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O MeXBeOMCTBEHHOH KOMHCCHH
N0 BONPOCY NPHHATHS PellleHHsl 0 BO3MOKHOCTH BPEMEHHOI 0 00paleHus
cepHH (IapTHH) JIeKAPCTBEHHOIO Npenapara AJjs MeJHIHHCKOr 0o NpHMeHeH s,
KOTOPBLIH NpeIHa3Ha4YeH 1Ji NPHMEHEHHS B YCJIOBHSAX Yrpo3bl BOSHHKHOBEHHH,
BO3HHKHOBEHHS H THKBHAAIUH YPe3BLIYAHHOH CHTYAlHH M AJISi OpraHH3alHH
OKAa3aHHSl MEAHLHHCKOH MOMOIIH JIHIaM, NOCTPAJAABIINM B pe3yJibTaTe
Ype3BbIYaHHbIX CHTYallH i, NPeXyNpexAeHNs Ype3BbIYaiHbIX CHTYauH i,
NpopHIAKTHKH H JiedeHHs 3a00/1eBaHNi, NPEACTABISIIOIIHX
OMACHOCTD AJISl OKPYKAIOIIHX, 3a00/IeBaHUH ¥ NOpakeHHH,
MOJIY4YC€HHBIX B pe3yJibTaTe BO3AeHCTBHS HeOJJaronpHATHLIX XHMHY€CKHX,
OHOJIOrH4YeCKHX, PAAHALHOHHBIX (PAKTOPOB

B cootBeTcTBUHM ¢ myHKTOM 19 ocoGeHHOCTell ofpalieHus JeKapCTBEHHBIX
OpenapaToB Ui MEOUIMHCKOIO IIPUMEHEHHS, KOTOpble MpeAHa3HA4YeHbl IS
IpUMEHEHUS B YCIIOBUSIX YTpo3bl BO3HUKHOBEHHS, BO3HHKHOBEHHMS U JHKBUIAIINH
4Ype3BbIYAiiHOH CUTyaly U JUIsl OpraHU3alH OKa3aHWs MEIULIMHCKOM ITOMOIIH JIULaM,
NOCTPaJaBIIUM B  pe3yabTarTe  Ype3BbIYAMHBIX  CHUTyaluH, MperymnpexaeHUs
Ype3BBIYAMHBIX CHTYalui, MPOGWIAKTAKA U JIeUeHHUs 3a60JIeBaHuH, IIPEICTaBISIONMX
OIIaCHOCTH JUIS OKPY KaloIX, 3a00JIeBaHUN ¥ TOpPaKEHHH, MMOJIyUEeHHBIX B pe3yJbTaTe
BO3LCHCTBHS HEONAronmpusITHBIX XHUMHYECKHX, OHOJIOrMYecKUX, paJdalldOHHBIX
($akTOpOB, YTBEpXKACHHBIX noctanoBieHreM IIpaBurensctBa Poccuiickoit ®enepanyn
ot 3 anpens 2020 r. Ne 441 (OduupanbHbIii HHTEPHET-IIOPTAJ IPaBOBOI UH(POpMAIIH
http://www.pravo.gov.ru, 6 anpens 2020 r. Ne 0001202004060038), npu ka3 bl B a I0:

1. YTBepauTh:

[Tonoxenne 0 MeXBEAOMCTBEHHONH KOMMCCHM [0 BOINPOCY MPHHATHS pEIICHUS
0 BO3MOXXHOCTH BPEMEHHOro obpallleHus cepur (MapTHH) JIEKapCTBEHHOrO Ipernapara
U1 MEIUUMHCKOr0 IIPUMEHEHsI, KOTOPBIN MpeHa3HaY€eH ISl IPUMEHEHHUS B YCIOBUIX
yrpo3bl BO3HMKHOBEHHS, BO3HUKHOBEHHS M JIMKBUAAIMH YPE3BBIYAHHOW CHTyal[dH




W U OpraHdM3alldd OKa3aHWs MEIULHUHCKOW TIOMOILIM JHIaM, M[OCTPaJaBLIUM
B, pe3ynbTare 4Ype3BbIYaliHBIX CUTyallUH, MpeayNpeKACHUs Ype3BblYaliHBIX CHTyallui,
npoQUNakKTHKA ¥ JledeHHs  3a00neBaHMil,  NpPENCTABISIONMX  ONACHOCTH
Ui OKpYXaroIMx, 3aboneBaHuil U MOpakeHWH, TMONyYeHHBIX B pe3yJbTare
BO3EUCTBHA HEONMArOMpPHATHBIX XHUMHYECKHX, OHOJNIOTUYECKUX, paaualdOHHBIX
(haxTOpOB, COrIacHO MpUIoXKeHUIo Ne 1 K HacTosIeMy IpUKasy;

¢opMy 3aKITIOYEHUS O BO3MOXXHOCTH (HEBO3MOXXHOCTH) BBIJAYH pa3pelleHust Ha
BpeMeHHOe ofpaiieHue cepud (IapTHUHM) JIEKApCTBEHHOro  Iipemapara  JUIs
MEIUIHHCKOTO NpUMEHEHUs, He 3aperucrpupoBaHHoro B Poccuiickoit ®enepanuu u
paspelleHHoro Ui MEIWLMHCKOIO IPUMEHEHHS Ha TEePpPUTOPUHM HWHOCTPAaHHBIX
rocyJapcTB  yIOJHOMOYEHHBIMH OpraHaMHM  COOTBETCTBYIOIMX  HHOCTPAaHHBIX
rocylapCTB M KOTOpBId IMpeAHa3HadyeH M NPHMEHEHHS B YCIOBHSX YIrpO3bI
BO3HHKHOBEHHS, BO3HMKHOBEHHS ¥ JIMKBHIOALMH YPE3BbIYaHOW CHUTyallMd W JUIA
OpraHM3aly OKa3aHHs MEAWIMHCKON IOMOIINM JIMIaM, NOCTPaJaBIiUM B Pe3yJibTare
4pe3BBIYalHBIX CUTYalUH, MpeaynpeKIeHUs Ype3BbIYaliHBIX CUTYalUul, NPOGUIaKTHKI
U JedeHUs 3aboneBaHMH, MPEACTABISAIOUIMX OMACHOCTh [UIS  OKPY>KarollIHX,
3a0oneBaHUl W  NOpaXkeHWHl, TMOJY4YeHHBIX B  pe3yjlbTaTe  BO3AEHUCTBUSA
HeONMaronpusaTHEIX XUMHYECKUX, OHOOrHUeCKUX, paMallMOHHBIX (GaKTOPOB, COTIIACHO
IIPHIIOKEHUIO Ne 2 K HacTOAEMY [IpPUKasy.

2. Hacrosmuit npuxa3s gefictyet ao 1 suBaps 2021 roza.

MHHHCT‘p M.A. Mypauiko




IIpunoxenue Ne 1
K npukasy MHHuCTepCTBa 34paBOOXpaHEHHS
Poccuiickoit ®eaepauyu

ot «/» @uptct/  2020T. Ne 354

IlonoxkeHHE 0 MEKBEAOMCTBEHHO KOMHCCHH
IO BONPOCY NPHHSITHS PellleHHs 0 BO3MOKHOCTH BpEeMEHHOI0 o0paleHus
cepuH (NapTHH) JIEKAPCTBEHHOr0 NMpenapaTa /s MeJHIHHCKOro NpuMeHeHHs,
KOTOpbIii NpeJHA3HAYEH A/ IPUMeHeHHsl B YCJIOBHAX YIPo3bl BO3HHKHOBEHHS,
BO3HHKHOBEHMS H JIHKBHAAIIHH YPe3BbLIYAHHON CUTYyallH M V1A OPraHU3alHH
OKa3aHHUA MeIMIHHCKOH MOMOIIH JIHIAM, IOCTPAaJaBIIHM B pe3y/ibTaTe
4Ype3BbIYaHHBIX CHTYAllHH, NPeAYNPe;KACHAs Ype3BbIYaHbIX CHTY ALMi,
NpopHIAKTHKH H JedeHus 3a6o/1eBanmii, NpeCcTABISIOMINX ONACHOCTh
AJISl OKPY2KaI0IIHX, 3200/1eBaHHH U OPaKeHH i, MOJyYeHHBIX
B pe3yJibTaTe Bo3aeificTBHS He01aronpHATHLIX XHMHYECKHX,
OHoJIOrHYecKHX, PAAHAIIHOHHBIX (PaKTOpPOB

1. Hacrosmiee Ilonoxenue onpeznenseT MOPSAZIOK JesITeIIFHOCTH
MEXBEAOMCTBEHHON KOMHCCHU II0 BOIpPOCY MNPHUHATHS PEHIeHHS O BO3MOXXHOCTH
(HEeBO3MOXHOCTH) BpeMEHHOro obpamieHuss cepud (IIAPTHHM) JIEKAPCTBEHHOTO
Iperapara Ui MEAULIMHCKOIO IpUMEHEeHMs, KOTOPBI MpeqHa3Ha4YeH )i PUMEHEHU
B YCJIIOBUSAX Yrpo3bl BO3HHKHOBEHUS, BOZHUKHOBEHHS M JIMKBHIAIMH YpE3BBHIYANHOMN
CUTYallUU U 7151 OpTraHU3alMH OKa3aHUs MEJUIIMHCKOM TOMOIIY JIMIaM, TTOCTPaIaBIIAM
B pe3yJIbTaTe 4Ype3BBIMAWHBIX CUTYalluil, NpeAYNpeKACHUS 4Ype3BbIYANHBIX CUTYyallHi,
npopUnakTUKU ¥ JiedeHHd 3aboJeBaHHii, IIPEICTABIAIONIMX OMACHOCTh IS
OKpYXaloIuX, 3a00/leBaHUil U TOpaKEHHUH, MOMYYEHHBIX B pe3yJibTaTe BO3IEHCTBHSA
HeOJaronpusATHBIX XUMHYECKHX, OHMOJIOTMYECKHX, palhalldOHHBIX (PakTOpoB (Haiee
COOTBETCTBEHHO — MEXBEIOMCTBEHHAas KOMHUCCHS, pelleHHe O BO3MOXHOCTH
(HEBO3MOXHOCTH) BpeMEHHOT'0 00pallleHHs JIEKapCTBEHHOT0 Ipenapara), TpeOoBaHUS K
KBaIM(UKALMKU U ONBITY paboThl, NpeAbABIIEMBblE K JKCIIEPTAM MEXXBEJOMCTBEHHOM
KOMHCCHH, IOPSNOK OpraHu3allii U PacCMOTPEHHsI MEXBEIOMCTBEHHON KOMHUCCHEN

JIOKyMEHTOB.
2. MexBe1oMCTBEHHAs KOMUCCHS co3JaeTcs IpH MuHnuctepcTBe
3apaBooxpaHeHus: Poccuiickoit ®epepaumu  (manee —  MuHHCTepcTBO) H

PYKOBOJCTBYeTCss B cBoeil aesrenbHocTH KoHctuTynumed Poccuiickoii Denepanus,
HOpMaMH MEXIYHapOAHOTO IpaBa, (eliepanbHBIMH KOHCTUTYLHHOHHBIMH 3aKOHAaMH,
denepanbHBIMU  3akoHamH, akTamMu Ilpesupenra Poccuiickoit ®@enepaiyu |
IlpaButensctBa Poccuiickoit  ®enepanyd, BEeJOMCTBEHHBIMH  HOPMAaTHBHBIMH
MpaBOBHIMH aKTaMH, B TOM uuciie HacTosmuM [lonoxeHuem.

3. OcHOBHOI1 3ajmaveii MeEXBEJOMCTBEHHOM KOMHUCCHH SBJISETCS IPUHATHE
peleHus 0 BO3MOXXKHOCTH (HEBO3MOXXHOCTH) BPEMEHHOI0 O0palleHus! JIEKapCTBEHHOIO




npemapata M TpeAcCTaBleHMe B JlemapTaMeHT TIoOCyZapCTBEHHOro oOpaleHus
JIEKapCTBEHHBIX CPEICTB JJI MEAMIMHCKOro NpruMeHeHHss MHHUCTEPCTBA 3aKII0YEHHUS
1o GopMe COracHO MPUIOXKEHHIO Ne 2 K HACTOSILEMY IIPHUKa3Yy.

4. CoctaB MeXBEIOMCTBEHHOH KOMHCCHH (OPMHpYETCS M3 MpelcTaBHUTeNeit
Munncrepctsa, MuHHCTepCTBA NPOMBIIUIEHHOCTH M TOProBid  Poccuiickoii
Denepanun, PenepamsHoil CIykO6bl MO Ham3opy B cdepe 3ApaBOOXPAHEHHS,
DenepanbHOll TaMOXKEHHOM CIIyXOBl, (ellepalIbHOr0 roCyAapCTBEHHOIO GIOKETHOrO
yupexaeHus «Hay4dHblii HEHTp 3KCHEpPTH3bl CPEACTB MEIHUIMHCKOIO IIPUMEHEHMS»
MpunucrepcTtea  3ApaBooxpaHeHMss ~ Poccuiickoit  ®Denepaiuy. B COCTaB
MexBeqOMCTBEHHOH KOMUCCUHU BXOIUT HE MEHEE IIATH YEIOBEK.

5.OKcnepT  MeXBEAOMCTBEHHOH  KOMHCCHH  JIOJDKEH  HMMETh  BBICIIEE
npodeccHoHanbHOe oOpa3oBaHMe W CTax paboOTHl 10 CHENWAIBHOCTH HIIM
roCyJapCTBEHHOHN T'paXXJaHCKOH CITy)KOBI He MeHee 3 JIeT.

6. B coctaB MeXBeAOMCTBEHHON KOMHCCHM BXOIAT MpeAcCeNaTellb, 3aMECTHTENb

IIpeiceAaTelis, OTBETCTBEHHBIA CeKpeTaph U WIeHBI MeXKBEIOMCTBEHHON KOMHCCHH.
7. Ilpencenarens MexXBeJOMCTBEHHON KOMHUCCHM (B €r0 OTCYTCTBHE 3aMECTHUTEIbD
IpenceaaTelis MeXXBEAOMCTBEHHON KOMHUCCHH ) OCYILIIECTBIISET:

1) obmee pyKOBOACTBO [HEATENHHOCTHIO MEXBEAOMCTBEHHOH KOMHCCHH H
opraHu3syeT ee paboTy;

2) onpenenseT AaThl 3acelaHUH MEXBEJOMCTBEHHONH KOMHUCCHH;

3) yTBep>KIaeT MOBECTKY 3aceqaHusl MeXXBEOMCTBEHHON KOMHUCCHH,

4) BeZieT MPOTOKOI 3aCeIaHUI MEXXBEIOMCTBEHHOM KOMHCCHH;

5) naer mopydyeHHs OTBETCTBEHHOMY CEKpETaplo M WieHaM MeXXBEIOMCTBEHHOM
KOMHCCHH;

6) moANKCHIBaeT IMPOTOKOJNBI 3acelaHHs MEXBEOOMCTBEHHOH KOMHCCHH H
3aKIIOYEHHs O  BO3MOXHOCTH  (HEBO3MOXXHOCTH) BpPEMEHHOro  oOpalieHus
JIEKapCTBEHHOTO IIpernapara.

8. UneHbl MEXBEIOMCTBEHHON KOMHCCHM:

1) ygqacTByioT B 3acelaHMSIX MEXBEIOMCTBEHHONH KOMHCCHH, B TOM YHCIE
JIUCTaHIIMOHHO C HCIIONb30BaHHEM HHPOPMAIHOHHBIX TEXHOJIOTUH;

2) HaNpaBJSIOT OTBETCTBEHHOMY CEKPETapl0 IPeMJIOKEHHUS IO BOIpoOcaM
OpraHM3aluy paboThl MEXBEIOMCTBEHHON KOMHCCHH;

3) HCIIOJIHAIOT OPYYEHUA IIpeicenaTeli MeXXBEIOMCTBEHHOH KOMHCCHH (TIPH €ro
OTCYTCTBHH — 3aMECTHTeJIsl IpeAceaaTeNs MeKBeJOMCTBEHHOM KOMUCCHH);

4) noANMCHIBAIOT MPOTOKOJIBI 3aCeaHMM MEXBEIOMCTBEHHOHM KOMMCCHH H
3aKJIIOYEHUST O  BO3MOXHOCTH  (HEBO3MOXKHOCTH) BPEMEHHOro  oOpalleHus
JIeKapCTBEHHOIO Ipenapara, B TOM YKcie MPH JUCTAHIIMOHHOM y4aCTHH.

9. OTBeTCTBEHHBIH CEKpeTaph MEXXBEIOMCTBEHHOM KOMHUCCHH OCYIIECTBIIAET:

1) moarotoBky MaTepHajioB JUTSt paccMOTpeHus Ha 3aceJaHugX
ME)XBEJJIOMCTBEHHOM KOMHCCHHM U WX PacChUIKy B (OpMe 3JIEKTPOHHBIX JOKYMEHTOB
BMECTE C NMpUIJIAlICHHEM Ha 3acelaHKe YWieHaM MEXBEJOMCTBEHHOM KOMHCCHH;



2) BellcHHE, OpraHH3aLHI0 odopmiteHHs MPOTOKOJIOB 3aceJaHMiA
MEXXBEIOMCTBEHHOI KOMHCCHH, HX XPaHEHHE;

3) opopmieHre Ha OCHOBAaHMH IIPOTOKOJIOB MEXKBEJAOMCTBEHHONH KOMHMCCHHU
3aKIIOYEHHA O  BO3MOXHOCTH  (HEBO3MOXXHOCTH) BPEMEHHOro  oOpalleHus
JICKapCTBCHHOr0 Ipernapara M HanpaBleHHEe TakuxX pemeHudi B [lemapraMeHT
rOCyapCTBEHHOI'O  PETYJIMPOBaHMS  OOpallleHHs  JIEKapCTBEHHBIX  CPE/CTB
MuHucTepcTBa M 3adBHTENIO B TEYEHHE JABYX pabouux HHEHW CO IHSA NPHHATHS
ME)XBEIOMCTBEHHOH KOMHCCHEH COOTBETCTBYIOIIETO PEIICHHUS.

10. 3acenanus  MeXBEIOMCTBEHHOH KOMHCCHM TpPOBOASATCS IO  Mepe
HeoOXOMMOCTH, HO HE IIO3JHEe 4YeM II0 HCTEYSHHH OBYX paboumx JHEH co IHA
IIOCTYIUICHHSA NOKYMEHTOB H CBeicHU oT MuHucrepcTBa.

3acelaHnne MEXBEJOMCTBEHHOH KOMUCCHH CUHUTAETCS IIPABOMOYHEIM, €CJIA HAa HEM
IIPUCYTCTBOBAJIA BCE €€ WICHBI.

11.TIpy BO3HMKHOBEHMHM KOH()IMKTa HHTEPECOB COOTBETCTBYIOIIME YJIEHEI
MEXBEJIOMCTBEHHOM KOMHCCHM HE YYacTBYIOT B INpOLEAypax HpPHUHATHA peLIeHHi
10 KOHKPETHOMY IIpeIJIOKEHHIO.

UneHel MEXBEAOMCTBEHHOM KOMHCCHH, TIPEICTABUBIINE HEIOCTOBEPHYIO
HHpOpMaIMIO MM He TMpeACTaBUBIIAE (HECBOEBPEMEHHO IMIPEJCTABUBIIKE) B
MEXBEOMCTBEHHYI0 KOMUCCHIO HHGOPMALIUIO O HAIUMINH OOCTOATENBCTB, CIIOCOOHBIX
IPHUBECTH K KOHQUIMKTY MHTEPECOB IIPU PACCMOTPEHHH IPEUIOKEHH, MO PelleHHIO

MEXBE€AOMCTBEHHOM KOMHCCHH, [IPUHATOMY OOJIBIIMHCTBOM roJIoCOB
NpUCYTCTBYIONIUX Ha 3acC€daHHH, OTCTPaHAIOTCA OT JIaNbHENIIIEero Y4yaCTua B
JCATCIBbHOCTH MEXBEIOMCTBEHHOH KOMHCCHH, a PCLICHHUE, HMPHHATOC

MeXBeJOMCTBEHHON KOMHCCHM TIPH YHACTHH TaKUX JIMLI, TIOJIEXKHUT IIEPECMOTPY.

12. Pemmenne O BO3MOXKHOCTH (HEBO3MOXKHOCTH) BpEeMEHHOro oOpalieHus
JIeKapCTBEHHOrO IIpemapaTta INpUHUMAETCd IIpM eOWHOINIACHOW TOJJEP)KKE BCEX
IPUCYTCTBYIOIIMX Ha 3aCE€JaHUM WICHOB MEXBEJIOMCTBEHHOM KOMHUCCHH, B TOM YHCJIE
ITUCTAHIIMOHHBIM CITIOCOOOM, ITyTE€M OTKPBITOTO TOJIOCOBAHHS.

13. OpraHu3aliMOHHO-TEXHUYECKOE obecrnieueHue JIeATeNbHOCTH
MEXBEIOMCTBEHHON KOMHMCCHH OCYLIECTBIIAeTCA JlemapTaMeHTOM roCyHapCTBEHHOTO
peryampoBaHus 0OpallleHus JIEKapCTBEHHBIX CpeIcTB MUHKCTEpCTBA.



[Ipunoxxenue Ne 2
K npuKasy MuHucTepcTBa 31paBoOXpaHEeHHs
Poccuiickoit @enepanuu

ot lf» 2rfees 20201 Ne 5 Y

®opma

3aknouenne
0 BO3MO’KHOCTH (HEBO3MOXKHOCTH) BbIJa4H pa3pelieHus HA BpeMEeHHoe
oOpaluenue cepau (MAPTHH) JIEKAPCTBEHHOr0 Npenapara AJsi MeAHIHHCKOro
NpUMeHEeHHs, He 3aperucTpupoBanHoro B Poccuiickoii @egepanun u
pa3pelieHHOro 11t MEAHIHHCKOro NPHMEHEHHS HA TEPPHTOPHH HHOCTPAHHBIX
rocyAapcTB ynoJJHOMOYEHHBIMH OPraHaMM COOTBETCTBYIOIIHX HHOCTPAHHLIX
roCyAapcTB H KOTOPbIi NpeiHa3Ha4YeH [Jisl IPHMeHEeHHs B YCJIOBHAX yrpo3bl
BO3HHKHOBEHHS, BOSHHKHOBEHHS M JIHKBHAALHH Ype3BLIYAHHOH CHTYallHH U
AJIS OPraHH3alHH OKa3aHUA MEeAHIHHCKON NOMOINH JIHIAM, NOCTPaAaBIINM B
pe3yJbTaTe Ype3BbIYaHHbIX CHTYalHH, Npeaynpe:KIeHus Ype3BbIYaiiHbIX
CHTyallHii, NPOPHIAKTHKH H JedeHHA 3200.1eBaHUii, MpeaCTABJSIONIHX
OIACHOCTD /Il OKPY/KAIOIIHX, 3200/ 1eBaHHI H MOpa)KeHH i, MOJTyYeHHBIX B
pe3yJbTaTe BO3AeHCTBHA HE0JaronpUATHBIX XMMHYECKHX, OHOJIOTHYECKHX,
paaManHOHHLIX (aKTOpOB

1.1. HaumeHOBaHUe JIeKapCTBEHHOTO TIpeTiapaTa:
MEXIYHapOJHOE HEeNaTeHTOBaHHOE, WM XHMHYECKOEe, WIH TPYNIIHPOBOYHOE
HaHMEHOBaHHE

TOPTOBOC HAHMCHOBAHHE

1.2. ®opma BhIycKa (JieKkapcTBEHHas (opMa, JO3HPOBKA)

1.3. CocraB nekapcTBeHHOro Iipemapara (mepedeHb JOeHCTBYIOIMX U
BCIIOMOTATENBHBIX BEIIECTB, C YKa3aHHEM KOJMIECTBA KaXI0T0 U3 HUX)

1.4. 3asaBuTens (:opuaMYECKOe JHUIO, ACHCTBYyIONEe B COOCTBEHHBIX MHTEpecax
HWIH YIIOJTHOMOYEHHOE MPEACTABIATh HHTEPECH! APYToro IpUANIECKOro Julla)

1.5. Tlpon3BoauTeNp JEeKapCTBEHHOro Ipenapara (HaMMEHOBaHHE, ajpeca BCeX
MPOM3BOJCTBEHHBIX IUIOIMIAN0K C YKa3aHUEM CTa[uii MPOU3BOACTBA)

1.6. PexBu3uthl cepuy (MapTyUn), 3asBICHHOM A LeNled NOTydeH s pa3pelleHus
Ha BpeMeHHoe obpaiieHue




1.7. Hanuune B Poccuiickoit @enepainu 3aperucTpHPOBaHHBIX AHAJIOTOB 10
JEHWCTBYIOILIEMY BELLECTBY U JIEKapCTBEHHO Gopme na/HeT

1.8. Ilpornosupyemsiii o6beM mOTpebieHHMs JEKapCTBEHHOIO IpemapaTa B
YCJIOBMAX Ype3BbIYaiiHOM CHUTyalliM IMPEBHIIAET IMPOTrHO3UPYEMEIE 0OBEMBI €I0 BBO3a
1M npousBoAacTBa B Poccuiickoii ®enepaiuu na/Her

2. ConepskaHHe IOKyMEHTOB, NPeJCTABIEHHBIX IS ONpeeleHNus BO3MOXHOCTH
BBIJJaYM pa3pellleHHd Ha BPEeMEHHOe oOpallieHHe JIeKapCTBEHHOIo mpemnapaTa
(M371araroTCs OCHOBHBIE TOJIOXKEHHUS NPE/ICTABICHHOM JOKYMEHTALUH):

3. Omesnka ¥ BBIBOABI 10 MNpPEJCTaBICHHBIM Ha  PacCMOTPEHHE
MEXBETOMCTBEHHOH KOMHCCHH TIO BOIIPOCY HPHHSATHS DEILIEHHS O BO3MOXHOCTU
BPEMEHHOr0 oOpaiieHus cepuM (MApTUH) JIEKaPCTBEHHOrO IIpemapara Jyis
MEIUIHUHCKOTO NTPUMEHEHUS, KOTOPBIH IpeJHa3HadeH Ui INPHMEHEHHUS B YCIOBHAX
yrpo3bl BO3HMKHOBEHHS, BOSHUKHOBEHHMS W JINKBHIALMH YpPE3BLIYANHON CHTyallud W
Ui OpraHM3allMd OKa3aHWsd MEIUIMHCKONH TOMOIIM JIKMIaM, ITOCTPaJaBIIuM B
pe3yJIbTaTe 4pe3BbIYAWHBIX CUTyallUH, IpeNyNpekIeHHs Ype3BbIYaifHbIX CHTYaIlHi,
NpOoQUIAKTHKH M Jie4eHus 3aboleBaHWil, HPEACTABIAIOLIMX OMACHOCTh  MJIs
OKpY>KalollluX, 3a00sieBaHUil U TOPaXKeHHid, MOYYEHHBIX B PE3YJIBTATE BO3IEHCTBUS
HeOIaronpuaTHBIX XUMHYECKUX, OHONIOTHYECKUX, paguallMOHHBIX (PaKkTopoB (manee —
MEKBEJJOMCTBEHHAsI KOMHCCHS), NOKYMEHTOB IO KaXIOMy W3 HHKECHEIYIOIIHNX
ITYHKTOB ([IOAIYHKTOB):

3.1. Ouenka o6acTd IpUMEHEHH JIEKApCTBEHHOTO Iperapara:

3.1.1. JlekapcTBeHHBII1 penapar IMpeaHa3Ha4YeH AJis JHATHOCTHKHU 3aboieBaHuH,
IOPEACTaBIAIOMUX OINACHOCTh JJs OKpYXalomMX, 3a0oleBaHHNl M IOpaKeHHH,
NOJyYeHHBIX B  pe3yJibTaTe BO3ICHCTBUSA  HEOJArompUATHBIX  XUMHUYECKHUX,
OHMOJIOrHYECKUX, PaJUalIMOHHBIX (PakTOpOB na/Her

3.1.2. JlexapcTBeHHBI IpenapaT MpeJHa3HAa4eH i1 I[aTOT€HETUYECKOro
nedeHus (JledeHHs, HANpaBIEHHOr0O Ha MEXaHW3M pa3BUTUSA 3aboJieBaHuA)
3a00JieBaHM, TPEACTABIAIONINX OMNACHOCTh IS OKPYXAlOI[uX, 3aboneBaHUH U
HOpa)kKeHUH, MIOTyYEeHHBIX B pe3yIbTaTe BO3JeHCTBHA HeOIaronpusaTHEIX XUMHYECKUX,
OHONOr4eCcKNX, paAnalMOHHBIX (PaKTOPOB na/Het

3.1.3. JlexapcTBeHHBI Tmpermapar MpedHa3HadeH i  NpoQHIAKTHKH
3a0o0JieBaHuii, TPEACTABIAIONIMX OMNACHOCTh MM OKpYXalolux, 3aboneBaHui H
IIOpa)KEeHUH, MOTy4YeHHBIX B pe3y/ibTaTe BO3JeHCTBUSA HEOIaronpHaATHBIX XHMUYECKHX,
OHOJIOTUYECKUX, PaJlUallHOHHBIX (PaKTOpPOB na/Het

3.2. Cnenpanu3upoBaHHbIH pa3fen:

3.2.1. OrneHka J0CTaTOYHOCTH CHCTEMEI hapMaKOHaI30pa Biaienbla
(meprxaTes) peruCTpallMOHHOIO YIOCTOBEPEHHS:




3.2.2. Onenka IuIaHa ynpaBlieHUs PUCKaMH VISl JIEKAPCTBEHHOTO IPHMEHEHHS:

3.2.3. Onenka o0beMa BBHINOJHEHHBIX JOKIMHUYECKUX MCCIIEIOBAHUM M OIEHKA
TONY4YEeHHBIX ~ Pe3yNbTaToOB  AOKIHMHHUYECKUX  HMCCIIENOBaHUM  JIEKApCTBEHHOIO
Ipernapara:

3.24. Ouenka o0030pa Hay4YHBIX pa0bOT O pe3yabTaTax JOKIMHHUYECKHX
UCCIIEIOBAaHUHM JIEKApCTBEHHBIX CpPEICTB, B TOM UYHCJIE€ BKIHOYAad OIBIT HX
IOCTPETHUCTPAIIHOHHOTO IIPUMEHEHHSI (€CITH MPUMEHHMO ):

4. O6u1mit BBIBOA 1O pe3yJibTaTaM 3acelaHus (3aK/IF0YEHHE):
Bbljada  MunucrepctBoM  3apaBooxpaHeHus — Poccumiickoit  ®Deneparmu
pa3pellieHus Ha BpeMeHHOe o0pameHue cepud (IIapTHH) JIEKapCTBEHHOTO Mpenapara

(BO3MOXHA WJIH HEBO3MOXXHA)

MexBeoMCTBEHHAass KOMHCCHS B COCTaBe:
IpeaceaaTciib KOMUCCHUH

(momkHOCTH)  (haMIuIHA, MM, oTYecTBO (TpH HanmMuuH)  (TOJIIHCE)

3aMCCTUTECIIb NpEACCAATCIIA KOMUCCHHN

(moymkHOCTB)  (amuius, UM, OTYECTBO (TIpH HaNU4YNK) (TIOAMHKCH)

OTBETCTBEHHBII CEKPETaph

(moypxHOCTB) ((haMUIHA, UMs, OTYECTBO (MPH HANUIKUK)  (IIOJIIUCH)

YJIeH MEXBEAOMCTBCHHOM KOMUCCUH

(momkHOCTB) (hamMmaus, UM, OTYECTBO (IIpH HaJIHUUUH) (TIOAIIKCE)

YJIeH MEXKBECAOMCTBCHHOH KOMUCCUM

(mosmxHOCTB) (pamMuims, UMs, OTIECTBO (IIpH HAMYUK)  (IIOAIKCH)

YJIeH MEXBEJIOMCTBEHHONH KOMUCCHHA

(mOKHOCTB) (aMumisA, MM, OTIECTBO (IpH HaMKU4MK)  (TIOAIKCH)

JlaTta ohopMiIeHHS 3aKIFOYEHUS «__ » 20 r.

{




