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O mexxBe1OMCTBEHHOH KOMHCCHH
110 BONPOCY NPHHATHS PELIEHHs 0 BO3MOKHOCTH BPEMEHHOI'0 00palneHust
cepuH (MapTHH) JeKAPCTBEHHOIO Npenaparta sl MeJHIHHCKOr o NpHMeHeHHusl,
KOTOPbIi NpeAHa3HAYeH A/ IPMMEHEHHN B YCJIOBHSX Yrpo3bl BOSHHKHOBEHHM I,
BO3HHKHOBEHHS H JTHKBHAAIHH Ype3BbIYaiiHOH CHTYAIlHH H /ISl OPraHH3alHH
0Ka3aHUs MeIHIHHCKOH MOMOIIH JHUAM, MOCTPaJaBIIHM B pe3y/bTaTe
4pe3BLIYAHHBIX CHTYaLuil, IpeAynpexIeHHs YpPe3BblYaiHbIX CHTYaNHH,
NpoQHIAKTHKH M JledeHns 3a00/1eBaHHi, NPeACTABIAIOMIHNX
ONACHOCTD /ISt OKPY?KAIOLINX, 3200/ IeBAHHIH H NOpaXKeHHH,
NoJIy4eHHbIX B pe3y/1bTaTe BO3AeHCTBHS HeG1aronpHATHLIX XHMHU1eCKHX,
OHOJIOTHYECKHX, PaIHALHOHHBIX (paKTOPOB

B COOTBETCTBMH C IyHKTOM 19 ocoOeHHOCTeH oOpalieHHs JeKapCTBEHHBIX
IpenapaToB i MEIHLMHCKOTO TNPHUMEHEHWs, KOTOpble TpEeIHa3Ha4eHbl i
TIPHMEHEHUs. B YCIOBUAX YTPO3Bl BO3HMKHOBEHHS, BOSHUKHOBEHWS U JIMKBUIAIMH
ype3BbIYAMHOM CUTyalluM M [ OpraHu3ally OKa3aHHs MEIULIMHCKOM ITOMOIIY JTUIaM,
[OCTPaJaBIIMM B  pe3yibTaTe 4Upe3BBIYAlHBIX  CHUTyaluH, MNPenyNpeXCHUs
Ype3BBIYAMHEIX CUTYALMH, MPOQUIAKTHKY M JIeYeHHs: 3a00/1eBaHUH, NPEACTABIAIONINX
OTACHOCTh VIS OKPYKAIOIMX, 3a00JIeBaHNi H MOPKEHUH, IOTyYEHHBIX B pe3ypTaTe
BO3JEHCTBHA HEONArOMPUATHBIX ~XMAMHYECKHX, OHOJIIOTHYECKHX, paJUalMOHHBIX
(bakTOpoB, YTBEPXIEHHBIX MocTaHoBIeHHeM IIpaBHTENBCTBA Poccuiickoii ®enepanuu
ot 3 ampens 2020 r. Ne 441 (Cobpanue 3aKOHOJATENBCTBA Poccuiickoii ®enepanuy,
2020, Ne 15, c1. 2295; Ne 48, ct. 7718), npuKa3 bl BaIo:

1. YTBepaouTh:

[ToJioXKeHHe O MEXBEIOMCTBEHHON KOMMCCHH IO BOIPOCY NPHHATHS pPEIICHHS
0 BO3MOXHOCTH BPEMEHHOro o0palleHus cepyH (IIapTUH) JeKapCTBEHHOTo Npernapara
IS MEMLIHAHCKOTO IIPUMEHEHHS, KOTOPBIN NpeHa3HAueH IS IPUMEHEHNS B yCIOBHUAX
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yrpo3bl BO3HUKHOBEHHUS, BO3HUKHOBEHUS M JMKBHIALUHU YPE3BLIYAHHONW CHTyalluH
M U1 OpraHM3allud OKa3aHWs MEJMIMHCKONH IIOMOIUM JIMIAaM, IOCTpaJaBIIMM
B pe3yJbTaTe Ype3BBIYaHBIX CHUTyalUi, IPeAyNpexIeHUs Ype3BBIYaiHBIX CUTYalMH,
npoQUIaKTHKA ©W  JiedeHUss  3a0oileBaHMM,  MPEICTaBISAIOMIMX  ONACHOCTB
JUIS  OKpYXaromux, 3a0ojieBaHMI M IIOpaKE€HWH, IONYYEHHBIX B pE3YJbTaTe
BO3JIEACTBUS HEONAroNpUATHBIX XMUMHYECKHX, OHOJOIMYECKHX, pPagHaldOHHBIX
daxTOopoB (Hmajee — MeEXBEAOMCTBEHHAs KOMMCCHUS) COITIaCHO MNpuiIoKeHuo Ne |
K HACTOSIIIEMY IIPUKa3Y;

dopMy  3aKIMIOYEHHS  MEXBEIOMCTBEHHOH  KOMHCCHMHM O  BO3MOXXHOCTH
(HEBO3MOXKHOCTH) BBIAYM paspellieHHs Ha BpeMeHHoe olpalleHue cepud (IapTHH)
JIEKapCTBEHHOTO Mpemnapara I MeJULUHCKOIO IPUMEHEHHs], KOTOPBIX IpeiHa3HaYeH
IUIS TIPUMEHEHHUS B YCIOBUSAX yTpO3bl BOSHUKHOBEHMS, BOSHUKHOBEHHS U JIMKBH/IAIIMH
Ype3BbIYaHHON CUTYally U IJIs OpraHU3aluy OKa3aHUsA MEeIUIMHCKON ITOMOIIH JIUIAM,
IOCTPAJIaBIIMM B pe3yJbTaTe uYpe3BbIYAMHBIX CHTyallu#, MperynpexIcHHs
Ype3BbIYAMHBIX CHTYaIMid, MPO(QUIaKTUKK U JedeHHUs 3a00JeBaHuM, NPENCTABIAIOMIMX
OMACHOCTh JUIs1 OKPYKAIOIIHX, 3a00JIeBaHUN U NOPaKEHUM, TIOJIyYE€HHBIX B PE3YJILTATE
BO3/IEHCTBHS  HEOJIArONMPHATHBIX XUMHYECKUX, OHOJOIMYECKHX, pPaJdallMOHHBIX
(baKTOpOB, COTMIACHO MPHIIOKEHHIO Ne 2 K HACTOSIIEMY IIPUKa3zy.

2. Hactosmuii npukas geiictByeT ao 1 suBaps 2022 rona.

MuHHCTp M.A. Mypaiko




IIpunoxxenue Ne 1
K IIpriKka3y MuHUCTepCTBa 3ApaBOOXPAHEHHU
Poccuiickoit Penepanuu
OT ¥4 » Wﬂ/ 2021 1. Ne 2774

IHonosxenne 0 MeKBEIOMCTBEHHOH KOMHCCHH
[0 BONPOCY NPHHSATHSA PellieHHs 0 BO3MOKHOCTH BpeMEHHOT0 00 palleHust
cepHH (N2PTHH) JIEKAPCTBEHHOT'0 NpenapaTa 1jsi MEAHIHHCKOr0 IPHMEHEeHHUs,
KOTOPbIi NpeAHa3HAYEH AJIA IPHMEHEHHS B YCJIOBHAX YIrPo3bl BOSHHKHOBEHHS,
BO3HHMKHOBEHHS H JIHKBHIAIHHA Ype3BbIYaiiHOH CUTYallH U VISl OPTraHU3ANHH
OKa3aHHUsl MEIHIHHCKOM MOMOIIH JIHIAM, IOCTPAAABIIHM B pe3yJbTaTe
Ype3BbIYaHHBIX CHTYallHH, NpeAyNpeKIeHHs Ype3BbIYaiiHbIX CHTYALHi,
npo¢HIAKTHKH H JedeHHd 3a00JieBaHMil, NpeICTABJIMIOIMIMX ONACHOCTD
AJISl OKPY2KAIOLHX, 3200/ 1¢BAHUH U NOpaKeHH i, OJYyYeHHbIX
B pe3yJibTaTe BO3AeHCTBHS He01aronpusiTHHIX XHMHYECKHX,
OHOI0rHYeCcKHX, PAAHALIHOHHBIX GaKTOpPOB

1. Hacrosimee Ilonoxxenue onpeJensier MOPSAA0K JeATeIbHOCTH
MEXBEAOMCTBEHHOM KOMHCCHU IO BONPOCY MPHUHATHS PEHICHHUS O BO3MOXKHOCTH
(HEBO3MOXKHOCTH) BpEeMEHHOro oOpamieHuss cepur (IapTHH) JIEKAPCTBEHHOTO
npenapara Jjisi MeIUILMHCKOTO IPUMEHEHHU S, KOTOPBIA NpelHa3HayYeH IJi1 TPUMEHEHHUS
B YCIOBHUAX YIpO3bl BOSHUKHOBEHHS, BO3HUKHOBEHHS M JMKBUAAILMHA 4Ype3BBIYAHOM
CUTYallMH U JUI OpraHU3alluy OKa3aHUs MEAULIMHCKOM [TOMOIIHY JTMLaM, OCTPagaBIIuM
B pe3y/IbTaTe YPE3BBIYANHBIX CUTyalUH, NpeayNpeXIeHHUs YpEe3BhIYaHBIX CUTYaluH,
NpoQUIaKTUKH ¥ JIedeHUs 3a00NeBaHWi, TNPENCTABIAIONIMX OIACHOCTh JJIS
OKpYy>Xaromux, 3aboneBaHUi U MOpaXeHUI, MOMYyYEHHBIX B pe3yJbTaTe BO3AeHCTBUS
HEONMaronpUATHBIX XHMHYECKHUX, OHOJIOTHYECKHX, PaaUalldOHHBIX (aKTOpoB (mayiee
COOTBETCTBEHHO — MEXBEIOMCTBEHHAs KOMHCCHS, pelIeHHe O BO3MOXHOCTH
(HEeBO3MOXHOCTH) BPEMEHHOro OOpallleHHUsl JIeKapCTBEHHOrO Ipemnapara, paspelleHue
Ha BpeMeHHoe oOpameHue), TpeboBaHMA K KBalH(DUKALMM U ONBITY paboThl,
IpeabsBIsEMbIE K IKCIIEPTAM MEXBEJOMCTBEHHOW KOMUCCHUH, MOPAIOK OpraHU3allii U
pPacCMOTPEHUSA MEKBEIOMCTBEHHON KOMUCCHEN JOKYMEHTOB.

2. MexBenoMCTBEHHAS KOMHCCHS co3zaercs npu MuHuctepcTBe
3OpaBooXpaHeHHMss Poccuiickoit ®epepamunn  (manee —  MUHHCTEpCTBO) U
PYKOBOACTBYETCA B CBoell geAtrenbHOCTH KoHcTuTynuen Poccumiickoit @®enepanuy, .
HOpMaMH MeXAYHapOOHOTO IpaBa, (pemepalibHBIMH KOHCTUTYLIMOHHBIMU 3aKOHaMHU,
dbenepanpbHbIMM  3aKoHamH, aktamu Ilpesumpenta Poccmiickoit ®epepanuu u
IIpaButensctBa  Poccuiickorir  ®epepauuiyi, BEOOMCTBEHHBIMA  HOPMAaTHBHBIMHU
MIPaBOBBIMH aKTaMH, a TakxKe HacTosuM IlonoxxeHueM.
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3. OcHOBHOM 337aueli MeXBEJIOMCTBEHHON KOMHUCCUH sBJseTcsa npuHsaTHe B 2021
rofy peleHud O BO3MOXHOCTH (HEBO3MOXHOCTH) BPEMEHHOTO OOpalleHHs
JIEKapCTBEeHHOT0 IIperapata U MpeAcTaBleHHe B JlemapTaMeHT TIOCyAapCTBEHHOTO
peryiupoBaHus oOpalieHus JeKapCTBEHHBIX CpeICTB MHHHCTEPCTBA 3aKIIOYEHHH MO
¢dopme coriacHO NpUIoKeHUIo Ne 2 K HacToAIEMY IIpHKasy.

MexBeAOMCTBEHHAs] KOMUCCHSI TPUHUMAET PELIEHUs M0 3asBICHHUSIM, MOJJAHHBIM
B MEXBEJIOMCTBEHHYIO KOMHCCHIO MO BONPOCY MNPHUHATHS PEIICHHS O BO3MOXHOCTU
(HEBO3MOXHOCTH) BpeMEHHOro oOpalleHHs cepud (IApTHH) JIEKapCTBEHHOIO
npemnapaTa A1 MeAUIUHCKOTO MPUMEHEHHS], KOTOPBIA NpeIHa3sHa4YeH I IIPUMCHEHUA
B YCIOBHMSAX YrpO3bl BO3HHKHOBEHHS, BO3HUKHOBEHMS M JMKBHIALUHM YpE3BHIYANHON
CUTYaIlUH | JJIs OpraHu3aliy OKa3aHUs MEAULIHUHCKON [TIOMOIIM JIHIaM, MOCTPAAaBIINM
B pe3yJIbTaTe Ype3BBIYAMHBIX CHTYalHi, NpeayNpexIcHHs Ype3BbIYaiHbIX CHTYallui,
OpoQUJIAKTHKH W JiedeHHs 3a00JIeBaHWM, MPENCTABIAIONIMX OMAaCHOCTh  AJIA
OKpPYXXaIOIUX, 3a00JIeBaHHil U TMOPaKEHHH, IONYYEeHHBIX B pe3yabTaTe BO3IAECHCTBUA
HEONaronpUATHEIX ~ XMMHYECKHX, OHOJIOMYECKHX, PpaJHAlMOHHBIX  (haKTOpOB,
cosmannyr0 B 2020 romy B COOTBETCTBHH C TOCTaHOBIIEHMeM IIpaBuTeNbCTBa
Poccuiickoit @eneparun ot 3 amnpens 2020 r. Ne 441 «O6 ocobeHHOCTAX OOpaIleHust
JEKapCTBEHHBIX  TpemaparoB U1  MEAWLMHCKOTO  IPUMEHEHHs,  KOTOpBIC
IpeHa3HAYeHBI [T IPUMEHEHHS B yCIOBHUSX YIPO3bl BOSHUKHOBEHMS, BOSHUKHOBEHUS
¥ JTUKBHJALMM YPE3BbIYaHON CUTYAIlMd W Ul OpraHW3allud OKa3aHMs MEIUIMHCKON
IOMOLO¥ JHMLAM, [OCTPAaJaBIIMM B pe3yJibTaTe Ype3BbIYaliHBIX  CHTyalluH,
TpeNyNpEXAeHHs Ype3BEIYaAlHBIX CHTYalHil, TPOQIIAKTHKY U JieueHus 3ab0/ieBaHuH,
IPEJCTABNIAIOMMX OMaCHOCTh Ul OKDYXKAloIMX, 3a00leBaHMA U MOpaXeHHH,
HONy4YEeHHBIX B  pe3yjibTare  BO3AEHCTBHS  HEONArompuATHBIX ~ XUMHYECKUX,
OHOJOTHYECKUX, pagUallMOHHBIX (paKTopOB»l, B OTHOIIEHUH KOTOPBIX IO COCTOSHUIO Ha
1 suBaps 2021 r. He ObLIM NPUHATHI COOTBETCTBYIOIIHE PEIICHUS.

4. CocTaB MEXBEIOMCTBEHHOM KOMHCCHH (GOpPMHpYeTCs U3 NpelcTaBUTeNeH
MunucTepcTBa, MMHHCTEPCTBA NPOMBIIUIEHHOCTH M ToproBnu Poccuiickoi
®enepanuu, PenepanpHoit cayk6sl Mo Hamsopy B cdepe 3ApaBOOXpaHEHHS,
denepanbHOM TAMOXKEHHOM CIrykOBI, (eIepalIbHOro rocyJapCTBEHHOrO OIO/DKETHOro
yupexaerns «HaydHbI LEHTp SKCHEPTH3Bl CPEICTB MEAUIMHCKOTO INPHMEHECHHD)
MuHucTepcTBa 3paBooxpaHenuss Poccuiickoit ®enepanyu. YMCeHHBIH COCTaB
MEXBEIOMCTBEHHOM KOMHUCCHHU COCTAaBIIAET HE MEHEE NATH YEIOBEK.

5. Unen MEXXBEIOMCTBEHHOMU KOMHUCCHH IIOJDKEH MMETD BEICIIIEE
npodeccHoHaNbHOe 00pa3oBaHMe M CTaX pPaboThl MO  CHELUANbHOCTH  HIIH
rOCyIapCTBEHHOM IpaXKIaHCKOH CITyKObI HE MeHee 3 JIeT.

6. B cocTaB MeXBEIOMCTBEHHOH KOMHCCHHM BXOIAT IIPENCENATENhb, 3aMECTUTENb

TpejceiaTenis, OTBETCTBEHHBII CeKpeTaph U WIEHBl MEXXBEIOMCTBEHHON KOMUCCHHU.
7. Ipencenareiib MEXBEAOMCTBEHHOH KOMHUCCHHM (B €r0 OTCYTCTBHE 3aMECTHTEND
TIpejiceIaTesl MEXBEJOMCTBEHHON KOMHUCCHM) OCYIIECTBIISCT:

! Co6panue 3akoHozmarenseTBa Poccniickoit deneparyn, 2020, Ne 15, cT.2295; Ne 48, ct. 7718.




1) obmee pyKOBOACTBO HEATENBHOCTEIO MEKBEAOMCTBEHHOM KOMHCCHM U
OpraHusyeT ee paboTy;

2) onpeJenseT aThl 3aCeIaHUi MEXBEIOMCTBEHHOH KOMHUCCHH,

3) yTBepKIaeT MOBECTKY 3aCElaHUs MEXBEJOMCTBEHHON KOMUCCHH,

4) BeZleT IPOTOKOJ 3aceaHusl MEXKBEIOMCTBEHHOH KOMUCCHH,

5) HaeT MOpYYeHHS OTBETCTBEHHOMY CEKPETaplo M WiIeHaM MeXBeIOMCTBEHHOM
KOMHUCCHH;

6) MOANKCHIBAET TIPOTOKOJBI 3aCENaHHs MEXBEJOMCTBEHHOH KOMHCCHH |
3aK/II0YEHUS O  BO3MOXHOCTH  (HEBO3MOXKHOCTH)  BPEMEHHOTO  OOpallieHus
JIEKapCTBEHHOIO Mperapara.

8. HieHbI MEXBEJOMCTBEHHOM KOMHCCHH:

1) y9acTByIOT B 3acCelaHHAX MEXBEIOMCTBEHHOH KOMHCCHH, B TOM HHCIE
JUCTAHIIHOHHO C UCIOJb30BaHUEM HHGOPMAIIHOHHBIX TEXHOJIOIHIA;

2) HaLIpaBJAIOT ~OTBETCTBEHHOMY CEKPETapl0 MpeMIOKeHHs 10 BOIPOCaM
OpraHu3alyy paboThl MEXBEIOMCTBEHHOM KOMHUCCHH;

3) NCTIONHSAIOT ~ MOPYYEHHS MpeACenaTeNss MeXBEIOMCTBEHHON  KOMHCCHH
(TIpH €10 OTCYTCTBHH — 3aMECTUTEIA IIPeiCeNaTeNs MEXBETOMCTBEHHONH KOMICCHH);

4) NOANUCHIBAIOT TPOTOKOJIBI 3aCENaHUM MEXBEIOMCTBEHHON KOMHCCHHM H
3aKIIOYEHHS O  BO3MOXHOCTH  (HEBO3MOXHOCTH) BPEMEHHOro  oOpalieHus
NIeKapCTBEHHOIO TIpernapaTa, B TOM YHCiie IPH JUCTAHIIMOHHOM YYaCTHH.

9. OTBeTCTBEHHBIH CEeKpeTaph MEXBEOMCTBEHHOM KOMUCCHH OCYIIECTBIISET:

1) moarotoBky MaTepuasoB TSl paccMOTpeHus Ha 3aceJaHMsX
MEXBEIOMCTBEHHOM KOMHUCCHH U MX PACChUIKY YWiIEHaM MEXBEJOMCTBEHHOM KOMHUCCHHI
B (hOpMeE 3IIEKTPOHHBIX JJOKYMEHTOB BMECTE C MIPUIIIALIEHUEM Ha 3aCEIaHNE;

2) Benenue, OpraHu3aIuio odopmiIeHHS MIPOTOKOJIOB 3aceaHui
MEXXBEIOMCTBEHHON KOMUCCUH, HX XpaHEHHE;

3) opopmiieHHEe Ha OCHOBaHHH IIPOTOKOJOB MEXBENOMCTBEHHOH KOMHCCHH
3aKIIOYEHHA O  BO3MOXHOCTH  (HEBO3MOXXHOCTH) BPEMEHHOro  oOpamieHus
JICKapCTBEHHOr0 IIpelapaTta W HampaBlIeHHe Takux pemieHud B [emaprameHt
rOCyIapCTBEHHOIO  pEryJHpoBaHUs  oOpalleHHs  JIEKQpCTBEHHBIX CPEICTB
MuHUCTEpCTBA M 3asABUTENIO B TeUeHHE IBYX pabOuYMX JHEW cO OHA NPHHATHS
MEXBEJOMCTBEHHON KOMUCCUEH COOTBETCTBYIOIIETO PEeLICHHS.

10. 3acenaHus ~ MeXBEIOMCTBEHHOM  KOMHUCCHH  IPOBOIATCS IO  Mepe
HEoOXOAUMOCTH, HO He TO3JHee YeM I10 HCTEUYEHHMH ABYX pabouMx JHEH co JHA
IIOCTYILICHHS TOKYMEHTOB U CBeZleHUu oT MuHHCTepCTBa.

3acenaHue MEXBEIOMCTBEHHONH KOMHCCHH CYHUTAETCH MPABOMOYHBIM, €CIIH HA HEM
IIPUCYTCTBOBAJIM BCE €€ WICHEHI.

11.Ilpy BO3HMKHOBEHUM KOH(QIIMKTa HWHTEPECOB COOTBETCTBYIOIIME UJIEHEI
MEXXBEJIOMCTBEHHON KOMHMCCHM HE Y4YacTBYIOT B IIpoleypax HpPHHATHS pelIeHUi
10 KOHKPETHOMY MPeaI0KESHHIO.

YneHbl MEXBEIOMCTBEHHOM KOMHCCHH, IIPEICTABHBIIME HEIOCTOBEPHYIO
UHQOpMAIIMI0O HJIM He TNpeACTaBUBINNE (HECBOEBPEMEHHO IIPEACTABUBIIHE) B
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MEXBEJOMCTBEHHYI0O KOMHCCHIO HH(QOpMALUI0O O HAINYUH OOCTOATEINBCTB,
CIIOCOOHBIX NMPHBECTH K KOHQIIUKTY MHTEPECOB IPU pPaCCMOTPEHHUM IMPEIIOKEHHH, 10
PEIIEHHI0O MEXBEIOMCTBEHHOM KOMHCCHH, NPHUHATOMY OONBIIMHCTBOM TI'OJIOCOB
IOPUCYTCTBYIOIIMX HA 3aceJaHHM, OTCTPAHSIOTCA OT JalbHEHIIEro yd4actus B
JESTENBHOCTH  MEXBEJOMCTBEHHOM  KOMHMCCHUM, a  pelleHHe,  INPHHATOE
MEKBEJOMCTBEHHON KOMHCCHH TIPH YYACTHH TAKUX JIHLL, TIOJISKHT IIEPECMOTPY.

12. Pemiedie 0 BO3MOXKHOCTH  (HEBO3MOXKHOCTH) BpPEMEHHOIO  oOpamieHHs
JEeKapCTBEHHOT0 TMperapara MNpPUHUMAeTCs IpU €AWHOIVIACHOW IOINEPXKKE BCEX
IPUCYTCTBYIOUINX Ha 3aCeJaHUU WICHOB ME)XXBEJOMCTBCHHOM KOMMCCHH, B TOM YHCIIe
ITUCTAHIHOHHBIM CIIOCOOOM, IIyTEM OTKPBITOTO r0JIOCOBAaHUS.

13. Opranu3alliOHHO-TEXHUYECKOE obecrieueHue IeSTeNIbHOCTH
MEXXBETOMCTBEHHOH KOMHCCHHM OCYIIecTBisieTcs JlemapTaMeHTOM TIoCyJapCTBEHHOTO
peryIMpoBaHUs OOpaIIeHUs JeKapCTBEHHBIX CpeACTB MUHHCTEPCTBA.



ITpunoxxenue Ne 2
K puKa3zy MuHHCTEepPCTBA 3ApaBOOXPAHEHUS
Poccuiickoit ®eaepanuu

oT « Wd/ 2021 1. Ne 174/

®opma

3akaouenue
0 BO3MOKHOCTH (HEBO3MOKHOCTH) BbIAa4H pa3pelieHHs] HA BpeMEHHOe
oGpamenue cepuH (MapTHH) JeKaPCTBEHHOro NpenapaTa JJis MeTHIHHCKOro
NpHMeHeHHs, KOTOPbIii Mpe{Ha3HAYEH AJIsi IPHMEHEHMs B YCJIOBHSAX YIPO3bI
BO3HHKHOBEHH$, BOSHHKHOBEHHS H JHKBH/IALMH Ype3BbIYaiiHOH CHTYalHH
U /ISl OPraHN3aANMM OKA3aHUs MEAHIHHCKOH NMOMOLIH JHIaM, N0CTPaAaBIIMM
B pe3yJibTaTe Ype3BbIYaiiHbIX CHTYalHi{, NpeAyNnpesKIeHHs Ype3BbIYaiHbIX
CHTyalHii, TPOPHIAKTHKH H JiedeHHUsI 3200/ 1eBaHHH, IPeJCTABJISIOIMIMX
ONACHOCTD /ISl OKPYKAIOIMX, 3200/IeBaHNil H OPAXKeHHH, MOJyYeHHBIX
B pe3yJibTaTe BO3eficTBHS HeOJIArONPHATHBIX XHMHYECKHX, OHOJIOrHYEeCKHX,
paaHalHOHHBIX (paKTOPOB

1. CBegeHus o 1eKapCTBEHHOM IIpernapare:

1.1. HaumeHOBaHuUe TE€KapCTBEHHOIO Mpenapara

MEXXyHAapOJHOEe HEMAaTeHTOBAaHHOE WM XMMHYECKOE, WM TPYNIHPOBOYHOE
HalMEHOBaHUeE

TOProBOC HAUMCHOBAHUEC

1.2. ®opma BEINycKa (JIeKapCTBeHHas (popMa, JO3HPOBKA)

1.3.CoctaB  jeKapcTBEHHOro  Ipemapara  (IepedeHb  HEWCTBYIOIIMX
M BCIIOMOTATEJIbHBIX BEIIECTB C YKA3aHMEM KOJIMYECTBA KXJOT0 U3 HUX)

1.4. 3asBuTens (FOPUOUYECKOE JMIO, AeHCTBYIOIIee B COOCTBEHHBIX MHTEpecax
UK YIIOJTHOMOYEHHOE MPEJCTaBISITh HHTEPECH APYroro I0pHIuIecKoro JHUIQ)

1.5. HpOI/I3BOJlI/ITeJIB JICKApCTBCHHOI'0 IIpe€riapaTra (HaHMeHOBaHPIC, azpeca BCEX
IMIPONU3BOJCTBEHHBIX INIOIAN0K C YKa3aHHCM CcTaaui HpOI/I3BOI[CTBa)

1.6. PekBU3HUTH cepuu (IIApTHH), 3asIBICHHON A LENEH MOIyUYeHUs pa3peIleHus
Ha BpeMEHHOe oOpallleHue

1.7. Hanmmune B Poccuiickoilt @enepanyu 3aperuCTpUPOBAHHBIX aHAJIOT'OB M0
IEHCTBYIOIIEMY BEIECTBY U JIEKAPCTBEHHOH (opme na/HeT
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1.8. IIporao3upyemblii 00beM IOTpeOJIEHUS JIEKapCTBEHHOrO TIpenapara B
YCIIOBHSAX UPE3BbIYAiHOM CHTYaIlHH NPEBHIIIAET IPOTHO3UPYEMBIE 0OBEMEI €0 BBO3a
WK Ipon3BoAcTBa B Poccuiickoit Penepanuu na/HeT
2. ComepxaHue TOKYMEHTOB, MPEACTaBICHHBIX I ONpeAENICHHs BO3MOXHOCTH
BBIIAYM paspelleHus Ha BpeMeHHoe oOpallleHHe JIEKapCTBEHHOro Ipernapara

(I/I3JIal"a}OTC5I OCHOBHBIC ITOJIOKCHHA HpeHCTaBHeHHOﬁ I[OKYMGHTaIII/II/I)I

3.0meHKka ¥ BBIBOABI [0  TMPEACTAaBICHHBIM  Ha  PAacCMOTPEHHE
MEKBEIOMCTBEHHOM KOMMCCHU IO BONPOCY IPUHATHA PEIIEHHUS O BO3MOXHOCTH
BpEMEHHOT0 oOpaiieHuss cepud (IApTHM) JIEKapCTBEHHOro IIpemapara i
MEIUIMHCKOTO MPHMEHEHHUS, KOTOPhIM IMpeqHa3sHAYeH JJIA NPHMEHEHHUS B yCJIOBUAX
yIpo3bl BO3HMKHOBEHHS, BOSHUKHOBEHUS M JIMKBHUAALMH YPE3BBIYAHON CHUTyallud U
JUIS OpraHW3allii OKa3aHWsA MEJULMHCKOM IIOMOINM JIMIaM, TMOCTpaJaBlIMM B
pe3yJIbTaTE YPE3BBHIUANHBIX CHUTYaIUil, MPEAyNpPEXIeHHsS 4PE3BBIYAMHBIX CUTYaLHH,
NpoQUIAKTAKH ¥ JiedeHHWs 3a00JieBaHMM, IPEACTABISIONIMX ONACHOCTh AT
OKPYXKAIOIIKX, 3a00JIeBaHU# W TMOPaXKEHHH, ITOMy4eHHBIX B PE3yJbTaTe BO3IEHCTBUSA
HEGIarONPHUATHEIX XHMHYECKHX, OMOJIOTMYECKUX, paHalliOHHBIX (aKTopoB (Jaee —
MEKBEJOMCTBEHHAass KOMHCCHS), JAOKYMEHTOB I10 KaXKIOMy H3 HIDKECICIYIOIUX
MYHKTOB (TIOAIYHKTOB):

3.1. Onenka o6acTi MpUMEHEHUS JIEKapCTBEHHOIO IIpernapara:

3.1.1. JlekapcTBeHHBIH Mpenapar npefHasHaueH A AUarHOCTHKH 3a00JeBaHuH,
NPECTABJIAIOMKX ONACHOCTh JUISL OKPYXKAIOIIUX, 3a00eBaHMH U TOpaXeHHH,
NONyYEHHBIX B  pe3yibTare BO3AEHCTBHA  HEOJIArompUSTHBIX ~ XUMHUYECKHX,
OMOJIOTHYECKUX, PaJHAIIMOHHBIX (PaKTOPOB na/Het

3.1.2. JlekapcTBeHHBII npemapaT INpeAHa3sHa4YeH JUIA [aTOreHeTU4ECKOIo
NedyeHHsl (JIeUeHMs, HANPABIEHHOrO0 HA MEXaHW3M DPasBUTHA 3a00JeBaHMs)
3a60/IeBaHNl, IPEICTABIAIOIMX OMACHOCTh Ul OKpYXKaloIHX, 3abojieBaHHi |
TOpaXeHHH, IOy YEHHBIX B pe3ynbTaTe BO3/IeHCTBYSA HEOIArONPHUITHBIX XUMIYECKHUX,

OUOJIOrMYECKHX, PAHAMOHHBIX (PakTOPOB na/Her

3.1.3. JlekapcTBeHHBI ~ mOpemapar  MpeAHasHadeH Uil NPOQHIAKTHKHU
3a60JIeBaHM, IPEJCTABIAIOIMX OMACHOCTh U OKPY)XAaIOIMX, 3a00ieBaHUd H
NOPaKEHUIA, MOTyYEHHBIX B PE3y/IbTaTe BO3JEHCTBHS HEOIATONPUATHBIX XUMUIECKUX,

OHMOJIOrMYECKHX, PAIHAIHOHHBIX (PaKTOPOB na/vHeT

3.2. Cnenuanu3upoBaHHBIN pasfedn:

3.2.1.OmeHka  JOCTAaTOYHOCTH  CHCTEMHl  (hapMaKkoHaJ30pa  Biajenbla
(meprxatens) peruCTPallHOHHOTO yJOCTOBEPEHHUS

3.2.2. OueHKa I1aHa yIpaBleHHs pUCKaMU JUIs JIEKapCTBEHHOTO IPUMEHEHUS !
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3.2.3. OueHka 00beMa BBIIIOJIHEHHBIX AOKJIMHHUYECKUX HCCIIENOBAHUMA U OLICHKA
NONYYEHHBIX  Pe3yJIbTATOB  JOKIMHHYECKHMX  HCCIEIOBaHUM  JIeKapCTBEHHOTO
npernapara:

3.24.0nenka o630pa Hay4HBIX paboT o pe3yibTatax JAOKIMHUYECKHX
UCCIENOBAaHUMA  JICKAPCTBEHHBIX  CPEICTB, B  TOM  4YHCJIe  ONBIT  HX
MIOCTPETUCTPALIMOHHOT0 MPUMEHEHUS (€C)Id TPUMEHHMO ):

4. O0umii BBIBOA 1O pe3ysibTaTaM 3acefaHus (3aKIIOYEHHe): BbIAa4a
MuHucTepcTBOM 31paBooxpaneHus Poccuiickoit ®denepanmu

(BO3MOXHA WJIK HEBO3MOXKHA)
MexBe1oMCTBEHHAsI KOMHUCCHS B COCTaBeE:

npeaceaarciip KOMUCCHH

(momxHocth) (U.O. Gammnust)  (MOATHCH)

3aMCCTUTECIB IIPEACEIATENIT KOMUCCUN

(momxHOCcTh) (M.0. Gamunus) (MOAMUCH)

OTBETCTBEHHBIN CEKpETaph

(momxnocts) (U.O. Gammnust) (IIOATIUCEH)

4JieH MEXKBEIOMCTBEHHOM KOMHUCCHH

(momxuocts) (U.O. ®amunus)  (moAmucs)

YJICH MEXXBEJOMCTBEHHOM KOMUCCHH

(momxnocte) (M.0. Gammnust) (HOIIHUCH)

Jlata opopMIIeHHUs 3aKTIOUEHUS «__ » 20 T




