[okymeHT npepoctasneH KoHcynbTaHTI10C

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

MWHWUCTEPCTBO 34PABOOXPAHEHUA POCCUMCKON ®EAEPALIUM

MPUKA3
ot 10 anpensa 2025 r. N 180H

OB YTBEP/EHUM MOPAAKA
CO3JAHUA U AEATENbHOCTU BPAYEEHOW KOMUCCUU
MEOULMHCKOW OPFAHU3ALIUM

B cooTBeTcTBUM € NyHKTOM 4 yactn 2 ctatbu 14 PepepanbHoOro 3akoHa ot 21 HoAbpa 2011 r. N
323-®d3 "0O6 ocHoBax oxpaHbl 340p0OBbA rparkaaH B Poccuitckoit Pepepaumnn” n noanyHkTom 5.2.16
nyHKTa 5 MonoxeHna o MuHUCTepcTBe 34paBooxpaHeHna Poccuiickoit Pepepaumn, yTBepKAEHHOMO
nocrtaHosneHnem MpaButenbctsa Poccuiickont Peaepaumm ot 19 nioHs 2012 r. N 608, npuKasbiBato:

1. YTBepAuTb npuaaraembiii MNOPAAOK CO34aHMA W AeATeNbHOCTM BpayebHoM Komuccuum
MeAULMHCKOM opraHM3auum.

2. Mpu3HaTb YTPATUBLUMMM CUNY:

npukas MunHUcTepcTBa 34paBoOOXpPaHEHMA U coLManbHOro pa3sutua Poccuninckon depgepauym ot 5
mas 2012 r. N 502H "O6 yTBepKAeHUW MopsAAKa Co3daHMA U AeATeNbHOCTM BpadyebHOM Komuccuum
MeANUMHCKOW opraHusauumn” (3apernctpmpoBaH MuHUcTepcTBOM tocTUumMmM Poccuiickoit ®epepaunm 9
nioHA 2012 r., pernctpauunoHHbii N 24516);

npuKkas MuHucTepcTBa 34paBooxpaHeHusa Poccuiickoit Pepepaunn ot 2 aekabps 2013 r. N 886H
"O BHeceHMM nameHeHui B MoOpPALOK cO34aHMA U AeATEeNbHOCTU BPpavyebHOM KOMUCCUN MeAULMHCKOM
OpraHusaLmn, yTBEPKAEHHbIM NPUKasom MUHMUCTEPCTBA 34PaBOOXPAaHEHMA U COLMANBHOMO PasBUTUA
Poccuiickoir depepaummn oT 5 maa 2012 r. N 502H, u B [MopsaoK HasHa4yeHUA W BbINUCbIBAHUSA
JIeKapCTBEHHbIX NPEMNAPaToB, YTBEPXKAEHHbIN NpMKazom MuHUCTepCcTBa 3a4paBooxpaHeHma Poccuiickom
depepaunn ot 20 aekabpa 2012 r. N 1175H" (3apernctpuposaH MMUHUCTEPCTBOM OCTULIMN Poccuitckol
depepaunn 23 gekabps 2013 r., pernctpaumoHHbii N 30714).

3. HacToawmin npukas BcTynaet B cuny ¢ 1 ceHTabpa 2025 r. n aecteyeT Ao 1 ceHTsbpa 2031 .

MwuHunctp
M.A.MYPALLKO

YT1BepxaeH

npukasom MuHUCTepCTBa 34PaBOOXPaHEH A
Poccuitckoin ®epepaumm

o1 10 anpena 2025 r. N 180H

noPAAOK
CO3JAHUA U AEATENbHOCTU BPAYEBHOW KOMUCCUM
MEOULMHCKOW OPFAHU3ALIUM


https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=481289&dst=100141
https://login.consultant.ru/link/?req=doc&base=LAW&n=504021&dst=100034
https://login.consultant.ru/link/?req=doc&base=LAW&n=504021&dst=100034
https://login.consultant.ru/link/?req=doc&base=LAW&n=157003
https://login.consultant.ru/link/?req=doc&base=LAW&n=321283

1. BpauebHas Komuccusa meaMLMHCKOM opraHu3saumun (ganee - BpadyebHan Komuccua) co3agaeTcs B
MeAULUMHCKOM OpraHM3aumMm B LENAX COBEPLIEHCTBOBAHMA OPraHM3aUMKM OKasaHWA MeaMUUHCKOM
NOoMOLM, MPUHATUA pPeleHuit B Hambonee CAOXKHbIX M KOHPAMKTHbIX C/y4asx MO BoOMpocam
NPodUNAKTUKM,  AMATHOCTUKK,  JIEYEHUA U MeAMUMHCKON  peabuautaummn, onpeaesieHus
TPYA0CNOCOOHOCTU rpaxkaaH u nNpodeccMoHaibHON NPUTOAHOCTU HEKOTOPbIX KaTeropmin paboTHUKOB,
OCYLLECTB/IEHMA OLEHKM Ka4yecTBa, 0OOCHOBAHHOCTU U 3OPEKTUBHOCTU JsiedyebHO-ANArHOCTUYECKUX
MEepPOnpPUATUIA, B TOM YMC/Ie Ha3HAYeHUA NeKapCTBEHHbIX NpenapaTos A1a MeANLMHCKOro NPpMMeEHEHUs
(manee - nekapcTBeHHble NpenapaTbl), obecneyeHUs HasHauYeHMUA U KOPPEKLIMK leYeHna B Liensx yyeTa
AaHHbIX MauMeHToB Npu obecrneyeHUU NEKapCTBEHHbIMM NpenapaTamu, TpaHcnAaHTauum (nepecagku)
OpraHoB WM TKaHel 4enoBeKa, MeAUUMHCKOW peabunmntaumu, a TaKKe MPUHATUA PEeLUeHMA MO MHbIM
MeAULMHCKMM Bonpocam <1>.

<1> Yactb 2 cratbn 48 depepanbHoOro 3akoHa oT 21 Hoabpa 2011 r. N 323-d3 "O6 ocHoBax
OXpaHbl 340pOBbsA rpaxKaaH B Poccuinckon depepaunn’.

2. B cBoein peAatenbHOCTM BpavyebHasa Komuccusa pykosoacTeyeTca KoHcTutyumein PoccuiicKoi
depepaunn, degepanbHbIMM 3aKOHAMM, YKaszamu W pacnopsaxeHuamn [lpesnaeHta Poccuiickol
depgepaunn, nNoCTaHOBAEGHMAMM U pacnopskeHusamm [MpasuTtenbctea Poccuitickon Depgepauum,
HOPMaTUBHLIMM MPaABOBbIMM aKTaMW ¢enepasibHbIX OPraHOB WCMOJIHATENBHOM BNACTWU, BKJ/KOYas
HacToAwmi MNopAaaoK, 3aKOHAaMM U MHBIMU HOPMATMBHbIMM NMPABOBbIMK aKTamu cybbekToB Poccuiickol
depepaunu, a TakKe MyHULMNA/IbHbIMW NMPABOBbIMW aKTaMW.

3. BpayebHas KOMMWCCMA CO3[AETCA HAa OCHOBAaHMM MpUKasa PyKOBOAWUTENA MeAMLMHCKOM
opraHusaumu.

4, Mo peweHUo pPyKoBOAUTENA MEOMUMHCKOM OpraHusaumm B cOCTaBe BpayebHOM Komuccuu
MOryT GOpPMMPOBATLCA MOAKOMUCCUN BpauebHON KOMUCCUN.

5. TlonoxeHne o BpayebHOM Komuccum  (nogkomuccum  BpadebHoM  Komumccum),
pernameHTUpylollee UeAM, 3agadyM u oyHKuMM BpadebHoW Komuccuu (nogxomuccuii BpadyebHol
KOMMCCUM), NOPAAOK paboTbl, yyeTa U NPeaCcTaBieHNs OTYETHOCTU MO UTOram AeATeNbHOCTU, U COCTaB
BpauyebHOW Komuccumn (nogKomuCCUiA  BpayebHOM KOMMCCMM)  YTBEPIKAAKTCA PYKOBOAMTENEM
MeONLMHCKOMN opraHM3auum.

6. BpauebHas Komuccua (Nnogkommuccua BpadebHo KOMUCCUMKM) COCTOMT U3 NpeaceaaTens, O4HOro
WK OBYX 3aMecTuTeniei npeacesatens u UHbIX YNEeHOB KOMUCCUU. MUHMMaNbHOE KO/IMYECTBO YNEHOB
BpauebHOM KomuccuM (NoaKOMUCCMM BpayvebHOM KOMWMCCUMM) cOCTaBaAeT 3 4yesoBeKa C Y4eTom
npeaceaartens v 3amectTuTens npeacegartens.

7. TMpeacepatenem BpayebHOW KOMMUCCUWM  Ha3HavaeTcA  PyKoBOAUTENb  MeAWLMHCKOW
opraHv3aumMm WAW 3aMecTUTeNb PYKoBOAUTENA MeAMUMHCKOW OpraHusauuu, B  OOJ/IKHOCTHble
0653aHHOCTM KOTOPOro BXOAUT pelleHMe BONPOCOB, OTHECEHHbIX K KOMNETEHLMN BpadyebHON KOMUCCUM.

8. Mpeacepatenem MNOAKOMMUCCMM  BPaYebHOW  KOMWMCCMM  HasHayaeTca  PYKOBOAWTENb
MeAMLMHCKOW OpraHusaumMm, WM 3aMecTUTe/lb PYKOBOAMUTENA MEeLAWULMHCKON OpraHusaumm, wam
pPYKOBOAWUTENb  CTPYKTYPHOrO MoApasfeneHus MeSUUMHCKOW  OpraHvMsaumMv, B [OJ/IKHOCTHble
00653aHHOCTM KOTOPOro BXOAMT pelleHMEe BOMPOCOB, OTHECEHHbIX K KOMMETeHLUMU MOAKOMUCCUM
BpayebHOoM Komuccum.

9. B coctaB BpayebHOW KOMUCCUM M MOAKOMUCCMIA BpayebHOM KOMWMCCUM MOFYT BKAOYATbCA
PYKOBOAMUTENN CTPYKTYPHbIX MNOAPasAeNeHUint  MegUUMHCKOW OpraHusaummM, Bpadu M3 4ucna
MeAMLMHCKNX PabOTHNMKOB MegMUMHCKOW OpraHM3aummn, B KOTOpoK co3aaeTtca BpayebHas Komuceus, a
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TaKXe Bpayun 13 4yncia megnumHCKuX pa6OTHVIKOB UHbIX MeANUNHCKUX opraHM3au,m71.

10. OpraHusaumoHHoe obecnedyeHne [OeATENbLHOCTM BpadyebHoM Komuccum (noakommccum
BpauyebHOW KOMMCCUM) OCYLLECTBAAETCA MEeAULMHCKMM PaboOTHUKOM WAN  UHbIM  PaboTHUKOM
MeAULMHCKOM opraHu3auuun (Janee - cekpetapb BpayebHolM Komuccum (nogKkomuccum BpadvebHol
KOMKCCUM).

11. CeKkpeTtapb BpayebHOM KomMMCCUMM (MOAKOMMUCCUM BpavyebHOM Komuccum) ocyuiectsaseT
cnegytowme GyHKLMMU:

1) coctaBneHne nnaHoB-rpadMKoOB 3acedaHnin BpayebHon Kommccum (nogkommccum BpadebHoM
KOMMCCUK);

2) noarotoBKa MaTepuanoB ANA 3acedaHus BpadyebHoM Komuccum (nogKkomuccum BpadebHown
KOMUCCUK);

3) yBeomMneHMe 4ieHoB BpavyebHOW Komuccumn (nogkommccum BpavebHol Komuccun) o gate U
BpeMeHW NpoBeaeHUs 3aceaHus BpayebHon Komuccum (NogKoMUCCUU BpauebHoN Komuccum);

4) obopmaeHmne NPoTOKON0B BpadebHon Kommnccum (NnogKommnccum BpadebHon Kommccum);

5) BHeceHWe pelleHUs BpayebHOM Komuccum (NogKomuccuM BpadvebHolM Komuccun) B
MEAMLMHCKYIO0 OKYMEHTALMIO NALNEHTa;

6) BeaeHue KypHana BpayebHol Kommuccumn (NogKommccum BpadyebHOM KOMUCCUUM) Ha BymarkKHOM
HocuTene u (Man) B Popme 3NEKTPOHHOIO [OKYMEHTa, B KOTOPOM YyKasblBaloTcA [JaTa, Bpems
nposeseHMA N GUKCUPYIOTCA NPUHATbIE pelleHus BpavyebHoM Komuccunm (nogKommuccum spadvebHol
KOMUCCUU);

7) opraHusauMa XpaHeHUs MaTepuanoB AeATe/IbHOCTU BpayebHOM Komuccuu (nogKomuccum
BpayebHol Kommccum).

12. 3acegaHua BpayebHOM KOMMCCUM (MOAKOMUCCUM BpadebHOM KOMUCCUM) NPOBOAATCA HE peke
04HOro pasa B MecAL, Ha OCHOBAHMU NIAHOB-TPAadUKOB, YTBEPKAAEMbIX PYKOBOAMUTENEM MEANLMHCKOM
opraHusaumu.

13. Mo peweHuto npeacenaTens BpayebHOM KoMMUcCUMM (NoaKOMUCCUMM BpavyebHOM Komuccuu),
COTr/IaCOBAHHOMY C PYKOBOAWUTENEM MEAMUMHCKOM OpraHu3aumu (YNnoJHOMOYEHHbIM 3amecTUTesiem
PYKOBOAUTENS MEAULMHCKON OpraHu3aumm), MoryT NnpoBOAMTLCA BHEMAaHOBbIE 3acefaHus BpaYebHow
KomMuccum (nogkommccum BpadebHol Kommuccum).

14. 3acepmaHue BpayebHOW KomuccuM (NOAKOMUCCUM BpayebHOM KOMUCCUKM) cyMTaeTcs
NPaBOMOYHbIM MPU HAANYUN KBOPYMA, KOTOPbIN COCTaBASAET HE MeHee ABYX TPETel cocTaBa BpayebHow
KomMuccum (noarkommccmnm BpadyebHom kommnccun).

PeweHune BpayebHON KoMmmUcCUM (MOAKOMMUCCUN BpauebHON KOMUCCUN) CUMTAETCA MPUHATLIM, EC/N
ero NoAfeprano He MeHee ABYX TpeTeil uyneHoB BpayebHOM Komuccuu (nogkomuccumn BpadebHoi
KOMMCCMM), MNPUCYTCTBYIOLWLMX Ha 3acedaHum BpadebHOM Komuccum (nogKkomuccum BpadebHow
Komuccum).

15. PeweHue BpayebHO KomuccuM (Noakomuccuu BpadyebHoW Komuccun) odopmnsercs
NPOTOKO/IOM Ha BymaxkHOM HOocuTesie, NOANMUCbIBAEMOM MPUCYTCTBOBABLUMMM Ha 3acefaHuKn YieHamu
BpayebHol Komuccum (NogKomuccum BpadyebHoin Komuccun), unmn dopmmpyetcsa B Gopme 3/1eKTPOHHOTO
AOKYMEHTa, MOAMMUCAaHHOIO  YCU/AEHHbIMU  KBaAMPULMPOBAHHLIMU  3/IEKTPOHHBIMK  MOANUCAMM
YKa3aHHbIX /ML, B CPOK, He MpeBblllalolWmii Tpex pabouux gHel co OHA NpoBeAeHuA 3acedaHus
BpauyebHOl Komuccum (nogKomuccuM BpayvebHOM KOMMUCCKMM), KOTOPbIA COLEPKUT Ccreaylolme



cBefleHus:
1) npata npoBeaeHMA 3acegaHns BpavyebHOM Komuccum (MoaKoMmuccumn BpadebHor Kommccum);

2) CcNMCOK uneHoB  BpayebHoOM  Komuccum  (Nogkomuccum  BpadyebHo  Komuccum),
NPUCYTCTBOBABLLMX Ha 3aceaHnM BpayebHOM Komuccum (MoAKOMMCCUMM BpayebHOM KoMMUccum);

3) nepeyeHb 06CYXKAABLWIMXCA Ha 3acedaHuM BpavyebHOM Komuccum (NogKomMMCCUMM BpayvebHoM
KOMWCCUM) BOMPOCOB;

4) peweHune BpayebHO KoMUCCUM (MoaKkoMmnccnmn BpavebHom Kommnccumn) u ero obocHoBaHue;

5) cBepeHus 06 WHAMBMAYANbHOM HEMNepeHOCMMOCTM B3aMMO3aMEHSIEMbIX JIEKAPCTBEHHbIX
npenapaTtos (Npu NpUHATUM BpavebHOl Komuccuelr (Nnogkomuccuein BpauyebHoOn KOMUCCUM) peLleHuns,
YyKa3aHHoro B nognyHKTe 8 nyHkTa 20 HacToAwero MNMopagka.

16. Bbinucka M3 npoToKosa BpayebHol Komuccuu (nogxommccum BpadebHol Komuccuu)
BblAAeTCA MauMeHTy W (MNM) ero 3aKOHHOMY NpeacTaBuUTeNto MO0 MHOMY /MUy, YKasaHHOMY
NaLMeHTOM WM ero 3aKOHHbIM NpeacTaBUTeNIEM B MUCbMEHHOM COM/IACUW HA pasrialleHne CBeaeHUM,
COCTaBAAOLWMX BpayebHy0 TanHy, nan MHPOPMMpPOBAHHOM A0OPOBOILHOM COMIACUN Ha MeANLUHCKOe
BMeLUaTeIbCTBO (Aasiee - MHOe ML), MO 3aNPocy, HANPaBJAEHHOMY B TOM YMC/E B 3/IEKTPOHHON GopMeE,
Ha bymaxkHOM HocuTene u (Mam) B GopmMe 3N1EKTPOHHOIO AOKYMEHTa B CPOK, HE NMPEBbLILWAMOLWMIA TPEX
paboumnx gHeW Co AHA NOCTYNNEHNA B MEAULMHCKYIO OPraHU3aLMIo YKa3aHHOro 3anpoca.

17. NpoToKobl BpauebHO KoMUCCUM (NOAKOMUCCUMM BpauyebHOM KOMUCCUMM) NOANEKAT XPaHEHUIO
B TeYEeHMe AecATU feT.

18. MNpeacenatenb BpauyebHOM KOMUCCUM EXKEKBAPTA/IbHO, @ TaKXKe No UToram roga npeacrasnaset
PYKOBOAMTENO MEAULIMHCKON OpraHmn3aumm NnMCbMEHHbIN OTYET O AEeATEIbHOCTU BpayebHOM Kommnccum
M NOAKOMMUCCUI BpayebHO KoMUCCUN.

19. KoHTposb 3a AesaTenbHOCTbIO BpayebHON KOMMCCUMM U MOAKOMMUCCUIA BpayebHOM KoMmccum
OCYLLECTBNISET PYKOBOANUTENb MEANLMHCKOW OpraHM3aLmm.

20. BpayebHasa KOMUCCUA MOXKET OCYLLECTBAATb ceaytowme GyHKUNN:

1) npuHATHNE peLueHmZ Nno BOMNPOCaM CoBepPLUIEHCTBOBAaHNA OpraHn3aunn oKa3aHuUA Meﬂ,MLl,MHCKOVI
nomoLwu HaceneHno Ha OCHOBE BHeAPEHUA CUCTEMbBI MEeHEOXMEHTa KavyecCTBa,

2) NpUHATUE peLleHUit No BOMpOCam onpeaeneHus NnoaxofoB K BHEAPEHUID B MeAUUMHCKOWM
OopraHu3aumMm TEXHOJIOTUIA, HaMnpaBAEHHbIX Ha PaLMOHaNbHOE WMCMO/Ab30BAaHWE BPEMEHWU MNaLMeHTa U
MeauLMHCKOro paboTHMKa, obecneyeHMs KOMGOPTHOCTM YC/AOBUIA NPeAoCTaBAEHUA MeAUUMHCKUX

yenyr;

3) npuHATME peleHWnid No Bompocam MNPOGUAAKTUKM, AMArHOCTUKK, fIeYeHUsA, MeAULMHCKON
peabuantaumm, B TOM YMCNE CAaHATOPHO-KYPOPTHOrO /ieYeHns, NPOBEAEHUA MEeAULMHCKUX SKCNepTus,
MeAMLMHCKMX OCMOTPOB M MeAMLMHCKUX OCBUAETENbCTBOBAHMIA, onpeaeneHns npodeccroHanbHoM
NPUrogHOCTU HEKOTOPbIX KaTeropuit paboTHWKOB M CBA3M 3aboneBaHMA C npodeccuelt B Cayvasnx,
YCTaHOB/IEHHbIX 3aKoHOoAaTenbCcTBoM Poccuiickoit ®egepaumn, B Hambonee CNOXKHBIX U KOHGAUKTHBIX
Cyyanx, TPebYIOLMX KOMUCCUOHHOTO PAacCMOTPEHMS;

4) onpeaeneHve TPyOoCNOCOBHOCTU rpaskAaH B CAyyaAX, YCTAaHOB/IEHHbIX 3aKOHOAATENbCTBOM
Poccuitckoin Pepepaumnu;

5) npogneHve NUCTKOB HETPYAOCNOCOBHOCTM B C/y4asXx, YCTaHOB/EHHbIX 3aKOHOAATENbCTBOM
Poccuiickoin Pepepaunu;
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6) NpuHATME pelleHMAa O HanpaB/leHUM nauMeHTa Ha MeAMKO-COLMANbHYK 3KCneptusy B
COOTBETCTBUM C 3aKOHOAATeNbCTBOM Poccuiickoit deaepaunu;

7) oueHka KayectBa, O0BOOCHOBAHHOCTM U 3PPEKTUBHOCTU  NeYebHO-ANArHOCTUYECKUX
MepOonpUATUIA, B TOM YMC/1e Ha3HAaYeHUA JIEKAaPCTBEHHbIX MPENapaTos;

8) NpUHATUE pelleHUsa 0 Ha3HaYeHUN U NPUMEHEHUN NIEKAPCTBEHHbIX NPenapaTos, MeANLUHCKUX
N3gennii N cneunanmsmpoBaHHbIX NPOAYKTOB e4ebHOro NUTaHuA, He BXOAALLMX B COOTBETCTBYHOLLNN
CTaHAapPT MEeOMUMHCKOM MOMOLWM WAM He NpPenycCMOTPEHHbIX COOTBETCTBYIOWEN KAMHUYECKOM
pekomeHgaumen, NM60 No TOProBbIM HAMMEHOBAHUAM MNPU HAUYUM MEOUUMHCKMX MOKa3aHWui
(MHAMBUAYaNbHOWM HENEPEHOCUMOCTH, MO KU3HEHHbIM NOKa3aHUAM);

9) BbIHECEHME 3aKNOYEHUA O HEOBXOAMMOCTM HesamendIMTeNbHOro obecneyeHnsa KOHKPETHOro
rpakAaHMHa C TAMKENbIM XU3HEYrpoXalolmMm U XPOHUYECKMM 3aboneBaHMemM, B TOM 4YMCAe PeKkum
(opdaHHbIM) 3aboneBaHMeM, KOTOpbIA NOAyYan NOAMEPXKKY B pamKax gesTenbHoct doHaa
NOAMAEPKKN AETEN C TAXKENbIMU KUSHEYTPOMKALMMN U XPOHUYECKUMU 3aD0NeBaHUAMMU, B TOM UYnCie
peakumu (opdaHHbIMMK) 3aboneBaHmaMNU, "Kpyr obpa" (ganee - ®oHa) A0 AOCTUNKEHUS UM 18-neTHero
BO3pacTa n obecrneyeHme okasaHua NoALEPKKN KOTOPOMY ocyluecTeadeTcd PoHAOM B TeYeHME O4HOTO
roga nocne AOCTUMKeHMA UM 18-neTHero Bo3pacTa, MO0 rpynn TakMX rpaxkgaH (ganee - gemm ¢
opdaHHbIMK 3a60/1eBaHUAMM) NEKAPCTBEHHbIM MPEenapaTom U3 pesepBa JIeKapCTBEHHbIX NPenaparos,
BK/IIOYEHHbIX B NMEepevyHu AN 3aKyMOoK, B LeNAX HesameanuTesibHoro obecnevyeHus HeonpeneseHHowm
rpynnbl geten c oppaHHbIMKN 3a601eBaHUAMY;

10) npuHATME peleHna O HeobXOAMMOCTM Ha3HaYeHUs JIeKapCTBEHHbIX Mpenapartos, He
BXOAAWMX B repeyeHb KU3HEHHO HEeOobXOAMMbIX U BaKHEMLIMX NeKapCTBEHHbIX npenapaTos (npu
OKa3aHWM MeAMLMHCKOW MOMOLLM B pamMKax NPOrpammbl FOCyAapCTBEHHbIX rapaHTuit 6ecnaaTHoro
OKa3aHuA rpakaaHam meauLMHCKOM NOMOLLK);

11) B cnyyae NPUHATUA PELUEHUA O HA3HAYeHWM He 3apPerncTpMpoBaHHOrO B Poccuiickoi
depepaunn nekapcTBeEHHOro npenapaTta, onpeaeneHue Mopsaaka ero NPUMeHeHWAa Ha OCHOBE MW C
YYETOM WMHCTPYKUMM NO MPUMMeHeHuto (403MpoBKKM, crnocoba BBEAEHMA M NPUMEHEHUA, PeXxmnma
[03MPOBaHUA, MPOAO/IKUTENbHOCTM ledeHMs U 060CHOBaHNA Ha3HaYeHUs IeKapcTBEHHOro npenaparta),
BK/tOYasA HabloAeHWe 3a NauMeHTOM, NPUMEHAIOLWMM TaKol npenapar;

12) npuHATME pelleHMA O Ha3HAYeHMU He3aPerncTpupoBaHHbIX B Poccuiickoin depepaunmn
MeAMULMHCKUX U3AENNI NPU HAZIMYUN MEeAMULUHCKUX NMOKa3aHWi (Mo KU3HEHHbIM NMOKa3aHWUAM);

13) npuHATME pelieHna o HanpasBaeHun coobueHmnit B deaepanbHyto cny»Kby no Haasopy chepe
340aBOOXPAHEHMSA B LLENAX OCYLLECTBAEHUSA MOHUTOPUHIa 6€30NacHOCTM IeKapPCTBEHHbIX NPenapaTos o
BbIABMEHHbIX CAy4asax NOBGOYHbIX [AENCTBUI, HE VYKasaHHbIX B WHCTPYKLUMM MO NPUMEHEHUIO
NleKapCcTBEHHOTO NpenapaTa, CePbe3HbIX HEMXKeNaTeNbHbIX PeakUMi U HenpeaBUAEHHbIX HeXKenaTeNbHbIX
peakuuii Npyu NPUMEHEHWM IEKAPCTBEHHbIX NPENapaToB, B TOM YMCAE MOCAYKUBLUMX OCHOBAaHMEM ANA
Ha3Ha4YeHMA IeKapPCTBEHHbIX NPENapaToB B COOTBETCTBUM C NOAMNYHKTOM 8 HAacTOALLEro NYHKTa;

14) NnpuHATME peLleHnn No BOMpPOoCam Ha3HaYeHUsA MU KOPPEKLUUU leYeHnn B Lenax yyeTa AaHHbIX
nauMeHToB Npu obecnevyeHUn NeKapcTBEHHbIMU MpenapaTaMn B COOTBETCTBUM C 3aKOHOAATE/IbCTBOM
Poccuitckoin epepaumnu;

15) npuHATME peleHus O HasHAYeHMM JIeKapCTBEHHbIX MPEenapaToB B C/Ay4asx M B MoOpAgKe,
KOTOpble YCTaHOBAEHbl HOPMAaTUBHbLIMK MPaBOBbIMM akTamu Poccuiickon degepaumm U cybbekToB
Poccuiickoit deasepaumn, ycTaHaBAMBAIOWMMM NOPAAOK HAa3HAYeHMA M BbINUCbIBAHMA IEKAPCTBEHHbIX
npenapaTos, BKAKOYaA HAaPKOTUYECKME NeKapCTBEHHble npenapaTtbl U MCUXOTPOMHbIE JEKAPCTBEHHbIE
npenapaTtbl, a TaKKe J/IeKapCTBEHHbIX MNpenapaToB, obecneyeHMe KOTOPbIMM OCYLIECTBAAETCA B
COOTBETCTBUM CO CTaHAAPTAMM MEAMLMHCKON NOMOLLM NO peuenTtam Bpaya (dpenbaliepa) npy okasaHum
rocyAapCTBeHHOM CoLUManbHOM NOMOLLM B BUAE Habopa coumanbHbIX YCAYT;
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16) npuHATME peWeHUAa O HasHaAYeHUM OTAE/NbHOMY MNaumeHTy BUMOMeAMUMHCKOrO KNEeTOYHOro
NpoAyKTa, npeaHasHauYeHHOro AA WCMOJIHEHUA WHAUMBUAYa/bHOrO MEAMLMHCKOTO HasHayeHun
6bMoMeaMUNHCKOTO KNeTOYHOro NpoAyKTa, CreunasbHO NpPOoM3BEeAEHHOro A1 OTAE/IbHOro nauueHTa
HenocpeacTBEHHO B MeAMLMHCKON OpraHM3aLmmn, B KOTOPOM NPUMEHAETCA AaHHbIN BMoMeAULNHCKNI
KNETOUHbIA MPOAYKT (Aanee - MHAMBMAYANbHbIA BUOMEANLMHCKUA KNETOYHbIA NMPOAYKT), U KOTOpOW
NnpeaocTaB/ieHO paspelleHMe Ha NPOM3BOACTBO U NMPUMEHEHWE MHAMBMAYANbHOIO BMoMeanUMHCKOro
KNIeTOYHOTro NPOAYKTa;

17) npuHATME pelleHMA O MPUMEHEHMU BUOTEeXHONIOrMUYECKOro JIeKapCTBEHHOro npenapara,
npefHasHa4YeHHOro ANA NPUMEHEHUN B COOTBETCTBUN C UHAMBUAYANbHBIM MEANLNHCKMM Ha3HaYeHnem
M CchneuuanbHO M3roTOBNEHHOTO A8 KOHKPETHOro nauMeHTa HenocpeACTBEHHO B MeAULMHCKOM
opraHv3aumMnM, B KOTOPOM MpUMeHAeTcA TaKoi 6MOTEXHONOTMYECKMI NeKapCTBEHHbIM npenapar,
MMelWnin B CBOEM COCTaBe COeAMHEHUs, CUHTe3UPOBaHHble MO pe3ynbTaTam reHeTUYecKux
uccnegoBaHW  mMaTepuana, MNoOJIyYdeHHOro OT NauMeHTa, [A4A KOTOPOro W3roToB/leH TaKoM
6MOTEXHONOMMYECKMI JIEKAPCTBEHHbIM npenapaTt (ganee - WUHAMBUMAYANbHbIA OUOTEXHOOrMYECKUI
NIeKapCTBEHHbIM npenapat), NPy HaAWYMKU Yy YKasaHHOW MeAMUMHCKOW OpraHuM3aummn paspelueHus Ha
npumeHeHne NHAUBUAYANbLHOrO BUOTEXHONOMMUYECKOro 1IeKapCTBEHHOTo Npenapara;

18) nposegeHve oT6Opa NALMEHTOB B COOTBETCTBMWM C MNOPALKOM OPraHM3auMmM OKasaHus
BbICOKOTEXHO/IOTMYHOM  MELMLMHCKOM MNOMOWM C MNPUMEHEHMEM eOMHOM  FoCyAapCTBEHHOM
MHPOPMALMOHHOM cucTEMbI B cHepe 34paBOOXPaHEHUSA <2>;

<2> Yactb 8 ctatb 34 depepanbHoOro 3akoHa oT 21 Hoabpsa 2011 r. N 323-d3 "O6 ocHoBax
OXpaHbl 340P0BbA rpaxkaaH B Poccuiickont Peapepaumnn’.

19) BblAaya 3aKNOYEHUS O HYXKAAEMOCTU BeTepaHa B obecrnevyeHUn npotesamu (Kpome 3yOHbIX
NpoTe30B), MNPOTE3HO-OPTONEAMYECKUMMN U3AENNAMM B COOTBETCTBMM C [MpaBunamu obecnevyeHus
WMHBANNAOB TEXHUYECKUMWU CPEACTBAMM PeabuauTtaumm U OTAENbHbIX KATEropui rpaxgaH M3 yucna
BeTepaHoOB npoTe3amu (Kpome 3yOHbIX NpPOTE30B), MNPOTE3HO-OPTONEANYECKMMU  U3LENUAMM,
YTBEPKAEHHbIMM NocTaHoBAeHUeM MpasuTenbcTBa Poccuiickoin ®eaepaumm ot 7 anpena 2008 r. N 240;

20) ocywiecTBieHNe MeAMLMHCKOTO OCBUAETENbCTBOBAHMA MOLO3PEBAEMBIX UM OOBUHAEMbIX B
coBeplleHUM NPECTYNAeHUA, B OTHOWEHUM KOTOPbIX M3bpaHa mepa NpecevyeHus B BUAE 3aKIHOYEHUN
nog, CTpaxy, Ha NpeameT Ha/IMUYUA Y HUX TAXKeNoro 3aboneBaHusA, BKAOYEHHOTO B NepeyeHb TAXKENbIX
3ab6o0s1eBaHNN, NPENATCTBYIOLLMX COAEP)KAHMIO MOA CTParkel NoLo3peBaeMbiX WAM OOBUHSAEMbIX B
COBEpLUEHUN NPECTYNIEHUI, YTBEPKAEHHbIM NocTaHoBeHMeM MpaBuTenbcTBa Poccuiickon ®epepauymm
oT 14 aHBapa 2011 r. N 3;

21) nposeageHune o0bna3aTenbHOro NCUXMNATPUYHECKOIo OCBNAETENTbCTBOBAHUA;

22) Bblga4a cnpaBkM 06 OTCYTCTBMM MEAMLMHCKMX NPOTMBOMOKasaHui Aana paboTbl C
MCMO/Ib30BaHNEM CBELEHWI, COCTABAAIOWMX TOCYAAPCTBEHHYIO TalHY;

23) BblHECEHME MEOUNUUHCKOIO 3aK/K4YeHMA O TOM, 4YTO NpPU U3BATUN OPraHOB U TKaHeMn Aana
TPpaHCN/1aHTaULnn (nepecap,KM) Y *MBOIo OOHOpPa €ero 340poBbko HE 6yp,eT NPUYNHEH 3HAYUTEbHbIN

Bpes;

24) B3aumogelicteMe B paboTe MO BOMPOCaM, OTHOCALWMMCS K KOMMETeHUUU BpayvebHow
KOMMCCUM, C TeppuTopuanbHbiMK GoHOAaMU 06A3aTENbHOTO MEAMUMHCKOro CcTpaxoBaHua, doHaom
MEHCMOHHOMO WM COLMANbHOro cTpaxoBaHuAa Poccuiickoint deaepaunn, TeppuUTOpUanbHbIMM OpraHamu
denepanbHoii cny:Kbbl No Hag3opy B chepe 3apaBooxpaHeHmsa n GeagepanbHol cy»6bl Mo Hag3opy B
chepe 3awmTbl nNpaB notpebuteneit u 6Gaarononyuma udenoseKka, denepanbHbIMU YyUPEKAEHUAMM
MeAMKO-CoLManbHOM 3KCNEPTU3bI, CO CTPAXOBbIMU MEAULMHCKMMM OpPraHM3aLuammn, MHbIMM OpraHamm
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W opraHunsaumamu;

25) uHble GYHKUMK, NpesyCMOTPeHHbIe deaepanbHbIMU 3aKOHAMM, HOPMATUBHbLIMU NPaBOBbLIMMU
akTamu lMpe3ngeHTta Poccuinckon Pepepaummn, MpasutenbctBa Poccuiickon Pepepaunmn, deasepanbHbix
OpraHOB WCMOJIHUTE/IbHOM BAACTM M OPraHOB rOCYAAPCTBEHHOM BAacTU cybbekToB Poccuiickol
depgepaunn.

21. Mo pelweHNO pyKoBOAUTENA MEAMLMHCKON OpraHmMsaumm BpavyebHas KOMMCCUMA MOXKET
OCYLWLEeCTBAATb cneaytowme GyHKLUK:

1) paspaboTKa M BHeApeHUE MepOonpUATUIA, HaMpPaB/lEeHHbIX Ha NOBbIWEHWE KayecTBa JieyebHo-
AnarHocTMyeckom paboTbl, B TOM 4Yuc/ie npeaynpexiaeHMe U ycTpaHeHWe HapyleHWn B npouecce
OVArHOCTUKM U JIeYeHUss MNauMEeHTOB, CHUMXKEHWe roKasaTenen 3aboneBaemocTv, CMEpPTHOCTH,
60/IbHNYHOW 1IEeTa/IBHOCTN U UHBA/IMAHOCTU;

2) onpepeneHve noAXOAOB W BO3MOMKHOCTM MPUMEHEHUA B MEAWMLMHCKOW OpraHusaumm
COBPEMEHHbIX MEeTOA0B MNPOGUIAKTUKKN, AMATHOCTUKKU, JIeYeHMA U MeaUUMHCKOM peabuautaumm c
YYETOM MEXKAYHAPOAHON MEeANLUMHCKON MPaKTUKK;

3) oueHKa npoBeAeHMA MeAMUMHCKUMU PaboTHUKaMKU KOHCYAbTaUUN C MNPUMEHEHUEM
TenemeguUMHCKMX TEXHONOMMI, aHaIn3 CBOEBPEMEHHOCTU M KayecTBa UX NpoBeAeHUs;

4) aHanu3 3a60/s1eBaeMoCTi, B TOM YMC/le MaTepPei U HOBOPOXKAEHHbLIX, BHYTPUOONbHUYHbBIMM
UHdeKuMaMnN, paspaboTka M peanusauma MeponpuaTMi No npodunaktuke 3abonesaemocTu
BHYTPUOONbHUYHBIMU MHOEKUMAMMY;

5) OopraHnsauma n nposeageHmMe BHYTPEHHErNo KOHTPO/IA KavyecTBa U 6esonacHocTH Mep,MLLMHCKOVI
0EeATENbHOCTU,

6) opraHM3aUMOHHO-METOAMYECKana NOAMAEPKKA YydeTa HexenaTeNbHbIX CObbITUI  npu
OCYLLECTB/NEHNN MEOULMHCKON AeATeNbHOCTU MeAUUMHCKOW opraHmnsaumeit (pakToB n ob6cToATENbCTS,
CO34al0WMX Yrpo3y MNPUUYNHEHMA AN NOBAEGKWNX MPUUYNHEHME Bpeda KU3HWU U 340POBbI0 rparkKaaH U
(nnn) meanUMHCKUX pabOTHMKOB, a TaKyKe NPUBEALINX K YAJMHEHUIO CPOKOB OKa3aHUA MeauLMHCKOM
nomotm);

7) pa3paboTKa OpraHM3aUMOHHO-METOAMYECKMX MaTepuanoB no paboTe MeaAUUMHCKON
OpraHu3aumm n AoBeAeHME UX A0 CBEAEHUA MeANLMHCKUX PaboOTHMKOB;

8) opraHuMzauma MHGOPMAUMOHHO-06PA30BATE/IbHLIX  MEPONPUATUI  ANAa  MeAMUMHCKUX
paboTHMKOB No BeAeHW0 GOPM CTaTUCTUHECKOTO YYeTa U OTYETHOCTU B chepe 34paBooXpaHeHus;

9) uHble PpyHKUMK, He NPOTMBOPEYaLLME 3aKOHO4ATENLCTBY Poccuiickoin Pepepaunn.

22. BpauyebHaa KoMMCCUS MeEOMLMHCKON opraHuM3auuu, noaseaoMcTBEHHOW denepanbHoOMy
OpraHy MCNONHWUTENbHOW BAacTW, M BpadebHas Komwuccua KpaeBol (pecnybivKaHcKon, obnacTHOM,
OKpPY}KHOI) 6ONbHULbI, ABAAIOLWENCA Beaylleld MHOronpoduibHON MeAMUMHCKOW OpraHusaumen Ha
TeppuTopun cybbekta Poccuiickon degepaumu, NOABEAOMCTBEHHOM WCMNOJHUTENIbHOMY OpraHy
cybbekTa Poccuiickoli Pepepaunn B chdepe oxpaHbl 340POBbS, MOMUMO OCYLLECTBAEHUA GYHKLMINA,
yKa3aHHbIX B NyHKTax 20 u 21 Hactoawero MNopsaka, NPUHMMAET pelleHMe O Ha3HaYeHUU He
3aperncTpupoBaHHbIx B Poccninckoi Peaepaumnmn neKapcTBEHHbIX NPENapaToB B C/IyYanX:

1) oTcyTcTBMA 3aperncTpuMpoBaHHbIX B Poccuiickoit depepaumu aHanoroB Ne€KapCcTBEHHbIX
npenaparos;

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



3) oTcyTcTBMA anbTepHaTUBHbIX (HEMEAUKAaMEHTO3HbIX) METOAO0B MNPOPUNAKTUKKM, NedYeHUa U
MeaULUMHCKOM peabunmtaymm;

4) HaNMYUA NHOUBUAYANbHOM HEMEePEeHOCUMOCTU 3aPerncTpupoBaHHbIX B Poccuitickon degepaumm
aHaNO0roB NEKAPCTBEHHbIX MPenapaTos.




