[1.A.BopobbeB

Mpe3ngeHT ObwectBa PapMaKOIKOHOMUYECKUX
nccneposaHui (RSPOR)

* 3amecTutenb npeaceaatena PopmynspHoro
KomuTeTa

[lpeacenatenb TexHUYeCKoro Komurterta 466
TOCCTAHOAPTA P® «MeanumuHCKME TeEXHONOTMU»

[lepcneKTuBbI OLLEHKU K
CTaHAQpPTU3aUUU MeaULUHCKUX
TexHonormm B Poccmum



[1na yero — AOKa3aTeNbCTBaA, OLEHKA?
 Cama no cebe meanLMHaA AOKA3aTe/IbCTB MePTBa

* JKOHOMMUYECcKne 060CHOBAHUA HYXKHbl AN Yero?
* Mano oueHUTb MeAUNLIMHCKYIO TEXHONOTUIO

e 1na BHeapeHuA (MM 0TKa3a) meanLMHCKOM
TEXHOJIOTUU HYXHbl CTaHAAPTbI — KaK U 415 Yero ee
BbIMOJIHATDL, 33 YTO, U B KAKOM pa3mepe naaTtuTb

CTaHﬂ,aprl — 3TO CUCTEéMa B3aMMOYBA3dHHDbIX

HOPMATUBHbDbIX OKYMEHTOB, COAepKaLux
KnaccmdpukaTopbl U NnpaBuUna



UcTopuyeckue 3tanbl (25 ner)

* [lepBbl NepeyeHb XU3HEHHO HEODOXOAMMbIX NEeKapCTB
B Poccumn co3pasasnca B 1992 r.

— He 6b1210 HUKaKNX NpPaBuUI U NOHUMAHWUA — A1 YEro OH
HY»KeH

— OcHOBHas naea — COXPaHEHMEe OTeYEeCTBEHHOM
dapmMnpoMbILLNEHHOCTHU

* Btopou nepeyeHb —93-94 rr
— 370 6bIN NEpeYeHb ANA AOMALLHEN aNTeYKMN...

e HoBbiM 3Tan — 1997 .

— Mo npeXXHemy 0bcyXAaanocb passuTue
dapMNpPOMbILLNEHHOCTHU

— Komuceunto no dopmumnpoBaHuto MNMepeyHa Bo3rnasun
KAMHUUKUCT — akagemunk A.N.Bopobbes



Otpen craHpaaptusaumum MuHsgpasa PP

bbin co3gaH B8 1992 r n npocyuwectsoBan Ao 1993 r

Bbinn cobpaHbl KOMUCCUM SIKCNEPTOB-
npodeccuoHanoB

Bblnun pa3paboTaHbl Npoueaypbl CTaHAapPTM3aALMN
MeANLMHCKUX TEXHO/TIOTUIA

Bbin pa3paboTtaH KnaccuduKaTop npocTbix
MEeANLUNHCKUX YCAYT B 340aBOOXPAHEHNM

C 1993 no 1997 rr ctaHpapTU3aUuMA meanUNHCKUX
TEeXHON0rnMmn B PO HOCMNa BHECUCTEMHbBIN XapaKTep



UcTopuyecKue stanbi (2)

* C1997 r. Hayanacb oueHKa meaULUNHCKUX

(neKapcTBeHHbIX) TEXHONOIrUM:

— [1aHo onpeaeneHune KN3HeHHO-HeobxoaAMMbIX IeKapCTB
— ChopmmpoBaHbl KOMUCCUN SKCNEPTOB-KANHULMCTOB

— NosBunacbk npoueaypa npeacTaBieHMs 3aaBKU Ha
paccMOTpeHMne

— ObecneyeHa nyb6/IMHHOCTb PACCMOTPEHUA NPEAJIOKEHNM

— BHeceHbI pazaenbl OHKONOrM4YecKuUxX NpernapaTos,
npenapaTtos, BANAIOLLMNX Ha remocTas, aHTn-B1Y,
NCUXOTPOMHbIX N MHOMUX APYIrUX

— BHeapeHa papmako-TepaneBTUYecKan kKnaccmodmkauma BO3

— C1999r. — obecneyeHa HE3aBUCMMOCTb IKCNEPTOB
Komuccmnm no popmupoanHuto NepeyHa ot MuH3apasa



1997 roa — NnOBOPOTHbLIU ANA

cTaHAapTMU3aL MK B 34PaBOOXPaHEHUN

Ronnerma Munspgpasa, TOCCTAHOAPTa n ®oHaa
06A3aT€NIbHOr0 MeANLIMHCKOrO CTPAaXoOBaHUSA
yTBepamnna Cncrtemy ctaHaapTU3aumm B
31PaBOOXPaHEHNN

Bnepsble AN1A oUeHKN MeanUMHCKUX TEXHONOMNI
BHEAPWUAN CUCTEMY AOKA3ATENLCTB 9PPEKTUBHOCTH,
6e30nNacHOCTU 1 SKOHOMMUYECKUX 06OCHOBAHUM

[MoaBuaca TEPMUH KKIIMHUKO-9KOHOMMUYECKUMN
aHANU3»

Pa3paboTaHa cepus oTpac/ieBblXx CTaHAAPTOB MO
npaBuaam CTaHAapPTU3aLUU MeAULNHCKUX TEXHONOTUI
N KnaccudukaTopbl MeaAULUHCKUX YCAYT



dopmMmynapHbIN KOMUTET

Bbin co3gaH Ha pyberke BeKoB

OpHoBpemeHHO noasuaca OTpacaeBon CTaHAAPT
No npaBunam OLUEHKN NeKAPCTBEHHbIX TEXHONOMMIN
n popmupoBaHuto lNepeyHa n Apyrux CNUCKoOB ANA
NNeKapCcTBeHHOro obecneyeHumsn

Co3/4aH oTpac/aeBoM cTaHAApPT NO NpaBuiam
nposeAeHnUs SKOHOMUYECKOM OLLEHKN NeKapCcTB

Haww npaBnaa noasuincb Ha 6 mecAaueB paHblue,
yem y NICE



dopmynapHbin kKomutet Ao 2004-2006 rr.

ExxeroaHbin nepecmotp lMNepeyHa }KU3HEeHHO HeobxoaumbIxX
NneKkapcrs

Co3paHue MNepeyHa ANA HEKOTOPbDIX /IbrOTHbIX KaTeropui
(4uepHO6bINbLLbI), NOTPEOUTENBCKON KOP3UHDbI 1IEKAPCTB

BHeapeHue noHATUA opdaHHbIe neKapcTBa U co3aaHune nepeyHs
opdaHHbIX NIeKAPCTB

Co3p4aHNA HeraTUBHOrO NepevyHAa MmeauLUHCKUX TeXHONormim
Co3paHunAa neguatpuueckoro popmynsapa
Co3paHue cTaumoHapHoro ¢opmynsapa

ExxerogHoe nspaHue CnpaBoYHUKA JIeKapCTBEHHbIX CpeacTB
dopmynapHoro Komurera

CospaHune He3aBMCUMOro MHCTUTYTa OUEHKN MeanLUHCKUX
TexXHoNnormum

Co3paHue npodeccMoHabHOM CAYKObl N0 peaKum
3aboneBaHUAM

JKoOHOMMUUECKoe 060CHOBaHMeE U CTaHAapPTM3aUUA NPorpammoi
AOPOroCcTOALLEro IeKapcTBeHHoro obecneueHuna (7 Hosonorni)



CraHpapTHU3aumAa B 34paBooOXpaHeHUun Ao
2007 r

Co3pnaHue 6onee 20 lNpoToKonoB BeaeHUA 60/bHbIX

Co3naHne HomeHKnatypbl paboT 1 ycnyr B
34paBooxpaHeHnun (bonee 10 Tbicay no3uuun, 4
YPOBHA Knaccmdpukaumm)

[MepeHoc paboTbl (HoBbIM 3aKkoH) B TOCCTAHAAPT:
co3JaHne TeXHn4YecKoro KommteTa 466
«MeanunHcKkme TeXHONOrnMm»

Co3aaHune 6onee 700 cTaHAAPTOB MEeAULIMHCKOM
nomolu (ambynatopHbie, CKOpasa MOMOLLb,
CTaUMOHApPHbIEe, BbICOKME TexHonornm), bopoba 3a
NOKa3aTeNbCTBa



2007 - rop, KatacTpodbl B

34paBoOOXpaHeHnn Poccuun
* [lpnwna KOMaHAa AaNEKNX OT MeaANLUUNHbI Ntoaeun

 Mera- nceBaonpoeKTbl (MoaepHmM3auus,
onNTUMM3aLMA), PacTPaTbl M KA3HOKPAACTBO CTaM
rMTaBHOM TEMOW B CUCTEME 3 PpaBOOXPaHEHUSA

* 3a 3T roabl B 2 pa3a coKkpaTmnaocb Ymncno Koek, GAllos,
60nbHUL, YWAN U3 MeAULUHbI AECATKM TbICAY BPayYeun U
MeaULIMHCKNX cecTep

* Pe3Ko cTana HapacTaTb NJIAaTHOCTb B 34PaBOOXPaHEeHUU

Cucrtema 3apaBooxpaHeHUA CTPaHbl AepKanacb, HO B
2015 roay Bnepsble TpeHA CHUXKEeHUA CMepPTHOCTU
nepenoMuiCA B CTOPOHY ee pOoCTa: Mbl AOCTUINN YPOBHA
1965 ropa n onATb AeMOHCTpUpyem yxyalleHue



2007 - roa KaTacTpodbl B
34paBoOOXpaHeHnn Poccuun

MoaBuUAUCL 3p3aL-CUCTEMDBI OLLEHKU MeAULUHCKUX TeXHONorunm
ana  dopmuposaHma [epeyHa U3HEHHO HeobxoaMMbIX
NeKapcTs

[o 15% MepeyHa — neKapcTsa ¢ HeAOKa3aHHON 3P PEeKTUBHOCTLIO
HeT HMKaKoro 6apbepa Ha NyTK pocTa 3aTpaT Ha 1IeKapCcTBa

MepeyeHb 3aKOHOAATE/IbHO HE HeceT Cepbe3HOM CMbIC/I0OBOM
Harpy3Ku

He pa3BuBaetTcA cuctema eKApPCTBEHHOrO obecneueHuns
OCHOBHbIMU NNeKapCTBaMM

B 2013 r pa3om noABuaocb 0Koso0 800 cTaHAapTOB MegULMHCKOMU
NOMOLLM, CO3AaHHbIX HEU3BECTHO Kem U 6e3 BCAKOU ornaaKku Ha
AOKa3aTenbHylo 6a3y

C 2014 r BHeppAeTcA «HOBbIX noaxoa» - onnata no DRG,
ctaHaaptbl MuH3apaBom 06bABAEHbI HEHYXXHbiMM  (4UTO
npoTnsopeyut POcCMMCKOMY 3aKOHY)



Tem He meHee

TexHnyeckum komutet 466 «MeguLUMNHCKUe

TexHonorum» nu PopmynapHbii KomurteTt paboralor:

FTOCT P 52623-2006 «TexHonornu BbINOJIHEHMNA MPOCTbIX
meanUMHCKUX ycayr. Obwme tpebosaHua» (2-a utepauus)

FOCT P 56044-2014 «OueHKa MeaULMHCKMX TEXHONOTUM.
O6wue nonoxeHua» (2-a utepauma)

FOCT P 56034-2014 «KnnHnueckme pekomeHaauuu. Obuwme
nonoxeHua» (3-a urepauums)

Cepuna N'OCT P no TexHONOrMAM CECTPUHCKOro yxoaa

HeckonbKo KnunHuuyeckunx pekomeHgaumm (npoTtoKonos
BeaeHua) —  npodunaktmka - Tpomboambonunueckux
CUMHOAPOMOB, NPOSIEXKHEN U Ap.



Tem He meHee

OueHKa U CTaHAapTU3aUnUAa MeANLMNHCKUX TEXHONOMUU
BCTPOEHAa B cuctemy obecrneyeHmna Kayectsa HEKOTOPbIX
MeANLMHCKUX OPraHmn3aumm cTpaHbl U, B YaCTHOCTMN,
pa3BuBaeTca mini-HTA, paboTtatoT popmynsapHblie
KOMUCCUN, KOMUTETbI NO KayecTBy

Bce 3T rogbl npoaonxKaetcs obpasoBaTe/ibHbIN
npoLuecc No OUEHKe 1 CTaHaapTU3aLunum meanumHCKUX
TexHONormm Ha 6ase 1 MIrMY mm.N.M.CeuyeHoBa

N3naeTca »ypHan «Mpobnembl cTaHAapTM3aLUN B
31paBooxpaHeHun» (18 net, 6 Homepos B roa)



B 2014 roay

 HauuHaetca pa3paboTKa npoekTa MO CO34aHUI0 CUCTEMDI

OUEHKM U CTaHZapTM3auMm MeaULUHCKUX TEeXHONOrMu B
PMBA Poccum

— co3paHa nabopaTtopmA OLLEHKU U CTaHAAPTU3aLUU MeANLUHCKUX
TEXHONOTUM,

— dopmupyetca Coser ®MBA no MHHOBaAUMAM C YKa3aHHbIMU
Bbile PYHKUMAMMU

— Pa3pabortaHbl npasuna oueHkU texHonornun c yyetom FOCTa m

COBpPEMEHHDbIX NOAX0A0B K MYNAbTUKPUTEPUANBHOMY aHANU3Y
NP NPUHATUN peLleHnMn

MnaHupyerca uHTeHcuduKauma pabortbl TK 466 B yactu
CO34aHUA KNNHNYECKUX PEeKOMeHAauni 1 CTaHa4apToB
TEeXHO/1I0TUIA BbINOJIHEHUA YCNYT



HecKonbKO C210B B 3aK/Il04YeHue

 Camoe OTBeTCTBEHHOeE B OLeHKe U CTaHAapTU3aumm
MeANLMHCKNX TEXHOI0rMMU — NPUHATUE aAEeKBATHOTO
pelLueHunA

* PeweHune He moXKeT 6bITb OCHOBAHO UCK/IIOUUTE/IbHO
Ha ¢OopManbHbIX AOKA3aTeNbCTBAX UNU
3KOHOMMUYECKMX 060CHOBaHMAX

* Hamu npepgnorxkeHa metogonorua «lfpasuna
KBagpaTta NPUHATUA pelleHna», bamnskan K
MYNbTUKPUTEPUANIBHOMY aHANIN3Y, HO OT/IMYAIOLLLAACA
OT Hero 6os1ee YeTKOM pernameHTaumnemn
COCTaBAAIOLUX

* Cuctema paboTaeTr — N/10X0 U/IN XOPOLLO — He
3aBMCMMO OT YNHOBHUKOB: OHa pa3BMBaeTCA
CaMOCTOATE/IbHO, a OTKa3 OT Hee — InLLb ycyrybnsaer
KpU3nC 34paBoOOXpaHeHUn



