[lokyMeHT npeaocTaBneH KoHcynbTaHTINoc

3apeructpuposaHo B MuHiocte Poccum 15 maa 2025 r. N 82196

MWUHWUCTEPCTBO 34PABOOXPAHEHUA POCCUMCKOMN ®EAEPALIUM

MPUKA3
ot 10 anpena 2025 r. N 180H

OB YTBEPXXAEHUM NOPALAKA
CO34AHUA U AEATENbHOCTU BPAYEBHOW KOMUCCUU
MEAULUMHCKOWN OPTAHU3ALIUMU

B cooTtBeTCcTBMM C NYHKTOM 4 YacTu 2 ctaTby 14 depepanbHoro 3akoHa ot 21 Hoabpa 2011 r. N 323-
®3 "0O6 ocHoBax oxpaHbl 340p0BbSA rpaxaaH B Poccuitickolt Pegepaumnn” n noanyHKTom 5.2.16 nyHKTa 5
MonoxeHna o MuHUcTepcTBE 34paBoOXpaHeHua Poccuiickon Pepepaumn, yTBEPKOAEHHOTO
noctaHosneHnem MpaButenbctsa Poccuinckon Peaepaumm ot 19 utoHa 2012 r. N 608, npuKasbiBato:

1. YtBepauTb npuaaraemblii MNOPAAOK CO34aHMA W AeATeNbHOCTM BpadebHoM Komuccuum
MeANLMHCKOM OpraHmn3aLuu.

2. MNpu3HaTb yTPaTUBLUUMU CUNY:

npukas MunHUcTepcTBa 34paBoOOXpPaHEHMA U COLMaNnbHOro pa3sutua Poccninckon depepaumm ot 5
maa 2012 r. N 502H "O6 yTBep:KAEHUW MopAAKa CO34aHMA UM AeATeNIbHOCTM BpavyebHOoM Komuccuu
MeANUMHCKOW opraHusaummn” (3apernctpmposaH MuHUCTEpCTBOM tocTUUMKM Poccuiickoit ®eapepaunm 9
ntoHa 2012 r., pernctpaumoHHbin N 24516);

npukas MuHUcTepcTea 3apaBooxpaHeHma Poccuiickonn egepaumm ot 2 gekabps 2013 r. N 886H "0
BHECEHMM M3MeHeHWn B MopAfOK CO34aHMA M AeATeslbHOCTM BpPayvebHOM KOMUCCUM MEONUMHCKOM
OpraHusaLmn, yTBEPKAEHHbIM NpUKasom MUHUCTEPCTBA 34PaBOOXPAaHEHMA U COLMANBHOMO PasBUTUS
Poccuitckoit ®Pepepaumm ot 5 mas 2012 r. N 502H, u B lNopAgoK HasHa4yeHMs U BbIMUCbIBAHMA
JIeKapCTBEHHbIX NPENapaToB, YTBEPHKAEHHbLIN NpMKazom MUHUCTEpPCTBA 34paBoOXpaHeHMsa Poccuiickomn
depnepaunn ot 20 gekabpsa 2012 r. N 1175H" (3apeructpupoBaH MUHUCTEPCTBOM OCTULMKU PoccuiicKol
depnepaunn 23 aekabpa 2013 r., peructpaumnoHHbiii N 30714).

3. HacToawmi npmkas BcTynaet B cuny ¢ 1 ceHTabpa 2025 r. n aelicteyeT fo 1 ceHTabpa 2031 .

MwuHuctp
M.A.MYPALLKO

YTBepKaeH

npuKkasom MuHUCTepPCTBA 34PaBOOXPaHEHMUA
Poccuitckoin ®epepaumm

o1 10 anpena 2025 r. N 180H

nopPAAOK
CO3[AHUA U AEATENIbHOCTU BPAYEBHOW KOMUCCUU
MEOULIMHCKOW OPTAHU3ALIUK
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1. BpauebHas Kommnccusa meguLUMHCKOM opraHu3aumnmn (ganee - BpadyebHan KomuccuaA) co3gaeTcs B
MEeAULMHCKON OpraHM3aumMm B LENsX COBEPLIEHCTBOBAHUA OpraHM3auMM OKasaHuMA MeauLMHCKOMN
NMOMOLLM, MPUHATUA pelleHUn B Hambonee CNOMHbLIX M KOHOAMKTHBIX CAyyasx Mo BoOMnpocam
NPObUNAKTUKKN,  AMArHOCTMKM,  NIeYEHUA U MeOUUMHCKOM  peabunutaumm,  onpegeneHus
TPYAOCNOCOBHOCTM rpaxkaaH u npodeccMoHasbHOW NPUrOAHOCTM HEKOTOPbIX KaTeropuin paboOTHUKOB,
OCYLLECTB/IEHUSA OLLEHKU KayecTBa, 0H6OCHOBAHHOCTU U 3PPEKTUBHOCTM NeyebHO-AMarHOCTUYECKUX
MEpPONPUATUI, B TOM YMC/IE HAa3HAYEHMA NEeKAapPCTBEHHbIX NPenapaToB AN8 MeANLMHCKOTo NPUMEHEHNn
(manee - nekapcTBeHHble NpenapaTbl), obecneyeHns HasHaYEeHMUA U KOPPEKLUKN IeYEeHMA B LLENSX yYeTa
AaHHbIX MaUMeHTOB Npu obecneyeHUn NeKapCcTBEHHbIMU Npenapatamu, TpaHcnaaHTauum (nepecagku)
OpraHOB WM TKaHel 4yenoBeKa, MeAULMHCKON peabunutauumm, a TaKKe MPUHATUS pelleHUa Mo MHbIM
MeJULUHCKMUM Bonpocam <1>.

<1>Yactb 2 cTaTbu 48 PegepanbHOro 3akoHa ot 21 HoAbps 2011 r. N 323-d3 "O6 ocHoBax oXpaHbl
3/10p0BbA rpaxaaH B Poccuiickoit depepaymmn.

2. B cBoeil aeaTenbHOCTM BpadebHasa Komuccua pykosoacTByeTcs KoHcTuTyumelt Poccuiickoi
denepaunn, depepanbHbIMM 3aKOHAMKM, YKasamu W pacnopsxkeHuamu [pesmngeHTa Poccuiickoi
degepaunn, NOCTAHOBAEHUAMU U pacnopsxKeHuamu [paBuTenbcTBa Poccuitickoli  Peaepaumu,
HOPMaTMBHbIMM MNPABOBbIMM aKTaMK ¢eaepanbHbiX OPraHOB WCNOJIHUTENbHOW BAAcTM, BKAOYAA
HacToAwWwMmi NopagoK, 3aKOHAaMM U MHbIMW HOPMATUBHbBIMM MPABOBLIMM aKTamMu cybbeKkToB Poccuitckoi
desepaumn, a TakKe MyHULMNANAbHBIMM NPABOBbLIMU aKTaMMU.

3. BpayebHas KOMWCCMA CO3[AETCA Ha OCHOBaHWMM MpUKasa PyKOBOAWUTENA MeOMLMHCKOM
opraHunsaumu.

4. Mo pelLeHnio pyKoBoaUTENA MeANLNHCKON OpraHM3aLmMm B cocTase BpavebHOM Kommuccum moryT
dopmmpoBaTLCA NOAKOMUCCUM BPAYEOHOM KOMUCCUMN.

5. MonoeHue o BpauebHON Komuccum (NogKoMUCCUM BpadebHOM KOMUCCUM), pernameHTUpyloLLee
uenu, 3agaum n GyHKLMmM BpavebHon Kommccnm (nogrommuccuii BpauebHon Kommuccun), NOpAAoK paboTbl,
yyeTa W NpeAacTaBfeHWA OTYETHOCTM MO MTOram AOeATeNbHOCTM, M COCTaB BpavyebHOM Kommccum
(nogrommccuii BpauebHOM KOMUCCUMM) YTBEPIKAAIOTCA PYKOBOAUTENEM MEAMULMHCKOM OpraHM3aLmu.

6. BpauebHasa komuccua (nogrommuccmsa BpadebHON KoMUccmm) CocTomT U3 npeaceaaTtens, OAHOro
WAW OBYX 3aMecTuTeniein npeacenatens u UHbIX Y1eHOB KOMUCCUU. MUHMMaNbHOE KOJ/IMYECTBO Y/1eHOB
BpauyebHOM Komuccuu (nogkomuccum BpadebHOM KOMUCCUKM) cocCTasideT 3 4yesoBeKa C Y4yeTom
npeacegaTtens U 3amectutena npegceaarens.

7. I'Ipep,ce,u,aTeneM Bpa‘-IE6HOI7I KOMUCCUU HAa3HaAYaeTCA PyKOBOAUTE/b MEAMLI,I/IHCKOVI OopraHunsauunun
NN 3aMeCcTuTeIb pykoBoanTenAa Me,EI,MLI,MHCKOﬁ OopraHmnsauunun, B JONXKHOCTHbIE obA3aHHOCTU KOTOporo
BXOAUT peleHne BonpocoB, OTHECEHHbIX K KOMNeTeHUWNN Bpaqe6H0171 KOMUCCUMN.

8. Mpeacepatenem NOAKOMMCCUM  BpayebHOM  KOMWMCCMM  HasHa4yaeTca  pyKoBoAuTe b
MeAMLMHCKOW OpraHusaumMm, WAW 3aMecTUTeNlb PYKOBOAMTENA MEeAULMHCKON opraHusaumu, mam
pPYKOBOAMTENb CTPYKTYPHOrO noApasfeneHns MegUUMHCKOW  OopraHusaumMuM, B [AO/KHOCTHble
0653aHHOCTM KOTOPOro BXOAMT pelleHMe BONPOCOB, OTHECEHHbIX K KOMMETEeHUMM MOAKOMMUCCUM
BpayebHOM KOMUCCUMK.

9. B coctaB BpayebHOM KOMMCCUM M NOAKOMWUCCUA BPaYyebHOM KOMMCCUM MOTYT BKAOYATLCA
PYKOBOAMUTENN  CTPYKTYPHbIX MOAPA3AENEHUN  MeOUUMHCKOW OpraHusaumm, BpauuM M3 uyucia
MeAMLMHCKNX PabOTHNKOB MegMLMHCKOW OpraHM3aLmmn, B KOTOPOM co3aaeTca BpayebHas Komuccus, a
TaKXKe Bpauu 13 Yncia MegUUNHCKUX PaboTHUKOB MHbIX MeAULIMHCKMX OPraHn3aLLmi.
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10. OpraHusauMoHHOe obecneyeHne [OeATeNbHOCTM BpadyebHol Komuccuu (nogKommuccum
BpayebHOW KOMUCCUM) OCYyWEeCcTBAAETCA MEeAUUMHCKMM PaboTHUKOM UAM  UHbIM  PaboTHUKOM
MeAULMHCKOM opraHM3aunun (ganee - cekpeTapb BpayebHolM Kommuccum (nogKomuccum BpadvebHoM
Komuccum).

11. CekpeTapb BpayebHOM KOMMCCUM (MOAKOMUCCUM BpavyebHOM KOMUCCUM) OCyLLecTBASET
cnepyrowme GyHKUNK:

1) coctaBneHne nnaHoB-rpadMKoOB 3acedaHuii BpavebHoW Komuccum (nogKkommuccum BpadvebHo
KoMUCCUK);

2) noarotoBKa mMaTepuanoB AnA 3acedaHus BpayebHoM Komuccun (noakommccumn BpadebHoi
KOMMCCUK);

3) yBegomneHue 4neHoB BpauyebHoW Kommuccumn (nogromuccum BpadebHoM Komuccum) o gaTe u
BPEMEHM NPOBEAEHMSA 3acefaHuns BpayebHoM Komuccmm (Nogkommccmm BpadyebHo Kommuccum);

4) obopmneHmne NPoTOKON0B BpauyebHon Kommnccnm (NnogKommnccmum BpadyebHom Kommccum);

5) BHeceHue peleHnsa BpadyebHOM KomuccuM (MoAKomMccUM BpadvebHoW Komuccuu) B
MeAVLMHCKYIO AOKYMEHTAUMIO NaLneHTa;

6) BeaeHue KypHana BpavyebHol Komuccumn (NogKkommccum BpadyebHOM KOMUCCUU) Ha ByMarkHOM
HocuTene 1 (Mnn) B popme 31eKTPOHHOTO AOKYMEHTA, B KOTOPOM YKa3blBatoTcA AaTa, Bpema nposeaeHus
N GUKCUPYIOTCA NPUHATbIE pelleHus BpadebHol Kommuccum (nogkommnccmum BpadebHoin Kommuccun);

7) opraHusaums XpaHeHWa maTepuanoB AeATeNbHOCTM BpayebHoM Komwuccun (noakommccum
BpayebHol Kommccum).

12. 3acepaHua BpayebHOM KOMUCCUM (NOAKOMUCCUM BpavyebHON KOMUCCUMM) NPOBOOATCA HE peske
OLHOrO Pas3a B MecsAL, Ha OCHOBAHMU MJIaHOB-TPAadUKOB, YTBEPKAAEMbIX PYKOBOAMTENEM MEAULIMHCKON
OpraHu3aLmu.

13. Mo peweHuo NpeacenaTens BpayebHON KomuccuM (NoakomMMccUM BpadyebHON Komuccuu),
COTr/IaCOBAaHHOMY C PYKOBOAWUTENEM MEAMUMHCKOM OpraHusaumm (YNoJHOMOYEHHLIM 3amecTuTesiem
pYKOBOAUTENS MEAULMHCKON OpraHu3aumm), MoryT NpoBOAUTLCA BHEMIAHOBbIE 3aceaHna BpayebHow
KoMUccum (noarkommccmnmn BpadebHom kommnccun).

14. 3acepaHue BpayebHOM KomMuccMM (MOAKOMMCCMM BpayebHOM KOMWUCCUM) CcYMTaeTcs
NPaBOMOYHbIM MPU HAANYUKN KBOPYMA, KOTOPbIN COCTaBASAET HE MeHee AByX TPETel cocTaBa BpayebHOM
KomMuccum (noarkommnccum spadebHom kommuccum).

PeweHune BpayebHON KoMUCCUM (MOAKOMUCCUN BPaYeBbHON KOMUCCUN) CUMTAETCA MPUHATBIM, EC/N
ero noAfep’kano He MeHee ABYX TpeTel yneHoB BpavyebHol Komuccun (nogxkomuccum spadebHoin
KOMMCCUM), MPUCYTCTBYIOIWIMX Ha 3acegaHum BpadvebHOM Komuccum (nogKkommuccum BpadebHow
Komuccum).

15. PeweHue BpayebHoO KomMccuM (NoakomuccuM BpadyebHoW Komuccun) odopmnsercs
NPOTOKONOM Ha BymaxHOM HOcuTene, NoANUCbIBAEMOM MPUCYTCTBOBABLUMMM Ha 3acegaHMu YieHamu
BpayebHO Kommccum (nogromuccMm BpadyebHo Komuccum), uan dopmupyetcsa B popme 3N1eKTPOHHOTO
AOKYMeHTa, NOANNCaHHOIO YCUAEHHbIMU KBaMOULMPOBAHHBIMU 31EKTPOHHBIMWU MOANUCAMM YKa3aHHbIX
/1L, B CPOK, HE NpeBbILatowmii Tpex pabounx gHel co AHA NpoBeaeHus 3aceaaHmsa BpadebHon Komuccum
(nogxommuccum BpauebHOM KOMUCCUM), KOTOPbIN COAEPKUT CaeaytoLimMe CBeAeHMA:

1) pata npoBeAeHUA 3acenaHuns BpadyebHOM Komucecum (noakommuccumn spadebHon Kommuccun);



2) cnMcoK YneHoB BpayebHoM Komnccmum (NoAKoMUCCUMN BpayebHOM KOMMUCCUM), MPUCYTCTBOBABLLMX
Ha 3acefaHuM BpayebHOM Komuccum (NogKOMMCCUM BpauyebHOoM Komuccum);

3) nepeyeHb 06CYXKAABWIMXCA Ha 3acedaHuMM BpavyebHOM Komuccum (NogKOMMCCUMM BpayvebHolM
KOMWCCUM) BOMPOCOB;

4) pelieHue BpayebHO KomUccum (noarkommnccnmn spadebHol Kommccum) u ero obocHoBaHue;

5) cBepeHus 06 WHAMBMAYANbHOM HEMNepeHOCMMOCTM B3aMMO3aMEHSEMbIX JIEKAaPCTBEHHbIX
npenapaTtos (Npu NpUMHATUM BpayebHOM Komuccuelt (NnogKkomuccuent BpayebHoM KoOMUCCUKM) peLleHus,
YKa3aHHoro B nognyHKte 8 nyHkTa 20 HacToAwero MNMopagka.

16. Bbinncka 13 NpoToKo/1a BpayebHon Komuccum (NnogKommccum BpadyebHoM Komumccmm) BblgaeTcs
nauMeHTy u (MnKn) ero 3aKOHHOMY MpeacTaBUTENt0 NGO MHOMY NNLY, YKa3aHHOMY MaLMEHTOM UK ero
3aKOHHbIM NpeacTaBuUTeNeM B MUCbMEHHOM COTacMM Ha pasrialleHue cBeAeHW, COCTaBAALWMX
BpayebHyIo TaitHy, MAU NHPOPMUPOBAHHOM A0BPOBONABHOM COMlacUM Ha MeAULIMHCKOe BMeLLaTeIbCTBO
(manee - nHoe nMUO), No 3anpocy, HanpaBAEHHOMY B TOM YMC/E B SNEKTPOHHOW popme, Ha BymarkHOM
HocuTene n (unn) B Gopme 31eKTPOHHOTO AOKYMEHTa B CPOK, He NpeBblllatolmii Tpex paboumnx gHei co
OHA NOCTYN/IeHUA B MeAMLMHCKYIO OpraHM3aLmio yKasaHHOro 3anpoca.

17. MpoToKo/bl BpauyebHON KomUccun (NogKOMUCCUM BPayebHOM KOMUCCUM) NOANEKAT XPaHEHUIO
B TEYEHME [EeCcATU NeT.

18. MNpeacenatenb BpauyebHOM KOMUCCUM €XKEKBAPTa/IbHO, a TaKXKe No UTOram roaa npeacraBaseT
PYKOBOAMTENO MEAULIMHCKON OpraHmn3aumm NnMCbMEHHbIN OTYET O AEATE/IbHOCTU BpayebHOM Komnccum
N NOAKOMMUCCUIA BpayebHOW KOMUCCUU.

19. KoHTpO/Ib 32 AeATeNbHOCTbIO BpauyebHOW KOMMUCCUM M NOAKOMMUCCUIA BpauyebHOW KoMMCCUM
OCYLLECTBNAET PYKOBOAMTENb MEAMLIMHCKOW OpraHn3aLmm.

20. BpauebHana KOMUCCUA MOXKET OCYLLECTBAATL Caeaytowme GyHKLUN:

1) NpuUHATUE peLleHnit No BONPOCAaM COBEPLLEHCTBOBAHUA OPraHU3aLMM OKasaHWa MeaMLUHCKOM
MOMOLLY HAaCeNEeHMIO Ha OCHOBE BHEAPEHUA CUCTEMbI MEHEAKMEHTA KayecTBa;

2) NpUHATUE peLleHnit No BoMpocam OnpeaesieHns NoAXOA0B K BHEAPEHWIO B MeAULMHCKOW
opraHvM3auuMn TeXHOOrMIA, HanpaBAeHHbIX Ha pauMoHasbHOE WCMONAb30BaHWE BPEMEHW nauueHTa U
MeANLMHCKOro paboTHUKa, obecneyeHmsa KoMGOPTHOCTU YCAOBUIA NPeaoCcTaBAeHUA MeAULMHCKUX YCAYT;

3) NpuHATME peleHWnid No Bompocam MNPOGUNAKTUKM, AMATHOCTUKK, fIeYeHUsA, MEeAULMHCKON
peabuantaumm, B TOM YMCNE CAaHATOPHO-KYPOPTHOrO fiedeHus, NPOBEAEHNA MEeAULMHCKUX IKCNEepTuUs,
MEeAMLMHCKMX OCMOTPOB M MeAMLMHCKMX OCBUAETENbCTBOBAHMIA, onpeaeneHns npodeccroHanbHOM
NPUrogHOCTM HEKOTOPbIX KaTeropuit paboTHWKOB M CBA3M 3aboneBaHMA C npodeccueit B Cayvasnx,
YCTaHOB/IEHHbIX 3aKOHOAATENbCTBOM Poccuiickoit Pesepauunn, B HaMbonee CNOXKHbIX U KOHPANKTHBIX
cyyanx, TPeBYIOLMX KOMUCCUOHHOTO PAacCMOTPEHMS;

4) onpeaeneHve TPyAOCNOCOBHOCTU rparKAaH B CAyyasdX, YCTaHOB/EHHbIX 3aKOHOAATeNbCTBOM
Poccuitckoit epepaumnu;

5) npoaneHne NUCTKOB HETPYAOCMNOCOBHOCTU B C/Ay4YasX, YCTaHOBJIEHHbIX 3aKOHOAATE/IbCTBOM
Poccuiickoin Pepepaunu;

6) NpuUHATME pelleHna O HanpaBieHUM nauMeHTa Ha MeAMKO-COLMANbHYK 3KCneptTusy B
COOTBETCTBUM C 3aKOHOAATeNbCTBOM Poccuiickoit deaepaunu;

7) oueHKa KayecTBa, 060CHOBAHHOCTM U 3 EKTUBHOCTU Ie4ebHO-ANAarHOCTUYECKUX MEPONPUATUN,
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B TOM YNCNne Ha3HA4YEeHUA NEKAPCTBEHHDBIX MPENAPATOB,

8) NPUHATUE pelleEHNA O HAa3HAYEHUN U NPUMEHEHUNN NEKAPCTBEHHbIX NPenapaTtos, MEANLUNHCKUX
M3,u,em4i/'1 n cneynaanmampoBaHHbIX NPOAYKTOB NeyebHoro NMUTaHUA, He BXOo4ALWNX B COOTBETCTByIOLLI,Mﬁ
CTaHAapPT Me,D,MLI,VIHCKOVI nomowmn wumanm He npeayCcMoTpPeHHbIX COOTBETCTBWOLLI,EVI K/IMHWUYECKOM
pEKOMeHﬂ,aLLMEﬁ, nmbo no TOpProgbiM HanmMmeHOBaHMAM MNMpU Haandnmm mMeaununHCKUX NnoKasaHui
(MH,D,MBM,CI,yaﬂbHOVI HENEPEHOCUMOCTH, MO KU3HEHHbIM FIOKa3aHMﬂM),'

9) BbIHECEHME 3aK/IYEHUA O HEeOBXOAMMOCTU He3aMeaIUTENbHOTO 0becnevyeHns KOHKPETHOro
rpaxgaHMHa C TAXKEbIM KU3HEYIPOMKAIOWMM U XPOHMYECKMM 3aboneBaHMEM, B TOM YuCae pPeaKum
(opdaHHbIM) 3a60n1eBaHMEM, KOTOPbIN MNOAYYaN NOAAEPIKKY B PaMKaXx geatenbHOCTU PoHAa NoAaepKKM
OETEeN C TAXKENbIMU KU3HEYTPOXKAWUMN U XPOHUYECKMMK 3a60/1eBaHNAMU, B TOM YUCIE PeaKUMU
(opdaHHbIMMK) 3a60neBaHMAMM, "Kpyr nobpa" (ganee - PoHA) Ao gocTuReHMA UM 18-neTHero BospacTa u
obecrneyeHne OKasaHUA NOALEPHKKM KOTOpOMY ocyLlecTBaseTcA POHAOM B TeYEHME OLHOIO roAa nocne
OOCTUXKEHMA MM 18-neTHero Bo3pacTa, AMBO TPynn TaKWUX rparkdaH (ganee - getn ¢ opdaHHbIMU
3a6071eBaHMUAMM) NEKAPCTBEHHbIM NPENapaTomM M3 pesepBa JIeKapCTBEHHbIX NPenapaTos, BKAOYEHHbIX B
nepeyHu ANA 3aKyMNoK, B LENAX HesamenanTenbHoro obecneyeHnna HeonpeaeneHHoM rpynnbl AeTen ¢
opdaHHbIMK 3ab601E€BaHUAMK;

10) npuHATME peLlleHna 0 HeObX0AMMOCTN Ha3HAYEHMNA NEKAPCTBEHHbIX NMPENAPATOB, HE BXOAALLMX
B MepeyeHb XM3HEHHO HEOOXOAUMbIX M BAXKHEMLWMX NIEKAPCTBEHHbIX MPENapaToB (NPW OKasaHWK
MEeANUMHCKON MOMOLLM B PaMKax MPOrpammbl rocyfapCTBEHHbIX rapaHTU 6ecnnaTHOro OKasaHuA
rpaxgaHam mMeauMLUMHCKOM MOMOLLN);

11) B cnyyae MPUHATUA pPELUEHUS O Ha3HAaYeHMM He 3aperncTpupoBaHHOro B PoccuiicKoi
denepaumn NeKapcTBEHHOTO NpenapaTa, onpegeneHve NoOpsaAKa ero NPUMEHEHUA Ha OCHOBE WM C
YY4ETOM WHCTPYKLUUM MO NPUMEHEHUIO (A03MPOBKM, crnocoba BBeAeHMA U MPUMEHEHMUA, peXkmnma
[03MPOBaHUSA, MPOLO/IKUTENBHOCTU leYeHUsA U 0OOCHOBaHWA Ha3HAYeHUs JIeKapCTBEHHOTO NpenapaTa),
BK/IlOYas HabtogeHne 3a NauuMeHToOM, NPUMEHSIOLMM TaKoW Npenapar;

12) npuHATME pelleHMA O Has3HAaYeHMU He3aperncTpupoBaHHbIX B Poccuiickon depepaunmn
MEAMULMHCKUX U3AEeNNIA NPU HANYUU MEAMLUHCKUX NOKa3aHWI (N0 U3HEHHbIM NOKa3aHUAM);

13) npuHATME pelieHna o HanpasBaeHun coobueHmnit B PeaepanbHyto cny»by no Haasopy chepe
34,0aBOOXPAHEHMSA B LLENAX OCYLLECTB/EHUSA MOHUTOPUHIa 6€30NacHOCTM IeKaPCTBEHHbIX NPenapaTos O
BbIABNIEHHbIX C/y4yasax MOBOYHbIX LEUCTBUIM, He YKa3aHHbIX B MHCTPYKUUM MO MNPUMEHEHUIO
JIEKapCTBEHHOTO MPenapaTa, CEPbe3HbIX HEXKENATENbHbIX PEaKLMI U HenpeaBUAEHHbIX HeXenaTebHbIX
peakumii Npy NPUMEHEHUWN NEKAPCTBEHHbIX NPEnapaTos, B TOM YMCAE NOCAYKMBLUMX OCHOBaHWEM NS
Ha3HaYeHWA IeKapCTBEHHbIX MPEnapaToB B COOTBETCTBUM C NMOLMNYHKTOM 8 HAaCTOALLEro NYHKTa;

14) NnpuHATME pelleHnn No BOMpPoCam Ha3HaYeHUsA MU KOPPEKLUUU leYeHna B Lenax yyeTa AaHHbIX
naumMeHToB Npu obecrneyeHMn NeKapCTBEHHbIMWU MpenapaTaMn B COOTBETCTBMM C 3aKOHOZATe/1bCTBOM
Poccuiickoin Pepepaunu;

15) npuHATME pelleHUA O HasHaYeHMM NIeKapCTBEHHbIX MPenapaTtoB B C/Ay4yasx M B MNopagke,
KOTOpble YCTaHOBAEHbl HOPMAaTUBHbLIMK MPaBOBbIMM akTamu Poccuiickon degepaumm M CybbekToB
Poccuiickoit depepaumn, ycTaHaBAMBAIOWMMM NOPAAOK Ha3HAYeHMA W BbINUCbIBAHMA IEKAPCTBEHHbIX
npenapaTos, BKAOYaA HAPKOTUYECKME NeKapCTBEHHble MpenapaTtbl U MCUXOTPOMHbIE JIEKAPCTBEHHbIE
npenapaTtbl, a TaKMKe J/IeKapCTBEHHbIX MnpenapaToB, obecneyeHMe KOTOPbIMM OCYLIECTBAAETCA B
COOTBETCTBUM CO CTaHAAPTAMM MEeAMLMHCKON NOMOLLM MO peLenTtam Bpaya (dpenbaliepa) Nnpy okasaHUm
rocyZ,apCTBEHHOM COLMAbHOM NOMOLLM B BUAE Habopa coumanbHbIX YCyT;

16) npuHATHUE peleHnA O Ha3Ha4YeHUU OTAE/IbHOMY NaUUEHTY 6VIOME,CI,MLI,I/IHCKOI'O KNeTO4YHOro
npoAyKTa, npegHasHa4YeHHOro AanAa WCNnonHeHunA uHaunBunayaabHOro MeaguMuunHCKOro HasHa4YeHuA
6MOMGAMLI,MHCKOI'O KNE€TOYHOro npoAaykrta, cneuuanbHO npounsseaeHHOro anAa otaAenbHOro nauyneHTa
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HenocpeacTBEHHO B MeAMLMHCKOM opraHM3aumu, B KOTOPOW NPUMEHSIETCA AaHHbIA 6MOMeaANLNHCKUIA
KNETOYHbIA MPOAYKT (Aanee - MHAMBMAYANbHLIN BMOMEANUMHCKUA KNETOYHbIA MPOAYKT), U KOTOpOW
npefocTaBNeHO pa3pelleHne Ha NPou3BOACTBO U NPUMEHeHWe UHAMBUAYaNbHOTO BUoMeaNLMHCKOro
KNETOYHOro NPoAYKTa;

17) npuHATME peleHMA O MPUMEHEHMU OBUOTEXHO/IOrMYECKOTO JIEKapCTBEHHOro npenapara,
npegHasHa4yeHHOro A1A NPUMEHEHMA B COOTBETCTBUMN C MHAMBUAYANbHBIM MeAULNHCKMM Ha3HauYeHMEM
M CNeunanbHO W3roTOBJEHHOTO A1 KOHKPETHOro MauMeHTa HemnocpeAcTBEHHO B MeAMLIMHCKOMN
OpraHusaumMmn, B KOTOPOM MPUMEHAETCA TaKoM OWOTEXHONOrMYECKUI NEeKapCTBEHHbIM Mpenapar,
MMEIWMA B CBOEM COCTaBE COEAMHEHUA, CUHTE3UMPOBAHHblE MO pe3ynbTaTaM FeHEeTUYECKUX
NUCcCNefoOBaHUI  maTepuana, MNOJYYEHHOrO OT MNAuMeHTa, AAA  KOTOPOrO W3rOTOB/AEH TAKOM
6MOTEXHONIOTNYECKMIA /IeKapCTBEHHbIM npenapaTt (ganee - UHAMBMAYANbHbIA BGMOTEXHOIOIMYECKUIA
JIeKapCTBEHHbIN Npenapar), Npyv HaAW4YUKU Yy YKa3aHHOW MeAMUMHCKOW OpraHuM3auumn paspelleHus Ha
NpPUMeHeHNe UHANBUAYANbHOTO BUOTEXHONOMMYECKOrO NEKAPCTBEHHOIO NPenapaTa;

18) npoBeaeHue oT6opa MaUMEHTOB B COOTBETCTBMM C MOPSAKOM OPraHM3aLMu OKasaHusA
BbICOKOTEXHO/IOTMYHON ~ MEAMLMHCKOM MOMOWM C  MPUMEHEHMEM egMHOW  rocyAapCTBEHHOM
MHPOPMALMOHHOM cUcTeMbI B chepe 34paBOOXpPaHEHUA <2>;

<2>Yactb 8 ctatbk 34 PepepanbHOro 3akoHa ot 21 Hoabpa 2011 r. N 323-P3 "O6 ocHOBax OXpaHbl
30p0BbA rpaxkgaH B Poccuitckoit depepaunn'.

19) Bblaaya 3aKNOYEHUS O HY)KAAEMOCTU BeTepaHa B obecrneyeHUn nportesamu (Kpome 3yOHbIX
npoTesoB), MPOTE3HO-OPTONEeAUYECKUMU U3LEeNNAMU B COOTBETCTBMM C [paBunamu obecrneyeHus
MHBaINOOB TeXHUYECKMMU CcpeacTtBamun pea6mnmau,vm N OoTAeNIbHbIX KaTeropMﬁ rpaxXgaH M3 4ncna
BeTepaHoOB npoTe3amu (Kpome 3yBHbIX NpoOTe30B), MNPOTE3HO-OPTONEANYECKUMU  U3LENUAMM,
YTBEPKAEHHbIMM NocTaHoBAeHWeM MpasuTenbcTBa Poccuiickoin ®epepaumm ot 7 anpena 2008 r. N 240;

20) ocyuiecTsieHMe MeaMLMHCKOro OCBUAETEeNbCTBOBAHMA NOAO3PEBAEMbIX UM OOBUHAEMBbIX B
COBEpPLUEHUN NPECTYN/IEHUI, B OTHOLLIEHMM KOTOPbIX M3bpaHa mepa npecevyeHuns B BUAE 3aKA04EeHMA NoA,
CTpaKy, Ha NpeameT Ha/uuMA Yy HUX TAXKenoro 3aboneBaHWs, BKAKOYEHHOrO B MeEPeYeHb TAMKENbIX
3aboneBaHNn, NPENATCTBYIOLINX COAEPNKAHMUIO MOA, CTparkelh NoAo3peBaeMbiX WUAM OOBBUHAEMbIX B
COBEPLUEHNN NPECTYNNEHUN, YTBEPKAEHHbIM NOocTaHOBNAeHMeM [NpaButenbcTBa Poccminckon ®egepaumm
oT 14 aHBapa 2011 r. N 3;

21) nposeaeHue 0653aTe/IbHOrO NCUXMATPUHECKOTO OCBUAETE/IbCTBOBAHMS;

22) Bblgaya CrnpaBKM 06 OTCYTCTBUM MEOUUMHCKMX NPOTUBOMNOKAa3aHuii ana paboTbl ¢
MCMO/Ib30BaHNEM CBELEHWM, COCTABAAIOWMNX FOCYLAPCTBEHHYIO TalHY;

23) BblHECEHWE MEAMLMHCKOrO 3aK/A4YEeHMs O TOM, YTO NPU U3BATUM OPraHOB U TKaHeW AnA
TpaHcnAaHTauMm (Nnepecaskun) y }MBOro AOHOPA ero 340P0BbI0 He ByAeT NPUUYNHEH 3HAUNTENbHBIN BpeA;

24) Bsanmopgeiictene B paboTe No BONPOCaM, OTHOCALLMMCA K KOMNETEHLMM BpauebHOM Komuccuuy,
C TeppuTOpUanbHbIMKU poHAaMM 0653aTeIbHOr0 MeANLMHCKOro CTpaxoBaHusa, ®OHAOM NEHCUOHHOTO U
coumanbHoro crpaxoBaHus Poccuiickoit Peaepaumn, TeppuTOpUanbHbIMU opraHamu PepepanbHoi
CyK6bl NO Hagzopy B chepe 3apaBooxpaHeHns n depepanbHoOl CyKbbl MO Hag3opy B cdepe 3aLmTbI
npae notpebuTeneit n 6aarononyuns YenoBeka, peaepasnbHbIMU YUPEKAEHUAMN MELUKO-COLMANBHOM
3KCMEepPTM3bl, CO CTPAXOBbIMU MEAULMHCKMMM OPraHM3aumMsaMm, MHBIMM OPraHamu U OpraHM3aLmsamu;

25) uHble GYHKLMU, NpeaycMOTpeHHble deaepanbHbIMU 3aKOHaMKW, HOPMATUBHbLIMU NPABOBLIMMU
aktamu MpesmaeHTta Poccuitckon Pepepaunu, MNpasutenncrea Poccuiickon depepaumnn, benepanbHbix
OpPraHoB WCMO/IHUTENbHON BAACTM M OPraHOB rOCYZAPCTBEHHOW BfacTM cybbekToB Poccuinckoit
depgepaunn.
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21. Mo peweHUo PyKOBOAUTENS MELMLMHCKOW OpraHusaumm BpayebHasd KOMMCCUS MOMKeT
OCYLLECTBNATb Cegyrowme GyHKUUN:

1) paspaboTka M BHeapeHMEe MeponpuATUIA, HanpaBAEHHbIX Ha MNOBblWEHWe KayecTBa JieyebHo-
AMarHocTMyeckoi paboTbl, B TOM uYucie NpeaynpexaeHue M ycTpaHeHue HapylweHuit B npouecce
OVArHOCTUKM M NeYyeHuna NauMeHTOB, CHUWMKEeHWe nokasatesnel 3aboneBaemocT, CMepTHOCTMH,
60/IbHUYHOM NEeTaNbHOCTU U MHBANIUAHOCTY;

2) onpepeneHve noAXOA0B W BO3MOMKHOCTM MPUMEHEHUA B MEAWMLMHCKOW OpraHusaumm
COBpPEMEHHbIX MeToA0B NPOPUNAKTUKM, ANATHOCTUKM, IEYEHUA U MeANLMHCKON peabuanTtaumnm c yyetom
MeXAYHaPOoAHOM MeaMLUNHCKOM NPaKTUKK;

3) oueHKa npoBeAeHUA MeOULUMHCKUMM pPaboOTHUKAMM KOHCYNbTauMiA C MNpUMeHeHnem
TenemeaULMHCKUX TEXHOJIOTUIA, aHaNU3 CBOEBPEMEHHOCTU M KayecTBa UX NpoBeaeHUs;

4) aHanu3 3a60/1eBaeMoCTi, B TOM 4YMC/e MaTeper U HOBOPOXKAEHHbIX, BHYTPUBONbHUUYHBIMM
UHdeKuMaMN, paspaboTka M peanusauma MeponpuaTMA nNo npodunaktuke 3abonesaemocTu
BHYTPUOONbHUYHBIMU MHOEKUMAMMY;

5) opraHv3aumsa 1 nNpoBeAeHMe BHYTPEHHEro KOHTPOA KadecTBa M 6e30MacHOCTU MeAULMHCKON
AesATeNbHOCTH;

6) opraHM3aUMOHHO-MEeTOoAMYECcKana NOAMEPKKa YyyeTa HexenaTeNbHbiX CcOobbITMA  npu
OCYLLECTBNEHUM MEeAULMHCKON AeATeNbHOCTU MeAULIMHCKOW opraHm3aumnen (GakToB M 06CTOATENbLCTB,
COo34aroWmnX yrposy npnud4nHeHnA 1Uam nosaekwmx npnudynHeHne speda XU3HM U 340P0BbIO rpaxKaaH U
(MnKn) meanUMHCKUX pabOTHMKOB, a TaK)Ke NPUBEALNX K YAJNHEHUIO CPOKOB OKasaHUA MeAMLMUHCKON
nomoLum);

7) paspaboTKa OpraHM3aUMOHHO-METOAMYECKMX MaTepuanoB no paboTe MeaUULMHCKON
OpraHu3aumm n AoBeAeHME UX A0 CBEAEHUA MeANLMHCKUX PaboOTHMKOB;

8) opraHuMsaums  MHPOPMALMOHHO-06PaA30BATENbHLIX  MEPOMNPUATUIA A  MEeANUMHCKUX
paboTHMKOB MO BegeHWN0 GOPM CTaTUCTUYECKOTO YYeTa U OTYETHOCTU B chepe 34paBoOXpaHEHNS;

9) uHble PpyHKUMK, HEe NPOTMBOPEYaLLME 3aKOHO4ATENLCTBY Poccuiickonn Pegepaunn.

22. BpauyebHas KoMMCCUMA MEAMUMHCKOM OpraHuW3auuun, noaBefOMCTBEHHON deaepanbHOMY
OpraHy MCNOAHWUTENbHOW BAAacTW, M BpadebHaa KoMUccUA KpaeBoW (pecnybanKaHcKon, o6nacTHOMN,
OKpPYKHOI) 60NbHULbI, ABAAIOWENCA Beaylweld MHOronpoduibHON MeAMUMHCKOM OpraHusaumen Ha
Tepputopun cybbekta Poccuiickon depepaumm, noABEAOMCTBEHHOW WCMOAHUTEBHOMY OpraHy
cybbekTa Poccuiickolt Pepepaumn B chdepe oxpaHbl 340pPOBbA, MOMMMO OCYLLECTBAEHUA (QYHKLMIA,
yKa3aHHbIX B NyHKTax 20 v 21 HacTtoawero MNopsagKa, NPUHMMaET pelleHMe O Has3HaAYeHUU He
3aperncTpupoBaHHbIX B Poccninckoi Peaepaummn nekapcTBEHHbIX NPENApPaToB B C/yYasX:

1) oTcyTcTBMA 3aperncTpupoBaHHbIXx B Poccuidickolt depepaumu aHanoroB JeKapCTBEHHbIX
npenaparos;

2) otcyTcTBUA adpdeKTa OT NMPOBOAMMOW Tepanuu U NPOrpeccUpyoWwem yXyaleHUn COCTOAHUSA
3[,0POBbSA NALMNEHTA;

3) oTcyTCTBMA anbTepHATUBHLIX (HEMEeAMKAMEHTO3HbIX) MeTOA0B MPOPUAAKTUKM, NeYeHUa WU
MeAMLMHCKOW peabununtaumu;

4) HaAnunA NHAMBUAYANbHOW HENEPEHOCMMOCTM 3aperncTpmMpoBaHHbIX B Poccuiickoit Pegepaumm
aHaNoroB eKapCTBEHHbIX NPenapaTos.






