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3apeructpupoBano B Muntocte Poccun 15 mas 2025 r. N 82196

MWHUCTEPCTBO 30PABOOXPAHEHUA POCCUNCKOW ®EQEPALINA

NMPUKA3
oT 10 anpens 2025 r. N 180H

OB YTBEPXXAEHUWN NOPAOKA
CO30AHUA U AEATENNbHOCTU BPAYEBHOU KOMUCCUU
MEOULUHCKOWN OPFAHU3ALIMA

B cootBerctBUM ¢ nyHKTOM 4 yactu 2 crathbu 14 ®denepanbHoro 3akoHa ot 21 Hoa0ps 2011 r. N
323-@3 "OO ocHOBax OXpaHBI 370pOBBS TpakgaH B Poccuiickoit @enepanuu" u moamyHkTom 5.2.16
nyHkra 5 Ilonoxkenns o MuHucTepcTBe 3apaBooxpaHeHus Poccuiickont denepanyiv, yrBEp:KICHHOIO
nocraHoBieHueM IIpasurenscTBa Poccuiickont @enepannu ot 19 urons 2012 r. N 608, npukassiBaro:

1. VYTBepauTh TmpuiIaraeMblii TOPSIOK CO3MaHUS W JIEATEILHOCTH BpadyeOHOW KOMHUCCHUU
MEIHUIIMHCKON OpraHu3alnH.

2. [Ipu3HaTh yTpaTUBIIUMU CUITY:

npuka3 MUHHCTEPCTBA 3ApaBOOXPAHEHUSI U COLMANIbHOTO pa3BuTus Poccuiickoit denepanuu ot 5
Masgs 2012 r. N 5028 "OO yTBEep)XIE€HHUU TOPSIKA CO3MAHUS U JEATEILHOCTH BpavyeOHON KOMHUCCHUU
MEIMIIMHCKON opranu3anuu” (3aperucTpupoBan MUHUCTEPCTBOM rOCTHIIMU Poccuiickoit deneparuu 9
utons 2012 r., perucrpannonnsiii N 24516);

npuka3z MunucrepcTBa 3apaBooxpanenust Poccutickoit ®eneparuu ot 2 aexadbpst 2013 r. N 886H
"O BHeceHun u3MeHeHUW B [lopsAaok co3maHus W JEATEILHOCTH BpaueOHONW KOMHCCHHM MEAMIIMHCKOMN
OpraHu3aliy, yTBEP)KICHHBIM MpUKa30oM MMHHCTEPCTBA 3PaBOOXPAHEHHUS M COLIMAIBLHOTO Pa3BUTHUS
Poccuiickoit ®denepanmu ot 5 mas 2012 r. N 502H, u B Ilopsanok Ha3HaueHWsI W BBINMCHIBAHUSA
JIEKapCTBEHHBIX MpPENaparoB, YTBEP>KICHHbIH MpuKa3oM MuHHCTEpCTBa 37paBooxpaHeHus Poccuiickoit
®denepanun ot 20 nexadps 2012 r. N 11751" (3apeructpupoBan MHHUCTEPCTBOM IocTulinKu Poccuiickoi
Oenepanun 23 nekadbps 2013 r., perucrpanmonssii N 30714).

3. Hacrosimuit nmpukas Bctynaet B cuity ¢ 1 centsiops 2025 r. u neiictByet 10 1 centsiopst 2031 r.

Munuctp
M.AMYPAIIIKO

YTBEpKIACH
IpuKa3oM MHHHCTEpPCTBA 3paBOOXPAaHEHUS
Poccuiickoit denepanyuun
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ot 10 anpens 2025 r. N 180u

NOPAAOK 5
CO3AAHUA U OEATENBHOCT BPAYHEBHOU KOMUCCUU
MEAMLUMHCKOWU OPTAHU3ALIUA

1. BpaueOHass KOMUCCHS METUIIMHCKOW OpraHu3anuu (nanee - BpaueOHass KOMHUCCHS) CO3/IaeTCs B
MEIUIMHCKOW OpraHW3aliyd B IIENSX COBEPIICHCTBOBAHUS OpPraHU3AalMU OKa3aHHs METUIIMHCKOM
MOMOIIIM, TIPUHATHS pEUNICHHH B HaWOoJee CIOKHBIX M KOHQIIMKTHBIX CIy4asx II0 BOIPOCaM
npoMIaKTUKKA,  JAMArHOCTHKH,  JICYCHHS W MEIUIMHCKON  peaOwiWTanyu,  ONpeelieHUs
TPYAOCTTIOCOOHOCTH TPaXKAaH U MPO(EeCcCHOHAITBHOW MPUTOJHOCTH HEKOTOPHIX KaTeropuii pabOTHHKOB,
OCYILIECTBJICHUSI OLIEHKH KadecTBa, OOOCHOBAHHOCTH U 3(PPEKTHUBHOCTU JI€4eOHO-AMATHOCTUYECKUX
MEpPONPHUATHI, B TOM YHCJIe Ha3HAYCHHS JIEKAPCTBEHHBIX IPENapaToB Ui MEIUIIMHCKOTO TMPUMEHEHUS
(mamee - JeKapCTBEHHBIE IpEMaparthl), 0O0ecrieueHnsT Ha3HAYCHNUS W KOPPEKIIUH JICYCHUS B LEJSIX ydeTa
JaHHBIX TAIMEHTOB TPHU OOECIIEYCHUHU JICKAPCTBEHHBIMH IIperapaTaMy, TPaHCIDIAHTAIMH (TIEpecaiku)
OpraHOB M TKaHEW dYeNoBeKa, MEAWIIMHCKON peaOWIHTaIlK, a TakKe NPHHITHS PEHICHUS 10 HHBIM
MEIMIIMHCKUM Bompocam <1>.

<1> Yacte 2 crathu 48 denepanpHoro 3akona ot 21 nHos6ps 2011 r. N 323-®3 "O6 ocHoBax
OXpaHbl 30pOBbs Tpaksiad B Poccuiickont denepanuu.

2. B cBoeli neATenbHOCTH BpadyeOHas Komuccusi pykoBojactByercs Koncrutymmeit Poccuiickoit
Oenepanun, GdenepaTbHBIMA 3aKOHAMH, yKazamMu H pacrnopspbkeHusmu [Ipesunmenta Poccuiickoit
®denepanyn, TMOCTAHOBJICHUSIMU M pacniopsbkeHusmu  [IpaButensctBa Poccuiickoit  ®Denepanuu,
HOPMAaTUBHBIMH TPAaBOBBIMH aKTaMH (QelepalbHbIX OpPraHOB MCIIOJHUTEIBHON BJIACTH, BKIIOYAs
Hactosiui [lopsaok, 3aKkoHaMu W MHBIMH HOPMAaTHUBHBIMU MIPABOBBIMU aKkTaMu cyObekToB Poccuiickoii
Oenepannu, a TaKkKe MyHUIIUTIATbHBIMY IPABOBBIMU aKTaMU.

3. Bpaqe6Ha;1 KOMHUCCHUA CO30a€TCA Ha OCHOBAaHMM IIpHKasa PYKOBOIAHTEA MCHHHHHCKOﬁ
OpraHu3amnunu.

4. Ilo penieHnto pyKOBOIUTEINS MEIUIIMHCKOM OpraHu3allii B COCTaBe BPaueOHONW KOMUCCUU MOTYT
(hopMHpOBaTHCS MOAKOMHUCCUU BpaueOHON KOMUCCHUHU.

5. [Monoxenue o BpaueOHONH KOMHCCHH (ITOJIKOMHUCCUU BPaueOHOW KOMUCCHH), PEriaMeHTUPYIOIIEee
LeJH, 3a/1a4 ¥ PYHKIUU BpaueOHOM KoMHccuu (TIOJKOMUCCHI BpauyeOHOI KOMHCCUHN), TOPSAOK paboThI,
ydera ¥ TPEICTABICHHUsS OTYETHOCTH II0 MTOraM JCATEIbHOCTH, M COCTaB BpaueOHON KOMHUCCHUU
(moxoMuCccHi BpaueOHOM KOMUCCHH) YTBEPKIAIOTCS PYKOBOIUTEIEM MEIUIIMHCKONW OpraHU3aIiH.

6. Bpaqe6Ha;I KOMUCCHUA (HOI[KOMI/ICCI/ISI Bpa‘le6HOI7I KOMI/ICCI/II/I) COCTOUT U3 Mpeaceaareia, 0OAHOTro
HJIN OBYX 3aMeCTUTENCH npeaceaareyid 1 UHbIX YJICHOB KOMUCCHUU. MuHUMaIbHOE KOJIHWYECTBO YJICHOB
Bpa‘le6H0fI KOMHUCCHUHU (HOI[KOMI/ICCI/II/I Bpaqe6H017I KOMI/ICCI/II/I) COCTaBIIICT 3 dYEIIOBEKa C y4aeToOM
npeacenareisa u 3aMECTUTEIIA IPECACCAATCIIA.

7. HpeHCCHaTCJIeM Bpa‘-ICGHOI\/'I KOMHCCHUH HA3HAYACTCs PYKOBOJAUTCIIb MEIUIIMHCKOM opraHusanuun
HJIN 3aMECTUTCIIb PYKOBOJAUTCIIA MEIUITUHCKOM opranusanuu, B JOJLDKHOCTHEBIC 0053aHHOCTH KOTOpPOToO
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BXOJUT pCHICHUC BOIIPOCOB, OTHCCCHHBIX K KOMIICTCHIIUN Bpaqe6H0171 KOMUCCHH.

8. IlpencenareneM MoJKOMUCCUU BpadyeOHON KOMUCCUU HAa3HAYaeTCsl pyKOBOJUTENb MEAULIMHCKON
OpraHu3aluy, WIA 3aMECTUTEIb PYKOBOJIUTENS MEIWLIMHCKOM OpraHu3allid, WM PYKOBOJIUTEIb
CTPYKTYPHOTO MOJpAa3AEICHUs] MEAULMHCKOW OpraHu3aluH, B JOJDKHOCTHBIE OOS3aHHOCTH KOTOPOTO
BXOJIUT PELIEHUE BOIIPOCOB, OTHECEHHBIX K KOMIIETEHIH MOAKOMHUCCHUN BpaueOHOM KOMUCCHUH.

9. B cocraB BpaueOHOM KOMHUCCHUU U MOJKOMHUCCHM BpaueOHOM KOMMCCHUU MOTYT BKJIIOYAThHCS
PYKOBOJUTENIN CTPYKTYpHBIX TMOJpA3/ENeHUH MEIUIMHCKOM OpraHu3alud, Bpaud W3 4YHUCIA
MEJUIIMHCKUX pa0OTHUKOB MEAMIIMHCKOM OpraHu3aluu, B KOTOpPOW co3faercsl BpaueOHasi KOMUCCHS, a
TaK)Ke Bpauu U3 YMCJIa MEAULIMHCKUX paOOTHUKOB MHBIX MEIUIIMHCKUX OpraHU3alIHil.

10. OpranuzanuoHHoe oOecrieyeHue JesITeNbHOCTH BpaueOHOM KoMuccuu  (TIOJKOMHCCHH
BpaueOHOM KOMMCCHH) OCYILECTBISETCS MEAMIMHCKHUM pPaOOTHUKOM WM MHBIM PabOTHUKOM
MEIUIIMHCKOM OpraHu3aiuu (Jajee - cekpeTapb BpaueOHONW KoMuccuu (IMOJAKOMHUCCHUU BpauyeOHOM
KOMHCCHH).

11. Cexkperapp BpaueOHONH KOMHCCHUU (TIOAKOMHCCUM BpaueOHOW KOMHMCCHM) OCYLIECTBIISIET
cnenyronue QyHKIAN:

1) cocraBieHre IUIaHOB-TpaUKOB 3acenaHui BpauyeOHOW KOMHUCCUHU (TIOJKOMHCCHH BpadeOHOM
KOMHCCHHN);

2) TOATOTOBKAa MAaTepHaloOB Ui 3aceJaHus BpauyeOHOW KOMHCCHHU (TIOJKOMHCCHH BpadeOHOU
KOMHCCHH);

3) yBemoMmieHHE YJICHOB BpauyeOHOW KOMHUCCHHU (IMOJKOMHUCCHM BpaueOHON KOMHCCHH) O J1aTe U
BPEMCHU TPOBENICHHSI 3acelaHnsl BpauyeOHOM KOMHUCCUU (ITOIKOMHCCHU Bpa4yeOHONH KOMHCCHUH);

4) opopmiieHHE MPOTOKOJIOB BpauyeOHOW KOMHUCCHH (TIOIKOMHCCHH BPaueOHOW KOMHUCCHUN);

5) BHeceHWe pelieHUs BpadyeOHON KoMmuccuHM (TIOJKOMHCCHM BpadyeOHOW KOMHCCHH) B
MEIUIMHCKYIO JOKYMEHTAIIUIO MTaIlUCHTA;

6) BeleHUE XypHalIa BpaueOHOW KoMUCCHM (TIOJKOMHUCCHUH BpaueOHOM KOMHCCHM) Ha OyMakHOM
HocuTee U (Win) B (hopMe IEKTPOHHOTO JIOKYMEHTa, B KOTOPOM YKa3bIBAIOTCS J1aTa, BPeMs IIPOBEICHUS
1 GUKCUPYIOTCS TIPUHSATHIC PEIICHUS BpaueOHOW KOMUCCUH (TI0JKOMUCCUH BPaueOHON KOMUCCHH);

7) opraHuzanMs XpaHEHHS MAaTEepPHaNOB JESITEIFHOCTH BpayeOHON KOMHCCHH (TI0JKOMHCCHH
BpaueOHOI KOMUCCHN).

12. 3acenanusi BpaueOHOI KOMUCCHH (TIOAKOMHCCUU BpadeOHON KOMHCCHM) MPOBOJATCS HE pexe
OJIHOTO pa3a B MeCAIl Ha OCHOBAHHH IIAHOB-TPAPHUKOB, YTBEPHKIAEMBIX PYKOBOJIUTEIIEM METUIIMHCKOM
OpraHu3aIiHy.

13. Tlo pemenuto mpexacenarens: BpadyeOHON KOMUCCHH (TIOJKOMHCCHM BpadyeOHON KOMHUCCHUN),
COTJIACOBAHHOMY C PYKOBOJHUTENIEM MEIUIIMHCKOW oOpranu3anuu (YynoJIHOMOUYEHHBIM 3aMECTHUTENEM
PYKOBOJIUTENS MEIUIIMHCKOW OpraHU3aIlii), MOTYT MPOBOJUTHCS BHEIIAHOBBIC 3acelaHUs BpadeOHOM
KOMHUCCHUH (TTOJAKOMHCCHUN BpaueOHON KOMUCCHH).
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14. 3acemanme BpaueOHOW KOMHCCHM (ITOJKOMHCCHM BpauyeOHOM KOMHCCHM) CUYMTACTCA
MIPAaBOMOYHBIM IIPH HAIMYHHA KBOPYMa, KOTOPBIA COCTABISIET HE MEHEE JIBYX TPETEeH cocTraBa BpaueOHOM
KOMHUCCHUU (ITOAKOMHCCHUU BpaueOHONW KOMUCCHH).

Pemenne BpaueOHOI kKoMuCCHU (TIOJJKOMUCCHH Bpa4eOHOW KOMUCCHH) CUYUTACTCS MIPUHSATHIM, €CIIH
€ro MOJJIEPKAJI0 HE MEHEE JBYX TPETEeH UJIECHOB BpaueOHON KOMHUCCHHU (ITOAKOMHUCCHUU BpadyeOHOMU
KOMHUCCHH), MPHUCYTCTBYIOIIMX Ha 3acedaHuu BpadyeOHOW KOMHCCHHU (IIOJKOMHCCHH BpavyeOHOM
KOMHCCHH).

15. Pemenue BpayeOHOUW KOMHUCCHUH (TIOJKOMHCCHH BpadeOHOM KOMHUCCHH) OhOopMIIIeTCs
MPOTOKOJIOM Ha OYMa)XHOM HOCHUTEJE, MOIIMUCHIBAEMOM MPHUCYTCTBOBABIIMMHU Ha 3aCE€aHUU YJICHAMU
BpauyeOHOM KOMUCCHUH (TIOJIKOMUCCUH BpadyeOHONW KOMUCCUN), WIH (popmMupyetrcst B GopMe IEKTPOHHOTO
JOKYMEHTA, TOANMUCAHHOTO YCHJICHHBIMH KBAJTM(DUIIMPOBAHHBIMU SJIEKTPOHHBIMU MOIMUCIMHU YKa3aHHBIX
JUI, B CPOK, HE NPEBBIMIAIOIUN Tpex pabouyux IHEH cO JHS TNPOBEIEHUS 3acelaHus BpadeOHOU
KOMHCCHH (ITOJKOMUCCHUN Bpauye€OHOW KOMHCCHH ), KOTOPBINA COJAEPKHUT CICIYIONTNE CBEICHNUS:

1) nara npoBeneHus 3aceanus BpauyeOHOM KOMHUCCUU (TIOKOMHCCUU BpaueOHOW KOMUCCHH);

2) CHUCOK YJeHOB BpaueOHOW  KoMHUCCHMM  (IIOJIKOMHUCCHMM  BpayeOHON  KOMHCCHUM),
MPUCYTCTBOBABIINX Ha 3aCelaHuU BpaueOHOW KOMUCCHH (ITOJIKOMUCCUU Bpaue€OHON KOMHCCHUH);

3) mepedeHb OOCY)KIABIIMXCS Ha 3aceJaHUM BpPauyeOHON KOMHCCHHU (MOJKOMHCCHU BpadyeOHOM
KOMMCCHH) BOIIPOCOB;

4) pemieHre BpaucOHOM KOMHCCHH (ITOIKOMHCCHHU BpaueOHOH KOMHUCCHH) U €r0 000CHOBAHKE;

5) cBeneHuss 00 WHIUBUAYAIbHOW HENEPEHOCUMOCTH B3aUMO3aMEHSIEMBIX JIEKAPCTBEHHBIX
npenapaToB (MpH MPUHATHH BpadyeOHON Komuccuen (TOJKOMHUCCHEH BpaueOHOM KOMHCCHU) pEIICHUs,
YKa3aHHOTO B noanmyHkTe 8 nyHkra 20 Hacrosuero [Topsiaka.

16. Boinucka U3 mpoTokoja BpaueOHOM KOMHCCHU (ITOJIKOMUCCUU BpaueOHOW KOMHCCHUH) BBIAAETCS
MaUEeHTy U (WJIM) ero 3aKOHHOMY IMPEACTABUTENIO JIMOO MHOMY JIMIY, YKa3aHHOMY MAallUeHTOM HIIU €ro
3aKOHHBIM TMPEJICTABUTENIEM B IMUCHBMEHHOM COIJIACMM Ha pasriiallleHue CBEICHUM, COCTaBISIONINX
BpaueOHYI0 TalHy, WK WH(OOPMHUPOBAHHOM J0OPOBOJILHOM COTJIACHH HAa MEIUIIMHCKOE BMEIIATEIbCTBO
(manee - WHOE JIUIIO), TIO 3aMPOCY, HANPABICHHOMY B TOM YHCII€ B AJIEKTPOHHOH (hopme, HA OyMaKHOM
HocuTene u (win) B hopMe IMEKTPOHHOTO TOKYMEHTa B CPOK, HE MPEBBIMIAIONIUN TpeX pabouux JHEH co
JHS TIOCTYIUICHHS] B MEIULIMHCKYIO OPTaHU3aIMI0 YKa3aHHOTO 3aIpoca.

17. IIpoTokoiibl BpaueOHOM KOMUCCHH (TIOJKOMHCCHH BpaueOHOW KOMHCCHUU) MOAJIEKAT XPaHECHHUIO
B TEUEHUE JIECATH JIET.

18. Ilpencenatens BpadyeOHONH KOMUCCHH €KEKBapTalIbHO, a TAKXKE MO UTOTaM Tojia MpeAcTaBIseT
PYKOBOJIUTEINIO METUIIUHCKOM OpraHu3aiyy MMCbMEHHBIN OTYET O IEATEIHbHOCTH BpaueOHONH KOMUCCHH H
MOJAKOMHCCUN BpaueOHOW KOMHUCCHH.

19. KOHTpOJIB 3a ACATCIBHOCTBIO Bpaqe6H0171 KOMMCCHH H II0JKOMHCCHI Bpaqe6H0171 KOMUCCHH
OCYIICCTBJIACT PYKOBOJUTCIIb MEIUITUHCKOM OpraHu3aluu.
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20. BpaueOHast KOMUCCHS MOKET OCYIIECTBIIATh CIEAYIOMHE (QYHKINU:

1) npuHsTHE pElIeHUI 10 BOIPOCaM COBEPUICHCTBOBAHUS OPraHMU3ALMM OKa3aHUS MEIULIMHCKON
IIOMOIIIY HACEJICHHUIO HAa OCHOBE BHEJIPEHUS CUCTEMbI MEHEPKMEHTA Ka4eCTBa;

2) NpUHATHE PEUICHUH IO BOMIpOCaM OMPEIENIEHUs IOAXOJ0B K BHEAPEHUID B MEIUIIMHCKON
OpraHM3alMy TEXHOJIOI'MI, HAIIPABJICHHBIX HA PALMOHAJIBHOE MCIOJb30BaHUE BPEMEHU MALlMEHTA U
MEIUIMHCKOTO paboTHHKA, 0OecnieueHus] KOM(DOPTHOCTH YCIOBHHA MPEIOCTABICHUS MEIUIIMHCKUX YCIIYT;

3) npuHATHE pelIeHUuH Mo BOmpocaM NPO(UIAKTHKH, JUArHOCTHKH, JIEYEHHS, MEIUIIMHCKON
peabunuTalMy, B TOM YMCIE CAHATOPHO-KYPOPTHOTO JIEYEHUS, MPOBEACHUS METUIIMHCKUX SKCIIEPTH3,
MEJUIIMHCKUX OCMOTPOB M MEIMLMHCKUX OCBHJIETEIbCTBOBAHUHN, OIpeAenaeHus NpodecCHoHaIbHOU
MIPUTOJHOCTH HEKOTOPBIX KaTeropuil paOOTHUKOB W CBsI3U 3a0o0JyieBaHMS C Tpodeccueil B ciiydasx,
YCTaHOBJIEHHBIX 3aKOHOJaTeslbcTBOM Poccuiickoit denepanuu, B Haubosee CIOXKHBIX U KOH(IMKTHBIX
cllydasiX, Tp€OYIOIINX KOMUCCHOHHOTO PaCCMOTPEHUS;

4) ompeneneHue TPYIOCMOCOOHOCTH TpakJaH B CIydasX, YCTAHOBJEHHBIX 3aKOHOIATEIHCTBOM
Poccuiickoit denepanuy;

S) mpojyIeHHe JUCTKOB HETPYAOCTOCOOHOCTH B Ciy4asX, YCTAaHOBJIEHHBIX 3aKOHOIATEIILCTBOM
Poccuiickoit dexnepanuu;

6) TMpUHATHE pEIICHUS O HaMpPaBJICHUH TMAalMeHTa Ha MEAUKO-COIHANIBHYI0 OSKCIEPTH3Y B
COOTBETCTBHUU C 3aKOHO1aTeNbcTBOM Poccuiickoit denepannu;

7) oOIeHKa KadecTBa, OOOCHOBAaHHOCTH ©  A(PPEKTUBHOCTH  JIE€YEOHO-TUATHOCTUYECKUX
MEpPOTIPUATHI, B TOM YMCIIC HA3HAYCHHS JICKAPCTBEHHBIX MPETapaToB;

8) IMPUHATUE PCIICHUSA O Ha3HAYCHUH W NMPHUMCHCHUHU JICKAPCTBCHHBIX IIPCrapaToB, MCAUIIMHCKHUX
H3I[e.]'[PII>i " CIICOUATIU3UPOBAHHBIX ITPOAYKTOB JIeueOHOTO nuTaHus, HEC BXOIAIIHUX B COOTBGTCTBYIOHIPIP'I
CTanJaapT MCI[I/II_[I/IHCKOI\/'I nomMomu Wi HE MIPECAYCMOTPCHHBIX COOTBCTCTBYIOI_Heﬁ KIMHUYECKOM
peKOMeHHaHHefI, mbo 1o TOProBbiIM HAMMCHOBaHHAM IIpM HaJIW4YUKW MCEAUIMUHCKHUX MoKa3aHui
(I/IH,Z[I/IBH,I[yaJIBHOﬁ HEMIEPCHOCUMOCTH, I10 )XU3HCHHBIM HOKaBaHI/IHM);

9) BBIHECEHHE 3aKJIIOYCHHS O HEOOXOIUMOCTH HE3aMEUIMTEIILHOTO O0ECHeUYeHUs] KOHKPETHOTO
IpaXJIaHWHA C TSDKEJIBIM JKU3HEYTPOXKAIOIIMM M XPOHUYECKUM 3a00JIEBAHHUEM, B TOM YHCIC PEAKHM
(opdanHbIM) 3a00JIeBaHHEM, KOTOPBIN MOJTydall MOJIEPKKY B paMKax JAesTeibHOCTH DOoHA MO IICPIKKH
JeTel C TSDKENBIMH JKH3HECYTPOXKAIOIIUMHU U XPOHHUUYECKUMH 3a00JICBAaHUSMHU, B TOM YHCIE PEIKUMHU
(opdanubiMn) 3ab6oneBanusimu, "Kpyr no6pa" (nanee - @onn) g0 AocTHXeHUs UM 18-1eTHero Bo3pacta u
o0ecrieyeHne OKa3aHUs MOJJIEPKKU KOTOpPOMY ocylecTisercs @oHA0M B TeUeHUE OJHOTO rojia mocie
JNOCTHKEHHS] UM 18-meTHero Bo3pacTa, JUOO TPYIIN TaKUX TpaxkaaH (Janee - JeTH C OpQaHHBIMU
3a00JIeBaHUSIMU ) JIEKAPCTBEHHBIM MPENapaToM M3 pe3epBa JEKAPCTBEHHBIX MPENapaTroB, BKIIOYCHHBIX B
NEePEeYHU JUIs 3aKYNOK, B IIEJSAX HE3aMeIIMTEIbHOTr0 OOecleuyeHusi HeOoNpeaeeHHONM TIpynmbl JeTel C
opdaHHBIMU 3200JI€BAaHUSMU;

10) MNPUHATHUEC PCHICHUSA O HCO6XOI[I/IMOCTI/I Ha3HAYCHUS JICKAPCTBCHHLBIX IIPLCIIAPATOB, HC BXOIAIIUX
B TCEPCUCHL KU3HCHHO HCOGXOI[I/IMBIX U BaXHEUIIINX JICKApCTBCHHBIX IIPCIIapaToB (HpI/I OKa3aHHuH
MEIUIIMHCKOM ITOMOIIU B paMKax mnporpaMmbl TOCYAAPCTBCHHBIX FapaHTHf/'I OeCIIaTHOTO OKa3aHW S
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rpakJiaHaM MEIULUHCKON MOMOIIIN);

11) B cinyyae OpUHATHS pelIEHUs O HAa3HAYEHUM HE 3aperucTpupoBaHHOro B Poccuiickoit
@enepanuy JEKapCTBEHHOIO IIpenapara, ONpEAEIeHUE IMOpsKa €ro IPUMEHEHUS Ha OCHOBE WU C
Y4E€TOM HHCTPYKIMH IO TNPUMEHEHHIO (J03UpPOBKH, CHOCO0Aa BBEACHUS M IPUMEHEHUS, pEeXUMa
J03UPOBAHUS, TPOJIOJHDKUTEIBHOCTH JICUCHUSI 1 00OCHOBAHUS HA3HAYCHHS JICKAPCTBEHHOTO Ipenapara),
BKJTIOYAst HAOJIIOICHUE 32 MMAMEHTOM, IPUMEHSIOIINM TaKO Ipenapar;

12) mpuHsATHE pelieHHsT O Ha3HaueHUW He3apeructpupoBaHHblXx B Poccuiickoit denepauun
MEIUIIMHCKUX U3JIeIUH NPU HATMYMK MEIUIIMHCKUX TOKa3aHUH (110 )KU3HEHHBIM ITOKa3aHUIM);

13) npunsTHE pelieHust 0 HampaBieHuH coolbuiennii B denepanpHyro ciyx0y mo Haa3opy chepe
3IPABOOXPAHEHUS B IEJISAX OCYIIECTBICHUS MOHUTOPHHTA OE€30MMACHOCTH JICKAPCTBEHHBIX MPENapaToB O
BBIABJICHHBIX ClIydasaXx MOOOYHBIX HeﬁCTBHﬁ, HC YKAa3aHHbIX B HWHCTPYKIUU 110 MPUMCHCHHIO
JICKApCTBECHHOT'O IMpfriapara, CCPbE3HbIX HEKCEIIATCIIbHBIX peaKI_[I/Iﬁ U HECMIPCABHUACHHBIX HCXKCIATCIIbHBIX
peaKHI/II\/’I IIpru NPUMCHCHHU JICKAPCTBCHHBIX IMPEIIapaTOB, B TOM YHCJIC MOCIYXUBIINX OCHOBAHUCM JIA
Ha3HA4YCHHA JICKAPCTBCHHBIX MPEIAapaTOB B COOTBETCTBHUU C IMMOAITYHKTOM 8 HACTOAICTO ITYHKTA,

14) mpuHsATHE pelIeHrs M0 BOIPOcaM Ha3HAaYeHHs M KOPPEKIUHU JICUECHHUS B LIENAX ydeTa JaHHBIX
ITAITUCHTOB HpI/I 06eCHequHH J'IeKapCTBeHHI)IMI/I npenapaTaMH B COOTBETCTBUU C 3aKOHOIATCJIBCTBOM
Poccuiickoit dexnepanuy;

15) mpuHsTHE pelieHHs O Ha3HAUEHUU JICKapCTBEHHBIX IpEnapaToB B clydasX U B MOPSJIKE,
KOTOPBIE YCTAaHOBJICHBl HOPMATHBHBIMH TPaBOBbIMU akTamu Poccuiickoit denepanuu u CyObEKTOB
Poccuiickoit @enepanuu, yCTaHaBIMBAIOIIMMH TMOPSI0OK HA3HAYEHHS] M BBIITUCBIBAHUS JIEKAPCTBEHHBIX
MpernapaToB, BKJIIOYas HAPKOTUYECKHE JIEKApCTBEHHBIC IMpernapaThl U INCUXOTPOIHBIE JIEKApCTBEHHbIE
mpemnapaThl, a TakKe JeKapCTBEHHBIX IMIpernapaToB, oOecreueHue KOTOPHIMU OCYIIECTBISETCS B
COOTBETCTBUU CO CTaHIApTaMU MEIUIIMHCKOI MOMOUIM MO perentaM Bpaua ((enpimiepa) Ipu OKa3aHUU
rocy/IapCTBEHHOW COLMAIbHOM MOMOIIH B BII€ HA0Opa COIMANIbHBIX YCIYT;

16) mpuHsATHE pPEIICHWs O HA3HAYECHWH OTIEIBHOMY IallMEHTY OMOMEIUIIMHCKOTO KIIETOYHOTO
MPOAYKTa, TMPEAHA3HAYCHHOTO JJIA HCIOJIHEHUS WHIMBUIYaJbHOTO MEIWIIMHCKOTO Ha3HAYCHUS
OMOMEIMIIMHCKOTO KJIETOYHOTO MPOAYKTa, CIHEIUaIbHO IMPOU3BEACHHOTO JUIS OTACIBHOTO NaIlMeHTa
HETIOCPEACTBEHHO B MEIUIIMHCKOW OpraHu3allid, B KOTOPOW NMPUMEHSETCS JNaHHBIA OMOMEIMIIMHCKUN
KJICTOUHBIM TPOAYKT (Jajiee - MHIUBUIYAIbHBIA OMOMEIUIIMHCKUAN KJIETOYHBIM MPOAYKT), U KOTOPOM
MPEIOCTABJIICHO pa3pelIeHHe Ha MPOU3BOJCTBO W MPHUMEHEHHWE WHAMBHUAYAJHbHOTO OHOMEIUIIMHCKOTO
KJIETOYHOTO MPOJIYKTa;

17) npuHsATHE pEUIeHHs O NPUMEHEHUH OHOTEXHOJIOTMYECKOTO JIEKapCTBEHHOro Iperapara,
IpEeJHA3HAYCHHOTO JJIsl IPUMEHEHUS B COOTBETCTBUH C MHAWBUYaIbHBIM MEAULIMHCKUM Ha3HAYEHUEM U
CHELMAIBHO M3TOTOBJIEHHOTO JUIsl KOHKPETHOIO IIallMEHTa HEMNOCPEACTBEHHO B MEAUIMHCKOU
OpraHu3aliii, B KOTOpPOH MpUMEHsSeTcs TakoW OHOTEXHOJIOTHYECKUH JIeKapCTBEHHBIH Mpernapar,
UMEIOIMIA B CBOEM COCTaB€ COEAMHEHHS, CHHTE3MpPOBAHHBIE IO pE3yJIbTaTaM TIE€HETUYECKHX
UCCIIEIOBAaHUN Marepuaja, IOJIyYEHHOTO OT MalueHTa, Uil KOTOPOrO M3rOTOBJIEH  TAaKOW
OMOTEXHOJIOTMYECKHI JIeKapCTBEHHBIM Ipemapar (anee - HHIAMBHUIYAIbHBIH OHOTEXHOJOTHYECKHI
JIEKapCTBEHHBIN Mpernapar), IpU HAJUYUM Yy yKa3aHHOM MEIMLMHCKOW OpraHu3allMM pa3pelieHHs Ha
pUMEHEHHE UHANBUYaIbHOTO OMOTEXHOJIOTMUECKOTO JIEKAPCTBEHHOTO Mpernapara;
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18) mnpoBeneHue oTOOpa MAIMEHTOB B COOTBETCTBUU C TMOPSJIKOM OpraHU3alUd OKa3aHUs
BBICOKOTEXHOJIOTUYHOM  MEIUIIMHCKOM TOMOIIM € TNPUMEHEHHEM €IUHOW TOCyJapCTBEHHOM
MHGOPMAIMOHHON CUCTEMBI B cepe 3paBoOXpaHeHus <2>;

<2> Yacte 8 crateu 34 OenepanpHoro 3akona ot 21 HosOps 2011 r. N 323-d3 "O6 ocHoBax
OXpaHbl 3/10pOBbs rpakaaH B Poccuiickoit denepanun’.

19) Bbmauya 3aKiIIOUEHUS O HYXJAA€MOCTH BeTepaHa B OOECeueHUH NpoTe3aMu (KpoMme 3yOHBIX
MIPOTE30B), MPOTE3HO-OPTONEANYECKUMHU H3AETHsIMH B cooTBeTcTBUM c [IpaBuiiamu obecredeHust
WHBAJIUI0B TEXHUYECKUMHU CPEICTBaMU peaObMIIMTAllMM M OTIENbHBIX KaTeropui TpakJaH W3 4ucia
BETEpAaHOB MpoTe3aMH (KpoMe 3yOHBIX TPOTE30B), MPOTE3HO-OPTOMEANMUYECCKUMU  U3ACIUSIMH,
yTBEpKJAeHHbIMU NocTaHoBieHneM [IpaBurensctBa Poccuiickoit ®denepaunu ot 7 anpens 2008 r. N 240;

20) ocyIiecTBICHUE MEIUITMHCKOTO OCBUETEIHCTBOBAHMS I0JI03PEBAEMBIX WM OOBUHSIEMBIX B
COBEPIIICHUH TTPECTYIUICHHUH, B OTHOIIICHUH KOTOPBIX M30paHa Mepa MpecedeHus: B BUJIC 3aKITIOUEHUS 11O/
CTpaXy, Ha MPEIMET HAIWYUSA Y HUX TSDKEJIOTOo 3a00JieBaHMs, BKIIOUEHHOTO B TIEPEUEHb TSIKEIBIX
3a00JI€BaHU, TPENATCTBYIOMIMX COACPXKAHUIO TIOJ[ CTPaKe€d TOJI03PEBAEMbBIX WM OOBHHSEMBIX B
COBEPIICHUH NPECTYIJICHUI, YTBEPKIECHHBIN nmocraHoBieHrueM [IpaBurenscrBa Poccuiickoit deaepannu
oT 14 auBaps 2011 r. N 3;

21) npoBeaeHne 0043aTENILHOTO IICUXUATPUIECKOTO OCBUIETEIHLCTBOBAHMS;

22) BblAaya COpaBKd 00 OTCYTCTBUM MEIMIMHCKMX MPOTUBOMNOKAa3aHUM A paboThl ¢
HCIOJIb30BAHNEM CBEJICHH, COCTABIISAIOUINX TOCYIapCTBEHHYIO TaliHy;

23) BbIHECEHHE MEAMIIMHCKOIO 3aKJIIOUEHHUS O TOM, YTO MpPH HU3BSITUU OPraHOB M TKaHEW s
TpaHCIUIaHTAIMH (IIepecaKn) Y )KMBOTO IOHOPA €ro 3/I0pOBbIO HE Oy/IeT NPUUMHEH 3HAUUTEIbHBINA BpeI;

24) B3auMo/JieiicTBUE B pabOTe MO BOMPOCAM, OTHOCALIUMCS K KOMIETEHIIMH BpauyeOHON KOMUCCUU,
C TEPPUTOPHAIBHBIMHU (OHJIAMU 003aTEILHOTO MEAULIMHCKOTO cTpaxoBaHusi, DOHIOM MMEHCHOHHOTO U
COLMAJIBHOTO cTpaxoBaHusi Poccuiickoil ®enepaiuu, TEppUTOpHATBHBIMU oOpranamu dDenepanbHOU
ciy:kObl 10 Haa30py B cepe 3apaBooxpanenus U denepanbHoil caykObl IO HAA30py B cepe 3alluTh
mpaB Mmotpeduteseil u Onaromnoyydus: 4enoBeka, (elepalbHbBIMU YUPEKICHUSIMH MEIUKO-COIUATbHON
AKCHEPTU3BI, CO CTPAXOBBIMUA MEAUIIMHCKUMH OPraHU3allusIMU, HTHBIMU OPTaHaMU U OPTaHU3alUsIMU;

25) uHble (YHKIHMH, TPEIyCMOTpPEHHbIE (eaeparbHbIMU 3aKOHAMH, HOPMATHBHBIMU IIPABOBBIMU
aktamu [Ipesunenra Poccuiickoit @enepamnuu, [IpaBurensctBa Poccuiickoit @enepamuu, denepalbHbIX
OpraHOB HCHOJHHUTENHFHOM BIACTHM W OPraHOB TOCYJAapPCTBEHHOW BIAacTH CyOBekTOB Poccuiickoit
denepanuu.

21. Tlo PCHICHUIO PYKOBOIUTECIIA MEIUITMHCKOMN opraHu3aluunu Bpaqe6Ha;1 KOMHUCCHUA MOXKET
OCYIICCTBJIATH CICAYIONINC q)YHKI_II/II/II

1) paspaboTka W BHeJpEHHE MEpONPHUATHH, HANpPABICHHBIX Ha TMOBBIIICHHE KadyecTBa JeueOHO-
JMarHOCTHYECKOW paboThl, B TOM YHCIE MpEeIyNpexJAeHUe W YCTpaHEHHWE HapyIIeHUHl B Tmpoliecce
JMAarHOCTUKK M JICYEHUS TMAIMEHTOB, CHIDKEHHE T[0Ka3areneld 3a00JeBaeMOCTH, CMEpPTHOCTH,
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OOJIBHUYHOM JIETaIbHOCTH U WHBaJIUIHOCTH,

2) ompeneneHre TOAXOJ0B M BO3MOXHOCTH TNPUMEHEHUS B MEAMIIMHCKOW OpraHu3aiiuu
COBPEMEHHBIX METOJ0B MPO(OUIAKTUKY, TUATHOCTUKU, ICYCHHUS U MEAUITUHCKON peaOuIuTaIlluy ¢ y4eTOM
MEXIYHAPOJHOM MEIUIIMHCKON MPAKTUKY;

3) oOLeHKa TPOBEACHHUS MEAWIUHCKUMH pPAOOTHUKAMU KOHCYIbTAllMi C TpPUMEHEHHEM
TEJIEMEIUINHCKUX TEXHOJIOT U, AaHAJIN3 CBOEBPEMEHHOCTH U Ka4€CTBA UX IIPOBEICHMUS;

4) ananu3 3a00JI€eBa€MOCTH, B TOM YHCJIE MaTepeil M HOBOPOXKIACHHBIX, BHYTPHUOOJIbHUYHBIMU
WHOEKIMAMH, pa3paboTKa © peaju3alus MEpONpUsATH 1o MpoMIakTHKe 3a00J]1eBaeMOCTH
BHYTPUOOJBbHUYHBIMU UHPEKIUAMU;

5) opranuzaiusi ¥ MPOBEIECHUE BHYTPEHHETO KOHTPOJIS KadyecTBa M 0€30MaCHOCTH METUITMHCKOU
JEATEIIbHOCTH;

6) OpraHu3alMOHHO-METOJIUYECKas TOJICPKKAa ydeTa HEKEJIATeIbHBIX  COOBITHHA  NPH
OCYIIIECTBJICHUN MEIUITMHCKON JEATEIHPHOCTH METUIIMHCKOW opraHu3aimeil (pakToB U 0OCTOSTEIBCTB,
CO3Ja0IUX Yrpo3y HNpUYMHCHUS WKW MOBJICKIINX MNPUYXMHCHUC BpEAa XW3HU WU 3A0POBBI0 I'PaXAaH U
(I/IJ'II/I) MCOUIINHCKUX pa6OTHHKOB, a TaKKC MPUBCAININX K YJIMHCHUIO CPOKOB OKa3aHUA Me)II/II_[I/IHCKOI\/II
TTOMOTIIH);

7) pa3paboTka OpraHU3AIMOHHO-METOAMYECKHUX MaTepHaJioB TO0 paboTe MEIUIMHCKOM
OpraHu3aIluy U JOBEJICHUE UX JI0 CBEACHUS MEIUIIMHCKUX PAOOTHHUKOB;

8) opranuzanusi HHPOPMAITMOHHO-00PA30BATEIBLHBIX MEPOTIPUATHN IS METUITUHCKIX PaOOTHUKOB
0 BEJICHHUIO (DOPM CTATUCTUYECKOTO y4eTa U OTUYETHOCTH B chepe 3ApaBOOXPaHEHHS,

9) unble GyHKIIMHU, HE TPOTUBOPEYAIIINE 3aKOHOAaTeNbCTBY Poccuiickoit deneparum.

22. BpauebHass KOMUCCHSI MEIUIIMHCKOM OpraHu3aliy, MOIBEJOMCTBEHHOH (hefepaibHOMY Oprany
WCIIOJIHUTENBHOM BJIACTH, U BpaueOHas KOMHCCUS KpaeBoH (peciyOianKaHCKOM, 001acTHOM, OKPYXHOM)
OOJILHUIIBI, SBISIOUICICS BeAylled MHOTONPO(QUILHOM MEIUIMHCKON OpraHusaiueidl Ha TEeppUTOpPUU
cyobekta Poccuiickoit ®enepanuu, NOIBEJOMCTBEHHON HCIHOJHUTEIRHOMY Oprany cyObekTa
Poccuiickoit ®enepaunu B chepe oxXpaHbl 3A0pPOBbs, IOMUMO OCYLIECTBICHUS (YHKIIHH, YKa3aHHBIX B
nynkTax 20 u 21 nacrosuiero [lopsaka, mpuHUMAaeT pelieHUEe O Ha3HAUYEHUU HE 3apPETUCTPUPOBAHHBIX B
Poccuiickoit denepanuy 1€KapCTBEHHBIX IPENAPATOB B CIIydasx:

1) ortcyrcTtBus 3aperucTpupoBaHHbIX B Poccuiickoit ®enepanuu aHaAIOTOB JIEKAPCTBEHHBIX
MpenapaTos;

2) otcyrcTBUS 3(PdeKkTa OT MPOBOAUMOI Teparnuu M MPOrPEeCCUPYIOUIEM YXYALIEHUH COCTOSIHUS
3/10pOBbsI NTALUEHTA,

3) OTCYTCTBHUA aAJIbTCPHATHBHBIX (HeMe)lI/IKaMeHTOSHLIX) MCTOJ0B HpO(i)I/IJ'IaKTI/IKI/I, JCUYCHUA U
MEIUIIUHCKOM pea6I/IJ'II/ITaI_II/II/I;

4) Hanuuus MHAMBUAYAJIBHOM HEMEPEHOCHUMOCTH 3aperucTpupoBaHHBIX B Poccuiickoin denepannn
aHAJIOTOB JIEKapPCTBEHHBIX IIPENapaToB.
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