paBooxpaHeHns Poccuitckon depepaumm ot 22 anpens 2014 r. N 1831
(3apernctpupoBaH MuHUCTepcTBOM tocTULUmMKM  Poccuiickoit  depepaumm 22 uwons 2014 .,
peructpaumoHHblin N 33210) ¢ W3MEHEHWUSMM, BHECEHHbIMW MPUKA3OM MUHUCTEpPCTBA
3apaBooxpaHeHms Poccuiickont ®epepaumm ot 10 ceHTabpsa 2015 r. N 634H (3apernctpuposaH
MuHuctepctBoM toctuumm Poccuitickont ®Pepepaumm 30 ceHTabps 2015 r., perucrpaumoHHbid N
39063) (panee - lepeyeHb JfleKAPCTBEHHbIX CpPeAcTB); [opsadok oTnycka GU3MYECKMM NULLAM
NIeKapCTBEHHbIX MpenapaTtoB A8 MeAMUMHCKOro MNpUMEHEHUs, COAEPXalMX KpoMe MaibiX
KO/IMYECTB HAPKOTMYECKUX CPeAacTB, TMCUXOTPOMHbLIX BELWECTB WM UX MPEKYPCOPOB Apyrue
dapMaKonormyeckMe  aKTMBHble  BELLECTBA,  YTBEPXKAEHHbLIM  MpUMKazoM  MuHKUCTepCTBa
3/1paBOOXpPaHEHMS U colMasibHOro pasBuTus Poccuitckon ®epepaumm ot 17 mMasa 2012 r. N 562H
(3apernctpupoBaH  MuHucTepctBoM toctuumm  Poccninckoit ®epepauymn 1 moHa 2012 .,
perucTpaumonHsii N 24438) ¢  WM3MEHEHUAMM, BHECEHHbIMU MNPUKA3OM  MUHUCTEPCTBA
3apaBooxpaHeHms Poccuiickon ®epepaumm ot 10 ceHtabpsa 2015 r. N 634H (3apernctpuposaH
MuHUCTEPCTBOM tocTULMK Poccuiickoint @epepaumm 30 ceHTAbpss 2015 r., peructpauuoHHbiin N
39063) (manee - nopspok); [epeyeHb >KU3HEHHO HEOBXOAUMbBIX U BAXKHEMLLMX JIEKAPCTBEHHbIX
npenapatoB Ha 2016 roa, a TakKe MepeyvyeHb JIEKAPCTBEHHbIX MPenapatoB Aas MeaMUMHCKOro
NPUMEHEHNS N MUHWMMAJIbHBIN aCCOPTMMEHT JIEKAPCTBEHHbLIX MNpenapaToB, HEOOXOAUMBbIX A1
OKa3aHMa MeaMUMHCKOM MOoMOoLM, YTBEPXKAEHHbIe pacnopshkeHueM [lpasButenbctBa Poccuiickomn
depepaumm o1 26 pekabpsa 2015 r. N 2724-p (CobpaHue 3aKoHogaTenbcTBa Poccuitckon
depepaumn, 2016, N 2, c1. 413) (panee - MNepeyeHb NEKAPCTBEHHbIX NPENapaToB, BXOAALIMX B
MUHUMAJIbHBIA  acCOpPTUMEHT); [lepeyeHb [AO/MKHOCTEN dapMaLeBTUYECKMX U MEAULIMHCKUX
paboOTHMKOB B OpraHM3aumsax, KOTOpPbIM MpPeAOCTaB/IEHO MpaBO OTNyCKa HAPKOTUYECKUX
JNIeKapCTBEHHbIX NpenapatoB M MNCUXOTPOMHbIX JIEKAPCTBEHHbIX MpenapatoB GU3NYECKUM JIMLAM,
YTBEPXKAEHHbIA NPUKa3oM MUHUCTEpPCTBA 3ApaBooxpaHeHust Poccuickon Odepepauum ot 7
ceHT6ps 2016 1. N 681H (3apeructprpoBaH MUHUCTEPCTBOM OCTUMLMK Poccuiickon Gepepaumm 21
ceHTa6ps 2016 1., peructpaumoHHblin N 43748) (panee - MNepeyeHb A0/MKHOCTEN)

1. | OTnyckatoTCsa M HApKOTUYECKMe U NcmxoTpornHble | nyHKT 3 MpaBun

JIeKapCcTBEHHbIE NpenapaTbl Mo peuentam? OTnycKa
2. | OtnyckatoTtca v MMMYHOBMOIOrMYecKme | NyHKT 3 MpaBun
JNleKapcTBeHHbIe npenapartsbl Mo peuentam? oTnycka

3. | OTnycKalTCa AWM HapKOTMYECKME U MCUXOTPOMHble | OYHKT 4 MNpasun
NleKapcTBeHHbIe npenapaTbl, BHeCEeHHble B CrMCOK | OTMYCKa;

Il TlepeyHs HapKOTUYECKUX W  MNCUXOTPOMHbLIX | ApuaokeHua N 1 1 2 K
NleKapCTBEHHbIX Mpernapartos, Npu npeabasaeHun | npukasy N 54H
peuenToB, BbINMUCAHHBLIX HA peuenTypHbIX 61aHKax
dopmbl N 107/y-HI, yTBEp)KAEHHON npukasom N
5417

4, | OTnycKatoTCs M MCUXOTPOMHbIE JieKapCTBEHHbIE | NYHKT 4 MpaBun
npenapatbl, BHeceHHble B Cnmcok Il TepeyHs | oTnycKa;
HapKOTUYECKMX M MCUXOTPOIMHbIX JIEKapCTBEHHbIX | NYHKT 9 MNopsaka
npenapatos, nNpu NPeabIBlEHUN  PELLenToB, | HA3HAaYeHUs U
BbIMMCAHHbIX Ha peuenTypHbIX 6aaHKax dopmbl N | BbINMUCbIBAHMA
148-1/y-88, ytBepxaeHHOM npukasom N 54H?

5. | OTnycKarTCca 1M HapKOTUYECKME U MNCUXOTPOMHbIe | NYHKT 4 MNpaBun

JleKapcTBeHHble npenapatbl Cnucka |l MepeyHs | oTycKa;
HapPKOTUYECKUX M TCUXOTPOMHbLIX JIEKAPCTBEHHbIX | NYHKT 9 Mopsaka
npenapartos B BUe TpaHCAEpPMaJIbHbIX | Ha3HaYeHUs n

TEPaNeBTUHECKMX CUCTEM MNPU  NPESbABAEHUN | BbINMUCbIBAHUS
PELENTOB, BbIMUCAHHbIX Ha PELENTYPHbIX 6aaHKax
dopmbl N 148-1/y-88, yTBEpAeHHOI NpuKasoM N
54n?
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OTnyckaloTCs /M NeKapCTBEHHble  Mpenaparthbl,
BKJIlOMEHHblE B NepeYveHb JIEKapCTBEHHbIX CPeacTB
AN MEOMUMHCKOrO NPUMEHEHUS, Moaaexalumx
npeaMeTHO-KO/IMYECTBEHHOMY yyeTy, npu
npeabsBAEHUM  PeLEenToB,  BbIMUCAHHbLIX  Ha
peuenTypHbix 6naHkax ¢opmbl N 148-1/y-88,
yTBEPXKAEHHOM NpuKa3om N 54H?

NYHKT 4 MNpaBun
OTNYCKa;
pasgensb I; II; 1
MepeyHs
JIeKapCTBEHHbIX
cpeacTs

OTnyckaloTcs /i1 IeKapCTBEHHble  Mpenaparhl,
obnaparowme aHabO/MYECKOM aKTUBHOCTBIO, MpU
npeabsiBNEHUN  PELENTOB,  BbIMNUCAHHbLIX  Ha
peuenTypHbiXx 6naHkax d¢opmbl N 148-1/y-88,
yTBEPXKAEHHOM NpuKa3omM N 54H?

n. 4 NpaBun OTNycKa;
NOANYHKT 3 NyHKTa 9
MopsgKa HazHayYeHns
M BbINUCbIBAHUSA

OTnycKaloTCss M NIeKapCTBEHHble  Mpenaparsl,
cofepxalume Kpome MaJibIX KO/IMYECTB
HapKOTUYECKUX CPEeACTB, NMCUXOTPOMHbIX BELLECTB U
MX MPEKYpCoOpoB Apyrne dapmaKkosormieckme
aKTUBHbIE  BeWecTBa, Npu  NpPeabsABAEHUN
PeLEnTOB, BbINMUCAHHBLIX Ha PELENTYPHbIX 6aaHKax
dopmbl N 148-1/y-88, yTBEpAeHHOI NpuKaszoM N
54n7?

NyHKT 4 NpaBun
OTNYyCKa;

MYHKT 5 nopsiaka

OcyllecTBAsieETcs M OTMNYCK  JIEKAPCTBEHHbIX
npenapatoB 6e3 peuenToB B COOTBETCTBUU C
UHCTPYKLMAMMU no nx MeAULMHCKOMY
NMPUMEHEHUNIO?

NyHKT 5 MNpaBun
OTnycKa

10.

OcyuwecTBaseTcs AN OTMYCK  JIEKAPCTBEHHbIX
npenapatoB B Te4YeHWe YKa3aHHOIo B peLente
CpOKa ero aemncremsa?

NyHKT 6 MpaBun
OTMyCKa

11.

B c/iyyae OTCYTCTBUS NeKapCTBEHHOro npenapara
MPUHUMAETCA NN peuenT Ha obCayXunBaHue B
cnefyloLLme CPoKu:

NYHKT 6 MpaBun
OTMYyCKa

peuent ¢ nomMetkon '"statim" (HemMegneHHO)
0obCny)KMBaeTcs B TeYeHMe oaHoro paboyero
OHA CcO pAHs obpaleHus anua K CcyObekTy
PO3HUYHOWM TOProBan?

NyHKT 6 MNMpaBun
OTMycKa

peuent ¢ nometkon  "cito"  (cpoyHo)
0bCNy)KMBAETCA B TEYEHUE ABYX paboymx AHeNn
CO [JHs obpalweHus mua K CyObekTy
PO3HUYHOM TOproeaun?

NyHKT 6 MNMpaBun
OTnycKa

peuent  Ha  JIE€KapCTBEHHbIN npenapar,
BXOAAWMA B  MWHUMAJIbHBIA  aCCOPTUMEHT
NIeKapCTBEHHbIX npenapartoB ans
MEAMUMHCKOTO MPUMEHEHUS, HeobXoaMMBbIX
0N OKasaHWsi  MeAMUMHCKOM  MOMOLLM,
0bcNy)KMBaeTCs B TeYEeHMEe NATU paboumx gHen
CO [JHs obpalweHus mua K CyObekTy
PO3HUYHON TOprosaun?

NYHKT 6 MNMpaBun
OTMycKa

12.

Ob6cnyXnBaeTcss M peuenT Ha JIeKapCTBEHHbIN
npenapart, OTMNyCKaeMblit 6GecniaTHO WAM  CO
CKMOKOM M He Boweawui B  MWHUMAJbHBIN

NYHKT 6 MpaBun
OTnycKa
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aCCOPTUMEHT NIEKAPCTBEHHbIX MpenapaToB A/
MEeANUMHCKOTO MPUMEHEHUS, HEeobXOAMMbIX O
OKasaHMs MeAUUMHCKOM MOMOLWM, B TeyeHue
[ecatn paboumx gHen co gHA obpalleHus avua K
Cy6beKTY PO3HMYHOM TOProBanN?

13. | O6cnyKmnBaloTcs M peuenTbl Ha NeKapCTBEHHbIe | NYHKT 6 MpaBun
npenaparsbl, Ha3Ha4yaeMble no peLleHmIo | OTMycKa
BpayebHOM KOMWUCCUM, B TeyeHMe MnATHaALATU
paboumnx AHeNn co AHsA obpalleHMs nLa K CyobekTy
PO3HUYHON TOpProBAn?

14. |OTnyckaloTCs M NIEKAapCTBEHHble Mpenapartbl Mo | NyHKT 6 MpaBun
peuenTaMm C UCTEKLIUM CPOKOM AencTBms? oTnycKa

15. |OcyulecTBAseTcs /M NPU  UCTEYEHUM  CPOKa | NYHKT 6 MpaBun
JENCTBMA pelenTa B Nepuom, HaxoXAeHMUs ero Ha | oTrnycka
OTCPOYEHHOM ob6cnyXMBaHNK OTNYyCK
JIEKapCTBEHHOro npenapata Mo TakKOMy peuenTty
(6e3 ero nepeodpopmaenms)?

16. | OTnyckaloTcsl M NeKapcTBeHHble npenapaTbl B |NYHKT 7 MpaBun
KO/IMYEeCTBE, YKa3aHHOM B peuenTe? OTMYCKa; NPUAOXKEHUS

N 1 un N 2 lNopsagka
Ha3Ha4yeHus U
BbIMUCbIBAHUS

17. |OTtnyckaetr nu  dapMaueBTUYECKUI  pabOTHUK | NYHKT 7 MpaBun
npeaenbHO AONYCTUMOE WAM PEeKOMEeHAO0BaHHOE | OTMyCKa
KOJIMYECTBO  JIEKApPCTBEHHOro npenapata AJjs
BbIMUCbIBAHMSA Ha OAMH peLenT Npu NpeabsBiaeHUN
peLenTa ¢ NpeBbILUEHNEM NPeAesbHO AOMYCTUMOrO
WU pEKOMEH1I0BaHHOIO KonndecTBa
JIeKapCTBEHHOTrO Mpenapata A/ BbIMUCbIBAaHWUS Ha
OJMH PeuenT C NPOCTaB/JIEHUEM COOTBETCTBYHOLLEN
OTMETKM B peuente?

18. |OcywiectBnserca M OTNYCK  JIEKApCTBEHHOro | cTatbs 46 N 61-93;
npenaparta B nepBUYHOM 7] BTOPMYHOM | NYHKT 3 cTatbn 27 N 3-
(noTpebuTtenbcKoi) ynakoBKax ¢ MapKUpPOBKOIA? D3;

NYHKT 8 MpaBun
OTNnycKa

19. |Hapyuwaetcs m nepBuYHas ynakoBKa | NyHKT 8 MpaBun
JIEKapCTBEHHOTO NpenapaTta npu ero oTnycke? oTnycKa

20. |MpocTaBnasercs i Npu OTNYCKe NeKAPCTBEHHbIX NyHKT 9 MpaBun

npenapaTtoB Ha pelenTe OTMeTKa 06 OTnycke
NIEKapPCTBEHHOrO MNnpenaparta C YKasaHneM:

oTnycKa

TOProBOro  HaMMEHOBaHUsA, [O3UPOBKU U
KOJIMYeCTBa  OTMYLIEHHOIO  JIeKapCTBEHHOIO
npenapara’?

NyHKT 9 Mpasun
OTMyCKa

dbamMmaumn, uMeHu, otdectea (Mpu HaaMuUM)
MeAULMHCKOTO  paboTHUKA B C/yvasi,
YyKa3aHHbIX B ab3alle 4eTBepTOM NyHKTa 7 M
ab63ale TpeTbeM nyHKTa 10 MpaBua otnycka?

NyHKT 9 MNMpaBun
OTNnycCKa
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PEKBU3UTOB  JOKYMEHTA, Y/[OCTOBEPSIOLIETO
JIMYHOCTb INLLA, MOJYYMBLLETO NIEKAPCTBEHHbIN
npenapar, B c/lyyae, ykasaHHOM B NyHKTe 20
MpaBun otnycka?

nyHKT 9 MpaBun
oTnycka

dbamMmaumn, uMeHu, otyectea (Mpu HaaMuUM)
dapMaLeBTUYECKOro paboTHUKA, OTNYCTUBLLEro
JIeKapCTBEHHbIN Npenapar, 1 ero noanucu?

NyHKT 9 MpaBun
OTMnycCKa

[aTbl OTMYCKa IeKapCcTBEHHOro NpenapaTa?

NyHKT 9 MNMpaBun
OTNycCKa

21.

BosBpallaeTcs M peLenT ¢ OTMETKOM MpU OTNycKe
JIEKApCTBEHHbIX  MpenapaTtoB MO peulenTy,
BbINMMCAHHOMY Ha peLenTypHoM 6saHKe ¢dopmbl N

nyHKT 10 Mpasun
OTNYCKa;
npunoxkexnune N 2

107-1/y, ytBep)kAeHHON npukasoM N 54H, cpok
JeNCTBUS KOTOPOro COCTaBAsIET OAMH roa?

MopsaaKa HazHavYeHus

1 BbINNCbIBAaHNA

22.

MNepepaetcs v dapmaueBTUHECKMM PabOTHMKOM
anuy, npuobpeTatoLLeMy (nonyyaroemy)
NleKapCTBEHHbIe npenaparsl no peuenty,
BbIMMCAHHOMY Ha peuenTypHOoM 6naHke dopmbl N
148-1/y-04 (n), yTBep>kaeHHOM npukaszoM N 54H,
unn  dopmbl N 148-1/y-06 (n), yTBEPXKAEHHOM
npmkazomM N 54H, 3aM0/IHEHHbIN KOPELLIOK TaKoro
peuenta?

nyHKT 11 MpaBun
OTnycKa

23.

MpocTaBnseTcs M NpU OTNYCKE HAPKOTMYECKOTO U
MCUXOTPOMHOrO JIEKapCTBEHHOTO NpenapaTa Cnumcka
Il TepeyHss HAPKOTMYECKUX W  MCUXOTPOMHbIX
JIEKapCTBEHHbIX MpenapaTtoB Ha peuente 06
OTMYCKe  JIEKapCTBEHHOro npenapata  neyaTb
opraHmMsauMM, B KOTOPOM YyKasaHO MoOJIHOe
HaMMeHoBaHUe (Npu HaAnYMK nevatu)?

nyHKT 12 MpaBun
OTNyCKa

24,

Ha peuenTe uam Kopellike pelenTa yKasbiBaeTcs Jin
ToyHoe BpeMs (B yacax M MUHyTax) OTMyCKa
UMMYHOBUONOrMYECKOTO JNIeKapCTBEHHOTO
npenapara’?

nyHKT 13 MpaBun
OTnycKa

25.

OTnycKatoTcs m MMMYHOBUOIOTNYECKUe
JIeKapCTBEHHbIe  npenapaTtbl  MpU  Ha/JM4MK
crneuunanbHOro TEpMOKOHTENHepa?

nyHKT 13 MNMpaBun
OTNycCKa

26.

OcTaloTcs U XpaHAaTCA i y cybbekTa obpalleHus
JIEKapCTBEHHbIX CPeACTB peuentbl (C OTMETKOM
"JlekapCTBEHHbII NpenapaT oTnyweH") Ha:

NyHKT 14 Mpasun
oTnycka

HapKOTU4YeCcKue 7 NMCUXOTPOMHbIE
neKapcTBeHHble npenapatbl Cnucka Il MNepeyHs
HapPKOTUYECKUX 7 NCUXOTPOMHbIX
NIEKapCTBEHHbIX MPenapaToB - B TeYeHUe MNSATU
ner?

NyHKT 14 Mpasun
oTnyckKa

NCUXOTPOMHbIE  NIEKAPCTBEHHblE  Mpenaparthbl
Cnomcka Il TNepeyHa  HAPKOTUYECKUX M
NCUXOTPONMHbIX JIEKAPCTBEHHbIX NpenapaToB - B
TeyeHue naTm net’?

nyHKT 14 MpaBun
OTNnycCKa
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JIeKapCTBEHHblE  Mpenapatbl,  OTNyCKaemMble
6ecniaTHO UM CO CKUAKOM, - B TeYeHMe Tpex
netr?

nyHKT 14 MpaBun
oTnycka

KOMOWHMPOBaHHbIE JIeKapCTBEHHbIE
npenaparbl, CoAep)Xalme  HapKoTUYecKme
CpeacTtBa  WMAM  MCUXOTPOMHbIE  BELLECTBA,
BHeceHHble B Cnmuckn 1l mn Il MNepeyns
HapKOTUYECKUX 7 NMCUXOTPOMHbIX
JNIeKapCTBEHHbIX NpenapaToB, U3rOTOBJIEHHbIE B
anTe4yHoM opraHM3aumm, - B Te4eHue Tpex neT?

nyHKT 14 Mpasun
OTnycKa

NleKapcTBEHHble  npenapatbl, obnagatolime
aHab0/INYEeCKOM aKTUBHOCTLIO, - B TEYEHUE TPEX
net?

nyHKT 14 MpaBun
OTnycKa

NleKapCTBEHHblE  MpenapaTbl,  NoAJexalume
npeaMeTHO-KO/IMYECTBEHHOMY  Yy4yeTy, - B
TeyeHue Tpex neT?

NyHKT 14 Mpasun
oTrnycka

NIeKapcTBEHHblE  MpenapaTtbl B >KWUAKOM
NleKapcTBeHHOM QopMe, cogeprkawme 6Gonee
15% sTunoBoro cnupta oT obbema roToBOM
NPoAYKLUM, - B TEHEHNE Tpex MecsLeB?

nyHKT 14 MpaBun
oTnycka

MHble NleKapCTBEHHbIE npenaparsbl,
oTHocsiwmecss no ATX K aHTUNCMXOTUYECKUM
cpeacteaM (kog, NO5SA), aHKcnonuTtnkam (Kop,
NO5B), CHOTBOPHbLIM U CEaTUBHBLIM CPEeACTBaM
(kog, NO5C), aHTUaenpeccaHTaM (kog NO6A) u
He nogJiexaume npeaMeTHO-KOMYECTBEHHOMY
YUeTy, - B Te4eHMe Tpex MecsLeB?

nyHKT 14 MpaBun
OTMnycCKa

27. |OTMeyaroTCs M peuenTbl, He yKa3aHHble B NYHKTe | NyHKT 15 Mpasun
14 TMMpaBun otnycka, wTtamMnoMm "JlekapCTBEHHbIN | OTMyCKa
npenapar otnyweH"?

28. |Bos3BpalialoTcsa AWM peulenTbl, He YKa3aHHble B |NOyHKT 15 MpaBun
nyHkte 14 [paBun OTNycKa, aAuvudy, MNOayyYMBLUEMY | OTNYCKa
JIEKapCTBEHHbIN NpenapaT?

29. |VMeeTca An XypHan, B KOTOPOM perncTtpupyrotcs | nyHKT 15 MNpasun
peuenTbl, BbIMMUCaHHble C HapyweHuneM [lpaBua|oTnycKa
OTNyCKa, C YKasaHUeM:

BbISIB/IEHHbIX HapyweHui B odopMaeHuu | nyHKT 15 Mpasun
peuenTa? oTnyckKa
damMuammn, umeHu, otyecTBa (Npu Hanauumm) | NyHKT 15 MNpasun
7nua, BbiNUcaBLLEero peuent? oTnyckKa
N nyHKT 15 Mpasun

HauMMeHOBaHUS MeMLMHCKON opraHu3aumm?

oTnycka

nNyHKT 15 Mpasun
NPUHATBIX Mep? P

oTnyckKa

OrpaHuyeHus, Hanaraemble Ha ¢apMaLEeBTUYECKUX PabOTHMKOB TMpPU  OCYLLECTBIEHUN UMM

npodeccnoHanbHon aeatenbHocTn (cratbd 74 depepanbHOro 3akoHa ot 21 Hoabpsa 2011 r. N 323-
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®3

"O6 oOCHOBax OXpaHbl 340pPOBbS TpakgaH B

Poccuinckon

depepaymn’

(CobpaHnue

3aKoHopaTenbcTBa Poccuiickon ®epepaumm, 2011, N 48, cT. 6724; 2017, N 31, cT. 4765) (nanee - N
323-03)

30.

dapmMaueBTUHECKME PaBOTHUKM U PYKOBOAMTENN
anTeyHbIX OpraHM3aLuii:

NoAnyHKTbl 2 U 4
NyHKTa 2 ctatbk 74 N
323-03;

nyHKT 17 MpaBsun
OTNyCKa

nosly4yatoT JIM OT KOMMaHWUW, MNpeacTaBUTEeNS
KOMMaHun 06pasupl NIeKapCTBEHHbIX
npenapaTtoB A5 BPyYEeHUs HaceneHuo?

noAnyHKTbl 2 U 4
NyHKTa 2 ctatbk 74 N
323-03;

nyHKT 17 MpaBsun
oTnyckKa

NpefoCcTaBAsIOT /I HAaCENEHNIO HEAOCTOBEPHYHO
n (MAn) HenonHywo MHOGOPMALMIO O HaAUYUU

noAnyHKTbl 2 U 4
NyHKTa 2 ctatbn 74 N

JIeKapCTBEHHbIX MpenapaToB, uMelwmnx bonee
HU3KYIO LieHY?

NeKapCTBEHHbIX npenaparos, BKJIto4as | 323-93;
NIeKapCTBEHHbIE npenapartsbl, umetoume | nyHKT 17 Mpasun
OAMHAKOoBOE MeXAyHapoaHOoe | OTNycKa
HenaTeHTOBaHHOE HauMeHOBaHUe?

NoAnyHKTbl 2 U 4
CKpbIBAlOT M MHPOPMALMIO O  Ha/IMuMM | NyHKTa 2 cTatbk 74 N

323-03;

nyHKT 17 MNMpasun
OTnycKa

TpeboBaHMs K

OTNMYCKY HaAPKOTUYECKUX MU

NMCUXOTPOMHbIX

JNNIEKAPCTBEHHbIX

npenaparos,

JIeKapCTBEHHbIX MpenapaTtoB, 061a4aloWux aHaboIMYECKON aKTUBHOCTBIO, MHbIX JIEKAPCTBEHHbIX
npenapartoBs, NoANEXallUNX NPeIMETHO-KONYECTBEHHOMY YUYeTy

31. OcywectBnsgercs AM  OTNYCK HApPKOTMYECKUX U |nyHKT 19 Mpasun
NCUXOTPOMHbIX NIeKapCTBEHHbIX npenapaToB | OTNYCKa;
dapmMaueBTUYECKMMM paboTHUKamu, | [lepeyeHb
3aHMMAWMMMN  JOJHKHOCTWU,  BK/KOYEHHble B | AO/MKHOCTEN
MNepeyeHb AoMKHOCTEN?

32. OcywecTtBngercs AM OTNYCK  JIeKAapCTBEHHbIX | NYHKT 19 Mpasun
npenaparos, obnagatomx aHabonYecKom | OTMycKa;
aKTUBHOCTbIO, papMaLeBTUHECKMMM paboTHMKaMMK, | [lepeyeHb
3aHMMAWMMN  JOJHKHOCTWM,  BK/KOYEHHble B | AO/MKHOCTEN
MNepeyeHb AOMKHOCTEN?

33. OcywecTtBngercs AM OTNYCK  JIeKApCTBEHHbIX | NYHKT 19 Mpasun
npenaparos, noasiexauimx npeaMeTHoO- | OTMNYCKa;
KO/IMYECTBEHHOMY  y4yeTy, dapMaLeBTMYeckumMu | [lepeyerb
paboTHUKaMH, 3aHMMaLWUMK JO/MKHOCTHU, | AO/IKHOCTEN
BKJItOMEHHbIE B [lepeyeHb AO/MKHOCTEN?

34. OTnycKalTCca I HapKOTUYECKUE N MCUXOTPOMHbIe | nyHKT 20 MpaBsun

NekapcTBeHHble npenapatbl Coucka |l MNepeyHs
HapKOTUYECKUX W MNCUXOTPOMHBIX JIEKAPCTBEHHbIX
npenapartoB npu nNpenobsaBieHUN  OOKYMEHTA,
YOOCTOBEPSIOWErO JIMYHOCTb, NULY, YKa3aHHOMY B
peuenTte, €ro 3aKOHHOMY TMpPeACTaBUTENO WU
vy, nMetowemMy opopMAEHHYIO B COOTBETCTBUM C

oTnycka
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3aKOHOATENBCTBOM Poccuitckon  depepaunmn
JOBEPEHHOCTb Ha MNpaBO MOJIYYEHMS  TaKMUX
HaAPKOTMYECKUX W MCUXOTPOIMHbIX NEKAPCTBEHHbIX
npenapartos?

35.

BbiZaeTcs M nocie OTnycka HapKOTUYECKUX W
NCUXOTPONMHbIX IEKAPCTBEHHbIX NpenapaToB Cnucka
II n 1l TlepeyHsa HapPKOTUHECKUX M MNCUXOTPOMHbIX
JIEKapCTBEHHbIX NMPENapaToOB CUrHATYypa C XKeToun
NoJIOCON B BEPXHEM YacTM M HALAMUCbIO YEPHbLIM
wpnudtToM Ha Hen "CurHatypa", B KOTOpoOM
YKa3bIBalOTCS:

NyHKT 22 MpaBun
OTMnycCKa

HaMMEHOBaHME U aApec MEeCTOHaXOXAEHUS
cybbekTa obpalleHuns IeKapCTBEHHbIX cpeacTs?

NyHKT 22 MpaBun
OTnycCKa

HOMEpP 1 AaTta BbIMMCAaHHOIO peLl,enTa?

NyHKT 22 Mpasun
OTNycCKa

dbamMuauns, uMs, oT4ecTBo (NPU HaANuUKU) AnLa,
1Sl KOTOPOro MnpeAHa3HayeH JIeKapCcTBEHHbIN
npenapar, ero Bo3pact?

NyHKT 22 Mpasun
OTMyCKa

HOMEp  MEeAMUMHCKOM  KapTbl  MaLMEHTa,
MoJlyyalwllero  MeauULMHCKYI  MoMollps B
aMOByNaTopHbIX  YCAOBUAX, O/  KOTOpPOro

npeaHasHayeH ekapcTBeHHbI npenapar?

NyHKT 22 NMpasun
OTNnycCKa

dbamMmamna, uMsaA, oT4ecTBO  (NpU  HaaAMuUM)
MeAMUMHCKOrO  paboTHMKa,  BbIMMCABLUENO
peuent, €ero KOHTaKTHbIM TenedoH Mbo

TenedoH MeanLMHCKON opraHmnsaumnmu?

NYHKT 22 MNpasun
OTnycKa

coaepaHune peuenta Ha 1aTUHCKOM a3blke?

NyHKT 22 Mpasun
OTNycCKa

daMmmnnns, umsa, otdectBo (MpU HaaMuuu) wm
nognuce  GapMaLeBTUYECKOrOo  PabOoTHUKa,
OTIMYCTUBLLETO JIEKAPCTBEHHbIM Npenapar?

NyHKT 22 MpaBun
OTNnyCKa

JlaTa OTMycKa JIEKapCTBEHHOro npenapara?

NyHKT 22 MpaBun
OTnycKa

TpeboBaHMs K OTMNYCKY JIEKAPCTBEHHbIX MpenapaToB No TPe6oBaHUSIM-HAKNAAHbIM MeAULMHCKNX
opraHuMsauuii, UHAMBUAYANbHbIX NpeAnpUHUMATENEN, UMEIOWNX JIMLEH3UIO Ha MEIMLMUHCKYHO

AEeATENbHOCTb

36.

Umeerca nam  Ha Tpe6OBaHMﬂX'HaKJ'Ia,£I,HbIX Ha
nony4yeHne NeKapCrBEHHLIX NMpernapaTtos:

NYHKT 26 MpaBun
OTNYyCKa;
MpunnoxexHne N 13

rnasbl 1l MHCTpyKuumn

wramn?

NyHKT 26 MpaBun
OTMYCKa;
Mpunaoxenme N 13

rnasbl [l MHCTpYKLUmMK

Kpyrnas neyaTb MeauLMHCKON opraHusaumnmn?

NYHKT 26 MNpaBun
OTMYCKa;
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MNpunoxkexnne N 13
rnasbl 1l MHCTpyKuumn

nognuce  ee pyKoBOAUTENS U ero
3aMecTuUTeNs rno sieyebHom Yyactu?

NyHKT 26 MpaBun
OTMYCKa;
MNpunnoxenne N 13
rnaBbl [l MHCTpYKUmn

HOMep JOKyMeHTa?

NYHKT 26 MNpaBun
OTNYyCKa;
MNpunoxenne N 13
rnassbl I MHCTpYKLUmMK

[laTa CoCTaB/ieHMs AOKyMeHTa?

NYHKT 26 MNpaBun
OTNYCKa;
MNpunoxkeHne N 13
rnasbl 1l MHCTpyKuumn

HaMMeHOBaHWE OTMNPaBUTENSI NEKAPCTBEHHOIO
npenapara?

NYHKT 26 MpaBun
OTMYCKa;
MpunnoxexHne N 13
rnasbl 1l MHCTpyKuumn

HaMMeHOBaHMEe Mony4YaTenss JieKapcTBEHHOro
npenapara’?

NyHKT 26 MpaBun
OTMYCKa;
MNpunnoxenne N 13
rnasbl [l MHCTpYKLUmMK

HanMMeHOBaHWe JIeKapCTBEHHOro Mnpenapara Ha
JNIATUHCKOM f13bIKe (C YKasaHMEM [03MPOBKMU,
dopMbl  BbIMYCKa, BWAA YNakoBKW, cnocoba
npuMeHeHns)?

NYHKT 26 MNpaBun
OTNYyCKa;
MNpunoxenne N 13
rnassbl I MHCTpYKLUMK

KONMYECTBO 3aTpPebOBaHHbIX JIEKAPCTBEHHbIX
npenaparos?

NYHKT 26 MNpaBun
OTNYCKa;
MNpunoxkexnve N 13
rnasbl 1l UHCTpyKuumn

KOJIMYECTBO U CTOUMOCTb
NIeKapCTBEHHbIX NpenapaTos?

OTNYLLEHHbIX

NYHKT 26 MpaBun
OTMYCKa;
MpunnoxexHne N 13
rnasbl 1l MHCTpyKuumn

37. OcywectBnsgercs M OTNYCK NO  OTAENbHbIM | NYHKT 27 MNpaBun
TpeboBaHUAM-HaK/1aAHbIM: oTnyckKa

HaPKOTUYECKUX 7] MCUXOTPONHbIX | OYHKT 27 MNpaBun
NeKapcTBeHHbIX npenapatoB Cnucka Il wm Il | oTnycka
[lepeyHs HaAPKOTMYECKUX W  MCUXOTPOMHbIX
JIeKapCTBEHHbIX NpenapaToB?
NEeKapCTBEHHbIX  MpenapatoB, noanexawmx | nyHKT 27 Mpasun
npeaMeTHO-KOMYEeCTBEHHOMY y4yeTy? oTnycka
MHbIX IEKAapCTBEHHbLIX NMpenapaTos, B TOM ynce | 0yHKT 27 NpaBun
OTNyCKaeMbIx 6e3 peuenTta? oTnyckKa

38. MpoctaBnsieTca M Ha TpeboBaHMWU-HaKNAAHOM | NYHKT 29 MNpaBun

OTMETKa O KO/IM4eCcTBe U CTOMMOCTU OTNYLWEHHbIX

OTMyCKa
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JIEKapCTBEHHbIX NpenapaTtos?

39. OcyulecTBnsieTcds M XpaHeHue  TpeboBaHuM- | nyHKT 30 MpaBun
HaKNagHbIX, no KOTOpPbIM OTNYyLLUEHbI | OTAYCKa
JIeKapCcTBEHHbIE NpenaparThbl:

Ha HapKoTU4YecKue n ncmxotponHble | AyHKT 30 Mpasun
neKkapctBeHHble npenapaTtel Cnmcka I wn 1l | oTnycka
[lepeyHs HaAPKOTMYECKUX WU  MCUXOTPOMHbIX
JIeKapCTBEHHbIX MpenapaToB - B Te4YeHue MNATU
ner?

Ha JNleKapcTBeHHble npenapaTbl, noanexatume | nyHkT 30 Mpasun
NpeaMeTHO-KOIMYECTBEHHOMY  y4yeTy, - B|OTNycKa
TeyeHue Tpex neT?

Ha MWHble JleKapCTBeHHble npenapatbl - B |NyHKT 30 [paBun
TeyeHue oaHOoro roaa’? OTNyCKa

40. Cobntogaetcst v 3anpeT Ha HapyLleHWe NepBUYHOM | OYHKT 31 Mpasun
YNAaKOBKM JIEKApCTBEHHOrO MnpenapaTta Mpu €ero | oTrnycka
oTnycKke no TpeboBaHUIO-HaKJ/1aAHOM (3a
UCKJIIOYEHUEM CYOBEKTA PO3HMYHOM TOProB/n,
MMEKLWEro JIMUEH3MI0 Ha dapMaueBTUYECKYHO
[esTeNIbHOCTb C npaBom MU3roTOBJIEHMSA
JIEKapCTBEHHbIX NpenapaTos)?

41. Cobntogaetcst M 3anpeT Ha OTNYCK JIEKAPCTBEHHbIX | NYHKT 7 MpaBun
npenapaToB B KOJIMYECTBE, YKa3aHHOM B peLenTe, B | OTNYCKa; NPUSIOXKEHUS
cnyyae, Korga Aans nekapcrBeHHoro npenapata|N 1um N 2 MNopsgka
YCTAHOB/EHbl  MpefenbHO  AOMYCTUMOE WM | Ha3HauYeHus n
pPEKOMEHAOBAHHOE KOAMYECTBO AJ151 BbIMMUCbIBAHWS | BbINMUCHIBAHMSA

Ha OAWH peuenT?

42. Cobntogaetcs M 3anpeT Ha HapylLueHWe BTOPUYHOM | NOYHKT 8 MpaBun
(noTpebutensckol)  yNakoBKW  NI€KapCTBEHHOrO | OTMNycKa
npenaparta U OTNYCK JIeKApCTBEHHOIo npenapara B
NepBUYHOM yrakoBKe?

43. | Cobnogaercs M 3anpeT Ha OTMYCK HapKOTUYECKUX | NYHKT 28 MpaBun
M MCUXOTPOMHBIX JIEKAPCTBEHHbIX MpenapaToB | OTMycKa

Comcka 1l wn [l MNepeyHs HAPKOTUYECKUX U
NCUXOTPONMHBIX JIEKAPCTBEHHbLIX Mpenapatos no
TpeboBaHUSAM-HAKNA4HbIM MHAMBWUAYAILHOTO

npeanpuvHUMatens, WMEIOLWEro JIMUEH3UIO  Ha
MeAMLIMHCKYI0 AesTeNIbHOCTb?

(fonNXHOCTb M ®NO0 AO/MKHOCTHOrO Nuua, 3anofIHMBLIENO
NMPOBEpPOYHLIi IMCT, MNOAMUCbL, AaTa)

(ponxHoCcTb U ®NO [OMKHOCTHOrO uua puaMHYecKoro nuua, nNpucyTCTBOBAaBLErO
npu 3anofiHeEHNUU MNPOBEPOYHOro AucTa, nognuck, pgaTta)
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MpunoxeHue N 24

K npuKasy OeaepanbHOMN CNyXKObI

no Haa3opy B chepe 34paBoOOXpaHEHNS
071 09.11.2017 N 9438

dopma

MpOBEPOYHbIA NNCT
(CNMCOK KOHTPO/bHbLIX BOMPOCOB), MCNOAb3yeMblli degepasibHON CNyx06oii
no Haf3opy B cdepe 34paBOOXpPaHEHUS U ee TeppuTOopuanbHbLIMA OpraHamu
npyv NpoBEeAEHUN MNNAHOBLIX MPOBEPOK MPU OCYyWECTB/EHUN ¢epepasibHOro
rocygapCcTBEeHHOro Hagsopa B chepe obpaweHus neKapCTBEHHbIX CPeACTB
(oTNycK M peanusauusi NIeKapCTBEHHbIX MpenapaToB ANs MeLULUHCKOr o
NPUMMEHEHUS B anTeKe MPOM3BOACTBEHHOIW C MpaBOM WM3TrOTOB/EHUS
acenTuUYeCKNX J/IEKAPCTBEHHbIX MpenapaToB)

(HaumMeHOBaHWEe oOpraHa, OCYWEeCTB/SKWEro M/IaHOBYW MPOBEPKY)

1. Bug rocygapCTBEHHOro KoHTponsa (Hag3opa)

2. NpegMeT  MJaHOBOIA NMPOBEPKN WPUGUYECKNX UL, WU  WNHAMBUAYANbHbBIX
npeanpuvHUMaTeneil  orpaHuyMBaeTcs o06a3aTesibHbMU TpeboBaHUSAMM, CObGNKAEHME
KOTOpbIX SIBNSETCS Haumbosiee 3HAYMMbIM C TOYKW 3PEHUS HeaonyweHUs BO3HUKHOBEHUS
Yyrpo3sbl MpUYUHEHUS Bpega XW3HW, 340POBbI rpaxgaH, W3M0XeHHbMW B dopme
NMPOBEPOYHOro nmMcTa (CnMcKa KOHTPO/bHLIX BOMPOCOB).

3. HammeHoBaHue tpugnmyeckoro navua, dammnus, WM, OTYECTBO (NpU HaIANuMK)
UHAMBUAYANbHOIr O npeanpuHUMaTens :

4. MecTOo npoBeAeHus NNaHOBOW MPOBEPKW C 3aMo/IHEHWEM MPOBEPOYHOro fucTa:

5. PekBU3UTH Mpukasa 0 NpoBefeHUM NNaHOBOW NPOBEPKU: OT

N .

6. Y4eTHblii HOMEp MNPOBEPKM U fJaTa MNPUCBOEHUS Yy4YEeTHOr0 HoMepa MPOBEPKMW B

EapnMHOM peecTpe NpPoOBEPOK:

7. JOMKHOCTD, damununs " UHUUManel  AO/MKHOCTHOrO  nuua (nuu),

npoBogswero(ux) naaHoOBY0 MPOBEPKY:
1.

I4

2. .
8. TMepeyeHb BOMPOCOB, OTpaXawWWx coaepXaHue 06si3aTesNbHbIX Tpe6oBaHWi,
OTBET Ha KOTOpble OAHO3HAYHO CBUAETENLCTBYET O COO/IOAEHUM WM HECOOGMOAEHUN
PUANYECKUM NTMLOM, WHAMBUAYANbHLIM MpeanpuHUMaTeneM o6s3aTeflbHbiX TpeboBaHwuii,
cocTaBnswoWMX NpeaMeT NPOBEpPKK :

N Bonpocekl, oTpa)karolme cogeprkaHme PekBU3UTSI BbiBOA O
n/n ob6s3aTenbHbIX TpeboBaHMM HOPMaTUBHbIX BbINOJIHEHUN
NPaBOBbIX aKTOB, C TpeboBaHUM
yKa3aHueM mx
CTPYKTYPHbIX €OUHULL, Aa HET

KOTOPbIMM
YCTaHOB/IEHDI
ob6s3aTtenbHble
TpeboBaHus

®epepanbHbiii 3akoH oT 12 anpens 2010 r. N 61-03 "O6 obpalieHnn neKapcTBeHHbIX cpeacTs”
(CobpaHue 3akoHoaaTenbcTBa Poccuitckon depepaumm, 2010, N 16, c1. 1815; 2016, N 27, cT. 4283)
(nanee - 61-03); PepepanbHbIi 3aKoH OT 8 AHBapa 1998 r. N 3-03 "O HapKOTUYECKUX CPeAcTBaX U
NncuxoTponHbiX BellectBax" (CobpaHne 3akoHodaTenbcTBa Poccuitickon depepaumn, 1998, N 2, cT.
219; 2016, N 27, ct. 4238) (panee - N 3-®3); [paBuaa oTNycKa JeKapCTBEHHbIX Npenaparos A
MeAMLMHCKOTO MPUMEHEHUS, B TOM YUCAE UMMYHOBMOMOrMYECKUX JIEKAPCTBEHHbIX NpenapaToB
anTeYHbIMWN OpraHM3auusMm, MHAMBUAYANbHbIMU NPeANPUHUMATENSAMU, UMEIOLWMMU JIMLLEH3UIO Ha
dbapMaLEeBTUYECKYIO [eATENIbHOCTb, YTBEPXKAEHHbIE MPUKA30M MUHUCTEPCTBA 34paBOOXPaHEHMUS
Poccuiickon depepaumm ot 11 nronsa 2017 r. N 403H (3apeructpmpoBaH MUHUCTEPCTBOM HOCTULIUU
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Poccuitickonn depepauum 8 ceHTabpsa 2017 r., peructpaumoHHbli N 48125) (panee - lNpasuna
oTnycka); [lopsiAoK HasHa4YeHUss W BbIMWUCbIBAHUA JIEKAPCTBEHHbIX MpenapaToB, M3Aenui
MEOULMHCKOTO  Ha3HaYeHMs WU Cneuyanu3vMpoBaHHbIX  MPOAYKTOB  JsieyebHOro nutaHus,
YTBEPXKAEHHbIN NPUKa3zoM MUHUCTEPCTBA 34paBOOXPaHEHUS N COLMANIbHOIO pasBuUTNA Poccninckomn
depepaunn ot 12 pespansg 2007 r. N 110 (3apermctpmpoBaH MUHUCTEPCTBOM OCTULIMN POCCUINCKOM
depepaumn 27 anpens 2007 r., pernctpaumoHHbin N 9364) ¢ M3MEHEeHMAMM, BHECEHHbIMU
npukasoM MuHUCTepcTBa 34paBooxpaHeHmsa Poccuimckon ®epepaumm ot 26 dpespans 2013 r. N 94H
(3apernctpupoBaH  MuHUCTEpPCTBOM tocTUUMKM  Poccuiickot ®depepauumn 25 uwoHs 2013 .,
peructpaumoHHblin N 28881) (panee - WHcTpyKums); [lepeyeHb HaPKOTUYECKUX CPeacTB,
NMCUXOTPONMHbIX BELLECTB U UX NPEKYPCOPOB, MOAJIEXALLMX KOHTPOA B Poccuiickon deaepaunm,
YTBEPXKAEHHbIN nocTaHoBAeHMeM [paButenbctBa Poccminckonnt ®eaepaunmn ot 30 utoHa 1998 r. N
681 (CobpaHue 3akoHopaTenbcrtBa Poccuitckon ®epepaumn, 1998, N 27, cr. 3198; 2017, N 33, cT.
5182) (panee - MepeyeHb HAPKOTMYECKMX U MCUXOTPONHbIX IeKapCTBEHHbIX npenapaTos); PopMbl
ONaHKOB peLenToB, COAEPXKALWMX HA3HAYEeHME HaAPKOTMYECKMX CPeacTtB MM  MCUXOTPOIMHbIX
BELLECTB, MOPSAOK UX M3rOTOBJIEHMS, pacnpeneneHums, permcrtpaumm, ydeta U XpaHeHus, a Takxke
npaBuna opopMaeHus, yTBepXKAeHHble NPUKazoM MUHUCTEPCTBA 34paBoOXpaHeHus Poccuickom
®epepaumn ot 1 aBrycta 2012 r. N 54H (3apernctpuposaH MUHUCTEPCTBOM HOCTMLMU Poccuitckoi
depepaummn 15 aerycta 2012 r., peructpaumoHHbii N 25190) ¢ M3MEHEHUAMM, BHECEHHbIMU
npukazomM MuHUCTepcTBa 34paBooxpaHeHmns Poccuinckomn ®epepaumm ot 21 anpensd 2016 r. N 254H
(3apeructpupoBaH MuHUCTEPCTBOM tocTUUMKU  Poccuiickon Pepepaumm 18 wuiona 2016 .,
pernctpauunoHHbit N 42887) (panee - npmkas N 54); [NopafoK HasHaYe€HUS M BbINMUCbIBAHUSA
JIeKapCTBEHHbIX NpenapaToB, a Takke PopM peulenTypHbIX 6/1aHKOB Ha JIeKapCTBEHHbIE NpenapaTsbl,
nopaaoK oPopMIEHUS YKa3aHHbIX OM1aHKOB, MX yvyeTa U XpaHEHUs, YTBEPXKAEHHbIA MPUKA3OM
MuHucTepcTBa 3apaBooxpaHeHuss Poccuiickon ®depepaumm ot 20 agekabps 2012 r. N 1175H
(3apeructpupoBaH MuHUCTEPCTBOM tocTULUMKU  Poccuiickont ®depepaumm 25 wuoHa 2003 .,
peructpaumoHHblin N 28883) ¢ W3MEHEHWSIMM, BHECEHHbIMW MPUKA3OM MUHUCTEPCTBA
3ApaBooxpaHeHns Poccuiickoinnt Pepepaummn ot 21 anpens 2016 r. N 254H (3apeructpupoBaH
MUHKUCTEpPCTBOM tocTULMK Poccuiickoin deasepaumnm 18 uioHs 2016 r., perncTpaumoHHbiii N 42887)
(nanee - TlopagoK HasHaYeHWs M BbINUCbIBAHMA); [lepeyeHb NEKAPCTBEHHbIX CpeacTs Aans
MeAMUMHCKOTO MPUMEHEHUS, MOAJEXALNX NPEeAMETHO-KOIMYECTBEHHOMY Y4YeTy, YTBEPXAEHHbIN
npuKkasoM MuHUCTepCTBa 34paBooxpaHeHns Poccuitickon depepaumm ot 22 anpens 2014 r. N 1831
(3apernctpupoBaH  MuHucTepcTBOM tocTUumMKn  Poccuiickon  depepaumm 22 uwwona 2014 r,
peructpaumoHHblin N 33210) ¢ W3MEHEHWUSMM, BHECEHHbIMW MPUKA3OM MUHUCTEPCTBA
3apaBooxpaHeHms Poccuiickon ®Pepepaumm ot 10 ceHtabpsa 2015 r. N 634H (3apeructpuposaH
MuHuctepctBoM toctuumm Poccuitickon ®Pepepaumm 30 ceHTabps 2015 r., perncrpauuoHHbid N
39063) (panee - lMepeyeHb JieKapCTBEHHbIX cpeAcTB); [opafok oTnycka ¢U3MYECKUM AnLaMm
NIeKapCTBEHHbIX MpenapaTtoB A8 MeAMUMHCKOro MNpUMEHEHUs, COAEPXalLMX KpoOMe MaJibiX
KO/IMYECTB HAPKOTMYECKMX CPeAcCTB, MCUXOTPOMHbIX BELWECTB M MX MNPEKYPCOPOB Apyrue
dapMaKonormyeckmMe  aKTMBHble  BELLECTBA,  YTBEPXAEHHLIM  MpUMKazoM  MuHKUCTepCTBa
3/1paBOOXpPaHEHUA U coumanbHOro paseutns Poccuiickon ®epepaumm ot 17 maga 2012 r. N 562H
(3apernctpupoBaH  MuHucTepctBoM toctuumm  Poccninckoit ®epepauymn 1 moHa 2012 .,
perucTpaumoHHsii N 24438) ¢ W3MEHEHUAMM, BHECEHHbIMM MPUKA3OM  MUHUCTEPCTBA
3apaBooxpaHeHms Poccuiickon ®epepaumm ot 10 ceHtabpsa 2015 r. N 634H (3apeructpuposaH
MwuHuctepctBoM toctnumm Poccnitickonn ®epepaummn 30 ceHTabps 2015 r., pernctpaumoHHbin N
39063) (manee - nopsgok); [epeyeHb >KU3HEHHO HEOBXOAUMbBIX U BAXKHEMLLMX JIEKAPCTBEHHbIX
npenapatoB Ha 2016 roa, a TakKe MepeyvyeHb JIEKAPCTBEHHbIX MpenapatoB Aas MeAaULMHCKOro
NPUMEHEHNS N MUHMMAJIbHBIN aCCOPTUMEHT JIEKAPCTBEHHbLIX MNpenapaToB, HEOOXOAUMBbIX A1
OKa3aHua MeaMLMHCKOM NMoMoLM, YTBEPXKAEHHble pacnopsikeHneM [lpaBuTenbctBa Poccuiickomn
depepaumm or 26 pekabpsa 2015 r. N 2724-p (CobpaHue 3aKoHogaTenbcTBa Poccuitckomn
depepaunn, 2016, N 2, ct. 413) (panee - MepeyeHb NeKapCTBEHHbIX MpenapaToB, BXOAALIMX B
MUHUMAJIbHBIA  acCOpPTUMEHT); [lepeyeHb [AO/MKHOCTEN dapMaLeBTUYECKMX U MEAULIMHCKUX
paboOTHMKOB B OpraHuMsaumax, KOTOpPbIM MpPEeAOCTaB/JIEHO TMpPaBO OTNyCKAa HAPKOTMYECKUX
JNIeKapCTBEHHbIX NpenapatoB M MNCUXOTPOMHbIX JIEKAPCTBEHHbIX MpenapatoB GU3NYECKUM JIMLAM,
YTBEPXKAEHHbIN NpuUKaszoM MuHUCTEPCTBaA 3ApaBooxpaHeHus Poccuiickon ®degepaummn ot 7
ceHT6ps 2016 1. N 681H (3apeructprpoBaH MUHUCTEPCTBOM OCTULMKM Poccuiickon Geaepaumm 21
ceHTa6psa 2016 r., peructpaumoHHblin N 43748) (panee - MNepeyeHb JOMKHOCTEN)
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OTnycKalTCs I HAPKOTUYECKME U MCUXOTPOMHbIE
JIEKAPCTBEHHbIE Npenapartbl No peu,enTaM?

nyHKT 3 MNpaBun
oTnycka

2. | Otnyckatotca m MMMYHOBMOIorMyecKkme | NyHKT 3 MpaBun
JIeKapCTBEHHbIE NpenapaTbl Mo peuentam? oTnycKa

3. | OTnycKalTCa AU HapKOTMYECKME U MCUXOTPOMHble | OYHKT 4 MNpasua
JleKapcTBeHHble npernapaTbl, BHeCeHHble B CrMCOK | OTMYCKa;

Il TlepeyHs HaPKOTMYECKUX W  MCUXOTPOMNHbLIX | npuaoeHua N 1 1 2 K
NIeKapCTBEHHbIX MnpenapaToB, Npu npeabsasaeHun | npukasy N 54H
peuenToB, BbIMUCAHHbIX Ha peuenTypHbIX 61aHKax

dopmbl N 107/y-HI, yTBEepKAeHHON npukasom N

54n?

4. |lcuxoTponHelie NleKapCTBEHHbIE npenaparbl, | OYHKT 4 Mpasun
BHeceHHble B Crnuncok Il MNepeyHs HapKOTUYECKUX U | OTNYCKa;
NCUXOTPOMHbIX NeKapCTBEHHbIX npenaparTos, | OYHKT 9 MNMopsaka
OTNYCKAKOTCA AN NpU NpeabsaBAeHUU peuenToB, | HA3HaYeHUs n
BbIMUCAHHbIX Ha peLenTypHbIX 6/1aHKax dopMbl N | BbINUCbIBAHUS
148-1/y-88, ytBepxkaeHHOM npukazom N 54H?

5. |HapkoTuyeckrMe M MNCUXOTPOMHblE NeKapCTBEHHble | NyHKT 4 MNpaBua
npenapatbl Cnucka Il lNMepeyHs HApKOTUYECKUX W | OTMYCKa;
NCUXOTPONHbIX JIEKAPCTBEHHbIX MPEnapaTtoB B BUAe | OYHKT 9 MNMopsaka
TpaHcAepMabHbIX TepaneBTUYECKNX CUCTEM | Ha3HAYeHUA 1
OTNYCKAKTCA N NpU NpefbsaBAeHUN PeLENTOB, | BbINUCbIBAHUS
BbIMUCAHHbLIX Ha peLenTypHbIX 61aHKax dopmbl N
148-1/y-88, ytBEepaeHHOM npuka3oM N 54H7?

6. |JlekapcTBeHHble nMpenapartbl, BK/KO4YEHHble B |NYHKT 4 [NpaBun
nepeyeHb JIeKapCTBEHHbIX cpencTs ON8 | OTNYCKa;
MeaNLMHCKOro npUMeHeHus, nognexawmx | pasgens I; 11; 111
npeaMeTHO-KOIMYECTBEHHOMY YYeTy, oTnycKatoTcs |MNepeyns
21 Npu NpegbsaBAeHUN pPelenToB, BbINMUCAHHbLIX Ha | IEKapCTBEHHbIX
peuenTypHbix 6naHkax ¢opmbl N 148-1/y-88, | cpeacts
yTBEPXKAEHHOM NpuKa3oM N 54H?

7. |JlekapcTBeHHble npenapartsbl, obnagatowme | n. 4 NpaBua oTNyCKa;
aHab0/IMYEeCKON aKTUBHOCTbLHO, OTMYCKAOTCS I NMPU | 0OANYHKT 3 NyHKTa 9
npeabsBieHUN  peuenToB,  BbIMMCAHHbIX  Ha | lopsgKa HazHayeHus
peuenTtypHbiXx 6naHkax ¢opmbl N 148-1/y-88, | u BbINnUCbIBAHUA
yTBEPXKAEHHOM NpuKa3oM N 54H?

8. |JlekapcTBeHHble MpenapaTbl, coaepXalme KpoMe | NYHKT 4 Mpasun
ManblX  KOJMYECTB  HAPKOTUYECKMX  CPeAacTB, | OTNYCKa; NYHKT 5
NMCUXOTPOIHbIX BELLECTB U UX NPEKYPCOPOB Apyrue | nopsaKa
dapmakonormyeckme AKTUBHblE BellecTBa,

OTMYCKAKOTCA AU MpU NpeabsBAEHUN pPeELEnTOoB,
BbIMMCAHHbIX Ha peLenTypHbIX 61aHKax dopmbl N
148-1/y-88, ytBepxaeHHOM npuKkasom N 54H?

9. | OTNycK IeKapCTBEHHbIX NpenapaToB 6e3 peuenToB | NyHKT 5 MpaBua
ocyLecTBnseTcs am B COOTBETCTBUM c|oTnycka
MHCTPYKUMAMM no nX MeaNLMHCKOMY
npUMeHeHuno?

10. | Otnyck NleKapCTBEHHbIX npenapatoB | nyHKT 6 MpaBun

ocywlecTead€Tca M B TeYEHUE YKa3aHHOIo B

oTnycka
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peLenTe CpoKa ero AencTBmna?

11.

B c/iiyyae OTCyTCTBUS JIEKapCTBEHHOro Mpernaparta
peuent NpUHUMAETCs M Ha O6CAY)XMBaHWE B
cneayouime CpoKu:

NYHKT 6 MNMpaBun
OTMycKa

peuent ¢ nomMetkon '"statim" (HeMegneHHO)
obcny)XnMBaeTcs B TeyeHMe OfHoro paboyero
JHSI CO [OHA O06paleHns NuLa K CyobekTy
PO3HUYHON TOproeaun?

NyHKT 6 MpaBun
OTMyCKa

peLenT ¢ nomMeTKoM "cito" (cpo4Ho)
obcnykmBaeTcs B TeueHue fByX paboymx gHen
CO AHS 06pallleHUNs IMLA K CYyObeKTY
PO3HUYHON TOproBan?

NYHKT 6 MpaBun
OTnycKa

peuent  Ha
BXOASAWMA B
NIeKapCTBEHHbIX

NeKapCTBEHHbIN npenapar,
MWHUMaJIbHBIA ~ aCCOPTUMEHT

npenapartos ans
MEJULMHCKOIO MPUMEHEHUS, HEOBXOAUMBbIX
AN OKasaHMs  MEAMUMHCKOM  MoMoLu,
obcny)KmMBaeTca B TedeHMe natn paboumx gHen
CO [JHsA obpaweHus mua K CyObeKTy
PO3HWYHOW TOProBaAn?

NYHKT 6 MNMpaBun
OTMYyCKa

12.

O6cnyXmBaetcs NN peuenT Ha JIeKapCTBEHHbIN
npenapaTt, OTMNyCKaeMblit 6ecniatHO WAKM  co
CKUOKOM W He BoweAwuA B MUHUMAJbHBIN
aCCOPTUMEHT  JIEKAPCTBEHHbIX MpPenapaToB  AJis
MEJMLMHCKOTO MPUMEHEHUS, HEOBXOAUMbIX ANs
OKasaHMs MeAMUMHCKON MOoMOLIKY, B TEYEHUE
jecatn paboumx AHen co gHsA obpalleHus nauua K
CyOBbEKTY PO3HUYHOM TOProBaAN?

NyHKT 6 MNMpaBun
OTMycKa

13.

O6CNyXMBaKOTCA I pPeLenTbl Ha JIEKAPCTBEHHbIE
npenaparbl, HasHa4yaeMble no peLleHno
Bpa4yebHOM KOMUCCUMKN, B TEYEeHMe NATHaAUATU
paboumnx AHeNn co AHsA obpalleHns nLa K CyObekTy
PO3HUYHOM TOproBan?

NyHKT 6 MNMpaBun
OTMycKa

14.

OTnycKaloTCs N IeKapCTBEHHbIE MpenapaTthbl Mo
peuenTaM ¢ UCTEKLIMM CPOKOM AeNCTBUA?

NyHKT 6 MNMpaBun
OTMycKa

15.

OcylLecTBAAETCA M NPU UCTEYEHUM  CPOKa
JEeVCTBUA peLenTta B Nepuop, HaXoXAeHUs ero Ha
OTCPOYEHHOM 06CNYKMBAHUM oTnycK
JIEKapCTBEHHOrO Mpenaparta Mo TakoMy peLenty
(6e3 ero nepeodpopmaenms)?

NyHKT 6 MpaBun
OTMycKa

16.

JlekapcTBeHHble npenapatbl OTNYCKAalTCA N B
Ko/m4yectBee, YKa3zaHHOM B peu,enTe?

nyHKT 7 MpaBun
OTNYyCKa; NPUJIOXKEHUS
N 1 n N 2 lNopsagka
Ha3Ha4yeHusa u
BbIMMCbIBAHUS

17.

dapMaLeBTUHECKUIA  PabOTHUK  OTMYCKaeT un
npefenbHo JoMNycTUMOE WAM PEKOMEH/I0BaHHOe
KO/IMYECTBO  JIEKApPCTBEHHOrO Mpenapata  Ans

nyHKT 7 MpaBun
OTnycKa
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BbIMMCbIBAHWNS Ha OAMH PELLENT Npu NpeabsBieHnn
peLenTa ¢ NpeBbIlEeHNEM NpeaenbHO AONYCTUMOro
g pPEKOMEH10BaHHOIO KOJIYecTBa
JIeKapCTBEHHOro npenapata Afs BbINUCbIBAaHUA Ha
OMH PEeLENT C MPOCTaBJEHUEM COOTBETCTBYIOLLEN
OTMETKM B peuente?

18.

oTnyckK JIeKapCcTBEHHOIO npenapara
OCYLUECTBASIETCA N B MNEPBUYHON M BTOPUYHOM
(noTpebuTtenbcKoim) ynakoBKax ¢ MapKUpOBKOIA?

ctatbs 46 N 61-93;

nyHKT 3 ctratbn 27 N 3-

3;

NyHKT 8 MpaBun
OTMyCKa

19.

Hapyiaetcs m nepsuYHas yMaKoBKa
JIeKapCTBEHHOro Mnpenapara npu ero oTnycke?

NyHKT 8 MpaBun
OTMycKa

20.

Mpu oTNycKe NeKapCTBEHHbIX NPenapaToB Ha
peuenTe NpPoCTaBAAETCs M OTMETKA 06 OTMyCKe
JIEKaPCTBEHHOTrO Npenaparta ¢ yKasaHueM:

NyHKT 9 MNpasun
oTrnycka

TOProBoro
KO/MYecTBa
npenapata?

HanMMeHOBaHMs,
OTNYLLEHHOTO

JIO3UPOBKN 1"
JIeKapCTBEHHOTO

nyHKT 9 MpaBun
oTnycka

dbamMuAuK, uUMeHu, otdectBa (Mpu HaAMuUK)
MeOULIMHCKOro paboTHMKa B cnyyasx,
yKasaHHbIX B ab3ale 4eTBEepPTOM MYHKTa 7 M
ab3alle TpeTbeM nyHkTa 10 MNpaBun otnycka?

nyHKT 9 MpaBun
OTnycKa

PEKBM3UTOB [OKYMEHTa, YAOCTOBEPSIOLLErO
JIMYHOCTb INLA, NMOJYYMBLLETO JIEKAPCTBEHHbIN
npenapat, B Cjy4ae, YKasaHHOM B NyHKTe 20
MpaBun otnycka?

NyHKT 9 MNMpaBun
OTNycCKa

dbamMmaumn, uMeHu, otdyectBa (Mpu HaaMuUK)
dapmaueBTUYeckoro paboTHUKA, OTMYCTMUBLUErO
JIeKapCTBEHHbIN Npenapar, U ero noanucun?

NOYHKT 9 MNpasun
oTrnycKa

JaTbl OTMYCKa IeKapCcTBEHHOro Npenapara?

nyHKT 9 MpaBun
OTNnycKa

21.

PeuenT ¢ oTMETKOI BO3BpaLLAETCs /I NMPU OTMNYyCKe
JIEKApCTBEHHbIX  NpenapaToB no peuenTy,
BbIMMCAHHOMY Ha peuenTypHoM 6iaHke dopmbl N

nyHKT 10 MpaBun
OTMYCKa;
npuaoxexHue N 2

107-1/y, ytBepXaeHHoOM npukasoM N 54H, cpok
[EeNCTBMA KOTOPOro COCTaBASET OAMH roa?

MopsaKa HazHavYeHuUs

1 BbINMNCbIBAHUA

22.

Mepepaetcs nn dpapMaueBTUHECKMM PaBOTHUKOM
nmuy, npuobpeTatoLemMy (nonyuarowemy)
JIEKApCTBEHHbIE npenaparbl no peuenTy,
BbIMMCAHHOMY Ha peuenTypHOoM 6naHke dopmbl N
148-1/y-04 (n), yTBep>kaeHHOM npukaszoM N 54H,
unn dopmbl N 148-1/y-06 (n), yTBEpXAEHHOM
npukazomM N 54H, 3anOJIHEHHbIA KOPELIOK TaKoro
peuenTta?

nyHKT 11 MpaBsun
oTnycka

23.

lMpocTtaBngeTca AM Npu OTNyCKe HapKOTUYECKOro u
NCUXOTPOIHOrO JIEKapCTBEHHOro npenapara Cnmcka

nyHKT 12 Mpasun
OTNycCKa
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Il MNepeyns
JIeKapCTBEHHbIX

HapKOTUYECKMX W MCUXOTPOMHbIX
npenapatoe Ha peuente o6
OTNYyCKE  JIEKapCTBEHHOro npenapata  ne4arb
opraHusaluM, B  KOTOPOM YKasaHO MoJjiHoe
HaMMeHoBaHue (Npu Hann4um nevatu)?

24. |Ha peuente uam Kopellke peuenTta yKa3biBaeTcs /in | nyHKT 13 Mpasun
ToyHoe BpeMs (B yacax M MuUHyTax) OTMYCKa | OThycKa
MMMYHOOMOJIOrMYECKOro JNIeKapCTBEHHOIO
npenapara?

25. | UMMyHoGMoNormyeckue neKapcTBeHHble | NYHKT 13 MNpaBun
npenapatbl  OTMNYCKAlOTCA AM NPUM  HaAMuKMM | OTNYCKa
cneunanbHOro TEpMOKOHTENHepa?

26. | OcTaloTcs M XpaHATCA /i y cyObeKkTa obpalueHms | nyHKT 14 MNpasun

JIEKAPCTBEHHbIX CPEeACTB peuenTtbl (C OTMETKoW
"JlekapCTBEHHbIM NpenaparT oTnyLweH") Ha:

oTnycKa

HapKoTMYecKue u NCUXOTPONHbIEe
NeKapcTBeHHble npenapatbl Cnncka Il MepeyHs
HaPKOTMYECKUX n NCUXOTPOIHbIX
NleKapCTBEHHbIX NPEnapaToB - B TeYeHue NATU
ner?

NyHKT 14 Mpasun
OTnycKa

NCUXOTPOMHbIE  NIEKAPCTBEHHblE  Mpenaparthbl
Cnoucka Il TepeyHa  HAPKOTUYECKUX U
NMCUXOTPOIHbIX JIEKAPCTBEHHbIX NpenapaToB - B
TeyeHue naTm net’?

nyHKT 14 MpaBun
OTMnycCKa

NleKapCTBEHHble  Mpenapatbl, OTNyCKaeMble
6ecnnaTtHO UM CO CKMAKOM, - B TeYEHUE Tpex
ner?

NyHKT 14 Mpasun
OTnycKa

KOMOWHUpPOBaHHbIE NleKapCTBEHHbIE
npenapatbl, cogepkawme  HapKoTUYecKue
cpeactBa  WAM NCUXOTPOMHbIE  BeLLeCTBa,
BHeceHHble B Cnuckn 1l mn Il MNepeyns
HapKOTUYECKMX 7 NCUXOTPOIHbIX
NIEeKapCTBEHHbIX NpenapatoB, U3roTOBNIEHHbIE B
anTeyHoM opraHunsaumm, - B TedeHue Tpex fet?

NyHKT 14 Mpasun
oTrnycKa

NleKapCcTBeHHblE  Mpenapatbl, o6najarolime
aHaboIMYeCKON aKTUBHOCTbIO, - B TEYEHUE TPeX

NyHKT 14 Mpasun
OTNycCKa

netr?
JIeKapCTBEHHblE  Mpenapatbl, nogjexkalme
npeaMeTHO-KO/IMYECTBEHHOMY  Y4eTy, - B

Te4yeHune Tpex ner?

nyHKT 14 MpaBun
OTnycKa

NleKapCcTBeHHble  MpenapaTtbl B XKWUOKOM
nekapcTBeHHOM GopMe, codepXaliue 6onee
15% >TnMnoBoro cnuprta oT ob6beMa FOTOBOW
NPoAYKUUMN, - B TEHEHNE TPeX MecsLeB?

NyHKT 14 Mpasun
OTnycKa
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MHble JleKapCcTBEHHblE npenapartsbl,
oTHocawmeca no ATX K aHTUMNCUXOTUYECKUM
cpeacteaM (kog, NO5SA), aHKcuonuTMKaM (Kop,
NO5B), CHOTBOPHbIM U CeAaTUBHbLIM CpeacTBaM
(kop, NO5C), aHTMaenpeccaHTaM (kog NO6GA) u
He nogaexauime npegMeTHo-KOJIM4eCTBEHHOMY
YYEeTy, - B Te4eHune Tpex MecsLeB?

nyHKT 14 MpaBun
oTnycka

27.

Peuentbl, He ykKa3aHHble B nyHKTe 14 [lpaBun
OTNyCKa, OTMeYaloTCA am LTaMMnoMm
"JlekapcTBEHHbIN NpenapaT oTnyLieH"?

nyHKT 15 Mpasun
oTnyckKa

28.

PeuenTtbl, He yKa3aHHble B nyHKkTe 14 [lpaBun
OTMNYyCKa, BO3BPALLAOTCA JIM JiMUy, MNOJIyYMBLUEMY
JIeKapCTBEHHbIN npenapar?

nyHKT 15 MpaBsun
OTnycKa

29.

MiMeeTca a1 KypHa, B KOTOPOM PermcTpupyrorcs
peuenTbl, BbINMCaHHbIE C HapyleHuem [IpaBun
OTMYCKa, C YKa3aHMeM:

nyHKT 15 MpaBsun
OTNycCKa

BbISIBIEHHbIX
peuenTa?

HapylleHun B  0odOpMJIEHUN

nyHKT 15 MpaBun
oTnycka

dbamMmaumn, uMeHu, otdectea (Mpu HaaMuUM)
LA, BbINUCABLLEro peLent?

nyHKT 15 MpaBun
OTNnycCKa

HaMMeHOBaHWUS MeULMHCKOM opraHM3aLmmn?

nyHKT 15 Mpasun
OTnycKa

NMPUHATBIX Mep?

nyHKT 15 MpaBun
oTnycka

OrpaHunyeHus,

HanaraeMble Ha ¢apMaLEeBTUYECKMX PaBOTHUKOB MNPW  OCYLLECTBAEHUU UMM

npodeccnoHanbHoM aeatenbHocTu (cTatba 74 PeagepanbHOro 3akoHa ot 21 Hoa6ps 2011 r. N 323-

®3 "O6 ocHoBax OXpaHbl 340pOBbA rpakgaH B Poccuitckon depepauun” (CobpaHue
3aKoHogaTenbcTBa Poccuinckon Pepepaumm, 2011, N 48, c1. 6724; 2017, N 31, cT. 4765) (panee - N
323-03)

30. NoAnNyHKTbl 2 U 4

dapMaueBTUYECKME PAaBOTHUKU WU PYKOBOAUTENN
anTe4YHbIX OpraHM3auumn:

NyHKTa 2 ctatbn 74 N
323-03;

nyHKT 17 MpaBsun
OTnycKa

Monay4alT M OT KOMMaHWKW, npeacTaBuUTeNs
KOMMaHun o6pasupl NIeKapCTBEHHbIX
npenapaTtoB A5 BPyYeHUs HaceneHuo?

NOANYHKTbI 2 N 4
nyHKTa 2 ctratbn 74 N

323-03;

nyHKT 17 MpaBsun
oTnycka

NpeaocTaBAAT JIN HACENEHUIO HEeJOCTOBEPHYHO
n (Mnn) HenosHy MHOpPMaLMIO O HaAUuUn

JIeKapCTBEHHbIX npenaparos, BKNtOYas
JIeKapCTBEHHblE npenaparbl, nmetome
0[lMHaKoBOE MeXayHapogHoe

HenaTteHToBaHHOe HauMeHOoBaHue?

NOANYHKTbI 2 N 4
nyHKra 2 cratbn 74 N

323-03;
nyHKT 17 Mpasun
oTnycka



consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A49C1315B77D4DA9B2B1F21D378ECA8B193AD01626E951ADH0O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67AA991117B57D4DA9B2B1F21D378ECA8B193AD01627E956ADH2O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67AA991117B57D4DA9B2B1F21D378ECA8B193AD01627E956ADH2O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67AA991117B57D4DA9B2B1F21D378ECA8B193AD01626EF55ADH5O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A49C1315B77D4DA9B2B1F21D378ECA8B193AD01626E951ADH0O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67AA991117B57D4DA9B2B1F21D378ECA8B193AD01627E956ADH2O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67AA991117B57D4DA9B2B1F21D378ECA8B193AD01627E956ADH2O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67AA991117B57D4DA9B2B1F21D378ECA8B193AD01626EF55ADH5O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A49C1315B77D4DA9B2B1F21D378ECA8B193AD01626E951ADH0O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67AA991117B57D4DA9B2B1F21D378ECA8B193AD01627E956ADH2O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67AA991117B57D4DA9B2B1F21D378ECA8B193AD01627E956ADH2O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67AA991117B57D4DA9B2B1F21D378ECA8B193AD01626EF55ADH5O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67AA991117B57D4DA9B2B1F21D378ECA8B193AD01626EF52ADH5O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A49C1315B77D4DA9B2B1F21D378ECA8B193AD01626E951ADH5O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A49C1315B77D4DA9B2B1F21D378ECA8B193AD01626E951ADH5O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A49C1315B77D4DA9B2B1F21D378ECA8B193AD01626E951ADH5O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A49C1315B77D4DA9B2B1F21D378ECA8B193AD01626E951ADH5O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A49C1315B77D4DA9B2B1F21D378ECA8B193AD01626E951ADH5O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A49C1315B77D4DA9B2B1F21D378ECA8B193AD01626E850ADH3O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A49C1315B77D4DA9B2B1F21D378ECA8B193AD01626E951ADH5O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A49C1315B77D4DA9B2B1F21D378ECA8B193AD01626E858ADH0O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A49C1315B77D4DA9B2B1F21D378ECA8B193AD01626E951ADH5O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A49C1315B77D4DA9B2B1F21D378ECA8B193AD01626E858ADH0O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A49C1315B77D4DA9B2B1F21D378ECA8B193AD01626E858ADH0O

CKpbIBalOT /i1 MHPOPMALMIO O  HaanUyum
NleKapCTBEHHbIX NMPEnapaToB, UMeloLLNX Gonee
HU3KYIO LieHYy?

NoANyHKTbI 2 U 4

nyHKTa 2 ctatbn 74 N

323-03;

NyHKT 17 Mpasun
OTnycKa

TpeboBaHMs K

OTNMYCKY HaAPKOTUYECKUX MU

NMCUXOTPOMHbIX

JNNIEKAPCTBEHHbIX

npenaparos,

JIEKApPCTBEHHbIX MpenapaTtoB, 061a4aloWmux aHaboMYECKON aKTUBHOCTBIO, MHbIX JIEKAPCTBEHHbIX
npenapartos, NoANeXallnX NPeiMeTHO-KONYECTBEHHOMY y4YeTy

31.

OTtnyck HapPKOTUYECKMX u NMCUXOTPOMHbIX
JIEKAPCTBEHHbIX MNPEnapaTtoB OCYLIECTBASETCA /N
dapMaueBTUYECKMMU paboTHUKaMy,
3aHMMAOWKUMN  [IO/DKHOCTW,  BKJ/IIOYEHHblIE B
MNepeyeHb AOMKHOCTEN?

nyHKT 19 Mpasun
OTMYCKQ;

[MepeyeHb
JOJIKHOCTEN

32.

OTnyck NeKkapCTBEHHbIX MpenapaTtos, 06/1aAatoLmx
aHaboNMYeCcKoM aKTMBHOCTLIO, OCYLLECTBASETCS Jin
dapMaueBTUYECKMMU paboTHUKaMy,
3aHMMAWUMN  OO/MKHOCTU,  BKJ/IIOYEHHblIE B
MNepeyeHb AOMKHOCTEN?

nyHKT 19 Mpasun
OTIYCKa;

[MepeyeHb
JO/MKHOCTEN

33.

OTNyCK NIEKapCTBEHHbIX MpenapaToB, MoajexKalimx
npeaMeTHO-KOJIMYEeCTBEHHOMY yyery,
OCYyLLEeCTBAAETCS m dbapMaLeBTUYECKUMU
paboTHUKaMMU, 3aHUMaIOLWNMMU JO/HKHOCTH,
BK/ItOYEHHbIE B [lepeyeHb JoMKHOCTEN?

nyHKT 19 Mpasun
OTNYCKa;

[MepeyeHb
JO/MKHOCTEN

34.

HapkoTuyeckue M MCUXOTPOMHblE JIEKAPCTBEHHbIE
npenapatbl Cnncka Il MNepeyHs HapKOTUYECKUX U
NCUXOTPOMHbIX NeKapCTBEHHbIX npenapaToB
OTMYCKaKTCA /M NPU NPeabsBAEHUM [OOKYMEHTa,
YAOCTOBEPSIOWENO JIMYHOCTb, ANLY, YKa3aHHOMY B
peuenTte, €ro 3aKOHHOMY TMpPEACTaBUTEND WU
vy, nMetowemMy opopMIEHHYIO B COOTBETCTBUN C
3aKkoHogaTtenbctBoM  Poccuiickonn  ®depepauum
[JOBEPEHHOCTb Ha MpaBO  MNOJYYEHUS  TaKUX
HaAPKOTMYECKUX W MCUXOTPOIHbIX JE€KAPCTBEHHbIX
npenapartos?

nyHKT 20 MpaBun
OTNnycCKa

35.

BblZaetcs M nocie OTnycka HApKOTUYECKUX W
NCUXOTPONMHbIX IEKAPCTBEHHbIX NpenapaTtoB Cnucka
Il n Il MepeyHs HapKOTUYECKUX M MCUXOTPOMHbIX
JIEKAPCTBEHHbIX MPENapaToB CUrHaTypa C XeNTom
NoJIOCON B BEPXHEM YacTM M HALAMMUCbIO YEPHbLIM
wpndtoM Ha Hen "CurHatypa', B KOTOpOM
YKa3blBaloTCS:

nyHKT 22 MpaBun
OTNnycKa

HaMMEHOBaHME W afpec MECTOHAXOXAEHUS
cybbekTa obpalleHUs JIeKapCTBEHHbIX cpeacTs?

NyHKT 22 MpaBun
OTnycKa

HOMep 1 AaTa BbiNMCaHHOro peuenTa’?

NyHKT 22 MpaBun
OTNycCKa

baMunms, uMs, oT4ecTBo (Mpu HaAMuMmM) AnLa,
[N1 KOTOPOro npegHasHayeH JIEKapCTBEHHbIN
npenapar, ero Bo3pact?

NYHKT 22 MNpasun
OTnycKa



consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A49C1315B77D4DA9B2B1F21D378ECA8B193AD01626E953ADH7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A49C1315B77D4DA9B2B1F21D378ECA8B193AD01626E953ADH7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A49C1315B77D4DA9B2B1F21D378ECA8B193AD01626E953ADH7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A49C1315B77D4DA9B2B1F21D378ECA8B193AD01626E953ADH7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF66A39B1F14B77D4DA9B2B1F21D378ECA8B193AD01626EB50ADH2O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF66A39B1F14B77D4DA9B2B1F21D378ECA8B193AD01626E956ADHFO
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF66A39B1F14B77D4DA9B2B1F21D378ECA8B193AD01626E956ADHFO
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A49C1315B77D4DA9B2B1F21D378ECA8B193AD01626E950ADH2O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF66A39B1F14B77D4DA9B2B1F21D378ECA8B193AD01626E956ADHFO
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A39F1E17BA7D4DA9B2B1F21D378ECA8B193AD01626E850ADH7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A49C1315B77D4DA9B2B1F21D378ECA8B193AD01626E950ADH3O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A39F1E17BA7D4DA9B2B1F21D378ECA8B193AD01626E850ADH7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A39F1E17BA7D4DA9B2B1F21D378ECA8B193AD01626E850ADH7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A49C1315B77D4DA9B2B1F21D378ECA8B193AD01626E950ADH3O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A39F1E17BA7D4DA9B2B1F21D378ECA8B193AD01626E850ADH7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A39F1E17BA7D4DA9B2B1F21D378ECA8B193AD01626E850ADH7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A49C1315B77D4DA9B2B1F21D378ECA8B193AD01626E950ADH3O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A39F1E17BA7D4DA9B2B1F21D378ECA8B193AD01626E850ADH7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A49C1315B77D4DA9B2B1F21D378ECA8B193AD01626E951ADH0O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67AA991117B57D4DA9B2B1F21D378ECA8B193AD01627E956ADH2O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67AA991117B57D4DA9B2B1F21D378ECA8B193AD01627E956ADH2O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67AA991117B57D4DA9B2B1F21D378ECA8B193AD01626EF55ADH5O

HOMEp  MeAMUMHCKOM  KapTbl  MauMeHTa, | OYHKT 22 MpaBun
MONYYaloLEro  MEAMLMHCKYIO  TMOMOLb B | OTMNycKa
aMByNaTopHbIX  YCAOBUAX, AN KOTOpPOro
npeaHasHayeH fIeKapcTBEHHbIN Npenapar?

bamMmamna, wuma, ortdectBo (Mpu  Haamumm) | nyHKT 22 MNpasun
MeOULUMHCKOTO  pabOoOTHMKA,  BbIMMCABLLErO | OTMNYCKa
peuenTt, €ero KOHTaKTHbIM TenedoH smbo
TenedoH MeANUMHCKOM opraHmnsaumnmn?

NyHKT 22 Mpasun

cofiep)aHue peLienTa Ha IATUHCKOM A3bIKe?
oTrnycKa

damMuamnsa, ums, otdecTBo (Npu Haanuum) U | NyHKT 22 MNpasun
noanuce  ¢papMaueBTMyeckoro  paboTHMKA, | OTMycKa
OTMYCTMBLLErO IeKAPCTBEHHbIN Npenapat?

NyHKT 22 MpaBun

aTa OTIMyCKa JIeKapCTBEHHOrO npenapara’?
A 4 P P P OTNYyCKa

TpeboBaHMsA K OTMYCKY JIEKAPCTBEHHbIX MpPenapaToB Mo TpeboBaHUAM-HAKNaAHbIM MeANLUHCKUX
opraHusauuii, MHAMBUAYaNbHbIX NPeANnpPUHUMATENEN, UMEILNX JIMLEH3UIO Ha MeAULMHCKYIO
NeATeNnbHOCTb

36. NYHKT 26 MNpaBun
Nmeetca nn Ha TpeboOBaHMAX-HAKNA[HbIX Ha | OTMYyCKa;
rnoJjlyyeHue JIeKapCTBEHHbIX NPenapaToB: MNpunoxenne N 13

rnassbl 1l MHCTpYKUmK

NYHKT 26 Mpasun
OTNYCKa;
MNpunnoxeHnem 13
rnasbl 1l MHCTpyKuumn

wramn?

NyHKT 26 MpaBun
OTMYCKa;
MNpunnoxenne N 13
rnasbl I MHCTpYKUmn

Kpyrsias neyatb MeAULIMHCKOWN opraHmsaumm?

NyHKT 26 Mpasun
noAnucb  ee  pykoBoauTenss  WAM  €ro | OTAYCKa;
3aMecTuUTeNs no nedebHon yactn? MNpunoykeHme N 13
rnasbl [l MHCTpYKUmK

NYHKT 26 MNpaBun
OTNYCKa;
Mpunoxenune N 13
rnasbl 1l MHCTpYKUmK

HOMep OKyMeHTa?

NYHKT 26 MpaBun
OTNYCKa;
Mpunnoxenne N 13
rnasbl 1l MHCTpyKuumn

[laTa coCTaB/IeHNs IOKyMeHTa?

HauMMeHOBaHWe OTMNPaBUTENS NEKAPCTBEHHOrO | NYHKT 26 Mpasun
npenapara’? OTMYCKa;
MNpunnoxenne N 13
rnasbl I MHCTpYKLumn
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HauMMeHOBaHWe noay4vaTeNns JNeKapcTBEHHOro
npenapata?

NYHKT 26 MpaBun
OTNYyCKa;
MpunnoxexHne N 13

rnasbl 1l MHCTpyKUuumn

HaMMeHOBaHMe JIeKapCTBEHHOrO MpenapaTta Ha
NaTUHCKOM fA3blKe (C yKasaHWeM [I03UPOBKU,
$opMbl BbINYyCKa, BMAa YMaKOBKKU, cnocoba
npuMeHeHns)?

NyHKT 26 MpaBun
OTMYCKa;
[Mpuanoxenme N 13

rnasbl I MHCTpYKLumn

KOJIMYECTBO 3aTpebOoBaHHbIX JIEKAPCTBEHHbIX
npenapartos?

NyHKT 26 Mpasun
OTMYCKa;
Mpunoxenne N 13

rnasbl I MHCTpYKUmK

KOJIN4eCTBO n CTOMMOCTb
JNNIEKAPCTBEHHbIX npenapaTOB?

OTMYLEHHbIX

NYHKT 26 MNpaBun
OTNYCKa;
MNpunoxenne N 13

rnasbl 1l MHCTpYKUmn

37. OcywectBnsgercs AM  OTNYCK MO  OTAENbHbIM | NYHKT 27 MpaBun

TpeboBaHUAM-HaK/1aAHbIM: OTNnycKa
HapKOTUYECKUX 7] NMCUXOTPONHBIX | OYHKT 27 MNpaBun
neKapctBeHHbIXx npenapatoB Cnmcka Il wm |l | oTnycka
lMepeyHss HapKOTMYECKMX W MCUXOTPOIHbIX
JNIeKapCTBEHHbIX MpenapaToB?

NEeKaApCTBEHHbIX  MpenapatoB, noAanexawmx | nyHKT 27 Mpasun
npeaMeTHO-KO/IMYeCTBEHHOMY y4eTy? OTnycCKa
MHbIX JIEKApPCTBEHHbIX MpPenapaToB, B TOM yncie | NyHKT 27 Mpasun
oTnycKaeMbix 6e3 peuenTa? OTnycKa

38. MpoctaBnsercs Ha TpeboBaHUN-HaKIaAHOM | NYHKT 29 MNpaBun
OTMETKa O KO/IMYECTBE M CTOMMOCTM OTMYLLEHHbIX | OTMYCKa
JIEKapCTBEHHbIX NpenapaToB?

39. OcywecTtBnsercs XpaHeHune TpeboBaHuii- | nyHKT 30 Mpasun
HaKNagHbIX, no KOTOpbIM OTNYLEHbI | OTNYCKa
JNIeKapCTBEHHbIE Npenaparbl:

Ha HapKoTU4YeCcKne n ncuxoTponHble | nyHKT 30 MNpaBun
neKapcTBeHHble npenapatbl Coucka 1l um [l |oTnycka
lMepeyHs HAPKOTMYECKUX W MCUXOTPOMHbIX
NleKapCTBEHHbIX MpenapaToB - B Te4yeHue MNATU
ner?
Ha JieKapCTBeHHble npenapaTtbl, nogsexauwme | nyHKT 30 MpaBun
npeaMeTHO-KO/IMYECTBEHHOMY  y4eTy, - B|OTNycKa
TeyeHue Tpex NeT?
Ha MWHble JNleKapCTBEHHble npenapatbl - B |NyHKT 30 MNpaBun
TeYeHue ogHoro roaa? OTNnycCKa

40. Cobntogaetcss 3anpeT Ha HapylleHue nepBUMYHOM | OYHKT 31 MpaBun

YMaKoBKM JIEKApPCTBEHHOro npenapata npu ero
oTnycKe no TpeboBaHUIO-HaKJ/1aAHOM (3a
UCK/IIOYEHNEM CYObEKTA PO3HMYHOW TOPrOBJIM,

OTMyCKa
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UMEIOLLIET0  JIMLIEH3MIO  Ha  dapMaLeBTUYECKYHO
JeaTeNbHOCTb C npaBoMm U3roTOBNEHUS
JIeKapCTBEHHbIX NpenapaTtos)?

41. CobGntopaercs M 3anpeT Ha OTNYCK JIEKAPCTBEHHbIX | MYHKT 7 MpaBun
npenapaToB B KOANMYECTBE, YKa3aHHOM B peLenTe, B | OTNYCKa; NPUJIOXKEHUS
c/yyae, korga Aana nekapcteeHHoro npenapata [N 1um N 2 Mopsaka
YCTAHOB/IEHbl  MpefesbHO  AOMYCTUMOE WM | Ha3HAYeHUs n
pEKOMEHA0BaHHOE KOAMYECTBO AJ151 BbIMUCbIBAHWS | BbINMUCbIBAHMSA

Ha OWH peuenT?

42. CobtogaeTcst M 3aNpeT Ha HapyLLUeHWe BTOPUYHOM | NYHKT 8 MpaBun
(noTpebutensckol)  ynakoBKW  JIEKAapCTBEHHOrO | OTMyCKa
npenapaTta U OTNYCK JIEKApCTBEHHOro npenapara B
NepBUYHOM yraKoBKe?

43. |CobnogaeTcs M 3amnpeT Ha OTNYCK HAapKOTUYECKMX | NYHKT 28 Mpasun
M MCUXOTPOMHBIX JIEKAPCTBEHHbIX MpPenapaTos | OTrnycKa

Cnmcka Il wn 1l TepeyHss HaApPKOTUYECKUX U
NMCUXOTPONMHBIX JIEKAPCTBEHHbIX NpenapaToB Mo
TpeboBaHUSAM-HaKNa4HbIM MHOVBUAYAJIbHOIO

npeanpuHUMatens, WMEILWEero JIMLUEH3NIO0 Ha
MeAMLMHCKYIO JeATeNIbHOCTb?

(ponxHOCTb M ®UO0 AOMKHOCTHOrO nAuua, 3ano/IHMBLIETO
NPOBEPOYHbLIA NMCT, Noanucb, pAaTta)

(/OMKHOCTL U ®UO AOMKHOCTHOrO fMUA WPULNYECKOTrOo SiMua, NPUCYTCTBOBABWETO
npu 3anofiIHeHUN MPOBEPOYHOro AUcTa, MNoAMNUCHL, AaTa)

MpunoxeHue N 25

K npukasy ®eaepanbHOM CyXObl

no Haz3opy B chepe 34paBOOXPAHEHMUS
071 09.11.2017 N 9438

®opma

NMPOBEPOYHbIA NNCT
(CNUCOK KOHTPO/IbHLIX BOMPOCOB), WUCMONb3yeMblini depepanbHON Cayx6oi
no Hag30py B cdepe 34paBOOXPaHEHUS U ee TeppuTopuanbHbIMM OpraHamu
npu MNpoBeAeHMU MNNaHOBLIX MPOBEPOK MpM OCylWwecTBAeHUN defepanbHOro
rocyfapcTBEHHOro Hag3opa B coepe obpalweHuUs NneKapCTBEHHbIX CPeacTB
(oTnycK u peannsaums JIEKApPCTBEHHLIX MpenapaToB ANS MeAULUHCKO O
NPUMEHEHUS B MEAULMHCKUX OpraHm3aumax n ux 060C0o61eHHbIX
nogpasgenennsax (UeHTpbl (oTaeneHus) obuein BpadebHoOn (cemeliHOoMn)
npakTukn, améynatopun, o¢enbauepckne n ¢enbAlepcKo-aKkyllepckue
MYHKTbl), PacrnofioKeHHble B CEeNbCKUX HaCesIeHHbIX MyHKTax)

(HaumMeHOBaHWe oOpraHa, OCYWEeCTB/SKWEro M/IaHOBYW MPOBEPKY)

1. Bug rocygapCTBEHHOro KoHTponsa (Hag3opa)
2. NpegmeT  nNnaHOBOWA NPOBEPKN KWPUAUYECKUX UL, W WHAMBUAYASbHbIX
npegnpuHuUMaTesieid  orpaHuymBaeTcss o06s3aTeNbHbIMM  TpeboBaHUAMU, COGM4EHNE
KOTOpbIX SIBNSETCS Haubosiee 3HAYMMbIM C TOYKW 3PEHUS HeponyweHus BO3HUKHOBEHUS
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Yyrpo3sbl MpUYUHEHUS Bpega XW3HW, 340POBbI0 rpaxgaH, W3M0XeHHHMW B dopme
NMPOBEPOYHOro nMcTa (CnMcKa KOHTPOJ/IbHLIX BOMPOCOB) .
3. HaummeHoBaHMe topuanyveckoro nvua, o¢ammnms, ums, oT4eCcTBO (NpU HaNU4YUN)
WHAMBUAYANbHOIr O npeanpuHUMaTens :
4. MecTo MNpOBeAEHWS M/aHOBOI MPOBEPKM C 3amno/IHEHMEM MPOBEPOYHOro AuUcTa:

5. PeKBM3UTHl NMpuKasa O NpPoBeAeHUM MNIaHOBOK MPOBEpPKU: OT

N .
6. Y4YeTHbIi HOMEp MPOBEPKW WM gaTa MPUCBOEHUSA YYETHOro HOMepa MNPOBEpKM B
EAVMHOM peecTpe MNpPOBEpPOK:
7. JONMXHOCTb, dammnnunsa " MHULMan. OOMKHOCTHOI O nmua (nuu),
npoBogswero(ux) naaHoOBY0 MPOBEPKY:

. !

2. .

8. [epeyeHb BOMPOCOB, OTpaxawwWnx cogepxaHue obaA3aTeNbHbX TpeboBaHWUiA,

OTBET Ha KOTOpble O4HO3HAYHO CBMAETE/IbCTBYET O CObGMOAEHMU WU HecobgeHUn

pUAUHECKUM TNLOM, WHAUBUAYANbHBIM NpeanpuHuMaTesnieM ob6A3aTenbHblX TpeboBaHwuii,
COCTaBAAWWNX NpegMeT MPOBEpPKK:

N Bornipockl, oTpaxkarowme cogepkaHue PekBuanTbl BbiBOg, O
n/n o6s3aTenbHbIX TpeboBaHMM HOPMATMBHbIX BbIMNOJAHEHUM
NpaBOBbIX aKTOB, C TpeboBaHUM

yKa3aHUeM MxX
CTPYKTYPHbIX €4MHML, Aa HEeT
KOTOPbIMU
YCTaHOB/IEHbI
obs3aTenbHble
TpeboBaHMUS

®epepanbHbiii 3aKkoH oT 12 anpens 2010 r. N 61-03 "O6 obpalieHnn neKapcTBeHHbIX cpeacTs”
(CobpaHue 3akoHopaaTenbcTBa Poccuitckon depepaumm, 2010, N 16, c1. 1815; 2016, N 27, cT. 4283)
(nanee - 61-03); GenepanbHbili 3aKoH OT 8 AHBaps 1998 r. N 3-®3 "O HapKOTUYECKUX CPEACTBaX U
ncuxoTponHbix BeuectBax" (CobpaHne 3akoHopaTenbctBa Poccuitckon depepaunn, 1998, N 2, cT.
219; 2016, N 27, ct. 4238) (panee - N 3-®3); [paBuraa oTnycKa SNeKapCTBEHHbIX NpenapaTos A
MEANUMHCKOTO MPUMEHEHUS, B TOM 4YUCAE MMMYHOOMONOTMYECKNX NIEKApPCTBEHHbIX MpenapaTos
anTeYHbIMWN OpraHM3aunsaMm, MHAUBUAYANbHbIMU NPEeANPUHNMATENSIMU, UMEIOLWMMU JIMLLEH3UIO Ha
dapMaLeBTUUECKYIO OeATe/IbHOCTb, YTBEPXKAEHHbIE MPUKA3OM MUHUCTEPCTBA 34PaBOOXPaHEHMUS
Poccuitckont depepaumm ot 11 urong 2017 r. N 403H (3apernctpmpoBaH MUHUCTEPCTBOM OCTULIMK
Poccuitckonn depepauumn 8 ceHtsabpa 2017 r., pernctpaumoHHbin N 48125) (panee - MNpasuna
otnycka); [MopsaoK HasHa4YeHUss W BbINWUCbIBAHUA IEKAPCTBEHHbIX MpPenapartoB, M3Aenaui
MEOULUMHCKOTO  Ha3Ha4YeHMs W CneuManu3mMpoBaHHbIX  MPOAYKTOB  JieYeOGHOro  MNuUTaHMA
YTBEPXKAEHHbIN NPUKAa3oM MUHMUCTEPCTBA 34paBOOXPAHEHUS U COLMANBHOIO pasBMTMa Poccuiickon
depepaumm ot 12 despansa 2007 r. N 110 (3apeructpmpoBaH MUHUCTEPCTBOM HOCTULMK Poccuinckom
depepaummn 27 anpensa 2007 r., pernctpaumoHHbin N 9364) ¢ M3MEHEHMAMM, BHECEHHbIMU
npuKasoM MMHUCTepPCTBA 3ApaBooxpaHeHnss Poccuinckon ®epepauunm ot 26 despans 2013 r. N 94H
(3apeructpupoBaH MuHUCTEPCTBOM tocTUUMKU  Poccuiickont depepaumm 25 wuoHa 2013 .,
peructpaumoHHsin N 28881) (manee - WHcTpykuusa); [lepeyeHb HapPKOTUYECKUX CPEJCTB,
NMCUXOTPOIHbIX BELLECTB M UX MPEKYPCOPOB, MoaJsiexawmx KoHTpoato B Poccuiickon deaepaumm,
YTBEPXKAEHHbIN MocTaHoBAeHMeM [paBuTtenbctBa Poccminckonnt ®egepaunn ot 30 utoHa 1998 r. N
681 (CobpaHune 3akoHopaTenbcTBa Poccuitckon depepaumn, 1998, N 27, ct. 3198; 2017, N 33, cT.
5182) (ganee - MNepeyeHb HAPKOTUYECKMUX U MCUXOTPONMHbIX JIEKAPCTBEHHbIX MpenapaTtos); GopMbl
O/NaHKOB peLEnTOB, COAEPXKALWMX Ha3HAa4YeHUEe HapPKOTMYECKUX CPeAcTB WU  MCUXOTPOIMHbIX
BELLECTB, MOPAAOK UX M3rOTOBAEHUS, pacnpeneneHuns, permcTpaunmn, ydeta U XpaHeHus, a Takxke
npaBuna opopMaeHus, yTBepXaeHHble NpuKazoM MUHUCTEPCTBA 34paBooXpaHeHus Poccuickom
®epepaumm ot 1 aBrycta 2012 r. N 54H (3apernctpupoBaH MUHUCTEPCTBOM HOCTULMU PoccuiicKkoi
depepaumn 15 aprycta 2012 r., peructpaumoHHbit N 25190) ¢ M3MEHEHUSAMW, BHECEHHbIMU
npukasoM MuHUCTepPCTBA 34paBooxpaHeHns Poccuickon Oeaepaumm ot 21 anpens 2016 r. N 254H
(3apernctpupoBaH  MuHucTepcTBOM tocTuummn  Poccuiickon  depepaumm 18 wuwona 2016 .,
peructpaumnoHHbii N 42887) (gpanee - npukas N 54); [lopgfok HasHaA4YeHUS U BbIMUCbIBAHUA
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JIeKapCTBEHHbIX NpenapaToB, a Takke PopM peulenTypHbIX 6/1aHKOB Ha JIeKapCTBEHHbIE NpenapaTbl,
nopsaaok oPopMIEHMS YKa3aHHbIX OM1aHKOB, MX yvyeTa U XpaHEHUs, YTBEPXAEHHbIA MPUKA3OM
MuHucTepcTBa 3apaBooxpaHeHuss Poccuiickon ®epepaumm ot 20 agekabps 2012 r. N 1175H
(3apernctpupoBaH  MuHUCTEPCTBOM tocTULUMK  Poccuiickoit depepauumn 25 uwoHa 2003 T,
perucTpaumoHHsii N 28883) ¢  M3MEHEHUSAMM, BHECEHHbIMU MNPUKA3OM  MUHUCTEPCTBA
3ApaBooxpaHeHms Poccuiickonn Pepepaumm ot 21 anpens 2016 r. N 254H (3apernctpupoBsaH
MuHKUCTepCcTBOM tocTULMK Poccuiickoin denepaumnm 18 uroHs 2016 r., perncTpaumoHHbiii N 42887)
(nanee - TlopsOOK Ha3HauyeHWs W BbINMCbIBaHWUA); [lepeyeHb IEeKAapPCTBEHHbIX CPEeACTB A/
MeAULIMHCKOrO NMPUMEHEHUS, NoAneXallunx NpeaMeTHO-KOIMYECTBEHHOMY YYeTY, YTBEPXAEHHbIN
npukasoM MuHUCTepPCTBa 34paBooxpaHeHns Poccuickon Oeagepaumm ot 22 anpens 2014 r. N 183H
(3apernctpupoBaH  MuHucTepcTBOM  tocTuummn  Poccuiickor  depepaumm 22 wwona 2014 r,
peructpaumonHsii N 33210) ¢  M3MEHEHMAMM, BHECEHHbIMM MPUKA3OM  MUHKUCTEPCTBA
3apaBooxpaHeHmsa Poccuiickon Pepepaumm ot 10 ceHTabpsa 2015 r. N 634H (3apernctpuposaH
MuHucTepcTBOM tocTUumMKn Poccuiickont ®epepaumm 30 ceHTabpss 2015 1., peructpaumoHHbin N
39063) (panee - lMepeyeHb JfleKapCTBEHHbIX cpedcTB); [opagok oTnycka ¢USUYECKUM anuaMm
JIEKapCTBEHHbIX MpenapaTtoB A/ MeAMLMHCKOTO MPUMEHEHUS, COAEpXalMX KpOMe MaJibiX
KO/IMYECTB HAPKOTMYECKMX CPeacCTB, MCUXOTPOMHbIX BELWECTB M MX MNPEKYPCOPOB Apyrue
dapmMakonormyeckMe  aKTUBHble  BELWECTBA, YTBEPXKAEHHbIA  MpWUKa3oM  MUHUCTEPCTBA
3/1paBOOXpPaHEHMA U coumanbHOro pasButnsa Poccuiickon ®epepaumm ot 17 maga 2012 r. N 562H
(3apeructpupoBaH MwuHUcTepcTBOM  tocTUUMKM  Poccuiickot Pepepaumm 1 uwoHa 2012 r.,
perucTpaumoHHsii N 24438) ¢ W3MEHEHUAMM, BHECEHHbIMM MPUKA3OM  MUHUCTEPCTBA
3apaBooxpaHeHms Poccuiickont depepaumm ot 10 ceHTabpsa 2015 r. N 634H (3apeructpuposaH
MwuHuctepctBoM toctnummn Poccnitickon ®epepaumm 30 ceHTabps 2015 r., pernctpaumoHHbin N
39063) (manee - nopsaAok); MNepeyeHb >KU3HEHHO HEOBXOAUMBIX U BaXKHEMLLMX NIeKapCTBEHHbIX
npenapatoB Ha 2016 roa, a TakKe MepeyvyeHb JIEKAPCTBEHHbIX MpenapatoB Aas MeaMLMHCKOro
NPUMEHEHNS U MUHUMAJbHbIN AaCCOPTUMEHT JIEKapCTBEHHbIX MpenapatoB, HEOOXOOAUMBIX AN
OKa3zaHua MeAMLMHCKOM MoMolM, YTBEPXKAEHHbIe pacnopsikeHneM [lpaBuTenbcTBa Poccuiickomn
depepaumn ot 26 pekabps 2015 r. N 2724-p (CobpaHue 3akoHogaTenbcTBa PoccuiicKoi
depepaunn, 2016, N 2, c1. 413) (nanee - MNepeyeHb NEKapCTBEHHbLIX NPEnapaToB, BXOAALIMUX B
MUHUMASbHBIA  accopTUMeHT); [lepedyeHb [A0/MKHOCTEN (apMaLEBTUYECKMX U MEAULMHCKUX
paboOTHMKOB B OpraHuMsaumax, KOTOpPbIM MpPEeAOCTaB/IEHO TMpPaBO OTNyCKA HAPKOTMYECKUX
JIEKAPCTBEHHbIX MpenapaToB M MCUXOTPOMHbLIX JIEKAPCTBEHHbIX MpenapaToB GU3MYECKUM NLAM,
YTBEPXKAEHHbIN NpUKaszoM MuHUCTEpCTBa 34paBooxpaHeHus Poccuiickon ®degepaummn ot 7
ceHTa6psa 2016 r. N 681H (3apermctpmpoBaH MuHMUcTepcTBOM tocTUuMn Poccuitckon degepauum 21
ceHT6psa 2016 r., peructpaumnoHHbin N 43748) (nanee - MNepeyeHb AO/MKHOCTEN)

1. HapkoTnyeckne u NCUXOTPOMHble JIEKAPCTBEHHbIE I'IYHKT3|_|paBMII

npenaparbl OTMYCKAOTCA M No peuentam? OTNyCKa
2. | MMMyHOGBUMONOIrN4Yeckue neKapcTBeHHble | nyHKT 3 [paBun
npenapatbl OTAYCKatoTCa /M No peuentam? OTnycKa

3. |HapKoTuyeckme n MCUXOTPOrHbIE JieKapCTBEHHbIe | NYHKT 4 [NpaBun
npenaparbl, BHeceHHble B Cnumcok Il TepeyHsa | oTnycka;
HapKOTUYECKUX U MCUXOTPOMHbIX JIEKAPCTBEHHbIX | NpnaoeHnsa N 1 n 2 K
npenapaTtoB, OTMYCKAOTCA X Npu npeabsasaeHun | npukasy N 54H
peuenToB, BbIMMCAHHbLIX Ha peuenTypHbIX GaHKax
dopmbl N 107/y-HIM, yTBEpXaeHHON npukasoMm N
54H?

4. |lcuxoTponHbie NleKapCTBEHHbIE npenapartbl, | OYHKT 4 MNpasun
BHeceHHble B Cnucok Il MepeyHs HapKOTUYECKUX U | OTNYCKa;
NCUXOTPOMHbIX NleKapCTBEHHbIX npenaparTos, | OYHKT 9 MNMopsaka
OTNYCKAKOTCA N MPU  NPeabsaBAEHUU PELENTOB, | HA3HAYEHUS U
BbIMUCAHHbIX Ha peLenTypHbIX 6/1aHKax GopMbl N | BbIMUCbIBAHUS
148-1/y-88, ytBepxaeHHOM npukasom N 54H?
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HapkoTuyeckue u MNCUXOTPOMHblE NEKAapCTBEHHbIE
npenapatbl Cnucka |l MepeyHsa HApPKOTUYECKUX U
NCUXOTPOMHbIX JIEKAPCTBEHHLIX MPenapaTosB B BUAe
TpaHcAepMasbHbIX TepaneBTUYECKNX cUCTeM
OTNYCKAKOTCA N NpU NpefbaBiEHUN peLLENToB,
BbIMUCAHHbLIX Ha peLenTypHbIX 61aHKax dopmbl N
148-1/y-88, yTBEpKaeHHOM NpukasomM N 54H?

NYHKT 4 MNpaBun
OTNYCKa;

NYHKT 9 MNopsaka
Ha3HayYeHus n
BbINMUCbIBAHUSA

JlekapcTBeHHble  nmpenapartsl,
nepeyeHb JIEKapCTBEHHbIX cpeacTs ans
MeAMULMHCKOro NpUMeHeHns, noanexatymx
npeaMeTHO-KO/IMYECTBEHHOMY YYETY, OTMYCKatoTCS
JIM NpU NpeabsBAEHUM PELLENTOB, BbIMUCAHHbIX Ha
peuenTypHbiXx 6naHkax d¢opmbl N 148-1/y-88,
yTBEPXKAEHHOM NpuKa3omM N 54H?

BKJ/IKOYEHHbIE B

NYHKT 4 Mpasun
OTMYCKa;
pasgens! I; 1; 1
MepeyHs
NleKapCTBEHHbIX
cpencTs

JlekapcTBeHHbIE npenaparsbl, obnagatowme
aHab0/IMYECKOM aKTUBHOCTbLIO, OTIMYCKAOTCS I NpU
npeabsaBiEHUM  PELEnTOB,  BbIMMCAHHbIX  Ha
peuenTypHbiXx 6naHkax d¢opmbl N 148-1/y-88,
yTBEPXKAEHHOM NpuKa3oM N 54H7?

n. 4 MpaBwn OTNycKa;
NOANYHKT 3 NyHKTa 9
Mopsaaka Ha3HavYeHus
M BbIMUCbIBAHUS

JlekapcTBeHHble MpenapaTbl, coAepyKalmMe Kpome
MasiblIX  KOJIMYECTB  HApPKOTMYECKUX  CPE.CTB,
NCUXOTPONMHbIX BELLECTB U UX MPEKYPCOPOB Apyrue
dapmakonoruyeckme aKTUBHbIE BeLLEeCTBa,
OTMYCKalOTCA U MpU NPeabsB/EHUM PELIENTOB,
BbIMUCAHHbIX Ha peLenTypHbIX 61aHKax dopmbl N
148-1/y-88, ytBepaeHHOM npuKkasom N 54H?

Mpasun
NYHKT 5

NYHKT 4
OTMYCKa;
nopsaka

OTNycK NIeKapcTBEHHbIX NpenapatoB 6e3 peuenTos
OCYLLECTBASETCA m B COOTBETCTBUN C
UHCTPYKLMSMU no nx MeAULMHCKOMY
NnpUMeHeHUo?

NyHKT 5 MNpasun
OTnycKa

10.

oTnyckK NIeKapCTBEHHbIX npenapartos
OCYLLECTBASETCS /1M B TEYEHWE YKa3aHHOro B
peuenTe CpoKa ero AencTeus?

NYHKT 6 MpaBun
OTnycKa

11.

B cnyyae OTCyTCTBMSA JIEKAPCTBEHHOro npenaparta
peuenT MpUMHUMAaETCs JiM Ha o6Cny)KMBaHWE B
cnepyoLpe CpoKu:

NYHKT 6 MpaBun
OTMycKa

peuent ¢ nometkon '"statim" (HeMegneHHO)
0bOCNy)KMBAeTCA B TEYEHME OJHOro pabouyero
JHS CO pAHA obpalweHus mua K Cyobekty
PO3HUYHOWN TOProBAN?

NyHKT 6 MNMpaBun
OTnycKa

peuent ¢ nometkon  "cito"  (cpoyHo)
0bcNy)XMBaeTcs B TeYeHMe ABYX paboymx gHen
CO AHA obpaleHns auua K cybbekTy

PO3HWYHOW TOproeaun?

NyHKT 6 MpaBun
OTMyCKa
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peuent Ha  JE€KapCTBEHHbIN npenapar,
BXOAALWMA B  MWHUMAJbHBIA  aCCOPTUMEHT
NIeKapCTBEHHbIX npenapartoB ans
MeAMULMHCKOIO MPUMEHEHMUS, HEOBXOAUMbIX
0N OKasaHWs  MeAMUMHCKOM  MOMOLLM,
obcny)kKMBaeTcs B Te4eHUe NATM paboymx AHemn
CO [OHA obpaweHus mua K CyobekTty
PO3HWYHON TOproBan?

NYHKT 6 MpaBun
OTNnycKa

12.

O6cnyXnBaeTcs M peuenT Ha JNEeKapCTBEHHbIN
npenapat, OTNyCKaeMblid 6ecniatHO  WAM  CO
CKUOKOM W He BoweAwuA B MWUHUMAJbHBIN
aCCOPTUMEHT  JIEKapCTBEHHbIX MpenapaToB A/
MeAMLMHCKOTO MNPUMEHEHUS, HEeOoBXOAMMbIX [As
OKa3aHMs MeJMUMHCKON MOMOLWM, B TeyeHue
necatn paboumx gHen co AHS ob6palleHus anua K
CyOBbEKTY PO3HUYHOM TOProBaAN?

NYHKT 6 MpaBun
OTMycKa

13.

O6Cny)XMBaKOTCA N peLenTbl Ha JeKapCTBEHHbIe
npenaparbl, Ha3Ha4yaeMble no peLIeHnto
BpayebHOM KOMMCCUKM, B TeyeHue MATHAALATM
pabounx aHen co AHS obpalleHus anua K cybbekTy
PO3HUYHOM TOProBan?

NYHKT 6 MNMpaBun
OTMYyCKa

14.

OTnyckaloTcsi /M JIEKAapCTBEHHbIE NpenapaTtbl Mo
peLenTam C UCTEKLLUM CPOKOM AeNCTBUA?

NYHKT 6 MNMpaBun
OTMycKa

15.

OCywlecTBAsieTcss M MPU UCTEYEHUU  CPOKa
JeNCcTBUA peuenTa B Nepuoj HaxoXKAeHUs ero Ha
OTCPOYEHHOM 06CNYKUBaAHNN OTMyCK
JIEKapCTBEHHOrO Mpenaparta Mo TakoMy peLenTy
(6e3 ero nepeodpopmienms)?

NyHKT 6 MNMpaBun
oTnycka

16.

NekapcTBeHHble npenapatbl  OTMYCKAOTCA /i1 B
KO/IMYECTBE, YKa3aHHOM B peuenTe?

NyHKT 7 Mpasun
OTNyCKa; NpUAOXKEHNS
N 1 u N 2 lNopsagka
Ha3Ha4yeHusa u
BbIMUCbIBAHUA

17.

®apMaueBTUYECKUI  pabOTHUK  OTMyCKaeT Jin
npefenbHoO JOMNyCTUMOE WAM PEKOMEH/I0BaHHOEe
KO/IMYECTBO  JIEKAPCTBEHHOrO Mpenapata  Ajs
BbIMUCbIBAHUS Ha OAMH peLEenT Npu NpeabsBaeHUN
peuenTa ¢ NpeBbILEHNEM NMpeaesibHO JONYCTUMOro
unu PEKOMEH1I0BAHHOIO KO/IMYecTBa
JIeKapCTBEHHOrO npenaparta A/s BbIMUCbIBAaHMSA Ha
OAMH peLenT C NPOCTaB/IEHUEM COOTBETCTBYHOLLEN
OTMETKM B peuente?

NyHKT 7 Mpasun
oTnyckKa

18.

oTnyckK JIeKapCcTBEHHOIO npenapara
OCYLUECTBASIETCA NN B MNEPBUYHON M BTOPUYHOM
(noTpebuTtenbcKom) ynakoBKax ¢ MapKUpOBKOIA?

ctatbs 46 N 61-D3;
nyHKT 3 ctratbn 27 N 3-
D3;

NyHKT 8 MpaBun
OTMyCKa

19.

Hapyaetcs m nepsuYHas YMaKoBKa
JIeKapCTBEHHOrO Mpenapara npu ero oTnycke?

NyHKT 8 MpaBun
OTMycKa
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20.

Mpu oTNyCcKe NeKapcTBEHHbIX MpenapaToB Ha
peLienTe NpocTaBAseTcs M oTMeTKa 06 oTnycke
JIeKapCTBEHHOrO Nnpenapara ¢ YKasaHueM:

nyHKT 9 MpaBun
oTnycka

TOProBOro  HaMMeHOBaHWS, [JO3UPOBKU WU
KO/MYecTBa  OTMNYLIEHHOIO  JIEKAPCTBEHHOrO
npenapara?

nyHKT 9 MpaBun
OTnycKa

damMmauKn, uMeHu, otdectBa (Mpu HaaMuUK)
MeOULMHCKOro paboTHMKa B cnyyasx,
YKa3aHHbIX B ab3aue 4eTBepTOM NyHKTa 7 U
ab3alle TpeTbeM nyHkTa 10 MNpaBun otnycka?

NOyHKT 9 MNpasun
OTnycKa

PEKBU3UTOB  [AOKYMEHTA, YAOCTOBEPSIOLLENO
JIMMHOCTb INLA, NMOJYYMBLLETO JIEKAPCTBEHHbIN
npenapar, B C/yyae, YKazaHHOM B nOyHKTe 20
MpaBun otnycka?

NyHKT 9 Mpasun
OTNycCKa

dbamMuAuK, uUMeHu, otdectBa (Mpu HaAMuUK)
dapmaueBTUYeckoro paboTHUKA, OTMYCTUBLLErO
NleKapCTBEHHbIN Npenapart, U ero Nnoanucu?

nyHKT 9 MpaBun
OTnycKa

[aTbl OTMYCKa IeKapCcTBEHHOro Npenapara?

NyHKT 9 MpaBun
OTNnycCKa

21.

PeuenT ¢ oTMETKOM BO3BpaLLAETCs /I NPU OTMycKe
JIEKApCTBEHHbIX  MpenapaTos no peuenTy,
BbIMMCAHHOMY Ha peuenTypHOM 6iaHke dopmbl N

nyHKT 10 MpaBsun
OTMYCKa;
npuaoxexHue N 2

107-1/y, ytBepXaeHHoM npukaszoMm N 54H, cpok
[JEeNCTBUA KOTOPOro COCTaBAsET OAMH rog?

MopaaKa Ha3HavYeHus
U BbINUCbIBaHUS

22.

MNepepaetca nn papMaueBTUHECKMM PaBOTHUKOM
vy, npuobpeTatoLeMy (nonyyarowemy)
JNIeKapCTBEHHbIE npenaparbl no peuenty,
BbIMMCAHHOMY Ha peuenTypHoM 6naHke dopmbl N
148-1/y-04 (n), yTBEpXKAEHHOM npuKazoM N 54H,
uan ¢dopmbl N 148-1/y-06 (n), yTBEp)KAEHHOM
npukazoM N 54H, 3aM0/IHEHHbIN KOPELLUOK TaKoro
peuenTta?

nyHKT 11 Mpasun
OTNycCKa

23.

MpocTaBngerca M Npu OTNYCKE HAPKOTMYECKOro U
NCUXOTPOIHOrO JIeKapcTBEHHOro npenaparta Cnmcka
Il TMepeyHs HAPKOTUYECKUX W  MCUXOTPOMHbIX
JIEKapCTBEHHbIX MpenapaTtoB Ha peuente 06
OTNYyCKE JIEKapCTBEHHOro npenapata  ne4arb
opraHmMsauMM, B KOTOPOW YyKasaHO MoOJHOe
HaMMeHoBaHMe (Npu HaMumMK nevatn)?

nyHKT 12 MpaBun
oTnycka

24.

Ha peuenTte UaM Kopellke pelenTta yKasbliBaeTcs n
TOYHoe BpeMsi (B 4Yacax M MUHYTax) OTMycCKa
MMMYHOBUONOrNYECKOTO NIEKapCTBEHHOIO
npenapara?

nyHKT 13 MpaBun
OTNnycCKa

25.

NMMyHoBUoNorMyeckme JIEKapCTBEHHbIE
npenapatbl  OTMYCKalOTCA M MPU  HaINYUK
cneumanbHOro TEPMOKOHTENHepa?

nyHKT 13 MpaBun
OTnycCKa
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26.

OcTaloTcsl U XpaHATCa N y cybbekTa obpalleHus
JIEKapCTBEHHbIX CPeAcTB peuentbl (C OTMETKOWM
"JlekapcTBeHHbIV Npenapar oTnyueH") Ha:

nyHKT 14 MpaBun
oTnycka

HapKOTUYeCKue 7 NMCUXOTPOMHbIE
neKapcTBeHHble npenapatbl Crnuncka Il MNepeyHs
HapKOTUYECKUX 7 NMCUXOTPOMHbIX
NIEKapCTBEHHbIX MPenapaToB - B Te4YeHWe MNATU
ner?

nyHKT 14 Mpasun
OTnycKa

NCUXOTPONHbIE  NIEKAPCTBEHHbIE  Mpenaparbl
Cnucka Il TepeyHs  HAPKOTUYECKUX M
NCUXOTPONMHbIX JIEKAPCTBEHHbIX NpenapaTos - B
TeYeHue naTm net?

NyHKT 14 Mpasun
OTnycKa

NIeKapCcTBEHHbIE  MpenapaTtbl,  OTMNYCKaeMble
6ecniaTHO MU/ CO CKUAKOWM, - B TEYEHME Tpex
ner?

nyHKT 14 MNpasun
OTnycKa

KOMOWHUPOBaHHbIE JIeKapCTBEHHbIE
npenapatbl, coAepXaliue  HapKoTU4eckue
CpeAcTtBa  WMAM  MCUXOTPOMHbIE  BELWEeCTBa,
BHeceHHble B Cnuckn 1l mn Il MNepeyns
HapKOTUYECKUX 7] MCUXOTPOIHbIX
NeKapCTBEHHbIX NpenapaToB, M3rOTOBJIEHHbIE B
anTe4yHoM opraHM3saumm, - B Te4eHUe Tpex neT?

NyHKT 14 Mpasun
OTnycKa

NleKapCTBEHHblE  MpenapaTtbl, o6najarouiyme
aHab0/IMYECKON aKTUBHOCTLIO, - B TEYEHUE Tpex

nyHKT 14 MpaBun
OTNyCKa

net?
JIeKapcTBEHHbIE  MpenapaTtbl, MoAJsexalline
npeAMeTHO-KOJIMYECTBEHHOMY  Yy4yeTy, - B

TeYyeHue Tpex JieT?

nyHKT 14 MpaBun
OTnycKa

NIeKapCcTBEHHblE  MpenapaTtbl B XKWUOKOM
nekapcTBeHHOM dopMe, coaepalupe 6onee
15% >3TunoBoro cnupta or ob6beMa rOTOBOW
NPOAYKLUMN, - B TEYEHUNE TPEX MecsLEeB?

nyHKT 14 MNpasun
OTnycKa

MHble JleKapCcTBEHHblE npenapartsbl,
oTHocawmeca no ATX K aHTUMNCUXOTUYECKUM
cpeacteaM (kog, NO5SA), aHKcuonuTMKaM (Kop,
NO5B), CHOTBOPHbIM U CeAaTUBHbIM CpeacTBaM
(kop, NO5C), aHTMaenpeccaHTaM (kog NOGA) u
He nogaexauime npegMeTHo-KOJIMYeCTBEHHOMY
YYeTy, - B Te4eHune Tpex MecsLeB?

nyHKT 14 MpaBsun
oTnycka

27.

Peuentbl, He ykKa3aHHble B nyHKTe 14 [lpaBun
OTNyCKa, OTMeYaloTCA am LTaMNoMm
"JlekapCTBEHHbIN NpenapaT oTnyLieH"?

nyHKT 15 Mpasun
oTnyckKa

28.

PeuenTtbl, He yKa3aHHble B nNyHKkTe 14 [lpaBun
OTMNYyCKa, BO3BPALLAOTCA JIM JiMUy, MNOJIyYMBLUEMY
JIeKapCTBEHHbIN npenapar?

nyHKT 15 MpaBsun
OTnycKa

29.

NUMeeTca nn XypHan, B KOTOPOM PErncTpupyroTcs
peuenTbl, BbIMMCAHHbIE C HapyweHuneM [Ipasun

nyHKT 15 MpaBsun
OTNycCKa
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OTNYyCKa, C YKa3aHNEM:

BbISIBJIEHHbIX
peuenTa?

HapylieHun B  0odOpMJIEHUN

nyHKT 15 MpaBun
OTnycCKa

dbaMuanM, MMeHun, otdectsa (Npu Haanumum)
JMUA, BbINUCABLLErO peLenT?

nyHKT 15 MpaBsun
OTNycCKa

HaMMeHOBaHWUS MeIULMHCKOM opraHM3aLmmn?

nyHKT 15 Mpasun
OTnycKa

NMPUHATBIX Mep?

nyHKT 15 MpaBun
OTNnycCKa

OrpaHunyeHusi, Hanaraemble Ha ¢GapMaueBTUYECKMX PabOTHUKOB MNPU  OCYLWECTBAEHUM UMM
npodeccruoHanbHOM AesTeNbHOCTU (cTaTtbs 74 defepanbHOro 3akoHa oT 21 Hos6psa 2011 r. N 323-
®3 "O6 ocHoBax OXpaHbl 340pOBbA rpakgaH B Poccuitckon ®depepauun” (CobpaHue
3aKkoHopaTenbcTBa Poccuiickon ®epepaumm, 2011, N 48, ct. 6724; 2017, N 31, cT. 4765) (nanee - N
323-03)

30. NOANYHKTbI 2 U 4

dapMaueBTUYECKME PabOTHUKM U PYKOBOAUTENN
anTeyYHbIX OpraHU3aLuit;

NyHKTa 2 ctatb 74 N
323-03;

nyHKT 17 Mpasun
oTrnyckKa

noJlyyaloT /M OT KOMMaHWW, MNpeacTaBUTENS
KOMMaHun 06pasupl NeKapCTBEHHbIX
npenapaTtoB A5 BPyYeHUs HaceneHuo?

NoAnyHKTbI 2 U 4
NyHKTa 2 ctatbk 74 N
323-03;

nyHKT 17 MpaBun
oTnycka

NpeaoCcTaBAAOT JIN HACENEHUIO HEJJOCTOBEPHYHO
n (Mnn) HenosHy MHOpPMaLMIO O HaAUuUm

NoAnyHKTbl 2 U 4
nyHKra 2 cratbn 74 N

NIEeKapCTBEHHbIX MPENapaToB, UMelLWNX Gonee
HU3KYIO LieHY?

NeKapCTBEHHbIX npenaparos, BKJIto4as | 323-93;
NIeKapCTBEHHbIE npenaparsbl, umetolwme | nyHKT 17 MNpaBun
OAMHAKOBOE MeXXAyHapoaHoe | OTMycCKa
HenaTteHToBaHHOEe HauMeHOoBaHue?

noAnyHKTbl 2 U 4
CKPbIBAOT /1M MHOOPMALMIO O HaAM4uMK | NyHKTa 2 ctaTbn 74 N

323-03;

nyHKT 17 MpaBsun
OTnycCKa

TpeboBaHMa K

OTNYCKY HapPKOTUYECKUX WU

NCUXOTPOMHbIX

NNEKAPCTBEHHbIX

npenaparos,

JIeKapCTBEHHbIX MpenapaTtoB, 061a4aloWuX aHaboIMYeCKoN aKTUBHOCTBIO, MHbIX JI€KAPCTBEHHbIX
npenapartoBs, NOANEXALUNX NPEAMETHO-KONYECTBEHHOMY YUeETY

31. Otnyck HapKOTUYECKUX 7] NMCUXOTPONHbIX | OYHKT 19 MNpaBun
JIeKapCTBEHHbIX MpenapaTtoB OCYLLECTBASETCS M | OTMYCKa;
dapMaueBTUYECKMMM paboTHuKamy, | [lepeyeHb
3aHMMaWMMMN  [IOJKHOCTU,  BKJIKOMEHHblE B | JO/MKHOCTEMN
MNepeyeHb AOMKHOCTEN?

32. OTNycK NIeKapCcTBEHHbIX NMpenapaTtoB, obaagarowmx | nyHKT 19 Mpasun

aHaboINMYECKOM aKTUBHOCTbIO, OCYLLECTBASETCA /N
dapMaLeBTUYECKMMU paboTHMKaMu,

OTMYCKa;
[MepeyeHb
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3aHUMaIOWNMM  AO/HKHOCTH,
MepeyeHb AOMKHOCTEN?

BKJ/IO4EHHbIE B

JOJ/IKHOCTEN

33. OTnycK nekapCTBEHHbIX NpenapaTtoB, nogaexalwmx | nyHkT 19 Mpasun
npeaMeTHO-KOJINYeCTBEHHOMY y4yeTy, | OTNYyCKa;
ocylecTBageTca am dapmaueBTHMUecKMMM | [lepeyeHb
paboTHUKaMy, 3aHMMaKLWMMH [OO/MKHOCTH, | AO/IKHOCTEN
BKJ/IlOYEHHble B [TepeyeHb A0MKHOCTEN?

34. HapkoTuyeckme u MNCUXOTPOMHbIE JieKapCTBEHHble | NYHKT 20 MNpasun
npenapatbl Crnncka |l NepeyHs HapKOTUYECKUX M | OTNyCKa
NMCUXOTPOIHbIX NEeKapPCTBEHHbIX npenapaTos
OTMYCKAKOTCA /I NpU MPeabIABAEHUN [OKYMEHTA,
YOOCTOBEPAOWEro JIMYHOCTb, /MUY, YKa3aHHOMY B
peuente, ero 3aKOHHOMY MpeacTaBUTENO WU
nuy, nMeroleMy opopMJIEHHYHO B COOTBETCTBMU C
3aKOHOATENBCTBOM Poccuitckon — depepaunmn
[OBEPEHHOCTb Ha nMpaBO MOAYYEHUS  TaKMUX
HAapKOTUYECKMX M MNCUXOTPOIMHBIX JIEKAPCTBEHHbIX
npenapaTtos?

35. Bblgaetca AM nocne OTnyCKa HApKOTUMYECKUX W | NyHKT 22 Mpasun

NCUXOTPONHbIX JIEKAPCTBEHHbIX NMpenapatoB Cnmcka
II n 1l TMepeyHsa HapKOTUYECKUX M MNCUXOTPOMHbIX
JIEKapCTBEHHbIX MpenapaToB CUrHaTypa C >KenTomn
MoOJIOCOM B BEPXHEM YacTU U HAAMUCbID YEpPHbIM
wpuptoMm Ha Hen "CurHatypa", B KOTOpOM
yKa3bIBaOTCA:

OTMyCKa

HaMMeHOBaHWEe U afpec MeCTOHAXOXAEeHMs
cybbeKTa ob6paLleHNs NeKapCTBEHHbIX CPeacTB?

NyHKT 22 NMpaBun
oTnycka

HOMep U JaTa BbINMCaHHOIO pelenTa?

OYHKT 22 MNpasun
OTMycKa

bamMuaus, uMs, oT4ecTBO (NPU HaANYUK) NULA,
1Sl KOTOPOro MpefHa3HayeH JIeKapCTBEHHbIN
npenapar, ero Bo3pact?

nNyHKT 22 MpaBun
OTnycKa

HOMEp  MeAMUMHCKOM  KapTbl  nNauueHTa,
MoONYYalolero  MeAUUMHCKYIO  MNOMOLlb B
aMby/NaTOpHbIX  YCIOBUSAX, AN KOTOPOro

npeaHasHayeH 1ekapcTBEHHbIM npenapar?

NYHKT 22 MNpasun
OTnycKa

dbamMuamnsa, uMs, OT4ecTBO (MpU  HaaMuUM)
MeAULMHCKOrO  paboTHMKA,  BbiNMUCABLUErO
peuent, €ero KOHTaKTHbIM TenedoH N6o

TenedoH MeANLMHCKOM opraHmnsaumnmn?

NyHKT 22 Mpasun
OTnycKa

CoepXaHue peLenTa Ha IAaTUHCKOM S3bIKe?

NyHKT 22 MpaBun
OTNnycKa

dbamMumamna, uMmsa, ortdectBo (Npu Haavuaumn) U
noanucb  papMaLeBTMYECKOTO  pPaboTHMKA,
OTNYCTUBLLErO IEKAPCTBEHHbIN NpenapaT?

NyHKT 22 NMpaBun
OTnycKa

JlaTa OTMycKa JIeKapcTBEHHOro npenapara?

NyHKT 22 Mpasun
OTNycCKa
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TpeboBaHMA K OTMYCKY JIEKapCTBEHHbIX MpenapaTtoB Mo TpeboBaHUAM-HAKNAAHbIM MeAULUHCKUX
opraHuMsauuii, UHAMBUAYANbHbIX NpeAnpUHUMATENEN, UMEIOWNX JIMLEH3UIO Ha MEIMLMUHCKYHO

AEATENIbHOCTb

36.

Mmeetcs am Ha
NnoJly4eHUe NeKapCTBEHHbIX MPenapaTos:

TpeboBaHUSAX-HaKNAdHbIX Ha

NYHKT 26 MpaBun
OTNYyCKa;
MpunnoxexHne N 13
rnasbl I MHCTpYKUmK

wramn?

NyHKT 26 MpaBun
OTNYCKa;
MNpunnoxenne N 13
rnasbl I MHCTpYKUmn

Kpyrnasi nevyaTb MeauLMHCKOM opraHusaumnmn?

NYHKT 26 MNpaBun
OTIYCKa;
MNpunoxenne N 13
rnasbl 1l MHCTpyKUuumn

nognuce  ee pyKoBoOAUTENS U ero
3aMecTuTens no ae4yebHom 4Yactmn?

NYHKT 26 MNpaBun
OTMYCKa;
Mpunnoxenne N 13
rnasbl I MHCTpYKLumn

HOMeEp JOKyMeHTa?

NYHKT 26 Mpasun
OTNYyCKa;
MpunnoxexHne N 13
rnasbl I MHCTpYKUmn

[laTa COCTaB/ieHMs AOKyMeHTa?

NyHKT 26 MpaBun
OTNYCKa;
MNpunnoxexHnem 13
rnasbl 1l MHCTpYKUmn

HaMMeHOBaHWE OTMNPaBUTENSI NEKAPCTBEHHOIO
npenapara?

NYHKT 26 MNpaBun
OTIYCKa;
MNpunoxenne N 13
rnasbl 1l MHCTpyKuumn

HaMMeHOBaHMe Mony4yaTens JieKapcTBEHHOIro
npenapara’?

NYHKT 26 MNpaBun
OTMYCKa;
Mpunnoxenne N 13
rnasbl I MHCTpYKUmn

HaMMeHOBaHWe JIEKAapCTBEHHOrO Mnpenaparta Ha
NAaTUHCKOM si3blKe (C YyKa3saHWEM [03UMPOBKM,
dopMbl  BbIMyCKa, BWAA YMaKoBKKM, crnocoba
npuMeHeHns)?

NYHKT 26 MpaBun
OTNYyCKa;
MpunnoxexHne N 13
rnasbl [l MHCTpYKUmK

KOJIMYECTBO 3aTpebOoBaHHbIX JIEKAPCTBEHHbIX
npenapartos?

NyHKT 26 MpaBun
OTNYCKa;
MNpunnoxenne N 13
rnasbl 1l MHCTpYKUmK

KONMYECTBO U CTOUMOCTb
JIeKapCTBEHHbIX MpenapaTos?

OTNYLLEHHbIX

NYHKT 26 MNpaBun
OTIYCKa;
MNpunoxenne N 13
rnasbl 1l MHCTpyKuumn
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37.

OcyuiectBnsieTcs AU OTNYCK MO
Tpe6oBaHUAM-HaKNAAHbIM:

OTAE/IbHbIM

nyHKT 27 MpaBun
oTnycka

HapPKOTUYECKUX 7 NCUXOTPOMHbIX
NeKapcTBeHHbIX npenapatoB Cnucka I wm I
lMepeyHss HapKOTMYECKMX W MCUXOTPOIHbIX
JNIeKapCTBEHHbIX MpenapaToB?

nyHKT 27 MNMpaBun
OTNnycKa

NIeKapCTBEHHbLIX  MpenapaTtoB,  MoAJeXKaLimnx
NpeaMeTHO-KO/IMYECTBEHHOMY Y4ETY?

NyHKT 27 Mpasun
OTnycKa

WHbIX IEKaPCTBEHHbIX NPenapaTos, B TOM Yucie
OTNycKaeMbIx 6e3 peuenTta?

nyHKT 27 MpaBun
oTnycka

38.

MpoctaBnsaetrca nmM Ha TpeboBaHUM-HAKNAAHOMN
OTMETKa O KOJIMYECTBE U CTOMMOCTU OTMYLLEHHbIX
JIEKapCTBEHHbIX NpenapaToB?

nyHKT 29 MpaBun
OTMnycCKa

39.

TpeboBaHW-
OTNYLLEHbI

OcyllecTBAsieTcs M XpaHeHUe
HaKNagHbIX, no KOTOPbIM
JIEKapCTBEHHbIE NpenapaTbl:

nyHKT 30 MpaBun
OTnycCKa

Ha HapKoTU4YecKne n
NeKapcTBeHHble npenapaTtel Cnmcka 1l wn 1
[MepeyHs HAPKOTMYECKUX W  MNCUXOTPOMHbIX
NEeKapCTBEHHbIX MpenapaTtoB - B TEYEHUE MATU
ner?

NMCUXOTPOIHbIE

nyHKT 30 Mpasun
OTNnycCKa

Ha JIeKapCTBEHHble Mpenapatbl, noAajexatime
NpeaMeTHO-KO/IMYECTBEHHOMY  y4eTy, - B
TeyeHue Tpex neT?

nyHKT 30 Mpasun
OTMyCKa

Ha MWHble JIeKapCTBEHHble Mpenapathl - B
TeyeHue ogHoro roaa’?

nyHKT 30 MpaBun
OTNnycCKa

40.

CobntogaeTcsa 3anpeT Ha HapylleHMe MepBUYHOM
YNaKoOBKM JIEKapCTBEHHOro npenapata npu €ro
oTnycKe no TpeboBaHUIO-HaKJ/1aAHOM (3a
UCKJIIOYEHNEM CYObeKTa pPO3HMYHOM TOProB/M,
MMEIOLLEro  JIMLEH3MIO Ha  ¢dapMaueBTUYECKYHO
[eaTenbHOCTb o npaBom W3roToBJIEHMS
JIEKapCTBEHHbIX NpenapaTos)?

nyHKT 31 Mpasun
OTnycKa

41.

CobGnofaeTcs M 3anpeT Ha OTMNYCK IEKaPCTBEHHbIX
npenapaToB B KOJIMYECTBE, YKa3aHHOM B pelenTe, B
Cnyyae, Korga pAjis JIeKapCTBEHHOro npenaparta
YCTAHOB/NEHbI  MpPEeAenbHO  JONYyCTUMOE UM
PEKOMEH0BAHHOE KOJIMYECTBO AN BbINUCbIBAHUS
Ha OfWH peuenT?

NyHKT 7 MNpasun

OTNYCKa; NPpUaoXxXeHna

N 11 N 2 lNMopaaka
Ha3HavyeHus u
BbIMUCbIBAHUSA

42.

Cobntogaetca v 3anpeT Ha HapyLleHne BTOPUYHOM
(NoTpebuTenbcko)  YNakoBKM — JIEKAPCTBEHHOMO
npenaparta 1 OTMYCK JIEKapCTBEHHOrO npenapata B
NepBUYHOM yrnakoBke?

NyHKT 8 MpaBun
OTMYyCKa

43.

Cobntogaetcs /i 3anpeT Ha OTMYCK HAaPKOTUYECKMX
M MCUXOTPOMHbLIX JIEKAPCTBEHHbLIX MNpenapaTos
Comcka 1l wn 1l TlepeyHa HaApPKOTMYECKUX U

NyHKT 28 Mpasun
OTMycKa
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MCUXOTPOMHbIX JIEKAPCTBEHHbIX MNPenapaToB Mo
TPeboBaHUSIM-HaKNa4HbIM WMHANBUAYANbHOIO
npeanpuHUMatens, WMEIOLWEro JIMUEH3UIO  Ha
MeAMLIMHCKYI0 AesTeNIbHOCTb?

(pomkHOCTL M ®UNO0 JOMKHOCTHOrO nuua, 3anofHUBLIETO
NMPOBEpPOYHbIA NMCT, Mognuchb, pAaTta)

(ponxHocTb M ®NO0 [OMKHOCTHOrO uua pUaAMYEeCcKOro nuua, nNpucyTCTBOBAaBLErO
npu 3anofiHeHNUU MNPOBEPOYHOro AucTa, nognuck, pgaTta)

MpunoxkeHune N 26

K npukasy PegepanbHOM CayXobl

no Haa3opy B chepe 34paBOOXpPaHEHNS
071 09.11.2017 N 9438

MpoBEpPOYHLIA NUCT
(CNUCOK KOHTPOJIbHLIX BOMPOCOB), WUCMONb3yeMblin defepanbHON Cnyx6oin
no Hapg3opy B chepe 34paBOOXpPaHEHUA M ee TeppuTOopuanbHbLIMU OpraHamu
npu MNpoBeAeHMU MNAaHOBLIX MPOBEPOK MpM OCYylWecTBAeHUU desepanbHOro
rocyfapcTBeHHOro Hagsopa B chepe obpaleHus ieKapCTBEHHLIX CPEeACTB
(oTnycK u peanusauus neKapCTBEHHbLIX MpenapaTtoB ANA MeAULUHCKOro
NPUMEHEHNA WHAWBUAYANIbHBIMU NpesnpuHUMaTensMmn)

(HaMMeHoBaHMe opraHa, OCYUEeCTBAAWIEro NIaHOBYKW MPOBEpPKY)

1. Bug rocygapCTBEHHOro KoHTponsa (Hag3opa)

2. NpegmeT  NnaHOBOWA NPOBEPKN KWPUAUYECKUX UL, WU WHAUBUAYASIbHbIX
npeanpuHUMaTenei orpaHu4uBaeTcs ob6si3aTenbHbMM TpeboBaHuAMKM, cobGogeHNE
KOTOpbIX SIBNSETCS Haumbosiee 3HAYMMbIM C TOYKW 3PEHUS HeaonylweHUss BO3HUKHOBEHWUS
Yyrpo3sbl MpUYUHEHUS Bpefa XW3HW, 340POBbI rpaxgaH, W3M0XEeHHbMW B dopme
NPOBEPOYHOro NucTta (Cnucka KOHTPO/bHbLIX BOMPOCOB).

3. HaumeHoBaHMWe WpMANYECKOrO Auua, odamunusa, MM, OT4HeCcTBO (MpW HaNM4num)
WHAMBUAYANbLHOrO npeanpuHUMaTens :

4. MecTOo npoBefeHus NNaHOBOW MPOBEPKW C 3afo/IHEHWEM MPOBEPOYHOro sucTa:

5. PeKBM3UTH MpuKasa O MPOBEAEHMM NAAHOBOI MPOBEPKU: OT
N .
6. YJyeTHblii HOMEp MPOBEPKM U faTa MNMPUCBOEHUS YYETHOro HOMepa MpPOBEPKU B

EQVHOM peecTpe MpoOBEpPOK:
7. JONMXHOCTD, dammnnsa n MHULMan.l AO/MKHOCTHOro  uua (nnu),

nposogswero(ux) naaHoBYl MPOBEPKY:
1

4

2. .
8. [epeyeHb BOMPOCOB, OTpaxawlMx cofepxaHue o6a3aTefbHbIX TpeboBaHuii,
OTBET Ha KOTOpble OlHO3HAUYHO CBMAETENbCTBYET O COG/MIOAEHWM WU HECOobGAEHUN
OPUANYECKUM NULOM, WHAMBUAYa/bHBIM MpeanpuHuMaTeneM o06s3aTeflbHbiX Tpe6GoBaHuii,
COCTaBMANWUX MpPeaMET MPOBEPKMU:

N Bonipockl, oTpaxkarouwme coaeprkaHue PekBu3nTbl BbiBog, 0
n/n ob6s3atenbHbIX TpeboBaHMM HOPMAaTMBHbIX BbIMNO/IHEHUM
NpaBOBbIX aKTOB, C TpeboBaHMi

®opma



yKazaHueM umx na HeT
CTPYKTYPHbIX €AUHMLL,
KOTOPbIMMU
YCTaHOB/IEHbI
obs3artenbHble
TpeboBaHus

®depepanbHbif 3akoH oT 12 anpens 2010 r. N 61-®3 "O6 obpalleHnn NekapcTBEHHbIX cpeacTB”
(CobpaHue 3akoHopaTenbcTBa Poccuitckont depepaumm, 2010, N 16, c1. 1815; 2016, N 27, cT. 4283)
(nanee - 61-®3); NpaBuia oTNycKa IEKaPCTBEHHbIX NMPenapaToB A1S MeAULMHCKOrO NPUMEHEHUS, B
TOM 4YUCAE MMMYHOOMOJIOTMYECKUX NEKAPCTBEHHbIX MpenapaTtoB, anTe4yHbIMW OpraHM3auusiMu,
MHOMBUAYANbHbIMU  NpeANnpUHMMATENSMU, UMEWMMN  NLEH3UI0  Ha  dapMaLeBTUYECKYIO
DeaTeNIbHOCTb, YTBEpPXJEHHble MNpMKa3oM MUHUCTEPCTBA  3ApaBOOXpaHeHUss  Poccuiickom
denepaunn ot 11 urong 2017 r. N 403H (3apernctpnpoBaH MUHUCTEPCTBOM OCTULIMN POCCUIACKOM
depepaunn 8 centabpsa 2017 r., peructpaumoHHbln N 48125) (nanee - MpaBuna oTnycka); NMopsaok
Ha3Ha4YeHMA U BbIMUCbIBAHUS JIEKAPCTBEHHbIX MPenapaToB, U3aeanim MegmMLUUHCKOrO Ha3HadYeHus n
Crneumnanm3npoBaHHbIX NPOAYKTOB Je4ebHOro NuTaHus, YTBEPXKAEHHbIA NpuKa3zoM MuHUCTEepCTBa
34 paBOOXpPaHEHUNsT N coupmanbHOro passutmna Poccunitckon degepaumm ot 12 pespansg 2007 r. N 110
(3apernctpmpoBaH MuHUCTEPCTBOM tocTULUMKM  Poccuiickoit ®epepauumn 27 anpens 2007 r.,
perucTpaumonHsini N 9364) Cc  M3MEHEHWAMU, BHECEHHbIMU NPUKa3oM  MUHUCTepCTBa
34paBooxpaHeHms Poccuitckon ®epepaumm ot 26 ¢espans 2013 r. N 94H (3apernctpuposaH
MuHKUCTEPCTBOM tocTULIMK Poccuiickoin ®easepaumnm 25 nioHs 2013 r., perncTpaumoHHbiii N 28881)
(nanee - MHcTpyKumsa); [OpAAOK Ha3HAYEHMS U BbINUCbIBAHUS JIEKAPCTBEHHbIX NMPENapaToBs, a TaKXe
dopM peuenTypHbix 6AaHKOB Ha JieKapCTBEHHbIE MpenapaTbl, NOPAA0K OPOPMAEHMS YKa3aHHbIX
ONaHKOB, MX Yy4yeTa M XpaHEHWs, YTBEPXAEHHbIA MPUKa3oM MUHUCTEPCTBA 34paBOOXPAHEHUS
Poccuitckonn depepauumn ot 20 gekabps 2012 r. N 1175H (3apermctpupoBaH MUHUCTEPCTBOM
tocTnumum Poccuinckon depepaumm 25 nroHa 2003 1., pernctpaumodHbin N 28883) ¢ usMeHeHMaMU,
BHECEHHbIMU NPMKA3OM MUHUCTEPCTBA 34paBooxpaHeHns Poccuimckon dOepepaumm ot 21 anpens
2016 r. N 254H (3apermctpypoBaH MUHUCTEPCTBOM tocTULMKU Poccuiickon depepauumn 18 uioHs
2016 r., peructpaumoHHbiit N 42887) (ganee - Mopagok HasHaYeHUS M BbiNUCbiBaHUA); [epeyeHb
JNIEKAapCTBEHHbIX CPeAcTB AN  MeAUMUMHCKOTO  MPUMEHEHUs, NoaJieXawmx npegMeTHo-
KOJIMYECTBEHHOMY YYETY, YTBEPXKAEHHbIN NMPUKAa3oM MUHUCTEPCTBA 34paBooOXpaHeHns Poccuickom
denepaunn ot 22 anpens 2014 r. N 183H (3apeructpupoBaH MUHUCTEPCTBOM HOCTULLIMKM POCCUIACKOM
depepaumn 22 nona 2014 r., permctpaumorHbiii N 33210) ¢ USMEHEHUAMU, BHECEHHBIMU MPUKA30M
MuHucTepcTBa 3apaBooxpaHeHus Poccuitckon ®epepauum ot 10 ceHTa6ps 2015 r. N 634H
(3apeructpupoBaH MuHUCTEPCTBOM tocTULUMKM Poccuiickon Pepepaumm 30 ceHtabpsa 2015 r.,
peructpaumoHHbin N 39063) (nanee - lNepeyeHb NleKapCTBEHHbIX cpeacTs); [opsAoK OTMycKa
OU3NYECKUM ML AM JIEKAPCTBEHHBIX MpPenapatoB Aas MeAULMHCKOTO MPUMEHEHMUS, COAEepPKaLLUX
KpOMe Ma/blX KONMYECTB HaPKOTUYECKUX CPeACTB, MCUXOTPOMHbIX BELWIECTB U MX MPEKYPCOPOB
apyrme ¢dapMakonorMieckMe akTMBHbIE BELIECTBA, YTBEPXKAEHHbIN MNpPUKa3oM MUHUCTEPCTBA
3/1paBOOXpPaHEHMS U colMasibHOro pasBuTus Poccuitckon ®egepaumm ot 17 mMasa 2012 r. N 562H
(3apernctpupoBaH  MuHUCTEpCcTBOM  tocTULUMKM  Poccuinckoit  depepauumn 1 uoHs 2012 .,
perucTpaumonHsii N 24438) ¢  WM3MEHEHUAMM, BHECEHHbIMU MNPUKA3OM  MUHUCTEPCTBA
3ApaBooxpaHeHms Poccuiickon Pepepaumm ot 10 ceHTabpsa 2015 r. N 634H (3apernctpupoBaH
MuHUCTEPCTBOM tocTULMK Poccuiickoint @epepaumm 30 ceHTAbps 2015 1., peructpauuoHHbiin N
39063) (panee - nopsaaok); [epevyeHb >KU3HEHHO HEOBXOAUMBIX U BaXKHEMLLMX NIeKapCTBEHHbIX
npenapatoB Ha 2016 roa, a TakKe MepeyvyeHb JIEKAPCTBEHHbIX MPenapatoB Aas MeaMUMHCKOro
NPUMEHEHNS U MUHUMAbHbIN aCCOPTUMEHT JIEKapCTBEHHbIX MNpenapatoB, HEOOXoAUMBbIX AN
OKa3aHMa MeaMUMHCKOM MOoMOLM, YTBEPXKAEHHbIe pacnopshkeHueM [lpaBuTenbctBa Poccuiickomn
depepaumn ot 26 pexkabpsa 2015 r. N 2724-p (CobpaHue 3akoHogaTtenbcrBa Poccuiickoi
depepaumn, 2016, N 2, c1. 413) (panee - MNepeyeHb NEKAPCTBEHHbIX MPENapaToB, BXOAALIMX B
MUHUMa/bHbIN aCCOPTUMEHT)

1. |JlekapCTBEHHble npenapaTtbl, BK/AKOYEHHble B |NYHKT 4 MpaBun
nepeyeHb JIeKapCTBEHHbIX cpencTs ON8 | OTNYCKa;
MeAULMHCKOro npuUMeHeHus, nognexawmx | pasgenst I; I1; 1l
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npeaMeTHO-KO/IMYECTBEHHOMY YYETY, OTMYCKatoTCS
JIM NpU NpeabsBAEHUM PELLENTOB, BbIMUCAHHbIX Ha
peuenTypHbiXx 6naHkax d¢opmbl N 148-1/y-88,
yTBEPXKAEHHOM NpuKa3oM N 54H?

MepeyHs
JIeKapCTBEHHbIX
cpeacTs

JlekapcTBeHHbIE npenaparsbl, obnagatowme
aHab0/IMYEeCKOM aKTUBHOCTbLIO, OTMYCKAOTCS I NpU
npeabsaBiiEHUNM  PELEnTOB,  BbIMMCAHHbIX  Ha
peuenTypHbix 6naHkax d¢opmbl N 148-1/y-88,
yTBEPXKAEHHOM NpuKa3oM N 54H7?

n. 4 MpaBwn OTNycKa;
NOANYHKT 3 NyHKTa 9
Mopsaaka Ha3HavYeHus
M BbIMUCbIBAHUS

JlekapcTBeHHble MNpenapaTbl, CcoAepyKalmMe Kpome
MasiblIX  KOJIMYECTB  HAPKOTMYECKUX  CPE.CTB,
NMCUXOTPONMHbIX BELLECTB U UX MPEKYPCOPOB Apyrue
dapmakonoruyeckme aKTUBHbIE BeLLEeCTBa,
OTMYCKalOTCA U MpU NPeabsB/EHUM PELIENTOB,
BbIMUCAHHbIX Ha peLenTypHbIX 61aHKax dopmbl N
148-1/y-88, ytBepxaeHHOM npukasom N 54H?

NyHKT 4 MNpaBun

OTIMYCKa; NYHKT 5
nopagka

OTNycK NeKapcTBeHHbIX npenapaTtos 6e3 peLenTos

NyHKT 5 MNpasun

OCYLLECTBASIETCA m B COOTBETCTBUN C|oTnycka
UHCTPYKLMSMU no nx MeAULMHCKOMY

NpUMeHeHUo?

OoTnyck NeKapCTBEHHbIX npenapartoB | NYHKT 6 MpaBun

OCYLLECTBASETCS /1M B TEYEHWE YKa3aHHOro B
peuenTe CpoOKa ero AencTBus?

oTnycka

B cnyyae OTCYTCTBMSA JIEKAPCTBEHHOro npenaparta
peuenT MpUMHUMAaETCs JiM Ha o6Cny)KMBaHWE B
cnepyoLpe CpoKu:

NYHKT 6 MpaBun
OTMycKa

peuent ¢ nometkon '"statim" (HeMegneHHO)
0bOCNYy)KMBAeTCA B TEYEHME OJHOro pabouyero
JHS CO pAHA obpalweHus mua K Cyobekty
PO3HUYHOWN TOProBAN?

NyHKT 6 MNMpaBun
OTnycKa

peLenT ¢ nomMeTKoM "cito" (cpo4Ho)
06cNy)XMBaeTcs B TeYeHUe ABYX paboumx AHeN
CO AHA obpalleHns Mua K cybbekTy
PO3HUYHOW TOproBaun?

NyHKT 6 MpaBun
OTMyCKa

peuent Ha  JIeKapCTBEHHbIN npenapar,
BXOAAWMA B  MWHUMAJIbHBIA  aCCOPTUMEHT
NIeKapCTBEHHbIX npenapartos ans
MEJULMHCKOTO MPUMEHEHUS, HEOBXOAUMBbIX
AN OKasaHMs  MEIAULUMHCKOM  MoMoLu,
06CNY)KMBAETCA B TeYEHME NATU pabounx AHeN
CO AHA obpalweHns auua K CcybbekTy
PO3HWYHON TOproBan?

NYHKT 6 MpaBun
OTNnycKa

O6cnyXmBaeTcs M peuenT Ha JIeKapCTBEHHbIN
npenapart, OTMNyCKaeMblit 6GecniaTHO WAM  CO
CKMAKOM W He BolWeawniA B MUHUMAbHbIN
aCCOPTUMEHT  JIEKapCTBEHHbIX MpenapaToB A/
MeAMLMHCKOTO MNPUMEHEHUS, HEOBXOAMMbIX Ans
OKasaHMa MeJMUMHCKON MOMOLWM, B TeyeHue
Jecatn paboumx gHen co gHA obpalleHus nvua K

NYHKT 6 MpaBun
OTnycKa
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CYOBEKTY PO3HUYHOM TOProBan?

8. | O6cayKmMBaloTCs M peLenTbl Ha NeKapCTBeHHble | NYHKT 6 MpaBun
npenaparbl, Ha3HavyaeMble no peLLeHnIo | OTMNYyCKa
BpayebHOM KOMWUCCUM, B TeYeHue nATHaALuATU
pabounx gHeN co AHA 0bpalleHus AnLa K cyobekTy
PO3HUYHOM TOProBan?

9. |OTnycKalTCa JIM NEeKaApCTBEHHble MpenapaTtbl Mo | OyHKT 6 MpaBua
peuenTaMm C UCTEKLLIUM CPOKOM AeNncTBus? OTnycCKa

10. |OcyuwiecTBnsgeTrcs /M NpPU  UCTEYEHUM  CPOKa | NYHKT 6 MpaBun
JENCTBMA peuenta B Nepuom, HaxoXAeHMUs €ero Ha | oTnycka
OTCPOYEHHOM ob6cnyXmMBaHMK OTNYyCK
NIeKapCTBEHHOro Mpenapata Mo TakKoMy peuenTy
(6e3 ero nepeodopmaeHus)?

11. |JlekapcTBeHHble npenapaTtbl OTMYCKAlOTCA AU B |NOYHKT 7 MpaBun
KO/IMYECTBe, YKa3aHHOM B peuenTe? OTNYyCKa; NPUJIOXKEHUSA

N 1 u N 2 lNMopsagka
Ha3HayYeHus n
BbIMUCbIBAHUS

12. | ®apmMaueBTUYECKMA  PabOTHMK  OTMYCKaeT  au | nyHKT 7 MpaBun
npeaenbHoO AONyCTUMOE WAUM PEKOMEHAO0BaHHOE | OTMyCKa
KO/IMYECTBO  JIEKApPCTBEHHOro npenapata  gas
BbIMUCbIBAHMA Ha OAMH peLEenT Npu NpeabsaBAeHUN
peuenTa ¢ NpeBbiLEHNEM NpeaebHO A0NYCTUMOro
WU peEKOMEH10BaHHOIO KOoAn4ecTBa
JIEKapCTBEHHOTO npenapata A/ BbIMUCbIBAHWUS Ha
OJMH PpeuenT C NPoCTaB/JEHUEM COOTBETCTBYHOLLEN
OTMETKM B peuente?

13. | OTtnyck JNIEKapCTBEHHOrO npenapara | ctatba 46 N 61-03;
OCYLUECTBAAETCA NN B MEPBMYHOM U BTOPUYHOM | NYHKT 3 cTaTbn 27 N 3-
(noTpebuTtenbcKoim) ynakoBKax ¢ MapKUpPOBKOIA? O3;

NyHKT 8 MpaBun
OTMnycCKa

14. |Hapyuwaetcs m nepen4yHas ynakoBKa | NYHKT 8 MpaBun
JIeKapCTBEHHOrO NpenapaTa Npu ero oTnycke? OTNnycCKa

15. | MNpun oTnycKe NnekapCTBEHHbIX MpenapaTtoB Ha NYHKT 9 MpaBun

peuente NpoCTaBAAETCA 1M OTMETKa 06 oTnycKe
JIEKAPCTBEHHOrO MpenapaTta C YKazaHneM:

oTnycka

TOProBOro  HauMMeHOBaHWS, [O3UPOBKU WU
KO/IMYeCTBa  OTMNYLLEHHOIO  JIEKAPCTBEHHOrO
npenapata?

nyHKT 9 MpaBun
OTnycKa

dbamMuamMmn, uMeHu, ortyecTBa (Mpu HaAnuum)
MeOULIMHCKOro paboTHMKa B cnyyasx,
YKa3aHHbIX B ab3aue 4eTBepTOM NyHKTa 7 U
ab3alle TpeTbeM nyHkTa 10 MNpaBun otnycka?

NyHKT 9 MNpasun
OTnycKa
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PEKBU3UTOB  JOKYMEHTA, Y/[OCTOBEPSIOLIETO
JIMYHOCTb INLLA, MOJYYMBLLETO NIEKAPCTBEHHbIN
npenapar, B c/lyyae, ykasaHHOM B NyHKTe 20
MpaBun otnycka?

nyHKT 9 MpaBun
oTnycka

dbamMmaumn, uMeHu, otyectea (Mpu HaaMuUM)
dapMaLeBTUYECKOro paboTHUKA, OTNYCTUBLLEro
JIeKapCTBEHHbIN Npenapar, 1 ero noanucu?

NyHKT 9 MpaBun
OTMnycCKa

[aTbl OTMYCKa IeKapCcTBEHHOro NpenapaTa?

NyHKT 9 MNMpaBun
OTNycCKa

16.

PeLienT c oTMETKOW BO3BPALLAETCA /I NPU OTNYCKe
JIEKApCTBEHHbIX  MpenapaTtoB MO peulenTy,
BbIMMCAHHOMY Ha peLenTypHoM 6GnaHke dopmbl N

nyHKT 10 Mpasun
OTNYCKa;
npunoxkexnune N 2

107-1/y, ytBep)kAeHHON npukasoM N 54H, cpok
JeNCTBUS KOTOPOro COCTaBAsIET OAMH roa?

MopsaaKa HazHavYeHus
1 BbINUCbIBaAHUA

17.

MNepepaetcs v dapmaueBTUHECKMM PabOTHMKOM
anuy, npuobpeTatoLLeMy (nonyyaroemy)
NleKapCTBEHHbIe npenaparsl no peuenty,
BbIMMCAHHOMY Ha peuenTypHOoM 6naHke dopmbl N
148-1/y-04 (n), yTBep>kaeHHOM npukaszoM N 54H,
unn  dopmbl N 148-1/y-06 (n), yTBEPXKAEHHOM
npmkazomM N 54H, 3aM0/IHEHHbIN KOPELLIOK TaKoro
peuenta?

nyHKT 11 MpaBun
OTnycKa

18.

OcTalTCs U XpaHATCS N y cybbekTa obpalleHus
JIEKApCTBEHHbIX CPEeACTB peuentbl (C OTMETKOWM
"JlekapcTBEHHbINM NpenapaT oTnyLleH") Ha:

nyHKT 14 MpaBun
OTNyCKa

NIeKapCTBEHHbIE  MpenapaTtbl,  OTMYCKaeMble
6ecniaTHO UM CO CKUJIKOM, - B TeYEeHUE Tpex
ner?

nyHKT 14 MpaBun
OTnycKa

NleKapcTBEHHblIe  npenapatbl, obnagatolime
aHaboMYeCKON aKTUBHOCTLIO, - B TEYEHUNE TPEX
ner?

nyHKT 14 MNpasun
OTnycKa

NleKapCcTBeHHble  MpenapaTbl, noAJjexkalime
NpeaMeTHO-KO/IMYECTBEHHOMY  y4eTy, - B
TeyeHue Tpex NeT?

nyHKT 14 Mpasun
OTnycKa

NleKapcTBeHHble  MpenapaTtbl B YKWUOKOM
nekapcTtBeHHoM ¢opMe, cogepXKalipe 6onee
15% >3TKMnoBoro cnupta OT ob6beMa TFOTOBOW
NPoOAYKLUMN, - B TEHEHNE TPEX MecsLIEB?

nyHKT 14 MpaBsun
OTNnycCKa

UHble JIEKapCTBEHHbIE npenaparsbl,
oTHocawmecs no ATX K aHTUACUXOTUYECKUM
cpeacteaM (kog, NO5SA), aHKcuonuTuKaMm (Kop,
NO5B), CHOTBOPHbBIM U CEAATMBHBIM CPEACTBaM
(kog, NO5C), aHTMgenpeccaHTaM (kog NO6A) m
He noasiexallupe npeaMeTHO-KOANYECTBEHHOMY
YYeTy, - B Te4eHne Tpex MecsueB?

NyHKT 14 Mpasun
OTnycKa

19.

PeuenTtbl, He YyKa3aHHble B nNyHKTe 14 [lpaBun
OTMYCKa, OTMeyYaloTCs v LTaMnom

nyHKT 15 MpaBsun
OTNycCKa
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"JlekapCTBEHHbIM Npenapar oTnyuweH"?

20. |[Peuentbl, He yka3aHHble B nOyHKTe 14 [lpaBwun|nyHKT 15 Mpasun
OTMyCKa, BO3BpaLLAlOTCA AM ALy, MNOAydYMBLUEMY | OTMyCKA
JIeKapCTBEHHbIN NpenapaT?

21. |VIMeeTca Aun XypHan, B KOTOPOM perncTtpupyrotcs | nyHKT 15 MNpasun
peuenTbl, BbIMUCAHHbIE C HapyweHuneM [1paBu | OTNyCKa
OTNYCKa, C YKa3aHUeM:

BbISIBIEHHbIX HapylweHun B odopMaeHuu | nyHKT 15 MpaBun
peuenTa? oTnyckKa
dbamMuauKn, uMeHu, otdectBa (Mpu Hananumm) | nyHKT 15 MpaBun
Anua, BbiNUcaBLLEero peuent? oTnyckKa
. nyHKT 15 MpaBun
HaMMeHOBaHMA MeAULLMHCKOM opraHmM3aumm? P
oTnycka
nyHKT 15 Mpasun
NPUHSATLIX Mep? P
oTnyckKa
OrpaHuyeHus, Hanaraemble Ha ¢GapMaLEeBTUYECKUX PabOTHMKOB TMpPU  OCYLLECTBJIEHUN UMM

npodeccnoHanbHon aeatenbHocTn (cratbd 74 depepanbHoro 3akoHa ot 21 Hosabpsa 2011 r. N 323-

®3 "O6 ocHoBax oOxpaHbl 3400poBbsA rpaxgaH B Poccuiickont depepaumn” (CobpaHue
3akoHopatenbeTBa Poccuiickon ®epepaumm, 2011, N 48, ct. 6724; 2017, N 31, cT. 4765) (nanee - N
323-03)

22. noAnyHKTbl 2 U 4

dapmaueBTUHECKME PABOTHUKU U PYKOBOAUTENMU
anTeYHbIX OpraHn3aLuii:

nyHKTa 2 cratbn 74 N
323-03;

nyHKT 17 MpaBsun
OTNnycCKa

MoAyyalT M OT KOMMaHWKW, NpeacTaBUTeENs
KOMMaHun 06pasupl NleKapCTBEHHbIX
npenapaToB A5 BPyYeHUs HaceNeHuto?

noAnyHKTbl 2 U 4
NyHKTa 2 ctatbn 74 N

323-03;
nyHKT 17 Mpasun
OTnycKa

NpeaoCTaBASOT JIM HACENIEHUIO HEJOCTOBEPHYIO
M (UAn) HenonHywo MHOOPMALMIO O HaAUYUU

NoAnNyHKTbI 2 U 4
NyHKTa 2 ctatbn 74 N

JIEKapCTBEHHbIX MpenapaToB, uMelowmux 6onee
HU3KYIO LieHY?

NeKapCTBEHHbIX npenaparos, BKtoYas | 323-03;
NIeKapCTBEHHbIE npenapartsl, umetowme | nyHKT 17 Mpasun
OfAMHaKoBOE MeXAyHapoaHoe | OTnycKa
HenaTeHTOBaHHOE HauMeHOBaHUe?

NoAnyHKTbl 2 U 4
CKpbIBAlOT M MHPOPMALMIO O  Ha/IMuMM | NyHKTa 2 cTatbk 74 N

323-03;

nyHKT 17 Mpasun
OTnycKa

TpeboBaHMsA K OTMYCKY NEKapCTBEHHbIX MpenapaToB, 06/1aAatolmnx aHaboIMYecKon aKTUBHOCTLIO,

UHbIX JIEKAPCTBEHHbIX MPenapaToB, NoAJIEXalluX NPeaMeTHO-KOJIMYECTBEHHOMY YYETY

23.

OTNyCK NIeKapcTBEHHbIX NpenapaToB, 06/1a4aroWwmx
aHabonM4ecKkoM aKTMBHOCTLIO, OCYLLECTBASETCS Jin
dapMaLeBTUHECKMMMU paboTHUKaMMU,

nyHKT 19 MpaBsun
OTNYCKa;

[MepeyeHb
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3aHUMaIOWNMM  AO/HKHOCTH,
MepeyeHb AOMKHOCTEN?

BKJ/IO4EHHbIE B

JOJ/IKHOCTEN

24.

OTnycK NeKkapcTBEHHbIX NMPenapaToB, NOAEXALUNX

NpeaMeTHO-KOIMYECTBEHHOMY yyerty,
OCYLLECTBASIETCA m dbapmMaLeBTUYECKMMU
paboTHMKaMK, 3aHMMaOWUMU JO/IKHOCTH,

BKJIOYEHHbIE B [lepeyeHb A0/IKHOCTEN?

nyHKT 19 Mpasun
OTNYyCKa;

MNepeyeHb
JOJ/IKHOCTEN

Tpe6oBaHMsA K OTMYCKY JIEKAPCTBEHHbIX MpenapaToB No TPe6oBaHUSAM-HaKNAAHbIM MeAULMHCKUX
opraHusauuit, UHAMBUAYANbHbIX MPEANPUHUMATENEN, UMEIOWMNX JINLEH3NI0 HA MEAMLMHCKYIO

AeATENIbHOCTb

25.

Umeetrcs M Ha TpeﬁoBaHMﬂX-HaKﬂaAHle Ha
nony4yeHne nNeKapCrBeHHbIX NpernapaTtos:

NYHKT 26 MNpaBun
OTNYCKa;
MNpunoxkeHne N 13
rnasbl 1l MHCTpyKuumn

wramn?

NYHKT 26 MpaBun
OTMYCKa;
MpunnoxexHne N 13
rnasbl 1l MHCTpyKuumn

Kpyrsias neyaTb MeAULMHCKON opraHmsaumm?

NyHKT 26 MpaBun
OTMYCKa;
MNpunnoxenne N 13
rnasbl [l MHCTpYKLUmMK

noanucb ee  pykoBoguTens
3aMecTUTeNs rno sieyebHom yactu?

nnn ero

NYHKT 26 MNpaBun
OTNYyCKa;
MNpunoxenne N 13
rnassbl I MHCTpYKLUMK

HOMep LOKyMeHTa?

NYHKT 26 MNpaBun
OTNYCKa;
MNpunoxkexnve N 13
rnasbl 1l UHCTpyKuumn

AaTa COCTaBJ1€HUA ,EI,OKYMEHTa?

NYHKT 26 MpaBun
OTMYCKa;
MpunnoxexHne N 13
rnasbl 1l MHCTpyKuumn

HaMMeHOBaHME OTMNPaBUTENS JIEKAPCTBEHHOIO
npenapara’?

NyHKT 26 MpaBun
OTMYCKa;
MNpunnoxenne N 13
rnaBbl [l MHCTpYKUmn

HaMMEHOBaHME MoNy4YaTenss JieKapcTBEHHOro
npenapara?

NYHKT 26 MNpaBun
OTNYyCKa;
MNpunoxenne N 13
rnassbl I MHCTpYKLUmMK

HaMMeHOBaHMe NIeKapCTBEHHOrO Mnpenapara Ha
NIATUHCKOM s13bIKe (C yKasaHMEM [03MPOBKMU,
dopMbl  BbIMyCKa, BMAA YNaKoBKW, cnocoba
npuMeHeHus)?

NYHKT 26 MNpaBun
OTNYCKa;
MNpunoxkeHne N 13
rnasbl 1l MHCTpyKuumn



consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64A79A1412B37D4DA9B2B1F21D378ECA8B193AD013A2H7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64A79A1412B37D4DA9B2B1F21D378ECA8B193AD013A2H7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A49C1315B77D4DA9B2B1F21D378ECA8B193AD01626E952ADH1O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64A79A1412B37D4DA9B2B1F21D378ECA8B193AD013A2H7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64A79A1412B37D4DA9B2B1F21D378ECA8B193AD013A2H7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A49C1315B77D4DA9B2B1F21D378ECA8B193AD01626E952ADH1O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64A79A1412B37D4DA9B2B1F21D378ECA8B193AD013A2H7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64A79A1412B37D4DA9B2B1F21D378ECA8B193AD013A2H7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A49C1315B77D4DA9B2B1F21D378ECA8B193AD01626E952ADH1O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64A79A1412B37D4DA9B2B1F21D378ECA8B193AD013A2H7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64A79A1412B37D4DA9B2B1F21D378ECA8B193AD013A2H7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A49C1315B77D4DA9B2B1F21D378ECA8B193AD01626E952ADH1O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64A79A1412B37D4DA9B2B1F21D378ECA8B193AD013A2H7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64A79A1412B37D4DA9B2B1F21D378ECA8B193AD013A2H7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A49C1315B77D4DA9B2B1F21D378ECA8B193AD01626E952ADH1O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64A79A1412B37D4DA9B2B1F21D378ECA8B193AD013A2H7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64A79A1412B37D4DA9B2B1F21D378ECA8B193AD013A2H7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A49C1315B77D4DA9B2B1F21D378ECA8B193AD01626E952ADH1O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64A79A1412B37D4DA9B2B1F21D378ECA8B193AD013A2H7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64A79A1412B37D4DA9B2B1F21D378ECA8B193AD013A2H7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A49C1315B77D4DA9B2B1F21D378ECA8B193AD01626E952ADH1O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64A79A1412B37D4DA9B2B1F21D378ECA8B193AD013A2H7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64A79A1412B37D4DA9B2B1F21D378ECA8B193AD013A2H7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A49C1315B77D4DA9B2B1F21D378ECA8B193AD01626E952ADH1O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64A79A1412B37D4DA9B2B1F21D378ECA8B193AD013A2H7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64A79A1412B37D4DA9B2B1F21D378ECA8B193AD013A2H7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A49C1315B77D4DA9B2B1F21D378ECA8B193AD01626E952ADH1O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A39F1E17BA7D4DA9B2B1F21D378ECA8B193AD01626E850ADH7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A49C1315B77D4DA9B2B1F21D378ECA8B193AD01626E950ADH3O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A39F1E17BA7D4DA9B2B1F21D378ECA8B193AD01626E850ADH7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A39F1E17BA7D4DA9B2B1F21D378ECA8B193AD01626E850ADH7O

KONMYECTBO 3aTpeboBaHHbIX JIEKAPCTBEHHbIX
npenapaTtos?

NYHKT 26 MpaBun
OTNYCKa;
MpunnoxexHne N 13
rnasbl 1l MHCTpyKUuumn

KOJIMYECTBO U CTOUMOCTb
NIeKapCTBEHHbIX NpenapaTos?

OTMYLLEHHbIX

NyHKT 26 MpaBun
OTMYCKa;
MNpunnoxenne N 13
rnasbl I MHCTpYKLumn

26.

OcyuwiectBisieTcs AW OTMYCK Mo
TPeboBaHUAM-HAKNAAHbIM:

OTAENbHbIM

NyHKT 27 MNMpasun
oTnyckKa

NIeKapCTBEHHbLIX  MpenapaTtoB,  NoAJeXKalinx
npeaMeTHO-KOMYECTBEHHOMY y4eTy?

nNyHKT 27 Mpasun
OTNycCKa

MHbIX JIEKapCTBEHHbIX NpenapaTos, B TOM Yucie
OTNycKaeMbIx 6e3 peuenTta?

nyHKT 27 MpaBun
OTNyCKa

27.

MpocTaBisetcas M Ha TpeboBaHMU-HAKNAAHOM
OTMETKa O KOJIMYECTBE U CTOMMOCTU OTMYLLEHHbIX
JIEKapCTBEHHBIX NpenapaToB?

NyHKT 29 Mpasun
oTnyckKa

28.

OcywecTBisieTcss M XpaHeHue
HaKnagHbIX, no KOTOpPbIM
JIEKapCTBEHHbIE Mpenaparb:

TpeboBaHWUI-
OTMYLUEHbI

nyHKT 30 Mpasun
OTNycKa

Ha JNEKapCTBEHHbIE Npenaparhbl,
npeamMmeTHO-KOJIN4eCTBEHHOMY
Te4YeHne Tpex ner?

noasiexxawue
yyety, - B

nyHKT 30 MpaBun
OTnycKa

Ha MWHble JIeKapCTBEHHble Mpenapatbl - B
TeyeHue ofHoro roga’?

nyHKT 30 MpaBun
OTNnycCKa

29.

CobGnofaeTcs v 3anpeT Ha HapyLleHMe NepBUYHOM
YMNaKoOBKM JIeKapCTBEHHOro npenapata npu ero
oTnycKke no TpeboBaHWUIO-HaKJ/1aAHOM (3a
UCKJIIOYEHNEM CYBbEKTA PO3HMYHOM TOProB/M,
UMEIOLLIEr0  JIMLEH3MIO  Ha  dapMaLeBTUYECKYHO
[eaTeNbHOCTb C npaBom W3roTOBAEHUS
JIEKapCTBEHHBbIX NpenapaTos)?

nyHKT 31 Mpasun
OTNycCKa

30.

Cobntogaetcs m 3anpeT Ha OTMYCK HAPKOTUYECKMX
CpPeacTB MU NCUXOTPONHbIX BELLECTB, BHECEHHbIX B
Comckn 1l mn Il TlepeyHs HAPKOTUYECKUX W
NMCUXOTPONHbIX JIEKAPCTBEHHbIX NpenapaToB?

nyHKT 3 MNpasun
OTnycCKa

31.

Cob6noaeTcs JiM 3aMnpeT Ha OTNyCK
UMMYHOBUONOTMYECKMX IEKAPCTBEHHbIX
npenaparos Mo peuentam?

nyHKT 3 MNpaBun
OTNnycKa

32.

Co6noaeTcs M 3anpeT Ha OTMNYCK IEKAPCTBEHHbIX
npenapaTtoB B KOJIMYECTBE, YKa3aHHOM B peLenTe, B
cnyyae, Korga A/ JIeKapCTBEHHOro npenapara
YCTaHOBNIEHbI  MPeAeNbHO  AOMNyCTUMOE WU
PEKOMEH1I0BAHHOE KOJIMYECTBO AN BbINMUCHIBAHUS
Ha OUH peuenT?

NyHKT 7 MNMpaBun
OTNYCKa; NPUJIOXKEHUS
N 1 un N 2 lNopsagka
Ha3HayYeHus n
BbIMMCbIBAHUS

33.

CobnolaeTcs M 3aMpeT Ha HapylleHMe BTOPUYHOM

NyHKT 8 MpaBun
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(noTpebutensckoi)  YNakoBKW  JIEKapCTBEHHOTO | OTMNYyCKa
npenaparta M OTNYCK JIEKapCTBEHHOrO npenapaTa B
nepBUYHOM YNaKoBKe?

34. CobGntopaercs nn 3anpeT Ha OTNYCK HapKOTUYECKMX | NYHKT 28 Mpasun
M NCUXOTPOMHbIX JIEKAPCTBEHHbIX MNPEnapaToB | OTNyCKa

Comcka 1l wn 1l TlepeyHas HaApPKOTMYECKUX U
NMCUXOTPONMHBbIX JIEKAPCTBEHHbIX MNpenapaToB Mo
TpeboBaHUAM-HaK/1aAHbIM MHAMBNAYANbHOIO

npeanpuvHUMatens, WMEIOWEro JIMUEH3UIO  Ha
MeAMLMHCKYI0 AeATeNbHOCTb?

(AOMKHOCTL M N0 AO/MKHOCTHOrO NMLUA, 3amnofHUBLIETrO
NPOBEPOYHLI NNCT, MNOANUCHL, AaTa)

(AonxHOCTb M ®NO AOMKHOCTHOrO Auua PUAMYECKOro Auua, NpUCyTCTBOBAaBLErO
npu 3anofiHeHUU NPOBEPOYHOro AucTa, nognuch, pgaTa)

MpunoxxeHune N 27

K Nnpukasy PegepanbHOM CyXobl

no Haa3opy B chepe 34paBOOXPaHEHUS
071 09.11.2017 N 9438

MpoBepOYHbIi NNUCT

(CNUCOK KOHTPO/bHLIX BOMPOCOB), MUCNOAb3yeMblli defepasibHON CNyxXO60ii
no Hag3opy B cdepe 34paBOOXpaHEHUs M ee TeppuTOpUanbHbLIMU OpraHamu
npyv NpOBEeAEHUM MNAHOBLIX MPOBEPOK MpWU OcCywecTBeHUn depepasibHOrO
rocyfapCcTBEHHOr0 Hag3opa B cdepe obpaweHMss NeKapCTBEHHbIX CPeACcTB

(peanusaums nekapCTBEHHbIX CPeAcTB ANA MeAULMHCKOrO MPUMEHEHUS

opraHu3sauuein oNTOBON TOProOBAM /IEKAPCTBEHHLIMU CpeacTBamu
ANA MegUUUHCKOrO MPUMEHEHUS )

(HaMMeHoBaHMe opraHa, OCYUEeCTBAAKWEro NIaHOBYKW NPOBEpPKY)

1. Bug rocydapCTBEHHOro KoHTpona (Hag3opa)

2. NpegmMeT  NNaHOBOW  MPOBEPKM  OPUAMYECKUX /UL, U UHAUBUAYATbHBIX
npeanpuHuUMaTenei orpaHum4uBaeTcs o0b6si3aTenbHbMM TpeboBaHuAMKM, Cco6oAEHNE
KOTOpbIX SIBASETCH Haubosiee 3HaYMMbIM C TOYKW 3PEeHUS HeponyweHus BO3HUKHOBEHUSA
Yyrpo3bl MpUYUHEHUS Bpefa XW3HU, 340POBbI  rpaxgaH, W30XeHHbMW B dopme
NPOBEPOYHOro NucTta (CnuckKa KOHTPOJIbHLIX BOMPOCOB).

3. HaumeHoBaHMe wpuMANYECKOro nuua, oamunusa, nMmMsa, OT4HeCTBO (MpPW HaNM4nuM)

UHAVBUAYANbHOTO MNpegnpuHUMaTens :
4. MecTo NpoBefeHus MNJaHOBO MPOBEPKM C 3anofiIHEHWEM MPOBEPOYHOro MucTa:

5. PekKBU3NTbl MpuKasa O npoBefeHUn naaHoBoOM npoBepkKn: OT

N

6. Y4YeTHblii HOMEpP MPOBEPKM U gaTa MPUCBOEHUS YUYEeTHOro HoMepa MPOBEPKU B
EAVHOM peecTpe MNpPOBEpPOK:

7. JOMKHOCTD, dammnnsa " WHUUMaMbl  OO/MKHOCTHOrO  uua (nuu),
nposojawero(nx) nJaHOBY MPOBEPKY:
1.

4

2. .
8. TMepeyeHb BOMPOCOB, OTpaxawlWux COAepXaHUe 06si3aTesbHbiX Tpe6oBaHWi,
OTBET Ha KOTOpble OAHO3HAYHO CBUAETENLCTBYET O CO6/0AEHUN WU HECO6/4eHUN

®opma
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opungndyecknm nunuomMm, unHagunBugyanbHbIM npegnpuHuMaTenem 06s513aTeNbHbIX Tpe6OBaHVIl7I,
cocTaBndwowmMx npeaMmeT NpoBEpPKM:

N Bonipockl, oTpaXkarowme coaeprkaHue PekBu3nTbl BbiBog, O
n/n obs3aTenbHbIX TpeboBaHWM HOPMaTUBHbIX BbINOJHEHUN
NpaBOBbIX aKTOB, C TpeboBaHMin

yKasaHueM mx
CTPYKTYPHbIX €AMHULL, Aa HET
KOTOPbIMMU
YCTaHOB/IEHDI
obs3arenbHbie
TpeboBaHus

Cratbun 53, 54, 57 ®epepanbHoro 3akoHa oT 12 anpens 2010 r. N 61-03 "O6 obpaueHumn
JlekapcTBeHHbIX cpeacts” (CobpaHue 3akoHogatenscrea Poccuiickon ®epepaumn, 2010, N 16, crT.
1815; 2016, N 27, c1. 4283) (ganee - 61-®3); [lpaBuaa OMTOBOW TOPrOBAU JIEKAPCTBEHHbLIMMU
cpeacTBaMM A MEAMLMHCKOIO MNPUMEHEHUS, YTBEPXKAEHHbIE MPUKA3oM  MUHUCTEPCTB
3/lpaBOOXpPaHEHMS U coumanbHOro passutusa Poccuiickon depepaumm ot 28 aekabps 2010 r. N
1222H (3apernctpMpoBaH MUHUCTEPCTBOM tocTULMKM Poccuiickon ®epepaumn 4 despans 2011 r.,
peructpauunoHHbiid N 19698) (nanee - Mpasuna)

1. OpraHu3aumu ONTOBOWM TOProBAN JIEKAPCTBEHHbIMMU | MYHKT 4 MpaBun
cpeacTBaMu AN MeAMUMHCKOTO  NMpUMEHeHUs
OCYLLECTBASAOT /N MPOAAXY  JIEKAPCTBEHHbIX
CpeacTB WAM nepejarT MX B YCTaHOBAEHHOM
3aKOHOATENBCTBOM Poccuitckon  depepaunmn
nopsaake:

OpraHm3saumam OMTOBOW TOProeau | NyHKT 4 MNMpaBun
NleKapCTBEHHbIMU CpeaCcTBaMmn?

NPOM3BOANTENSAM JIEKAPCTBEHHbIX CPEACTB A5 | OYHKT 4 MpaBu
uenel Npon3BoACTBa JIEKAPCTBEHHBIX CPeACTB?

anTeyHbIM opraHmMsaumsm? NyHKT 4 NpaBun

Hay4YHO-UCC/IeA0BaTENIbCKUM opraHusaumsam | 0yHKT 4 Mpaeun
JNs1 Hay4HO-UCCNeaoBaTe/IbCKoM paboTbl?

WUHAMBUAYANIbHBIM npeanpuUHUMaTeNsM, | IyHKT 4 Mpasun
UMELLUM NIMLEH3NIO Ha dapMaLeBTUYECKYHO
NeATeNbHOCTb MU INLLEH3UIO Ha MEeAULMHCKYHO

neaTeNIbHOCTb?
MeAULIMHCKUM OpraHu3auusm? NyHKT 4 NpaBun
2. ConpoBogutenbHble OOKYMEHTbI Ha | nyHKT 8 MpaBun
NeKapCTBeHHbIe cpeacTea copepxart am
nHdpopmMauutio:
0 gaTte odopMIEHUS COMPOBOAUTENLHOIO NyHKT 8 MpaBun
[OKyMeHTa?
O HaMMEHOBAHWUM NEKAPCTBEHHOrO CpeacTBa NyHKT 8 MpaBun

(MexxgyHapoaHoe HenaTeHToBaHHOe
HaMMEHOBaHWE JIEKAPCTBEHHOIO CPeCTBa U
TOProBoe HanMeHOBaHME IEKAPCTBEHHOTO
cpegncrea)?
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0 CpOKe roAHOoCTU?

NyHKT 8 MpaBun

0 HoMepe cepun?

NyHKT 8 MpaBun

O KoJ/inyecTBe yna KOBOK?

NyHKT 8 MpaBun

0 MocTaBLMKe (MAEHTUOUKALUOHHBIN HOMEp
HanoronaTesiblyKa, NOJIHOE HAMMEHOBaHUe
MoCTaBLUMKa, EF0 MECTOHAXOXKaeHue)?

NYHKT 8 MpaBun

o nokynarese (MAEHTUPUKALMOHHBIN HOMep
HaJsloroniaTesbliMKa, NoAHOe HauMeHOBaHUe
MoKynaTess, ero MeCTOHaxoXaeHue)?

NyHKT 8 MpaBun

O AO/HKHOCTHOM Ji1ue, COCTaBMBLUEM
COﬂpOBOAMTeﬂbeIl}'I OOKYMEHT (AOﬂ)KHOCTb,
®.1.0.)?

NyHKT 8 Mpasun

O npounssoaunTesie JIEKapCTBEHHOIO CpeacTtBa C
YKa3aHneM HamMeHOBaHUA U
MECTOHaxXoXaeHNA I'IpOM3BOp,MT€fIFI?

NyHKT 8 MpaBun

ConpoBoauTenbHbie JIOKYMEHTbI
JIEKapCTBEHHbIE CPeACTBa 3aBEPEHbI /IN:

Ha

NyHKT 8 MpaBun

NOAMMCbIO AO/HKHOCTHOMO /LI, COCTaBMBLUETO
CONPOBOANTENBHbLIN AOKYMEHT?

NyHKT 8 MpaBun

neyaTtbio opraHusaumm (Npu Haanuum)?

NyHKT 8 MpaBun

MHPOPMALMOHHBIM (npwu

Hannumu)?

LUTPUX-KOJOM

NyHKT 8 MpaBun

MpueM neKapcTBEHHbIX CPeAcTB OCYLLECTBASETCS
JIM NPUEMHbBIM OTAE/IOM OpraHM3aumnmn?

NyHKT 9 MNpasun

JIMua, oTBETCTBEHHbIE 33 NPOBEAEHNE MOrPY304HO-
pasrpy304HbIX paboT IEKapCTBEHHbIX CPECTB:

nyHKT 9 MpaBun

obecneyunBalot v KaXkayto napTuio | NyHKT 9 MpaBun
NIEKApPCTBEHHbIX CPEACTB COMPOBOAMTESIbHbIMU

JOKYMeHTaMn?

KOHTPO/IMPYIOT /1N HainuMe Heobxoammoi | nyHKT 9 MpaBun
UHbopMaLUm B CONpPOBOAUTENBHbIX

JOKYyMeHTax?

30Ha NpPUEMKM NIeKapCTBEHHbIX cpenctB OoTaesiIeHa
JI1 OT 30HbI UX XpaHeHMﬂ?

NyHKT 9 MpaBun

Mpu NpoBeaeHNN NOrpy304YHO-Pa3rPy304HbIX paboT

obecneyeHa m 3awmTa MOCTyMNatoLLLMX
JIEKapCTBEHHbIX  CPeAcTB  OT  aTMOCHEpHbIX
0ocagKoB?

nyHKT 10 MpaBun

Mpu NpoBeaeHNN NOrpy304YHO-Pa3FPy304HbIX paboT
obecrneyeHa m 3awuTa MoCTynatoLLLMX
JIEKAPCTBEHHbIX CPEACTB OT BO3AENCTBUS HU3KUX U
BbICOKMX TEMMepaTyp?

nyHKT 10 MpaBun
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JlekapcTBeHHble cpeficTBa MPOMAapPKUPOBaHbl WU
noMelleHsl M B CMNeumanbHO  BblJENEeHHYIo
(KapaHTMHHYIO) 30HY OTAENbHO OT  JApYrux
JIeKapCTBEHHbIX CPeACTB:

nyHKT 11 MpaBun

B MOBPEXAEHHOW yrnaKoBKe?

nyHKT 11 MpaBun

He COOTBETCTBYIOLIMNE
COMpOBOANTENLHOM
HaMMEHOBaHUAM U KOANYecTBy?

3asB/IEHHbIM B
JOKYMeHTe

nyHKT 11 MpaBsun

HE nMeruine conpoBoamnTesIbHOro ,CI,OKYMeHTa?

nyHKT 11 Mpasun

nogsexawme WU3bATUIO U3 TPpaXKgaHCKOro | nyHKT 11 Mpasun
obopora?
10. Bo3BpalweHHble  nosydyatesieM  JIeKapcTBeHHble | NYHKT 12 Mpasun
cpencTBa nepemMeLwaroTcs M B 30HY A1 OCHOBHOIO
XpaHeHUs1 NIEKApPCTBEHHbIX CpeacTB Mpu YCJIOBMMU
CcOBNIOAEHUM CeaYIOLLINX YCNOBUIA:
onTtoBas TOprosns NeKapcTBEHHbIMU | NYHKT 12 MNpasun
CpeacTBaMM He MNPOTUBOPEYUT TpPebOBaHUSAM
3aKoHopgatenbcTBa Poccuickon depepauym u
MpaBun?
NIeKapCTBEHHblE CPeAcTBa HaxoAsATcs B CBOMX | NYHKT 12 MNpaBun
nepBOHaYabHbIX HEBCKPbITbIX 7]
HEMNOBPEXAEHHbIX yrNaKoBKax?
NeKapcTBEHHOe CpencTBo COOTBETCTBYET | NYHKT 12 MNpasun
TpeboBaHUAM K ero KayecTRy, 4yTO
NOATBEPXKAEHO COOTBETCTBYHOLMMU
JOKYMeHTaMun?
11. JlekapcTBeHHble  cpeacTBa, BO3BpalleHHble B |NyHKT 13 Mpasun
OpraHmMsaumio, M30AMPOBaAHblI AM B CMeuuanbHO
BblAENEHHYIO (KapaHTUHHYIO) 30HY A0 MPUHATUA MO
HUM peLleHuns?
12. |CobGntopaerca AM 3anper Ha ONTOBYH TOProBJO | NYHKT 5 MpaBun
He3aperncTpupoBaHHbIMU B Poccuiickom
denepaummn nekapCTBEHHbIMU CpeacTBaMmU?
13. CobGntopaetca M 3anpeT Ha ONTOBYK TOProBJIO | MYHKT 6 MpaBun
danbcnPrLUMpoBaHHbIMMU NeKapcTBEHHbIMU
cpeactBamu?
14. Cobntogaetcss M 3anpeT Ha OMNTOBYH TOProBJItO | OYHKT 6 MpaBun
Hea06pPOKaYeCTBEHHbIMMU NIeKapCTBEHHbIMM
cpeacTBamMmn?
15. Cobntopgaetcss M 3anpeT Ha OMNTOBYK TOProBJIkO | OYHKT 6 MpaBun

KOHTpad)a KTHbIMU NEKAaPCTBEHHbIMU Cpep,CTBaMM?

(ponxHOCTb U ®UNO AOMKHOCTHOrO nuua, 3anosIHMBLIETO
noagnucb, garta)

NPOBEPOYHLIA NINCT,
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(AO/MKHOCTL M N0 AO/MKHOCTHOrO NMUA KWPUAMYECKOro nuua, NpPUCYTCTBOBABIUIErO
npu 3anofIHeHUN MPOBEPOYHOro AUcTa, MNOAMNUCHL, AaTa)

MpwunoxkeHne N 28

K npukasy PeaepanbHOM CyXobl

no Haa3opy B chepe 34paBooOXpaHEHUS
o1 09.11.2017 N 9438

MpOBEPOYHbIA NNCT

(CcNUCOK KOHTPO/bHLIX BOMPOCOB), UCNONb3yeMblli defepasibHON CNyx60ii
no Haf3opy B cdepe 34paBOOXpPaHEHUS U ee TeppuTOopuanbHbLIMU OpraHamu
npu MNpoBeAeHMU MNNAaHOBLIX MPOBEPOK MpPU OCYWECTBAeHUN denepanbHOro
rocygapcTBeHHOro Hagsopa B chepe obpaweHus neKapCTBEHHbIX CPeACcTB

(yHUUYTOXEHNEe NeKapCTBEHHbIX MpenapaToB ANs MeAULUHCKOr O
NPMMEHEHUS B OpraHuM3auMm ONTOBOW TOProBAU
NleKapCTBEHHbIMM CpeacTBaMn)

(HaumMeHOBaHWEe oOpraHa, OCYWEeCTB/SKWEro M/IaHOBYW MPOBEPKY)

1. Bug rocygapCTBEHHOro KoHTponsa (Hag3opa)

2. MpegvMeT  MIAHOBOW  MPOBEPKM  KWPUAWYECKUX AL, U WHAUBUAYASIbHbIX
npegnpuHUMaTenein  orpaHuunBaeTcss o6s3aTeflbHbIMM  Tpe6oBaHUsIMKW,  CO6/0LEHME
KOTOpbIX siBsieTCSH Hambonee 3HAUYMMbIM C TOUKU 3PEHUS HefonyWeHWss BO3HUKHOBEHUS
yrpo3bl MpUUYUHEHMS Bpefa XWU3HW, 340POBb  FpaxgaH, W3/I0XKEeHHbHMU B dopme
NMPOBEPOYHOTr0 NMcTa (CnuMcka KOHTPOJIbHbLIX BOMPOCOB).

3. HanmeHoBaHue lpuagnyveckoro nuua, damuansa, UM, oT4ecTBO (NpPU HaAMUMK)

nHAnBUAyanbHOro npeanpuHnMaTtTena:
4. MecTO npoBegeHusd naaHoBoOM NnpoBeEpPKKU C 3anojsiHeHnem npoBepoyHOro nucTa:

5. PeKBM3UTHl NpuKasa O NPoOBeAeHUM NNaHOBOK NMPOBEPKMU: OT
N

6. YUeTHbli HOMep nNpoBeEpKM M gaTta MNMPUCBOEHUA YYETHOIro HOMepa NpPOBEPKU B

EagnMHOM peecTpe NpPoOBEPOK:
7. JOMKHOCTD, damununs " UHUUManel  AO/MKHOCTHOrO  nuua (nuu),
nposogswero(ux) naaHoOBYl0 MPOBEPKY:
1. ;
2.

8. nMepeyeHb BOMPOCOB, OTpaxXawWMx COAepXaHUe 06si3aTesbHbiX Tpe6oBaHui,
OTBET Ha KOTOpble OAHO3HAYHO CBUAETENLCTBYET O CO6/IOAEHUN UNKU Hecob6/LeHUn
PUANYECKUM NMLOM, WHAMBUAYANbHLIM MpeanpuHUMaTeneM o06s3aTeflbHbiX TpeboBaHwuii,
cocTasnaAnWUX NpeaMeT MPOBEpPKN:

N Bonpocskl, oTpa)atolipe cogep>kaHue PekBU3UTHI BbiBOA, O
n/n obsa3aTenbHbIX TpeboBaHU HOPMaTUBHbIX BbIMOJIHEHUU
NpaBOBbIX aKTOB, C TpeboBaHuM
yKasaHueM mx
CTPYKTYPHbIX €AUHMLL, Aa HEeT
KOTOPbIMM
YCTaHOB/IEHDI
obs3arenbHble
TpeboBaHus
MpaBuaa YHUUTOXEHUS HEOJO0BPOKAYECTBEHHBIX JIEKAPCTBEHHBLIX CPeacTs, $hanbCUPULMPOBAHHbIX
JIEKAPCTBEHHbIX  CPEACTB U KOHTPadaKTHbIX  JIEKAPCTBEHHbIX  CPEACTB,  YTBEPXKJEHHblE

®opma
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nocraHossieHMeM [paBuTtenbctBa Poccuiickoit Pepepaumm ot 3 oktabpa 2010 r. N 674 (CobpaHue
3aKoHopatenbcTBa Poccuitckoit ®epepaumn, 2010, N 37, c1. 4689; 2016, N 4, c1. 535) (manee -

MpaBuna)

1.

NmeeTcs i AOroBop € opraHu3aumen rno coopy,
MCNO/Ib30BaHUIO, 06E3BPEXKNBAHMUIO,
TPaHCNOPTMPOBKE U pa3MeLleHnto oTxoaos | - IV
KJ1acCa OMacHOCTU HA YHUYTOXKEHUE
HeaobpoKayeCTBEHHbIX 1EKAPCTBEHHbIX CPEACTB,
danbCcnPMLUMPOBaAHHBIX U KOHTPadaKTHbIX
JNIeKapCTBEHHbIX CpeacTB?

NyHKT 8 MpaBun

2. | B aKrtax 06 YHUYTOXEHUM JIEKAapPCTBEHHbIX CpeAcTB | NYHKT 11 MNpasun
YKa3blBalOTCA NN
[aTa YHUUTOXEHMS JIEKAPCTBEHHbIX CPeACTB? OyHKT 11 MNpasun
MECTO YHUUTOXXEHUS IEKAPCTBEHHbIX cpeacTB? | nyHKT 11 Mpasun
daMuIMn, UMeHa, oT4ecTBa suL, nyHKT 11 Mpasun
NPUHMMABLUUX Y4aCTUE B YHUUTOXKEHMN
JIeKapCTBEHHbIX CPeACTB, X MECTO paboThl,
JO/HKHOCTB?
0060CHOBaHME YHUUTOXEHWS IEKAPCTBEHHbIX nyHKT 11 Mpasun
cpeacTs?
HaMMEHOBaHMSA IEKAPCTBEHHbIX CPeaCTB? nyHKT 11 Mpasun
neKapcTBeHHble GOpPMbI? nyHKT 11 MpaBun
[03UPOBKN IEKapCTBEHHbIX CpeacTB? nyHKT 11 Mpasun
€AMHULbI U3MEPEHNS NIEKAPCTBEHHbIX cpeacTB? | NyHKT 11 Mpasun
CEepUN NIeKapCTBEHHbIX CPeacTB? nyHKT 11 Mpasun
KOJIMYECTBO JIEKAPCTBEHHbIX CPeaCTB? nyHKT 11 Mpasun
Tapa WaM ynakoBka? nyHKT 11 MpaBun
HanMeHoBaHWe NMpon3BoAUTENSA nyHKT 11 Mpasun
JIeKapCTBEHHbIX CpeacTB?
CcBeAEeHUS O BNagesnbLe NeKapCTBEHHbIX nyHKT 11 Mpasun
cpencTB?
Crnocob YHUUTOXEHMS IeKapCTBEHHbIX cpeacTB? | nyHKT 11 Mpasun
3. | AKTbl 06 YHMUTOXEHNWN NEKAPCTBEHHBIX CPEACTB OYHKT 12 MNpasun
COCTaBASAOTCA /N B A€Hb YHUUTOXEHUS
HeJ06pOoKaYeCTBEHHbIX JIEKAPCTBEHHbIX CPEACTB U
(nnmn) panbcMdULMpPOBaHHBIX 1IEKAPCTBEHHbIX
cpeacTs?
4. | AKT 00 YHMUTOXXEHUN IeKAPCTBEHHbIX CPeACTB UM | NyHKT 13 MpaBun

€ro Konus B Te4eHue 5 pabounx AHeN co aHSA ero
COCTaBJIEHUS HaMNpPaB/SETCA N BAagenblemM
YHUYTOXKEHHbIX JIEKAPCTBEHHbIX CPEACTB B
YNOJIHOMOYEHHbIN opraH?
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(AOMXHOCTL U ®UO AOMKHOCTHOrO /SMua, 3ano/HUBLIET O
NPOBEPOYHbI NNCT, NOANUCHL, AaTa)

(AONXHOCTL M ®U0 AO/MKHOCTHOrO NULA WPUAMYECKOTro Nula, MPUCYTCTBOBABLEro
npu 3anofiIHeHU NPOBEepPOoYHOro nucTa, MoANUChbL, aaTta)

MpunoxeHue N 29

K npuKasy OeaepanbHOMN CNyXKObl

no Haa3opy B chepe 34paBoOOXpaHEHNS
071 09.11.2017 N 9438

MpOBEPOYHbIA NNCT
(CNMCOK KOHTPO/bHbLIX BOMPOCOB), MCNOAb3yeMblli degepasibHON CNyxO6Ooii
no Haf3opy B cdepe 34paBOOXpPaHEHUS U ee TeppuTOopuanbHbLIMU OpraHamu
npyv NpoBEeAEHUM MNNAHOBLIX MPOBEPOK MPU OCYyWEeCTB/eHUN ¢epepasibHOro
rocygapcTBeHHOro Hag3opa B chepe obpaweHus neKapCTBEHHbIX CPeACcTB
(yHMUYTOXEHMEe NeKapCTBEHHbIX MpenapaToB A8 MEAUUMHCKOrOo MpUMEHEHUS
B MEAUUMHCKOI opraHum3aumm n MHbIX OpraHuM3aumsix, WUMEWWMX JNLEH3UI0
Ha MeAULUWHCKYK AeATeNbHOCThb)

(HaumMeHOBaHWEe oOpraHa, OCYWEeCTB/SKWEro M/IaHOBYW MPOBEPKY)

1. Bug rocygapCTBEHHOro KoHTponsa (Hag3opa)

2. NpegMeT  MaHOBOIA NMPOBEPKN WPUAUYECKNX UL, U  WNHAMBULYANbHbBIX
npeanpvHUMaTenieil  orpaHuyMBaeTCcs o06A3aTesibHbMU TpeboBaHUSAMM, CO6GNKAEHME
KOTOpbIX SIBNSETCS Haubosiee 3HAYMMbIM C TOYKW 3PEHUS HeaonyweHus BO3HUKHOBEHUS
Yyrpo3sbl MpUYUHEHUS Bpega XW3HW, 340POBbI rpaxgaH, W3M0XEeHHbMW B dopme
NMPOBEPOYHOro nmMcTa (CnMckKa KOHTPO/bHLIX BOMPOCOB).

3. HammeHoBaHue tpugnmyeckoro navua, dammnus, UM, OTYECTBO (NpU HaIANuMK)
UHAMBUAYANbHOIr O npeanpuHUMaTens :

4. MecTOo npoBeAeHus NNaHOBOW MPOBEPKW C 3aMo/IHEHWEM MPOBEPOYHOro fucTa:

5. PeKkBU3UTbH Npukasa 0 MNpoOBeAEeHUN NJIaHOBOW MNPOBEPKM: OT

N .
6. YUeTHblit HOMep npoBepKM M gata MNMPUCBOEHUA YYHYETHOIro HOMepa NpOBEPKK B

EapnMHOM peecTpe NpoOBEPOK:

7. JOMKHOCTD, damununs " UHUUMansl  AO/MKHOCTHOrO  nuua (nuu),
npoBogswero(ux) naaHoOBY0 MPOBEPKY:

1. ;

2.

8. TMepeyeHb BOMPOCOB, OTpaXawWnx coaepXaHue 06si3aTesNbHbIX Tpe6oBaHWiA,
OTBET Ha KOTOpble OAHO3HAYHO CBUAETENLCTBYET O COG/IOAEHUM WM HECOOGMOAEHUN
PUANYECKUM NMLOM, WHAMBUAYANbHLIM MpeanpuHUMaTeneM o6s3aTeflbHbiX TpeboBaHwuii,
cocTaBnswWMX NpeaMeT NPOBEpPKK :

N Bonpochl, oTpa)katolpe coaep>kaHume PeKBU3UTBI BbiBOA, O
n/n o06s3aTenbHbIX TpeboBaHM HOPMaTMBHbIX BbIMOJIHEHUMN
NpaBOBbIX aKTOB, C TpeboBaHuM

®opma



yKazaHueM umx na HeT
CTPYKTYPHbIX €AUHMLL,
KOTOPbIMMU
YCTaHOB/IEHbI
obs3artenbHble
TpeboBaHus

MpaBuaa YHUUTOXEHUS HeaO0OGpPOKAYEeCTBEHHbIX NEKAPCTBEHHbLIX CpeAcTs, ¢anbCcUdULMPOBaAHHbIX
JIEKAPCTBEHHbIX  CPEACTB U KOHTPadaKTHbIX  JIEKAPCTBEHHbIX  CPEACTB,  YTBEPXKIEHHblE
noctaHossieHMeM [paBuTtenbctBa Poccuiickoin Pepgepaumm ot 3 oktabpsa 2010 r. N 674 (CobpaHue
3aKoHopatenbcTBa Poccuitickoit ®epepaumn, 2010, N 37, c1. 4689; 2016, N 4, c1. 535) (manee -
MpaBuna)

1. |WmMeeTtca nm Aoroeop € opraHusaumen no coopy, NyHKT 8 MpaBun
MCNO/Ib30BaHUIO, 06E3BPEXKNBAHMUIO,
TPaHCMOPTMPOBKE U pasMeLleHnto oTxoaos | - IV
KJlacCa OMacHOCTU Ha YHUYTOXKEHUE
Heaob6poKaYeCTBEHHbIX IEKAPCTBEHHbIX CPEACTB,
danbCcnPMLUMPOBAHHBIX U KOHTPadaKTHbIX
JIeKapCTBEHHbIX CpeacTB?

2. | B aKrtax 06 YHMYTOXEHUM JIEKapPCTBEHHbIX CpeAcTB | NYHKT 11 MNpaBun
YKa3bIBaOTCS /n:

[laTa YHUUTOXKEHMS IEKAPCTBEHHbIX CpeacTB? NYHKT 11 MNpasun

MECTO YHUUTOXEHUS NEeKapCTBEHHbIX cpeacTB? | NyHKT 11 Mpasun

daMmnnanm, nMeHa, oTHecTBa JimL, nyHKT 11 Mpasun
NPUHUMABLUKNX Y4aCTUE B YHUUTOXEHUN
NIeKapCTBEHHbIX CPEACTB, X MeCTo paboThl,

JO/HKHOCTB?

060CHOBaHME YHUUTOXEHUSA IEKAPCTBEHHbIX NyHKT 11 MNpaBun
cpeacTB?

HauMeHOBaHWs JIEKAPCTBEHHbIX CPeACTB? nyHKT 11 MpaBsun
neKapcTBeHHble GOpPMbI? nyHKT 11 MpaBun
[03UPOBKN IEKapCTBEHHbIX CpeacTB? NyHKT 11 MNpaBun

eNHULbI U3MEPEHNS JIEKAPCTBEHHbIX CpeAcTB? | NyHKT 11 Mpasun

CepUN NIeKapCTBEHHbIX CpeacTB? nyHKT 11 Mpasun
KOJIMYECTBO JIEKAPCTBEHHbIX CPEACTB? nyHKT 11 Mpasun
Tapa WaM ynakoBka? nyHKT 11 MpaBsun
HanMeHoBaHWe NMpon3BoAUTENSA nyHKT 11 Mpasun

JleKapCTBEHHbIX CPeCTB?

cBeAeHUs O BNajesibLie NeKapCTBEHHbIX nyHKT 11 Mpasun
cpeacTs?

Crnocob YHUUTOXEHMSA NIeKapCTBEHHbIX cpeacTs? | nyHKT 11 Mpasun

3. | AKTbl 06 YHUYTOXXEHUWN JIEKAPCTBEHHBIX CPEACTB NYHKT 12 MNpasun
COCTaBAAKOTCS /I B AEHb YHUUTOXKEHUS
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Hef00pPOKaYeCTBEHHbIX IEKAPCTBEHHbIX CPEACTB U
(unn) banbcPUUMPOBaHHBIX IEKAPCTBEHHbIX
cpeacTs?

4. | AKT 06 YHMUTOXEHMWN NNEKAPCTBEHHbIX CPEACTB AN | NYHKT 13 MpaBun
€ro Konus B Te4eHune 5 paboumnx aHen co aHA ero
COCTaBNEHUS HAMpPaBASETCS N BNaAe/bLEM
YHUUTOXEHHbIX IEKAPCTBEHHbIX CPEACTB B
YNOJIHOMOYEHHbIN OpraH?

(ponxHocTb U ®NO [O/MKHOCTHOrO nuua, 3anosIHMBLIETO
NPOBEPOYHLIA AUCT, NOANUCL, faTa)

(AonxHOCTb M ®NO0 AOMKHOCTHOrO Auua PUAMYECKOro auua, NPpUCyTCTBOBAaBLErO
npu 3arnofHeHUUW NPOBEPOYHOro AucTa, nognuch, pgarta)

MpunoxxeHne N 30

K Nnpukasy PeaepanbHOM CayXobl

no Haasopy B chepe 34paBoOXpaHEHUS
071 09.11.2017 N 9438

MpoBepoOYHbIi NNCT
(CcNUCOK KOHTPO/bHLIX BOMPOCOB), UCNONb3yeMblli defepasibHON CNyx60ii
no Hag3opy B cdepe 34paBOOXpaHEHUs M ee TeppuTOpuanbHbLIMA OpraHamu
npyM NpoBefEeHUN MNNAHOBLIX MPOBEPOK MpWU ocylwecTBreHun depepasibHOro
rocyfapCTBEHHOrO Hag3opa B cdepe obpaweHuMss NeKapCTBEHHbIX CPeAcTB
(yHUUYTOXEHNEe NeKapCTBEHHbIX MpenapaToB ANA MeAULUHCKOr O
NpUMEHEHUA B anTekKe rOTOBbIX GOpM)

(HaMMeHoBaHMe opraHa, OCYWEeCTBSAUEro niaHoBYl NPOBEpPKY)

1. Bug rocyfapCTBEHHOro KoHTpona (Hag3opa)

2. NpegmeT  nnaHOBOWA NPOBEPKN KWPUAUYECKUX UL, WU WHAUBUAYASbHbIX
npegnpuHumaTenem orpaHumymBaeTcsa 06a3aTeNbHbIMM TpeboBaHMsAMU, cobnwAeHUe
KOTOpbIX SABNSeTCA Haubosiee 3HAYMMbIM C TOYKU 3PEHUSA HeAOoNnywWweHUs BO3HUKHOBEHUSA
Yyrpo3bl MpUYUHEHUS Bpeda XW3HU, 340POBbI0 rpaxgaH, W3M0XeHHbMM B dopme
NPOBEPOYHOro AncTa (CAMcKa KOHTPO/bHLIX BOMPOCOB) .

3. HaumeHoBaHMe topuanyeckoro nvua, odammnnsa, uma, oT4eCcTBO (NpU HaNU4YUN)
WHAVBUAYA/IbBHOTO NpeanpuHUMaTENs :

4. MecTOo MpoBeAeHVs MNNaHOBOW MPOBEPKW C 3aMo/IHEHWEM MPOBEPOYHOro smMcTa:

5. PeKBM3UTH MpuKasa O MPOBEAEHWM MNMAHOBOI MPOBEPKU: OT

N .
6. Y4YeTHblii HOMEP MPOBEPKM W gaTa MPUCBOEHUS YUYETHOro HoMepa MPOBEPKU B

EagnMHOM peecTpe NpoOBEpPOK:

7. [JonxkHOCTb, dammnnuns 7 UHULUMabI [O/TIXHOCTHOI 0O nnua (nuu),
npososawero(nx) naaHOBY MPOBEPKY:

1. ;

2. ;

8. [epeyeHb BOMPOCOB, OTpaxawUWux cogepxaHue o6a3aTefibHbIX TpeGoBaHWii,
OTBET Ha KOTOpble OAHO3HAUYHO CBUAETENbCTBYET O COGMIOAEHWM WU HeCcOoGAEHUN
OPUANYECKUM INLOM, WHAWBMAYANbHLIM NpeanpuHMMATENeM 0683aTesibHbIX TpeboBaHwuii,
COCTaB/ANWUX MPeaMET MPOBEPKMU:

dopma
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N Bonipockl, oTpaxkarouwme coaeprkaHue PekBu3nTbl BbiBog, 0
n/n o6s3aTenbHbIX TpeboBaHMM HOPMAaTMBHbIX BbIMOJIHEHUU
NpaBOBbIX aKTOB, C TpeboBaHMi

YyKasaH1eM Ux
CTPYKTYPHBIX €AMHUL, Aa HeT
KOTOPbIMM
YCTaHOBJIEHbI
obs3aTenbHble
TpeboBaHus

MpaBujia YHUUTOXKEHUS HEeLOOPOKAYECTBEHHbIX JIEKAPCTBEHHbIX CPeAcTB, GanbCUPULMPOBAHHbIX
NIEKapPCTBEHHbIX  CPEeACTB M KOHTPAdaKTHbIX  JIEKAPCTBEHHbIX  CPEACTB,  YTBEPXKAEHHble
nocTtaHoBsieHeM lMpaButensctea Poccuiickoin Penepaumnm ot 3 okTabpsi 2010 r. N 674 (CobpaHue
3aKoHopatenbcTBa Poccuinckoit ®epepaunn, 2010, N 37, c1. 4689; 2016, N 4, c1. 535) (manee -
MpaBuna)

1. |WmMeeTtca nm Aoroeop € opraHusaumen no céopy, NyHKT 8 MpaBun
MCIMOJ/Ib30BaHMI0, 06e3BPEXMBAHMUIO,
TPaHCNOPTMPOBKE U pa3MelleHnto otxoaos | - IV
KJlacca OMacHOCTU Ha YHUYTOXKEHUE
HeaobpoKayeCTBEHHbIX 1EKAPCTBEHHbIX CPEACTB,
danbcnPUUMPOBAHHBIX U KOHTPAdaKTHbIX
JNIeKapCTBEHHbBIX CpeacTB?

2. | B aKTax 06 YHUYTOXKEHUM NEKAPCTBEHHbIX CpeACcTB | NYHKT 11 MNpaBun
YKa3bIBalOTCA /n:

JaTa YHUUTOXEHUS IeKapCTBEHHbIX CpeacTB? nyHKT 11 MpaBsun

MECTO YHUUTOXEHUS NEKapCTBEHHbIX cpeacTB? | NyHKT 11 Mpasun

damMunmmn, uMeHa, oT4ecTea Jim, nyHKT 11 MpaBun
NPMHUMABLLNX y4acTUE B YHUUTOXKEHMUM
JNIEKapCTBEHHbIX CPEACTB, UX MeCTO paboThl,
JO/MKHOCTB?

000CHOBaHME YHUUTOXEHWS JIEKAapPCTBEHHbIX nyHKT 11 Mpasun

cpeacTB?

HauMeHOBaHWS JIEKAPCTBEHHbIX CPeacTB? nyHKT 11 Mpasun
NeKapcTBeHHble GOPMbI? NyHKT 11 MNpasun
[03UPOBKN IEKapCTBEHHbIX CpeacTB? nyHKT 11 Mpasun

€HULbI U3MEPEHUSA NIEKAPCTBEHHbIX cpeacTB? | nyHKT 11 Mpasun

CepUN IEKapPCTBEHHbIX CpeacTB? nyHKT 11 MpaBun
KO/IMYECTBO SIEKAPCTBEHHbIX CPEACTB? nyHKT 11 Mpasun
Tapa WM ynakoBka? nyHKT 11 MpaBun
HauMeHOoBaHue NPon3BoOaUTENA nyHKT 11 Mpasun

NIEKAapPCTBEHHbIX CPeaCcTB?

CBeJIeHM1s O BlaAe/bLie IEKAPCTBEHHbIX nyHKT 11 MNpaeun
cpeacTs?
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CNocob6 YHUYTOXEHUS IeKapPCTBEHHbIX cpeacTB? | nyHKT 11 Mpasun

3. | AKTbl 06 YHUYTOXKEHUM IEKAPCTBEHHbIX CPEACTB nyHKT 12 MpaBun
COCTaBASAOTCA /I B A€Hb YHUUTOXEHUS
Heao6pOoKaYeCTBEHHbIX IEKAPCTBEHHbIX CPEACTB U
(nnmn) panbcMdULMPOBaAHHBIX IEKAPCTBEHHbIX
cpencTB?

4. | AKT 00 YHMUTOXEHUN IEKAPCTBEHHbIX CPeACTB Uan | NyHKT 13 MpaBun
€ro Konus B TeueHne 5 paboumnx aHel co gHA ero
COCTaBJ/IEHMA HANpPaBAAETCA N BIaAeIbLEM
YHUUTOXEHHbIX NEKAPCTBEHHbIX CPEACTB B
YNOJIHOMOYEHHbIN opraH?

(pOMKHOCTL U ®NO0 [OMKHOCTHOrO Nuua, 3anoIHMBLIETO
NPOBEPOYHLIA NUCT, NOANUCL, faTa)

(AOMXHOCTbL U ®UO AOMKHOCTHOrO /MMLA WPUANYECKOro fiMua, NpPUCYTCTBOBABIIErO
npy 3anofIHEHWM MPOBEPOYHOro nuUcTa, NoAMMChL, AaTa)

MpunoxkeHune N 31

K npuKasy OeaepanbHOMN CNyXObl

no Haz3opy B chepe 34paBOOXPaAHEHNS
01 09.11.2017 N 9438

MpoBepOYHbIi NNCT
(CNMCOK KOHTPO/bHbLIX BOMPOCOB), MCNOAb3yeMblli degepanibHON CNyxO6oii
no Hag3opy B cdepe 34paBOOXpaHEHUs U ee TeppuTOpUanbHbLIMU OpraHamu
npyv NpoBeAEHUN MNNAHOBLIX MPOBEPOK MPU OCYWECTB/eHUN ¢epepasibHOr o
rocyfapCcTBEHHOro Hag3opa B cdepe obpaweHMs NeKapCTBEHHbIX CPeacTB
(yHU4YTOXEHME NeKApPCTBEHHLIX MpenapaToB ANS MeLULUUHCKOT O
NPYMEHEHUA B anNTEYHOM MYHKTE)

(HaumMeHOBaHWEe oOpraHa, OCYWEeCTB/SKWEro M/IaHOBYW MPOBEPKY)

1. Bug rocygapCTBEHHOro KoHTponsa (Hag3opa)

2. NpegMeT  MAaHOBOIA NMPOBEPKN WPUGUYECKUX UL, WU  WNHAMBUAYANbHbBIX
npeanpuvHUMaTeneil  orpaHuyMBaeTCcs o06a3aTesibHbMU TpeboBaHWAMM, CObGNKAEHME
KOTOpbIX SIBNSETCS Haumbosiee 3HAYMMbIM C TOYKW 3PEHUS HeaonyweHUuss BO3HUKHOBEHUS
Yyrpo3sbl MpUYUHEHUS Bpega XW3HW, 340POBbI rpaxgaH, W3M0XeHHbMW B dopme
NMPOBEPOYHOro nmMcTa (CnMckKa KOHTPOJ/bHLIX BOMPOCOB).

3. HammeHoBaHue tpugnmyeckoro navua, dammnus, UM, OTYECTBO (NpU HaIANuMK)
UHAMBUAYANbHOIr O npeanpuHUMaTens :

4. MecTO NpoBefeHUs MJIaHOBO MPOBEPKU C 3aMOSIHEHWEM MPOBEPOYHOro fucTa:

5. PeKkBU3UTbH Npukasa 0 MNpoBeAeHMN NIaHOBOW MNPOBEPKM: OT

N .
6. YUeTHbli HOMep npoBepKM M gata MNMPpUCBOEHUA YYEeTHOro HOMepa NpOBEPKU B

EapnMHOM peecTpe NpoOBEPOK:

7. JO/MKHOCTD, damununs " UHUUMansl  AO/MKHOCTHOrO  nuua (nuu),
npoBogswero(ux) naaHoOBY0 MPOBEPKY:

1. ;

2. ;

14
8. [epeyeHb BOMPOCOB, OTpaxawWWx COAepxaHue 06a3aTefibHbIX TPebGoBaHMUiA,

®opma
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OTBET Ha KOTOpble 0AHO3HAUYHO CBUAETENbCTBYET O COGMIOAEHUM WU Hecob6I4eHUn
OPUANYECKUM NULOM, WHAMBUAYabHBIM NpeanpuHuMaTeneM 06s3aTeflbHbiX Tpe6GOoBaHuii,
cocTaBnsWMX NpeaMeT MPOBEPKU:

N Bonipockl, oTpaxkarouwme coaeprkaHue PekBun3anTbl BbiBog, O
n/n o6s3aTenbHbIX TpeboBaHMM HOPMAaTMBHbIX BbIMOJIHEHUU
NpaBOBbIX aKTOB, C TpeboBaHMi

YKa3aHUeM Uux
CTPYKTYPHbIX €AMnHNL,, Aa HET
KOTOPbIMU
YCTaHOB/IEHbI
obs3aTenbHble
TpeboBaHus

MpaBujia YHUUTOXKEHUS HEeLOOPOKAYECTBEHHbIX JIEKAPCTBEHHbLIX CPeAcTB, GanbCUPULMPOBAHHbIX
NIEKApPCTBEHHbIX  CPEeACTB M KOHTPAdaKTHbIX  JIEKAPCTBEHHbIX  CPEACTB,  YTBEPXKAEHHbIe
noctaHoBsieHneM lMpasuTenbcTBa Poccuiickoint ®eaepaumm ot 3 okTa6pa 2010 r. N 674 (CobpaHue
3aKoHogaTenbcTBa Poccuiickon ®epepaumnn, 2010, N 37, c1. 4689; 2016, N 4, ct. 535) (panee -
MpaBuna)

1. |WmeeTcsa M goroBop ¢ opraHusaument no coopy, NyHKT 8 MpaBun
MCNO/Ib30BaHUIO, 06E3BPEXKNBAHMUIO,
TPaHCNOPTMPOBKE U pa3MelleHnto otxoaos | - IV
KJlacca OMacHOCTU Ha YHUUTOXEHUE
He06pPOKaYeCTBEHHbIX IEKAPCTBEHHbIX CPEACTB,
danbcnPMUMPOBAHHBIX N KOHTPAdaKTHbIX
JIeKapCTBEHHbIX CpeacTB?

2. | B aKTax 06 YHUYTOXKEHUM NEKAPCTBEHHbIX cpeacTB | NnyHKT 11 MNpasun
YKa3bIBAKOTCA n:

[laTa YHUUTOXKEHMS NIEKapCTBEHHbIX CpeacTs? NYHKT 11 MNpasun

MECTO YHUMTOXKEHUS JIEKAPCTBEHHbIX cpeacTB? | nyHKT 11 MpaBun

damMunmmn, umMeHa, otT4ecTea /imu, nyHKT 11 MpaBun
NPUHUMABLLNX y4acTUE B YHUUTOXKEHMUMN
JIeKapCTBEHHbIX CPEACTB, X MECTO paboThl,

JO/MKHOCTB?

0060CHOBaHME YHUUTOXEHWS IEKAapPCTBEHHbIX nyHKT 11 Mpasun
cpeacTB?

HauMMeHOBaHWMS JIeKApPCTBEHHbIX CPeacTB? nyHKT 11 Mpasun
NeKapcTBeHHble GOpPMbI? nyHKT 11 Mpasun
[03UPOBKN IeKapCTBEHHbIX CpeacTB? nyHKT 11 Mpasun

€AMHULbI U3MEPEHUSA NIEKAPCTBEHHbIX cpeacTB? | nyHKT 11 Mpasun

CepUN NIEKapCTBEHHbIX CpeacTB? nyHKT 11 MpaBsun
KO/IMYECTBO JIEKAPCTBEHHbIX CPEACTB? nyHKT 11 Mpasun
Tapa Win ynakoBka? nyHKT 11 MpaBsun
HauMeHOoBaHue NPoun3BoaUTENA nyHKT 11 Mpasun

NeKapPCTBEHHbIX CPeaCcTB?
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CBeJIeHMs O BlaAgesbLie IEKAPCTBEHHbIX nyHKT 11 MNpaeun
cpeacTs?

Crnocob YHUUTOXKEHMS NIeKapCTBEHHbIX cpeacTB? | nyHKT 11 Mpasun

3. | AKTbl 06 YHMUTOXEHNN NEKAPCTBEHHbIX CPEACTB NyHKT 12 Mpasun
COCTaBASAOTCA /N B A€Hb YHUUTOXKEHUS
He[0b6pOoKaYeCTBEHHbBIX IEKAPCTBEHHbIX CPEACTB U
(nn) banbcPULMPOBaHHBIX TEKAPCTBEHHbIX
cpeacTs?

4. | AKT 06 YHUYTOXKEHUM JIEKAPCTBEHHbIX CPeAcTB UAn | NyHKT 13 Mpasun
€ro Konus B TedeHue 5 paboumnx gHen co AHs ero
COCTaB/IEHMS HaMNpaBAseTCa N BlaAesibLeM
YHUUTOXEHHbIX SIeKapCTBEHHbIX CPEeACTB B
YNOJIHOMOYEHHbIN OpraH?

(ponxHOCTb U ®UNO AOMKHOCTHOrO nuua, 3anosIHMBLIETO
NPOBEPOYHbLIA NMCT, Nognucb, pAaTta)

(BOMKHOCTL U ®UO AOMKHOCTHOrO JiMua WPULNYECKOTO SiMua, MNpPUCYTCTBOBABWENO
npy 3anofIHEHWM MPOBEPOYHOro fMCTa, MNoA4MAMCbL, AaTa)

MpunoxeHue N 32

K npukasy PegepanbHOM CyXobl

no Hag3opy B chepe 34paBOOXpPaHEHMS
071 09.11.2017 N 9438

NMpoBepOYHbIA NUCT
(CcNUCOK KOHTPO/IbHLIX BOMPOCOB), WUCMONb3yeMblin depepanbHON Cnyx6oi
no Hag3opy B cdepe 34paBOOXpPaHEHUA M ee TeppuTOopuanbHbIMU OpraHamu
npu nNpoBeAeHMU MNNaHOBbIX MPOBEPOK MpU OCYylWecTBAeHUn degepanbHOro
rocygapcTBeHHOro Hafgsopa B chepe obpaueHus neKapCTBEHHLIX CPeACcTB
(yHMYTOXEeHMe neKkapCTBEHHbLIX MpenapaTtoB ANA MeLULUHCKOr o
NPUMEHEHNS B anTEYHOM KUOCKe)

(HaMMeHoBaHMe opraHa, OCYUEeCTBAAKWEro NIaHOBYKW NPOBEpPKY)

1. Bug rocyjapCTBEHHOro KoHTpona (Hag3opa)

2. NpegmMeT  NNaHOBOW  MPOBEPKM  OPUAMYECKUX /UL, U UHAUBUAYATbHBIX
npeanpuHuUMaTenei orpaHum4uBaeTcs ob6si3aTenbHbMM TpeboBaHuAMKM, Cco6oAEHNE
KOTOpbIX SIBASETCHA Haubosiee 3HaYMMbIM C TOYKW 3PEeHUS HeponyweHus BO3HUKHOBEHUSA
Yyrpo3bl MpUYUHEHUS Bpefa XW3HU, 340POBbI rpaxgaH, W3M0XeHHbMM B dopme
NPOBEPOYHOro NucTta (CnuckKa KOHTPOJIbHLIX BOMPOCOB).

3. HaumeHoBaHMWe KWpMANYECKOrOo nuua, odamunusa, MM, OT4HeCTBO (MpW HaNM4num)
WHAMBUAYANBLHOIr O npeanpuHUMaTens :

4. MecToO npoBefeHusa naaHoBOW npoBepkKn C 3anoJ/IHEHNEM MNPOBEPOYHOro ncTa:

5. PeKBM3UTHl NpuKasa O NpPoBeAeHUM NNaHOBOK NMPOBEPKU: OT

N

6. YuUeTHblii HOMEpP MPOBEPKM W gaTa MPUCBOEHUS YUeTHOro HoMepa MpPoBEpKU B
EAUHOM peecTpe MNpoBepoK:

7. LONMXHOCTb, damununsa " MHULMan. OO/MKHOCTHOI O nnua (nuu),

®opma
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nposoAsuero(nx) naaHoBYyWw MNPOBEPKY:

1. ;

2. ;
8. [epeyeHb BOMPOCOB, OTpaxawlMx cofepxaHue o6a3aTefbHbIX TpeboBaHuii,

OTBET Ha KOTOpble OAHO3HAYHO CBUAETENLCTBYET O COGMOAEHWM WU HeCOGAEHUN

IOPUANYECKUM JINLOM, WHAWBMAYANbHLIM NpeanpuHMMaTENeM 06s3aTesibHbIX Tpe6GoBaHwuii,

cocTaBnAwWUX NpeaMeT MPOBEpPKU:

N Bornipockl, oTpaxkarowme cogeprkaHue PekBunanTeol BeiBOg, O
n/n obsa3atenbHbIx TpeboBaHUM HOPMaTUBHbIX BbIMOJIHEHUU
NpaBOBbIX aKTOB, C TpeboBaHuUM

YKa3aHMEM Ux
CTPYKTYPHbIX €41HULL, 4aa HeT
KOTOPbIMM
YCTaHOB/EHbI
obs3aTenbHble
TpeboBaHus

MpaBuaa YHUUTOXKEHUS HEeJO0OPOKAYEeCTBEHHbIX JEKAPCTBEHHbIX CPeacTs, $GanbCUPULMPOBAHHLIX
NIEKapPCTBEHHbIX  CPeACTB M KOHTPadaKTHbIX  JIEKAPCTBEHHbIX  CPeAcCTB,  YTBEP)KAEHHble
noctaHoBsieHeM lMpaButensctea Poccuiickoin Penepaumnm ot 3 okTabpsi 2010 r. N 674 (CobpaHue
3aKoHopatenbcTBa Poccuitckoit ®epepaumn, 2010, N 37, c1. 4689; 2016, N 4, c1. 535) (manee -
MpaBuna)

1. |WmMeeTtca nm Aoroeop € opraHusaumen no céopy, NyHKT 8 MpaBun
MCMOJ/1Ib30BaHMI0, 06E3BPEXMBAHMUIO,
TPaHCMOPTMPOBKE U pa3MelleHnto oTxoaos | - IV
KJlacca OMacHOCTU Ha YHUYTOXKEHUE
Heaob6poKaYeCTBEHHbIX 1IEKAPCTBEHHbIX CPEACTB,
banbCcUGUUMPOBAHHBIX M KOHTPAdaKTHbIX
JIeKapCTBEHHbBIX CpeacTB?

2. | B aKTax 06 YHUYTOXKEHUM NEKAPCTBEHHbIX CpeAcTB | NYHKT 11 MNpaBun
YKa3bIBaOTCS /n:

JaTa YHUUTOXEHUS IeKapCTBEHHbIX CpeacTB? nyHKT 11 MpaBsun

MECTO YHUUTOXEHUS NEeKapCTBEHHbIX cpeacTB? | NyHKT 11 Mpasun

damMunmmn, uMeHa, oT4ecTBa Jimu, nyHKT 11 MpaBsun
NPMHUMABLLNX y4acTUE B YHUUTOXEHMMN
NIeKapCTBEHHbIX CPEACTB, UX MECTO paboThl,

JO/HKHOCTB?

060CHOBaHWNE YHUYTOXKEHUS NEKAPCTBEHHbIX nyHKT 11 MpaBsun
cpeacTB?

HauMMeHOBaHWS JIeKaPCTBEHHbIX CPeacTB? nyHKT 11 Mpasun
neKapcTBeHHble GOpPMbI? nyHKT 11 MpaBun
[03UPOBKN NIeKapCTBEHHbIX CpeacTB? nyHKT 11 MpaBsun

eNHULbI U3MEPEHNS JIEKAPCTBEHHbIX CpeAcTB? | NyHKT 11 MpaBun

CepUn IEKapCTBEHHbIX CpeacTB? nyHKT 11 MpaBun
KOJIMYECTBO JIEKAPCTBEHHbIX CPEACTB? NyHKT 11 MNpaBun

Tapa WM ynakoBKa? nyHKT 11 MpaBun
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HanMeHoBaHUe NMPon3BoAUTENS nyHKT 11 MpaBun
NleKapCTBEHHbIX CPeACTB?

cBeAeHus o Bnagesible NeKapCTBEHHbIX nyHKT 11 MpaBsun
cpeacTs?

CNoCcob YHUUTOXKEHMS IEKAPCTBEHHbIX CPpeacTB? | NYHKT 11 Mpasun

3. | AKTbl 06 YHUUTOXEHNWN NEKAPCTBEHHbIX CPEACTB NyHKT 12 MNpaeun
COCTaBJIAOTCS /I B AEHb YHUYTOXKEHMS
HeaobpoKaYeCTBEHHbIX IEKAPCTBEHHbIX CPEACTB U
(nnun) panbCcUPULMPOBaAHHBIX TEKAPCTBEHHbIX
cpeacTs?

4. | AKT 06 YHMUTOXEHMWN NEKAPCTBEHHbIX CPeACTB AN | NYHKT 13 MpaBun
€ro Konms B TedeHue 5 paboumnx gHemn co AHS ero
COCTaBNIEHUS HAMpPaBASAETCS I BNaAe/bLEM
YHUUTOXEHHbIX IEKAPCTBEHHbIX CPEACTB B
YMNOJIHOMOYEHHbI opraH?

(ponxHoCTb M ®NO0 AO/MKHOCTHOrO fuua, 3ano/IHMBLIETO
NPOBEPOYHLIA AUCT, NOANUCL, faTta)

(ponxHocTb M ®NO0 [OMKHOCTHOrO uua puaMYecKoro nuua, nNpucyTCTBOBAaBLErO
npu 3arnofHeHUN NPOBEPOYHOro nucTa, nognuchb, pgarta)

MpunoxeHue N 33

K Nnpukasy ®egepanbHoOM Cnyxobl

no Hag3opy B chepe 34paBOOXPaHEHMS
01 09.11.2017 N 9438

MpoBEpPOYHLIA NUCT
(CcNUCOK KOHTPO/bHLIX BOMPOCOB), UCNONb3yeMblli defepasibHON CNyx60i
no Hapg3opy B cdepe 34paBOOXpPaHEHUA M ee TeppuTOopuanbHbLIMU OpraHamu
npu npoBeAeHuU NJaHOBbIX MPOBEPOK MPU OCYWEeCcTB/AeHUN ¢enepasbHOro
rocyfapcTBeHHOro Hagsopa B chepe obpaleHus ieKapCTBEHHLIX CPEACTB
(yHUUYTOXEHWe fleKapCTBEHHbLIX MpenapaTtoB ANA MegUUUHCKOT O
NPUMEHEHNA B anTeKke MNpPou3BOACTBEHHON)

(HaMMeHoBaHVe opraHa, OCYWEeCTBSAWEro NaaHoBY0 NPOBEpPKY)

1. Bug rocyfapCTBEHHOro KoOHTpona (Hag3opa)

2. NpegmeT  NNaHOBOWA NPOBEPKN KWPUAUYECKUX UL, W WHAUMBUAYASbHbIX
npegnpuHuUMaTesieid  orpaHuymBaeTcss o06s3aTeNbHbIMM  TpeboBaHUAMU, COGMAEHNE
KOTOpbIX SBNSIETCS Haubosiee 3HAYMMbIM C TOYKU 3PEHUSA HeAOoNyWeHWS BO3HMKHOBEHUS
Yyrpo3sbl MpUYUHEHUS Bpega XW3HW, 340POBbI rpaxgaH, W3M0XEeHHbHMW B dopme
NPOBEPOYHOro NucTta (Cnucka KOHTPO/IbHLIX BOMPOCOB).

3. HammeHoBaHue wpugmyeckoro navuya, dGammnus, uMmsA, OTYeCTBO (MNpU HaIANYMK)
WHAVBUAYA/IbHOTO NpeanpuHUMaTENs :

4. MecTo npoBeAeHUs M/aHOBOI MPOBEPKM C 3ano/iHeHWeM MPOBEPOYHOro fmMcTa:

5. PekBU3UTbl MpukKasa O npoBefeHUn n1aHoBOW npoBepKn: OT

dopma
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N

6. Y4YeTHbi HOMep NPOBEPKW N AaTa MPUCBOEHUSA YYETHOro HoMepa MNPOBEpPKM B
EpnMHOM peecTpe NpoOBEPOK:

7. JOMKHOCTD, damununs " UHUUManel  AO/MKHOCTHOrO  nuua (nuu),
npoBogswero(ux) naaHoOBY0 MPOBEPKY:

1. ;

2. ;

8. [epeyeHb BOMPOCOB, OTpaxawWux cogepxaHue o6a3aTefibHbIX TpeGoBaHWii,
OTBET Ha KOTOpble OAHO3HAUYHO CBUAETENbLCTBYET O COG/MIOAEHWM WU HecoGAEHUN
OPUANYECKUM INLOM, WHAWBUAYANbHLIM NpeanpuHMMATENeM 0683aTesibHbiX TpebGoBaHwuii,
COCTaB/IANWUX MPeaMET MPOBEPKU:

N Bonipochl, oTpaxkarouwme coaeprkaHue PekBuanTbl BbiBog, 0
n/n obsa3aTenbHbIX TpeboBaHW HOPMaTUBHbIX BbIMOJIHEHUU
NpaBOBbIX aKTOB, C TpeboBaHMi

YKasaHneM mnx
CTPYKTYPHbIX €4MHUL, Aa HEeT
KOTOPbIMM
YCTaHOBJIEHbI
obszarenbHbie
TpeboBaHMs

MpaBuJia YHUUTOXKEHUS HELOBPOKAYECTBEHHbBIX JIEKAPCTBEHHbIX CPeACTB, GanbCUbULMPOBaAHHbIX
JIEKAPCTBEHHbIX  CPEACTB U KOHTPadaKTHbIX  JIEKAPCTBEHHbIX  CPEACTB,  YTBEP)KIEHHbIE
noctaHoBsieHneM [MpasuTenbctBa Poccuiickoin degepaumm ot 3 oktabps 2010 r. N 674 (CobpaHue
3akoHopatenbcTBa Poccmitckonn ®epepaumn, 2010, N 37, c1. 4689; 2016, N 4, ct. 535) (manee -
MpaBuna)

1. |WMeeTcs nn JoroBop ¢ opraHusaumeit no cbopy, NyHKT 8 MpaBun
MCMONb30BaHWNI0, 06E3BPEXNBAHMIO,
TPaHCNOPTMPOBKE U pa3MeLleHnto otxoaos | - IV
KN1acca onacHOCTM Ha YHUYTOXEHUE
He06pPOKaYeCTBEHHbIX IEKAPCTBEHHbIX CPeACTB,
danbcnPULUMPOBAHHbBIX N KOHTPadaKTHbIX
JNIeKapCTBEHHbIX CpeacTs?

2. | B aKrax 06 YHMYTOXEHUM JIEKAapPCTBEHHbIX CpeAcTB | NYHKT 11 MNpaBun
YKa3bIBalOTCA U:

JaTa YHUUTOXKEHUS SIEKapCTBEHHbIX CpeacTB? nyHKT 11 MpaBsun

MECTO YHUHTOXKEHUS IEKAPCTBEHHbIX cpeacTs? | nyHKT 11 MpaBun

daMuIMmn, UMeHa, oT4ecTBa JuL, nyHKT 11 Mpasun
MPUHUMABLLMX YH4aCTUE B YHUUTOXKEHUN
NleKapCTBEHHbIX CPeACTB, UX MECTO paboThl,

JO/MKHOCTB?

060CHOBAHUE YHUYTOXKEHUS SIEKAPCTBEHHbIX nyHKT 11 MpaBsun
cpeacTs?

HauMeHOBaHWS JIEKAPCTBEHHbIX CPeAcTB? nyHKT 11 MpaBsun
NeKapcTBeHHble GopMbI? nyHKT 11 Mpasun
[03UPOBKN IEKapCTBEHHbIX CpeacTB? nyHKT 11 MpaBun

€AMHULLbI U3MEPEHUSA NEKAPCTBEHHbIX cpeacTB? | NyHKT 11 Mpasun
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CEPUU NNIEKAPCTBEHHbBIX CPeacTB? nyHKT 11 MpaBun

KOJIMYECTBO JIEKAPCTBEHHbIX CPEACTB? nyHKT 11 MpaBsun
Tapa Wam ynakoBka? nyHKT 11 Mpasun
HanMeHOoBaHMe MpPon3BOAUTENSA nyHKT 11 Mpasun

NEeKapCTBEHHbIX CPEACTB?

cBeAeHus o0 Bnaaesiblie NeKapCTBEHHbIX nyHKT 11 MpaBun
cpeacTB?

CNOCO6 YHUUTOXKEHMS IEKAPCTBEHHbIX CPpeacTB? | NYHKT 11 Mpasun

3. | AKTbl 06 YHUYTOXKEHUM IEKAPCTBEHHbIX CPEACTB nyHKT 12 MpaBun
COCTaBASANOTCA JIN B AEHb YHUYTOXKEHUS
Heaob6poKaYeCTBEHHbIX IEKAPCTBEHHbIX CPEACTB U
(nnn) danbCcUPULMPOBaAHHBIX TIEKAPCTBEHHbIX
cpencTB?

4. | AKT 06 YHUUTOXEHMWN NEKAPCTBEHHbIX CPEACTB AN | NYHKT 13 MpaBun
€ro Konus B Te4eHune 5 paboumnx aHen co aHA ero
COCTaBNIEHUS HAMpPaBAAETCS N BNaAe/bLEM
YHUUTOXEHHbIX IEKAPCTBEHHbIX CPEACTB B
YNOJIHOMOYEHHbIN OpraH?

(ponxHocTb U ®NO [OMKHOCTHOrO nuua, 3anosiHMBLIETO
NPOBEPOYHLIA NUCT, NOANUCL, faTa)

(AONXHOCTb M ®NO0 AO/MKHOCTHOTrO NULA PUAMYECKOTo Nula, MNpPUCYTCTBOBABLEro
npu 3anofiHeHU NPOBEPOYHOro NUcTa, MOAMWUCL, AaTta)

MpunoxkeHune N 34

K Nnpukasy ®egepanbHoOm Cnyxobl

no Hag3opy B chepe 34paBOOXPaHEHMS
071 09.11.2017 N 9438

MpoBepOYHbIi NNCT
(CcNMCOK KOHTPO/bHLIX BOMPOCOB), UCNONb3yeMblli defepasibHON CNyx60ii
no Hag3opy B cdepe 34paBOOXpaHEHUs U ee TeppuTOpuanbHbLIMU OpraHamu
npyv NpoBefEeHUM MNNAHOBLIX MPOBEPOK MpWU ocylecTBeHun depepasbHOro
rocyfapCcTBEHHOro Hag3opa B cdepe obpaweHMs NeKapCTBEHHbIX CPeacTB
(yHUUYTOXEHNEe NeKapCTBEHHbIX MpenapaToB ANS MeAULUHCKOr O
NpMMEHEHUA B anTeKe MPOU3BOACTBEHHOW C MpaBOM W3rOTOB/IEHUSA
acenTUYECKNX JIEKAPCTBEHHLIX MpenapaToB)

(HaMMeHoBaHMe opraHa, OCYWEeCTBSAUEro naaHoBYl NPOBEPKY)

1. Bug rocyfapCTBEHHOro KoHTpona (Hag3opa)

2. NMpegvMeT  NIAHOBOW  NPOBEPKM  KWPUAMYECKUX MWL, U UHAWMBUAYASbHbIX
npegnpuHUMaTenein  orpaHuynBaeTcs o06s3aTeflbHbIMM  Tpe6oBaHUsMKU, CO6/0LEeEHME
KOTOpPbLIX SIB/iIAeTCH HambGonee 3HaAYUMMBIM C TOUKU 3PEHUS HefonyWweHWss BO3HUKHOBEHUS

dopma
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Yyrpo3sbl MpUYUHEHUS Bpega XW3HW, 340POBbI0 rpaxgaH, W3M0XeHHHMW B dopme
NMPOBEPOYHOro nMcTa (CnMcKa KOHTPOJ/IbHLIX BOMPOCOB) .

3. HaummeHoBaHMe topuanyveckoro nvua, o¢ammnms, ums, oT4eCcTBO (NpU HaNU4YUN)
WHAMBUAYANbHOIr O npeanpuHUMaTens :

4. MecToO npoBefeHusa naaHoBoOW npoBepkKn C 3anoJ/IHEHNEM MNPOBEPOYHOIro AncTa:

5. PekBU3WUTH Mpukasa O NpoBefeHun MnnaHoBOW NPOBEpPKU: OT
N .

6. Y4YeTHbi HOMEp NPOBEPKW U AaTa MPUCBOEHMSA YYETHOro HOoMepa MPOBEpPKM B
EQVHOM peecTpe MpoOBEpPOK:

7.  JlONXHOCTb, daMunns M MHMUMANLl  AOMXHOCTHOro  nAuua  (aud),
npoBoAsuero(nx) naaHoByl MNPOBEpPKY:

1. ;

2.

8. [MepeyeHb BOMPOCOB, OTpaxawwWux cogepxaHue obA3zaTeNbHbIX TpeboBaHWUNA,
OTBET Ha KOTOpble O4HO3HAYHO CBMAETE/ILCTBYET O COOGMAEHWUU UM HecobgeHun
PULUHECKUM NINLOM, WHAUBUAYA/bHBIM NpeanpuHumMaTesieM ob6sA3aTenbHbiX TpeboBaHwuii,
cocTaBAsAwWMX npeaMeT MpPOBEpPKU:

N Bonipockl, oTpaxkarowme cogepkaHue PekBu3nTbl BbiBOg, O
n/n ob6s3atenbHbIx TpeboBaHMM HOPMAaTMBHbIX BbIMNO/IHEHUM
NpPaBOBbIX aKTOB, C TpeboBaHUM

yKasaHueM mx
CTPYKTYPHbIX €4MHUL, Aa HET
KOTOPbIMM
YCTaHOB/IEHDI
obs3arenbHbie
TpeboBaHMS

MpaBuaa YHUUTOXEHUS HeaO0OGpPOKaYeCTBEHHbIX NEKAPCTBEHHbLIX CpeAcTB, ¢anbCcUbULMPOBAHHbIX
JIEKAPCTBEHHbIX  CPEeACTB UM KOHTpadaKTHbIX  JIEKAPCTBEHHbIX  CPeACTB,  YTBEPXKAEHHble
noctaHossieHneM [paBuTtenbcTBa Poccuiickoin Pepgepaumm ot 3 oktabpa 2010 r. N 674 (CobpaHue
3aKkoHopgatenbcTBa Poccnitckoin ®epepaumn, 2010, N 37, c1. 4689; 2016, N 4, ct. 535) (panee -
MpaBuna)

1. |WmMeetcsa goroBop c opraHmsaumen no coopy, NyHKT 8 MpaBun
MCNO/Ib30BaHUIO, 06E3BPEXMNBAHMUIO,
TPaHCNOPTUPOBKE U pasMeLleHnto otxoaos | - IV
KJ1acCa OMaCHOCTU Ha YHUYTOXKEHUE
He06pPOKaYeCTBEHHbIX JIEKAPCTBEHHbIX CPEACTB,
danbCcnPULUMPOBAHHBIX U KOHTPahaKTHbIX
NIeKapCTBEHHbIX CpeacTB?

2. | B aKrtax 06 YHMYTOXEHUM JIEKAapPCTBEHHbIX CpeAcTB | NYHKT 11 MNpaBun
YKa3bIBalOTCA:

JlaTa YHUUTOXKEHUS NIeKapCTBEHHbIX CPeCTB? nyHKT 11 Mpasun

MECTO YHUHTOXKEHUS IEKAPCTBEHHbIX cpeAcTB? | nyHKT 11 MpaBun

dbaMmnanm, MeHa, oTHecTBa JinL, nyHKT 11 Mpasun
NPUHUMABLLNX y4acTUE B YHUUTOXEHUN
JIeKapCTBEHHbIX CPeACTB, X MECTO paboThl,

[O/MKHOCTB?
060CHOBaHME YHUUTOXEHWS IEKAPCTBEHHbIX nyHKT 11 MNpaeun
cpeacTs?

HauMeHOBaHWS JIEKAPCTBEHHbIX CPeAcTB? nyHKT 11 MpaBun
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NeKapcTBEHHbIE GOPMbI? nyHKT 11 MpaBun

[03UPOBKN IEKAPCTBEHHbBIX CpeacTB? nyHKT 11 MpaBsun

elMHULbl U3MEPEHUS IEKAPCTBEHHBIX cpeacTB? | NyHKT 11 Mpasun

Cepun IeEKapCTBEHHbIX CpeacTB? nyHKT 11 Mpasun
KO/IMYECTBO SIEKAPCTBEHHbIX CPEACTB? nyHKT 11 Mpasun
Tapa Wan ynakoBka? nyHKT 11 Mpasun
HanMeHoBaHWe Npon3BoaAnTENS nyHKT 11 MpaBsun

NeKapCTBEHHbIX CPEACTB?

cBeAeHus 0 BnagesibLie NeKapCTBEHHbIX nyHKT 11 Mpasun
cpeacTs?

CNocob6 YHUUYTOXKEHUS JIeKapCTBEHHbIX cpeacTB? | nyHKT 11 Mpasun

3. | AKTbl 06 YHUYTOXKEHUM IEKAPCTBEHHbIX CPEACTB nyHKT 12 MpaBsun
COCTaBASAOTCA /I B AEHb YHUUTOXEHUS
Heao6poKaYeCTBEHHbIX IEKAPCTBEHHbIX CPEACTB U
(nnu) panbcMdULMPOBaAHHBIX JIEKAPCTBEHHbIX
cpeacTs?

4. | AKT 00 YHUYTOXKEHUM NIEKAPCTBEHHbIX CPeACTB UAM | NYHKT 13 Mpasun
€ro Konus B Te4eHune 5 paboumnx aHen co aHA ero
COCTaBNEHUA HanNpaBAsETCA N BNageNbLeM
YHUUTOXEHHbIX IEKAPCTBEHHbIX CPEACTB B
YNOJIHOMOYEHHbIN opraH?

(pOMKHOCTL UM ®NO0 [O/MKHOCTHOrO NuLa, 3anosHMBLIETO
NPOBEPOYHLIA NUCT, NOANUCL, faTa)

(AonxHOCTb M ®NO0 AOMKHOCTHOrO Auua PUAMYECKOro auua, NPUCyTCTBOBAaBLErO
npu 3anosiHeHUM MNPOBEPOYHOr0 NMcTa, No4NuChL, paTa)

MpunoxxeHne N 35

K npukasy ®eaepanbHOM CyXObl

no Haz3opy B chepe 34paBOOXPaAHEHUS
071 09.11.2017 N 9438

®dopma

MpoBepoOYHbIi NNCT
(CNMCOK KOHTPO/bHbLIX BOMPOCOB), MCNOAb3yeMblli degepanibHON CNyxO6oii
no Hag3opy B cdepe 34paBOOXpaHEHUs M ee TeppuTOpuanbHbLIMU OpraHamu
npu NpoBeAEeHUM MNNAHOBLIX MPOBEPOK MPU OCYWECTBeHUN ¢epepasibHOro
rocyfapCTBEHHOr0 Hag3opa B cdepe obpaweHuMss NeKapCTBEHHbIX CPeACcTB
(yHU4YTOXEHME NIEKApPCTBEHHLIX MpenapaToB ANS MEAUUUHCKOTO MPUMEHEHUS
B MEAMUMHCKUX OpraHm3aumsix M mx 060COO6/IEHHbIX Mogpa3aenieHnax
(ueHTpbl (oTAeneHusa) obuwel Bpa4vyebHOl (CeMeiHoI) npaKTuKu,
ambynatopun, ¢enbguepckue n GenbplepcKo-akywepcKkme
MYHKTbI), Pacno/IOKEHHbIE B CE/IbCKUX HACENIEHHbIX MyHKTax)
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(HaMMeHoBaHVe opraHa, OCYWeCTBASWEro niaaHoBYl0 NPOBEpPKY)

1. Bug rocygapCTBEHHOro KoHTponsa (Hag3opa)

2. NpegmeT  nNnaHOBOWA NPOBEPKN KWPUAUYECKUX UL, W WHAUBUAYASIbHbIX
npegnpuHumaTenem orpaHumumBaeTcsa 06a3aTeNbHbIMM TpeboBaHMSAMKM, cobnwAeHUEe
KOTOpbIX SBASETCHA Haubosiee 3HaYMMbiM C TOYKU 3PEHUSA HEeAOoNyWeHWS BO3HMKHOBEHUS
Yyrpo3bl MpUYUHEHUS Bpefa XW3HU, 340POBbI rpaxgaH, W3M0XeHHbMM B dopme
NPOBEPOYHOro AncTa (CAMcKa KOHTPO/bHLIX BOMPOCOB) .

3. HaumeHoBaHMe topuanyeckoro nvua, odammnnsa, uma, oT4eCcTBO (NpU HaNU4YUN)
WHAVBUAYA/IbBHOTO MpeanpuHUMaTENS :

4. MecTo npoBeAeHUs M/aHOBOIi NMPOBEPKM C 3ano/iHeHWeM MPOBEPOYHOro fmucTa:

5. PekBU3UTH Mpukasa O NpoBefeHun MnnaHoBOW NPOBEpPKU: OT

N .

6. Y4yeTHblli HOMEpP MPOBEPKM U JaTa MPUCBOEHUS YYeTHOro Homepa MNpOBEepKu B

EQVMHOM peecTpe NPOBEPOK:

7. JOMKHOCTD, dammnnsa " WHUUMaMbl  OO/MKHOCTHOrO  uua (nuu),

nposojawero(nx) niaHOBY MPOBEPKY:
1.

4

2. .
8. TMepeyeHb BOMPOCOB, OTpaxawlMx COAepXaHUe 06si3aTesbHbiX Tpe6oBaHWiA,
OTBET Ha KOTOpble OAHO3HAYHO CBUAETENLCTBYET O CO6/0AEHUN WAU HECO6/4eHUN
OPUANYECKUM INLIOM, WHAUBMAYaNbHLIM NpeanpuHMMaTenemM 06a3aTesibHbIX Tpeb6oBaHwuii,
cocTasnawWMX NpeaMeT MPOBEpPKU:

N Bonipockl, oTpaxkarouwme coaeprkaHue PekBu3anTbl BbiBog, 0
n/n o6s3aTenbHbIX TpeboBaHMM HOPMAaTMBHbIX BbIMOJIHEHUU
NpaBOBbIX aKTOB, C TpeboBaHMi

YKa3aHUeM Uux
CTPYKTYPHbIX €AMHUL,, Aa HET
KOTOPbIMU
YCTaHOB/IEHbI
obs3aTenbHble
TpeboBaHus

MpaBujia YHUUTOXKEHUS HEeLOOPOKAYECTBEHHbIX JIEKAPCTBEHHbLIX CPeAcTB, GanbCUPULMPOBAHHbIX
NIEKApPCTBEHHbIX  CPEeACTB M KOHTPAdaKTHbIX  JIEKAPCTBEHHbIX  CPeACTB,  YTBEPXKAEHHbIe
noctaHoBsieHneM lMpasuTenbcTBa Poccuiickoint ®eaepaumm ot 3 okTa6pa 2010 r. N 674 (CobpaHue
3aKoHogaTenbctBa Poccuiickoit depepaumm, 2010, N 37, c1. 4689; 2016, N 4, c1. 535) (nanee -
MpaBuna)

1. |WmeeTcsa M goroBop ¢ opraHusaument no coopy, NyHKT 8 MpaBun
MCNO/Ib30BaHUIO, 06E3BPEKNBAHMUIO,
TPaHCNOPTMPOBKE U pa3MelleHnto otxoaos | - IV
KJlacca OMacHOCTU Ha YHUUTOXEHUE
He06pPOKaAYECTBEHHbIX SIEKAPCTBEHHbIX CPEACTB,
danbcnPMUMPOBAHHBIX N KOHTPAdaKTHbIX
JIeKapCTBEHHbIX CpeacTB?

2. | B aKTax 06 YHUYTOXKEHUM NEKAPCTBEHHbIX cCpeacTB | NyHKT 11 MNpaBun
YKa3bIBAKOTCA n:

aTa YHUUYTOXKEHUS IEKaPCTBEHHbIX CPEACTB NYHKT aBuUa
? 111

MECTO YHUMTOXXEHUS IEKAPCTBEHHbIX cpeacTB? | nyHKT 11 MpaBun

damMunmmn, umMeHa, otT4ecTea /imu, nyHKT 11 MpaBun
NPUHUMABLLNX y4acTUE B YHUUTOXKEHMUMN
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JIeKapCTBEHHbIX CPEACTB, UX MECTO paboThl,
[O/MKHOCTL?

060CHOBaHME YHUUTOXEHUS IEKAPCTBEHHbIX
cpeacTs?

nyHKT 11 MpaBsun

HanMeHOBaHNA NEKAPCTBEHHbIX Cpep,CTB?

nyHKT 11 Mpasun

neKapcTBeHHble GopMbI?

nyHKT 11 Mpasun

[l03MPOBKMN JIEKAPCTBEHHbIX CPEACTB?

nyHKT 11 MpaBsun

€ANHNLUbI U3MEepPEeHNA NEKAPCTBEHHbIX CpeACTB?

nyHKT 11 Mpasun

CEpUU NeKapCcTBEHHbIX cpeacTB?

nyHKT 11 MpaBsun

KOJINYECTBO JIEKAPCTBEHHbBIX CPeACTB?

nyHKT 11 MpaBsun

Tapa Uau yrnakoBka?

nyHKT 11 Mpasun

HaMMeHOBaHMe Npou3BoOAUTENS
NIEKapPCTBEHHbIX CPeaCcTB?

nyHKT 11 MpaBun

CBeZleHM1s O BlafesbLie NEKAPCTBEHHbIX
cpeacTB?

nyHKT 11 MpaBsun

CNoco6 YHUUTOXKEHUS IEKAPCTBEHHbIX CPeacTB?

nyHKT 11 Mpasun

3. | AKTbl 06 YHMUTOXEHMM NNIEKAPCTBEHHbBIX CPEACTB
COCTaBASAOTCA JIN B AEHb YHUUTOXEHUS
HeA06pPOKaYECTBEHHbIX IEKAPCTBEHHbIX CPEACTB U
(MnKn) danbCcUULMPOBaAHHBIX TIEKAPCTBEHHbIX
cpeacTs?

nyHKT 12 MpaBsun

4. | AKT 06 YHUUTOXEHMM NEKAPCTBEHHbBIX CPEACTB U
€ro Konus B TedeHne 5 paboumnx AHel co aHs ero
COCTaBJIEHUsI HaNPaBIAETCS /N BIaAENbLEM
YHUYTOXEHHbIX JIEKAPCTBEHHbIX CPEACTB B
YNOJIHOMOYEHHbIN OpraH?

nyHKT 13 MNMpaBsun

(AonxHOCTb M ®NO0 AOMKHOCTHOrO fAuua, 3ano/IHMBLIETO
NMPOBEPOYHbLIA NMCT, NoAMUCbL, pAaTta)

(AOMXHOCTL U ®UNO AOMKHOCTHOrO MMUA WPULNYECKOTro SiMua, NPUCYTCTBOBABWErO
npu 3anofiIHeHUN MPOBEPOYHOro AUcTa, MNOAMNUCH, AaTa)

MpunokeHue N 36

K Nnpukasy ®egepanbHoOm Cnyxobl

no Haa3opy B chepe 34paBOOXpaHEHUS
o1 09.11.2017 N 9438

®dopma

NMpoBEpPOYHbIA NUCT
(CNUCOK KOHTPO/IbHLIX BOMPOCOB), WUCMONb3yeMmblin depepanbHON Cayx6oi
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no Hags3opy B cdepe 34paBOOXPAHEHUS U €e TeppuTopuasibHLIMA OpraHamm
npy¥ NPOBEAEHMMU TMAHOBLIX MPOBEPOK MpPW OCYWECTB/EHUU defepasibHOTro
rocyfapcTBEeHHOro Hagsopa B cdepe obpalweHnsi NeKapCcTBEHHbIX CPeacTB
(YHUUYTOXEHUEe feKapCcTBEHHLIX MpenapaToB AN MeAUUMHCKOro
NPUMEHEHUS VHAMBUAYAIbHBIMU MPeanpUHUMATENAMA )

(HauMeHOBaHWe oOpraHa, OCYWEeCTB/SKWEro M/aHOBYW MPOBEPKY)

1. Bug rocygapCTBEHHOro KoHTponsa (Hag3opa)

2. NpegmeT  nnaHOBOWA NPOBEPKN KWPUAUYECKUX UL, W WUHAMBUAYASbHbIX
npegnpuHuUMaTesieil  orpaHudmBaeTcs o6s3aTeNbHbMM  TpeboBaHUAMM, COGNAEHNE
KOTOpPbIX SIBNSETCS Haubosiee 3HAYMMbIM C TOYKW 3PEHUS HeaonyweHUs BO3HUKHOBEHWUS
yrpo3bl MPUYMHEHUS Bpega XW3HW, 340POBbH rpaxgaH, W3/10KEHHbMW B dopme
NMPOBEPOYHOro nMcTa (CnMcKa KOHTPO/bHLIX BOMPOCOB).

3. HaumeHOBaHMe topuanyeckoro nvua, o¢amunms, ums, oT4ecTBO (NpU HaNU4YMN)
UHAMBUAYANbHOIr O NpeanpuHUMaTens :

4. MecToO npoBefeHusa naaHoBOM npoBepKn C 3anoJ/IHEHNEM MNPOBEPOYHOIro AncTa:

5. PeKkBM3UTH MpuKasa O MPOBEAEHWMM MNNAHOBOI NPOBEPKU: OT

N

6. YueTHblii HOMEp MPOBEPKM U AaTa MNPUCBOEHUS YYETHOrO0 HOMEpa MPOBEPKMU B
EAMHOM peecTpe MNpOBEepoK:

7. JOMKHOCTD, dammnns " UHMUMaIbl  AO/MKHOCTHOrO  uuya (nnu),
nposogswero(nx) naaHOBY MPOBEPKY:

1. ;

2.

8. [MepeyeHb BOMPOCOB, OTpaxawwWnx cogepxaHune obaA3aTeNbHbIX TpeboBaHWUNA,
OTBET Ha KOTOpble O4HO3HAYHO CBMAETE/LCTBYET O COOGAAEHMUM UM HecobgeHun
OPUGUHECKUM JINLOM, WHAUBMAYA/IbHBIM NpeanpuHuMaTesieM o06sA3aTenbHbiX TpeboBaHwuii,
cocTaBAsAwWMX npeaMeT MPOBEPKU:

N Bonipockl, oTpaxkarowme cogeprkaHue PekBu3nTbl BbiBOg, O
n/n ob6s3atenbHbIX TpeboBaHMM HOPMAaTMBHbIX BbIMOJIHEHUU
NpaBoOBbIX aKTOB, C TpeboBaHMM

yKazaHueM umx
CTPYKTYPHbIX €4MHML,, 4a HET
KOTOPbIMM
YCTaHOB/IEHDI
obs3arenbHble
TpeboBaHMs

MpaBuaa YHUUTOXKEHUS HeaOOGpPOKaYeCTBEHHbIX NEKAPCTBEHHbIX CpeAcTs, ¢anbCcUdULMPOBaAHHbIX
JIEKAPCTBEHHbIX  CPEeACTB U KOHTpadaKTHbIX  JIEKAPCTBEHHbIX  CPeACTB,  YTBEPXKAEHHble
noctaHossieHMeM [paBuTtenbcTBa Poccuiickoin Pepgepaumm ot 3 oktabpsa 2010 r. N 674 (CobpaHue
3aKkoHopatenbcTBa Poccuitckoin ®epepaumn, 2010, N 37, c1. 4689; 2016, N 4, ct. 535) (panee -
MpaBuna)

1. |MMeeTtca nn gorosop ¢ opraHmsaumeit no coopy, NyHKT 8 MpaBun
MCNO/Ib30BaHUIO, 06E3BPEXKNBAHMUIO,
TPaHCNOPTUPOBKE U pa3MeLleHnto otxoaos | - IV
KJlacCa OMacHOCTU Ha YHUYTOXKEHUE
He06pPOKaYeCTBEHHbIX JIEKAPCTBEHHbIX CPEACTB,
danbCcnPrUMPOBaAHHBIX U KOHTPadaKTHbIX
JNIeKapCTBEHHbIX CpeacTs?

2. | B aKtax 06 YHMYTOXEHUM JIEKApPCTBEHHbIX CpeAcTB | NYHKT 11 MNpaBun
YKa3blBalOTCA NU:

[laTa YHUUTOXKEHMS IEKAPCTBEHHbIX CpeacTB? NYHKT 11 MNpasun
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MECTO YHUUTOXEHUS NEeKapCTBEHHbIX cpeacTB? | NyHKT 11 Mpasun

damMunmmn, uMeHa, oT4ecTsa Jimu, nyHKT 11 MpaBsun
NPMHUMABLLNX y4acTUE B YHUUTOXKEHMMU
NIeKapCTBEHHbIX CPEACTB, UX MECTO paboThl,

JO/HKHOCTB?

060CHOBaHWNE YHUYTOXKEHUS NEKAPCTBEHHbIX nyHKT 11 MpaBsun
cpeacTB?

HauMMeHOBaHWS JIeKAaPCTBEHHbIX CPeacTB? nyHKT 11 Mpasun
neKapcTBeHHble GOPMbI? nyHKT 11 MpaBsun
[03UPOBKN NIeKapCTBEHHbIX CpeacTB? nyHKT 11 Mpasun

eVHULbI U3MEPEHNS JIEKAPCTBEHHbIX CpeAcTB? | NyHKT 11 MpaBun

CepUn IEKapCTBEHHbIX CpeacTB? nyHKT 11 MpaBsun
KOJIMYECTBO SIEKAPCTBEHHbIX CPEACTB? nyHKT 11 Mpasun
Tapa WM ynakoBKa? nyHKT 11 MpaBun
HanMeHoBaHWe NMpon3BoaAUTENS nyHKT 11 Mpasun

NIEKAPCTBEHHbIX CPeACTB?

CBeJIeHMs O B/IaAe/bLIE IEKAPCTBEHHbIX nyHKT 11 MNpaeun
cpeacTB?

Crnocob YHUUTOXEHMSA IeKapCTBEHHbIX cpeacTB? | nyHKT 11 Mpasun

3. | AKTbl 06 YHUUTOXEHMM NNIEKAPCTBEHHbIX CPEACTB nyHKT 12 MpaBsun
COCTaB/ISAOTCA N B AEHb YHUYTOXEHUS
He06pPOKaYECTBEHHbIX JIEKAPCTBEHHbIX CPEACTB U
(nnun) panbcMdULUMpPOBaAHHBIX 1IEKAPCTBEHHbIX
cpeacTs?

4. | AKT 06 YHUYTOXKEHUM JIEKAPCTBEHHbIX CPeACcTB UAK | NyHKT 13 MpaBun
€ro Konus B Te4eHune 5 pabounx aHen co gHSa ero
COCTaBJ/IEHMSA HAMNpPaBAAETCA N BJIaAe/IbLEM
YHUYTOXEHHbIX NEKAPCTBEHHbIX CPEACTB B
YNOJIHOMOYEHHbI OpraH?

(pomkHOCTL M ®UNO0 JOMKHOCTHOrO nuua, 3ano/HUBLIETO
NPOBEPOYHbIA INCT, NOAMWUCHL, AaTa)

(/OMKHOCTL U ®UO AOMKHOCTHOrO fMUA WPULNYECKOTrOo SiMua, MNPUCYTCTBOBABWETO
npu 3anofIHEHUN MNPOBEPOYHOro NUcTa, MNoANUChL, AaTa)

MpunoxeHue N 37

K npukasy PegepanbHOM CyXobl

no Hag3opy B chepe 3paBOOXpPaHEHMS
071 09.11.2017 N 9438
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dopma

NMPOBEPOYHbIA NNCT
(CcNUCOK KOHTPO/bHLIX BOMPOCOB), UCNONb3yeMblli defepasibHON CNyx60ii
no Hag3opy B cdepe 34paBOOXpaHEHUSs U ee TeppuTopuanbHbIMU OpraHamu
npyM NpoBeAEHUN MNAHOBLIX MPOBEPOK MpWU oOcylwecTBeHun depepasibHOro
rocygapcTBeHHOro Hagsopa B chepe obpaweHus neKapCTBEHHbIX CPeAcTB
(cobnwgeHne cybbekTamum obpaweHns NeKapCTBEHHbIX CpeacTB
YCTaHOB/IEHHbIX TpeboBaHUn K NPOBEAEHUID AOKANHUYECKUX
nccnenoBaHnii NeKapcTBEHHbIX CPefcTB)

(HaumMeHOBaHWEe oOpraHa, OCYWEeCTB/SKWEro M/IaHOBYW MPOBEPKY)

1. Bug rocygapCTBEHHOro KoHTponsa (Hag3opa)

2. NpegmMeT  NNaHOBOWA NPOBEPKN KWPUAUYECKUX UL, W UHAUBUAYASbHbIX
npeanpuvHuUMaTenein  orpaHuyMBaeTCcsa o06A3aTesibHbMWM TpeboBaHuUAMM, coObNwaeHue
KOTOpbLIX fAABNAeTcAa Haubosiee 3HAUYMMbIM C TOYKU 3peHUsd HeJonyweHUs BO3HUKHOBEHUSA
Yyrpo3bl MpUYNHEHUS Bpega XW3HW, 340POBbI  rpaxgaH, W3N0XeHHbMM B dopme
NPOBEPOYHOro NucTta (Cnucka KOHTPOJIbHLIX BOMPOCOB).

3. HaummeHoBaHue pugnyeckoro navua, dammnma, UM, OTYECTBO (NpU HaINYUK)
UHAMBUAYANbLHOrO NpeanpuHUMaTens : .

4. MecTOo npoBefeHWs MNNaHOBOW MNPOBEPKW C 3anofIHEHWEM MPOBEPOYHOro fnMcTa:

5. PeKkBU3UTH MpuKasa O MNpoOBeAEHWM MNNaHOBOI NPOBEpPKU: OT
N .

6. YJeTHblii HOMEp MPOBEPKM U fJaTa NMPUCBOEHUS YYETHOrO HOMepa MPOBEPKU B
EAVHOM peecTpe MNpPOBEpPOK:

7. JOMKHOCTD, damununs " UHUUManel  AO/MKHOCTHOrO  nuua (nuu),
nposogsawero(nx) naaHOBY MPOBEPKY:

1. ;

2.

8. [epeyeHb BOMPOCOB, OTpaxawlMx cojepxaHue o6s3aTefbHbIX TpeboBaHui,
OTBET Ha KOTOpble OIHO3HAYHO CBMAETENbCTBYET O COG/MIAEHWM WU Hecob6AeHUN
PUANYECKUM NMLOM, WHAMBUAYANbHLIM MpeanpuHUMaTeneM o6s3aTeflbHbiX TpeboBaHwuii,
cocTaBnAwWUX MNpeaMeT MPOBEpPKU:

N Bonpockl, oTpakatolme coaepikaHue PekBU3UTSI BbiBOA O
n/n obs3aTenbHbIX TPE6GOBaHWIA HOpMaTUBHOIO BbINO/IHEHUN
NpaBoOBOro akKTa, € TpeboBaHuM
yKasaHueM ux
CTPYKTYPHbIX eauHuL, | Ad HeT

KOTOPbIMM
YCTaHOB/EHbI
obs3aTenbHble
TpeboBaHus

®depnepanbHbif 3akoH oT 12 anpens 2010 r. N 61-®3 "O6 obpalleHnn nekapcTBEHHbIX cpeacTB”
(CobpaHue 3akoHoaaTenbcTBa Poccuitckon depepaumm, 2010, N 16, c1. 1815; 2016, N 27, cT. 4283)
(nanee - 61-®3); Mpasuna Hagnexallei NabopaTOPHON MPaKTUKK, YTBEPXKAEHHbIE MPUKA3OM
MuHuctepcTBa 3ppaBooxpaHeHns Poccuiickon ®depepaumm ot 1 anpensa 2016 r. N 199H
(3apernctpupoBaHo B MuHucTepcTBe tocTuumm Poccuinckor depepauumn 15 asrycta 2016 r.,
peructpaumoHHbin N 43232) (aanee - MpaBuna Hagnexallen 1abopaTopHOMN NPaKTUKK),

1. TpeboBaHMA K ucnbITaTe/NIbHOWM snabopaTtopuM M NEPCOHaNy WUCMbITaTeNbHOM JNabopaTtopun,
cMcTeMa obecnedyeHns KayecTBa JOKANHUYECKUX UCCeN0BaHNI

1.1 | UcnbiTaTenbHas nabopatopums UMeEET I NOMELLEHUS U 30HbI ANS:
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n3onsaLUumn, obecrneyeHms coxpaHeHMs cocTaBa U yacTtb 3 cTatbk 11 61-
KOHLEHTpaLMn, YACTOTbI M CTaBUNBLHOCTU TeCT- 3;

cucrem? NyHKTb! 2, 5 MpaBun
Haanexawemn
nabopaTtopHom
NpaKTUKn

n3onaUum, obecneyeHms coxpaHeHMs cocTaBa U yacTtb 3 ctatbu 11 61-
KOHLEHTPaLWMKU, YACTOTbI U CTaBMIbHOCTU O3;

obpasuoB? NyHKTb! 2, 5 MpaBun
Hag/ieXxallemn
nabopaTtopHoM
NpaKTUKn

n30nAuumn, obecrneyeHns coxpaHeHMs cocTaBa U yacTtb 3 cTatbu 11 61-
KOHUEHTpaLMKU, YACTOTbI U CTaBUABHOCTU NPO6? O3;

NyHKTb! 2, 5 MpaBun
Haaexallen
nabopatopHom
NpaKTUKn

M3onauumn, obecrneyeHns coxpaHeHMs cocTaBa U yacTb 3 ctatbn 11 61-
KOHLEHTPaLMN, YUCTOTbI M CTaBUSILHOCTU 3;

pacTtBoputenein? NYHKTbI 2, 5 MpaBun
Haa/1exalen
NabopaTopHom
NpaKTUKn

TecT-cucTeMbl, 06pa3u,b| N PaCTBOPUTENIN NMPOMAPKUPOBAHbI JIN C YKa3aHUEM:

cocTaa? NYHKT 5 MNpaBun
Haaexalen
nabopaTtopHom
NpaKTUKn

KOHUEHTpaumumn? NyHKT 5 MpaBun
Haaexalen
nabopaTtopHom
NpPaKTUKn

CpoKa rogHoctu? NyHKT 5 MNpaBun
Hag/iexallemn
NnabopaTopHom
NPaKTUKK

0COBGEHHOCTEN XpaHeHUsa? NYHKT 5 MpaBun
Haanexawemn
NnabopaTopHom
NPaKTUKK

WUCTOYHUKA NOyYeHUs? NYHKT 5 MpaBun
Haaexallen
nabopaTtopHom
NPaKTUKK
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aTbl IPUroTOBNAEHNS?

NyHKT 5 MNMpaBun

Haanexawemn
nabopaTtopHom
NpaKTUKn
cTabunbHOCTN? NyHKT 5 MpaBun
Haaexalen
nabopatopHom
NpaKTUKn
1.3 | 3a40KYMEHTUPOBaHbI /i1 BCe 3Tanbl U BUAbI NyHKT 5 MNMpaBun
obpalleHus TecT-cuctem, obpasLLoB CpaBHEHUS, Haaexalen
obpasLoB, Npob, pacTBopuUTeNnein? nabopaTtopHom
NpaKTUKn
1.4 |PyKkoBoguTenem ucnbiTaTesibHON Nabopatopun NYHKT 6, noANyHKT "6"
YTBEPXK/AEHbI I CTaHAAPTHbIE ONMEepPaLMOHHbIe nyHkTa 9 Mpasun
npoueaypsbl, NogpPo6HO 1 NocnefoBaTesIbHO Haanexawemn
pernaMeHTUpYoLLLME NOPSAA0K NPOBEAEHUS nabopaTtopHom
JOKJIMHUYECKOIO UCCNEA0BaHNS UM MOPSALOK NpaKTUKn
OCYLLECTBAEHMA Npoueayp, He ONMCaHHbIX
noapo6bHo B MPOTOKO/E UcCneaoBaHMs (nanee -
COnNMwI)?
1.5 |YtBepxaeHHble COllbl peraMeHTUPYIOT Sn:

nocTynaeHue, MAeHTUOUKALMIO, MapKUPOBKY,
0b6paboTKy, 0oT6op Npob, cnoab3oBaHue,
XpaHeHME, YHUUTOXKEHNE, YTUAN3ALMIO
nuccnenyembix BEWECTB, IEKAPCTBEHHbIX CPEACTB U
06pa3LoB cpaBHEHUSA?

NoAnyHKT "a" nyHKTa 7
MpaBun Hagnexallemn
nabopaTtopHoi
NPaKTUKK

06CNY)KMBAHME U NOBEPKY U3MEPUTE/IbHbIX
npmnbopos 1 ob6opysoBaHUs?

noanyHKT "6" nyHkra 7
MpaBun Hagnexallen
NnabopaTopHom
NPaKTUKK

NPUroToBNIEHME PEAKTUBOB, NUTATE/IbHbIX CPE,
KopmoB?

noanyHKT "B" NyHKTa 7
MpaBua Haaaexallen
nabopaTtopHom
NPaKTUKK

BeaeHue 3anucen, oT4eTOB N UX XpaHEHME?

noAnyHKT "r'" nyHKTa 7
MpaBua Haanexallemn
nabopaTtopHom
NPaKTUKK

coAepyaHUe NoMelLeHUI, UCMOJIb3YEMbIX NMPU
npoBeeHUn uccneoBaHmsa?

NoAnyHKT "A" NnyHkTa 7
MNpaBun Hagnexaltlen
nabopaTtopHom
NPaKTUKK

npueM, TPaHCNOPTUPOBKY, Pa3MeLLEHNE,
onucaHue, UaeHTUOMKaLMIO UCCNEdYEMbIX BELLECTB
U TeCT-cUCTEM?

noAnyHKT "e" nyHkTa 7
MpaBun Hagnexallemn
NabopaTopHom
NPaKTUKK
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BbIMNOJIHEHNE MPOTOKOJ1a MCC}'IEJJ,OBaHMFI?

noAnyHKT "' nyHkra 7
MpaBun Haanexallemn

nabopaTtopHom
NpaKTUKn
1.6 |Bepetcs am Kkatanor gencteytowmx COIMM ¢ NyHKT 7 MpaBun
yKasaHMEeM UX BEPCUM, AaTbl BCTYIMJIEHNS B CUJTY U | HAZJIEXALLEN
JaTbl X nepecMoTpa’? nabopatopHom
NpaKTUKn
1.7 | WccnepoBatenn MMEIOT I Ha CBOMX paboumx NyHKT 7 MNMpaBun
MecTax KOMnumM akTyasbHbIX Bepcmin COM? Haaexalen
nabopaTtopHom
NpaKTUKn
1.8 | lJokyMeHTa/IbHO NOATBEPXKAEHO /M MPOXOXKAeHUe | NyHKT 7 MpaBun
nccnepgoBatenaMm obyyeHus no COlM, B TOM Yncie | Hagnexailen
B C/ly4asx Ux nepecMotpa? nabopaTtopHom
NPaKTUKK
1.9 | PykoBoagutenem mcnbiTaTeNIbHOM 1abopaTOpUKM Ha3HAYEeHbl I KBaAUOULMPOBaAHHbIE:

pyKOBOAUTENb [OKJIMHUYECKOTO UCC/IedoBaHUSA?

noanyHKT "r'" nyHKTa 9
MpaBun Hagaexallen
nabopaTtopHom
NPaKTUKK

BeAyLNIM uccnegoBatenb?

noAnyHkKT "' nyHkra 9
MpaBun Hagnexallemn
NabopaTopHom
NPaKTUKK

uccneposatenun?

noanyHKT "r'" nyHKTa 9
MpaBua Hagnexallen
nabopaTtopHom
NPaKTUKK

OTBETCTBEHHbIN 32 pa3paboTKy
KOMMbIOTEPU3UPOBAHHbIX CUCTEM?

nyHKT 21 MpaBun
Haaexallen
nabopaTtopHom
NpaKTUKn

OTBETCTBEHHbIN 32 BaAnAaLNIO
KOMIMbIOTEPU3MPOBAHHbIX CUCTEM?

nyHKT 21 MpaBun
Haaexalen
nabopaTtopHom
NPaKTUKK

OTBETCTBEHHbIN 3a 3KCNAYyaTaLUIo
KOMIMbIOTEPU3MPOBAHHbIX CUCTEM?

nyHKT 21 MpaBun
Haanexalemn
NabopaTopHom
NPaKTUKK

OTBETCTBEHHbIN 33 06C/IY)KMBaHME
KOMMbIOTEPU3NPOBAHHbIX CUCTEM?

NyHKT 21 Mpasun
Hag/ieXxallemn
nabopaTtopHom
NPaKTUKK
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OTBETCTBEHHbIN 3a cUCTEMY obecrneyeHms KayecTBa
ucnblTaTeNibHOM nabopatopumn?

NyHKT 8, noanyHkrt "B"
nyHkTa 9 MNpasun

Hag/ieXxallemn
nabopaTtopHom
NPaKTUKK
1.10 | Muom (AMuammn), oTBETCTBEHHBLIM (OTBETCTBEHHLIMU) 3a CUCTEMY obBecrneyeHus KayecTea
obecrneyeHbl /n:
paspaboTtka COlN 1 cBOEBpPEMEHHbIN NEPECMOTP B | NYHKT 7, NOANYHKT "a"
LeNax Ux akTyaansaumm, ¢ y4eToM HaKOMJIEHHOro nyHKTa 8 Mpaeun
OMbITa M Hay4YHbIX JOCTMIKEHWUI? Haaexalen
nabopaTtopHom
NPaKTUKK
poseaeHue yteepxaeHHbix COlM oo ceegeHms noAnyHKT "a" nyHkTa 8
nepcoHana uUCnbiTaTe/IbHON NabopaTtopum u MpaBun Hagnexallen
cucTeMaTU4yecKas MpoBepKa ux cobaoaeHmns? nabopaTtopHom
NPaKTUKK
NpoBeAeHME NHCMEKLMU C LENBIO NOATBEPXKAEHUS | NoANYHKT "6" nyHKTa 8
COOTBETCTBUSI NPOBOAMMOIO AOKJIMHNYECKOTO MpaBun Hagexallen
uccnegoBaHus [paBuiaM Haanexallemn nabopaTtopHom
NabopaTopHOM NPaKTUKN? NpaKTUKn
npoBeAeHUE UHCMEKLUMU C LE/bIo MOATBEPXKAEHUS | NOANYHKT "6" nyHKTa 8
JOCTYMHOCTWN NEPCOHaNy, y4acTBYIOLLEMY B MNpaBun Hagnexatlen
NpoBeAEHUN AOKIMHUYECKOTO UCCIeloBaHUS, nabopatopHom
npoTtoKona uccneaosaHus u COM? NPaKTUKK
npoBeAeHue MHCMNEKLUUM C Le/Iblo NOATBEPXKAEHMS | NoANYyHKT "6" nyHKTa 8
dakTa cobnrogeHnsa NPOToKo/1a AOKJIMHNYECKOTO MpaBun Hagnexallemn
nuccnenoBaHua? nabopaTtopHom
NPaKTUKK
npoBeAeHUe MHCMEKLUUM C Lie/Iblo NOATBEPXKAEHMA | NoaNyHKT "6" nyHkTa 8
¢dakra cobnoaeHus COlN opraHnsauum? MpaBua Hagnexallemn
nabopaTtopHom
NPaKTUKK
NMpoBepPKa 3aKNHUYUTENbHbIX OTYETOB Ha noanyHktbl "B", "r"
COOTBETCTBUE NEPBOHAYa/IbHbIM laHHbIM O nyHkTa 8 Mpasun
JOKIMHMYECKOM UCCAEA0BaHMM C NOCAEAYOLMM Haaexalemn
Co006LeHNEM O pe3yibTaTax PyKOBOAUTENIO JNlabopaTtopHoM
UcnbITaTe/IbHON flabopaTopun/mccnegoBaHus B NPaKTUKK
NMUCbMEHHOM Buae?
NMoAroToBKa M NoanmncaHue rno pesy/bratam noanyHKT "a'" nyHkra 8
NPOBEPKN 3aKNHYEHUSA? MNpaBun Hagnexaltlen
nabopaTtopHom
NPaKTUKK
1.11 | NoaTBepykAeHa M KBannduKaLus nepcoHana, NYHKT 2, N0ANYHKT "a"

3a/1eMCTBOBAHHOTO B NPoBeAEHME AOKANHNYECKOTO
uccnenoBaHua?

nyHkTa 9 Mpasun
Haaexalen
nabopaTtopHom
NPaKTUKK
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1.12 | O6ecnevyeHo M Hann4me obopyaoBaHMSA, CPEACTB U | NOANYHKT "a" nyHKTa 9
MaTepuanoB /15 CBOEBPEMEHHOIO NpoBeAeHUs MpaBun Haanexallemn
[OOKJIMHMYECKOro uccneaoBaHms? nabopaTtopHom

NpaKTUKn

1.13 | ObecnevyeHo M HaAnYme BaIMaMPOBaHHOM noAanyHKT "B" nyHKTa 9
CMCTEMbI MpOorpamMMHoro obecrnevyeHus, MpaBun Haanexallemn
HeobxoaMMoro Aas NpoeBeaeHNs AOKAMHUYECKOro | nabopaTopHom
uccnegoBaHua? NpaKTUKn

1.14 | Baampauusa KOMMbOTEPM3UPOBAHHbBIX CUCTEM NyHKT 21 MNpasun
OCYLLECTBAEHA /M 0 Hayasla ee 3KCMnyaTaumm u Hag/iexallen
NpPOBOAMTCS B COOTBETCTBUM C NAAHOM, nabopaTtopHom
YTBEPXAEHHBIM PYKOBOAUTENEM UCMbITATENIBHOM NpaKTUKn
nabopaTtopun?

1.15 | 3aMeHa pyKkoBoauTens AOKJANHUYECKOro noAnyHKT "r" nyHkra 9
nccnefoBaHMs, BeAyLEro ucciegoBatens, MpaBun Haanexallemn
nUccneaoBaTeNs OCyLIECTBAEHA 1N PyKOBOAUTENEM | laBopaTOpHOM
ucnblTaTeNIbHOM 1abopaTopun, CorlacHO NpaKTUKn
cooTBeTcTBYlOWEN COM?

1.16 | ObecneyeHa i opraHM3auns JOKYMeHTo060poTa, |noanyHKT "A" nyHKTa 9
cornacHo cooTBeTcTBytowen COM? MpaBun Hagnexallen

nabopaTtopHom
NpaKTUKn

1.17 | PyKoBoguTenem ucnbitate/ibHOM nabopatopumn noAnyHKT "e" nyHkTa 9
obecneyeHo M B3aUMOAENCTBUE MEXAY MpaBun Hagnexallemn
PYKOBOAUTENEM UCCAEA0BaHMS, BEAyLLMM nabopaTtopHom
nuccnegoBaTesieM U uccnegoBaTensaMmn? NpaKTUKn

1.18 | PykoBoautenem AOKJIMHUYECKOTO UCCAEN0BaHMNS 06ECnNeYeHo /in:

yTBEPXXAEHME NMPOTOKOIA UCCIef0BaHUS,
M3MEHEHWN N JONMONHEHWUIA?

NoAnyHKT "a" nyHKTa
10 MNpaswun
Hag/iexallen
nabopaTtopHom
NPaKTUKK

pacnpeaeneHne 06s3aHHOCTEN Mexay
uccnegoBatensamm?

noAnyHKT "6" NyHKTa
10 MNpaswun
Hag/ieXxallemn
nabopaTtopHom
NPaKTUKK

CBOEBpEeMEeHHOe NpeacTaBieHue nLam,
OTBETCTBEHHBIM 3a CUCTEMY 06ecneyeHns KayecTsa,
KoMK MPOTOKONA UCCNeA0BaHUS, USMEHEHUI U
JOMOJIHEHNIN?

NoAnyHKT "B" MyHKTA
10 MpaBun
Hag/ieXxallemn
nabopaTtopHom
NPaKTUKK

npeacTaBieHMe UCCef0BaTENSM NPOTOKO/A
uccieoBaHUs, U3SMEHEHUI, CTaHAAPTHBIX
onepaLlunoHHbIX Npoueayp, OTHOCSLLMXCS K
JOK/IMHUYECKOMY MCCIed0BaHNIO?

NOANYHKT "r" NyHKTa
10, nyHKT 11 NpaBunn
Haaexalen
nabopaTtopHom
NPaKTUKK



consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A3981414BB7D4DA9B2B1F21D378ECA8B193AD01626E854ADHEO
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A3981414BB7D4DA9B2B1F21D378ECA8B193AD01626E854ADH3O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A3981414BB7D4DA9B2B1F21D378ECA8B193AD01626E854ADH3O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A3981414BB7D4DA9B2B1F21D378ECA8B193AD01626E854ADH4O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A3981414BB7D4DA9B2B1F21D378ECA8B193AD01626E854ADH4O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A3981414BB7D4DA9B2B1F21D378ECA8B193AD01626E854ADH5O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A3981414BB7D4DA9B2B1F21D378ECA8B193AD01626E854ADH5O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A3981414BB7D4DA9B2B1F21D378ECA8B193AD01626E854ADH6O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A3981414BB7D4DA9B2B1F21D378ECA8B193AD01626E854ADH6O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A3981414BB7D4DA9B2B1F21D378ECA8B193AD01626E855ADHEO
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A3981414BB7D4DA9B2B1F21D378ECA8B193AD01626E855ADHFO
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A3981414BB7D4DA9B2B1F21D378ECA8B193AD01626E855ADH0O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A3981414BB7D4DA9B2B1F21D378ECA8B193AD01626E858ADH6O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A3981414BB7D4DA9B2B1F21D378ECA8B193AD01626E855ADH1O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A3981414BB7D4DA9B2B1F21D378ECA8B193AD01626E855ADH3O

cobnogeHne npoueayp, yKasaHHbIX B MPOTOKOAE
nuccnenoBaHua?

NoANyHKT "A" NyHKTa
10 MNpaswun
Hag/ieXxallemn
nabopaTtopHom
NPaKTUKK

J[IOKYMEHTMpPOBaHUE N0BbIX OTKJIOHEHUI OT
NPOTOKOJ1a UCC/IeA0BaHNS, BIUSAIOLLMX Ha Ka4eCcTBO
U JOCTOBEPHOCTb UCC/IeA0BaHUSA U NPUHATUE
KOPPEKTUPYIOLLMX Mep?

NoANyHKT "A" NyHKTa
10 MpaBun
Hag/ieXxallemn
nabopaTtopHom
NPaKTUKK

[OKYMeHTalbHOe 0pOpMAEHME N PEFUCTPaLIUS
BCEX MOJIyYEHHbIX NPU NPOBEAEHNM
JOK/IMHUYECKOTO UCCNeA0BaHNS UCXOAHbIX
JAHHbIX?

NOANYHKT "e" NyHKTa
10 MpaBun
Haaexalen
nabopatopHom
NPaKTUKK

NPOXoXAeHWe Banugaumnm
KOMIMbIOTEPU3MPOBAHHbIX CUCTEM, UCTIONIb3YEMBIX B
JOK/IMHUYECKOM MUCCNefoBaHNN?

noAnyHKT "' nyHKTa
10 MpaBun
Haaexalen
NnabopaTopHom
NPaKTUKK

noanmcaHme 3aKJ1Il04YNTEIbHOIO OTHETA

OOANYHKT 3 MYHKTA

JOKJIMHMYECKOro uccneaoBaHms? 10 MpaBun
Haanexawemn
NnabopaTopHom
NpaKTUKn
1.19 | Bce OTKNIOHEHMS OT NPOTOKOJ1a UCCAeA0BaAHUS:
odopMaeHbl 1 060CHOBaHbI /M UcCieaoBaTeNaMU | NyHKTbI 11, 19 MpaBun
JOKYMEHTaIbHO? Hag/ieXxallen
NnabopaTopHom
NpaKTUKn
nepepaHbl I pyKOBOAUTENIO UCCNEeA0BaHNA U nyHKTbl 11, 19 MNMpasun
(nnu) BepyLeMy ucciegoBaTento s Hagsiexkallen
COrNIacoBaHUSA C COXPaHEHNEM UCXOAHbIX AaHHbIX? | 1labopaTopHOM
NPaKTUKK
1.20 | UccnepoBatenem obecnevyeHa M cBoeBpeMeHHas | NyHKT 11 Mpasun
M TOYHas perncTpaums NoayyYeHHbIX gaHHbIX, UX Haanexalemn
[OCTOBEPHOCTb M 06 BEKTUBHOCTL? nabopaTtopHom
NpaKTUKn
1.21 | O6ecne4yeHo M COOTBETCTBUE MOMELLEHUMN, NyHKT 12 MpaBun
npeaHa3HavyeHHbIX A5 NpoBeAeHUs Hag/ieXxallemn
JOKNUHUYECKNX UCCNE0BAHUI, TPEOOBAHUAM nabopaTtopHom
CaHUTAPHO-3MNUAEMMUOJIOTMYECKNX NPABUI U NpaKkTUKn
r’MrmMeHN4YecKMXx HopMaTnBOB?
1.22 | NpoBoautcs aun:
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TeXHM4YecKoe obcayXkuBaHWe 0b6opyaoBaHKs,
MCNOoJIb3yeMOro Npu NpoBeAeHNN AOKANHUYECKOTO
uccnegoBaHua?

nyHKT 14 MpaBun
Haanexawemn
nabopaTtopHom
NpaKTUKn

npodunakTMYecKnin ocMoTp obopyaoBaHus,
MCNOo/Ib3yeMOro Npu NPoBeAEHUN AOKIUHUYECKOTO
uccnegoBaHua?

nyHKT 14 MpaBun
Haaexalen
nabopatopHom
NpaKTUKn

KasMbpoBKa 060pya0BaHUS, UCMO/b3YEMOTO MpK

NyHKT 14 Mpasun

npoBeAeHUM JOKANHUYECKOTO UCCIef0BaHMA? Hag/iexallen
nabopaTtopHom
NpaKTUKn
1.23 | ObecneyeHO M COOTBETCTBME 0OOPYA0BaHMS, NyHKT 14 Mpasun
MCNOIb3yeMOro Npu NPOBeAEHNN AOKIMHUYECKONO | Hagnexallen
nccnefoBaHus, BUAAM NPoBOAUMbIX JNlabopaTtopHoi
nuccnenoBaHuin? NpaKTUKn
1.24 | COTpYAHUK, Ha3HAYEHHbIN PYKOBOAUTENEM nyHKT 15 MpaBun
McnbITaTeIbHON 1abopaTopun, perMcTpupyeT IM B | Hagexallen
paboyeM xypHasie UHGOPMaLUIO O NONYYEHUU nabopaTtopHom
TECT-CUCTEM? NPaKTUKK
1.25 |cnonb3yeMble B MUCCAeAOBaAHUM TeCT-cMCTeMbI | NYHKT 15 MpaBun
NpoMapKMpoBaHbIl n? Hag/ieXxallemn
nabopatopHom
NpaKTUKn
1.26 | XXMBOTHbIE, pacTUTE/IbHbIE UCMbITaTe/IbHblE OYHKT 16 MNpasun
CMUCTEMbI, NOCTYNUBLLME A5 NPOBEAEHMS Hag/ieXxallen
[JOKIMHMYECKOIO UCCIe0BaHNS, N30JIMPOBaHbI 1N | 1TabopaTOPHON
B cooTBeTcTBUM ¢ COI? MPaKTUKN
1.27 | ObecneyeHO M UCNONb30BaHUE B UCC/IEA0BAHUM NYHKT 16 MNpaBun
YKMBOTHbIX, PAaCTUTE/IbHbIX UCMbITATE/IbHBIX CUCTEM, | HaZ/1eXallen
COOTBETCTBYHOLLMX BUAY M LENSIM LOKANHUYECKOTO | labopaTopHOM
uccnefoBaHmna? NPaKTUKK
1.28 | UcnibiTaTeNIbHble CUCTEMBI, MOPaXXEHHble 60/1e3HbIO UM MOBPEXAEHHbIE NPU NMPOBEeAEHUN
JOKJIMHUMYECKOro UccneoBaHus:
MU30/IMPOBaHbI N? NyHKT 16 MpaBun
Haaexallen
NnabopaTopHom
NpaKTUKn
uccaenoBaHbl n B cootBeTcTBum ¢ COM? NyHKT 16 MNpaeun
Haaexalen
NnabopaTopHom
NPaKTUKK
1.29 | ObecneyeHa v agantaums, B cootBeTcTBuM ¢ COIM, | nyHKT 16 MpaBun

BMONOrMYECKMX UCMbITATENBHBIX CUCTEM K
YCNOBUSM AOKJAMHNUYECKOTO UCCNef0BaHUS Nepes,
nepBbIM BBEAEHNEM?

Haanexalemn
nabopaTtopHom
NPaKTUKK
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1.30

BuBapui1, UCNoNb3yeMbIii 418 SKCNepPUMEHTa IbHbIX

nyHKT 17 MpaBun

nUccnefoBaHUM, OTBEYAET IM CAHUTApPHO- Hag/ieXxallemn
3aNNAEMUONOTMYECKUM TPpebOBaHNAM? nabopaTtopHom
NpaKTUKn
1.31 | Kopma, obopyaoBaHue U MHBEHTapb A9 yxoA4a 3a | nyHKT 17 MpaBun
YKMBOTHbIMU XPaHATCS /M B MOMELLEHMUSX, Hag/ieXxallemn
M30/IMPOBaHHbIX OT MECT COAEPXKaHMA KUBOTHbIX? | nabopaTopHom
NpaKTUKn
1.32 | Bce npouenypsol, CBA3aHHbIE C yXOA0M 33 NyHKT 17 MNpaBun

YXMBOTHbIMM onucaHbl in B COMax?

Haaexalen
nabopaTtopHom
NPaKTUKK

2. NpoBeaeHue JOKINMHUYECKOTO NCCIeA0BaHNUA

2.1 |[data Havana AOK/IMHUYECKOrO UCCe0BaHMS NYHKT 4 MpaBun
COOTBETCTBYET /IN AaTe NoAnmMcaHms Hag/ieXxallemn
pYKoBOAUTENEM AOKJIMHUYECKOIO UCCeA0BaHUS nabopaTtopHom
NpOTOKONA UccaeaoBaHUa? NpaKTUKn

2.2 |[poToKoa AOKINHUYECKOro nccaenoBaHus yacTtb 4 ctatbu 11 61-
COAEPXKMUT /N MHGOPMAL UKD, YCTAHOBJIEHHYIO o3;
nyHKToM 18 MpaBun Hagnexallen nabopatopHor | nyHKT 18 MNpasun
NPaKTUKN? Hag/iexallen

nabopaTtopHoi
NpaKTUKn

2.3 | 3MeHeHuns, AONONAHEHMS B MPOTOKO nyHKT 19 Mpasun
MUCCNefoBaHNS YTBEPXKAEHDBI IN PYKOBOAUTENEM Haanexalemn
nccaenoBaHna U NPUobLLIEHbI K NPOTOKOAY nabopaTopHom
uccnefoBaHmna? NPaKTUKK

2.4 | KaxkgoMy AOKJAMHMYECKOMY UCCNEeA0BAHUIO nyHKT 20 Mpasun
NPUCBOEH I YHUKANbHbIN NAEHTUOUKALMOHHLIN Haanexawemn
HoMmep? NnabopaTopHom

NpaKTUKn

2.5 |Bce ncnonb3yemsble B AOKIMHUYECKOM nyHKT 21 Mpasun
nUccnegoBaHUM MaTepuasbl ONUCaHbI N B Hag/ieXxallemn
[JOKYMEHTax UCCNejoBaHMS C LIeJibio UX nabopaTtopHom
Npoc/IeXXMBaeMOCTU? NpaKTUKn

2.6 | B xope nccnenoBaHus uccaegoBaTenem nyHKT 21 Mpasun
odpopMAATCS N OTHETHI, CoAepXKalme AaHHble Hag/ieXxallen
nosy4yaemsble B XoAe JAOKINHUYECKOrO nabopaTtopHom
nuccnegoBaHus, Aaty coctassieHms, ®MO n nognucb | MpaKTUKK
uccnegosatensa?

2.7 |MNoaTeepykAeHa v Baangaums KOMNbOTEPHOMN nyHKT 21 Mpasun
CUCTEMDI, €C/IN OTYET UCCIeaoBaTeNs COCTABNAEH B | HAAeXallen
3/IEKTPOHHOM BUAE? NnabopaTtopHom

NpPaKTUKn
2.8 |ObecneyeHo M npoBeaeHUE JOKAUHNYECKOTO yacTb 4 ctatbn 11 61-

ncenenoBaHna B COOTBETCTBUK C YTBEPXKAEHHBIM
pa3p360TqMKOM NNeKapCTBEHHOIO CpeacTBa NJlaHoOM

@3
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(nporpamMmolit, NPoToKoa0OM)?

3. OdpopMneHmne pesynbTaToB AOKANHNYECKOTO MCCeA0BaH

na

3.1 |CocTaB/sieH M 3aKNHUNTENbHBIN OTYET O yacTb 4 ctatbn 11 61-
npoBeeHHOM AOKANHNYECKOM UCCNeA0BaHNM, ®3; nyHKT 23 MpaBun
NoAnMCcaHHbIN PYKOBOAUTENEM JAOKAMHUYECKOTO Haanexalemn
nuccnenoBaHua? nabopaTtopHom

NpaKTUKn

3.2 | lata nognuMcaHusa pyKoBOAUTENEM NYHKT 4 MpaBun
JOKJIMHMYECKOrO UCCNea0BaHNS 3aKNUUTENIbHOTO | HaZJ ieXallemn
OT4YeTa 0 NPOBEAEHHOM AOKINHUYECKOM nabopaTtopHom
nUccnegoBaHUM COOTBETCTBYET /I AATE OKOHYAHUS | MPaKTUKK
nuccnenoBaHua?

3.3 | 3aKNUUTENbHbIN OTYET COAEPKUT N CBEEHUS, NyHKT 22 MpaBun
npeaycMoTpeHHbIe NYHKTOM 22 NpaBun Hag/ieXxallemn
Hagsiexallern 1abopaTtopHON NPaKTUKN? nabopaTtopHom

NpakTUKn

3.4 | 3MeHeHus, OONONHEHMS K 3aKAHUYNTE/IbBHOMY nyHKT 23 NMpaBun
oT4eTy 0GOPMJIEHBI IN B BUAE NPUJIOXKEHMUS U Hag/ieXxallen
noAanucaHbl PYKOBOAUTENEM AOK/IMHUYECKOTO NlabopaTopHoit
uccnegoBaHua? NpaKTUKn

3.5 |[OT14eTbl 0 LOKNNMHMYECKOM UCCNE0BAHNN, NyHKT 23 MNpasun
COCTaB/NIEHHbIE BEAYLLMM MUCCIef0oBaTeNEeM, Haanexalemn
nccnefoBaTeNnsiMu B Xoae NpoBeaeHus NlabopaTtopHoM
OOKJIMHMYECKOrO UccaeaoBaHms, NognmcaHbl n NPaKTUKK
BeAyLWNM nccaepoBaTeneM n nccaefoBatensimm ¢
yKkasaHnem ®1O u patbl?

4. XpaHeHune JOKYMEHTOB U MaTepuanoB JOKANHNYECKOIO UCC/Ie0BaHUS

4.1 | ObecneyeHo NN XpaHEHNE JOKYMEHTOB U NYHKT 24 MpaBun
MaTepuanoB AOKJIMHUYECKOrO UCCeA0BaHMA B Hag/ieXxallen
NMOMELLEHUSX, UMEIOLLUNX PEXMM OrPaHUYEHHOIO nabopaTtopHom
[ocTyna, obecrnevymnBaoWwmMx KOHONAEHUMAIBHOCTL | NPAKTUKMU
noay4aeMbIx MaTepPUaioB U AaHHbIX?

4.2 | [0oCTyn K apXMBHbIM JJOKYMEHTaM 1 MaTepuanam OYyHKT 25 Mpasun
OOKJIMHMYECKOro UCCNenoBaHNS UMEET JIM TOJIbKO | HaZJ /ieXallen
crneumasibHO YrnoJIHOMOYEHHbIN PaboTHMK NabopaTopHom
ucnbITaTe/IbHON flabopatopun? NpaKTUKn

4.3 | OKYMeHTbl U MaTepuasibl JOKINHUYECKOrO NYHKT 26 MNpaBun
nUccnefoBaHus, NOMeELLEHHbIE B apXMB, UMEIT Jin Haanexalemn
0603Ha4YeHMs B COOTBETCTBMU C MOPSAKOM NlabopaTtopHoM
XpaHeHus? NpPaKTUKn

4.4 | OpraHM3aTopoM AOKJIMHUYECKOro UCCAeaoBaHUS NYHKT 26 MNpaBun
onpeaeneH im CPoK XpaHeHMS apXMUBHbIX Hag/iexallemn
MaTepuanos? nabopaTtopHom

NpaKTUKn
4.5 | PykoBogutenb ucnbiTaTeibHOM labopaTtopum NyHKT 26 Mpasun

YBEIOMUA /1N B MUCbMEHHOM popMe opraHmn3aTopa

Hag/ieXxallemn
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LOK/IMHUYECKMX UCCNEe0BaHMIA O HAMEpPEHUN nabopaTtopHoim
YHUYTOXUTb MaTepuasbl U JOKYMEHTbI NPaKTUKK
[LOK/IMHMYECKOrO UCCAe0BaHNSA MO UCTEYEHUMU
CpOKa XpaHeHus?

4.6 | YHUYTOXKEHME JOKYMEHTOB 1 MaTepunasioB NyHKT 26 MpaBun
JOKJIMHMYECKOro UccneaoBaHus 0 UCTEYEHMUS Hag/ieXxallemn
YCTAHOB/IEHHOIO CPOKa XpPaHEHMs, OCYLLECTBAEHO | nabopaTtopHOM
JI1 C NMCbMEHHOTO COracMsa opraHu3aropa NpaKTUKn

AOK/IMHNYECKOIo VICC}'Iep,OBaHVIﬂ?

4.7 |MNopTtBepxaeH nn GaKT nepeaaym apxmea nyHKT 27 MpaBun
UcnblTaTeNIbHOM 1abopaTopun NPaBONPEEMHUKY Hag/iexallen
WX NPU ero oTCYTCTBMU OpraHu3aTopy nabopatopHom
JOKIMHMYECKOrO UCCIeIoBaHNS, B CllyHae NPaKTUKK

npeKkpaLLeHns JeaTeNbHOCTN UCTbITaTEIbHOM
nabopatopun A0 UCTEYEHUS YCTaHOBIEHHOMO CPOKa
XpaHeHUs JOKYMEHTOB 1 MaTepuasos
JOKNMHNYECKOrO UCCIeA0BaHNA?

(AonxHoCTb M ®NO0 AOMKHOCTHOrO nAuua, 3ano/IHMBLIETO
NPOBEPOYHLIA AUCT, NOANUCL, faTa)

(AonxHOCTb M ®NO0 AOMKHOCTHOrO fAuua PUAMYECKOro Auua, NPUCYyTCTBOBAaBLErO
npu 3arnofiHeHUn NPOBEPOYHOro nucTa, nognuchb, parta)

MpunoxeHne N 38

K Nnpukasy ®egepanbHoOm Cnyxobl

no Hagsopy B chepe 34paBoOXpaHeHMs
o1 09.11.2017 N 9438

MpoBEpPOYHbLIA NUCT
(CNUCOK KOHTPOJ/IbHLIX BOMPOCOB), WUCMONb3yeMblin depepanbHON Cayx6oi
no Hag3opy B cdepe 34paBOOXPaHEHUA U ee TeppuTopuanbHbIMU OpraHamu
npu npoBeAeHuU MNJaHOBbIX MPOBEPOK MPU OCYWEeCTB/EHUN ¢efepasbHOro
rocygapCcTBeHHOro Hagsopa B cbepe obpaweHus NeKapCTBEHHbIX CPeACTB
(cobnwpeHne cybbekTamum obpaweHnsa NeKapCcTBEHHbIX CpeacTB
YCTaHOB/IEHHbIX TpeboBaHUin K NPOBEAEHUI0 KAWHUYECKUX
nccnefoBaHuii IeKapCcTBEHHBIX NpenapaTos)

(HaMMeHoBaHMe opraHa, OCYUEeCTBAAWIEro NIaHOBYKW MPOBEpPKY)

1. Bug rocygapCTBEHHOro KoHTponsa (Hag3opa)

2. NpegmeT  NAaHOBOW  MPOBEPKM  IOPUAMYECKUX /UL, U MHAWBUAYASbHBIX
npeanpuHUMaTenei orpaHu4uBaeTcs ob6si3aTenbHbMM TpeboBaHuAMKM, Cco6/oAEHNE
KOTOpbIX SiIBNsieTcs Haubosee 3HAYMMbIM C TOYKM 3PEHUSI HeoMylWeHUs BO3HUKHOBEHUS
Yyrpo3bl MNpUUYMHEHMA Bpeja XW3HWM, 3[0pPOBbI0  rpaxgaH, W3/10KEeHHbMM B Qopme
NPOBEPOYHOro NucTta (Cnucka KOHTPO/bHbLIX BOMPOCOB).

3. HaumeHoBaHWe WpUMAMYECKOrO Auua, ¢ammnusa, umsa, oT4yecTBO (npu Hanmqmm)
WHAMBUAYANbLHOrO MNpeanpuHUMaTens :

4. MecTo npoBeAeHUA MNaHOBOI MPOBEPKM C 3anosiHeHMeM MPOBEepPOYHOro fucTa:

®dopma
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5. PeKBM3UTH MpuKasa O MPOBEAEHMM MNMAHOBOW MNMPOBEPKU: OT

N .
6. YYeTHbi HOMEp NPOBEPKW WM AaTa MPUCBOEHUSA YYETHOro HOMepa MNPOBEpKM B
EagMHOM peecTpe NpoOBEpPOK:

7. JonxHocThb, dammnnuns " UHULMasbl OO/MKHOCTHOT O nmua (nuu),
npososawero(nx) naaHOBY MPOBEPKY:

1. ;

2. ;

14

8. [epeyeHb BOMPOCOB, OTpaxawWux cogepxaHue o6a3aTefibHbIX TpeGoBaHWii,

OTBET Ha KOTOpble OAHO3HAUYHO CBUAETENbLCTBYET O COG/MIOAEHWM WU HecoGAEHUN

OPUANYECKUM INLOM, WHAWBUAYANbHLIM NpeanpuHMMATENeM 0683aTesibHbiX TpebGoBaHwuii,
COCTaB/IANWUX MPeaMET MPOBEPKU:

N Bonipochl, oTpaxkarouwme coaeprkaHue PekBuanTbl BbiBog, 0
n/n obsa3aTenbHbIX TpeboBaHW HOPMaTUBHbIX BbIMOJIHEHUU
NpaBOBbIX aKTOB, C TpeboBaHMi

YKasaHneM mnx
CTPYKTYPHbIX €4MHUL, Aa HEeT
KOTOPbIMM
YCTaHOBJIEHbI
obszarenbHbie
TpeboBaHMs

Pewenne Coseta EBpasuitckoit SkoHoMuueckon Komuccunm ot 3 Hos6pa 2016 r. N 79 (panee -
MpaBuaa Hagaexallen KanmHndeckon npaktnku EA3C); deaepanbHbiit 3aKoH ot 12 anpens 2010 r. N
61-®3 "O6 obpalleHUn nekapcTBeHHbIXx cpeacts” (CobpaHue 3akoHopaTenscTBa Poccuitckoi
depepaumn, 2010, N 16, ct. 1815; 2016, N 27, cT. 4283) (ganee - 61-03); PesepanbHblin 3aKOH OT 21
Hos6psa 2011 r. N 323-®3 "O6 ocHoBax OxpaHbl 3J0pOBbsi rpaxaaH B Poccuiickonn ®epepaummn”
(CobpaHue 3akoHomaaTenbcTBa Poccuitckon ®epepaumm, 2011, N 48, ct1. 6724; 2017, N 31, cT. 4765)
(nanee - 323-03); MpaBuaa akkpeauTaumum MeAMUMHCKUX OpraHusaumii Ha MpaBo MpoBeAeHUs
KJIMHUYECKUX WCCIeIOBAHMA NIEKAPCTBEHHbLIX MNpenapaTtoB A8 MeAUUMHCKOro NpUMEHEHUS,
YTBEpP)KAEHHbIE NocTaHoBeHUEM [NpaButensctBa Poccuimnckomn ®epepaumm ot 3 ceHTa6pa 2010 . N
683 (CobpaHune 3akoHopaTenbcTBa Poccuitckon depepaumm, 2010, N 37, cT. 4697; 2012, N 37, cT.
5002) (manee - MMpaBuna akKpeamuTaLUMW MEOMUMHCKMX OpraHu3auuii Ha npaBoO MpoBeAeHUS
KNMHUYECKUX UCCNEeN0BaHMIA JIeKapCTBEHHbIX MpenapaToB Aas MeAULMHCKOrO NpUMeHeHns);
TunoBbie NpaBusa 0653aTeNbHOIO CTPAXOBAHUS YXM3HU WM 3[40POBbS MALMEHTA, Y4acTBYIOLLEro B
KJIMHUYECKMX UCCNeA0BaHUSAX JIEKApCTBEHHOro nMpenaparta, YTBEPXAEHHble MOCTaHOBAEHUEM
MpaButensctBa Poccuitickon depepaumm ot 13 ceHTabps 2010 r. N 714 (Cob6paHue
3aKoHopatenbcTBa Poccuitickon depepauumn, 2010, N 38, cT. 4832; 2014, N 43, c1. 5892) (panee -
TunoBble NpaBusa 0653aTeNbHOIO CTPAXOBaHUSA XM3HW U 3[40POBbS MaLMUEHTa, y4acTBYHOLLEro B
KAMHUYECKUX UCCNEloBaHUSX JIEKapCTBEHHOro npenapara); [paBuaa Hagafnexallen KAMHUYECKOon
NpaKTUKN, yTBEPXKAEHHbIE NPUKa3oM MUHUCTEPCTBA 3apaBooxpaHeHma Poccuiickon Oeaepaummn ot
1 anpens 2016 r. N 200H (3apernctpmpoBaHo B MuHucTepcTse ctuumumn Poccninckon ®epgepaumm 23
aBrycta 2016 r., peructpaumonHbii N 43357) (panee - lpaBuaa Hagaexallen KAMHUYECKOM
npakTukK); [MpaBuaa Hagnexalen MpPoOn3BOACTBEHHON MPaKTUKK, YTBEPXKAEHHbIE MPUKa30M
MuHUCTEPCTBA NPOMBILLAEHHOCTU U Toproesan Poccuickon ®egepaumm ot 14 moHs 2013 . N 916
(3apernctpupoBaHo B MuHucTepctee toctuumm Poccuinckon ®epepauumn 10 centabpsa 2013 r.,
perucTpaumnonHsii N 29938) (panee - MMpaBuna Hagaexallei MPOU3BOACTBEHHOM MNPaAKTUKK);
Mopsaaok ocyuwecTBneHns dapMaKkoHa30pa, YTBEPXKAEHHbIN NpuKasoM Poc3gpaBHaa3opa ot 15
despansa 2017 r. N 1071 (3apeructpmpoBaHo B MuHucTepctse roctuumm Poccuitckon depepauum 20
Maprta 2017 r., peructpaumorHbiin N 46039) (panee - Nopsagok ocywecteaeHms dapMakoHaasopa)

Ja HeT

1. O6LMeE NONOXKEHUS

1.1 | YupexxaeHue akKkpeauTOBaHO /IM HA NPaBO yacTb 7 ctatbn 38 61-
NpoBeAEHUA KNIMHNYECKUX NCCNef0BaHNN o3;
JNleKapCTBEHHbIX NpenapaToB Aas MeguLUUHCKOro MpaBnaa
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npuMeHeHns? aKKpeauTaLuu
MeAULMHCKNX
OopraHu3aLmin Ha NpaBo
npoBeaeHns
KJIMHUYECKUX
nuccneaoBaHum
NleKapCTBEHHbIX
npenapartos aas

MeAULMHCKOro
npUMeHeHus
1.2 | KnuHun4yeckoe nccnenoBaHue neKapCTBEHHOIO yacTb 4 ctatbu 38,
npenapara NpoBOAMTCA I B yHPEXAEHUU HA yactu 1, 2 ctatbu 39
OCHOBaHMUM paspelleHns Ha NpoBeaeHne 61-03;
KJIMHWMYECKOro nccneaoBaHus, BblAaHHOIO NYHKTbI 5, 6, 21
MWHUCTEPCTBOM 34,paBOOXpaHeHMs Poccuiickom MpaBun Hagnexallen
depepaymn? KJIMHUYECKOM
NPaKTUKK
1.3 |KnanHuyeckoe nccnegoBaHme NeKapCcTBEHHOIO yacTb 1 ctatbn 41 61-
npenapara aas MeguLLMHCKOro NpuMeHeHus o3

npoBOANTCA JiIn B COOTBETCTBUA C AOFOBOpOM?

1.4 | [loroBop O NpoBeAeHUM KJIMHUYECKOro NCCIeq0BaHUA NeKapCTBEHHOro nNpenapara ans
MeOULMHCKOTO MPUMEHEHUS COAEPKUT NN:

YCNOBMA U CPOKM NpoBeaeHNS AaHHOIO NyHKT "1" yactu 2
nuccnenoBaHua? cTatbn 41 61-03
onpeaeneHne oduen CTOMMOCTU NPOrpaMmsl NYHKT "2" yactu 2
[AaHHOr0 UCCNEOBaHNS C YKa3aHUEM CYMMbl, cTatbu 41 61-®3

npeaHasHavalolLencs Ana BbiNaaT UccaeaoBaTento
M couccnegoBatenam?

onpeaeneHne ¢popMbl NpeacTaBieHNs pe3ynbraTtoB | NyHKT "3" yactm 2
JAaHHOro uccaeaoBaHus B YNOJHOMOYEHHbIN cTatbu 41 61-03
denepasnbHbIN OpraH UCNOJHUTESIbHOM BAacTn?

2. He3aBuCKMMBII 3TUYECKUI KoMmuTeT (panee - HIK)

2.1 |Bxoaat am B coctaB HOK nmua, obnagatouime nyHKT 11 MpaBsun
HEeo6X0AMMbIM OMbITOM U KBaNnpUKauuen gns Haanexawemn
3KCMNEPTHOM OLEHKN HayYHbIX, MEANLMHCKUX U KJIMHUYECKOM
3TUYECKMX aCNeKTOB MJIAHUPYEMOTO KIMHMYECKOTO | MPaKTUKK
uccnenoBaHua?

2.2 [H3K ocyuwiectBngeT M CBOK AeATE/IbHOCTL B nyHKT 12 MpaBun
COOTBETCTBUM C YTBEPXKAEHHBIMU UM Hag/ieXxallen
CTaHAAPTHLIMM OMNepPaLMOHHbIMU NMpoLEeaypaMu KJIMHUYECKOM
(nanee - COM)? NPaKTUKK

2.3 [ COIlbl H3K coaepxat n, B TOM Yncne:

TpeboBaHUs K COCTaBY U KBaJIMPUKALMM YJIEHOB? NyHKT 12 MNpaeun
Haanexalemn
KJIMHUYECKoM
NPaKTUKK
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cBeaeHus o6 yupeautene?

nyHKT 12 MpaBun
Haanexawemn
KJIMHUYECKOM
NpaKTUKn

NnopAA0K opraHU3aLumu NPoBeAeHNs 3aceJaHNin?

nyHKT 12 MpaBun
Haaexalen
KJIMHUYECKOM
NpaKTUKn

NopsAA0K PaCCMOTPEHNS AOKYMEHTOB U MPUHATUS
Mo HWUM peLLeHNn?

nyHKT 12 Mpasun
Haaexalen
KJIMHNYECKOM
NPaKTUKK

2.4

B xoZie NpuHATUS pelueHnit HOK paccMOTpeHbl /M cneaytolime JOKYMEHTbI:

MPOTOKOJ1 KIMHNYECKOro MCCﬂeAOBaHMﬂ?

OOANYHKT a MYHKTA

13, noanyHKT "x"
nyHkTa 15 MNpaeun
Haaexalen
KJIMHUYECKoM
NpaKTUKn

6polutopa uccnegosatens?

noAnyHKT "6" nyHKTa

13 MpaBun
Haaexallen
KJIMHUYECKOM
NpaKTUKn

MHGOPMALMOHHbIN INCTOK NaumneHTa?

NOANYHKT B MYHKTA

13, noanyHkr "r"
nyHkTa 15 MNpaBun
Haa/exalen
KJIMHWYECKOM
NpaKTUKn

cBefieHMs 06 onbiTe paboTbl M KBaANPUKaLUK
uccienoBaTens No COOTBETCTBYHOLLEN
cneunanbHOCTH, BK/KOYAs ero onbIT paboTbl No
NpoBeAEHUIO KIMHNUYECKUX UCCIef0BaHNIA?

OOANYHKT T MNYHKTA

13, noanyHKT "6"
nyHkTa 15 MpaBun
Haaexalen
KJIMHNYECKOM
NPaKTUKK

cBeAeHNs 0 MeAMLMHCKMX OpraHu3aumsx, B
KOTOpPbIX NpeanonaraeTcs nposeaeHue
KJIMHWUYECKOro nccneaoBaHms?

NoANYHKT "A'" MyHKTa

13 Mpasun
Haanexawemn
KJIMHNYECKOM
NPaKTUKK

CBeAeHUMA O npeanosiaraéMbiX CpoOKax npoBeaeHuA
KJIMHNYECKOro VICC}'Ie,LI,OBaHVIFI?

NoAnyHKT "e" NyHKTa
13 MpaBun
Haanexawemn
KJIMHUYECKOM
NPaKTUKK

KOMus JoroBopa 06s3aTesIbHOro cTpaxoBaHus?

noAnyHKT "' nyHKTa

13 MpaBun
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Haaexallen
KJIMHUYEeCKoM
NPaKTUKW;

Tunosble npaBuia
0653aTeNbHOro
CTPaxoBaHUS XU3HU U
3/10pOBbs MaLMEHTa,
y4yacTBYOLLErO B
KJIMHUYECKUX
nUccnefoBaHUAX
JIeKapCTBEHHOIO
npenapara

UHPOPMaLIUs O COCTaBEe JIEKAPCTBEHHOIO
npenapara’?

NoANyHKT "3" NyHKTa
13 Mpasun
Hag/ieXxallemn
KJIMHNYECKOM
NPaKTUKK

MaTepuasbl, COAeprKallMe onucaHne AencTBuUiA,
HanpaBJ/IEHHbIX Ha NPUB/IEYEHME NALUEHTOB,
3[0POBbIX AO6POBOJILLEB K Y4acTUIo B
KIMHUYECKOM UCC/IeloBaHNN?

nyHKT 13 MpaBun
Haaexallen
KJIMHUYECKOM
NpaKTUKn

NMUCbMEHHbIE MaTepuanbl, KOTopble 6yayT
npeaocTaB/ieHbl Y4aCTHUKAM KJMHUYECKOTO
UCcNieloBaHUs, Cofiepallme B TOM Yuce
MHbOPMaLUIO O BbIMNaaTax U KOMMEHCaLMUAX
YYaCTHMKaM KIMHUYECKOTo UccneaoBaHus?

NYHKT 13, NOANYHKT
"n" nyHkTa 15 MpaBun
Haaexallen
KJIMHUYECKOM
NpaKTUKn

2.5 |MNpuHsATble pewweHns HIK 3ag0KyMeHTMpPOBaHbI n? | NyHKT 14 MNpasun
Haaexalen
KJIMHNYECKOM
NPaKTUKK
2.6 | 060 Bcex NpuHATLIX peweHnax HIK B nucbMeHHOM | nyHKT 16 MpaBun
BUAE COOBLLAET IN UCC/IeQ0BATENIO, OPraHM3aTopy | Hagaexkallen
KJIMHNYECKOrO UccnefoBaHus? KJIMHNYECKOM
NPaKTUKK
2.7 |Bxoae npoBeAeHUs KAMHNYECKOro ncciegoanus H3K obecneunsaer nu:
nepuoamyeckoe (He pexxke o4HOoro pasa B rof,) NoAnyHKT "B" MyHKTA
paccMoTpeHue JOKYMEHTaLUUU UCCaeaoBaHns? 15 MpaBun
Haa/1exalen
KJIMHWUYECKOM
NpaKTUKn
COorslacoBaHKWe MOrnpaBoK B MPOTOKOJT KIMHMYECKOIO | NOANYHKT "K' MyHKTa
nuccnenoBaHua? 15 MpaBun
Haanexalemn
KJIMHUYECKOM
NPaKTUKK
2.8 | B cnyyae npuBneyveHus 4ns NpuHATUS pelleHnin NoAnyHKT "e" nyHKTa

vy, obiagarowmx cneymanbHbIMM 3HAHUSAMU B
COOTBETCTBYHOLWMX 061acTsx, HIK He ponyckaet au
MX K y4aCTUIO B MPEHUSIX U FTOJIOCOBAHMUIO?

15 Mpasun
Haanexalemn
KIMHNYECKOM
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MPaKTUKn

2.9 |H3K obecneyeHa nn 3awmTa npas, 6€30nacHOCTb U | OYHKT 10, NOANYHKT
OXpaHa 3/J0pOBbs Y4aCTHUKOB KJIMHUYECKOrO "a" nyHKTa 15, NYHKT
uccnegoBaHuaA? 17 MpaBun

Haaexalen
KAMHNYECKOM
NPaKTUKK

2.10 | H3K obecneyeHO M XpaHeHUE AOKYMEHTOB, NyHKT 18 Mpasun

CBSI3aHHbIX C NMPOBEAEHNEM KAMHUYECKOTO
uccnegoBaHua?

Hag/iexallemn
KAMHNYECKOM
NPaKTUKK

3. OpraHu3saums, ocyLLECTBAAIOWAsA NPOBEAEHUE KIMHUYECKOTO UcciefoBaHns/Opuanyeckoe
JIMLO, Ha UMSA KOTOPOTO BblJaHO pa3pelleHne Ha NpoBeaeHNE KIMHMYECKOrO UCCNea0BaHUs

3.1 |[MNony4yeHo nu paspewieHne MMHUCTEpPCTBA yacTtb 1 ctatbu 39 61-
3apaBooxpaHeHuns Poccuinckon ®Pepepaumm Ha O3;
npaBo NPoBeAEHMS KIMHUYECKOTO UCCAe0BaHMA | NYHKT 21, NOANYHKT
[0 Hayana ero npoBeaeHUs? "a" nyHkTa 22 MpaBun

Haanexawemn
KJIMHUYECKOM
NpaKTUKn

3.2 |O6ecneyeHo i NpoBeAeHMNE KINHUYECKOTO nNyHKTb! 7, 20 MpaBun
UccnefoBaHUS JIEKAapCTBEHHOIO Npenapara B Hag/ieXxallemn
COOTBETCTBUWN C NPOTOKONOM? KJIMHUYECKOM

NpaKTUKn

3.3 | 060 Bcex U3MEHEHUSAX B MPOTOKO KJIMHUYECKOro yacTb 4 ctatbn 40 61-
UCCNeioBaHUS, B Cly4asx HEOBXoAMMOCTHU UX 3;

BHeceHus, coobuaetcs i B MUHUCTEPCTBO nyHKTb! 20, 31 MNMpasun

3/ paBooxpaHeHus Poccurickon ®epepaumnmn? Haa/exalen
KJIMHWYECKOM
NpaKTUKn

3.4 |Obecne4yeHo M pacnpeaeneHue npas u noanyHKT "6" nyHKTa
0653aHHOCTEN MeX 1y BCEMU NLLAMU, 22 lMpaBun
YYacTBYOLWMMN B KIMHUYECKOM UCC/IeJ0BaHUMN? Haanexalemn

KJIMHWYECKOM
NPaKTUKK

3.5 | YTBEpXXAeHbl N AOKYMEHTbI NO NOpPsaKY noanyHKT "B" NyHKTa
npoBeAeHUs KIMHNUYECKOro nccieaoBanus, cbopy, |22 Mpasun
perucTpauum 1 npeactaBAeHUIo AaHHbIX B Hag/iexallemn
COOTBETCTBUM C MPOTOKOJIOM U [1paBuiaMu KJIMHUYECKoM
Haanexallen KAnMHMYeckom npaktuku (aanee - COMM | NpaKTUKK
opraHusaropa)?

3.6 |ObGecneyeH M nepecMoTp BPOLLIOPSI NoANyHKT "r'" NyHKTa
uccnegoBaTtens no Mepe noayyeHus HoBbIX 22, nyHKT 28 MNpasun
[JAHHbIX, HE peXke ofiHOro pasa B rog? Hag/ieXxallemn

KJIMHUYECKOM
NpaKTUKn
3.7 |O6ecneyeHo M NpeocTaB/ieHME aKTyaIbHOM NoANyHKT "r" NyHKTa

pefakumnm bpolutopbl ccnegosatento n HIKy?

22 MpaBun
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Haaexallen

KJIMHUYEeCKoM
NPaKTUKK

3.8 |O6ecneyeHo i1 BHeAPEHNE U MO AepPXKaHNE noanyHktel "a", "p"
cucTeM obecneyeHns U KOHTPOJIS KayecTBa B nyHkTa 22 NpaBun
cootBeTcTBMM ¢ COIl opraHmnsartopa? Haaexalen

KJIMHUYECKOM
NPaKTUKK

3.9 |[Mony4eHo nun cornacue Bcex NPUBJIEYEHHbIX K NoANyHKT "e" NyHKTa
YHaCTUIO B KJIMHUYECKOM UCCeI0BaHNMN CTOPOH Ha |22 MpaBun
npeaocTaBaeHUe NPSMOro AOCTYNa KO BCEM Haanexalemn
[aHHbIM KIMHMYECKOro UcciefoBaHus, KJIMHUYECKOM
HeobxoanMoe ans uene MOHUTOPUHIa U ayauTa NPaKTUKK
KayecTBa NpoBeAEHUS KNIMHUYECKOTO
uccnegoBaHua?

3.10 |Ha3HauyeHbl M nLa, obnagaroLume NOANYHKT """ NyHKTa
COOTBETCTBYHOLLENM KBaIMUKaLMEN, AN OKa3aHma | 22 Mpaeun
KOHCYNbLTaTUBHOM MOMOLUN UCCIeaoBaTENAM? Haanexalemn

KJIMHNYECKOM
NPaKTUKK

3.11 | Obecne4vyeHa MM KOHOUAEHLUNANBHOCTb JIMYHbIX NoAnyHKT "3" NyHKTa
JAHHbIX Y4aCTHUKa MCCAe0BaHMS NOCPEACTBOM 22 lMpaBun
MCMOJ/1Ib30BaHMS NPUCBOEHHOIO eMy Haanexawemn
MAeHTUPUKaLMOHHOro Koaa? KJIMHUYECKOM

NPaKTUKK

3.12 | ObecneyeHo N BeAeHUE UHANUBUAYAIbHOMN NoANYHKT "n" NyHKTa
pEerncTpaLoHHOM KapTbl KaXK40ro y4acTHUKa 22 Npaeun
KJIMHWUYECKOro nccneaoBaHms? Hag/ieXxallemn

KJIMHUYECKOM
NPaKTUKK

3.13 | ChpopmMmpoBaH /in HE3aBMCUMBbIA KOMUTET MO noanyHKT "K" NyHKTa
MOHUTOPUHIY AaHHbIX A5 OLEHKM npoBoanmMoro | 22 Mpasun
KJIMHUYECKOTO UcCneaoBaHus? Haaexalemn

KJIMHUYECKOM
NPaKTUKK

3.14 | ObecneyeHo M XpaHeHNe NOKYMEHTOB, NoANYyHKT "n" NyHKTa
OTHOCALLMXCA K KIMHUYECKOMY UCC/IeJ0BaHUIO, B 22 NpaBun
TEeYeHNe yCTaHOBIEHHOIO CpoKa? Haanexalemn

KJIMHWUYECKOM
NPaKTUKK

3.15 | B ciyyae npeKkpalleHums KIMHUYECKOM pa3paboTkm | noAnyHKT "M" nyHKTa
nccneayemMoro JieKapcTBeHHOro npenapara 22 NMpaBun
CO006LLEHO I 06 3TOM BCEM YHaACTBYHOLWMM B Hag/iexallemn
KJIMHMYECKOM UCCNEeNOBAHNN CTOPOHAM? KJIMHNYECKOMN

NPaKTUKK
3.16 |Bce n1ua, NnpMBAeYEHHbIE K NPOBEAEHUIO 0600 | NoANYHKT "n" NyHKTa

M3 3TanoB KJAMHUYECKOro UCCAef0BaHNS, 0bnagatoT
JI1 COOTBETCTBYIOLLIENM KBanubuKaumen?

22 MpaBun
Haanexalemn
KIMHNYECKOM
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MPaKTUKn

3.17 | OpraHM3aTopoOM KAMHMYECKOTO MUCCAEeA0BaHMUSA WAN NPUBAEYEHHBIM UM  HOPUANYECKUM
JIMLIOM MpPU UCNONb30BaHUM 3NEKTPOHHbIX CUCTEM A paboTbl C AAHHLIMU KAMHUYECKOTO
uccnefoBaHus U (MAKN) 3NEKTPOHHBIMM CUCTEMAMU YAANEHHOTO AOCTYyMNa K YKasaHHbIM
JaHHbIM:

JOKYMeHTa/IbHO 0pOPMNEHO SIN COOTBETCTBUE NOANYHKT "a" nyHKTa

CUCTEM 3/IEKTPOHHOM 06pPabOTKM JaHHbIX 23 lNMpaBun

TpeboBaHUSAM K MOJIHOTE, TOYHOCTU M HAZEXKHOCTM | HaZ/1exallen

[aHHbIX, @ TaKXe CTabUNbHOCTb AOCTUXKEHUS KJIMHNYECKOM

TpebyemMoro pesysbraTa (fanee - Banngaums NPaKTUKK

JaHHbIX)?

yTBepxaeHbl nm COMMbl CNOIb30BaHUS noAnyHKT "6" NyHKTa

3NEeKTPOHHbBIX CUCTEM? 23 lMpaBun
Hag/iexallemn
KJIMHUYECKoM
NPaKTUKK

obecneyeHa M paboTa 3/IEKTPOHHbIX CUCTEM TakK, NoAnyHKT "B" MyHKTA

YTOObI NPM U3MEHEHNWN BBEAEHHbIX AaHHbIX 23 MNpaeun

BHOCUMblE U3MEHEHUS BblIN 3a40KYMEHTUPOBAHLI | HagNeXKallen

M paHee BBeJleHHble JaHHble He Oblan yaaneHbl? KJIMHUYECKoM
NPaKTUKK

obecneyeHa M cucTeMa 3alluTbl JaHHbIX NoANYHKT "r" NyHKTa

K/IMHMYECKOro uccneaoBaHms, npeaorepaiarowias | 23 Mpasun

HECaHKLMOHMPOBAHHbIN JOCTYM K IaHHbIM, B TOM | Hagnexallen

4yucsie NOCPECTBOM YTBEPXKAEHMS CIUCKA NNL, KJIMHUYECKOM

UMEIOLLMX [OCTYN K AaHHbBIM KJAMHUYECKOrO NPaKTUKK

UCCNeloBaHNSA C MPaBOM BHECEHUS B HUX

M3MEHEHUIN N PE3EPBHOI0 KOMMPOBAHUS AaHHbIX?

obecneyeHa /M COXPaHHOCTb MaCKUMPOBKU NoANYHKT "A" NyHKTa

KJIMHUYECKOIO UCCNEeNOBaHNS, NPOBOAMMOIO 23 Npaeun

cnenbiM METoA0M, NPU BBOAE M 00paboTKe AaHHbIX | Haaexallen

B 3/IEKTPOHHOM cucteme? KJIMHWUYECKOM
NPaKTUKK

3.18 | MNoaTeepykaeH nn GpaKT NpeaocTaBAeHuUs OYHKT 24 Mpasun
uccaefoBaTeNto U MeaULMHCKOM opraHmnsaumm Haanexalemn
NPOTOKONA KIMHNYECKOTO MCCNe0BaHUS U KJIMHUYECKOM
OpoLtopbl B TEKYLLEN pefaKLMn A0 NOAMMUCAHUA C | MPAKTUKK
MeANLMHCKOM OpraHu3aLmnen 1oropopa Ha
npoBeAeHUe KIMHUYECKOTO UCCefoBaHms?

3.19 |Mony4yeHO /M NUCbMEHHOE CcorflacMe  uccnefoBateNis WM YNOJIHOMOYEHHOroO  JiMua

MeAMLMHCKOM OpraHusaLmm Ha:

npoeeageHne KIMHN4eCcKoro nccnegoBaHnAa B

OOANYHKT a MYHKTA

COOTBETCTBUM C NPOTOKOJIOM, [1paBuaamu 25 MNpaeun
HagaexXalen KIMHUYECKOM NPAKTUKKU U Haanexawemn
TpeboBaHUAMM 3aKoHoAaTeNbCTBA Poccnitckom KJIMHUYECKOM
depepaumm B chepe obpalleHMs NEKAPCTBEHHbIX | MPAKTUKKU

cpeacTs?
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coboaeHne npoueaypbl permcTpauumn n
npeacTaBAeHNUs JaHHbIX KJIMHUYECKOTO
uccnegoBaHua?

noAnyHKT "6" NyHKTa
25 lMpasun
Hag/ieXxallemn
KJIMHUYECKOM
NpaKTUKn

nposefieHue MOHUTOPUHTa 1 ayauTa?

NoAnyHKT "B" MyHKTA
25 MpaBun
Hag/ieXxallemn
KJIMHUYECKOM
NPaKTUKK

XpaHeHWe [AOKYMEHTOB, CBA3aHHbIX C MPOBeAEHNEM
KJIMHUYECKOrO MCCNeNoBaHNS, 4O TEX NOpP, NOKa
OpraHn3aTop KAMHUYECKOrO UCCNeA0BaHUS He
COOBLINT UCCNEeNOBATENO U MEAULIMHCKOM
OpraHusaumm, YTo AaHHbIE AOKYMEHTbI MOTYT ObITh
YHUYTOXKEHbI?

NoANYHKT "I NyHKTa
25 MpaBun
Haaexalen
KJIMHUYECKOM
NPaKTUKK

3.20 | 3akntoueH M AOroBop 0653aTe/IbHOMo CTpaxoBaHMs |Yactu 1, 14 ctatbn 44
pUCKa NPUYMHEHUS BPeaa XXM3HU, 310POBLIO 61-03;
naumeHTa B pesynbTate NpoBeaeHNs KIMHUYECKOro | NyHKT 26 MNpasun
uccnegoBaHua? Hag/iexallemn
KJIMHNYECKOM
NpaKTUKK;
Tunosble npaBuaa
06s3aTeNbHOro
CTPaxOBaHUS XU3HU U
3[10pOBbs MaLMEHTa,
y4acTBYHOLLENO B
KJIMHUYECKUX
UCCNefoBaHUSIX
JNIEKapCTBEHHOTO
npenapara
3.21 | ObecneyeHo I COOTBETCTBME CPOKOB JI0roBOpa yacTtb 7 cTatbu 44 61-
0653aTeNbHOro CTPaxoBaHMA KXU3HWU U 340POBbS 3
nauueHTa, Y4acTBYHOLENO B KIMHUYECKNUX
MUCCNef0BaHUSX JIEKApCTBEHHOIO Nnpenapara,
CpOKaM NpoBeAeHUs KNIMHNYECKOro UCC/ieJ0BaHUS
JleKapcTBEHHOro npenapara’?
3.22 | MonyyeHo 1 3aA0KYMEHTUPOBAHO NN:
cornacme H3K Ha npoBegeHMe KAMHUYECKOrO nyHKT 27 MpaBsun
nuccnegoBaHus Ha 6ase MegULIMHCKOM Hag/iexallemn
opraHmsaumnmn? KJIMHUYECKOM
NpaKTUKn
NoATBEPXKAeHMe Toro, 4yto HIK B cBOEN nyHKT 27 MpaBun
[eaTeNIbHOCTU pyKoBOACTBYeTcA [1paBuaamm Hag/ieXxallemn
Hagsiexkalen KIMHUYECKOM NPaKTUKN? KAMHNYECKOM
NpaKTUKn
3.23 | icchepyeMsble nekapCcTBeHHble npenapaTtbl, UCMOJIb3yeMble MPU MPOBEAEHMUN KINHUYECKOTO

ncenenoBaHnA:
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Npou3BeEeHbl JIM B COOTBETCTBUM C Tpe6OBaHMAMM
MNpaBuAa HaaaexKallle NPon3BoACTBEHHOM
NPaKTUKn?

yacTb 18 ctatbn 5 61-
®3;

NyHKTb! 3, 29 MNMpasun
Haanexawemn
KJIMHUYECKOM
NpaKTUKu;
npuaoxxerune N 13 K
MpaBunam
Haanexawemn
NpPOU3BOACTBEHHOM
NpaKTUKn

UMEIOT JIN COOTBETCTBYHOLLME MOKA3aTE/IN KaveCTBa,
XPaHATCA U TPAHCNOPTUPYHOTCA B COOTBETCTBUN C
MpaBuaamm Hap,ne)Kau.l,eﬁ NMPaKTUKN XpaHEHNA U
NnepeBO3KN IEKAPCTBEHHbIX npenapaTOB?

yactb 18 cTatbun 5 61-
?3;

NyHKTbI 3, 29 Mpasun
Hag/ieXxallemn
KAMHNYECKOMN
NpaKTUKK;
npunoxeHuve N 13 K
MNpaBunam
Hag/iexallen
NpPOU3BOACTBEHHOM
NMpaKTUKn

3aKOAMPOBaHbl U MapKUPOBaHbI JIN B LENAX
obecneyeHUss MaCKMPOBKN?

yacTb 18 ctatbun 5 61-
®3;
NYHKTbI 3, 29 MNpasun

Haanexalemn
KJIMHUYEeCKoM
NPaKTUKW;
npunoxenuve N 13 K
MpaBunam
Haanexalemn
NMpowu3BO/ACTBEHHOMN
NPaKTUKK

3.24 | Ha nepBUYHYIO /UK BTOPUYHYIO YNAKOBKY yacTtb 8 cratbu 46 61-
JIeKapCTBEHHbIX NMpenapaTtoB, NpeAHa3HauYeHHbIX O3;

AN KIMHUYECKUX UCCNIef0BaHUIA, HAHECEHbI X NYyHKT 29 MNpaBun

Hagnucu: "[Ons KAIMHUYECKUX uccieaoBaHunin'? Hag/ieXxallemn
KJIMHNYECKOM
NpaKTUKn

3.25 | ObecneyeHo i MPUMEHEHUE CUCTEMBI nyHKT 30 Mpasun
KOAMPOBAHUS UCC/IEAYEMOTrO IEKAPCTBEHHOIO Hag/ieXxallemn
npenapara, BK/aoYatoLen B cebs MexaHmsmMm, KJIMHNYECKOM
NO3BOJISAOLMIN B IKCTPEHHbIX Cy4asx bbICTpo NpaKTUKn
UAEHTUPULMPOBATL JaHHbIN IEKAPCTBEHHbIN
npenapar, Npm 3TOM He A0oMNycKaloLen
BO3MOXHOCTM HE3aMETHO PaCcKpbITb KoA?

3.26 | ObecneyeHo I HaIMune UccnenyemMoro NyHKT 32 Mpasun
JIeKapCTBEHHOTO NpenapaTta B KOAMYeCTBe, Hag/ieXxallemn
HeobxoaAMMOM Ans NPoBeAeHMS KIMHUYECKOro KJIMHUYECKOM
uccnenoBaHua? NpaKTUKn

3.27 | lMoaTBepXXAeHO I KQ4YeCTBO UCC/ielyeMoro AyHKT 32 Mpasun
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JIeKapCTBEHHOrO Npenapara? Hag/ieXxallemn
KJIMHUYEeCKoM
NpaKTUKn
3.28 | llokymeHTMpyeTcs am uHpopmauums o:
nocTynaeHnn UccienyemMoro 1eKapcTBeHHoro nyHKT 32 MNpasun
npenapara B MeULMHCKMUE OpraHu3aumm? Hag/iexallemn
KJIMHUYECKOM
NPaKTUKK
0 BO3BpaTe UCCNeAyeMOro 1eKapCTBEHHOIO nyHKT 32 MNpaBun
npenapara? Haanexalemn
KJIMHUYECKOM
NpaKTUKn
06 YHUYTOXKEHUU UCCNEQYEMOrO NEKAPCTBEHHOIO nyHKT 32 NMpaBun
npenapara’? Hag/ieXxallemn
KJIMHUYECKOM
NpakTUKn
3.29 | OcywiecTBnaseTcs M NOCTOAHHAsA OLEeHKa nyHKT 32 NMpaBun
6e30nacHOCTM NccneayemMoro NeKapCcTBEHHOrO Haa/exalen
npenapara’? KJIMHUYECKOM
NpaKTUKn
3.30 | Obecne4veHo I yBeAOMJ/IEHME BCEX BOBJIEYEHHbIX B | OYHKT 32 MpaBun
npoBefeHne KIMHUYECKOro nccaefoBaHms Ay, o Haanexalemn
JAHHbIX, KOTOpPble MOTryT HeG1aronpusaTHO KJIMHUYECKOM
OTpa3nTbCsl Ha 6e30MacHOCTM NaUMeHTOB? NpPaKTUKn
3.31 | Obecne4yeHo in coobleHne 060 BCeX Ccepbe3HbIX U HEMPEABUAEHHbIX HEXeaTe/lbHbIX
peaKkumsx:
BCEM BOBJIEYEHHbIM B NPOBEAEHNE KIMHNYECKOTO | NYHKT 3 cTatbhk 64 61-
UccnefoBaHUS IMLAM O3;
nyHKT 33 NMpaBun
Hag/ieXxallemn
KJIMHUYECKOM
NpaKTUKn
denepanbHOM cnyxbe no Hagzopy B chepe NyHKT 3 cTatbk 64 61-
37 paBooxpaHeHus (Janee - PocsgpasHaasop) D3;
yepe3 ABTOMaTU3UPOBAHHY MHOOPMALMOHHYHO nyHKT 33 NMpaBun
cucteMy PocsgpasHaasopa (ganee - AUC Haaexallen
Poc3gpaBHag3opa) mMbo no 3/1eKTPOHHOM noyTe KAMHNYECKOM
pharm@roszdravnadzor.ru? NMpPaKTUKK;
noanyHKT "1" NyHKTa
6, nyHKTbI 10, 11, 12
Mopsaaka
OCYLLECTB/IEHMSA
dapmakoHaasopa
3.32 | ObecneyeHo n NpeacTaBaeHue B PocsgpaBHaasop | nyHKT 33 MNpasun

NnepuoanHECcKMX OTYETOB Mo 6€30MacHOCTH
uccnegyemoro/paspabatbiBaemMoro npenapara
(nanee - POOB) B cooTtBeTcTBMM C [TOpAAKOM
ocylecTBneHns dpapMakoHaa3opa?

Haaexalen
KJIMHUYECKOM
NPaKTUKW;

noanyHKT "3" NyHKTa
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6, nyHKT 12 Mopsaaka

OCYyLLEeCTBNEHUS
dapmakoHaa3sopa

3.33 | ObecneyeHo n coobuieHue B Poc3gpaBHaa3op o NyHKT 22, 25 lNMopsgka
NIeTaNbHbIX M (UN) KU3HEYTPOXKAIOLIMX CEPbE3HbIX | OCYLLECTBAEHNS
HenpeaBUAEHHbIX HEXXenaTelbHbIX PeakUmax Ha dapmakoHaa30pa;
nuccnenyeMbli B Xxoae KIMHUYECKUX nccnegoBaHmin | nyHkTel 1.2.1, 1.3.1
JIeKapCTBEHHbINM Npenapart, B CPoK He 6onee 7 MpunoxerHua N 11 k
KaJieHAapHbIX AHel (ecan nHoe He NpeaycMoTpeHo |MNpaBunam
0/106peHHbIM MPOTOKOJIOM KJIMHMYECKOTO Hag/ieXxallemn
uccnegoBaHms)? KJMHUYeCKomn

npakTukmn EA3C

3.34 | ObecneyeHo in cooblleHMe B Poc3apaBHaa30p 0 | OYHKTbI 23, 25
Ccepbe3HbIX HEMPeABUAEHHbIX HEXelaTe/bHbIX Mopsaaka
peakumsx, 3a UCKHYEHNEM peaKLMIM, YKa3aHHbIX B | OCYLLLECTBIEHMS
cTpoke 3.33 HacToALLEero NPOBEPOYHOro JIUCTA, B dapmakoHaa3sopa
CPOK, He npeBbillatowWmi 15 kaneHgapHbIX gHENR? nyHKTbl 1.2.1, 1.3.1

MpunoxerHua N 11 k
MpaBunam
Hag/ieXxallemn
KJIMHUYECKOM
npakTukmn EA3C

3.35 | ObecneyeHo M HanpaB/ieHMe COObLEHN B NYHKT 24 Mopsaka
PocsgpaBHaasop n H3K 06 nHom nHpopmauum no | ocywecTBaeHus
6e30MacHOCTU, KOTOPaAs MOXKET M3IMEHATb OLUEHKY | apMakoHaA30pa;
COOTHOLIEHUS MOJIb3a-PUCK UCCNEAYEMOrO NYHKT 1.5
npenaparta, B CPOK, He NpeBblllatoLun 15 Mpunnoxenna N 11 K
KaneHaapHbIX AHEeN? MNpaBunam

Haaexallen
KJIMHUYECKOM
npakTmkmn EA3C

3.36 | ObecneyeHO i1 NpoBeaeHNE MOHUTOPUHTA NYHKT 34 Mpasun
KJIMHWMYECKOro UccneaoBaHms B COOTBETCTBUM C Hag/iexallen
npotokonoM, COlMNamu, TpeboBaHMaIMMU KAMHNYECKOM
3aKoHogaTtenbcTBa Poccuiickon ®epepaunm 06 NMpaKTUKn
obpalleHnn IeKapCTBEHHbIX CpeacTB?

3.37 |Ha3sHauyeHo i1 dpusmdeckoe amuo, obnaaarollee NyHKT 34 NMpasun
Hay4YHbIMU 1 (UAK) CNELMaNbHBIMU 3HAHUAMM, AN8 | HagNexallen
npoBeaeHNS MOHUTOPUHIA KIMHUYECKOTO KJIMHNYECKOM
uccnenoBaHua? NPaKTUKK

3.38 |MpoBeaeHne MOHUTOPUHIA KIMHNYECKOIO UcCieaoBaHus obecneymBaeT in:

cobntopeHme COl opraHmMsaTopa KANHUYECKOTO
nUccnegoBaHUs MAN NPUBAEYEHHOIO UM
HOPUANYECKOTO LA

NyHKT 34 MpaBun
Haa/1exalen
KJIMHUYECKOM
NpaKTUKn

NnpoBepKa Haanuuns KBanaudbuKauumn nccaegoBartens
W pecypcoB MeAULIMHCKOM OpraHM3aLmu,
Heo6X0AUMBIX /15 NPOBEAEHMUS KIIMHUYECKOTO
nccieoBaHus, BKAOYas nabopaTtopuu,
o6opyaoBaHMe U nepcoHan?

noanyHKT "6" nyHKTa
36 MpaBun
Haa/1exalen
KJIMHUYECKOM
NPaKTUKK
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KOHTpPO/Ib Y4€eTa, pacnpeeneHums 1 ycJioBuii
XpaHeHWs Uccneagyemsblx npenapaTos?

NoAnyHKT "B" MyHKTA
36 MpaBun
Hag/ieXxallemn
KJIMHUYECKOM
NPaKTUKK

KOHTPOJIb COBNOAEHUSA UCCNENOBATENIEM
YTBEPXKEHHOIO NPOTOKONA U BCEX U3MEHEHUI K
Hemy?

NoANYHKT "r" NyHKTa
36 MpaBun
Hag/ieXxallemn
KJIMHUYECKOM
NPaKTUKK

KOHTPO/Ib MOATBEPXAEHUS daKTa NoayYeHUS
[06pOBOJILHOTO MUCbMEHHOTO COMIacUS KaXK10ro
YYaCTHMKA KJIMHMYECKOTO UCC/IeA0BaHMS 10 Havana
€ro y4yacTusi B K/IMHNYECKOM UCCNefoBaHNN?

NOANYHKT "A" NyHKTa
36 MpaBun
Haaexalen
KJIMHUYECKOM
NPaKTUKK

Ha/n4ue y uccnefoBatesis TeKyLen peaakumm
OpOoLLOPbI, MHbIX JOKYMEHTOB 1 MaTepManos,
HEO6XOANMbIX AN NPOBEAEHUS KIMHUYECKOrO
nuccnenoBaHua?

NOANYHKT "e" NyHKTa
36 MpaBun
Haaexalen
KJIMHNYECKOM
NPaKTUKK

JoBefieHne Ao uccnegoBatesieit HeobxoanMmMonm ans
npoBeAeHUs KIMHNUYECKOro NcCcneoBaHus
nHdopmauumn?

NoANYHKT )K" NyHKTa
36 MpaBun
Haanexawemn
KJIMHNYECKOM
NPaKTUKK

npoBepKa coboaeHUsA UCCNeNOBATENIEM
KpUTEPUEBR OTOOPA YHAaCTHUKOB KJIMHUYECKOIO
nuccnenoBaHua?

NoANyHKT "3" NyHKTa
36 MpaBun
Haanexawemn
KJIMHUYECKOM
NPaKTUKK

npoBepKa NpaBUbHOCTU, MOMHOTbI U CPOKOB
perucTpauumn AaHHbIX KIMHUYECKOTro
uccnegoBaHua?

noAanyHkTbl "n", "k"
nyHkTa 36 MNpaBun
Haa/1exalen
KJIMHUYECKOM
NPaKTUKK

NnpoBepKa Nopsiika BeeHUs JOKYMEHTOB
KJIMHWUYECKOro UCcCNenoBaHus?

noAnyHKTbl "M" NnyHKTa

36 MpaBun
Haa/1exalen
KJIMHWUYECKOM
NPaKTUKK

coobLLEeHMEe UccieaoBaTeNO O KObIX AOMYLEHHbIX
B MHAMBUAYaIbHON PErMCTPALMOHHON KapTe
owmnbKax, Npornyckax U Hepa3bopUUBbIX 3aNUCAX?

NoAnyHKT "n" NyHKTa
36 MpaBun
Haanexalemn
KJIMHUYECKOM
NPaKTUKK
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KOHTPO/Ib 3a TeM, YTOObI UCNPaBAEHNS B
MHAMBUAYAIbHON PErncTpaLMoHHON KapTe 6bian
cAenaHbl, AAaTUPOBaHbl, 06bACHEHbI M NOAMNMCAHbI
uccnepoBatenem?

noAnyHKT "n'" NyHKTa

36 MpaBun
Hag/ieXxallemn
KJIMHUYECKOM
NPaKTUKK

Co006lleHNE UCCeaoBaTeNO 06 OTKIOHEHUSX OT
npotokona, COIN opraHnsartopa, TpeboBaHuM
MpaBua Haanexalllel KNIMHUYECKOWN MPaKTUKU U
3aKoHogaTtenbcTBa Poccuiickon ®epepaumnm 06
obpallleHUM NeKAPCTBEHHbIX CPeACTB?

noAnyHKT "M" NyHKTa

36 MpaBun
Hag/ieXxallemn
KJIMHUYECKOM
NPaKTUKK

NPUHATUE Mep MO YCTPAHEHUIO U HEAOMYLLLEHUIO
NMOBTOPEHUS OTKNOHEHUI OT NMpoTokona, COl
opraHusaTopa, TpeboBaHuit [paBua HaaeXallen
KJIMHUYECKOM NPaKTUKN U 3aKOHOAATENbCTBA
Poccuiickon ®eaepaunm 06 obpalleHnm
JNIeKapCTBEHHBIX CpeacTB?

noAnyHKT "M" NyHKTa

36 MpaBun
Haaexalen
KJIMHUYECKOM
NPaKTUKK

3.39 |MoartBepxkaeH nn GaKT npeacTaBAeHUs nyHKT 37 Mpasun
NMUCbMEHHbIX OTYETOB MO MOHUTOPUHTY Hag/iexallen
KJIMHNYECKOrO UCCNeAOBaHUSA HAa3HAYEHHbIM JIMLLOM | KIIMHUYECKON
B NopsiiKe U CPOKU, ycTtaHoBieHHble COTl MPaKTUKN
opraHusaTtopa?

3.40 |Copep»kaHue OT4ETOB NO MOHUTOPUHTY nyHKT 37 Mpasun
KJIMHWUYECKOro UccaeoBaHUst COOTBETCTBYET N Haanexawemn
TpeboBaHuAM [1paBua Hagexalen KIMHUYECKON | KIMHUYEeCKOM
NPaKTUKN? NpaKTUKn

3.41 |OcyliecTBaseTcs I He3aBUCUMAs OT MOHUTOPUHra | NyHKT 38 MpaBun
OLleHKa COOTBETCTBUSA MPOBOAMMOIO KJIMHUYECKOTO | Haanexallemn
nccneposaHua npotokony, COlM opraHusaTopa, KJIMHUYEeCKoM
TpeboBaHUAM 3aKoHOAATE/IbCTBA PoccuiicKom NpaKTUKn
denepaummn 06 obpallleHNN NEKAPCTBEHHbIX
cpeacTs (ganee - ayauT KAMHUYECKOTro
nccnegoBaHus)?

3.42 | Qnsa npoBeAeHnsa ayamta KJIMHNYECKOro nyHKT 38 MpaBun
nccnegoBaHUs Ha3HavYeHbI n Hag/ieXxallemn
KBa/IMOULUMPOBAHHbIE, HE3aBUCUMbIE OT BCEX KJIMHUYECKOM
Cy6beKTOB KJIMHMYECKOrO UCCeA0BaHNS nLa, NpaKkTUKn
MMeoLMeE OMbIT NPOBeAEeHMS ayaAnToB?

3.43 | OpraHM3aTopoOM KAMHMNYECKOIO UCCNel0BaHMS nyHKT 38 MpaBun
YTBEPXK/EH NN MJ1aH M 06BEM ayAnTa KIMHUYECKOTO | Haa/1eXallen
uccnegoBaHua? KJIMHUYECKOM

NPaKTUKK

3.44 | ObecneyeHo /i1 NpeKpaLlleHne y4acTus B nyHKT 39 MpaBun
KJIMHNYECKOM UCCNefOBaHUN UCCefoBaTeNs u Haanexalemn
MeOULMHCKON OpraHu3aummn, B AeaTesIbHOCTH KJIMHUYECKOM
KOTOpPbIX 06HapYXeHbl cepbe3Hblie U (1am) NPaKTUKK
noBTOpAOLWMECS Cly4an HecobaoaeHNs
YCTaHOBJ/IEHHbIX TPEOOBAHWUI K NPOBEAEHMIO
KJIMHUYECKOTO UccneaoBaHus?

3.45 | Ob6ecneyvyeHo /i1 BHECEHUE M3MEHEHUI B MPOTOKON | NYHKT 39 MpaBun
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KJMHWUYECKOro UCCNefoBaHMs B Cyyae
0BHapY>KeHUS CePbE3HbIX U (MIM) NOBTOPSIOLLMXCA
CNy4YaeB HeCOBOAEHUS YCTAHOB/IEHHbIX
TpeboBaHUIM K NPOBEAEHUIO KIMHUYECKOTO
uccnenoBaHua?

Haaexallen
KJMHNYECKOM
NpPaKTUKn

3.46 | ObecneyeHa 1M BO3MOXXHOCTb MPUHATUSA peLlieHus | YacTb 6 ctaTbn 40 61-
O MPUOCTAHOBNEHUM UJIN NPEKPALLEHMN o3
KJIMHWUYECKOTO UCCNEA0BaHMSA NEKAPCTBEHHOIO
npenapara Aas MeguULMHCKOro NpUMeHeHUs B
CJly4ae BO3HMKHOBEHWMS OMAaCHOCTU AJ1S XKU3HMU,
3[10pOBbs NaUMeHTa (NaLUUEeHTOB), y4acTBYIOLLIETO
(yyacTByOLWMX) B KIMHUYECKOM MUCCAeaoBaHUN?

3.47 |MncbMeHHoe cooblleHMe 0 3aBepLLEHNH, yactm 6, 7 ctatbu 40
NPUOCTAHOBNIEHUU WUJIN MPEKPALLEHUN 61-03;
KJIMHMYECKOro UccneoBaHms Hanpas/eHO /i B nyHKT 40 MpaBun
MuH3apaB Poccnm B CpoK, He NpeBbIWAOLWNKT NATU | Haanexallen
pabounx gHel co AHS 3aBepLUeHns? KAMHNYECKOM

NpaKTUKn

3.48 |Mpw npoBeAeHNN MHOTOLEHTPOBLIX KIMHUYECKMX UCCef0BaHM obecneyeHo in:
npoBeAeHue KIMHUYECKOro ucciegoBaHmsa BcemMm | [MloanyHKT "a" nyHKTa
MeAULMHCKMMU OpraHM3aumamMm B CTPOToM 41 MpaBun
COOTBETCTBUM C NMPOTOKONIOM KJNHNYECKOTO Haanexalemn
nuccnenoBaHua? KJIMHUYEeCKoM

NPaKTUKK
pa3paboTka MHANBUAYaANbHbIX PETUCTPALUMOHHbIX NoanyHKT "6" NyHKTa
KapT, N03BO/IAOLMX COOpaThb TpebyeMble AaHHble |41 MpaBun
M3 BCEX MEAMLMHCKUX OpraHu3aunin’? Haaexalen

KJIMHUYEeCKoM

NpaKTUKn
JOKYMEHTaJIbHOe 3aKpenjieHne npas u MNoanyHKT "B" NyHKTa
06s3aHHOCTEN MEANLIMHCKUX OpraHm3aLuni n 41 MpaBwun
uccneposartenen? Haaexalen

KJIMHUYECKOM

NpaKTUKn
npenocTaBieHNe MeAUUMHCKUM opraHmnsaumam n | MoanyHKT "B" NyHKTa
uccnegosartensam nportokona, COIM opraHmnsaTopa, 41 MpaBun
MHCTPYKLMM MO 3aN0JHEHUIO NHANBUAYANbHbIX Haanexalemn
PErucTPaUMOHHBIX KapT A0 HayYana KIMHUYECKOTO | KIMHUYECKOM
uccnenoBaHua? NPaKTUKK

3.49 |MoarteepxXaeH nn GpakT NpeacTaB/ieHUs B NYHKTbI 9, 61 Mpasun
TPEXMECAYHbIN CPOK OTYETa O pe3yabraTax Haanexalemn
KJIMHUYECKOro uccnenoBaHus B MuHsgpas Poccnn? | KnMHn4eckomn

NpaKTUKn

yacTb 11 ctatbm 40 61-

o3

4. OpraHusaums paboTbl uccnegoBatens

4.1 |PykoBoauTenemM MeAMUMHCKON opraHusaumm obecneyeHo um:
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Ha3HayeHue OTBETCTBEHHOro UccsiefoBaTens,
MMELOLLLEro Sie4ebHYIo cneumanbHOCTb,
COOTBETCTBYIOLLYH NPOBOANMOMY KIUHUYECKOMY
nccieoBaHUIO, CO CTaXkeM paboTbl No
nporpaMMam KAMHUYECKUX UCCNENOBAHUIN He
MeHee YeM Tpu roga’?

yacTb 1 ctatbm 40 61-
®3;

NyHKT 42 MpaBsun
Haanexawemn
KJIMHUYECKOM
NpaKTUKn

2) HasHayeHue couccsiegoBaTenei U3 Yucaa Bpaden
3TON MeAULMHCKOM opraHmn3auumn?

yacTb 1 ctatbm 40 61-
®3;

NyHKT 42 NMpaBun
Hag/ieXxallemn
KJIMHUYECKOM
NpaKTUKn

coobLLEeHMe B YNOJHOMOYEHHbIN dpeaepanbHbli
opraH UCMOAHUTENBHOW BAACTH, BblAaBLUNIA
paspelleHmne Ha NpoBeAeHNE KAMHNYECKOTO
UccnefoBaHns, 0 Havasne KIMHUYECKOTO
UCCNeloBaHUSA, B CPOK, HE NPEBbILIAOWMA Tpex
pabouunx gHel co AHA Hayana NPoBeJeHUs TaKoro
uccnenoBaHma’?

yacTb 3.1 ctatbm 40 61-
o3

NPUHATUE PeLLIEHUSI O NMPUOCTAHOBJIEHUN
KJIMHWUYECKOIo UCCNENOBAHUS IEKAPCTBEHHOIO
npenapara Ha 6a3e yuypexxeHus, B csiydyae
BO3HUKHOBEHMS ONACHOCTU A5 YKU3HU, 3[J0POBbS
nauMeHTa, y4acTBYHOLLETO B KIMHUYECKOM
uccnegoBaHum?

yacTtb 6 cTtatbu 40 61-
o3;

NyHKT 58 MpaBun
Haaexalen
KAMHNYECKOM
NpPaKTUKn

4.2

Ob6ecneyeHo 1 NOATBEPXKAEHO /I O3HAKOMJIEHME UCCIeA0BaTENA U COMCCNeA0BaTeNe

¢

C pe3ynbTaTaMu JOKJANHUYECKOro UCCefoBaHus
nccaefyeMoro JIeKapCcTBEHHOrO Npenapara,
aKTya/lbHOM Bepcuel GpoLutopbl ucciegoBatens?

yacTb 3 cTatbm 40 61-
®3;

nyHKT 43 NMpaBun
Haanexalemn
KJIMHUYECKOM
NpaKTUKn

NMPOTOKOJIOM KJIMHMYECKOTO UCC/ieA0BaHuUS
JleKapCTBEHHOro npenapara’?

yacTb 3 ctatbm 40 61-
®3;

nyHKT 43 NMpasun
Hag/ieXxallemn
KJIMHUYECKOM
NpaKTUKn

[OKYMEHTaMM1 U laHHbIMU, UMEIOLUMN
OTHOLLIEHUE K NPOBEEHUIO KIMHUYECKOTO
uccnegoBaHua?

yacTb 3 ctatbm 40 61-
3;

nNyHKT 43 MNpaBun
Haaexallen
KJIMHUYECKOM
NpaKTUKn

4.3

OcyLecTB/IeH /i1 OT60P MaLIMEHTOB - Y4aCTHUKOB
KAMHUYECKOro UCC/Ie0BaHNS, KOTOPbIE MO
MeAMNLIMHCKMM NOKa3aHUAM MOryT 6bITh
MPUBEYEHbI K Y4aCTUIO B KJIMHUYECKOM
uccaeaoBaHMM IEKapCTBEHHOrO nNpenapara’?

yacTb 2 ctatbn 40 61-
®3;

NYHKT 44 lNMpaBun
Haa/1exalen
KJIMHUYECKOM
NpaKTUKn
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4.4 | ObecneyeHo N OKa3aHME MeAULIMHCKOM NMOMOLM | 4acTb 2 cTaTbk 98 323-
Y4aCTHMKAM KJIMHUYECKOro UCCeaoBaHus O3;
JlekapcTBeHHOro npenapara? yacTtb 2 cTatbu 40 61-
®3;
NYHKT 44 Mpasun
Haanexalemn
KJIMHUYEeCKoM
NpaKTUKn
4.5 |WccnepoBaTtenb pacnosaraet Jin pecypcamum, OYHKT 46 MNMpaBun
HeobxoaAMMbIMK NS NPOBeAEHMSA KJIMHUYECKOTO Hag/ieXxallemn
nccaenoBaHus, BKIOYas nabopatopun, KAMHNYECKOM
obopyaoBaHue 1 nepcoHan? NpaKTUKn
4.6 | ObecnevyeHo M yBEAOMIEHUE NIeHaLlMX Bpayen NYHKT 47 MNMpaBun
YYaCTHMKOB KJIMHNYECKOro UccaeaoBaHus ob Haaexallen
y4acTuUm NOCNEAHUX B KJIMHNYECKOM KAMHNYECKOM
uccnenoBaHuUn? NMpPaKTUKN
4.7 | ObecneyeHo 1 cobaoaeHUe NPOToKoNa NyHKTbI 3, 7, 48, 50
KJIMHWUYECKOro nccaeaoBaHms? MpaBun Hagexallen
KIMHUYECKOM
NMpaKTUKn
4.8 |Bce OTKJIOHEHUS OT NPOTOKOJ1a KJIMHUYECKOro NYHKT 48 MpaBun
uccnenoBaHus opopMaeHbl N UccNeoBaTeENEM Hag/iexallemn
[OKYMEHTaNbHO? KJIMHUYEeCKoM
NpaKTUKn
4.9 | Obecne4vyeHo M HanpaBAEHNE OpraHM3aTopy OYHKT 48 MpaBun
KJIMHWUYECKOro UCCNea0BaHMS COr1acoBaHUS BCEX Hag/ieXxallemn
OTK/JIOHEHUI OT NPOTOKOAA KIMHUYECKOTO KAMHNYECKOM
uccnenoBaHmna? NPaKTUKK
4.10 |NccnepoBatenb npounHdopmmuposan am HIK o:

OTKJIOHEHUAX OT NPOTOKO1a UM USMEHEHUAX
NPOTOKO/A KJIMHNUYECKOrO NCCefoBaHns?

MYHKT 48, NoANyHKT

a'" nyHkra 49 Npasun
Hag/iexallemn
KJIMHNYECKOM
NPaKTUKK

BCEX U3MEHEHMUSX, HENOCPEACTBEHHO BAUSIOLLMX Ha
npoBeeHue KIMHMYECKOTo uccieoBaHmsa 1 (nam)
YBE/IMUYMBAIOLMX PUCK MPU YHACTUN B KTIMHUYECKOM
uccnegoBaHum?

noanyHKT "6" nyHKTa
49 Mpasun
Hag/ieXxallemn
KAMHNYECKOM
NpaKTUKn

BCEX HeXeaTe/lbHbIX peakLUmMsaxX Ha uccieyemMslit
JIEKapCTBEHHbIN NPenapart, KOTopble ABASOTCS
OAHOBPEMEHHO Cepbe3HbIMU U
HenpeaBUaeHHbIMU?

noAnyHKT "B" MyHKTA
49 Mpasun
Hag/ieXxallemn
KJIMHUYECKOM
NpaKTUKn
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HOBbIX JaHHbIX, KOTOpPble MOIYT CBUAETE/IbCTBOBATb
0 BO3pacTaHUM pUCKa s Y4aCTHUKOB
KNMHWUYECKOro UCCNefoBaHUs AN MOTYT
He61aronPUATHO NOBAUSATL HA XO4, KIMHNUYECKOTO
uccnenoBaHua?

NOANYHKT I MYHKTA

49 Mpasun
Hag/ieXxallemn
KJIMHUYECKOM
NpaKTUKn

4.11

Ob6ecnevyeHo M NpUMeHeHUe y4acTHUKaMK1
KJIMHWUYECKOIo UCCNENOBAHMUSA UCC/IeAYyEMBbIX
JIeKapCTBEHHbIX NPEnapaToB B COOTBETCTBUM C
NpPOTOKO/IOM?

nyHKTbl 3, 50 MpaBun

Haa/exalen
KJMHUYECKOMN
NpPaKTUKn

4.12

ObecneyeHo M cobtoaeHne NpeaycMoTPEHHOM
NPOTOKOJIOM METOAMKN paHAOMU3aLUN?

nyHKT 50 MpaBun
Hag/iexallen
KJIMHUYECKOM
NPaKTUKK

4.13

PackpbITve 11 paHAOMU3aLMOHHOIO Koaa
OCYLLECTBASETCA /N TONbKO B COOTBETCTBUM C
NpoToKoNOM?

nyHKT 50 MpaBsun
Haanexawemn
KJIMHNYECKOM
NPaKTUKK

4.14

Coo6LLEHO AN NPeXaeBpeMeHHoe PacKpbiTHe Koaa
nccelyeMbix IeKapCcTBEHHbIX Npenaparos
OpraHM3aTopy KAMHMYECKOro UccaeaoBaHms?

OyHKT 50 MNpasun
Hag/ieXxallemn
KJIMHNYECKOM
NPaKTUKK

4.15

ObecneyeH 1 3aJI0KYMEHTMPOBAH JIM YUYET UCCAeAyEMbIX IEKAPCTBEHHbIX NpenapaTos U (1au)

npenapaToB CpaBHEHWUS NOCPEACTBOM BEAEHUS YYETA UX:

nocTynieHms?

nyHKT 51 MpaBun
Hag/iexallen
KJIMHWUYECKOM
NPaKTUKK

daKTnyeckoro Haanums?

nyHKT 51 Mpasun
Haanexawemn
KJIMHNYECKOM
NPaKTUKK

KOJZ1In4eCTBa UCMNOJ1b30BaHNA KaXXabliM Y4aCTHUKOM
KJIMHNYECKOro VICC}'Ie,LI,OBaHVIFI?

nyHKT 51 Mpasun
Haaexallen
KJIMHUYECKoM
NpaKTUKn

YHUUTOXEHUSA?

nyHKT 51 MpaBun
Haa/exalen
KJIMHWUYECKOM
NpPaKTUKn

BO3BpaTa OpraHM3aTopy KJIMHUYECKOrO
nuccnenoBaHua?

nyHKT 51 MpaBun
Hag/iexallemn
KJIMHMYECKOM
NPaKTUKK

4.16

ObecneyeHo 1 BegeHME 3anncen Nno yyerty
uccaeayemblx IEKAapCTBEHHbIX NpenapaTos 1 (1iu)
npenapaTtoB CPaBHEHWS B COOTBETCTBUM C
TpeboBaHUAMM [1paBuA HagNeXaLeN KIMHNYECKON

nyHKT 51 Mpasun
Haanexawemn
KJIMHNYECKOM
NPaKTUKK
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NpPaKTUKn?

4.17 | Obecne4vyeHo N1 BeAeHME 3aMNCEN, NyHKT 51 MpaBun
NOATBEPKAAOLWMX, HTO YHAaCTHUKN KIIMHUYECKOTO Haanexalemn
UccneioBaHNSA NOJIyHaam Uccieiyemble KJIMHNYECKOM
JIEKapCTBEHHbIE npenapatbl U (Mam) npenapatbl NPaKTUKK
CpaBHEHUS B 103aX U KONNYECTBAX,
npeaycMOTPEHHbIX NPOTOKONOM KANHUYECKOTO
uccnegoBaHua?
4.18 | YYaCTHMK KNIMHUYECKOIO UCCIei0BaHNA (MaLMEHT) UK ero 3aKOHHbIN NpeacTaBUTeNb

UHbOPMUPYETCA N UCCNIEOBATENIEM O C/IEAYIOLLEM:

KNMHUYECKOoe NccnefoBaHne HOCUT
3KCMepuUMeHTa/IbHbIN XapaKTep?

OOANYHKT a MYHKTA

52 Mpasun
Haanexawemn
KJIMHNYECKOM
NPaKTUKK

yyacTue B KIMHUYECKOM UCCNEN0BAHUM SIBASIETCA
J0OPOBO/IbHbIM?

yacTb 1 ctatbn 43 61-
o3;
noAnyHKT "a" NyHKTa

52 Mpasun
Haanexawemn
KAMHNYECKOM
NPaKTUKK

CYLLIECTBYET BO3MOXHOCTb OTKa3aTbCA OT y4acTus B
KJIMHUYECKOM UCCNeloBaHMM Ha 6ol cTaanm
npoBeieHUs TaKoro UccsiefoBaHms?

yacTb 4 ctatbn 43 61-
®3;
noAnyHKT "a" NyHKTa

52 Mpasun
Haaexalen
KJIMHUYEeCKoM
NpaKTUKn

e KIMHN4YeCKoro MCCJ'Iep,OBaHMFI?

nyHKT "4" yactn 2
cTtatbn 43 61-03;
noAnyHKT "6" nyHKTa

52 lMpasun
Hag/ieXxallemn
KJIMHUYECKOM
NPaKTUKK

NPOJO/MKUTENBHOCTM KNMHUYECKOTO
uccnegoBaHua?

NyHKT "4" yactn 2
cTtatbn 43 61-03;
noAnyHKT "6" nyHKTa

52 Mpasun
Haa/exalen
KJIMHUYECKOM
NpaKTUKn

NpUBAN3NTE/IBHOM KOANYECTBE YYaCTHUKOB?

noAnyHKT "6" nyHKTa

52 MNMpasun
Haa/exalen
KJIMHNYECKOM
NPaKTUKK

BapuaHTax 1ie4eHna B npouecce KJIMHNYECKOro

nyHkKT "3" yactn 2
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nccnefoBaHMs U BEPOSATHOCTU Cly4aHOro
pacnpefeneHuns B ofiHy U3 rpynn feyeHus?

cTatbn 43 61-03;
noAnyHKT "B" MNyHKTa
52 Mpasun
Haanexawemn
KJIMHUYECKOM

NMPaKTUKn

npoteaypax KIMHUYECKOro UCCNEIOBAHUS,
BKJIOYas BCE MHBa3MBHbIe NpoleaypbI?

NoANYHKT "r" NyHKTa
52 Mpasun
Haaexallen
KJIMHUYECKOM
NpaKTUKn

06A3aHHOCTAX YYaCTHUKA KJIMHUYECKOTo
uccnenoBaHua?

nyHKT "5" yactn 2
cTtatbn 43 61-03;
NOANYHKT "A'" NyHKTa

52 MpaBun
Haaexallen
KJIMHUYECKOM
NpaKTUKn

OXXMIaEMbIX pUCKaX U (MK) Nonb3e ANs yYacTHMKA
KJIMHWUYECKOTO UCCNENIOBAHUS, B TOM YMC/IE ANA
3MbpuoHa, naoaa nan rpygHoro pebeHka?

nyHKT "2" yactn 2
cTatbn 43 61-03;
NOANYHKT "e" NyHKTa
52 lMpasun
Haaexalen
KJIMHUYECKOM
NPaKTUKK

MHbIX, MOMUMO NPeAyCMOTPEHHbIX MPOTOKOJIOM,
npoueaypax uan Metoax JieyeHus, KoTopble MoryT
ObITb AOCTYMHbI YH4aCTHUKY KIMHUYECKOTO
nuccnenoBaHua?

NyHKT "2" yactn 2
cTatbn 43 61-93;
noAnyHKT "' nyHKTa

52 Mpasun
Haaexalen
KJIMHNYECKOM
NPaKTUKK

KoMMeHcauum u (Mam) neveHnn, JocTynHom
YYaCTHUKY KIMHUYECKOTO UCCNe0BaHNA B C/lyyae
NPUYUHEHNSA Bpea ero 340poBbI0 B pesyikTaTe
Y4acTusl B KIMHUYECKOM UCCNENOBAHUN?

NYHKT "6" yactu 2
cTatbn 43 61-93;
NoAnyHKT "3" NyHKTa
52 MpaBun
Haanexalemn
KJIMHUYECKOM

MPaKTUKK

NAAHUPYEMBIX BbINaaTax y4acTHUKY KIMHUYECKOIO
UCCNeloBaHNSA 3a €r0 y4acTUE B KIMHUYECKOM
uccnegoBaHum?

NoANYHKT "n" NyHKTa
52 Mpasun
Haanexalemn
KJIMHUYECKoM
NPaKTUKK

NAaHNPYEMBbIX pacxoaax y4aCTHUKa KJIMHNYECKOro
nccnengoBaHud, CBA3aHHLIX C €ro y4actmeM B
KJIMHNYECKOM MCCIIeJJ,OBaHMM?

noanyHKT "K" NyHKTa
52 Mpasun
Haaexallen
KJIMHUYECKoM
NpaKTUKn

O TOM, 4YTO noanncaHune MHd)OpMaLI,MOHHOFO JINCTKa

noAnyHKT "n'" NyHKTa



consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A3981016B77D4DA9B2B1F21D378ECA8B193AD01626EB50ADH6O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A3981016B77D4DA9B2B1F21D378ECA8B193AD01626EB50ADH7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A3981016B77D4DA9B2B1F21D378ECA8B193AD01626EB50ADH7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A3981016B77D4DA9B2B1F21D378ECA8B193AD01626EB51ADHEO
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A3981016B77D4DA9B2B1F21D378ECA8B193AD01626EB51ADHEO
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A3981016B77D4DA9B2B1F21D378ECA8B193AD01626EB51ADHFO
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A3981016B77D4DA9B2B1F21D378ECA8B193AD01626EB51ADHFO
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67AA921215B67D4DA9B2B1F21D378ECA8B193AD01626ED51ADH4O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67AA921215B67D4DA9B2B1F21D378ECA8B193AD01626ED51ADH4O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A3981016B77D4DA9B2B1F21D378ECA8B193AD01626EB51ADH0O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A3981016B77D4DA9B2B1F21D378ECA8B193AD01626EB51ADH0O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67AA921215B67D4DA9B2B1F21D378ECA8B193AD01626EC58ADHEO
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67AA921215B67D4DA9B2B1F21D378ECA8B193AD01626EC58ADHEO
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A3981016B77D4DA9B2B1F21D378ECA8B193AD01626EB51ADH1O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A3981016B77D4DA9B2B1F21D378ECA8B193AD01626EB51ADH1O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67AA921215B67D4DA9B2B1F21D378ECA8B193AD01626EC58ADHEO
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67AA921215B67D4DA9B2B1F21D378ECA8B193AD01626EC58ADHEO
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A3981016B77D4DA9B2B1F21D378ECA8B193AD01626EB51ADH2O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A3981016B77D4DA9B2B1F21D378ECA8B193AD01626EB51ADH2O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67AA921215B67D4DA9B2B1F21D378ECA8B193AD01626ED51ADH5O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67AA921215B67D4DA9B2B1F21D378ECA8B193AD01626ED51ADH5O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A3981016B77D4DA9B2B1F21D378ECA8B193AD01626EB51ADH3O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A3981016B77D4DA9B2B1F21D378ECA8B193AD01626EB51ADH3O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A3981016B77D4DA9B2B1F21D378ECA8B193AD01626EB51ADH4O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67A3981016B77D4DA9B2B1F21D378ECA8B193AD01626EB51ADH4O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF67AA921215B67D4DA9B2B1F21D378ECA8B193AD01626ED51ADH7O

nauyneHTa Co CTOPOHbI Y4aCTHUKa KJIMHNYECKOIro
nccnengoBaHnAa UM €ro 3aKOHHOro npeacrtaBUTENA,
Aa€T pa3pelleHne Ha aoctyn imuy, Ha3Ha4eHHOMY
ana nposeaeHna MOHUTOPUHIa, ayauTtopos,
HE3aBNUCUMbIX 3 TUHECKNX KOMUTETOB,
YNOJIHOMOYEHHbIX OpraHoB K MEANLIMHCKUM
3aMncaM yd4aCTHUKa KIMHN4YeCKoro MCC}'Ie,EI,OBaHMFI?

52 MpaBun
Haanexawemn
KAMHNYECKOM
NPaKTUKK

0 TOM, YTO 3aNUCU, NAEHTUGULMPYIOLLME YHACTHMKA
KJIMHUYECKOTO UCCNENOBAHUS, XPAaHATCA B TallHe,
pacKpbITUE MUX AOMYCKAETCS B COOTBETCTBUM C
3aKoHogaTtenbcTBoM Poccuitckon ®epepaumn?

nyHkT "7" yactn 2
ctatbn 43 61-03;
noAnyHKT "M" NyHKTa

52 Mpasun
Haanexawemn
KAMHNYECKOM
NPaKTUKK

YCNOBMAX O3HAKOMJIEHUS C HOBOM MHbOPMaLMEN,
CNOCO6GHON NOB/IMATL Ha XKelaHMe NPoo/KaTh
yyacTue B KIMHUYECKOM UCCNeaoBaHNmM?

noAnyHKT "H'" NyHKTa

52 MpaBun
Haa/1exalen
KJIMHUYECKOM
NpaKTUKn

JIMLAX, K KOTOPbIM MOXXHO 06paTuTbCA A
Noay4YeHus AONOAHUTENbHOM MHbOPMaLMK O
KJIMHWUYECKOM UCCNEOBAHUM, U NPaBaX YY4aCTHUKOB
KJIMHWUYECKOIo UCCNENOBaHMUA?

noAnyHKT "o" nyHKTa

52 MpaBun
Haa/1exalen
KJIMHWYECKOM
NpaKTUKn

0 BO3MOXHbIX 06CTOATENLCTBAX U (MIK) NPUYMHAX,
Mo KOTOPbIM y4acTUe LA B KIMHUYECKOM
ucciefoBaHUM MOXKET 6bITb NPEKpaLLeHo?

noAnyHKT "n" NnyHKTa

52 MpaBun
Haanexalemn
KJIMHUYECKOM
NPaKTUKK

060 BCEX NI3MEHEHMUSIX B AOKYMEHTaX N AaHHbIX

NyHKT 55 MNMpasun

KJIMHWUYECKOTrO UCCNe0BaHMS, KacatoWMXCa ero Hag/ieXxallemn
y4acTus B KIMHUYECKOM UCCAeA0BaHNN? KJIMHUYECKOM
NpaKTUKn

4.19 | 3adumKcnpoBaH in GaKT NpegocTaBAEHUS OYHKT 54 lNpaBun
YYaCTHUKY KJIMHWMYECKOro uccsiefoBaHms u (1am) Haaexallen
€ro 3aKoOHHOMY NMpeACcTaBUTENIO BPEMEHU AN KAMHNYECKOM
NMPUHATUSA peLLIEHNS 06 y4acTUKM UIN OTKa3e OT NMpPaKTUKN
y4acTus B KIMHUYECKOM MCCNef0oBaHMN nepes
nony4yeHneM MHGOPMMPOBAHHOIO corslacus?

4.20 | ObecneyeHoO M NpeaoCcTaBAEHNE YHACTHUKY OYHKT 55 MNpaBun
KJIMHUYECKOro nccneaoBaHusa u (uam) ero HagsieXkalemn
3aKOHHOMY NpeAcTaBUTENHO NOANUCAHHOIO U KAMHNYECKOM
JaTUpPOBaHHOro 3Kk3eMnasgpa MHPOpPMaLMOHHOIO NMpPaKTUKn
JINCTKa NauueHTa nepemq, BKAKYEHUEM €ro B
KJIMHMYECKOE nccaeloBaHme?

4.21 | ObecneyeHo M noanucaHmMe MHPOPMMPOBaAHHOIO |4acTb 3 cTaTbn 43 61-

JINCTKA NaLMEHTA KaXKabIM Y4aCTHUKOM
KJIMHUYECKOTO UCCNeAOBaHUS IMGO ero 3aKOHHbIM
npeacTaBUTENEM A0 Havasia NPOBeAEHMS TaKoro
uccnenoBanma’?

o3;

NyHKTb! 4, 55 Mpasun
Haaexalen
KAMHNYECKOM
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MPaKTUKn

4.22 | B cny4ae yyacTtusl B Ka4eCcTBe NaLMEHTOB AETEN yacTtb 5 ctatbu 43 61-
obecneyeHo M Noay4eHne NMcbMeHHoro cornacus | O3;

UX pogutenei/ycolHoBUTENEN? yacTb 2 ctatbun 20 323-
o3

4.23 | YYaCTHMKaMM KJMHUYECKOro uccaegoBaHus He yacTb 6 ctatbn 43 61-
ABNAKOTCA N NALUEHTbI, OTHOCSLWMECS K 3
KaTeropmsam rpaxkgaH, 0603Ha4eHHbIM YacTbio 6
cTatbn 43 61-03?

4.24 | OpraHu3aTtopy KJIMHMYECKOro nccaeaoBaHus NYHKT 56 MNpaBun
coobuaeTcs i 060 BCeX CEPbE3HbIX Hag/ieXxallemn
HeXenaTeNbHbIX PeaKLUsIX, 38 UCKIHUYEHNEM TeX, KJIMHNYECKOM
KOTOpble B MPOTOKOJIE UK B BpoLutope NpaKTUKn
onpepeneHbl Kak He Tpebyolme HeMeaNeHHOro
COO06LLEHMS B YCTAHOB/IEHHbIE MPOTOKO/I0M CPOKN?

4.25 | ObecrnevyeHo 1 NpeaocTaB/iieHNe opraHn3aTopy NYHKT 56 MNpaBun
KJIMHWMYECKOro nccneaoBaHms nogpobHoro Hag/ieXxallemn
NMUCbMEHHOTO OTYETa O CEPLE3HbIX HEXKENATENbHbIX | KIMHNYECKON
peakuymax? NpaKTUKn

4.26 | ObecneyeHO M NpeaocTaBAeHME MO 3aNpocy nyHKT 57 MpaBun
opraHusaTopa KJIMHMYecKoro uccneposanus, HaK, | Hapgnexaulen
MuHucTepcTBa 1 (Mnun) PocagpasHaasopa 6o KJIMHUYECKOM
[ONONHUTENBHON MHGOPMALIMK OTHOCUTE/IbHO NpaKTUKn
CJly4as CMepPTU YHaCTHMKA KJIMHUYECKOTO
MUCCNefoBaHUs, B TOM YMCJIe NPOTOKOA BCKPbITUS U
NOCMEPTHOro 3NUKpu3a?

4.27 | ObecnevyeHo M MHGOPMUPOBaHUE pyKoBoaUTENS | 4YacTb 6 cTaTbu 40 61-
MeANLMHCKOM OpraHu3aLnm 1 opraHmsaTopa o3;
KJIMHWUYECKOrO NUCCea0oBaHMA B Caydae NYHKT 58 MNpaBun
BO3HMKHOBEHMWS OMaCcHOCTU AJ1S XXKM3HU, 300POBbSl | HaaAexXallen
YHaCTHUKA KIMHUYECKOro UCCIeA0BaHUS, B TeHEHME | KIMHUYECKON
24 yacoB? NpPaKTUKn

4.28 | B cnyvae AOCPOYHOro nNpekpalleHnst KAMHMYecKoro | nyHKT 58 MNpasun
MUCccnefoBaHUs AN ero NPMOCTaHOBAEHUS Hag/iexallen
obecneyeHo M He3aMeaInTeNlbHOEe KJIMHNYECKOM
MHbOPMMpPOBaHME nUccaegoBaTenem un (Mam) NPaKTUKK
MeAULIMHCKOM opraHu3auuen y4acTHMKOB
KJIMHWUYECKOro UCCaeaoBaHus, NpegoCcTaBAeHNE UM
HeobxoANMMOro HabAAEHUS U iIeHeHns?

4.29 | B ciy4ae AOCPOYHOro NpeKpalleHnst KAMHMYECKoro | nyHKT 58 MNpasun
nccnefoBaHUs AN ero NPUMoCTaHOBAEHUS Haanexalemn
obecneyeHo i HesaMeaAnTelbHoe KJIMHNYECKOM
MHPOPMUPOBaHME UccefoBaTeNeM 1 (Mau) NpaKTUKn
MeANLMHCKOM OpraHu3aumnen opraHmsaTopa n HaK
C NpefocTaBAeHMEM NOAPOBHOro NMCbMEHHOIo
06BbsACHEHUS MPUYMH MPUOCTAHOBJIEHMS UN
npeKpaweHnst KIMHUYECKOro nccneaoBaHuns?

4.30 | ObecneyeHo M NOMHOE U JOCTOBEPHOE BefeHne NyHKT 59 MNMpasun

BCeX 6e3 UCKNYEeHNS AOKYMEHTOB K/INMHNYECKOIro

Haanexawemn
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nuccnenoBaHua? KJIMHUYECKOM
NpaKTUKn

4.31 | ObecneyeHo N XpaHEHWE JOKYMEHTOB NyHKT 60 MpaBun

KJIMHUYECKOTO UCCNeaoBaHus? Hag/ieXxallemn
KJIMHWUYECKOM
NpaKTUKn

4.32 | UcchepoBaTenb NnpouHpopMupoBan im NYHKT 61 MNpaBun
PYKOBOAUTENS MEAMLMHCKON OpraHu3aumm o Hag/iexallen
3aBepLUEHUM KIMHMYECKOTO UccnefoBaHNA? KJIMHNYECKOM

NPaKTUKK

4.33 |NccnepoBaTenb NpeacTaBU Jin OpraHusaTopy NYHKT 61 MNpaBun
uccnepoBaHns n H3K noaroToBieHHbIN UM B Haanexalemn
COOTBETCTBUM C NYHKTOM 9 MNpaBun Hagexallemn KJIMHNYECKOM
KJIMHMYECKOM MPaKTUKM OTYET O 3aBepLUEHUN NPaKTUKK
KJIMHWMYECKOro uccnenoBaHms?

4.34 | ObecneyeHo M NpoBeAeHNE KIMHNYECKOTO yacTtb 1 cTatbu 38,
nccneoBaHMs IEKAapCTBEHHOIO npenapara B yactb 12 ctatbun 40 61-
COOTBETCTBUM C [1paBuIaMun Hag/iexKallen 3;
KJIMHUYECKOM NPaKTUKM 1 TpeboBaHUSAMM NYHKT 45 MNpaBun
3aKoHopaTenbcTBa Poccuiickon ®epepaumm B Haanexawemn
cdepe obpalleHNs TIeKapCTBEHHbIX CPeacTB? KJIMHUYECKOM

NpaKTUKn

(foNXHOCTb M ®NO0 AOMKHOCTHOTrO Nuua, 3anosIHMBLIENO
NMPOBEpPOYHLIi IMCT, MNOA4MUCbL, AaTa)

(ponxHoCcTb M ®NO0 [OMKHOCTHOrNO uua puaMHecKoro nuvua, nNpucyTCTBOBAaBLErO
npu 3anofiHeHNUU MNPOBEPOYHOro AucTa, nognuck, gaTa)

MpunoxeHue N 39

K npuKasy OeaepanbHOM CNyXKObI

no Hag3opy B chepe 34paBOOXPaAHEHMS
071 09.11.2017 N 9438

®opma

MpoBEPOYHLIA NUCT
(CNUCOK KOHTPO/bHLIX BOMPOCOB), WUCMONb3yeMbln depepanbHON Cayx6oi
no Hag3opy B cdepe 34paBOOXpPaHEHUSs U ee TeppuTopuanbHbIMU OpraHamu
npu MNpoBeAeHMM MNAaHOBLIX MPOBEPOK MpM OCylWwecTBAeHUU desepanbHOro
rocygapcTBeHHOro Hagsopa B chepe obpaweHus neKapCTBEHHbIX CPeACcTB
(cobnwgeHne cybbeKTamum obpalweHnss NeKapCTBEHHbIX CpeacTB
YCTaHOB/IEHHbIX TpeboBaHUii K KavyeCTBY JIEKAPCTBEHHLIX CPEACTB)

(HaumMeHOBaHWe oOpraHa, OCYWEeCTB/SKWEro M/IaHOBYW MPOBEPKY)

1. Bug rocygapCTBEHHOro KoHTponsa (Hag3opa)
2. NpegmeT  NNaHOBOWA NPOBEPKN KWPUAUYECKUX UL, W WHAUBUAYASbHbIX
npegnpuHuUMaTesieid  orpaHuymBaeTcss o06s3aTeNbHbIMM  TpeboBaHUAMU, COGM4EHNE
KOTOpbIX SBNASIETCS Haubosiee 3HAYMMbIM C TOYKU 3PEHUSA HEeAOoNMyWeHUS BO3HMKHOBEHUS
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yrpo3bl

npnynHeHna Bpega Xu3Hu, 340pOBbI0

rpaxgaH,

NnpoBEpPOYHOIro NnCTa (CHMCKa KOHTPOJ/1IbHbIX BOHpOCOB).

3. HaumeHOBaHMe tpuanyveckoro nuua, odamunus,
WHOMBUAYANbLHOIO MpeanpuHuMaTens:

N3N10XEHHbIMU

B dopwme

ums, ot4yecTBO (nNpu Hanmqmm)

4. MecTO npoBefeHUsa naaHoBOW npoBepkKn C 3anoJ/IHEHNEM MNPOBEPOYHOIro AncTa:

5. PeKkBM3UTH MpuMKasa O MPOBEAEHWM MNMAHOBOI NPOBEPKU: OT

N
6.
EQVHOM peecTpe MpoOBEpPOK:
7. [JONXHOCTL, dammnnunsa 7] UHUUManbI
nposogsawero(ux) naaHoBYl0 MPOBEPKY:
1.
2.
8. [llepeyeHb BOMPOCOB,
OTBEeT Ha

YUYeTHbIi HOMEep nNpoBeEpPKM N gaTa NPUCBOEHNA YYETHOINo HOMepa MNpPOBEPKU B

AO/HKHOCTHOI O

nuua

(nau),

COCTaB/MANWUX MpPeaMET MPOBEPKMU:

oTpaxawwmx cogepxaHue obs3aTesibHbIX TpeboBaHwuii,
KOTOpble OA4HO3HAYHO CBUAETENbCTBYET O COOAAEHUM UM HecobnwLeHUn

OPUANYECKUM NMLOM, WHAMBUAYa/bHBIM NpeanpuHuMaTenem o06s3aTeflbHbiX TpeGOoBaHMuii,

N n/n Bonpockl, oTpaxarume cogepxaHue PekBu3nTbl BbiBOg, O
obs3aTenbHbIX TpeboBaHUM HOPMAaTUBHbIX BbIMOJIHEHUU
NpPaBOBbIX aKTOB, C TpeboBaHUM
YyKasaHMeM M1x
CTPYKTYPHbIX €4MHUL, Aa HET
KOTOPbIMMU
YCTAHOB/IEHbI
obs3aTenbHble
TpeboBaHMS
1. ®dapMaueBTHUYECKas CUCTEMA KayecTBa
[paBuaa opraHusauMm MPOM3BOACTBA M KOHTPOASl KayecTBa JIEKAPCTBEHHbIX CPeAacCTB,
YTBEPXKAEHHbIE MPMKA30M MUHUCTEPCTBA MNPOMBILJIEHHOCTM UM Toproeam Poccuickom
®epepaumm ot 14 nroHs 2013 r. N 916 (3apeructpMpoBaHo B MUHUCTEPCTBE HOCTULMM
Poccumn 10 ceHTa6psa 2013 1., pernctpaumnoHHbin N 2993 8) (nanee - MpaBuia opraHusaumum
Npoun3BoOACTBA)
1.1. | dapmMaueBTMYECKas CUCTEMA KayecTBa NyHKT 12. (1.7) MpaBun
JOKYMeHTaIbHO opopMieHa n? opraHmMsauumu
NpPOM3BOACTBA
1.2. MNpousBoanTeNeM yTBEPXKAEHO N PYKOBOACTBO | NYHKT 12. (1.7) MNpaBun
no Ka4yecTBy? opraHusauum
Npon3BOACTBA
1.3. | lpowunssoautenem yTBepXaeH 1N JOKYMEHT, nyHKT 12. (1.7) MpaBun
CoAepXKaLLMI onmMcaHmMe CUCTEMbI YNpaBJIEHUS opraHmMsauumu
KayeCTBOM, BK/IKOHMAs OTBETCTBEHHOCTb NpOn3BOACTBA
pyKkoBoacTBa?
1.4. | ®apMaLeBTUYeCKas cucTeMa KayecTBa BKAtoYaeT | nyHKT 9. (1.4) o) (xiv)
N OCYLLLECTB/IEHME YNPaBAEHUS PUCKaMM A5 MpaBna opraHmMsaLmnm
KayecTBa? NMpPOn3BOACTBA
1.5. | Pa3paboTaHbl M aKTyaibHbl€ JOKYMEHTI, nyHKT 9.(1.4) a) (v)
onpepaensoLme OTBETCTBEHHOCTb U MpaBna opraHmMsaLmnm
ob6g3aHHOCTM NepcoHana? Npou3BOACTBA
1.6. | TIpUHATLI MEPBI U YTBEPXKAEHA /N nyHKT 9.(1.4) e) (vi)

JNOKyMeHTaLus, obecneymBatolLias

MpaBuA opraHnsaLum
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NpPOU3BO/ICTBO, NMOCTABKY M UCNO/Ib30BaHUE
Hag/1eXalyX UCXOAHOrO Cbipbs M YMAaKOBOYHbIX
MaTepuanoB?

Npou3Bo/CTBa

1.7. | TpUHATLI Mepbl U YTBEPXAEHA N JOKYMeHTaums | nyHKT 9.(1.4) e) (vi)
Mo BbIGOPY M KOHTPOJIIO MOCTaBLLMKOB, MpaBun opraHM3aLmm
NMoATBEPXKAAIOLLME, HTO KaXKJas MOCTaBKa NMpou3BOACTBa
OCYLLIECTB/IAETCS YePE3 YTBEPXKAEHHYIO Liemb
NOCTaBOK?

1.8. | BHeApeHbl M Npouecchl, obecneumsarome OYHKT 9.(1.4) ») (vii)
ynpasJ/ieHue AeaTe/IbHOCTbIO, NepeaaBaeMoi MpaBun opraHM3aLmm
[N BbINOJSIHEHMSA APYrOi OpraHn3aumm Npou3BOACTBA
(ynpaBneHue ayTcopcuMHrom)?

1.9. | YTBEpMKAEHA /1M JOKYMEHTaLMA, OYHKT 9.(1.4) ») (vii)
obecneunBarolLas ynpasneHune aeatensHocTbio, | Mpasun opraHMsaumm
nepeaasaemMoit A5 BbINOAHEHWUS 4pYroi NpOU3BOACTBA
opraHusaummu (ynpasaeHue ayTcopCcUHIom)?

1.10. |JJoKyMeHTanbHO NOATBEPXKAEH SN MpoLLece OYHKT 9.(1.4) 3) (viii)
NMOCTOAHHOTO KOHTPOASA COCTOAHUS MpaBua opraHM3aLmm
3pPEKTUBHOCTM NpoLecca Npou3BoACTBa U Npou3BOACTBa
KauyecTBa JIEKapCTBEHHOTO CpeacTBa NyTeM
pa3paboTKn 1 ncnosib3zoBaHus 3GPEKTUBHOTO
MOHUTOPUHTIA U KOHTPObHBIX CUCTEM?

1.11. |Pe3ynsTaThl MOHUTOPUHIA EKAPCTBEHHOMO nyHKT 9.(1.4) n) (ix)
CPefCcTBa U NPOLECCOB UCMOJb3YHOTCA /M MpK MpaBua opraHM3aLmm
BbIMYCKE CepUK, NPpu paccsiefoBaHnn NMpou3BOACTBA
OTKJIOHEHWI U ANA NPUHATUSA
npeaynpexkaatowmx Mep Bo n3bexaHue
noTeHUMaNbHbIX OTK/IOHEHWUI?

1.12. |MNpoBOAUTCS N KOHTPOJIb NPOMEXKYTOYHOM nyHKT 9.(1.4) K) (x)
MPOAYKLMMN B COOTBETCTBUM C YTBEPXKAEHHOM [paBua opraHU3aLmm
JOKyMeHTauuen? NMpou3BOACTBA

1.13. | JokyMeHTa/IbHO MOATBEPXKAEHbI /M pe3yabTathl | NYHKT 9.(1.4) a) (xi)
KOHTPOAS 33 YAyyLIEeHNEM NOCPeaCcTBOM MpaBua opraHM3aLmm
BHEJPEHNS YCOBEPLLEHCTBOBAHWIA, OCHOBAHHbIX | MPOW3BOACTBA
Ha aKTya/IbHbIX 3HAHMAX NPOLECca U NPOAYKLMMN?

1.14. |Pa3paboTaH M JOKYMEHTA/IbHO YTBEPXKAEH /N OYHKT 9.(1.4) o) (xiv)
NopAAoK onpeaeneHus 1 NocaeayroWwero MpaBua opraHM3aLmm
NPUMEHEHUs KOPPEKTUPYIOLLMX U (MK) NpoOU3BOACTBA
npeaynpexaarLmx AencTBuin Npu
paccnefoBaHNM HECOOTBETCTBUIA?

1.15. | 3dPEKTUBHOCTb KOPPEKTUPYIOLMX U (1K) nyHKT 9.(1.4) o) (xiv)
npeaynpexkaatoLwmx 4encTBri npu MpaBua opraHM3aLmm
pacc/ieoBaHUN HECOOTBETCTBUIA MPOBEPAETCA U | MPOU3BOACTBA
OLLEHMBAETCA /I B COOTBETCTBMM C NPUHLMMAMU
ynpasJ/ieHUs pUckaMm ONs Kayectsa?

1.16. |BBOA, NeKapCTBEHHbIX CPEACTB B rpakAaHCKui | nyHKT 9.(1.4) i) (xv)

060poT A0 Bblga4YM YMNOJHOMOYEHHBIM JINLIOM
paspelleHus Ha BbIMYCK He JonycKaeTcs in?

MpaBun opraHnsauunm
NpOn3BOACTBA
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1.17. |YTBepXAaeHa 1 JOKYMeHTanbHO obopMaeHa v | nyHKT 9.(1.4) i) (xv)
npoueaypa ya0CTOBEPEHNS YNOAHOMOYEHHbIM MpaBna opraHMsaLmnm
JINLUOM, YTO KaXK[asa cepust NeKapCTBEHHOIO NpOn3BOACTBA
cpepcTBa 6blsla NponsBeaeHa u
NMPOKOHTPOANPOBAHA B COOTBETCTBUM C
TpeboBaHUAMN PErNCTPaALLMOHHOrO Aocke?

1.18. |YTBepXAaeHa u JOKYMeHTabHO obopmaeHa M | nyHKT 9.(1.4) ¢) (xvii)
npoueaypa npoBeAeHNs CAMOMHCMNEKLNH, B MpaBma opraHMsaLmnm
COOTBETCTBUM C KOTOPOW PeryaspHo NpOM3BOACTBA
oueHuBatotcsl 3GPeKTUBHOCTb M MPUTOAHOCTb
dapMaLEeBTUYECKOM CUCTEMBI KayecTBa?

1.19 | OnpepeneHa u JoKyMeHTanbHO opopmaeHa iv | nyHKT 10. (1.5) MpaBun
OTBETCTBEHHOCTb PykoBOACTBa Npeanpuatnsi 3a | opraHnsaumnm
Hannuune appeKTnBHOM PpapMaLeBTUHECKOMN NMpou3BO/CTBA
CUCTEMbI KayecTBa M HEOBXOAUMbIX PpecypcoB?

1.20. |OnpepeneHbl M AOKYMEHTaAbHO 0653aHHOCTH, | nyHKT 10. (1.5) MpaBun
OTBETCTBEHHOCTb U NMOJIHOMOUUS KaXKa0ro opraHusauumu
paboTHMKa? Npon3BOACTBA

1.21. | O653aHHOCTU, OTBETCTBEHHOCTb U NOJIHOMOYUS nyHKT 10. (1.5) MpaBun
JOBeieHbl /N 10 CBEAEHUS KaXKA0ro paboTHMKa | opraHu3auum
1 BbIMOJIHAOTCS BO BCEX NOoApa3Ae/ieHUsX Npon3BOACTBA
npoussoauTens?

1.22. |MpoBoaATcs U AOKYMEHTaIbHO odopMaeHbl A | nyHKT 11. (1.6) Mpasua
nepuoanyeckne 063opbl PyHKLMOHUPOBAHUS opraHmMsauumu
dapMaLeBTUYECKON CUCTEMbI KayecTBa C NpOM3BOACTBA
BOBJIEYEHMEM B 3TOT NPOLLECC PYKOBO/ACTBA A1
MOCTOSIHHOTO yAy4YlleHUs NPoAyKUUKM, NMPOLLECCOB
M1 CaMOW CUCTEMBI?

2. MepcoHan
MpaBuaa opraHu3auumM MPOM3BOACTBA M KOHTPOS KayecTBa JIEKAPCTBEHHbIX CPeAacCTB,
YTBEPXAEHHbIE MPMKA30M MUHUCTEPCTBA MPOMBILWJIEHHOCTM U Toproeam Poccuickom
®depepaumm ot 14 mioHa 2013 r. N 916 (3apernctpupoBaHbl B MUHUCTEPCTBE OCTULMN
Poccum 10 ceHTa6psa 2013 r., permctpaumoHHbiin N 29938)
(nanee - MpaBuna opraHMsaLMmn NPOU3BOACTBA);
MNopaaok aTrectayumm yNnoaHOMOYEHHOIO ML NPOM3BOAUTENS NEKAPCTBEHHbIX CPEACTB
AN MeAMLMHCKOrO NPUMEHEHMUS, YTBEPXKAEHHbIN NMpnKazoM MuH3gpasa Poccum ot
01.11.2013 N 811H (3apernctpupoBaH B MuHtocTe Poccumn 16 nekabpsa 2013 r.,
perucTpaumoHHbiii N 30602) (aanee - NMopsaaoK atrectaumm)

2.1. |Wmeetcsa M B HanMumMm KBanudULMPOBaHHbIN NYHKT 25. (2.1) MNpaBun
nepcoHan, UMeLLUI onbIT paboTbl MO opraHmMsauumu
cneuyanbHoCTU? NpPOM3BOACTBA

2.2. |[lpepctaBneHa v YeTkas opraHM3auLMOHHas NYHKT 26. (2.2) MpaBun
CTPYKTYpa npeanpusatua? opraHmMsauumu

NpPOM3BOACTBA

2.3. |UmetoTca v B HaANYMM aKTyaslbHble NYHKT 26. (2.2) MpaBun
JO/MKHOCTHbIE MHCTPYKLMK, B KOTOPbIX opraHmMsauumu
M310XKEHbI JO/MKHOCTHbIE 0653aHHOCTU Npon3BOACTBA
pabOTHUKOB, 3aHMMalOLMX OTBETCTBEHHbIE
OOJIKHOCTN?
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2.4. | OTcyTCTBYET /I HEOBOCHOBaHHOE Ay6anpoBaHue | NyHKT 26. (2.2) Mpasun

o6s3aHHOCTEN N PYHKUMIN paBOTHUKOB? opraHusauum
NpOn3BOACTBA

2.5. | OTCYTCTBYIOT M C/ly4aM, KOraa Kakue-nmbo NYHKT 26. (2.2) MpaBun
06513aHHOCTU He 3aKpenJieHbl HM 3a OAHUM U3 opraHmMsauum
paboTHMKOB? NMpou3BO/CTBA

2.6. |ATTeCToBaHO M YMOJAHOMOYEHHOE  AnUO | NYHKT 29 MpaBun
NPOU3BOANTENS NEKAPCTBEHHbIX CPeACTB O/ | OpraHM3aunm
MeAMLMHCKOro NPUMEHEHUs? NPOU3BOACTBA;

nNyHKTbl 1 - 4 Mopsgka
aTTecTauum

2.7. | YNONHOMOYEHHOE INLO COCTOUT JIN B LUTATE OYHKT 29 MNpasun
npeanpuaTua? opraHmsauumu

NpPOM3BOACTBA

2.8. |PaspaboTaHa 1 BHegpeHa v NporpaMmma nyHKT 33. (2.8) MpaBun
oby4yeHus ang nepcoHana NPomM3BOACTBEHHbIX opraHmMsauumu
30H? NpOn3BOACTBA

2.9. |PaspaboTaHa 1 BHeapeHa M nporpamMma nyHKT 33. (2.8) MpaBun
00yyeHus ans NepcoHana KOHTPOJIbHbIX opraHmsauumu
nabopaTtopuin? NMpou3BO/CTBa

2.10. |Pa3paboTtaHa 1 BHegpeHa An NporpaMmma nyHKT 33. (2.8) MNpaBun
0byyeHUss TEXHUYECKOro NepcoHana opraHmsauum
NPOU3BOACTBEHHbIX 30H M KOHTPOJIbHbIX NpPOM3BOACTBA
nomelueHunmn?

2.11. |Pa3paboTaH 1 BHeApEH /I KOMIJIEKC nyHKT 38. (2.13)
MepOonpUATMIA NO NPOU3BOACTBEHHOM rMrneHe ¢ | MpaBua opraHM3auum
y4eTOM 0CO6EHHOCTEN KOHKPETHOIO Npon3BOACTBA
npousBoacTea’?

3. JoKkymeHTauus
MpaBuaa opraHu3auum MPOM3BOACTBA M KOHTPOAS KayecTBa JIEKAPCTBEHHbIX CPeAcCTB,
YTBEPXKAEHHbIE MPMKA30M MMUHUCTEPCTBA MPOMBILJIEHHOCTM U Toproeam Poccuickom
denepaumn or 14 noHs 2013 r. N 916 (3apeructpMpoBaHo B MuUHUCTEPCTBE HOCTULMUU
Poccum 10 ceHTa6psa 2013 1., peructpaumoHHbiii N 29938) (ganee - NMpaBuna opraHM3aLum
npou3BoACTBa)

3.1. |BHepapeHa M KOMNEKCHas cuctemMa NYHKT 99. (4.1) NpaBun
JOKyMeHTauumn? opraHmMsauumu

NpPOM3BOACTBA

3.2. | OcyLLecTBASETCS JIM KOHTPOJIb 32 CUCTEMOM NYHKT 99. (4.1) MpaBun

OOKyMeHTauumn? opraHmsauumu
NpPOM3BOACTBA

3.3. |MNpoBegeHa n opopmneHa v Baamgaums NyHKT 99. (4.1) Npaeun

CUCTEMBI JOKYMEHTaumn? opraHmsauumu
Npon3BOACTBA
3.4. |MNpoBogdAtcsa in meponpustus aas obecriedyeHns | nyHKT 99. (4.1) Mpasun

L&IOCTHOCTM 3anncel B TEHEHME CPOKa
XpaHeHus?

opraHusaumm
Npoun3Bo/CTBa



consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64AA9A1F11B27D4DA9B2B1F21D378ECA8B193AD01626EB51ADH3O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64AA9A1F11B27D4DA9B2B1F21D378ECA8B193AD01626EB51ADH3O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64AA9A1F11B27D4DA9B2B1F21D378ECA8B193AD01626EB51ADH3O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64AA9A1F11B27D4DA9B2B1F21D378ECA8B193AD01626EB51ADH3O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64AA9A1F11B27D4DA9B2B1F21D378ECA8B193AD01626E850ADH7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64AA9A1F11B27D4DA9B2B1F21D378ECA8B193AD01626EA53ADH5O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64AA9A1F11B27D4DA9B2B1F21D378ECA8B193AD01626EA50ADH1O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64AA9A1F11B27D4DA9B2B1F21D378ECA8B193AD01626EA50ADH1O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64AA9A1F11B27D4DA9B2B1F21D378ECA8B193AD01626EA50ADH1O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64AA9A1F11B27D4DA9B2B1F21D378ECA8B193AD01626E959ADH1O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64A69E1F18B07D4DA9B2B1F21D378ECA8B193AD01626E850ADHEO
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64A69E1F18B07D4DA9B2B1F21D378ECA8B193AD01626E850ADH6O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64AA9A1F11B27D4DA9B2B1F21D378ECA8B193AD01626E959ADH1O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64AA9A1F11B27D4DA9B2B1F21D378ECA8B193AD01626E956ADHEO
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64AA9A1F11B27D4DA9B2B1F21D378ECA8B193AD01626E956ADHEO

3.5. | YcTaHOBANEH M NOPAAOK pa3paboTKy, nyHKT 100. (4.2)
odopMeHUs, BblAAYN, U3BATUS LOKYMEHTOB U MpaBun opraHn3saLnm
BHECEHUS B HUX USMEHEHUI? NpOn3BOACTBA

3.6. | PernameHTupyolwme JOKYMEHTbI nognucaHbl i | nyHKT 101. (4.3)
JMUAMK, UMEOLLIUMU NPaBO NOAMUCH, C MpaBma opraHmMsaumnm
yKasaHueMm aatbl? NpOn3BOACTBA

3.7. | YCTaHOBANEH /1M CPOK AENCTBUS nyHkT 101. (4.3)
pernameHTUpYIOLLMX JOKYMEHTOB? MpaBma opraHmMsaLmnm

NpPOM3BOACTBA

3.8. | VcKNo4EeHOo M UCnonb3oBaHMeE yCTapeBLUMX nyHkT 103. (4.5)

BEPCUIN pernaMeHTUPYILUX JOKYMEHTOB? MpaBna opraHMsaumnm
NpPOM3BOACTBA

3.9. | JOKYMEHTbI peryisapHoO nepecMaTpmuBaroTca U nyHKT 103. (4.5)

aKTyanmn3upyrTca an? MpaBna opraHMsaLmnm
NpOM3BOACTBA

3.10. |JJoKymeHTaumsa Ha CEPUIO XPAaHUTCS /N B TedyeHue | nyHKT 109. (4.11)

O HOro roaa rnocJsie OKOHYaHUs CpokKa rogHocTn | MpaBua opraHm3saumm
3TOM cepumn? NMpOn3BOACTBA

3.11. | JoKyMeHTaumMs Ha CeEPUIO XPaHUTCA IN He MeHee | NYHKT 109. (4.11)
NATM NET NOC/IE OLEHKN COOTBETCTBUSA CEPUN MpaBna opraHmMsaLmnm
YNOJIHOMOYEHHbIM INLOM? NpOM3BOACTBA

3.12. |Kputnyeckas AoKyMeHTaums, BKaoYas nyHKT 110. (4.12)
MUCXOAHbIE AaHHble, NOATBEPXKAAtoLME MpaBna opraHMsaumnm
MHGOPMaUMIO PEFMCTPALMOHHOIO AOCLE, NpOM3BOACTBA
XPaHUTCS 1N Ha NPOTSXKEHMM CPOKa AENCTBUS
PerncTpaLmMoHHOro yaoCcToBepeHuns?

3.13. |UmMetoTca iM yTBEPXKAEHHbIE cneumbuKaumm Ha | nyHKT 111, (4.13)
MUCXOAHOE Cbipbe C YKa3aHUEM AaTbl MpaBna opraHMsaumnm
yTBEPXKAEHUSA? NpPOM3BOACTBA

3.14. |UmMetoTca M yTBEPXKAEHHbIE cneumbuKaumm Ha | nyHKT 111, (4.13)
YNaKoOBOYHbIE MaTepuasibl C YKazaHMeM AaTbl MpaBna opraHmMsaLmnm
yTBEPXKAEHMUA? NpPOM3BOACTBA

3.15. | UMmMetoTca M yTBEPXKAEHHble cneumbuKaumm Ha | OyHKT 111. (4.13)
roTOBYHO MPOAYKLMIO C YKa3aHUEM AaTbl MpaBna opraHmMsaLmum
yTBEPXKAEHMNA? NpOM3BOACTBA

3.16. | UmMetoTca M yTBEPXKAEHHbIE cnelmbuKaumm Ha | OyHKT 113. (4.15)
NPOMEXYTOYHYIO U HepacPacoBaHHYHO MpaBma opraHMsaumnm
NPOAYKLMIO C YKa3aHWEM JaTbl YTBEPXKAEHUSA? Npon3BOACTBA

3.17. |WmMetoTCca nm pernaMeHTbl MPOM3BOACTBA nyHKT 115;
(nmyckoBoW, OMbITHO-MPOMbILLAEHHbIA UK nyHKT 117. (4.18)
MPOMBILLIEHHBIN) UK YTBEPXKAEHHbIE MpaBma opraHmMsaumnm
PYKOBOACTBOM TEXHOIOMMYECKNE MHCTPYKLIMKM HA | NPOM3BOACTBA
Ka)K40€e NpoM3BOAMMOE JIEeKapCTBEHHOE
cpencTeo?

3.18. | lns Kaxkporo IeKapCTBEHHOIO CpeaCcTBa, nyHKT 118. (4.19)

pa3Mepa 1 TUMna ynakoBKW NPOU3BOANUTENEM

MpaBun opraHmnsauum
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YTBEPXKAEHbI /I UHCTPYKLIMK MO YraKoBKe?

Npou3Bo/CTBa

3.19. |ocbe Ha cepuio COAEPXKMUT N 3anmcKu No nyHKT 119 Mpasun
NPOU3BOACTBY CEPUM, KOTOPbIE OCHOBbLIBAOTCS opraHmsauumu
Ha MPOMBILNIEHHbIX PEr/TAaMEHTax U NpOU3BOACTBA
TEXHOJIOrMYECKUX MHCTPYKLMNAX?

3.20. |[ocbe Ha cepuio COAEPXKMUT JIN 3anmcu nNo nyHKT 119 Mpasun
YNaKoBKe CEPUU, KOTOPbIE OCHOBbLIBAIOTCA Ha opraHmsauum
NMPOMBbILAEHHbIX Per1aMeHTax n NPOM3BOACTBA
TEXHOJIOTMYECKUX MHCTPYKLUAX?

3.21. |[Jocbe Ha ceputo COAEPXKMUT 1N LOKYMEHTHI, NyHKT 119 MNMpasun
NnoATBEpP K AAtoLLME NPOM3BOACTBO CEPUM, opraHmMsauumu
KOTOPble OCHOBbIBAKOTCS Ha NMPOMbILLJIEHHbIX Npon3BOACTBA
perflaMeHTax U TEXHONOMMYECKMX MHCTPYKLUMAX?

3.22. | [Jocbe Ha ceputo COAEPKUT IN JOKYMEHTbI Ha nyHKT 119 Mpasun
peanusaumio cepmum? opraHmMsauumu

Npon3BOACTBA

3.23. | 3anucm no nNpomn3BOACTBY CEpUM NPOAYKLNMN nyHKT 121 Mpasun
opopMAATCA N AOKYMEHTAIbHO opraHmMsauumu
O[HOBPEMEHHO C BbINOJIHEHNEM NpPOM3BOACTBA
COOTBETCTBYIOLLIEN onepaumn?

3.24. | Ha Kaxkayto npon3sBeeHHY0 CEPUIO UM YaCcTb nyHKT 123. (4.21)
CEPUM COXPAHAKTCA N 3aMMUCK MO YNAKOBKe MpaBna opraHmMsaLmnm
cepumn? Npon3BOACTBA

3.25. |Ha npmneMKy KaXxgoi NocTaBKKU KaXkaoro Bmaa OYHKT 125. (4.22)
MUCXOAHOIO Cbipbs UMEIOTCS M B HAUYUU MpaBna opraHMsaumnm
YTBEPXKAEHHbIE NPOU3BOAUTENEM NPOLIEAYPbl U | NPOM3BOACTBA
NoATBEpPXKAAtoLLME 3anmcn?

3.26. |Ha npueMKy Kaxkaol NOCTaBKU NEPBUYHbIX, NYHKT 125. (4.22)
BTOPMYHbIX M MEeYATHbIX YNAKOBOYHbIX
MaTepuasioB UMEKTCS N B HAAUYUU
YTBEPXKAEHHbIE MPOMN3BOAUTENEM MPOLLEAYPbI U
NoATBEpPXKAAtoLLME 3anncn?

3.27. |MNpousBoantenem yTBep>aeHbl 1 opopMEHbI NyHKT 128. (4.25)
N JOKYMEHTAIbHO npouenypbl No otbopy nNpob, | MpaBma opraHmnsaumnm
coaepKallme cBeeHus 06 UCnoib3yeMblix NPOM3BOACTBA
MeTodax 1 060pyaoBaHUM, KOJIMYECTBAX,

KOTOPble A0/KHbI ObITb 0TOBPaHbI, U JIHOObIX
noasiexalwmx cobogeHU0 Mepax
NpeaoCTOPOXHOCTM BO n3bexaHne
KOHTaMWHaLUMWM MaTepuasia nam atoboro
YXYALLEHUs ero Kayectea?

3.28. |MpousBogntenem yTBep>aeHbl 1 opopMEHbI OYHKT 129. (4.26)
N JOKYMEHTA/IbHO METOAMKM UCMbITaHUS MpaBna opraHmMsaumm
MCXOAHOIO CbIpbs C YKa3aHUEM MCMO0JIb3yEeMbIX NpPOM3BOACTBA
MeToA0B 1 060pyaoBaHUA?

3.29. |MNpousBoantenem yTBep>aeHbl 1 0POpMAEHbDI OYHKT 129. (4.26)

N JOKYMEHTaJ/IbHO METOAUNKU UCTIbITAHUA

MpaBun opraHmnsaLum
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YMaKoBOYHbIX MaTEPUasIOB C YKa3aHUEM
UCMNONb3yeMbIX METOA0B U 060pyAoBaHNSA?

Npou3Bo/CTBa

3.30. |MpowusBoagutenem yteepXxaeHbl h obopMIEHbI OYHKT 129. (4.26)

N JOKYMEHTAIbHO METOAMKM UCMbITAHUS MpaBma opraHMsaumnm
NPOAYKLMN HA Pa3/IMYHbIX CTaAUSAX NpPOM3BOACTBA
NPOU3BO/CTBA C YKa3aHMEM UCTMOb3YEMbIX

MeToA0B 1 060pyaoBaHUA?

3.31. |lpoBeaeHHbIe UCMbITaHNSA OPOPMAAOTCA NN OYHKT 129. (4.26)
[JOKYMEHTaIbHO? MpaBna opraHmMsaLmnm

NpPOM3BOACTBA

3.32. |MpousBoantenem yTBep>aeHbl 1 0POpPMAEHDI nyHKT 130. (4.27)

N JOKYMEHTa/IbHO NMpoLueaypbhl, MpaBna opraHM3aLmnm
yCTaHaB/IMBalOLLME NOPSA0K BbiMycKa U Npon3BOACTBA
3a6paKoBKM CbIpbs U NPOAYKLUMN?

3.33. |Bepaytcsa u coxpaHaoTCsa M 3anmcu No nyHKT 131. (4.28)
peasiM3aunmn Kaxxgon cepum npoayKunm? MpaBna opraHMsaumnm

NpOn3BOACTBA

3.34. |PaspaboTaHbl M aKTyanbHbIE MHCTPYKLIUM MO nyHKT 133. (4.30)
3KCNyaTauMm OCHOBHbIX €AMHULL, MpaBna opraHmMsaLmnm
NPOU3BOACTBEHHOIO U KOHTPO/IbHO- NpOM3BOACTBA
aHaMTU4Yeckoro obopyaoBaHus?

3.35. | PerucrtpaymoHHbIe XXypHasibl UCMOIb30BaHUA nyHKT 134. (4.31)
nomMeLleHuni, o6opyaoBaHus, MeTO0B, MpaBna opraHM3aLmnm
npoBeAeHUs KaIMOPOBKU, TEXHNUYECKOTO NpPOM3BOACTBA
06CNy)KMBaHUSA, OYUCTKU NN PEMOHTA
opopMAATCA I AOKYMEHTAIbHO
OZHOBPEMEHHO C BbINOJIHEHNEM
COOTBETCTBYIOLLEN onepauumn?

3.36. | PerncrpaumoHHble XXypHabl UCNO/Ib30BaHUS OyHKT 134. (4.31)
nomMeLleHni, obopyaoBaHUs, MeTOOB, MpaBna opraHmMsaLmnm
npoBeAeHUs KaanbpoBKU, TEXHUYECKOTO NpPou3BOACTBA
06CNy)KMBaAHUS, OYUCTKU NN PEMOHTA
0dOopMAAITCSA NN AOKYMEHTA/IbHO C YKa3aHMEM
AaT U L, BbINOJHUBLLUX 3TW paboTbI?

3.37. |BepeTcs M y4eT JOKYMEHTOB B paMKax CUCTEMbI | NYHKT (4.32)
ynpaB/eHMS Ka4yecTBOM?

4, MpounssoacTeo
MpaBuia opraHMsauuM NPOM3BOACTBA WM KOHTPOJIS KayecTBa JIEKAPCTBEHHbIX CPeAcTB,
YTBEPXKAEHHbIE MPMKA30M MUHUCTEPCTBA MPOMBILJIEHHOCTM U Toproeam Poccuickom
denepaunn ot 14 moHa 2013 r. N 916 (3aperucTpupoBaH B MUHUCTEPCTBE HOCTULIUK
Poccum 10 ceHTab6ps 2013 r., peructpaumoHHbiii N 29938) (ganee - NMpaBuaa opraHM3aLmum
NpPou3BoO/CTBA)
4.1. |Bce nocTynatoLme UCXOAHOE CbIpbe U nyHkT 138. (5.3)

yMaKoBOYHblE MaTepualsibl, MPOMEXKYTOYHasA U
HepacdacoBaHHas NPOAYKLUS NPOBEPAOTCA U

MpaBun opraHmnsauunm
NPOU3BOACTBA;
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Ha COOTBETCTBUE 3a Ka3Y?

nyHKT 141. (5.6)
MpaBna opraHMsaLmnm
npou3Bo/CTBa

4.2. |TapHble MecTa MapKUpyoTcs Jin? nyHKT 138. (5.3)
MpaBun opraHmnsauunm
NpOn3BOACTBA

4.3. |MocTynaroLme UCXOHOE Chipbe U YNakoBOYHble | OyHKT 140. (5.5)
MaTepuasibl MOMELLLAKTCS /I B KAPaHTUH A0 MpaBma opraHmMsaLmnm
nonyyeHus paspeLleHnss Ha UCNoAb30BaHUE NpPOM3BOACTBA
MCXOAHOIO Cbipbs?

4.4. |lponsBefeHHas rotoBas NpoayKums nyHKT 140. (5.5)
NOMELLLAETCA /N B KAPAHTMH A0 NOJlyYeHuUs MpaBna opraHmMsaLmum
pa3peLleHns Ha BbIMYCK rOTOBOM NPOAyKLMN? npou3BOACTBaA

4.5. | YcnoBusa XpaHEHUS NCXOLHOTO Cbipbs nyHKT 142. (5.7)
COOTBETCTBYHOT I TpebOBaHUAM HOpMaTuBHOM | [paBua opraHm3saumm
JOKYMeHTaLuMn nponssoautens? Npon3BOACTBA

4.6. | YcnoBus XxpaHEHUs YNakoBOYHbIX MaTepuaioB nyHKT 142. (5.7)
COOTBETCTBYOT /I TPEOOBAHUAM MpaBna opraHmMsaumnm
npoussoanTens? NpPOM3BOACTBA

4.7. | YcnoBus XxpaHeHWs TOTOBOM NPOAYKLMUK nyHKT 142. (5.7)
COOTBETCTBYHOT /I TPEOOBAHUSAM K XPaHEHMUIO, MpaBua opraHmMsaLmnu
YTBEPXKAEHHbIM B MPOLLeCCe perncrpaunmn? NpPOM3BOACTBA

4.8. | WcxogHoe cbipbe XpaHUTCS /N B NOPSAJKE, nyHKT 142. (5.7)
obecneuunBatowem pasgeneHue no cepusam? MpaBun opraHn3saLnm

NpOn3BOACTBA

4.9. | YnakoBO4YHble MaTepUaibl XPaHATCSA N B nyHKT 142. (5.7)
nopsiake, obecneynBaroLLeM pa3aefieHme no MpaBma opraHmMsaumnm
cepuam? NpOn3BOACTBA

4.10. |lToToBas NPOAYKUMA XPAaHUTCA N B NOPALIKE, nyHKT 142. (5.7)
obecneynBaloLLEM pasaesieHneE Mo cepuUsam? MpaBna opraHMsaLmnm

NpPOM3BOACTBA

4.11. |Bce UcxoHOE Chbipbe, YNaKoBOYHbIE MaTepuMasbl | OyHKT 142, (5.7)

U NPOAYKLNS XPaHATCS /M B MOPsAKe, MpaBna opraHMsaumnm
obecneynBatoWweM o4epesHOCTb UCMOb30BaHMS | MPOM3BOACTBA
CKJTaACKMX 3anacoB?

4.12. |He ponyckaeTtcsa M ogHOBpEMEHHOE Un nyHKT 144. (5.9)
nocsiegoBaTtesibHOE NpoBeAeHMe onepaumin ¢ MpaBma opraHMsaumnm
Pa3/IN4HbIMU NPOAYKTaMU B OJHOM U TOM XKe Npon3BOACTBA
NOMeELLEHNU, 33 UCK/IIOYEHUEM TEX CITYHaEB,

KOrfa He CyLLEeCTBYET pUCKa nepenyTbiBaHMSA UK
nepeKpecTHOM KOHTaMUHaUMn?

4.13. |lMpounsBoauTtenem paspabortaHa 1 yTBepKaeHa nyHKT 145. (5.10)

1 NporpaMMa MeponpuaTMin No 3awmTe MpaBma opraHMsaumnm
NpoAyKUMn oT MUKPOOHOM 1 Apyron NMpou3BO/CTBA
KOHTaMMHaLMM Ha BCEX CTAaAMUSIX NPOU3BOACTBA?

4.14. |MpowusBoguTenemM paspaboTtaHa 1 yTBEpPXKAEHA nyHKT 145. (5.10)
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JI1 NporpamMma MeponpusTUii no 3awure
MUCXOAHOIO Cbipbs OT MUKPOOHOM U Apyroi
KOHTaMMHaLMM Ha BCEX CTaAMUSIX NPOU3BOACTBA?

MpaBuA opraHnsaLum
Nnpou3BOo/ACTBa

4.15. |lMpounsBoauTtenem paspabotaHa 1 yTBepKaeHa nyHKT 145. (5.10)

JI1 NporpamMma MeponpusTUin no 3awmre MpaBun opraHM3auunm
YNaKOBOYHbIX MaTEPUAJIOB OT MUKPOBHOM M npou3Bo/CcTBa
APYroit KOHTaMUHALLMK Ha BCEX CTaamaX

npousBoacTea’?

4.16. |MpeaycMOTpeHbl N TEXHUYECKUe U (Mnn) OYyHKT 154. (5.19)
OpraHu3aLMoHHble Mepbl Aas NpeaoTBpalleHms | MpaBua opraHusaumm
nepeKpecTHOM KoOHTaMUHaUMn? Npon3BOACTBA

4.17. |Mpoussoautenem cobaopaercs u OyYHKT 155. (5.20)
nepuoanYHOCTb NPoBeaeHUs MeponpusitTuii no | MpaBua opraHnsaumm
NpeaoTBPaLLEHNIO MEPEKPECTHOM npousBoACTBa
KOHTaMUHaUuK U ux 3pPeKTUBHOCTL B
COOTBETCTBUU C YTBEPXKAEHHbIMMU
npousBoanTeNeM npoueaypamm?

4.18. |WcxoaHoe cbipbe 3aKynaeTcst I TONbKO Y nyHKT 161. (5.26)
YTBEPXKAEHHbIX MPOU3BOAMTENIEM NMOCTABLIUKOB?

4.19. | MapKupoBKa HaxoAsllerocsi B CK/1aJiCKOM 30He NYHKT 164. (5.29)
MUCXOHOIO Cblpbsi COOTBETCTBYET /I MpaBun opraHM3auunm
YTBEPXKEHHOM Npou3BoauTenem popme npou3Bo/CcTBa
CTaTYCHbIX 3TUKETOK?

4.20. |lpounsBoauTeneM yTBepKAEHbI 1 nyHKT 165. (5.30)
[OKYMeHTaIbHO 0OPMJIEHBI N NPOLLEAYPbI, MpaBun opraHnsauum
rapaHTMpyoLLme NOAJNHHOCTb COAEPXKUMOTO nNpou3Bo/CTBa
Ka)K[10ro KOHTEMHEpPa UCXOAHOTO Cbipbs?

4.21. |B npon3BoACTBE UCMOb3YETCA N TOJIbKO NYHKT 166. (5.31)
MUCXOAHOE Cbipbe, Pa3peLleHHoe MpaBun opraHM3aLum
nofpasaeneHMeM KOHTPONA Kayectsa? npousBoaCcTBa

4.22. | B nNpon3BOACTBE UCMOb3YETCA /N TOJIbKO NYHKT 166. (5.31)
UCXOHOE CbIPbe, UMEIDLLEE HE UCTEKLINM cpoK | MpaBua opraHusaumm
roaHoCTnN? npou3Bo/CTBa

4.23. | ObecneyeHo M XpaHeHMe NeYvaTHbIX nyHKT 176. (5.41)
MaTepuasnioB B 6e30MacHbIX YCI0BUSAX, MpaBun opraHM3auunm
UCKJTHONAOLWMX AOCTYMN MOCTOPOHHUX nLL? npou3Bo/CTBa

4.24. | ObecneyeHo NN XpaHeHUEe U TPAHCMOPTUPOBKa | MYHKT 176. (5.41)
pa3pe3aHHbIX 3STUKETOK M APYrMX pa3po3HeHHbIX |MpaBun opraHm3sauunm
nevyaTHbIX MaTepUanoB pasaebHO B 3aKPbITOM NpounsBoACTBa
Tape, UCKNKoYaloLLLEN X NepenyTbiBaHUe?

4.25. |Pa3pellueHne Ha UCNOoJIb30BaHME YMAKOBOYHbIX NYHKT 176. (5.41)
MaTepuasioB BblAAETCS I TOJIbKO ClelMaibHO MpaBun opraHmnsauum
Ha3HaY€HHbIMU JIMLLAMWN B COOTBETCTBUM C npou3Bo/CTBa
YTBEPXKAEHHOM NPOM3BOANTENEM NPOLLELYPON?

4.26. |Kaxaol nocTaBKe Uam cepum NePBUYHbIX UK nyHKT 177. (5.42)

NMevyaTHbIX YNaKOBOYHbIX MaTeEpnasioB

MpaBuA opraHnsaLun
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npucBaMBaeTcs i UAEHTUPUKALMOHHBIN HOMEpP
WU MAEHTUPUKALMOHHDIN 3HAK?

Npou3Bo/CTBa

4.27. | JokyMeHTa/ibHO OPOPMAETCH N YHUUTOKEHME | NYHKT 178. (5.43)
NPOCPOYEHHbIX unu HEeNPUroAHbIX K | MpaBun opraHM3aumnm
MUCNO/Ib30BaHUIO  MeYaTHbIX WAM  MEPBUYHbIX | NIPOM3BOACTBA
YNaKOBOYHbIX MaTePUaioB?

4.28. |He ponyckaeTcs v ynakoBblBaHME NPOAyKLUMK OyHKT 179. (5.44)
pa3INYHbIX BUOB B HEMNOCPEACTBEHHOMN MpaBun opraHM3auunm
6A130CTM Apyr OT Apyra, 3a UCK0YEHNEM Npou3BOACTBA
CNy4aeB, NpeaycMaTpuBatomnx pusmnyeckoe
pasgeneHue?

4.29. |Mepep HayaiIOM onepauuii No yrnakoBKe nyHKT 180. (5.45)
npeanpUHMMAlOTCS I Mepbl, rapaHTupytowme, | MpaBua opraHmsaumm
YTO paboyas 30Ha, YNaKOBOYHbIE JIMHUMU, Npou3BOACTBA
ne4vaTHble MalUUHbI U Apyroe obopyaoBaHue
SABNSKOTCS YUCTbIMU U He cofepkaT Jitobble
MCMO/Ib30BaBLLUMECS paHee NIeKapCTBEHHbIE
CpeacTBa, yNnakoBO4YHble MaTepuasbl UK
[JOKYMEHTbI?

4.30. |OYnuCTKa JIMHUM MPOBOAMTCA AN cornacHo | nyHKT 180. (5.45)
YTBEPXKEHHOM NpOM3BOAUTENEM MNpoLEeaype? MpaBun opraHM3auum

Npon3BO/ACTBA

4.31. |Ha KaX[oM ynakoBOYHOM MecTe UAN JINHUK nyHKT 181. (5.46)
YKa3bIBalOTCS I HAMMEHOBaHME U HoMep cepun | MNpaBun opraHM3auum
yrnaKoBbIBaeMOW NPOAYKLUMN? npou3Bo/CTBa

4.32. | ObecneymBatoTcs M NpeaoTBpalleHne n nyHKT 183. (5.48)
yCcTpaHeHue Ntoboi KoHTaMUHaUUK nNepBuYHOi | MpaBua opraHmMsaLmnm
YMNaKOBKM, TAaKOM KaK OCKOJIKM CTEKNA U npou3Bo/CTBa
MeTalIn4YecKme YacTulpl?

4.33. | MapkunpoBKa NpoayKLmn ocyLecTBASeTCs n nyHKT 184. (5.49)
OJIHOBPEMEHHO C BbINO/IHEHUEM MpaBna opraHM3aLmnm
COOTBETCTBYHOLLENM onepaunn GacoBKU U Npou3BOACTBa
ynakoBKu?

4.34. |3anncu o MapKMpoBKe 0pOpPMISIOTCA N NyHKT 184. (5.49)
O[HOBPEMEHHO C BbIMNOJIHEHMEM OMepaLnn MNpaBun opraHM3aLum
$acoBKM 1 YNaKOBKU? Npon3BOACTBA

4.35. | TpUHATBI K MepbI, rapaHTUpYOWME, YTO He nyHKT 184. (5.49)
NPou3onNAET NepenyTbiBaHUS UM OLLIMBOYHOM MpaBun opraHM3auum
MapKUPOBKN? NMpOn3BOACTBA

4.36. |[locne 3aBeplieHMs onepaumii No YNaKkoBKe nyHKT 193. (5.57)
Nobble oCTaBLUMECS YNAKOBOYHbIe MaTepuanbl ¢ | [NpaBua opraHM3auum
HaHEeCEeHHbIM Ha HUX HOMEPOM Cepumn Npou3Bo/CTBa
YHUYTOXKAKTCA /I C NOCAEAYHOLNM
[OKYMeHTaIbHbIM 0bOpMAEHNEM?

4.37. |BosBpar Ha cKnag, HEMapKUPOBaHHbIX | NYHKT 193. (5.57)

YNaKOBOYHbIX MaTepunanoB NponsBoanUTCA Jin B
COOTBETCTBUUN C YTBep)K,CI,eHHOVI npoussoguTenemMm

MpaBun opraHMsaLmm
Npou3BOACTBa
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npoueaypomn?

4.38. | Jo MOMEHTa MOyHeHUs pa3peLlleHns Ha BbINycK | myHKT 195. (5.59)
NPOBOAMTCS /M OLLEHKA KavyeCTBa rOTOBOM MpaBma opraHmMsaLmnm
NPOAYKLMN N AOKYMEHTALIMKN Ha CEpUIO? NpOU3BOACTBA

4.39. | OTKNOHEHHbIe MaTepuasbl U NPOAYKLUS nyHKT 197. (5.61)
Mapkupytotcsa am?

4.40. |OTKNOHEHHble  MaTepuanbl UM NpoAyKuma | OyHKT 197. (5.61)
XpaHATCA M pa3fenbHO B 30Hax C
OrpaHMYeHHbIM AOCTyrnom?

4.41. | lencTBUA C OTKJIOHEHHbBIMU MaTepuanamu 1 nyHKT 197. (5.61)
npoayKumnen odopmMafloTCsS N AOKYMeHTanbHO? |MpaBua opraHusaumm

NpOn3BOACTBA

4.42. | 0encTBUA C OTKJIOHEHHbIMU MaTepManaMm un nyHKT 197. (5.61)
NpPOAYKLMEN CaHKLMOHUPOBAHbI 1N MpaBma opraHmMsaLmnm
YNOAHOMOYEHHbIMU ANLLAMU? NpPOM3BOACTBA

5. KoHTponb KayecTBa
MpaBuaa opraHu3auum MPOM3BOACTBA U KOHTPOAS KayecTBa JIEKAPCTBEHHbIX CPeacTB,
YTBEPXKAEHHbIE MPUKA30M MUHUCTEPCTBA MNPOMBILLJIEHHOCTM U TOoproeam Poccuiickom
depepaumn ot 14 mioHa 2013 r. N 916 (3aperucTpupoBaH B MUHUCTEPCTBE HOCTULIUK
Poccum 10 ceHTa6ps 2013 1., perncTpaumoHHbiin N 29938) (aanee - NpaBuna opraHusaLmm
NpPoun3BoO/CTBA)

5.1. |lNoppasgeneHne KOHTPOAA KayecTBa nyHKT 203. (6.1)
HEe3aBMUCMMO JIM OT APYrMX NoapasaesieHmnmn? MpaBna opraHMsaumnm

Npon3BOACTBA

5.2. | PykoBogutens nogpasgeneHns KOHTpons NyHKT 203. (6.1
KayecTBa MMEET JIN COOTBETCTBYHOLLYHO MpaBma opraHMsaumnm
KBaIMOUKaALMIO M OMbIT paboThbl? Npou3Bo/CTBa

5.3.  |Ha npegnpusatun nMeetcs I KOHTPOJIbHas NyHKT 203. (6.1)
nabopartopus(n)? MpaBun opraHmnsaLum

NPOM3BOACTBA

5.4. |KoHTponbHag nabopaTtopus obecneyeHa im NyHKT 208. (6.6)
nomeLleHnsMmn n obopyaoBaHUEM A KOHTpoas | MpaBua opraHmsaumm
KayecTBa MCXOHOTO CbIpbs, MaTEPMAJIOB U Npon3BOACTBA
JNIeKapCTBEHHbIX CPeACTB, NPOU3BOANMBIX Ha
npeanpuatum?

5.5. |KoHTponbHag nabopaTtopus obecneyeHa im NyHKT 208. (6.6)
NnepcoHanoM A/ KOHTPOIS KayecTBa ucxodHoro | Mpaeua opraHmsaumm
Cblpbsl, MaTEPUAIOB U NEKAPCTBEHHbIX CPEACTB, | NMPOM3BOACTBA
NPOU3BOANMBIX Ha NpeanpuaTumn?

5.6. | lnaHUpOBKa 30H KOHTPOJIS KaYecTBa UcKtoYaeT |nyHKT 51. (3.5) MpaBun
JIN CKBO3HOM NpoXopg, NepcoHana, He opraHmsauumu
paboTalolero B HUX? NpOM3BOACTBA

5.7. |Mnowanp 7] NJ1aHMPOBKaA nabopatopuit | 0yHKT 74. (3.27)

UCKKOYAET 1N MepenyTbiBaHNE U NEPEKPECTHYIO
KOHTaMUHaUMo?

MpaBun opraHmnsauum
npou3BOACTBA
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5.8. | VMetoTca M BblaeNieHHble MecTa A1 XpaHeHUs | NYHKT 74. (3.27);
06pa3sLoB 1 3anucen? nyHKT 88. (3.41)

5.9. |KannbpoBKa KOHTPO/bHO-U3MEPUTEIBHOTO U nyHKT 88. (3.41)
aHaMTUYecKoro o6opyaoBaHus (B TOM Ynce MpaBma opraHMsaumnm
BECOB, NPUBOPOB A1 MOHUTOPUHTa) NpPOM3BOACTBA
NMPOBOAMUTCSA JIN B COOTBETCTBUM C UHCTPYKLMUSAMMU
no nx pabote 1 0bCayXMBaHMIO?

5.10. |KannbpoBKa KOHTPO/IbHO-U3MEPUTEILHOTO U nyHKT 88. (3.41)
aHaMTMYecKoro o6opyaoBaHus (B ToM uucne MpaBna opraHmMsaLmnm
BECOB, NPUBOPOB A1 MOHUTOPUHTa) NpPOM3BOACTBA
NPOBOAUTCS 1N B COOTBETCTBUM C YTBEPXKAEHHOM
NpPou3BOANTENEM NEPUOANYHOCTLIO?

5.11. |Bce onepauun nNo KOHTPOJIO B NpoLecce OYHKT 221. (6.18)
NPOM3BOACTBA OCYLLECTBAAIOTCS N B MpaBna opraHmMsaLmnm
COOTBETCTBUM C METOAMKAMU, YTBEPXKAEHHBIMU | MPOM3BOACTBA
nogpasaeneHneM KOHTPoJis KayecTBa?

5.12. | Pe3ynbraThl BCEX OMEpaLnii MO KOHTPOJIIO B NYHKT 221. (6.18)
npouecce Npou3BoACcTBa 0GOPMAAOTCA N MpaBna opraHMsaLmnm
[JOKYMEHTaNbHO? Npon3BOACTBA

5.13. |PeakTuBbl 1 CTaHAAPTHbIE PACTBOPbI FOTOBATCS NYHKT 222. (6.19)

JIN B COOTBETCTBMW C MHCTPYKLUMSMU MO UX MpaBma opraHmMsaLmnm
MCIMOJIb30BaHMIO U XPaHEHUIO? NpOn3BOACTBA

5.14. |PeaktunBbl 1 CTaHJAPTHbIE PacTBOPbI OYHKT 222. (6.19)
MapKUPYOTCS JIn B COOTBETCTBUM C MpaBma opraHmMsaLmnm
MHCTPYKLUMAMU NO UX UCNONB3OBAHUIO U NpPOM3BOACTBA
XpaHeHuto?

5.15. |Ha nocyge c aHaIMTUYECKUMM peaKTMBaMU AN | NYHKT 223. (6.20)
CTaHZAPTHLIMM PAaCcTBOPaMU YKa3bIBaeTCs in MpaBna opraHmMsaLmum
[0aTa, J,O KOTOPOI OHM MOTYT UCMOJIb30BaTbLCSA NpOM3BOACTBA
("ncnonbsosatb g0")?

5.16. |Ha Tape yKa3biBaeTcs v gata nosiy4eHus NYHKT 224. (6.21)
Ka)X[0ro BellecTBa, MCMOJ1Ib3yeMOro As MpaBna opraHMsaumnm
npoBeAeHUs UCMbITaHUI, C UHCTPYKUMAMU NO NpOn3BOACTBA
€ro MUCMO/b30BaHMIO N XPaHEHUIO?

5.17. | OugeHKa KayecTBa roToBOM NPOAYKLUM NYHKT 205. (6.3)
NpPOBOAMTCS /I HAa OCHOBaHMK BCeX GAKTOPOB, MpaBma opraHMsaumnm
KOTOPble MOryT NOBAUSATL Ha €€ KaYecTBO NpPOM3BOACTBA
(BK/KOYasA yC0BUS MPOU3BOJCTBA, Pe3y/bTaThl
KOHTPO/18 B nNpoLecce Npon3BoacTea, 063op
NPOUN3BOACTBEHHOM JOKYMEHTALUM,

COOTBETCTBUE cneundmnKaumusam Ha roToByto
NPOAYKLMIO U NPOBEPKY OKOHYATE/IbHOM
YMaKOBKM roTOBOM MPoAyKLUmmn)?

5.18. |MepcoHan nogpasaeneHns KOHTPOAS KayecTBa NYHKT 206. (6.4)
MMeEeT I AOCTYMN B MPOU3BOACTBEHHbIE 30HbI MpaBma opraHmMsaumnm
Ans oTbopa Npob 1 NpoBeAeHUst UCCNeNOBaHNIN? | NPOU3BOACTBA

5.19. |Bcda fokyMeHTaLus No KOHTPOJIO KayecTBa, nyHkT 211. (6.8)
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OTHOCSALLAACA K 3aMUCAM MO NMPOU3BOACTBY CEpU
NpoAyKLUUKN, XPAaHUTCS 1N B TEYEHUE OJHOTO roja
nocJie UCTe4yeHns CpoKa roAHoOCTN cepun 1 B
TeyeHune He MeHee MATU NET Noc/Ie OLEHKN
COOTBETCTBUA CEPUN YNOIHOMOYEHHbIM /IULIOM B
YCTaHOBJIEHHOM MPOM3BOAUTENEM MNOPSAKE?

MpaBuA opraHnsaLum
Nnpou3BOo/ACTBa

5.20. |MpoBoauTCs M OLEHKA TEHAEHUMN U3MEHEHUS | NYHKT 212. (6.9)
napamMeTpoB /1 HEKOTOPbIX BUAOB AaHHbIX? MNpaBun opraHM3aLum
npou3Bo/CTBa
5.21. |CoxpaHSATCa U ABAAIOTCA 1M IETKOAOCTYMHbIMU | IYHKT 213. (6.10)
nabopaTopHble XypHanbl 1 (Man) 3anmcu? MpaBun opraHM3auunm
npou3Bo/CTBa
5.22. |MNpousBogntenem ocylecteaseTcs im otbop NyHKT 214. (6.11)
Npo6 B COOTBETCTBMM C AOKYMEHTMPOBAHHbIMK | [TpaBMA opraHusaumm
npoueaypamMm? NpPou3BOACTBA
5.23. |B npoueaypax ot6opa Npob onpeaeneHobl n NyHKT 214. (6.11)
cnocob otbopa Npobbl M KonnyecTBo obpasLa, MpaBun opraHnsaLum
KOTOpPOE A0/MKHO ObITb 0TO6paHO? Npon3BOACTBA
5.24. |B npoueaypax ot6opa Npob onpeaeneHnbl n nyHKT 214. (6.11)
ncnosibayemMoe obopyaoBaHue, TMn U coctosiHne | MpaBua opraHnsaumm
Tapsbl, UCMNOJIb3yeMOW A/ oTbopa Npobbi? Npon3BOACTBA
5.25. |MpoBoantcsa an naeHTUdUKaLmus Tapbl ¢ nyHKT 214. (6.11)
0Tob6paHHbIMKU NPpo6aMK U1 Tapbl, N3 KOTOPOM MpaBwun opraHM3auum
Ob1/11 0OTO6pPaHbI NPO6bI? Npon3BOACTBA
5.26. |B npoueaypax ot6opa Npob onpeaeneHobl n OYHKT 214. (6.11)
npoueaypbl No pasaeneHno 0TobpaHHOro MpaBun opraHM3auum
obpa3sua Ha YacTu? Npon3BOACTBA
5.27. |B npoueaypax otbopa npob onpeaeneHbl n NYHKT 214. (6.11)
Ntobble 0cobble Mepbl NPEOCTOPOXKHOCTY, MpaBun opraHusaLmnm
KOTOpble HeobXxoAMMO cobioaaTh, 0COBGEHHO npou3Bo/CTBa
npu otbope 06pa3L OB CTEPUbHBIX U BPEAHbIX
BELLECTB?
5.28. |B npougeaypax otbopa npob onpeaeneHsl im NyHKT 214. (6.11)
YC/IOBUSI XpaHeEHUS Npo6? MpaBun opraHM3auum
Npou3Bo/ACTBa
5.29. |B npoueaypax ot6opa Npob onpeaeneHobl an OyHKT 214. (6.11)
npoueaypbl Mo 04UCTKE U XPAHEHUIO MpaBun opraHM3auum
obopyaoBaHusa aas otbopa Npo6? Npon3BOACTBA
5.30. |OTo6paHHble KOHTPOJIbHbIE 0Opa3Lbl NYHKT 215. (6.12)
npeacTaBAsAOT in CO60M NPeACTaBUTENbHYIHO MpaBun opraHM3aLum
BbIBOPKY CEPUN UCXOAHOIO Chlpbsl, YNAKOBOYHbIX | NPOM3BOACTBA
MaTepuasioB Ui TOTOBOM NPOAYKLUN?
5.31. | 3TuKeTKa Tapbl C 0TOGpaHHbIMM 0bpa3LamMm NyHKT 216. (6.13)
COAEPXKNUT NN MHPOPMaALLMIO O ee coaepKMMoM? | MpaBua opraHu3aumm
npou3Bo/CTBa
5.32. | 3TuKeTKa Tapbl C 0TOGpaHHbIMM 0bpa3L.amMm NyHKT 216. (6.13)
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COAEPXUT N MHDOPMaLUIO O HOMepe cepumn’?

MpaBuA opraHnsaLum

Npon3BOACTBA

5.33. | 3TuKeTKa Tapbl C 0TOGpaHHbIMM 0bpa3LamMm NyHKT 216. (6.13)
COAEPXKNUT NN MHPOPMaLMIO O gaTe oTbopa MpaBun opraHM3auunm
npo6? Npon3BOACTBA

5.34. |3T1uKeTKa Tapbl ¢ oTo6paHHbIMKU 06pasLaMu NyHKT 216. (6.13)
COAEPXKNT N1 0603HaYEeHME YNAKOBKU, U3 MpaBna opraHM3aLmnm
KOTOPOI 3TU NPOObI 6bIIM OTOBPaHbI? Npon3BOACTBA

5.35. | MeToAuKM KOHTPOAS KayecTBa BaJINAMPOBaHbI NyHKT 218. (6.15)
an? MpaBna opraHM3aLmnm

npou3Bo/CcTBa

5.36. |Bce ncnbiTaHMA NPOBOAATCA /iU B COOTBETCTBUM C | MYHKT 218. (6.15)
MeToAMKaMU, NPUBEAEHHbIMU B MpaBun opraHM3auunm
PErncTpaLmoHHOM Aockbe? npou3Bo/CTBa

5.37. |MonyyeHHble pe3ynbTaTbl UCMbITAHWUIA nyHKT 219. (6.16)
JOKYMeHTaibHO opopMAstoTCs 1 NpoBepstoTcs | NpaBun opraHM3aumnm
I AN rapaHTUK UX COOTBETCTBUSA APYr Apyry? Npou3BOACTBa

5.38. |Bce onepauuu no KOHTPOAO B Npolecce OyHKT 221. (6.18)
NpPOU3BO/ICTBA OCYLUECTBAAIOTCS N B MpaBun opraHM3aLum
COOTBETCTBUM C METOANKAMM, YTBEPXKAEHHBIMU | MPOM3BOACTBA
nogpasaeneHneM KOHTposis KadyecTea?

5.39. |Pe3synbTaThbl onepauuii No KOHTPOI B NpoLecce | OyHKT 221. (6.18)
npousBoacTBa 0HopPMIAIOTCS NN MpaBun opraHM3auum
JOKYMEHTaNbHO? Npon3BOACTBA

5.40. |[lMocne BbiNycKa B obpalleHne NPon3BoamuTeENeM | NyHKT 226. (6.23)
NPOBOANTCS I MOHUTOPUHT CTabUNBLHOCTH MpaBun opraHM3auunm
JIeKapCcTBEHHOrO NpenapaTta B COOTBETCTBUM C Npou3Bo/CTBa
YTBEP)KAEHHOM NporpaMmmomn?

5.41. |[porpaMmma nocaeayrowero n3yyeHus OYHKT 229. (6.26)
CTabW/IbHOCTU SIEKAPCTBEHHbIX CPeACTB MpaBun opraHM3auunm
odopMaeHa N AOKYMEHTaIbHO B COOTBETCTBMM | MPOM3BOACTBA
C TpeboBaHMAMM, YCTAaHOBAEHHbIMW NYHKTaMMU
92 - 134 NpaBnn opraHmMsaymm Npon3BoacCcTBa U
KOHTPOJISl Ka4eCTBa IEKAPCTBEHHbIX CPEJICTB,

YTBEPXKAEHHbIX MPUKa3oM MuHNpoMTopra
Poccum ot 14 mroHs 2013 1. N 9167
5.42. | O6opynoBaHue, UCMOb3yeMOE A U3ydYeHUs OYHKT 229. (6.26)

CTabW/IbHOCTU SIEKAaPCTBEHHbIX CPeACTB
obcny)KmMBaeTcs M B COOTBETCTBUM C
TpeboBaHUSMM, YCTAHOBJIEHHbIMU NYHKTaMu 46 -
21 lMNMpaBwun opraHU3auum NPOn3BOACTBA U
KOHTPO/1S KaueCTBa IeKapCTBEHHbIX CPeACTB,
YTBEPXAEHHbIX NPMKa3oM MuHNpoMTopra
Poccum ot 14 nroHs 2013 1. N 916,
MNpunnoxennem N 15 K MpaBnnam opraHmsaumm
NPOU3BO/CTBA U KOHTPO/IS Ka4yecTBa
JNIeKapCTBEHHbIX CPEeACTB, YTBEPXKAEHHbIM
npukasom MuHnpomtopra Poccmum ot 14 mnioHs

MpaBun opraHmnsauum
npou3BOACTBA



consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64AA9A1F11B27D4DA9B2B1F21D378ECA8B193AD01626ED59ADH4O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64AA9A1F11B27D4DA9B2B1F21D378ECA8B193AD01624E050ADH1O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64AA9A1F11B27D4DA9B2B1F21D378ECA8B193AD01626EA59ADH3O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64AA9A1F11B27D4DA9B2B1F21D378ECA8B193AD01626EA52ADH5O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64AA9A1F11B27D4DA9B2B1F21D378ECA8B193AD01626ED59ADH4O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64AA9A1F11B27D4DA9B2B1F21D378ECA8B193AD01626EC53ADH0O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64AA9A1F11B27D4DA9B2B1F21D378ECA8B193AD01626EA59ADH0O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64AA9A1F11B27D4DA9B2B1F21D378ECA8B193AD01626EA59ADH0O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64AA9A1F11B27D4DA9B2B1F21D378ECA8B193AD01626ED59ADH7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64AA9A1F11B27D4DA9B2B1F21D378ECA8B193AD01626ED56ADH3O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64AA9A1F11B27D4DA9B2B1F21D378ECA8B193AD01626ED56ADH3O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64AA9A1F11B27D4DA9B2B1F21D378ECA8B193AD01626ED57ADH3O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64AA9A1F11B27D4DA9B2B1F21D378ECA8B193AD01626ED57ADH4O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64AA9A1F11B27D4DA9B2B1F21D378ECA8B193AD01626ED57ADH4O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64AA9A1F11B27D4DA9B2B1F21D378ECA8B193AD01626ED57ADH7O
consultantplus://offline/ref=FDCC498470C5D38C33B4254FE40261DF64AA9A1F11B27D4DA9B2B1F21D378ECA8B193AD01626ED57ADH7O

2013r1. N 9167

5.43. |OtyeT 0 paboTe no nporpamme nocnegyrowero | nyHkT 230. (6.27)
M3y4yeHns CTabuNbHOCTM NeKapCTBEHHbIX cpeacTB | [paBma opraHnsaumm
BK/IlOYAET /M B cebs BECb NepMOo, 0 UCTEYEHMS | NPOM3BO/CTBA
CpOKa rogHOCTU NPoAyKLUMn?

5.44. |Yucno cepuit n NEPUOAMHHOCTb UCMbITaHWUI NYyHKT 232. (6.29)
CTabWJIbHOCTU SIEKAPCTBEHHbIX CPEACTB MpaBwun opraHM3auunm
No3BOASOT I MPOBOAUTL aHAU3 TEHAEHLMMN Npou3Bo/ACTBa
MU3MeHeHns?

5.45. |Pe3ynbrathl NOCAEnYHOLWEro n3yyeHuns OYHKT 234. (6.31)
CTabWIbHOCTU AOCTYMHbI N ANS NpeacTaBneHus | MpaBua opraHusaumnm
YyNoJIHOMO4YEHHOMY defepanbHOMY OpraHy NPou3BOACTBA
WUCMOJIHUTENBHOM B1ACTU?

5.46. |MpoBogunTCsa M aHANU3 CJy4aeB Bbixoaa NyHKT 235. (6.32)
pe3ynbTaToOB aHa/IM30B 3a Npeae/ibl MpaBun opraHM3auum
cneymnduKkaummn? Npon3BOACTBA

5.47. |TpoBoAMTCA N aHaNU3 TEHAEHLMI nyHKT 235. (6.32)
CYLLECTBEHHbIX HETUMUYHbIX Pe3Y/IbTaTOB MpaBun opraHM3auunm
aHanun3oB? Npon3BOACTBA

5.48. |MNopTBepyKAeHHbIE BbIXOAbl 32 NPEAEbI nyHKT 235. (6.32)
cneundurKaumm UK CyLLLECTBEHHbIE HeraTMBHble | MpaBua opraHusaumm
TEHAEHUNM pe3y/bTaTOB aHa/IM30B A0BOASATCS /N | MPOU3BOACTBA
[0 CBefleHMS YNoJIHOMOYEeHHOro deaepasbHoOro
opraHa UCNoNHUTENbHOM BlacTU?

5.49. | JoKyMeHTaIbHO OPOPMAAIOTCS N 3aK/ToYEHUs | NYHKT 236. (6.33)

Mo N3yYeHUHO CTabUNbHOCTUN IEKAPCTBEHHbIX MpaBun opraHM3auum
CpeacTB, B TOM YMC/IE MPOMENKYTOYHbIE BbIBOABI? | MPOU3BOACTBA

5.50. |[daHHble N0 CTabUNBHOCTU NEKAPCTBEHHbIX NYHKT 236. (6.33)
CpeAcTB NOABEPratoTCs /M NEPUOANYECKOMY MpaBun opraHM3auum
0630py? NpOn3BOACTBA

6. KoHTpoJIbHbIE M apXMBHbIe 06pa3Lbl KayecTBa
MpaBuna opraHM3auuM MNPOU3BOACTBA M KOHTPOJIS KayecTBa JIEKAPCTBEHHbIX CPeACTB,
YTBEPXKAEHHbIE MPUKA3oM MUHUCTEPCTBA MPOMBbILWIEHHOCTM M TOProBan Poccuickoi
®epepaumn ot 14 moHa 2013 r. N 916 (3apeructpupoBaH B MUHUCTEPCTBE HOCTULMK
Poccum 10 ceHTabps 2013 r., peructpaumoHHblin N 29938) (ganee - Mpasuna opraHmsaumm
npou3BoACTBa)

6.1. | OcylLecTBASETCS JIN XPaHEHME KOHTPOJIbHbIX U OYHKT 6. (2.2) MpaBun
(nKn) apxuBHBbIX 06Pa3LOB KaXaoM cepun opraHusaumm
roToBOM NPOAYKUMU? NpPOM3BOACTBA

6.2. | OcyLecTBaseTcs M XpaHEHUE KOHTPOJIbHbIX U NYHKT 6. (2.2) Npasun
(MnK) apxuBHBIX 06pPa3LOB UCXOAHOTIO ChIpbs opraHusaumm
KaXkgon cepum? NpOM3BOACTBA

6.3. | OcylecTBASETCA N XPaHEHUE KOHTPOJIbHbIX U OYHKT 6. (2.2) Mpasun
(MnK) apxuBHBIX 06Pa3LOB NPOMEXKYTOUYHOM opraHusaumm
NPOAYKLMKN KaXKaom cepumn? npou3Bo/CTBa

6.4. | Ha npeanpuatMm ocyLECTBAAETCA M XpaHeHue | nyHKT 6. (2.2) Mpasun
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KOHTPOJIbHbIX 06Pa3sLI0B KaXK A0 cepum
NepPBUYHbIX YNAaKOBOYHbIX MaTepMasoB U1
nevyaTHbIX MaTepuanos?

opraHusaumm
Nnpou3BOo/ACTBa

6.5. |Bepetca nn pokymMeHTauus, No3BonsoLas NYHKT 8. (2.4) MNpaeun
obecneynTb NPOCNEXXNBAEMOCTb KOHTPOJIbHBIX U | OpraHn3aumnm
apXMBHbIX 06pa3LoB? npou3BOACTBA

6.6. 3anuncun yveTta ABUXKEHMS KOHTPOJIbHbIX U nyHKT 8. (2.4) Mpasun
apXMBHbIX 0O6Pa3LOB ABASIOTCA N AOCTYMNHbIMM | OpraHU3aLun
YNOJHOMOYEHHbIM dpeaepasibHbIM opraHam npou3BO/ACTBA
MUCNOAHUTENIbHOM BlacTU?

6.7. | KOHTpO/IbHblE M apXUBHble 06pa3Lbl KaXkaom nyHKT 9. (3.1) MpaBun
CEpUM rOTOBOM NPOAYKLUMU XPaHATCS N B opraHusauum
Te4yeHue CpoKa roaHOCTN CepuUM N O4HOrO roga npou3BOACTBaA
nocsie UCTe4YEHMS CPOKa rogHOCTN?

6.8. | KOHTpoO/bHbIN 06paseL, ynakoBaH /M B €ro nyHKT 9. (3.1) MNpaeun
NepBUYHYHO YMaKOBKY? opraHusauum

npou3BOACTBA

6.9. | O6pa3Lpbl UCXOAHOTO Cbipba (KpoMe nyHKT 10. (3.2) Mpasun
pacTBopuTesiei, rasoB Uan BoApl, opraHusauum
npeAHa3sHa4YeHHbIX /15 TEXHOIOMMYECKMX Liesiei) | Mpon3BoacTBa
XPaHATCA 1N B TEYEHUE HE MeHee ABYX JIeT nocse
BbIMyCKa JIeKapCTBEHHOrO npenapara’?

6.10. |YnakoBOYHble MaTepuabl XPaHATCA M He MeHee | nyHKT 10. (3.2) MNpasun
CpOKa rogHOCTN COOTBETCTBYHOLLEIO rOTOBOrO opraHusauum
npoaykra? npou3BO/ACTBA

6.11. | KoHTposibHble 06pa3Lbl XpaHATCA N B NyHKT 11. (4.1) Mpasun
KOJIn4yecTBe A1 NpoBeAeHNS ABYKPATHOIO opraHusauum
MOJIHOrO aHAIMTUYECKOrO KOHTPOS CEpUn npou3BOACTBA
NpoayKLMN B COOTBETCTBUM C TPEOOBAHUAMMN,

YCTaHOBNIEHHbLIMW NPU rOCYAapCTBEHHOMN
perncrpaumnmn?

6.12. | OT6UpaeMble KOHTPObHbIE 06pasLbl aBnstoTcs | OYHKT 13. (4.3) MNpasun
N penpeseHTaTUBHbIMMK A1 CEPUMN UCXOAHOITO | OpraHu3aumm
Cblpbsi, MPOMEXYTOYHOM NN FOTOBOM npou3BOACTBA
NpoAyKLUMKN, U3 KOTOPOM OHM OTOBpaHbI?

6.13. | YcnoBus XxpaHeHUs1 KOHTPOJIbHbIX 06pasLoB NYHKT 16. (5.2) Mpasun
COOTBETCTBYHOT I TPEOOBAHUSAM, opraHusauum
YCTAHOBJ/IEHHbIM MPW rOCYAAPCTBEHHOM npou3BOACTBA
perncTpaLmmn NeKapcTBEHHOro cpeacTea?

6.14. |BepeTcs M HENPEPbIBHbIN MOHUTOPUHT OyHKT 16. (5.2) MpaBun
TeMnepaTypHOro pexxmma XxpaHeHMs apXMUBHbIX opraHmsauum
06pa3LoB B COOTBETCTBUM C YC/IOBUSIMMU, Npou3BOACTBA
YTBEPXKAEHHBIMW NPU rOCYAaPCTBEHHOM
perncTpaummn NeKapcTBEHHOro cpeacTea?

6.15. | ApxmBHble 06pa3Lbl XPaHATCS AN Y NYHKT 24. (8.3) MpaBun

NPOM3BOANTENS, UMEIOLLLETO JIMLEH3NIO HA
NPOU3BO/CTBO JIEKAPCTBEHHbIX CPeAcTB?

opraHusaumm
Npou3BOACTBa
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6.16.

ApxvBHbIe 06pa3sLbl AOCTYMHbI N A5
YNOJHOMOYEHHOTro ¢peaepanbHOro opraHa
MCMNOJIHUTE/IbHOM BNaCTU?

NYHKT 24. (8.3) MNpaeun
opraHusaumm
Npou3BOACTBa

6.17. |OnpeaeneHa an cornalleHmeM (cornawieHnamu) | nyHKT 25. (8.4) Mpasun
MeXay BCEMU YYaCTBYIOLLMMU CTOPOHAMM opraHmMsauum
OTBETCTBEHHOCTb 33 OTOOP U XpaHEHUE NpOn3BOACTBA
apXMBHbIX 06Pa3L0B MpK y4acTum B
nocsieaoBaTeIbHOCTU "BBO3 - MPOLLECC YNAKOBKU
- KOHTpPOJIb - BbIMYCK cepnn' 6onee ogHoro
npousBoanTens B npeaenax Poccunitckom
depepauymn?

7. lMpeTeH3nn 1 oT3blB NPOAYKLIUN
[paBuaa opraHusauMm MPOM3BOACTBA M KOHTPOASl KayecTBa JIEKAPCTBEHHbIX CPeAcCTB,
YTBEPXKAEHHbIE MPMKA30M MUHUCTEPCTBA MPOMBILJIEHHOCTM U Toproeam Poccuickom
®epepaumm ot 14 moHa 2013 r. N 916 (3apeructpMpoBaH B MUHUCTEPCTBE HOCTULMK
Poccum 10 ceHTa6psa 2013 1., peructpaumoHHbiii N 29938) (ganee - NpaBuna opraHMsaLmum
npou3BoACTBa)

7.1. | MNpowusBoantenem yteepxaeHa n obopmaeHa M | NyHKT 256 MpaBun
JOKYMEHTa/IbHO c1cTeEMa BbICTPOro n opraHmsauum
3P PEKTUBHOIO OT3bIBA C PbIHKA MPOAYKLUM C NPOM3BOACTBA
BbISIBJIEHHbIMM MAW NpeanonaraeMbiMm
HapyLlUeHUsIMM KayecTBa?

7.2. |lMpousBoautenem yTeepxxaeHbl n npoueaypbl NYHKT 256 MpaBun
paccsieoBaHUs BCEX NPETEH3UIM U MHPOpPMaLMK, | opraHM3aLmn
Kacalollencs noTeHunanbHo npou3BOACTBA
He06POKAaYECTBEHHbIX JIEKAPCTBEHHbIX
cpeacTs?

7.3. Ha npeanpuatum onpeaeneHo v oTBETCTBEHHOoE | NyHKT 257. (8.1)

JINLO 33 pacCMOTPEHME NPETEH3UN U NpuHAaTUE | [paBma opraHMsaLmnm
peLLeHnn, UMeloLLLEE NPaBO NMpPUBJEKATb npou3BOACTBA
HeobxoAMMbIl nepcoHan?

7.4. | YNO/HOMOYEHHOE INLLO NOCTABAEHO /N B NyHKT 257. (8.1)
M3BECTHOCTb 060 Bcex paKTax NpeabsBaeHUs MpaBma opraHmMsaumnm
NpeTeH3nin, paccieoBaHUI U OT3bIBOB NpoOn3BOACTBA
npoaykummu?

7.5. |MNpousBogutenem yreepxaeHol v npoueaypsl OyHKT 258. (8.2)

Nno pacCMOTPEHUIO NPETEH3MI Ha NoTeHUManbHO | MpaBua opraHnsaymm
Hef00pPOKAYECTBEHHbIE IEKAPCTBEHHbIE NpPOM3BOACTBA
cpeacrtea?

7.6. |MpousBoguTeneM yTBep>KAeHbl M npoueaypbl | OyHKT 258. (8.2)

Nno NPUHATUIO pelleHns 06 oT3biBe MpaBun opraHn3saumnm
He06poKaYeCTBEHHOM NPOAYKLNN? Npou3BOACTBa

7.7. | OnpegeneH nv NopaaoK perncrpauum NYHKT 259. (8.3)
NpeTeH3MI NO Ka4ecTBy NPOAYKLMU C YKa3aHMeM | [paBua opraHmsaumm
MUCXOAHBIX AAHHbIX? NpOn3BOACTBA

7.8. | PelueHus u Mepbl, NPUHATBIE MO pe3yabTataM OYHKT 261. (8.5)

paccMoTpeHus 10601 NpeTeH3nn,
JOKYMEHTa/IbHO 3adMKCUPOBaHbI Jin?

MpaBun opraHnsauunm
NpOn3BOACTBA
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7.9. | PellueHnsa n mepsbl, NpUHATLIE NO pe3y/ibTaTaMm NYHKT 261. (8.5)
paccMOTpeHMs 1060 NPeTEH3UU, BKAOYEHbI in | [TpaBuA opraHu3auum
B COOTBETCTBYIOLLEE [IO0ChE HA CEPUID? npou3Bo/CTBa

7.10. |PerynapHo aHaAU3MpPYyOTCA U AOKYMEHTaNbHO NYHKT 262. (8.6)
odopMASAITCA N 3aNNUCU PAaCCMOTPEHNS MpaBun opraHM3auunm
NPETEH3UI C LEeNbo BbisSIBAEHMS cnelumdUyeckmx | NpomnsBoACTBa
M MOBTOPSAIOLLMXCS GaKTOPOB, KOTOPbIE TPeOYIOT
0Cco60ro BHUMaHUsl U MOTYT NPUBECTU K OT3bIBY
npoaykummu?

7.11. | OnpepeneH v nopaaok MHGOPMUPOBAHUS MYHKT 264. (8.8)
COOTBETCTBYHOLLEIO YNOJAHOMOYEHHOIO MpaBun opraHM3auunm
deaepanbHOro opraHa UCNOJIHUTENIbHOM BNacTU | NPOU3BOACTBA
B C/lydae, ecv NpeanpuHUMAloTCS AeNCTBUS,

ABNSAOLMECS CNEACTBUEM BO3SMOXKHbIX OLLMOOK B
NPOU3BO/CTBE, YXY/LIEHNS KaYecTBa NPOAYKLMM,
BbisiBNeHMs $anbCcUPULIMPOBAHHOM NPOAYKLIUM
WU ApYTUX CEPbE3HbIX NPO6IEM, CBA3AHHbIX C
KayecTBOM NpoayKumn?

7.12. | OcyLLecTBASIETCS M ONEPATUBHbIN OT3bIB OYyHKT 267. (8.11)
npoayKunmn? MpaBun opraHM3auunm

Npou3BOACTBa

7.13. |3anucu no oTrpysKe cogepKart n uHbopMaumio | NyHKT 269. (8.13)

06 opraHmMsaLusx oNTOBOM TOProBan MpaBna opraHMsaLmnm
NleKapCTBEHHbBIMU CPEeACTBaAMU U NMPAMBIX Npon3BOACTBA
3aKasumkax (agpeca, HoMmepa TenedpoHOB U (Mn)

¢dakcoB B paboyee 1 B Hepaboyee Bpems,

HoMepa cepuit U 06beMbI MOCTAaBOK?

7.14. |BblgeneHa 11 U30AMPOBAHHAA 30Ha 414 OYyHKT 270. (8.14)
XpaHEeHUs 0TO3BaHHOM MPOMapPKUPOBaHHOM MNpaBun opraHM3aLum
NpPOAYKLUMN A0 NPUHATUSA PELLEHUS O ee Npon3BOACTBA
JaNIbHENLLEM UCNOIb30BaHUM UK
YHUYTOXKEHUN?

7.15. | OKOHYATENbHbIN OTYET COAEPXKUT N nyHKT 271. (8.15)
MaTepuasibHbIN 6anaHc MeXay KONMYEeCTBOM MNpaBun opraHM3aLum
NoCTaB/IEHHOM U BO3BpaLLleHHOM npou3Bo/CTBa
Hef0O6pPOKaYeCTBEHHOM NPOAYKLUUN?

7.16. | JokyMeHTa/ibHO 0POPMISIETCS /M OTHET MO NYHKT 272. (8.16)
aHann3sy 3G PeKTUBHOCTU MEPONPUATUI MO MpaBun opraHn3saLmnm
OT3bIBY NPOAYKUUMN? Npou3Bo/ACTBa

8. MpeTeH3nn 1 OT3bIB NPOAYKLIUMK
®denepanbHbIn 3aKOH oT 27 aekabps 2002 r. N 184-d3 "O TexHMYecKoM peryimpoBaHun'
(CobpaHue 3akoHogaTenbcTBa Poccuiickoin degepaumm, 2002, N 52, c1. 5140; 2017, N 31,
CT. 4765) (panee - PepepanbHbiit 3aKkoH N 184-03)

8.1. |WHdpopMaLma 0 HECOOTBETCTBMM BbINyLUEHHOM B | CTaTbs 37

o6palleHMe NPoAYyKLMM TPEGOBAHMAM
HOPMaTUMBHOMN [OKYMEHTaLMM HanpaBAseTcs in
B OpraH rocyapCcTBeHHOro KOHTposisi (Hag3opa) B
COOTBETCTBUM C €I0 KOMMETEHLMEN B TEYEHUE
[lecsiTU IHe C MOMEHTa MOoJly4YeHUs YKa3aHHOM

®epepanbLHOro 3akoHa
N 184-®3
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MHbopmMaumn?

8.2. |lMpoBoaunTcsa i NpoBepKa AOCTOBEPHOCTHU Cratbsa 38
MHPOpPMaLMM O HECOOTBETCTBUM NPOAYKLMU denepanbHOro 3aKoHa
TpeboBaHMAM HOPMATMBHOM JOKYMEHTALMN B N 184-®3
TeyeHue AecaTn AHEeN C MOMEHTa NoayyYeHus
MHbopmaumn?
8.3. |lpwu noaTBeEp)KAEHMN AOCTOBEPHOCTU Cratba 38
MHPOpPMaLMM O HECOOTBETCTBUM NPOAYKLMU denepanbHOro 3aKoHa
TpeboBaHUAM HOPMATUBHOM JIOKYMEHTALUMU B N 184-03
TeYeHue fecsaTn aHen pa3pabaTbiBaeTcs an
nporpamMma MeponpuaTUiA Mo NPeAOTBPALLEHMIO
NpUYMHEHUS Bpeda 1 COrnacyeTcsl C OpraHom
rocygapcTBeHHOro KoHTposisa (Hag3opa) B
COOTBETCTBUM C €70 KOMMETEHLMEN?
8.4. | B cnyvyae HEBO3MOXKHOCTU YCTPAHEHMUS YIPO3bl Cratba 38
NpUYMHEHUs Bpeda NpousBoauTesieM denepanbHOro 3aKoHa
NIeKapCTBEHHbIX CPEeACTB NPUHMMaETCSA Jin N 184-03
pelueHMe 0 NPMOCTAHOBKE NPOU3BOACTBA U
peanusaumnm NpoayKLUMM U OT3bIBE NPOAYKLMN?
9. YHUYTOXKEHNE Hen06pOKayYeCTBEHHbIX JIEKAPCTBEHHbIX cPeacTB, $panbCcUULMPOBAHHBIX
NIeKapCTBEHHbBIX CPEeACTB U KOHTpadaKTHbIX JIEKaPCTBEHHbIX CPeACTB
MNpaBunaa YHUYTOXKEHMSA Hef0OpPOKaYECTBEHHbIX NleKapCTBEHHbIX CcpejcTs,
danbCUPUUMPOBAHHBLIX NEKAPCTBEHHbIX CPEACTB M KOHTPadaKTHbIX NEKAPCTBEHHbIX
CpeacTB, YTBEPXKAEHHble NocTaHoBAeHWeM [MpaButenbctea Poccuinckon depepauymm ot 3
OKT6ps 2010 1. N 674 (CobpaHue 3akoHomaTenbcTBa Poccuiickon ®enepaunm, 2010, N 37,
CT. 4689; 2016, N 4, cT1. 535) (panee - MpaBMna YHUUTOXKEHMUS IEKAPCTBEHHbIX CPeACTB)
9.1. |WmeeTcsa nim ooroBop ¢ opraHusaumen no céopy, |nyHKT 8 Mpasun
MCMOJ/1Ib30BaHMI0, 06e3BPEXMBAHMUIO, YHUUTOXKEHMSA
TPaHCNOPTUPOBKE U pa3MeLleHUto oTxodoB | - IV | nekapCcTBEHHbIX
KJlacca OMacHOCTU Ha YHUYTOXKEHUE cpeacTs
HeJ0OpPOKaYeCTBEHHbIX JIEKAPCTBEHHbIX CPEACTB,
danbcnPMUMPOBAHHbIX SIEKAPCTBEHHbIX CPEACTB
M KOHTpadaKTHbIX JIEKapCTBEHHbIX CpeacTB?
9.2. | B aktax 06 YHUUTOXXEHMWN NEKAPCTBEHHbIX nyHKT 11 MpaBun
CPe/CTB, YKa3bIBAETCA JIN AATa YHUUTOXKEHUS YHUUTOXKEHMSA
JNIeKapCTBEHHbIX CpeacTB? JNIeKapCTBEHHbIX
cpeacTs
9.3. | B aKrax 06 YHMUTOXXEHMWN NEKAaPCTBEHHbIX AyHKT 11 MNpasun
CPeACTB, YKA3bIBAETCA JIN MECTO YHUUTOXKEHUS YHUUTOXKEHMSA
JIeKapCTBEHHbIX CpeacTB? JIEKapCTBEHHbIX
cpeacTs
9.4. |B aktax 06 YHUUTOXXEHMUWN NEKAaPCTBEHHbIX nyHKT 11 Mpasun
CpejCTB, YKa3blBaOTCA M GaMUAUS, M4, YHUUTOXKEHMUSA
OTYECTBO UL, MPUHMMABLLMX YHacTMe B JNIeKapCTBEHHbIX
YHUUTOXXEHMWN NEKAPCTBEHHbIX CPEACTB, UX MECTO | CpeAcTB
paboTbl U JOMKHOCTL?
9.5. B akTax 06 YHMUTOXXEHMWN IEKAPCTBEHHbIX nyHKT 11 MNpasun

cpencTts, YKasbiBa€TCAa /in obocHoBaHWe
YHUYTOXEHUA NIEKAPCTBEHHbIX CpeACTB?

YHUYTOXKEHUA
JNNIEKAPCTBEHHbIX
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cpencTs

9.6. |B akTax 06 YHUYTOXEHUU NEKAPCTBEHHbIX nyHKT 11 Mpasun
CpeacTB, YKa3bIBaAlOTCA /N CBefleHMs 06 YHUYTOXEHUSA
YHUYTOXEHHbIX IeKAapPCTBEHHbIX CpeacTBax JIeKapCTBEHHbIX
(HanmeHoBaHWe, nekapcTBeHHas dopMa, cpencTs
[I03MPOBKa, eAUHULIbI U3MEPEHUS, CeEpUS) U UX
KOMIMYECTBE, O Tape UK YNaKOBKe?

9.7. | B aktax 06 YHUUTOXXEHMUWN NEKAPCTBEHHbIX nyHKT 11 Mpasun
CpeacTB, YKasbiBaeTca M HAMMEHOBaHUe YHUUTOXEHUS
NPOU3BOANTENS NEKAPCTBEHHbIX CPeACTB? JNleKapCTBEHHbIX

cpencTs

9.8. | B aKkTax 06 YHUYTOXXEHMM NEKAPCTBEHHbIX nyHKT 11 Mpasun
CpeacTB, YKasbIBalOTCA 1M CBEAEHUS O YHUUTOXEHUS
BJlaJeNblie NEKAPCTBEHHbIX CPEACTB? NIeKapCTBEHHbIX

cpencTs

9.9. | B aKktax 06 YHUUTOXXEHMWN NEKAPCTBEHHbIX nyHkT 11 Mpasun
CPeJCTB, YKa3bIBAETCH JIN CMIOCOO YHUUTOXKEHMS | YHUHTOXKEHMS
NleKapCTBEHHbIX CpeacTB? JIeKapCTBEHHbIX

cpencTs

9.10. | AKTbl 06 YHUYTOXKEHUU NIEKAPCTBEHHbBIX CPEeACTB | NYHKT 12 MpaBun
COCTaBAAOTCA /IN B A€Hb YHNYTOXEHNS YHUYTOXEHUS
He406pPOKAaYECTBEHHbIX JIEKAPCTBEHHbIX CPEACTB | NEKAPCTBEHHbIX
1 (nnn) danbcndULMpPOBaHHbIX IEKAPCTBEHHbIX | CPEACTB
cpeacTs?

9.11. | AKT 06 YHUYTOXKEHUM IEKAPCTBEHHbIX CPEACTB nyHKT 13 Mpasun
WU ero Konus B TedeHne 5 paboumx aHem co YHUYTOXEHUS
[OHS ero coCTaBJIeHUa HaNpPaBAsAETCA /in JNIeKapCTBEHHbIX
BIa4eNbLLeM YHUUTOXKEHHbIX JIEKAPCTBEHHbIX cpencTs
CpeacTB B YNOJIHOMOYEHHbIN opraH?

10. XpaHeHne neKkapCTBEHHbIX CpeacTs
MpaBuaa opraHMsauuMm MNPOM3BOACTBA M KOHTPOAS KaveCTBa JIEKAPCTBEHHbIX CpPeacTs,
YTBEPXKAEHHbIE MPUKA3oM MUHUCTEPCTBA MPOMBbILWIEHHOCTM UM TOProBan Poccuickoi
®epepaumn oT 14 noHs 2013 r. N 916 (3apeructpupoBaHo B MuUHUCTEPCTBE HOCTULMM
Poccuiickont Pepepaumm 10 ceHTabpsa 2013 r., peructpaumoHHbit N 29938) (panee -
MpaBuaa opraHM3aLmm NPon3BoaCTBa)

10.1. | ®apMaLeBTUYECKast CUCTEMA KauecTBa, nyHKT 9. (1.4) p) (xvi)
npegHasHayeHHasa oasa NnpousBoACTBa MpaBun opraHn3saumnm
JIeKapCTBEHHbIX CPEACTB, FapaHTUPYET 1N, YTO npou3BOACTBA
npeanpuHATbIe Mepbl 06ecnevymBaloT KauecTBo
JIeKapCTBEHHbIX CPEACTB B TEYEHME BCEro CPOKa
roOAHOCTU MPU UX XPaHEHUN N NOC/IeAyOLLEM
obpaleHumn?

10.2. | PykoBoamtenssmMu npoun3BoAcCTBa U OYHKT 32. (2.7) MpasBun
noAapasaeneHns KOHTPOoIA KavyecTea opraHusauum
onpeaeneHbl N YCN0BUSA XpaHEHUS UCXOAHOIO npou3BOACTBA
Cbipba?

10.3. | PykoBoamutensamm npomsBoacTea u nOyHKT 32. (2.7) MpasBun

noapasgenieHna KOHTPO/1A Ka4yecCcTBa OpraHmn3sauummun
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onpeaesieHbl N YCA0BUSA XpaHEHUS NPOAYKUMN? | NPOM3BOACTBA

10.4. | PykoBoamutensimMm npoun3BoACTBa U nyHKT 32. (2.7) MpaBun
noapasaeneHns KOHTPOAs KayecTBa NMPOBOAUTCA | OpraHM3aLmnm
JIN MOHUTOPUHT YCJIOBUIM XPaHEHUS UCXOAHOIO NpOU3BOACTBA
CbIpba?

10.5. | PykoBogutensimMu npomnsBoacTBa u NyHKT 32. (2.7) MpaBun
noAapasfaeneHns KOHTPOAs KayecTBa NPOBOAUTCA | OpraHM3aLum
JIN MOHUTOPWUHT YCJIOBUI XpaHEHUs NPOoAYKUMK? | NPOU3BOACTBA

10.6. |OcBelleHME COOTBETCTBYET JIN Ha3HAYEHUIO NYHKT 49. (3.3) MpaBun
nomMewyeHuns? opraHmsauumu

Npon3BOACTBA

10.7. | TemnepaTtypa COOTBETCTBYET /M HA3HAYEHUIO NYHKT 49. (3.3) MpaBun

noMeLLeHuns? opraHmsauum
NpOn3BOACTBA

10.8. |BnaXHOCTb COOTBETCTBYET /I HA3HAYEHUIO NYHKT 49. (3.3) MpaBun

nomMeLleHuns? opraHmsauum
NpPOM3BOACTBA

10.9. | BeHTMNAUMA COOTBETCTBYET JIN HA3HAYEHUIO NyHKT 49. (3.3) MNpaBun

nomMewyeHuns? opraHmsauumu
NpPOM3BOACTBA

10.10. |OcBelleHMe He OKasbIBaeT AN HebnaronpuaTHoro | nyHKT 49. (3.3) MNpaBun
BO3/JENCTBUSA HA IEKAPCTBEHHbIE CPeICTBA BO opraHmMsauumu
BpeMs UX MPOU3BOACTBA U XpaHEHMUA? NpOn3BOACTBA

10.11. | TemnepaTtypa He OKa3blBaeT N NyHKT 49. (3.3) MNMpasunn
Heb61aronpuATHOro BO3AEMNCTBMSA Ha opraHmsauumu
JIeKapCTBEHHbIE CpeACcTBa BO BpeMs UX NpOM3BOACTBA
NPOU3BO/CTBA U XpaHEHUA?

10.12. |BnaXHOCTb He OKa3bIBaeT M HebnaronpustTHoro | NyHKT 49. (3.3) Mpasun
BO34€ENCTBUSA Ha IeKapCTBEHHble CpeAcTBa BO opraHmsauumu
BPeMS MX NPOM3BOACTBA U XpaHEHUS? NPOM3BOACTBA

10.13. | BeHTUNALMSA He OKa3bIBaET /i NyHKT 49. (3.3) MNpaeun
He61aronpuATHOro BO3AEMCTBMS Ha opraHmsauumu
JNleKapCTBEHHbIE CpeACcTBa BO BpeMs UX Npon3BOACTBA
NPOU3BOACTBA U XpaHeHUA?

10.14. | OcBelleHUe He OKa3bIBaEeT /I HebnaronpuaTHoro | nyHKT 49. (3.3) Mpasun
BO34ENCTBUSA HAa GYHKLMOHMUPOBaHME opraHmMsauumu
obopyaoBaHua? NpOM3BOACTBA

10.15. | Temnepatypa He OKa3bIBaeT N NYHKT 49. (3.3) MpaBun
HebnaronpusiTHOro Bo3AenCcTBUS Ha opraHusauumu
dYHKUMOHMPOBaHNE 060pya0oBaHNA? NMpou3BO/CTBA

10.16. | BnaxHOCTb He OKa3blBaEeT /i HebnaronpuaTHoro | NyHKT 49. (3.3) Mpaeun
BO34€eNCTBUSA Ha QYHKLMOHMPOBaHUE opraHmsauum
obopynoBaHua? Npon3BOACTBA

10.17. | BeHTUAAUMSA He OKa3bIBaET /i NYHKT 49. (3.3) MpaBun
HebnaronpusaTHOro BO3AeNCTBUS Ha opraHmMsauumu
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dYHKUMOHMPOBaHMe 060pyaoBaHUA? NpOn3BOACTBA

10.18. |MnaHMpPOBOYHbIE PELIEHMS MPOU3BOACTBEHHbLIX | NYHKT 55. (3.8) MpaBun
30H M BHYTPUIMPOU3BOACTBEHHbIX 30H XPaHEHUS | OpraHn3aLum
obecneynBatoT M NocnegoBaTesibHOE U NpOU3BOACTBA
JIOTMYHOE pasMellleHMe 060pyaoBaHUSA U
MaTepunaioB, CBOASLLEE K MUHUMYMY PUCK
nepenyTbiBaHUS Pa3/IMYHbIX JIEKAPCTBEHHbIX
CpPeACTB UM NX KOMINOHEHTOB?

10.19. |MnaHMpPOBOYHbIE pELLEHMS MPOM3BOACTBEHHbIX | OYHKT 55. (3.8) MpaBun
30H M BHYTPUMPOU3BOACTBEHHbIX 30H XPAaHEHUS | OpraHn3aLum
obecneynBaloT 1M OTCYTCTBUE NEPEKPECTHOMN Npon3BOACTBA
KOHTaMUHauumn?

10.20. |Cknanckue 30HblI UMEKOT I BMECTUMOCTb A5 NYHKT 65. (3.18)
YyNopsA0YEHHOrO XpaHEHUS! UCXOAHOTO Cbipbs M | NpaBUA opraHM3auum
YNaKOBOYHbIX MaTepnaioB? NpPou3BOACTBA

10.21. |Cknaackue 30Hbl UMELOT JI BMECTUMOCTb 414 NYHKT 65. (3.18)
ynopsgo4YeHHOro XpaHeHMS MPOMEXYTOYHOM 1 | [paBma opraHmMsaumnm
HepacdacoBaHHOM NPoOAYKUUM? NPou3BOACTBA

10.22. | Cknagckue 30Hbl UMEKT I BMECTUMOCTb ANs NYHKT 65. (3.18)
ynopsa04eHHOro XxpaHeH s NPoayKLUmu, MpaBna opraHmMsaumnm
HaxoAsALEeNCS B KApaHTUHE? NpPOM3BOACTBA

10.23. | Cknagckue 30Hbl UMEKOT I BMECTUMOCTb AN NYHKT 65. (3.18)
ynopsA0YEeHHOro XpaHeHUs TOTOBOM NpoayKuuK, | MpaeBua opraHm3sauum
pa3peLleHHOoM ans Bblnycka? NpPOM3BOACTBA

10.24. |Cknaackme 30Hbl UMELOT JI BMECTUMOCTb 414 NYHKT 65. (3.18)
ynopsA0YeHHOro XpaHEHNS OTKJIOHEHHOM, MpaBun opraHM3auum
BO3BpaLLLEHHOM WU/IM OTO3BaHHOM NPOoAYKUUN? Npon3BOACTBA

10.25. | OcyluecTBASETCS JIN HEMPEPIBHbIA MOHUTOPUHT | OYHKT 66. (3.19)
YCJIOBUI XpaHEHUS? MpaBma opraHmMsaumnm

NpOn3BOACTBA

10.26. | Ob6ecneyeHa nn 3alMTa UCXOAHOTO Cbipbs, NYHKT 67. (3.20)
YNAKOBOYHbIX MaTePUaAIoB U NPOAYKLUKN OT MpaBma opraHmMsaumnm
BO3€eMCTBUSA NOroAHbIX YC/IOBUI B MeCTax NpPOM3BOACTBA
npuemMKn?

10.27. | O6ecneyeHa n 3aLMTa UCXOLHOTO CbIpbS, NyHKT 67. (3.20)
YNAKOBOYHbIX MaTePUAIOB M NPOAYKLUUN OT MpaBna opraHmMsaLmnm
BO34€eNCTBUSA NOroAHbIX YC/IOBUI B MeCTax NpPou3BOACTBA
OTrpy3Kn?

10.28. | BbigeneHo M MeCTO B 30HE NPUEMKMK ANS NYHKT 67. (3.20)
OUYUCTKM Tapbl C MOCTYNAOLWMMU UCXOOHBIM MpaBun opraHM3auum
CbIpbEM M YMaKOBOYHbIMU MaTepMasiaMu nepen, | Npou3BoACTBa
CKNaaupoBaHUeM?

10.29. | PaspaboTtaHbl M KPUTEPUM JOMYCKa NepcoHana, |nyHKT 68. (3.21)
MMELWEro NOJHOMOUMKS, B OTAE/IbHbIE 30HbI MpaBna opraHMsaumnm
XpaHeHUs NpoAyKUnn? NpPOM3BOACTBA

10.30. |MnaHMpoBKa 30HbI OT6OPa NPob NCXOAHOro NYHKT 69. (3.22)
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CbIpbA, YaKOBOYHbIX MaTEPUANOB UCKJIHOYAET JIU
BO3MOXHOCTb KOHTaMUHaLMK UAn
nepeKpecTHoOM KOHTaMUHaLMK NpoayKLMK?

MpaBuA opraHnsaLum
Nnpou3BOo/ACTBa

10.31. | B cknaackux 3oHax npeaycMoTpeHbl in nyHKT 70. (3.23)
M30/IMPOBAHHbIE 30HbI A5 XpaHEHMUSA MpaBma opraHmMsaumnm
3abpaKoBaHHbIX, OTO3BaHHbIX UJIM NpOn3BOACTBA
BO3BpAaLLEHHbIX MCXOAHOIO Cblpbsl, YTaKOBOYHbIX
MaTepuanoB UM NPoayKUnmn?

10.32. | Ob6ecneyeHo i 6e3onacHoOe XpaHeHUe NyHKT 71. (3.24)
BbICOKOAKTMBHbIX BELLECTB U JIEKAPCTBEHHbIX MpaBma opraHmMsaLmnm
CpeAcTB, B OTHOLEHWM KOTOPbIX HOPMATMBHbBIMUK | MPOM3BOACTBA
npaBoBbIMU aKTaMu Poccuiickon Oepepaumm
YCTaHOB/EHbI CNeLManbHble YCIOBUS XPAaHEHMUA?

10.33. | Ob6ecneyeHo i 6e3onacHoe U HageXXHoe NYHKT 72. (3.25)
XpaHeHMe nNeYvaTHbIX YNaKoBOYHbIX MaTepmanos B | [paBua opraHmMsauum
M30/IMPOBAHHbIX YC/IOBUSIX? NpPOM3BOACTBA

10.34. |lpeaycMOTPEHO NN KapaHTMHHOE XpaHeHue nyHKT 140. (5.5)
NOCTYNaKLWEro UCXOAHOIO CbIpbs, YNAaKOBO4YHbIX | [paBua opraHusaumm
MaTepuanoB? Npon3BOACTBA

10.35. |lMpeaycMOTpeEHO NN KapaHTMHHOE XpaHeHue nyHKT 140. (5.5)
Npon3BeeHHON FOTOBOM NMpPOoAyKLUUN? MpaBun opraHusaLum

NpOn3BOACTBA

10.36. | NcxopHoe cbipbe, YNakoBOYHbIE MaTepuarbl nyHKT 140. (5.5)
COAepKaTcs Jin B NOMELEHMN KapaHTUHHOIO MpaBma opraHmMsaLmnm
XpaHeHUs A0 NoJly4eHUs paspeLleHms Ha NpPOM3BOACTBA
MCNO/Ib30BaHUE UCXOAHOIO Cbipbs?

10.37. |lMpomnsBeneHHas rotoBas NpoayKLums nyHKT 140. (5.5)
COAEPXKUTCA /M B MOMELLEHUM KapaHTUHHOIO MpaBun opraHu3saumnm
XpaHeHWs A0 NOJyYEHUS pa3peLLeHNs Ha BbIMyCK | MPOM3BOACTBA
roToBOM NPOAYKLNK?

10.38. | VicxogHoe cbipbe, YNaKOBOYHbIE MaTepUabl U nyHKT 142. (5.7)
NPOAYKLMS XpaHATCA /i1 B MOPsAKe, MpaBna opraHMsaumnm
obecneynBaloLLEM pasaesieHne Mo cepusam? NpOn3BOACTBA

10.39. | icxoaHoe cbipbe, YNaKOBOYHbIE MaTepuaibl 1 nyHKT 142. (5.7)
NPOAYKLMS XPAHATCS M B COOTBETCTBUM C MpaBma opraHmMsaumnm
YCNOBUSIMU, YTBEPXKAEHHBIMU NPU NpOM3BOACTBA
rocygapcTBEHHOM perncrpaummn JeKapCTBEHHOMO
cpencrea?

10.40. | Bce UcxofHOE Chbipbe, YNaKoBOYHbIE MaTepuasbl | OYHKT 142, (5.7)
M NPOAYKLMS XPAHATCS /M B MOPsIAKe, MpaBma opraHmMsaumnm
obecneynBatoWeM YCTaHOBJIEHHYHO NpPOM3BOACTBA
NpoOn3BOAUTENEM OYEPELHOCTb UCMOJIb30BaHMSA
CKNaJiCKMX 3anacoB?

10.41. | 9TUKETKU, NPUKPENEHHbIE K KOHTEMHEPAM, nyHKT 148. (5.13)

060pYyA0BaHMIO UAN MOMELLEHUSAM, YETKUE,
OfiHO3Ha4Hble, YCTAaHOBNIEHHOM NPOU3BOAUTENEM
dopmbI?

MpaBuA opraHmnsaLum
Npou3BOACTBA
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10.42. |lMpownsBoautenemM yTBepXaeHbl 1 npoLeaypbl NYHKT 127. (4.24)
Nno BHYTPU3aBOACKON MapKUPOBKE, KapaHTUHY U | [paBua opraHmsaumm
XPaHEHWUIO UCXOAHOIO Chipbs, YMaKOBOYHbIX U NpOn3BOACTBA
Apyrux Matepuanos?
10.43. | OTUKETKM COAEPIKAT I HEOOXOANMYIO NYyHKT 164. (5.29)
MHPOpPMaLMIO B 3aBUCMMOCTU OT CUCTEMbI ydeTa | [paBui opraHmsaumm
M XpaHeHnsa? Npou3BOACTBA
10.44. |Mocne BblgayYM paspeLleHns Ha BbiNycK rotoBas | nyHKT 196. (5.60)
NPOAYKLMSA XPAHUTCS N KaK NpurogHas gas MpaBna opraHmMsaLmnm
peannsaunmn B YC/IOBUSX, YCTAHOBIEHHbIX NpPOM3BOACTBA
npounsBoAnTENEM?
10.45. | OTK/NIOHEHHbIE MaTepuasbl U NPOAYKUUS UMetoT | OyHKT 197. (5.61)
JIV YETKYHO MapKMPOBKY? MpaBun opraHn3saLmnm
NpPOM3BOACTBA
10.46. | OTK/IOHEHHbIE MaTepUabl XPaHATCA N NyHKT 197. (5.61)
pa3faesibHO B 30HaX C OrpaHUYeHHbIM goctyrnom? | [MpaBun opraHusauum
NpOn3BOACTBA
10.47. | OTKNOHEHHas NPOAYKLMA XPAHUTCS /N nyHKT 197. (5.61)
pa3fenibHO B 30HAX C OrpaHUYeHHbIM AocTynoM? | [paBua opraHM3auum
NpOM3BOACTBA
10.48. | OTO3BaHHas NPOAYKLUMS NPOMapKnpoBaHa an? | OyHKT 270. (8.14)
MpaBun opraHnsauum
NpPOM3BOACTBA
10.49. | OTO3BaHHas NPOAYKLUMS XpaHUTCS M OTAENIbHO B | OYHKT 270. (8.14)
6e3onacHom 30He? MpaBna opraHMsaumnm
NpOM3BOACTBA
11. XpaHeHne neKapcTBEHHbIX NpenapaToB AAd MeauULMHCKOro NpuMeHeHus
MNpaBuaa Hagsexawen NPakTUKM XpaHEHUS U NMEPEBO3KU JIEKAPCTBEHHbIX NpenapaToB AN
MeANLMHCKOro NPMMEHEHUS, YTBEPXKAEHHbIE NpMKa3om MuHucTepcTBa
34paBooxpaHeHuns Poccuinckonn ®depepaumm ot 31 aerycta 2016 1. N 646H
(3apeructpupoBaH B MuHUCTepCcTBE tocTULMKN Poccuiickoin Depepaunmn 9 aHsaps 2017 r.,
peructpaumoHHbiii N 45112) (nanee - NpaBuna xpaHeHUs NeKapcTBEHHbIX CPeCTB)
11.1. | ViIMeroTCs N AOKYMEHTLI, pernaMeHTupytome NyHKT 3 NpaBun
NnopsAoK COBEpPLLUEHUS PaOOTHMKAMU JENCTBUIN | XpPaHEHUS
NpU OCYLLIECTBAEHUN XPaHeHMs 1 (1K) JNleKapCTBEHHbIX
nepeBO3Ke JIEKAPCTBEHHbIX NpenapaToB? cpeacTs
11.2. | iIMeroTCSa N AOKYMEHTbI, pernaMeHTupyowme NyHKT 3 Npasun
nopsA0K 06CAY>KMBAHUS U NMOBEPKMU XpaHeHus
M3MepuTeibHbIX NPUOOPOB 1 060PYA0BaAHMA? NleKapCTBEHHbIX
cpeacTs
11.3. | iIMeloTCS I OKYMEHTbI, pernaMeHTupyowme NyHKT 3 NMpaBun
BeAEeHUe 3anncem, oT4ETOB U UX XpaHEHUe? XpaHeHus
JNIeKapCTBEHHbIX
cpeacTs
11.4. | VMeroTCA N [OKYMEHTbI, pernaMmeHTupyowme nyHKT 3 MNpasun

NPUEMKY NIeKapCTBEHHbIX NpenapaTos?

XpaHEeHUA
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JIEKAPCTBEHHBIX
cpeacTs

11.5. | VMeroTCcs N AOKYMEHTLI, pernaMeHTupytoLme NyHKT 3 NpaBun

TPaHCMOPTUPOBKY SIEKAPCTBEHHbIX NpenapaToB? | XpaHeHus
JNIeKapCTBEHHbIX
cpeacTs

11.6. |VMeloTCa N AOKYMEHTbI, pernaMeHTUpyoLLmne NyHKT 3 Npasun
pa3MeLleHne eKapCTBEHHbIX NpenapaToB? XpaHeHus

NIeKapCTBEHHbIX
cpeacTs

11.7. |CucteMa KavecTBa rapaHTUpYeT Jin, 4To NYHKT 4 Npasun
nepeMelleHmne NeKapcTBEHHbIX NpenapaTos XpaHeHus
MeXy CyGbeKkTaMm 06paLlleHNst NEKAPCTBEHHbIX | 1EKAPCTBEHHbIX
npenapaTtos, B TOM YMC/e BHYTPU KOHKPETHOIO cpeacTs
cybbekTa 0bpalleHns IeKapCTBEHHbIX
npenapaTtoB, 06ecrne4ynBaeT XxpaHeHue 1
nepeBo3Ky ¢ cobaogeHmneM TpeboBaHMM
YCTAHOBJ/IEHHbIX 3aKOHO4,ATENILCTBOM
Poccuiickon Gepepaunmn?

11.8. | O6sA3aHHOCTM N OTBETCTBEHHOCTb PAaOOTHNKOB NYHKT 4 Npasun
cybbekTa obpalleHns IeKapCTBEHHbIX XpaHeHUs
npenapartos, B TOM YMC/le OTBETCTBEHHOIO NLA, | IEKAPCTBEHHbIX
3aKpenJieHbl N B AO/MKHOCTHbIX MHCTPYKUMAX? | CpeacTB

11.9. | OcywecTBaseTcs MM KOHTPOJIb 33 AeATeNbHOCTbIO | OYHKT 6 MNpaBun
Mo XpaHeHUo 1 (Mn) NepeBoO3Ke IEKAPCTBEHHbIX | XpaHEHUS
npenaparos, NepeaaHHON NPoOM3BOAMUTENEM JNIeKapCTBEHHbIX
JIEKapCTBEHHbIX MPenapaToB AN OpraHu3aumen |cpeacrs
OMTOBOW TOProB/AM EKAPCTBEHHbLIMMU
npenapatamMm as OCyLecTBAEHMS Apyron
(cTopoHHel) opraHusaumein?

11.10. | doroBop, MO KOTOPOMY OCYLLECTBIAETCA nyHKT 6 Mpasun
nepegava AesTe/IbHOCTU Ha ayTCOPCUHT, XpaHeHUs
3aKJIOYEH 1N C YKa3aHMEeM 06s3aHHOCTEN JNIeKapCTBEHHbIX
Ka)X[0M N3 CTOPOH, NopsaKa AeNCTBUIN U cpeacTs
OTBETCTBEHHOCTM CTOPOH?

11.11. | Lo 3akno4eHnsa JoroBopa ayTCoOpPCUHra nyHKT 6 Mpasun
NPOU3BOANTEND JIEKAPCTBEHHbIX NPENapaToB XpaHeHus
ybeamnca am B NPaBOCNOCOBHOCTU UCMIONHUTENS | NEKAPCTBEHHbIX
M €ero BO3MOXXHOCTM BbIMOJHUTL 0653aTeNnbCTBa | CpeacTB
Nno JOroBOpY ayTCOPCUHra?

11.12. |MoMeLLeHna oNa XpaHEHUs IEKAPCTBEHHbIX NyHKT 12 Mpasun
npenapatoB obecneynBaloT M 6e3onacHoe XpaHeHus!
pasgenbHoe XpaHeHUe 1 nepeMeLleHne JIeKapCTBEHHbIX
JIEKapCTBEHHbIX NpenapaToB? cpeacTs

11.13. | Ob6ecneymnBaeT AM NAOLWAAb MOMELLEHUN AyHKT 13 MNpasun

XpaHeHne NeKapCTBEHHbIX npenapaTOB?

XpaHeHus
JIEKAPCTBEHHBIX
cpeacTs
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11.14.

Mnowanb NOMeLLLEHUI COCTABASET I HE MeHee
150 KB. MeTpoB?

nyHKT 13 MNMpaBun
XpaHeHus
JNIeEKapCTBEHHbIX
cpeacTs

11.15. | UmetoTcs nn BblAeNIeHHbIE 30HA MPUEMKN U nyHKT 14 Mpasun

3KCNeANLMU IEKAPCTBEHHBIX NpenapaToB? XpaHeHus
NIeKapCTBEHHbIX
cpencTs

11.16. |meeTcs nu BblaeseHHas 30Ha OCHOBHOIO OYHKT 14 MNpasun
XpaHeHUsl IeKapCTBEHHbIX nNpenapaTos? XpaHeHus

NIeKapCTBEHHbIX
cpeacTts

11.17. | ImetoTCsa n BblAeNEeHHble 30Hbl XpaHeHUS NYHKT 14 MNpasun
JNIeKapCTBEHHbIX MpenapaToB, TPEBYOLLNX XpaHeHns
crneumanbHbIX YCA0BUN? JIeKapCTBEHHbIX

cpeacTts

11.18. | IMeeTcsa nn BblaeneHHas 30Ha KapaHTUHHOTO OYHKT 14 MNpasun
XpaHeHUsl NeKapCTBEHHbIX NpenapaToB? XpaHeHus

NIEKAapPCTBEHHbIX
cpencTs

11.19. | ImeeTcs nn BblaeNeHHas 30Ha XpaHEHUS NYHKT 14 MNpasun
BbISIBNEHHbIX panbCUPULMPOBAHHbIX, XpaHeHus
He,06pOKaYeCTBEHHbIX, KOHTPadaKTHbIX NIeKapCTBEHHbIX
JIEKapCTBEHHbIX NpenapaToB? cpencTs

11.20. |lMoMmeleHna 1 30HbI, NICNOJSIb3yeMble A4 NyHKT 17 Mpasun
XpaHeHMsl NeKapCTBEHHbIX NpenapaTtos, XpaHeHus
ocBelleHbl n? NIeKapCTBEHHbIX

cpeacTts

11.21. |Cuctema, 3aMeHsoWas pasaeneHme 30H nyHKT 18 MpaBun
XPaHEeHWs, B TOM 4YuMC/ie NOCPeacTBOM XpaHeHns
3/1IEKTPOHHOM 06PabOTKM AaHHbIX, 06ecneyYnBaeT | NeKapCTBEHHbIX
N TpebyeMblit ypoBeHb 6e30MacHOCTU U cpeacTs
Ba/MpgmpoBaHa?

11.22. | AADMUHUCTPATMBHO-ObITOBbIE MOMELLEHUS AyHKT 19 MNpasun
OTAEeNeHbl N OT 30H XPaHEHUS NEKAPCTBEHHbIX | XpaHEHUS
npenapaTtoB? JIeKapCTBEHHbIX

cpencTs

11.23. |B noMelLleHusax 1 (M11) 3oHax noaaep>kmsatotcs | nyHKT 21 Mpasun
N TeMnepaTypHble PEXXUMbl XPaHEHUS, XpaHeHus
COOTBETCTBYIOLME YCAOBUAM XPaAHEHUS, NIEKapPCTBEHHbIX
YKa3aHHbIM B JOKYMEHTAaLLMK, COCTaBASIOLLEN cpeacTs
perncTpaunoHHOe A0Cbe JIEKAPCTBEHHOIO
npenapara?

11.24. |B noMeleHusx 1 (M11) 3oHax nogaep>kmpaeTtca | OyHKT 21 Mpasun

JIM BNAXKHOCTb, COOTBETCTBYHOLLLAA YC/IOBUAM
XpaHEeHMs, YKa3aHHbIM B JJOKYMEHTALMMH,
COCTaB/IAOLLEN PEFMCTPALMOHHOE J0Che
JleKapCTBEHHOro npenapara’?

XpaHeHus
JIEKaPCTBEHHBbIX
cpeacTts
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11.25.

OcylecTBAsSETCS U AOKYMEHTA/IbHO YTBEPIKAEHA
1 Npoueaypa TeMnepaTypHOro KapTMpoBaHMA
Ansa obecrieyeHus TpebyeMbIxX YCJI0BUI
XPaHeHUs IeKapCTBEHHbIX NpenapaToB B
nomelleHusx (3oHax), UCnonb3yemMsbix Ans
XPaHeHWs! IeKapCTBEHHbIX NpenapaTos,
NPOU3BOANTENSIMU JIEKAPCTBEHHbBIX NMpenapaToB?

nyHKT 22 MNMpaBun
XpaHeHus
JNIeEKapCTBEHHbIX
cpeacTs

11.26. | O6opynoBaHMe A5l KOHTPOAA TeMNepaTypbl nyHKT 22 lMpasun
pasMellaeTcs I B NOMellleHUs (30Hax) B XpaHeHus
COOTBETCTBUM C pe3ysibTaTaMn TEMMNEPATYPHOro | IeKapCTBEHHbIX
KapTMpOBaHMS, Ha OCHOBaHUWN NPOBEAEHHOIO cpeacTs
aHa/IM3a 1 OLEHKM PUCKOB?

11.27. | TeMnepaTypHOe KapTUpoBaHWeE NoBTOpseTcsa In | NyHKT 22 MpaBun
B COOTBETCTBUU C pe3y/ibTaTaMM aHaIn3a PUCKOB | XpaHEHMSA
M NMPU U3MEHEHUSIX B KOHCTPYKLMKN NMOMELLEHMS | IeKapCTBEHHbIX
(30H) M 06opyaoBaHUA AN KOHTPONS cpeacTs
TeMnepaTypbl?

11.28. |Pe3ynbraThl TEMMNEPATYPHOIO KAPTUPOBAHMUS nyHKT 23 MNMpasun
PErncTpupyroTcs i B CNeLMasbHOM XypHane XpaHeHns
(kapTe) perncrpaumm Ha 6YMa)KHOM HOCUTENIE U | IEKAPCTBEHHbIX
(1K) B 3N1EKTPOHHOM BUAE eXeJHEBHO, B TOM cpeacTs
4yuce B BbIXOAHbIE U NPa3aHUYHbIE AHN?

11.29. | XXypHan (kapTa) peructpauum XpaHUTCs n B OYHKT 23 Mpasun
TeyeHue ABYX NieT? XpaHeHus

NleKapCTBEHHbIX
cpeacTs

11.30. | Pa3spaboTaH U yTBEPXAEH /I KOMIMNEKC MED, NyHKT 24 MNMpaBun
HanpaBAeHHbIX HA MUHUMM3ALMIO PUCKa XpaHeHUs
KOHTaMWHaLMN MaTEPUAJIOB AN NEKAPCTBEHHbLIX | IEKAPCTBEHHbIX
npenaparos, Npu ycJ0BMKU COBAOAEHMS 3alUUTbl | CpeacTB
OT BO3encTBUSA GaKTOPOB BHELUHEN cpefbl?

11.31. | IMetoTCs I BOKYMEHTUPOBAHHbIE Npoueaypbl | AYHKT 25 MpaBun
no y6opKe NoMeLLEeHUI (30H) Ans XpaHeHus XpaHeHus
JNIeKapCTBEHHbIX NpenapaToB? JNIEKapCTBEHHbIX

cpeacTs

11.32. | Otaenka nomMelleHnin (BHYTpeHHUE NOBEPXHOCTU | NYHKT 25 MpasBun
CTEH, MOTOJIKOB) ANl XpaHEHUS IEKAPCTBEHHBIX | XpaHEHUS
npenapaTtoB AOMyCKaeT /I BO3MOXHOCTb JNIeKapCTBEHHbIX
npoBeAeHUs BAaXHOM YOOPKN 1 UCKIOHAET cpeacTs
HaKomnJieHme nblaun?

11.33. | O6opynoBaHue, MHBEHTapPb U MaTepuaibl A OYHKT 25 MNpaBun
y60pKK (OUNCTKM), a TaKXKE MOIOLLIME U XpaHeHus
Ae3nHbnUmMpyolme cpeacTBa XpaHATcs Jin B NleKapCTBEHHbIX
OTAeNbHbIX 30HaX (WwKadax)? cpeacTs

11.34. |MNoMeLlleHna aNnsg XpaHEHUS IEKAPCTBEHHbIX NYHKT 26 MpaBun

npenapaTtosB 06ecneYnBaroT M 3aLmTy OT
NMPOHMKHOBEHMSA HAaCEKOMBIX, FPbI3YHOB WK
JPYrUX XXUBOTHbIX?

XpaHeHus
JIEKAPCTBEHHBIX
cpeacTs
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11.35. |lMpeaycmMoTpeHo nn pasgeneHne NnoToKoB NYHKT 28 MpaBun
nepeMeLLeHns NeKapCcTBEHHbIX NpenapaToB XpaHeHUs
MeXly NoMelLeHUsAMU 1 (Mn) 30HaMu ans JNIeEKapCTBEHHbIX
XpaHeHUs NeKapCTBEHHbIX NpenapaToB? cpeacTs

11.36. | Ctennaxu (wKkadbl) 418 XpaHeHUs nyHKT 29 MNpasun
JIeKapCTBEHHbIX MpenapaTtoB MPOMapKUPOBaHbl | XPaHEHUs
m? JIEKapCTBEHHbIX

cpeacTs

11.37. | ImetoTcs n CTeNNaXKHble KapThbl, NyHKT 29 Mpasun
obecneynBarolime NAEHTUPUKALMIO XpaHeHns
NleKapCTBEHHbIX NpenapaToB B COOTBETCTBMMU C NleKapCTBEHHbIX
NMPUMEHSAEMOMN CYOBEKTOM 00paLleHNS cpencTs
JIEKapCTBEHHbIX NpenapaToB CUCTEMOM yyeTa?

11.38. |MpuMeHseTCs M BMECTO CTENITAXKHbIX KapT NyHKT 29 Mpasun
3N1EeKTPOHHas cucTteMa 06paboTKM JaHHbIX C XpaHeHus
nAaeHTUbUKaLMen NeKapcTBEHHbIX NPenapaToB | 1eKapCTBEHHbIX
npv NOMoLM KOgo0B? cpeacTs

11.39. |MpeanpuHATLI M MEpPbI N30A5LUN nyHKT 30 Mpasun
JIeKapCTBEHHbIX MpenapaToB, BbIBEAEHHbIX U3 XpaHeHUs
obpalleHuns, KOTopble rapaHTUPYIOT UCK/KOYEHME | IEKAPCTBEHHbIX
MX nonagaHus B obpalieHue? cpeacTs

11.40. |JlekapcCTBEHHbIe npenaparthbl, nogsexaline nyHKT 31 MNMpasun
npeaMeTHO-KOIMYEeCTBEHHOMY Y4eTy, 3a XpaHeHus
UCK/IIOYEHNEM HAPKOTMYECKMX, MCUXOTPONHbIX, | IeKapCTBEHHbIX
CMNIbHOAEMNCTBYHOLWMX U SA0BUTbIX cpeacTs
JNIeKapCTBEHHbIX CPEeACTB, XPAHATCSA U B
MEeTa/INYECKNX NN AePEBAHHbIX LWKadaXx,
orneyvyatblBaeMbIX UM MJIOMBUPYEMBIX B KOHLLE
pabouero gHs?

11.41. | JlekapcTBeHHble npenapaThbl, coaepXaume nyHKT 32 Mpasun
HapKOTUYEeCKMNe CPeaCcTBa U NCUXOTPOMHbIE XpaHeHus
BELUECTBA, XPAHSATCS I B COOTBETCTBUU C JNIEKapCTBEHHbIX
3aKoHoaaTtenbcTBoM Poccuinckon Pepepaumm o | cpeacTs
HapPKOTUYECKNX CPeACTBAX U MCUXOTPOIHbIX
BelecTBax?

11.42. | XpaHeHWe neKapCTBEHHbIX Npenaparos, nyHKT 33 MNMpaBun
CoAEPKaLLMX CUSIbHOAENCTBYIOWME N AA0BUTbIE | XPaHEHUS
BELLUECTBA, HAXOAALWMXCS NOA KOHTPOJIEM B JNIeKapCTBEHHbIX
COOTBETCTBUM C MEXAYHAPOAHbIMM MPaBOBbIMU | CPEACTB
HOPMaMM, OCYLLLECTBJISIETCS JIM B MOMELLEHUSX,
060pya0BaHHbBIX MHXEHEPHbIMU U
TEXHMYECKMMM CpeaCcTBaMU OXPaHbl,
aHaNI0MMYHbLIMKN NPEAYCMOTPEHHBIM A5
XPaHEeHUs1 HAPKOTUYECKUX U NCUXOTPOIMHbIX
JIeKapCTBEHHbIX CpeacTB?

11.43. | O6ecneymBaeTcsl M OXpaHHasi cMcTeMa, nyHKT 35 Mpasun

Nno3BonALWas NPeaoTBpaLLaTh HeNpaBoMepHoe
NMPOHNKHOBEHME B 1t06ble NOMELLEHUSA (30HbI)
[L18 XpaHEHUA IEeKapCTBEHHbIX MpenapaTos?

XpaHeHus
JIEKaPCTBEHHbIX
cpeacTs
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11.44. | O6opyaoBaHMe, OKasblBalOLLEE BAMSHUE Ha NyHKT 36 Mpasun
XpaHeHue 1 (Mn) NnepeBo3Ky NeKapCTBEHHbIX XpaHeHUs
npenaparoB, CMPOEKTMPOBAHO, Pa3MELLEHO U JNIeEKapCTBEHHbIX
0obcny)KMBaeTCsa M COrnacHoO AOKYMEHTaUMmM o | cpeacTs
€ro Ucno/sib3oBaHuo (aKkcnayataumm)?

11.45. | O6opyaoBaHuMe, OTHOCSLLEECS K CpeaicCTBaM nyHKT 38 MpaBun
M3MEpPEHM, A0 BBOAA B IKCMIyaTaUMIO U MOCNE | XpaHEHMSA
PEMOHTA NOAJIEXUT JIN MEPBUYHOM MOBEPKE U JNIEKapCTBEHHbIX
(MnKn) KanMBpoBKe B COOTBETCTBUN C cpeacTs
TpeboBaHUAMM 3aKoHoAaTeNbCcTBa Poccuickom
depepaummn 06 obecneyeHmMn eanMHCTBA
n3MepeHnin?

11.46. | O6opynoBaHue, OTHOCSLLEECS K CpeacTBaM nyHKT 38 MpaBun
U3MEepEHMI, NOAEXNT NN B NMpoLecce XpaHeHus
3KCMAyaTaLum NeEpUOANYECKO NoBepKe U (MK) | NeKapcTBEHHbIX
Ka/IMGPOBKe B COOTBETCTBUM C TPeOOBaAHUAMMU cpeacTs
3aKoHogaTtenbcTBa Poccuiickon Gepepaumnm 06
obecneyeHUn egMHCTBA U3MEPEHNIN?

11.47. |Pa3paboTtaH 1 yTBEpPXAEH /i1 rpadUK PEMOHTA, nyHKT 39 Mpasun
TEXHNYECKOTro O6CY)KMBaHUSA, MOBEPKU U (MAKN) | XpaHeHUs
KannbpoBKKN 060pyaoBaHMA? NleKapCTBEHHbIX

cpeacTs

11.48. | PeMOHT, TeXHMYeCKoe 06CNYKMBaHME, NOBEPKa M | NYHKT 39 MpaBun
(unn) kKanmbpoeKa 060pYa0BaHMS HE OKa3bIBAOT | XpaHEeHUs
1N HEraTUBHOTO BO3ENCTBUS Ha KAa4eCTBO NleKapCTBEHHbIX
JIEKapCTBEHHbIX NpenapaToB? cpeacTs

11.49. | JlekapcTBeHHbIe NpenapaTbl pa3sMeLLeHbl IM Ha | NYHKT 48 MpaBun
CcTeNlaXkax uam nogaoHax? XpaHeHUs

JNIEKapCTBEHHbIX
cpeacTs

11.50. |He ponyckaetcs v pasmelleHue Noaa0HOB C NyHKT 48 Mpasun
JIeKapCTBEHHbIMM MpernapaTaMmn B HECKOJIbKO XpaHeHUs
psA0B Mo BbicoTe 6€3 UCMo/Ib30BaHMSA JNIeKapCTBEHHbIX
CcTeNlIaxen? cpeacTs

11.51. |JlekapcTBeHHble rnpenapaTtbl pa3MewarT sn B | NYHKT 49 MNpasun
nomMelleHnax u (Mam) 30HaX O XpaHEHUs | XpaHeHus
NleKapCTBEHHbIX MpenapaTtoB B COOTBETCTBUM C | NEKAPCTBEHHbIX
TpebOoBaHUAMN HOPMATUBHOM [AOKYMEHTauuu W |cpencts
(nnun) TpeboBaHMAMM, YKa3aHHBIMU HA YMaKOBKe
JIEKapCTBEHHOrO Mpenapara, ¢ y4eToM ¢GU3UKOo-

XUMUYECKUX CBOMCTB JIeKapCTBEHHbIX
npenapartos?
11.52. |JlekapcTBeHHble rMpenapaTbl pasMewaroT Am B |NyHKT 49 Mpasun

nomMelleHnax u (Mam) 30HaX O XpaHeHus
JIEKAPCTBEHHBIX MpPenapaTtoB B COOTBETCTBMM C
TpeboBaHMAMM HOPMATUBHOM JOKYMEHTAUMU W
(nnun) TpeboBaHMAMM, YKa3aHHBIMU HA YMaKOBKe
JIEKAPCTBEHHOIO nmpenapata, C  Y4eToM
dbapMaKoornyeckmx rpynn?

XpaHeHus
JIEKapCTBEHHbIX
cpeacTts
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11.53.

JlekapcTBeHHble npenapathl pasMeLwaT u B
NMoMeLleHnax U (Man) 30Hax [N XpaHeHus
JIeKapCTBEHHbIX MpenapatoB B COOTBETCTBMM C
TpeboBaHUSIMU HOPMAaTUBHOM AOKYMEHTaUUU U
(unun) TpeboBaHUAMM, YKa3aHHbIMU Ha YMaKoOBKe
JIeKapCTBEHHOrO Npenaparta, ¢ y4eToM crnocoba
BBEEHUSA JIeKapCTBEHHbIX NpenapaToB?

NyHKT 49 Mpasun
XpaHeHus
JNIeEKapCTBEHHbIX
cpeacTs

11.54. | XpaHeHue OrHeonacHbIX M B3pbIBOOMACHbIX nyHKT 51 Mpasun
JIEKapCTBEHHbIX MPEnapaToB OCYLLECTB/ISETCSA IM | XPAHEHUS
B[1aJI1 OT OFHSA U OTOMNUTE/IbHbIX MPUGOPOB? JNIeKapCTBEHHbIX
cpeacTs
11.55. | ickto4eHO M MeXxaHMYeCcKoe BO3JENCTBME Ha nyHKT 51 Mpasun
OrHeonacHble W B3PbIBOOMACHbIE JIEKAPCTBEHHbIE | XPaHEHUS
npenaparbl, B TOM YMCJI€ BO3AENCTBUE NPSMbIX | IeKApCTBEHHbIX
COJTHEYHbIX Jlydel 1 yaapbl? cpeacTs
11.56. |JlekapcTBeHHble Npenapartsbl, TpebdyoLmne NYHKT 52 MpaBun
3aLMTbl OT BO3JENCTBMS CBETA, XPAHATCA /N B XpaHeHus
NoMeLLEHUSX MU CReLManbHO 060PYAOBaHHbIX | 1EKAPCTBEHHbIX
30Hax, ob6ecneynBaloLLMX 3aLMTy OT NoMnajaHus | cpeacTs
Ha YKa3aHHble /IeKapCTBEHHbIE NMpenaparsl
NPAMBbIX CONHEYHbIX Jly4yein?
11.57. |Mpwu oTrpy3ke NeKapCTBEHHbIX NMpenapaTos NYHKT 54 Mpasun
OTNYCKAKTCA N B NEPBYIO O4epeb XpaHeHus
NleKapCTBEeHHbIe NpenapaTbl C MEHbLUMM CPOKOM | NEKAPCTBEHHbIX
rogHocTn? cpeacTs
11.58. |JlekapcTBeHHbIe Npenapatbl, NpeAHa3Ha4YeHHble | OYHKT 55 MpaBun
AN YHUYTOXKEHUS, MPOMapPKUPOBaHbI Jn? XpaHeHUs
NeKapCTBEHHbIX
cpeacTs
11.59. | JlekapcTBeHHble npenapaTtsbl, NpegHasHayeHHble | 0YHKT 55 MNpaBun
0N YHUUTOXKEHMS, U30AMPOBaHbI /N OT XpaHeHus
JIEKapCTBEHHbIX MpPenapaToB, AONYLEHHbIX K JNIEKapCTBEHHbIX
obpaleHuno? cpeacTs
12. lMepeBo3Ka IeKapCTBEHHbIX NpenapaToB A1 MeAULMHCKOro NpUMeHeHus
MpaBuaa Hagaexalen NPakTUKM XpaHEHNS U NepeBO3KM IEKAPCTBEHHbIX NMpenapaToB A
MeANLMHCKOro NpPMMEHEHUS, YTBEPXAEHHbIE NpMKasom MuHucTepcTBa
3[paBooxpaHeHnss Poccuickon Ddepepaumm ot 31 aerycta 2016 r. N 646H
(3apeructpupoBaH B MuUHUCTepCTBE tocTULMKN Poccuiickon depepaummn 9 ausaps 2017 r.,
permctpaumoHHbiit N 45112) (nanee - Npasuaa xpaHeHUs N€KapCTBEHHbIX CPEACTB)
12.1. |lNepeBo3Ka NeKapCTBEHHbIX NpenapaTos NyHKT 57 Mpasun
COMPOBOXAAETCA N JOKYMEHTaMU B XpaHeHus
COOTBETCTBUM C TpeboBaHNAMMU NleKapCTBEHHbIX
3aKoHopgaTenbcTBa Poccuickon ®epepaumm? cpeacTs
12.2. |HdopMaLms 0 nepeBO3Ke JIEKAPCTBEHHbIX OYHKT 58 Mpaswun
npenapaTtoB GUKCUPYETCA N TaKMM 06pa3oM, XpaHeHUs
4YTO6LI 06EeCneYnTb KOHTPOb UX NepeMeLLEeHNA? | IEKAPCTBEHHbIX
cpeacTs
12.3. |lMnaHUpoBaHWE NepeBO3KU NEKAPCTBEHHbIX OYHKT 60 MpaBun
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npenapaToB OCYLLECTBASAETCS I HA OCHOBaHUK
NpoBeAeHHOro aHan3a MU OLLEHKU BO3MOXKHbIX
puckoB?

XpaHEHUA
NNEKAPCTBEHHbIX
cpeacTts

12.4. |Pa3paboTaH U YTBEPXKAEH NN NMOPSA0K NyHKT 61 MpaBun
MHPOPMUMPOBAHMSA O BbISIBEHHbIX B NpoLecce XpaHeHus
nepeBO3KM JIEKAPCTBEHHOIO NMpenapaTa cay4vyasax | 1eKapcTBEHHbIX
HapyLeHNs TeMNepaTypHOro peXxxmmMa XxpaHeHus | cpeacTs
U (UnK) NoBpexXaeHNS YNakoBKK?

12.5. |[lo 3anpocy nosay4vartens NeKapCTBEHHbIX OYHKT 61 Mpasun
npenapaToB NpPeAoCTaBAATCA M CBEAEHUSA O XpaHeHns
cobnoaeHNM TEMNEPaTYPHOro peXkmma npu JNIeKapCTBEHHbIX
nepeBO3Ke JIEKAPCTBEHHbIX NpenapaToB? cpencTs

12.6. | [Ans nepeBO3KM NEKAPCTBEHHbIX NpenapaToB NYHKT 62 MpaBun
MCMNONb3YHTCS I TPAHCNOPTHbIE CPeACTBa U XpaHeHns
obopyaoBaHue, obecneumBatoLLme cobaogeHne | NeKapCTBEHHbIX
MX KayecTBa, 3PpPEeKTUBHOCTU N Be3onacHOCTU? | cpeacTs

12.7. |Mpu nepeBo3Ke TEPMOJIabUNBbHbBIX NYHKT 62 MpaBun
JIeKapCTBEHHbIX NpenapaToB UCNOJIb3yeTCa AU XpaHeHus
crneumanmsnpoBaHHoe 060pyaoBaHMe, JIeKapCTBEHHbIX
obecneunBatollee nogaep>KaHne TpedbyemMsbix cpencTs
TeMnepaTypHbIX PEXMMOB XpPaHEHUS
JNleKapCTBEHHbIX NpenapaToB?

12.8. |Xnago3aneMeHTbl B U30TEPMUYECKUX NYHKT 63 MpaBun
KOHTEeMHepax pa3MeLLaloTCs Jiv TaKuM 06pasoM, | XpaHeHus
YTOObI OTCYTCTBOBAJ MPAMOM KOHTAKT C JIeKapCTBEHHbIX
JNIeKapCTBEHHbIMM MpenapaTtaMmmn? cpencTs

12.9. |He ponyckaeTcsi AM NOBTOPHOE MCMO/b30BaHUS | NYHKT 63 MpaBun
HEeZI0CTaTOMHO OXJIAaXKAEHHbBIX U (1K) XpaHeHUs
NoBPEXAEHHbIX X/1a403/1EMEHTOB? JIeKapCTBEHHbIX

cpencTs

12.10. |lMpoBoanTcs nn NepBuYHas 1 NocnenyoLwas NYHKT 64 MpaBun
nocsie peMoHTa NoBepKa 060pyaoBaHMS, XpaHeHus
OTHOCSLLErocs K CpeacTBaM UsMepeHus, JIeKapCTBEHHbIX
YCTaHOBJ/IEHHOIO BHYTPU TPAHCMOPTHOIO cpencTs
CpeacTBa UK B KOHTEMHEpPE, UCMOIb3YEMOIO
0219 KOHTPOAS M NogaepXaHnsa TeMnepaTtypHoOro
pexnMa B NpoLiecce nepeBo3KM JIEKAPCTBEHHbIX
npenapaTtoB?

12.11. | MpoBoanTca nu nepuoamyeckas nosepka n (Mam) | nyHKT 64 MNpasun
KannbpoBKa 060py0BaHNS, OTHOCSALErOCS K XpaHeHns
CpeacTBaM U3MePEHUI, YCTAHOBJIEHHOTO BHYTPU | IeKapCTBEHHbIX
TPAHCMOPTHOIO CPeACTBa UK B KOHTEHEpe, cpencTs
MCMNONb3YEMOrO AN51 KOHTPO/IS U NOAAEPXKaHUS
TeMnepaTypHOro pexxmma B npouecce nepeBo3Ku
NleKapCTBEHHbIX NpenapaToB?

12.12. | JlekapcTBeHHble NpenapaTtbl OCTABASIOTCA N MO | OYHKT 65 MNpaBun

agpecy, yKkasaHHOMY B
TOBaPOCOMNPOBOAUTE/bHbIX AOKYMEHTaX?

XpaHeHus
JIEKapCTBEHHbIX
cpeacTs
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12.13.

TpaHcnopTHas Tapa, B KOTOPOI NepeBo3aTCs
JIeKapCTBEHHbIE NMpenapaTbl, HE OKa3bIBaeT Jin
OTPULLATE/ILHOTO BANSHUS Ha UX KaYecTBo,
3pPeKTUBHOCTbL M Be30MacHOCTbL?

NYHKT 68 Mpasun
XpaHeHUs
JIEKapCTBEHHbIX
cpencTs

12.14. | JlekapcCTBeHHble npenapaTbl NEepeBO3ATCA N B NYHKT 68 Mpasun
TPaHCMOPTHOM Tape, KoTopas obecneymBaeT XpaHeHust
HaJEeXXHY0 3aLLUTY OT BO3AeNCTBUSA GpaKToOpoB JIEKapCTBEHHbIX
BHELUHEeN cpeabl? cpeacTs

12.15. |BbI6Op TPaHCMOPTHOM Tapbl, YaKOBKMU OYHKT 69 MNpasun
OCHOBbIBAETCS /1N HA YCTAHOBJIEHHbIX XpaHeHust
TpeboBaHUAX K YCJI0BUSAM XPaHEHUS U NIeKapCTBEHHbIX
NnepeBO3KU JIEKAPCTBEHHbIX NpenapaToB? cpeacTs

12.16. |Bbi6Op TPaHCMOPTHOM Tapbl, YaKOBKMK OYHKT 69 MpaBun
OCHOBbIBAETCA /I HA 0ObEME, KOTOPbIN HYXEH XpaHeHus
AN pa3MeLLEHNS NEKAPCTBEHHbIX NPenapaToB? | N1eKAPCTBEHHbIX

cpeacTs

12.17. | Bbibop TpaHCMOPTHOM Tapbl, YNaKOBKU NYyHKT 69 MNpaBun
OCHOBbIBAETCA /1N HA KONEbaHMAX TeMMNePaTypbl | XpaHEHUs
OKpY»Katollei cpefpl? JNIeKapCTBEHHbIX

cpeacTs

12.18. | Bbibop TpaHCNOPTHOM Tapbl, YNAKOBKMU NYHKT 69 MpaBun
OCHOBbIBAETCS /I HA AINTENILHOCTU MEPEBO3KMU, | XPaHEHUS
BKJ/1H04asi BO3MOXHOE MPOMEXYTOYHOE XpaHEHME | IEKAPCTBEHHbIX
JIeKapCTBEHHbIX NMpenapaToB? cpeacTs

12.19. | TpaHcnopTHas Tapa C NeKapCTBEHHbIMU NyHKT 70 MNpasun
npenapatamMm B NpoLecce NpUeMKHU XpaHeHust
JNIeKapCTBEHHbIX NMpenapaToB nepej, NleKapCTBEHHbIX
nepeMeLLeHneM B MOMeLLLEeHUs 1 (Man) 30Hy cpeacTs
XPaHEeHWsl OYULLLAETCS JIN OT BU3YasIbHOIoO
3arpsA3HeHus?

12.20. |Ha TpaHCnopTHYIO Tapy, KoTopas He OYHKT 71 Mpasun

npeaHasHayeHa aJis noTpedbutenen n B KOTOpPYo
NnoMeLLEeHbI IEKAPCTBEHHbIE NpenaparThbl,
HaHoCATCSA:

XpaHeHus
JIeKapCTBEHHbIX
cpeacTts

HanMeHOBaHMe NEKAapPCTBEHHOIO npenapaTa?

nyHKT 71 Mpasun
XpaHeHus
JIeKapCTBEHHbIX
cpencTs

cepusa nekapcTBEHHOro npenapara’?

nyHKT 71 Mpasun
XpaHeHUs

JIEKAPCTBEHHbIX
cpeacTts

Jata Bbinycka?

nyHKT 71 Mpasun
XpaHeHus
JIeKapCTBEHHbIX
cpencTs
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KOJIMYECTBO BTOPUYHBIX (MOTPEebUTENBCKMX) NyHKT 71 MNpaBun

YMaKOBOK JIEKapCTBEHHOTO npenapara’? XpaHeHus
JIEKAPCTBEHHDBIX
cpeacTs

HaMMeHOBaHWe 1 MecToHaxoXaeHue (agpec) nyHKT 71 MNpasun

NMPOnU3BOAUTENIA NEKAPCTBEHHbIX npenapaTOB? XpaHEHUA
NIEKAPCTBEHHbIX
cpeacTts

CPOK FOIHOCTUN NIEKAPCTBEHHbIX NpenapaToB? nyHKT 71 Mpasun
XpaHeHus
NleKapCTBEHHbIX
cpeacTs

YC/I0BUS XpaHEHUs! JIEKAPCTBEHHbIX Npenapatos? | NyHKT 71 MpaBun
XpaHeHus
JIEKapCTBEHHbIX
cpepcTB

YC/I0BUS NEPEBO3KM IEKAPCTBEHHbIX NyHKT 71 MNpaBun
npenapatos? XpaHeHus
JIeKapCTBEHHbIX
cpeacTts

npeaynpeauTesibHble Haanucu? nyHKT 71 Mpasun
XpaHeHUs
JNIeKapCTBEHHbIX
cpeacTs

MaHUMYNATOPHbIE 3HAKN? NyHKT 71 Mpasun
XpaHeHus
JNIeKapCTBEHHbIX
cpeacTs

12.21 |He ponyckaeTtcs v ucnosib3oBaHue npmubopos, | nyHKT 88. (3.41)

KOTOpbIe HE COOTBETCTBYIOT KPUTEPUSAM MpaBun opraHnsaunm
KannMbpoBKn? Npon3BOACTBA

12.22 | B noMeLlleHns (30Hbl) A8 XpaHeHUs OYyHKT 27 MNpasun
JIEKaPCTBEHHbIX NMPEnapaToB He AOMYCKaTCA N | XpaHEHUS
2nua, He UMetoLLMe npaBa AoCTyna, JIeKapCTBEHHbIX
onpeaesieHHOro CTaH4apTHbIMU cpeacTs

onepaumoHHbIMM Npoueaypammn?

(pomkHOCTb M ®UNO0 JOMKHOCTHOrO nuua, 3ano/HUBLIETO
NMPOBEpPOYHbIA NMCT, nognuchb, pAaTta)

(ponxHocTb M ®NO0 [OMKHOCTHOrO nuua puaMYecKoro nuua, nNpucyTCTBOBAaBLErO
npu 3anofiHeHNUU MNPOBEPOYHOro AucTa, nognuck, pgaTta)
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