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O BHeceHHH M3MEHEHHH
B Ilosnoxxenne o CoBeTe no 3THKE,
yTBepKAeHHOEe NpHuKka3oM MHHHCTEPCTBA 3paBOOXPaHEeHHA
Poccniickoii @eaepanun ot 29 HonOpsa 2012 r. Ne 986n

B cootBerctBHM ¢ moamyHktoM 5.2.146 Ilonoxenms o MuHHCTEPCTBE
3apaBooxpaHeHuss Poccuiickoii  @enepauny, yTBEPKIECHHOIO  IOCTaHOBJIICHHEM
IpaBurensctBa Poccmiickoit ®@enepamuu ot 19 mrons 2012 r. Ne 608 (CobGpanue
3akoHomarenascTBa Poccuiickoit @epepamuu, 2012, Ne 26, cr. 3526), 1 MOCTaHOBICHHEM
ITpaBurensctBa Poccuiickoit @enepanuu ot 3 anpens 2020 r. Ne 441 «O6 ocobeHHOCTAX
obOpamieHusi JIEKApCTBEHHBIX IIPErapaToB IS MEIULMHCKOrO IPHMEHEHHs, KOTOPBIE
IIpeJHa3Ha4YeHbl I IPUMEHEHHs B YCIOBUAX YIpO3bl BOSHUKHOBEHHS, BOSHUKHOBEHHUS U
NMMKBHIAIAN YPE3BBIYAMHON CHUTyalu M IS OpraHM3allMM OKa3aHUA MEIUIMHCKON
IOMOINY  JIMIIaM, TOCTPajaBIIMM B  pe3ylbTaTe  4pe3BbYAlHBIX  CHUTyallHH,
NpenynpekKaeHUs JYpe3BBYAMHBIX CHTyaluii, MPOQUIAKTUKHA H JedeHHs 3a00NeBaHUi,
NpPEACTABJIAIONIAX ONACHOCTh JUIS OKPY)KaloIlHX, 3a0olieBaHUM H TMOpaXECHHIA,
IONy4eHHBIX B  pe3yibTaTe  BO3ACHCTBHS  HEONArONpHATHBIX  XMMHYECKHX,
OMOJIOTHYECKHX, PAAHALMOHHBIX (pakTopoB» (OduranbHeIi HHTEPHET-NIOPTAll IPaBOBOH
nadopmanuu  http://www.pravo.gov.ru, 6 ampeas 2020 r. Ne 0001202004060038)
IpUKa3bIBaIO:

VTBepauTh IpWiaraeMble H3MEHEHHs, KOTopbie BHocATCcs B IlojoxeHue
o CoBere 1m0 3THKe, YTBEpPXAECHHOE IIpUKa3oM MUHHCTEPCTBA 3APaBOOXPAaHEHUS
Poccuiickoii ®eneparuu ot 29 HosOpst 2012 r. Ne 986H «O06 yTBepxaeHun [lomoxeHus
o CoBere mo 3THKe» (3aperdcTpUpOBaH MHHHCTEPCTBOM IOCTHIMH POCCHICKOH
Oenepauun 7 pespans 2013 r., perucTpanuosHsiii Ne 26897), ¢ U3MEHEHHEM, BHECEHHBIM
npukazoM MuHHCTepCcTBa 3apaBooxpaHeHus Poccuiickoit @enepanun ot 7 mas 2018 r.




Ne 2021 «O6 ytBepxnenun Ilopsaka pasmenieHus mHopMmaimu o coctae Cosera 1o
3THKe, IUIAHaX ero paboTel W TeKyled HOesATeNbHOCTH Ha OQUIHMAILHOM  CaiiTe
MunuctepcTBa  3apaBooxpanenus Poccumiickoit ®enepaiuM B HHQOPMAIMOHHO-
TeNeKOMMYHHMKAIMOHHOM ceTH «IHTepHeT» M 0 IPU3HAHUM YTPATUBIIAM CHUILY ITyHKTa 22
IMonmoxeuust o CoBere N0 JTHKE, YTBepXXIEHHOro Ipuka3oM MwuHuCTEpCTBA
3npaBooxpaHenus Poccmiickoit ®exepammu ot 29 Hoabpa 2012 r. Ne 986m»
(3aperucrpupoBan MunucrepcTBoM foctuinu Poccuiickoit ®enepauuu 24 mas 2018 r.,
peructpaumoHHbIii Ne 51182).

Munuctp M.A. Mypamxko




YTBepKaeHbI
prUKa30M MUHHCTEPCTBA 3ApaBOOXPaHECHHUS
Poccuiickoit denepannu

oT jﬂm;m/ J20.Ne 396

I/I3MeHeHllﬂ, KOTOpPbI€ BHOCATCH B INosio:xenne o CoBere no 3THKeE

B Ilonoxxenun o CoBete 0 3THKE:

1) myHKT 1 JDONOJHUTH CIOBAMH «, U JUIS NPOBEACHHUS JTHYECKOM IKCIIEPTH3BI
BO3MOXXHOCTH TrOCyJJapCTBEHHOH  perucTpanud  JI€KapCTBEHHOIO npemnapara
JUIS. MEAUIIMHCKOTO NIPUMEHEHHUs, KOTOPbI Ipe/Ha3Ha4YeH AJIA NPUMEHEHUsS B YCJIOBHUAX
yrpo3bl BOSHMKHOBEHHUS, BOSHUKHOBEHUS W JMKBUAALMHU YPE3BbIYAHHON CUTyaIluy M JJIA
OpraHM3aIliil OKa3aHWS MEIULMHCKONW MOMOLIM JHULaM, NOCTPaJaBIIMM B pe3ylIbTaTe
4pe3BBRIYANHBIX CHTYALHii, MPEAYNPEXXIeHNs Ype3BBUANHBIX CUTYalUi, TPOPUIAKTHKHA U
neyeHUd 3aboJieBaHMiA, NPEICTaBIAIONMIMX OIMACHOCTh AJIS OKPYXKAIOIIUX, 3a00JIeBaHul U
MOPaXXeHHH, MOJydYeHHbIX B pe3ylbTaTe BO3ACHCTBHS HEOJAarONpUATHBIX XHMHYECKHX,
OMOJIOTHYECKHX, PaJHALMOHHBIX (AKTOPOB (Jajlee COOTBETCTBEHHO — 3THYECKasd
SKCIIEPTH32 B YCIOBHSAX UPE3BBIYANHON CHTYyallWH, Ype3BhlUYaiiHas CUTYalHs)»;

2) MyHKT 2 OONOJHHUTH CIOBAMHU «, a TakKe B LENAX 3aIUMTHI JKH3HU H 310POBbS
rpaxmaH IPH IIPUMEHEHHH JICKapCTBEHHBIX IIPENapaTroB B YCIOBHAX 4YpPE3BBIYaWHOM
CUTyaLHU»;

3) nyHKT 4 [ONOJHUTH CJIOBaMH «, O3THYECKOM J3KCHEPTH3Bl B YCIOBHAX
4pe3BBIUANHON CUTYaALlUN»;

4) NyHKT 5 JONOJHUT NOAITYHKTaMH 3 H 4 CIIEAYIOIIET0 COMAEPIKAHMS:

«3) npoBenieHHe STUYECKOHN SKCIIEPTH3H JIOKyMEHTOB, CBSI3aHHBIX
C YCTaHOBJIEHHEM BO3MOXXHOCTH TOCYJapCTBEHHOM pErMCTpaluy JIeKapCTBEHHOTO
mperiapata, KOTODbIM TpefHa3sHa4YeH /I NpPUMEHEHHs B YCIOBHUSAX 4Ype3BBIYalHOM
CUTYallUH;

4) Bhlgaya 3aKiiodyeHus o0 3THYECKOH OOOCHOBAaHHOCTH BO3MOXHOCTH HIIU
HEBO3MOXXHOCTH T'OCYAapCTBEHHOW PErncTpalliy JEeKapCTBEHHOIO IpenapaTa, KOTOPbIH
NpeAHa3HAueH JJis IPUMEHEHNS B YCIOBHSIX Ype3BBIYaHHON CUTyallMu (PEKOMEHIyeMBIi
o0pasell MpUBeIeH B MIPUJIOXKeHUH K HacTosmeMy [lonoxeHu:o)»;

5) myHKT 17 1ONOTHUTH ab3alieM CIELYIOIIEr0 COMEPIKAHMA:

«3aceqanue CoOBeTa IO 3THKE JUIL Lejiell MpOBEJeHHs I3THYECKOH 3KCIEPTU3BI
B YCIIOBHUAX UpE3BBHIYAWHON CHUTyalluM MOXET OBITh MPOBENEHO JHCTAaHIMOHHO
C MCIIOJIb30BAHUEM CHCTEM BHICOKOH(PEPEPEHIICBA3M.»;

6) myskT 18 OONONHUTE CIOBaMM «, O3THYECKOM OKCHEPTH3E B YCIOBUAX
Ype3BbIYAIHON CUTyallun»;

7) B ab3arie BTOopoM IyHKTa 19 mocne ClOB «3THYECKON IKCIEPTU3BD) TONOTHHTH
CITOBaMH «, 3TUYECKON SKCIEPTU3BI B YCIOBUAX UPE3BbIYAHON CUTYALUN»;

8)B mynkre 20 mOCiIe CIIOB «ITUYECKOH OSKCIEPTH3BD» JOMNOJIHUTH CIIOBAMU
«, STHIECKO# SKCIIEPTH3bl B YCIOBUAX YPE3BbIYANHON CUTYaLUN»;




9) IOTIOMHUTH MPUJIOKEHHEM CIIENYIOIETO COACPKaHHU:

«[Ipunoxenue
K ITonoxenuro o CoBeTe 10 3THKE,
YTBEPXKISHHOMY NpHUKa30M MUHHCTEPCTBA
3apaBooxpaHeHus Poccuiickoit ®enepanuu

o1 30 pufects Jpto. Ne S96 4

PexomenayeMmsblit 0Opasen

MunucTepcTBo 31paBooxpanenus Poccuiickoit @enepanuu

COBET I1IO O3TUKE

3axouenne CoBera no 3THKe 0 BO3MOKHOCTH (HEBO3MOMKHOCTH) roCcy1apCTBEHHOH
PerncTpanuH JeKapcTBEHHOI0 npenapara AJs MeAHIHHCKOro NIpHMeHeHHs,
KOTOPbIii NpeHa3Ha4YeH I IPAMEHEHHs B YCIOBHAX Yrpo3bl BO3HHKHOBEHHS,
BO3HHKHOBEHHS M JIHKBHAAIHH YPe3BbIYaHHON CHTYalHH H [JIsi OPraHH3AUHH
OKA3aHHS MeAHIHHCKOH IOMOIIH JIHNAM, IOCTPAJaBILINM B pe3yJibTaTe
Ype3BbIYAHHBIX CHTYALHIi, IpeaynpeKIeHHs Ype3BbIYaliHbIX CHTYaLHH,
npodpHJIAKTHKH H JieueHus 3200/ 1eBaHH, NPEACTABJISIOMHX ONACHOCTD AJisl
OKPY>KAIOLIAX, 3260/1eBaHNii H IOPaKeHH I, I0JYy4eHHbIX B Pe3yJIbTaTe BO3/IeCTBHS
He01aronpUATHHIX XUMHYECKHX, OHOJIOrHYeCKHX,
paaHanHOHHBLIX aKTOPOB

OT «__» 20 1. Ne

1. Homep m nara 3agaHus MunucTepcTBa 3ApaBooXpaHeHHs Poccuiickoit ®Denepanuu

2. CBeneHus O JIEKapCTBEHHOM IIpenapare:
MEXYHAPOIHOE HEMAaTEeHTOBaHHOE WIM XMMHYECKOE HaMMEHOBAaHWE, TOPrOBOC HaMMEHOBAHHUE
(Tipy HATTHYUU):

JIEKapCTBEHHas dopma,  O3UPOBKa, croco0Hl BBCJCHHSA u IIPUMECHEHUA !

3. Ormnucanue NPEACTaBICHHBIX JOKYMCHTOB, CBs3aHHBIC C IIPOBCACHHCM KIHHHYCCKHUX
HCCIICAOBAHUIM JICKapCTBCHHOT'O IIpfliapaTta.

4.CeneHus o 3a9BUTEJIE:




5. SKCIICpTHaﬂ OILICHKA MPCACTABICHHBIX Ha OTHYCCKYIO SKCIICPTU3Y AOKYMCHTOB!

6. BeiBozt 3TUYECKOM IKCTIEPTU3HI:

rocyIapCTBEHHAs PErHCTpalys JIEKapCTBEHHOTO Mpemnapara Ui MEAULIMHCKOTO IPUMEHEHHS,

KOTOPBIH NMpeIHa3Hau€eH I IPUMEHEHHS B YCIIOBHAX YIPO3bl BOSHMKHOBEHHS, BOSHUKHOBCHUA

Y JTUKBUAALIMH YPE3BRIYAiHON CHTYaIlMH U IS OpraHW3alliy OKa3aHUsd MEAMIIMHCKOM IIOMOITH

JIMIIaM, TIOCTPAIaBIIMM B PE3yJIbTAaTe YPE3BBIYaHHBIX CUTYALMH, IpEAYPEKICHUSA
Ype3BEIYAHHEIX CUTYALMi, MPOIIAKTUKH U JIedeHHs 3a00/ICBaHUH, MPEACTaBIAIOMNX
OIACHOCTB IS OKPYIKAIOIIKX, 3a00JieBaHHI U OPaKEHUH, TIOTYYECHHBIX B PE3YJILTATE
BO3/1€ACTBHA HEOIArOMPHUATHEIX XMMHYECKHX, OMOIOTHYECKHUX, paJHAIIMOHHBIX (HaKTOpOB,
BO3MOXKHA (HEBO3MOXKHA)

7. CBenieHusi 00 3KCHEPTAX, YIaCTBOBABIIMX B MPOBEICHUU 3THYECKOM IKCIEPTHU3HI U HECYIINX
OTBETCTBEHHOCTb 3a JOCTOBEPHOCTh M3JI0)KEHHBIX B 3aKIIFOYEHUH CBEACHUI:

npeaceaareiib Cogera 1o 3THKE

(nomxHOCTE) ((paMuiKs, UMA, OTIECTBO (TIPH HATMYMH) (TIOATIHCE)

yinedsl CoBeTa 10 OTHKE

(momkHOCTE) (paMmUIKs, HMs, OTIECTBO (IIPH HATHINH) (IIOJIIHCH)

(momxHOCTB) (pamMuiIus, HMs, OTIECTBO (IIPH HATM4IMH) (TIOAIKCEH)

(momxHOCTS) (PaMuitKs, UM, OTIECTBO (TIpY HAIMYMH) (TIOIHUCH).




