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O MexxBeJOMCTBEHHOH KOMMCCHH
[0 BONPOCY NPHHSATHS PellieHHN 0 BO3MOKHOCTH BPEMEHHOro oopaiieHns
cepuH (NMapTHH) JIEKAPCTBEHHOI'0 NpenapaTa JJis MeJHIHHCKOro NpHMEHeHHs,
KOTOPBI# NpeaHa3HAYeH AJisl IPHMEHEHHS B YCJIOBHAX YIpo3bl BOSHHKHOBEHHS,
BO3HHKHOBEHHS M JIMKBHAAIMH Ype3BbLIYAHON CHTYallUH H ISl OPTaHH3ALHH
OKa3aHHS MEAHIHHCKOH NOMOLIH JIHIAM, NOCTPAJABUIHM B pe3yJbTaTe
Ype3BbIYaHHBIX CUTYalHi, NpeayHnpexXIeHHS Ype3BbIYaiHbIX CUTYALHH,
NpoPHIAKTHKH H JiedeHHs 3a00/1eBaHHH, NPeACTABIAAIOMHX
ONACHOCTD JJI1 OKPY’KAaIOIHX, 3200/1eBaHHH H MOPaKeHHH,
MHOJIYYeHHBIX B pe3yJIbTaTe BO3JAeHCTBHSA He0IaronpusATHLIX XHMHYECKHX,
OHMOJIOrHYeCKHX, paJHAIHOHHBIX GaKTOpOB

B coorBercTBUM ¢ myHKTOM 19 ocobeHHocTell oOpalieHus JIeKapCTBEHHBIX
IpenapaToB AJi1 MEAMLHUHCKOTO TIpUMEHEHHs, KOTOpble MNpeqHa3HAYEHBI IS
[IPUMEHEHUsI B YCJIOBHSAX YIpo3bl BO3HUKHOBEHHWS, BO3HHKHOBEHHS H JIMKBHIAITHA
YPE3BBIYAHON CUTYalMy U JJIs OpraHU3ali¥ OKa3aHUA MEAUIMHCKOM TOMOIIH JIHLIAM,
NOCTPAAaBIIMM B  pe3yjbTaTe 4Ype3BbMAHHBIX CUTyalWii, MpeaynpexACHHS
Ype3BBIYAMHBIX CUTyalMi, NPOMUIAKTHKH U JIEYeHUs 3a00JIeBaHUM, MPEACTABISIONIHX
OINacCHOCTH AJI OKPY’KaloIIUX, 3a00JieBaHUI U MOpaXEeHU, NONyYeHHBIX B pe3yJbTaTe
BO3ZICHCTBUS HEONAarONpUATHBEIX XHUMHYECKHX, OHOJOTMYECKHX, paIHalHOHHBIX
(bakTopoB, yTBEP)KACHHBIX NocTaHOBIIeHHeM IIpaButenscrsa Poccuiickoii Menepanun
ot 3 ampena 2020 r. Ne 441 (CoOpanue 3akoHomarenbcTBa Poccuiickoii ®enepanm,
2020, Ne 15, c1. 2295; 2021, Ne 47, ct. 7864; OdunransHelit ”HTEPHET-MOPTAJ MPaBOBOiA
undopmauun http://pravo.gov.ru, 3 sguBaps 2022 r. Ne 0001202201030007),
NpHUKa3ElBalo:

1. YTBepauts:

IlonmoxeHune 0 MeXBENOMCTBEHHONH KOMHCCHM TIO BOMNPOCY NPHHATHS peIUICHHS
O BO3MOXXHOCTH BPEMEHHOI'0 OOpallieHHs cepud (apTHH) JIEKapCTBEHHOI'O Mpernapara
Il METUITMHCKOTO NIPUMEHEHUs], KOTOPbIii npeHa3Ha4YeH Ik IPUMEHEHU B YCIOBUAX




YIpo3bl BO3HHKHOBEHHs, BO3HHKHOBEHHMS H JIAKBHIALHH Ype3BBIYAHHOMN CUTyalluU
M JUIL OpraHuW3allid OKa3aHHMs MEIULUHCKOH TIIOMOINM JIMIIaM, IOCTPaJaBIINM
' B pe3yJbTaTe YPE3BBHMANHBIX CHUTyallMi, MPeIyNpPeXAeHUs YPEe3BHIYaHEIX CUTYaLH,
NMpOGUIAKTHKM W JiedeHHs  3a60NeBaHMi,  NpPEACTABISIOMMX  OMACHOCTD
IS OKPY KAlOIIUX, 3a060JIEBaHHH H IIOPAXKEHHIA, IIONYUEHHBIX B pe3yIbTaTe BO3AEHCTBUS
HEeOIAroNPHUATHEIX XMMHYECKHX, GHONOTHYECKHX, PalMALlMOHHLIX (aKTOpoB (nanee —
MeXBEeJIOMCTBEHHAs! KOMHUCCHA) COrTIACHO PUIIOXKEHHUIO Ne | K HacTosIeMy IpHKa3y;

dopMy  3amOYeHHS ~ MEXBEIOMCTBEHHOH KOMHUCCHM O  BO3MOXHOCTH
(HEBO3MOXXHOCTH) BBHIJAYH pa3pelleHHs Ha BPEMEHHOe OOpalleHHe cepud (IapThm)
JIEKapCTBEHHOTI'O Ipenapara JJii MEAMIUHCKOTO NPUMEHEHHs, KOTOPBIH MpeqHa3sHaueH
AJIsl IPUMEHEHUS B YCJIOBHAX Yrpo3bl BOSHUKHOBEHHS, BOSHUKHOBEHUS ¥ JIMKBHUIAITHH
Ype3BbIYAiHOW CHTYallMH M [ OPraHW3allii OKa3aHHs MEIUIMHCKOM TOMOMIX JIUIIaM,
NOCTPaJaBIIMM B pe3ylbTare  4pe3BbIYalHBIX CHTYalWi, IpeaylpexacHuUs
Ype3BBIYANHBIX CHTyalHi, NPOQHIAKTHKY U JeYeHHs 3a00JIeBaHMM, IPECTABIITIONINX
OMacCHOCTh IJIA OKPYXalolluX, 3a00/eBaHni ¥ MOpaXeHN, IOYYEHHBIX B PE3yIbTaTe
BO3NEHCTBHS HEGNArONPUATHBIX XHMHYECKHX, OHOJOTHYECKHX, paAralMOHHBIX
axTopos, cornacHo npuoxenuo Ne 2 K HACTOSIIEMY PHKa3y.

2. Hacrosmuii nipukas geitctsyer no 1 sasaps 2023 ropa.

Mpunuctp M.A. Mypamko




IIpunoxenne Ne 1
K NpHKa3y MUHHCTepCTBa 3/JpaBOOXpPaHEH s
Poccuiickoit ®enepauyn

oT (/é» L4 gé[ 2022 r. Ne éﬁ

IHos0:xeHne 0 MeKBeJOMCTBEHHOH KOMHCCHH
[0 BONPOCY NPHHATHS PEIIEHHs] 0 BO3MOXXHOCTH BPeMEHHOIr0 obpaieHus
cepuM (IaPTHH) JIEKAPCTBEHHOr0 NMpenapaTa sl MeAHIAACKOro NPHMeHeHH ,
KOTOPBIi NpeHA3HAYEH A/ IPHMEHEHHS B YCJIOBHSAX Yrpo3bl BO3SHHKHOBEHH,
BO3HHKHOBEHHSA H JIMKBUAAUMH YPe3BbIYAHHON CHTYyallHH U [IJIsl OPraHH3AIHH
OKa3aHUA MeAHIHMHCKOH MOMOLIM JIHIAM, NNOCTPaJaBIIHM B pe3yJbTaTe
Ype3BbIYaHHBIX CUTYallHH, NpeAynpe:KAeHHs Ype3BbIYaHHbIX CHTYaIMid,
NpoPHIAKTHKH H JieueHHs 3a60/ieBaHMil, IPEACTABIAIONHX ONACHOCTD
AJisl OKPY2KaI0IMX, 3a00/1eBaHHH H NOPaKeHHH, HOJyYeHHBIX
B pe3yJibTaTe Bo3AeiicTBHS HeOIaronpHUATHLIX XHMHYECKHX,
OHMOJIOrHYeCcKHX, PAAHALHOHHBIX (aKTOpoB

1. Hacrosmmee ITonoxxenue olpezenseT MTOPSIAOK IesITENNHOCTH
MEXBEIOMCTBEHHOM KOMMCCHHM 10 BOMNPOCY INPHHATHSA pPEHIEHHI O BO3MOXKHOCTH
(HEBO3MOXHOCTH) BPEMEHHOT'O O0pallleHHs cepry (MapTHH) JIEKapCTBEHHOTO Ipenapara
JUISL MEMIMHCKOTO IIPUMEHEHS, KOTOPbIH NIpeHA3HAYEH IS IPUMEHEHHS B YCIOBHSIX
YTPO3bl BO3HUKHOBEHHS], BO3HMKHOBEHMS H JIMKBUAALMY YpE3BEIYaAHHON CUTyallMH B JJIs
OpraHu3aluy OKa3aHHA MEIUIMHCKOHM IOMOIUY JIML@AM, IIOCTPaJaBLINM B pe3yJIbTaTe
Ype3BBIYANHBIX CHTYallU, IPEAyIPEXICHAA Ype3BbIYaiHBIX CHTYaLM, TPO(UIAKTHKH
U JIeYyeHMs 3a00JIeBaHKH, IPEACTaBIISIONIMX ONMACHOCTH JJIS OKpYKaloIIKX, 3a60J1eBaHuil
U MOpaXeHHIA, MOTyYCHHBIX B pe3yJIbTaTe BO3AEHCTBHUS HEOIArOMPHATHRIX XMMHUYECKHUX,
OHONOTMYECKUX,  pagMaliOHHBIX  (AaKTOpoB  (#ajee  COOTBEICTBEHHO  —
MEXBEIOMCTBEHHAs! KOMMCCHs, pEIIEHHE O BO3MOXXHOCTH (HEBO3MOXXHOCTH)
BPEMEHHOro OOpallleHHsl JIEKapCTBEHHOTO IperapaTa, pa3pelleHHe Ha BPEMEHHOE
obpamieHue), TpeboBaHHA K KBaIMGHKAUMHA M ONBITY Pa0OThI, NPEABABIIEMEIE K
9KCIEPTaM MEKBEAOMCTBEHHOH KOMHCCHM, NMOPAAOK OpraHM3alMUd M PacCMOTpPEHHS
ME)XBEIOMCTBEHHOM KOMHCCHUEH JOKyMEHTOB.

2. MexBeoMCTBEHHAS KOMMCCHS co3aercs 11{0)’ MunucrepcTse
3apaBooXpaHeHus Poccuiickont  ®epeparuu (manee —  MHHHCTEPCTBO) H
pykoBojacTByeTcsi B cBoedl gesrensHocTH KoHctutyrueit Poccuiickoit ®@epepanuu,
HOpPMaMH MEXIYHapOAHOIO IpaBa, (peepalbHBIMH KOHCTUTYLHOHHBIMH 3aKOHAMH,
¢denepanbHBIMH  3aKOHaMH, akTtamMu Ilpesumenta Poccuiickoi Qenepanun ¥
IIpaButensctBa Poccmiickoit  ®enmepanuu, BeJOMCTBEHHEIMH  HOPMATHBHBIMU
IIPaBOBEIMY aKTaMH, a Takke HacTosmuM IlonoxeHueM.
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. 3. OcHOBHO 3aJja4eil MEXBEIOMCTBEHHOH KOMUCCUH SIBIAETCH MpHHATHE B 2022
rofly peIIeHMd O BO3MOXHOCTH (HEBO3MOXHOCTH) BPEMEHHOr0 OOpalleHHs
JIEKapCTBEHHOIO IIpenapata M TNpeiCTaBieHHe B JlenapTaMeHT TroCyAapCTBEHHOTO -
PEryIMpoBaHHs OOpalleHus JIeKapCTBEHHBIX CPeNCTB MUHHCTEPCTBA 3aKIIOYEHHH IO
¢dopme cornacHo NpuIoKeHUIo Ne 2 K HaCTOALIEMY IIPHKA3Y.

MexBenOMCTBEHHAs: KOMUCCHS IIPHHAMAET PELICHHS 110 3asABJICHUSIM, [TOJAHHBIM

B MEXBEIOMCTBEHHYI0 KOMHCCHIO IO BONPOCY IPHUHATHS PEIIEHHS O BO3MOXHOCTH
(HEBO3MOXXHOCTH) BPEMEHHOTO 00pallieH)s cepuH (IIapTHH) JIEKapCTBEHHOTO [IPenapara
JUIs MEAUIIMHCKOI'O IPUMEHEH NS, KOTOPBIH NpeaHa3HayeH IJis IPUMEHEHHUS B YCIOBHAX
YTPO3bI BOSHUKHOBEHHS, BO3HHKHOBEHH M JIMKBUAALUU YpE3BbIYaHOM CUTYAIIUH H IS
OpraHM3alvy OKa3aHWs MEAMLMHCKON IOMOIIHM JIMLaM, NMOCTPAJaBIIMM B Pe3yJbTaTe
Ype3BbIYaiHBIX CUTYalHMi, NPeAyNpeXXaAeHHs YpEe3BEIYaMHBIX CUTyaLHi, IPOPUIAKTHKH
H JIe4eHus 3a00JIeBaHuUH, NPeICTABIIAIOIINX OMACHOCTH JJIS OKPYKaIOIIKX, 3a601eBaHui
H TIOPa)XE€HHH, ITOJIyYCHHBIX B pe3yJIbTaTe BO3AeHCTBUSA HEOIarONMPUATHEIX XUMHUYECKHX,
OHOJIOrMYEeCKHX, PaAHAIMOHHBIX (haKTOPOB, CO3MaHHYIO B 2021 roy B COOTBETCTBHH C
noctaHoBlieHHeM IIpaButensctBa Poccuiickoit @enepanuu ot 3 ampens 2020 r. Ne 441
«O6 0coOeHHOCTSIX OOpamieHHs JIeKapCTBEHHBIX IIPENapaTroB Ui MEIMUIMHCKOTO
IIPUMEHEHHUA, KOTOpBIE IMpEAHA3HA4YEeHBl IS IPUMEHEHHA B YCIOBUSAX YIpPO3bI
BO3HHKHOBEHHS, BO3HHMKHOBEHMs M JIMKBHIALMK Ype3BBIYAHOM CHTyallud H UIS
OpraHM3alWK OKa3aHHsA MEIHMLIMHCKOHM IOMOIIM JIUIaM, IOCTPaJaBIIMM B pe3yJIbTaTe
Ype3BbIMaNHBIX CHTyallil, NPEAyNPEXICHHS YpE3BhIMalHBIX CHTYyalHid, TIPOQHIAKTHKH
U ne4YeHus 3a001eBaHuH, PeACTaBIIAIOIINX OMACHOCTD I OKPYKaIOIIMX, 3a60/1eBaHMiH
1 IOPAKEHHUH, ITOJyYCHHBIX B PE3YJIbTaTe BO3AEHCTBUA HEOIATONIPUATHBIX XHMHYECKHX,
OHOJIOTMYECKUX, PaJHAlHOHHEIX (aKTOPOB» |, B OTHONIEHHM KOTOPBIX [0 COCTOSHHIO Ha
1 saBaps 2022 r. He ObUTH IPUHATEI COOTBETCTBYIOIIKE PEIICHHUS.

4. CoctaB MEXBEIOMCTBEHHOH KOMHCCHH (GOPMHPYETCS H3 IpeICcTaBHTeNei
MumnrcrepcTBa, MHUHHCTEPCTBa NPOMBINUIEHHOCTH K TOProBIM  Poccumiickoi
Denepauun, PenepanbHOi CciIyxkOsI IO Hag3opy B cdepe 3ApaBOOXpaHEHHMS,
DenepalibHOM TaMOXEHHOH CITy)XOBI, (helepallbHOr0 rocyJapCTBEHHOIO OHOIKETHOIO
yupexaenus «Hay4HbM LHEHTp SKCIEPTH3Bl CPEACTB MEAMLIUHCKOTO IIPHMEHEHHS»
Munvcrepctea 3apaBooxpaHenus Poccuiickoit ®Degepanun. UYMCIIEHHBIM COCTaB
MEXBE€IOMCTBEHHOH KOMHUCCHUHU COCTaBIIAET HE MEHEe IIATH YeJIOBEK.

5. Unen MeXBeIOMCTBEHHOH KOMHCCHH IOIDKEH MMETh BhICLIee 00pa3oBaHHE H
CTaX paboThl IO CINENHATPHOCTH, HAlIPABJIECHWIO IIOATOTOBKH HJIM TOCYIapCTBEHHOM
IpaXXIaHCKOH CITy>XObI He MeHee 3 JIeT. ‘

6. B cocTaB MeXBENOMCTBEHHON KOMHCCHH BXOISAT IPEICENAaTellb, 3aMECTHTEND

npencenaressa, OTBETCTBEHHBIMA CEKPETaph M YI€HbI MEXBEIOMCTBEHHON KOMHCCHH.

7. 1lpencenarens MeXBEIOMCTBEHHOM KOMHCCHH (B €r0 OTCYTCTBHE 3aMECTHTEINb

npeAceqaTens MeXXBEAOMCTBEHHONH KOMHUCCHH) OCYIIECTBIIAET:

1 Co6panne 3akoHOIaTENLCTBA Poccmiickoit ®enepammn, 2020, Ne 15, ct. 2295; 2021, Ne 47, c1. 7864.



1) obmee pyKOBOACTBO MAEATENBHOCTHIO MEXBEIOMCTBEHHON KOMHCCHHM |
‘oprasusyer ee pabory;

2) ompenieNnseT AaTh 3acCeAaHMI MEXBEIOMCTBEHHOM KOMUCCHH,

3) yTBEpXKIaeT NOBECTKY 3aCENaHMUs MEXXBEJOMCTBEHHOM KOMUCCHM;

4) BeZleT MPOTOKOJ 3aCeaHUs MEXBEIOMCTBEHHOH KOMUCCHH;

5) maeT NOpy4YeHHS OTBETCTBEHHOMY CEKPETapi0 M WIEHaM MEeKBEIOMCTBEHHOM
KOMHUCCHH,;

6) MOAMHUCHIBAET IPOTOKONBI 3aceaHMs MEXKBEAOMCTBEHHOM KOMHCCHM U
3aKMIOYEHHS O  BO3MOXHOCTH  (HEBO3MOXXHOCTH)  BPEMEHHOrO  OGpamieHHs
JIEKapCTBEHHOTO Mpernapara.

8. UnteHsl MEXXBEAOMCTBEHHOM KOMHCCHH

1) y4acTBYIOT B 3acefaHHMAX MEXBEIOMCTBEHHOH KOMHCCHH, B TOM YHCIIE
AUCTAHIIMOHHO C MCIIOJIB30BAHUEM HH(GOPMAIIMOHHEIX TEXHOJIOTHIA;

2) HaNIpaBJAIOT ~ OTBETCTBEHHOMY CEKDETApI0 MpEMIOKEHHS II0  BOIPOCAM
OpraHM3alu paboThl MEXBEJOMCTBEHHOH KOMHCCHH;

3) NCTIONHAIOT ~NOpPY4YeHUs TpeiceNaTeNss MeKBEJOMCTBEHHOM  KOMHCCHH
(TIpH ero OTCYTCTBHY — 3aMECTHTEIIS PeJICeNATENsl MEXBEIOMCTREHHOM KOMHCCHH);

4) NOANMCHIBAIOT MPOTOKONBI 3aCENaHMii MEXBEIOMCTBEHHOH KOMHCCHH H
3aKIIOYCHHs O  BO3MOXHOCTH  (HEBO3MOXXHOCTH)  BpEeMEHHOro  obpalieHus
JIEKapCTBEHHOT'O Npenapara, B TOM YHCJIe IPH AUCTAaHIIHOHHOM Y4aCTHH.

9. OTBETCTBEHHEIH CEeKpeTaph MEXBEIOMCTBEHHOM KOMUCCHH OCYILECTBIISET:

1) NoAroTOBKY MaTepHaJIOB il pPACCMOTPEHHS Ha 3aCENAHMAX MEXBEIOMCTBEHHOM
KOMHUCCHH M HX PpAaCCBUIKY WIEHaM MEXBEIOMCTBEHHOH KoMmuccud B (opme
3JIEKTPOHHBIX JOKYMEHTOB BMECTE C IIPHIJIAIIEHHEM Ha 3aceIaHuUe,

2) BeneHue, OpraHHU3alvIo odopmieHUs IIPOTOKOJIOB 3aceaHui
MEXBEJIOMCTBEHHOH KOMHUCCHH, X XPaHEHHE;

3) obopmiieHHE Ha OCHOBAHHM TPOTOKOJOB MEXBEJOMCTBEHHON KOMECCHH
3aKMIOYEHMH O  BO3MOXHOCTH  (HEBO3MOXHOCTH) BDEMEHHOTO  OGpalleHHs
JICKapCTBEHHOI'0 IpenapaTa W HaNpaBICHHE TaKMX peIleHuit B JlemaprameHT
perynupoBaHuMs OOpamieHMsi JIeKapCTBEHHBIX CPEJACTB M MEAUIMHCKHX W3Ie/Hi
MmunucTepcTBa ¥ 3asBHTEMIO B TeueHHe IBYX paGoumx OHEH O JHA NPHHATHA
MEKBEIOMCTBEHHOM KOMHUCCHEH COOTBETCTBYIOMIErO PELICHUS.

10. 3acepannsi  MeXBENOMCTBEHHOH  KOMHCCHHM  TNPOBOAATCS IO Mepe
HeOOXOQUMOCTH, HO HE IIO3/[Hee YeM II0 HCTEYEHHH IBYX paboumx mHEH co JHS
NOCTYIJICHUS JOKYMEHTOB U CBEACHHUH 0T MuHHCTEpCTBA.

3acenanne MEXBEOMCTBEHHON KOMUCCHH CYMTAETCS IIPaBOMOYHBIM, €CJIM Ha HEM
IIPUCYTCTBOBAJIY BCE €€ WICHBI.

11.1Ipy BOSHHKHOBEHHH KOHQJHKTa HHTEPECOB COOTBETCTBYIOLIME WIEHBI
MEXBEOMCTBEHHOH KOMHCCHM HE y4acTBYIOT B MPOLEAypax MNPHHATHS PpeIleHHiH
110 KOHKPETHOMY NPEIJIOKEHHIO.

neHBI MEXBENOMCTBEHHOM KOMHCCHH, IPEACTaBHMBIIHE HEJOCTOBEPHYIO
MHQOPMaLMIO MIH HEe INpeACTaBHBIUME (HECBOEBPEMEHHO [PENCTABMBILINE) B
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MEKBEAOMCTBEHHYIO KOMHCCHIO HH(OPMALHIO O HAIHIHK OOCTOATENBCTB, CIIOCOOHBIX
IPUBECTH K KOHQIUKTY MHTEPECOB NPH PAaCCMOTPEHHH MPEIJIOKEHHH, [0 PEIISHHIO

'MEXBEIOMCTBEHHOM KOMHCCHH, IIPHHATOMY OOJIBIIMHCTBOM I'OJIOCOB IIPUCYTCTBYIOIIHUX

Ha 3acelaHWH, OTCTPAaHAIOTCA OT JajbHEHIIero y4acTHs B  JI€ATEIbHOCTH
MEXBEJOMCTBEHHOM KOMHCCHH, a PEIIEeHHEe, NPUHATOE MEXBEIOMCTBEHHONM KOMHUCCHU
IIPY YYaCTHH TaKMX JIUI, IOMJIEXKUT IIEPECMOTPY.

12. PemieHne 0 BO3MOXHOCTH (HEBO3MOXKHOCTH) BPEMEHHOrO OOpalleHHs
JIEKapCTBEHHOI'0 IIpernapara, B TOM 4HClIe O HEOOXOIMMOCTH ITPOBEICHMS HCIBITAaHHMA
JEKapCTBEHHOTO Ipenapara, NPHHUMAETCs INpPH EQUHOITIACHON mommepXkKe Bcex
IMPUCYTCTBYIOIIUX HA 3aCE€laHUU YIIEHOB MEXBEIOMCTBEHHOH KOMHCCHH, B TOM UHUCIE
IOUCTaHIIMOHHBIM CIIOCOG0M, ITyTEM OTKPHITOI'O I'OJIOCOBAHUS.

13. Opraru3allHOHHO-TEXHHYECKOE obecrnieueHne JIeSITENIbHOCTH
MEXBEIOMCTBEHHOH KOMHCCHHM OCYIIeCTBIsfeTcs JlemapraMeHTOM peryJIupOBaHHMs
oOpalieHus JIEKApCTBEHHBIX CPEACTB M MEAMUMHCKHX H3/eUit MUHKCTEpCTBA.



IIpunoxenue Ne 2
' K IIpHMKa3sy MHUHHCTEpCTBA 3ApaBOOXPaHEHUS
Poccuiickoii ®eneparnuun

oT «%é» %M 2022 r. Ne é?{

®opma

3aki0ueHue
0 BO3MOKHOCTH (HEBO3MOXKHOCTH) BblIa4H pa3pellleHHsI HA BpeMeHHOoe
oOpamenne cepr (NapTHH) JIeKaAPCTBEHHOr0 NMpenapaTta AJisi MeIHINHCKOro
NpHMEHeHHsl, KOTOPbIH NpeJHa3HA4YeH /I NPHMEeHEHHUS B YCJIOBHAX Yrpo3bl
BO3HHKHOBEHHS, BOSHHKHOBEHHA H JIMKBHIAIHH Ype3BbIYaiiHoM CHTYyannu
H AJifl OPraHH3aLHH OKA3aHUS MEAHIHHCKOH NOMOIIH JIHIAM, HOCTPaAaBIIHM
B pe3yJibTaTe Ype3BbIYaHHbIX CHTyallli, IpeaynpexaAeHHs Ype3BbIYaiiHbIX
CHTYyallMii, NPOPHIAKTHKH H JiedeHHs 3200/1eBaHui, IPeACTABIAIOIIHX
ONACHOCTDb AJISl OKPY2KaI0IINX, 3a00/1eBaHHil H MOpaKeHNH, MOJYIEHHBIX
B pe3yJbTaTe BO3AeiicTBHA HeOJIAaronpuATHBIX XUMHYECKHX, OHONOrHYeCKHX,
paananHOHHLIX paKTOpOB

1. CBenenus o0 nekapCTBEHHOM IIpenapare:

1.1. HauMeHOBaHMe JIeKapCTBEHHOTO Mpemnapara

MEXIYHapOAHOE HENaTeHTOBAaHHOE WM XHUMHYECKO€, WM TPYNIHPOBOYHOE
HalMEHOBaHHeE

TOPTroBOC HAMMCHOBAHHEC

1.2. ®opma BeIITycka (JiekapcTBeHHas Gpopma, JO3HPOBKA)

1.3. CocraB nekapcTBeHHOro Iipernapara (IepedyeHb  JEHCTBYIOIIHX
¥ BCIIOMOTaTeNbHBIX BEIIECTB C YKa3aHUEM KOJMYECTBA KaXI0T0 U3 HAX)

1.4. 3asBurens (ropHaHYECKOE JIUIO, ASHCTByMOIIee B COOCTBEHHBIX HHTepecax
WM YTIOJTHOMOYEHHOE NPe/ICTaBIsATh HHTEPECH! APYTOoro IOpUANIECKOro JTUIa)

1.5. HpOI/I3BO,HI/ITeJ'IB JIEKAPpCTBCHHOI'O IIpe€Iiaparta (HaI/IMeHOBaHI/Ie, aJpeca BCEX
MMPpOU3BOACTBCHHEBIX INIOHAAOK C YKa3aHHEM cTagui nponaso,r.lcnaa)

1.6. PekBU3UTHI cepuH (TIAPTHH), 3aABJICHHOM UIA 1IeJIeii MMOTydeH s pa3pelieHHs
Ha BpeMeHHOe o0palieHue

1.7. Hanmnaue B Poccmiickoit denepanyy 3aperuCTpAPOBAHHBIX aHAJIOTOB I10
JleiiCTBYIOIEMY BEIECTBY U JIEKapCTBEHHOU (opMe na/Her

1.8. IlporHosupyemsrii o0BeM mMOTpeOEHUs JIEKapCTBEHHOIO IIpemnapara B
YCJIOBUAX UpE3BBIYaiHON CHTYalHH MPEBHIIAET MPOrHO3HPYEeMbIe 00 BEMEI €ro BBO3a




»
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.+~ umm npoussojcTsa B Poccuiickort Denepauny na/Het

2. Conepxanue JOKYMEHTOB, TIPE/CTABICHHBIX JUIS ONpPEIENeHNs BOSMOXHOCTH
BBIJJAYX paspelleHds Ha BpeMeHHOoe oOpallleHHe JIeKapCTBEHHOIo IIpenapara
(M371araroTCsa OCHOBHBIE MONOXEHUS MPeJICTaBICHHON JOKYMEHTALlUH):

3. Ouesxa ¥ BBIBOJIBI 110 MPECTaBIEHHBIM Ha pACCMOTPEHHE MEKBEOMCTBEHHOM
KOMHCCHH I10 BOIPOCY HNPHHATHS PELIEHHS O BO3MOXHOCTH BPEMEHHOI0 00paIieHus
cepui (IIapTHH) TEKAPCTBEHHOTO IIpenapara Jjisi MEAUIUHCKOTO IPUMEHEHHS, KOTOPBIi
npefHa3HaYeH U1 IPUMEHEHHS B YCIOBHUAX YIPO3bl BO3HUKHOBEHMS, BOSHUKHOBEHHS
¥ JIMKBUAALMY YPE3BbIYAHON CUTYyallMd U IJI OpraHW3alUH OKa3aHUsd MEJMLIMHCKOM
NOMOIIM JIMIIaM, TIOCTPAaJaBIIMM B pe3yiabTaTe 4pe3BhIYalHBIX CUTyalui,
IpeAYNPexXIeHHs Ype3BEYaiHBIX CHTyalHH, IPOQUIAKTUKY U JeUeHHs 3a007IeBaHuM,
IPEJCTABIIIOMUX OMAacHOCTh MJIsl OKpPYXKalolluX, 3aboleBaHMH M IOPaXKEeHWH,
TONYYEHHBIX B  pe3yibTare BO3HEHCTBUS  HEONAarompHATHBIX  XMUMHYECKHX,
GHOIOTMYECKHX, PAIHALMOHHEIX (HaKTOpOB (Jajee — MEeXBEJOMCTBEHHAs KOMHUCCH),
JOKYMEHTOB I10 Ka)XKZIOMy K3 HI)KeCIe[yIOIIX ITyHKTOB (MIOAITyHKTOB):

3.1. Onenka o6acTi IpUMEHEHHs JIEKaPCTBEHHOTI'O IIperapara:

3.1.1. JlexapcTBeHHBIN Ipemapar MpeAHa3HaueH I HarHOCTHKH 3a00j1eBaHuH,
IPEICTABIIOMAX OMACHOCTh MJISI OKDYXAaloIIUX, 3a00neBaHMH M IOpaXEHHH,
[OJIYYEHHBIX B  pe3yJbTare BO3JEHCTBHA  HEONArompusATHBEIX  XMMHYECKHX,
OMOIOTHYECKUX, PaJHallHOHHBIX (PaKTOpOB na/Her

3.1.2. JlexapcTBeHHBIN Mpenapar npeaHa3sHa4deH s IaTOTCHETHIECKOro JICYEHHs
(eyeHus, HANMpPABJIEHHOrO Ha MEXaHW3M pas3BUTUA 3aboseBanms) 3aboieBaHUi,
IPEACTABIAIOIMX OMACHOCTh JUIA OKPYXKAIOINWX, 3a060NeBaHuM M IOpaXEHUI,
NONy4YeHHBIX B  pe3yJibTare BO3AEHCTBHA  HEONArompUATHEIX  XMMHYECKHX,
GUOJIOTHYECKHX, paIallHIOHHEIX ()aKTOpOB na/Her

3.1.3. JIekapcTBeHHBIH Mpenapart npeHa3HavYeH A1 MPopHIaKTHKH 3a00IeBaHui,
NpENCTaB/ISIONINX OMACHOCTh JUIS OKpPYXAIOIIMX, 3a0ojeBaHMii W IOpaXKeHHIA,
NONYYEHHBIX B  pe3ynbTaTe BO3JACHCTBHA  HEONAarompUATHBIX  XMMHYECKHX,

OMOJIOTHYECKHX, PaJHallHOHHBIX (paKTOPOB na/Her

3.2. Cnenpanu3nupoBaHHbIN pa3fen:

3.2.1. OneHKa JoCTaTOYHOCTH CHCTEMEI (hapMaKOHaA30pa BlajieNbla (AepxKaTens)
PErUCTPAIHOHHOTO YIOCTOBEPEHHS:

3.2.2. OueHKa Iu1aHa yIIpaBJIeHUs pUCKaMHU IS IEKapCTBEHHOI0 IPYMEHEHHA:

3.2.3. Ouenka 00beMa BBINOJIHEHHBIX JOKJIMHUYECKUX HMCCJIEJJOBAaHUM U OLIEHKA
MMOJIYYCHHBIX PE3YJIbTaTOB JOKITHHHICCKAX HCCIIEJOBaHUM JICKapCTBCHHOI'O IIpEeIiaparta.




¢ 3.2.4. Onenka o030pa Hay4HbIX paboT O pe3ylnpTaTaXx JAOKIMHHYECKHX
. HCeJIe0BaHMM JIEKAPCTBEHHBIX CPEICTB, B TOM YHCII€ ONBIT UX MOCTPErHCTPAIIMOHHOTO
IpUMEeHeHHs (€CIU TPUMEHHMMO):

3.2.5. HeoO6X0auMOCTh TIPOBEJeHHs WCHIBITAHUN JIEKapCTBEHHBIX IIPENaparoB
(c yxa3aHHMEM XapaKTEPUCTHK TAKUX HCIBITaHUH, CPOKOB HX IIPOBEJECHHU):

4, O6muii BHIBOJ 10 pe3yibTaTaM 3acefaHus (3aKIIOYEHHE): BbIJaYa
MuHKCTEpCTBOM 37ipaBooxpaHeHus: Poccuiickont @epepanuu

(BO3MOXXHA HJIM HEBO3MOXKHA)
MeKBEIOMCTBCHHAS KOMUCCHS B COCTaBe:

npeacenareyip KOMHUCCHH

(momxuocts) (U.O. ®ammnua) (IOAIHCH)

3aMCCTHTEND NMPEACCRATEISI KOMHCCHHA

(momxuocts) (M.0. ®ammmua) (OIHCH)

OTBETCTBEHHHIN CEKpETaph

(momwxHocts) (M.O. ®ammnmsa)  (IOATIHCH)

YJI€H MEXBEIOMCTBEHHON KOMUCCUH

(momxHocts) (U.O. damunusa)  (MOANHUCEH)

YJIeH MEXBEIOMCTBCHHON KOMUCCUH

(nomxuocte) (M.0. ®amunmma)  (TMOANHKCH)

Jlata odopMIteHHs 3aKIIIOYEHUS « » 2022 r.




