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MockBa

O mMexBeIOMCTBEHHOH KOMHCCHH
110 BONPOCY NPHHATHSA PelieHUs] 0 BO3MOKHOCTH BpEMEHHOr 0 00paleHHs
cepuH (NAPTHH) JIeKAPCTBEHHOI0 NpenapaTta AJs MeJHIHHCKOr0 NpHMEHEeHH ],
KOTOPBIH NpeAHA3HAYEH AJISl IPHMEHEHHS B YCJIOBHSAX YIPO3bI BOSHHKHOBEHHS,
BO3HHKHOBEHHS H JMKBHIAIMH Ype3BbLIYaHHOI CHTYallHH H AJIs1 OPraHH3auHH
OKa3aHHS MeJHIHHCKOH NOMOINH JIHIAM, IOCTPaJaBUIMM B pe3yJ/ibTaTe
Ype3BbIYaHHbIX CHTYalHH, NpeaynpexIeHns Ype3BbIYaHHbIX CATYalHi,
NpopHIAKTHKH H JledeHHs 3a00/ieBaHmil, NpeCTaABIASIOIIHNX
OIIACHOCTDb AJIst OKPYsKaIOIIHX, 3200/1eBAaHNH H MOPaKeHHH,
HOJIyYEeHHBIX B pe3y/ibTaTe BO3JAeHCTBUSA He0IaronpuATHLIX XHMH4EeCKHX,
OMOJIOTHYEeCKHX, PAAHAIIHOHHBLIX (PAKTOPOB

B coorBercTBHM ¢ myHKTOM 19 oOcobOeHHOCTel oOpaieHus JeKapCTBEHHBIX
IpenapatoB i MEAULUHCKOr0O NpPUMEHEHHs, KOTOpble MpeAHa3HAYEHBI JJIs
[IPUMEHEHUST B YCIOBUAX YIpO3bl BO3HUKHOBEHHS, BO3HHKHOBEHHS H JTHUKBHIAIUH
YpE3BLIYaMHOM CHTYalluH U IJI1 OpraHU3alii OKa3aHUA MEIULMHCKOMN ITOMOILH JIHIIaMm,
IOCTPaJaBIIMM B  pe3ylIbTaTe  4Ype3BbUAWHBIX CUTyallUid, TpenynpexIeHus
4pe3BbIYaiiHbIX CUTyalWi, IPOQIIAKTHKA U JieueHus 3a00JeBaHMiA, TPeACTaBIISIOMIHX
OINIaCHOCTH JUIsSl OKPYXAIOUWHNX, 3a00/IeBaHUN M TIOPaXEHUH, MOJIyYeHHBIX B PE3YJIbTaTe
BO3ICHCTBUSL HEONAronpHATHBIX XUMHYECKHX, OHOJOTMYECKHX, paJUalOHHBIX
(baKTOpOB, YTBepXIECHHBIX mocTaHoBlieHneM IIpaBurenscrBa Poccuiickoit ®enepanvn
ot 3 ampenst 2020 r. Ne 441 (Cobpanue 3akoHOmaTenbcTBa Poccuiickoit Memeparum,
2020, Ne 15, ct. 2295; 2021, Ne 47, ct. 7864; OdunmansHeli HHTEPHET-TIOPTAN IIPaBOBOi
uHpopmauuu http://pravo.gov.ru, 3 sHBaps 2022 1. Ne 0001202201030007),
NpUKa3EBao:

1. YTBepaurs:

IlomoxxeHne 0 MEXBEJOMCTBEHHON KOMUCCHU TO BOMPOCY TMPHHATHS peIIeHHS
0 BO3MOXHOCTH BPEMEHHOI'0 oOpallieHHs cepuH (TapTHH) JIEKapCTBEHHOTO IMperapara
I MEOUIIMHCKOTO NIPIMEHEHHUS, KOTOPBIN HpeHa3Ha4YeH )i IPUMEHEHUS B YCIOBHAX




YIPpO3bl BO3HWKHOBEHHS, BO3HHKHOBEHHMS H JMKBHJALHH YPE3BBIYAMHOMN CUTyallUU
U JJI OpraHu3allik OKa3aHWs MEAMIMHCKOM IOMOIIM JHIaM, IOCTPaAaBIIMM
' B pe3yJbTaTe YPE3BBIYANHBIX CUTyallWi, MPeIyNpeXIeHNus Upe3BBIYaiiHbIX CUTYaLHil,
NPOQHUIAKTHKE W JedeHus  3a60NeBaHMi, IPEACTABISIOWMX  OMACHOCTD
ATl OKPY KAOIIHUX, 3a00JIeBaHHI 1 IOpaXKeHHU, TONyUEHHBIX B Pe3yIbTaTe BO3AEHCTBU
HEOJIaroNpUATHEIX XMMHYECKUX, OGHONIOTHYECKHX, PalHalMOHHEIX (GaKTOpoB (Jamee —
MEXBEIOMCTBEHHAs! KOMHCCHS) COTTIACHO MPIUIOKEHNIO No | K HacToAIeMy IpHKa3y;

GopMy  3aKNIOYEHHS  MEXBEIOMCTBEHHOW KOMHUCCHH O  BO3MOXHOCTH
(HEBO3MOXHOCTH) BBIJAYM pa3spellieHHs Ha BPEMeHHOe OOpallleHHe cepuH (IapTHH)
JIEKapCTBEHHOTO IpernapaTa JJii MEAULMHCKOTO NPUMEHEHNsI, KOTOPhI IpeIHa3HaYeH
AU IPUMEHEHUSI B YCJIOBHUAX YIPO3bl BOSHUKHOBEHHS, BOSHHKHOBEHMS Y JTHKBUNALMH
Ype3BbIYaHOW CHTYalMH M [ OPTaHU3aIMU OKa3aHWs MEAMIMHCKO TOMOIIY JIHILaM,
NOCTPaZiaBIIMM B pe3yibTarTe Ype3BBIYAMHBIX CHTyallld, NpenynpexacHus
Ype3BBIYANHBIX CHTYyalWH, MPOQUIAKTUKA U JiedeHus 3a60JieBaHyi, PeCTaBIAIOMIK
OIACHOCTh UL OKPYXKAOIIKX, 3200/IeBaHNI U IIOPKEHUH, MMOIYUYEHHBIX B Pe3yIbTaTe
BO3LEHCTBHS HEONArONPUATHBIX XUMUYECKHX, OHOJIOTHYECKHX, PpaIHALHOHHBIX
axTopoB, cornacHo npuoxenuto Ne 2 K HacTOAIIEMY IPHKa3y.

2. Hacrosmuii nnpuxas aeitctsyer no 1 suBaps 2023 roxa.

Munuctp M.A. Mypaniko




IIpunoxxenue Ne 1
K NpHKa3y MUHUCTEpCTBA 37]paBOOXpaHEHH s
Poccuiickoit ®enepariun

oT </é» Mﬁ%é[ 2022 r. Ne éﬁ

HoJs0:xeHne 0 MexKBeJOMCTBEHHOM KOMHCCHH
0 BONPOCY NPHHATHS PellleHHs 0 BO3MOKHOCTH BPeMeHHOI0 o0pamenus
cepuH (APTHH) JEKAPCTBEHHOr0 NpenapaTa AJis MeAHIHHCKOro NIpHMeHeHH s,
KOTOPbIil NpeAHA3HAYEH AJIsl NPHMEHEHHS B YCJIOBHAX YIPo3bl BOSHHKHOBEHHS,
BO3ZHHKHOBEHHS H JIMKBHAAUMH YPe3BLIYaHHOH CHTYAIlMH H JJIS OPraHH3aHH
OKa3aHHA MeJHUWHHCKOH IOMOIIH JIHIAM, NOCTPAAaBLIMM B pe3yJbTaTe
Ype3BbIYaHHbIX CHTYalHH, NpeAyNpexkAeHHs Ype3BbIYaiiHbIX CHTYalHii,
Npo¢HIAKTHKH H JieUeHHs 3a00J1eBaHM, NpeICTABIAIOIMHNX ONACHOCTD
AJIS OKPYKAIOINHX, 3200/1eBaHMIl M NOpaKeHHH, MOTyYeHHBIX
B pe3yJIbTaTe BO3ACHCTBHA HEOIaronpHATHLIX XHMHYECKHX,
OMO/IOrHYecKHX, pATHAIIHOHHBIX (haKTOPOB

1. Hacrosimee Ilonoxenue olpenenseT IIOPSIOK IesATEeNbHOCTH
MEXBEAOMCTBEHHOM KOMHCCHM IO BOIPOCY MPUHATHS PpeEIEHHS O BO3MOXHOCTH
(HEBO3MOXHOCTH) BpEMEHHOT'0 o0pallleHus cepur (IapTHH) JIEKAPCTBEHHOTO MpenapaTa
JUIS MEMLMHCKOTO IIPUMEHEH s, KOTOPBIi [peIHA3HAYEH I IIPHMEHEHHS B YCIOBHAX
YTPO3bI BO3HUKHOBEHUS!, BOSHUKHOBEHHS H JINKBUALNY YpE3BEIYAHON CUTYALIMH U JJ1s
OpraHu3allii OKa3aHUA MEAHIMHCKOM ITOMOILM JIMI[aM, IOCTPafaBIIUM B pe3yJIbTaTe
YPE3BEIYANHBIX CUTYaLUH, IpeayIpexICHUs Ype3BbIYaliHbIX CUTYaIlMd, MTPOPUIaAKTUKH
U ne4enns 3a0oJeBaHmii, PEACTABISIONIMX ONACHOCTD IS OKPYKAIOIIKUX, 3a00/IeBaHI
U MMOPaKEHMH, ITOJYYECHHBIX B PE3YJIbTaTe BO3eHCTBIS HEONarompUATHBIX XMMUYECKHUX,
OHONOTMYECKNX,  pagualMOHHBIX  ()akTopoB  (Jjajlee  COOTBETCTBEHHO  —
MEXBEJAOMCTBEHHAsd KOMHCCHS, pEIIEHHE O BO3MOXHOCTH (HEBO3MOXXHOCTH)
BPEMEHHOI'0 OOpallleHusl JIEKapCTBEHHOro Iipeliapara, paspellieHHe Ha BpPEMEHHOE
obpamienue), TpeOoBaHMA K KBaTU(HKALMH U ONBITY pabOTHI, HpPEeIbABIAEMBIE K
9KCIIEPTaM MEXBEJOMCTBEHHON KOMMCCHH, IOPAAOK OpPraHU3allMd U PacCMOTpPEHHs
MEXBEIOMCTBEHHON KOMHUCCHEN JOKYMEHTOB.

2. MexBeoOMCTBEeHHAS KOMHCCHSA co3zaeTcs IpH MunucrepcTtse
3apaBooxpaHeHus Poccuiickoi  ®enepanuu  (mamee —  MUHHCTEPCTBO) U
pyKkoBoACTByeTcs: B cBoei nesarensHocTH KoHcturtynmenr Poccuiickoit ®epeparym,
HOpMaMM MEXAyHapOIHOro InpaBa, (eAepaibHBIMH KOHCTHTYIIMOHHBIMHM 3aKOHAMH,
¢denepanbHEIMH  3aKOHaMH, akTaMd IIpesugenta Poccwuiickoi @epepauyn U
IIpaBurensctBa Poccuiickoit  ®Penepaunu, BeIOMCTBEHHBIMH  HOPMATHBHBIMH
IIPaBOBBIMH aKTaMH, a Takxke HactoamuM IlonoxeHuem.



. 3. OCHOBHOI 3a7iayeil MeXBEJOMCTBEHHOM KOMHUCCUH SIBISICTCS MpHHATHE B 2022
rofy PpeIeHMA O BO3MOXHOCTH (HEBO3MOXHOCTH) BpPEMEHHOro oGpamieHus
JIEKapCTBEHHOro IIperapaTa M IpeAcTaBieHHe B JlemapTaMeHT TIOCYJapCTBEHHOTO -
peryaMpoBaHMs oOpallleHHus JIEKapCTBEHHBIX CPEICTB MUHUCTEPCTBA 3aKIIOYEHHH IO
GopmMe cormacHo NpHIOKeHUIO Ne 2 K HaCTOSIIEMY HPHKA3y.

MexBe1OMCTBEHHAsE KOMUCCHS IPUHUMAET PEILEHHMS 10 3asBJICHUSAM, TOJaHHBIM

B MEXBEJJOMCTBEHHYI0 KOMHMCCHIO IO BOIIPOCY HPHUHATUS PEIICHHS O BO3MOXHOCTH
(HEBO3MOXHOCTH) BPEMEHHOTO 00palieHUs ceprH (apTHH) JEKAPCTBEHHOTO Ipenapara
JU1sE MEAULIMHCKOT'O IIPUMEHEHHS, KOTOPEIU IIpeIHa3HauY€eH ISl IPUMEHEHHUS B YCIOBHIX
YTpO3bl BO3HUKHOBEHHSA, BOSHUKHOBEHU U IMKBHAAALUY YPE3BbIYatHON CUTYAITUH U IS
OpraHy3alluy OKa3aHWsA METHIMHCKONM ITOMOMLIY JHMIAM, NOCTPaJaBIIUM B pPE3YJIbTATE
Ype3BEIYAUHBIX CUTYalMid, MPeNYIPeXIeHUS Ype3BEIYaliHbIX CUTyalu#, MPOMUIAKTHKH
Y JIeueHHUs1 3a001eBaHUM, IPECTABIISIOIINX OMIACHOCT /IS OKPYKaIOIKX, 3200 1€ BaHUM
U MIOPAXXEHHUH, ITOJIyYECHHBIX B PE3yJIbTaTe BO3AEHCTBHS HEOIATONPUITHEIX XUMHYECKUX,
OMOJIOTHYECKUX, PaJHAllHOHHBIX (PaKkTOpoB, co3mannyio B 2021 roqy B COOTBETCTBHH C
nocranoBiieHueM IIpasutensctBa Poccuiickoit @enepanuu ot 3 ampens 2020 r. Ne 441
«06 o0cobeHHOCTAX OOpamieHus] JEeKAPCTBEHHBIX MPENapaToB i MeTUIHHCKOTO
NIpUMEHEHHUsA, KOTOpPHIE IPEIHA3HAYECHBl Ui IIPUMEHEHUS B YCIOBUSX YIPO3BI
BO3HHKHOBEHHS, BO3HHUKHOBEHHMS W JIMKBUAALMH 4YpPE3BBIYAMHONW CHUTyallMl H JJIA
OpraHU3alliKd OKa3aHWs MEIHULUHCKOM IMOMOLIM JHUIaM, NOCTPaNaBUIUM B pPE3YNIbTATe
YPE3BLIYANHBIX CUTYAlMH, IPENYIPEXICHNS YpE3BbIYaifHbIX CUTYalUH, MTPOGHUIAKTHKH
" jleueHHs 3a60J1eBaHIiH, NPeICTABIAIOMINX OMIACHOCT I OKPY XKAIOIIKX, 3a001¢BaHM
1 [TOpaKEHUH, IIOJIyYEHHBIX B Pe3yJIbTaTe BO3AEUCTBHS HEOIArOPHATHEIX XUMHUECKUX,
6HOIOrMYECcKUX, PAAHAIHOHHBIX HAaKTOPOB» |, B OTHOIIEHHH KOTOPKIX 110 COCTOSHHUIO Ha
1 saBaps 2022 r. He ObLIM NPUHATEI COOTBETCTBYIOLIME PEIICHHS.

4. CoctaB MEXBEIOMCTBEHHONH KOMHCCHH (OPMHDPYETCS M3 IPENCTABUTENEH
Munvcrepctsa, MuHHCTEpCTBA NPOMBIIUICHHOCTH M TOPrOBIAM  POCCHICKOM
®enepanun, DenepanbHoil ciykObl 1o Hag3opy B cdepe 3IpaBOOXpaHEHHS,
DenepalibHOM TaMOXKEHHOH CiyObl, (eliepaibHOTO roCyIapCTBEHHOTO GIOIKETHOIO
yupexaenus «HayuHplli LEHTp S3KCNIEPTHU3Bl CPEACTB METHIIMHCKOTO IPHMEHECHHSI»
Munucrepcrsa 3apaBooxpanenus Poccuiickoit ®enepanuu. UYuCleHHBIM COCTaB
MEXBEJOMCTBEHHON KOMHCCHH COCTABIISIET HE MEHEE IMATH YeJIOBEK.

5. Unen MexXBeIOMCTBEHHOH KOMHCCHUH JOJDKEH HMEThH BhICIIEE OOPa3OBAHHE H
CTaX paboThl IO CHENHAIBHOCTH, HANPABICHUIO MMOATOTOBKH MIIM TOCYJApCTBEHHOM
IpaXXJIaHCKO cIy>xObl HEe MeHee 3 JeT.

6. B cocTaB MeXBeTOMCTBEHHON KOMICCHM BXOJAT MpeNCeaaTellb, 3aMeCTHTENb

IIpeJiceaTeNns, OTBETCTBEHHBIN CEKpETaph U YWICHBI MEXXBEIOMCTBEHHOH KOMHUCCHH.
7. Ilpencenatens MeXBEIOMCTBEHHOH KOMHUCCHH (B €r0 OTCYTCTBHE 3aMECTUTEND
IpeceaTens MEXBEAOMCTBEHHON KOMUCCHH) OCYIIECTBIISET:

! Cobpanme 3axoHogaTeNbCTBA Poccuiickoit Denepauny, 2020, Ne 15, ¢t. 2295; 2021, Ne 47, ct. 7864.



1) obimiee pyKOBOACTBO [EATENHHOCTBIO MEXKBEJOMCTBEHHOM KOMHCCHH H
‘OpraHusyer ee pabory;

2) ompenenseT AaTh 3aceaHuil MEXBEAOMCTBEHHOH KOMICCHI,

3) yTBepKIaeT IOBECTKY 3aCeaHMs MEXBEIOMCTBEHHON KOMUCCHH;

4) BeZleT IIPOTOKOJ 3aceJaHus MEXBELOMCTBEHHOH KOMICCHH,

5) maeT MOpYHYeHHs OTBETCTBEHHOMY CEKPETapio M WIeHaM MeXXBEeIOMCTBEHHOM
KOMHCCHH;

6) IOAMMCHIBAET MPOTOKOJBI 3aCeNaHHs MEXBEIOMCTBEHHOM KOMHCCHH W
3aKMIOYECHHS O  BO3MOXXHOCTH  (HEBO3MOXXHOCTH)  BPEMEHHOrO  OOpalleHHs
JIEKapCTBEHHOTO Mpernapara.

8. UiteHBI MeXXBELOMCTBEHHOM KOMUCCHH

1) y4acTByIOT B 3acCelaHHSX MEXBEJOMCTBEHHON KOMHCCHH, B TOM WYHCIE
AUCTaHIIHOHHO C MCIIONIB30BAHUEM HHPOPMAITHOHHBIX TEXHOJIOTHIA;

2) HaNIPaBNISIIOT ~ OTBETCTBEHHOMY  CEKPETApI0 INPEUIONKEHHS 110 BOIpOCaM
OpraHu3aliy paboThl MEXBEIOMCTBEHHON KOMUCCHM,

3) HCTIONHAIOT ~ TOpY4YEeHHS IpeAceNaTelli MeXBEIOMCTBEHHOM  KOMHCCHH
(TIpM. €710 OTCYTCTBUH — 3aMECTHTENA NIPECENATENS MEXKBEIOMCTBEHHOM KOMUCCHR);

4) MOATMCHIBAIOT MPOTOKONBl 3aCE€NaHMil MEXBEIOMCTBEHHOM KOMHCCHH W
3aKIIOYEHHs] O  BO3MOXHOCTH  (HEBO3MOXHOCTH)  BPEMEHHOro  oGpalleHHs
JIEKapCTBEHHOTO Ipernapara, B TOM 4YKCye IpH AUCTAHIIMOHHOM Y4aCTHH.

9. OTBETCTBEHHEIH CeKpETaph MEXBEOMCTBEHHON KOMHCCHH OCYILIECTBIIAET:

1) HOATOTOBKY MaTepHAaIOB IS pPACCMOTPEHHUS Ha 3aCeIaHUSIX MEXBEIOMCTBEHHOI
KOMHCCUM M HX DacCBUIKY WICHaM MEXBENOMCTBEHHOH KOMHCCHH B (opme
3JIEKTPOHHBIX JOKYMEHTOB BMECTE C MIPUIJIAIIEHHEM Ha 3aceaHHe;

2) BeneHue, OpraHH3aITHIO opopMIIeHHs ITPOTOKOJIOB 3acelaHui
MEXBETOMCTBEHHOM KOMHICCHH, UX XpaHEHHE;

3) opopmiieHHE Ha OCHOBAaHHMH IIPOTOKOJIOB MEXBEIOMCTBEHHOH KOMECCHU
3AKMIOYEHHHA O  BO3MOXHOCTH  (HEBO3MOXXHOCTHM)  BPEMEHHOTO oOparieHus
JICKApCTBEHHOr0 IpenapaTa W HalpaBleHHE TaKMX pemreHudt B JlemapTameHT
perynupoBanus OOpalleHHs JIeKapCTBEHHBIX CPEICTB M MEOWIMHCKHX W3JIEIIHi
MHuHHCTEpCTBA M 3aABUTENIO B TedeHHe IBYyX pabodumx HHEH co mus MPUHATHS
MEXBEJOMCTBEHHOM KOMHCCHEN COOTBETCTBYIOIIETO PEIICHHS.

10. 3acenanns  MEXBETOMCTBEHHOH  KOMHCCMH  NPOBOATCS IO Mepe
HEOOXONUMOCTH, HO He IO3/[Hee YeM M0 WCTEeYEHHH ABYX pabounx nHed co AHA
NOCTYIUICHHS JOKYMEHTOB U CBEJICHHH 0T MUHHCTEPCTBA.

3acesanye MeXBEJOMCTBEHHOM KOMUCCHH CIUTAETCS IPABOMOYHEBIM, €CJIM HA HEM
MPUCYTCTBOBAJIH BCE €€ YJICHBI.

11.1Ipy BO3HHWKHOBEHHMHM KOH(IMKTa WHTEPECOB COOTBETCTBYIOLIHE WIEHEI
MEXBEJIOMCTBEHHOM KOMHCCHH HE Y4YacCTBYIOT B MpOLEAYpaX NPHHATHS PpeIleHUi
10 KOHKPETHOMY IIPEIIOKEHHUIO.

HieHBl  MEXBEJOMCTBEHHOM KOMHCCHM, MpeICTABHUBIIHE HEJOCTOBEPHYIO
MHGOPMALIMIO WM He IPEACTABMBIINE (HECBOSBPEMEHHO [IpECTaBUBIITHE) B
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MEKBEAOMCTBEHHYIO KOMHCCHIO HH(OPMALIMIO O HAJTMYHKM OOCTOSATENBCTB, CIIOCOOHBIX
NPUBECTH K KOHQJIUKTY MHTEPECOB NPH PACCMOTPEHHH MPEIOKEHHUMH, 10 PELICHHIO

'MEXBEAOMCTBEHHOM KOMHCCHH, IIPUHATOMY OOJIBIIMHCTBOM T'OJIOCOB IIPAUCYTCTBYIOIIHUX

Ha 3acefaHWHW, OTCTPAHAIOTCS OT JajJbHeHImmero y4yacThs B J€ATEJIbHOCTH
MEXBETOMCTBEHHONW KOMHUCCHH, a pEIICHHE, IIPUHATOE MEXBEIOMCTBEHHON KOMHCCHUU
IPH yYaCTHM TAKHX JIUII, TIOJIEKUT EPECMOTPY.

12. Pemerne o0 BO3MOXHOCTH (HEBO3MOXKHOCTH) BPEMEHHOTO OOpalcHHS
JIEKapCTBEHHOT'O IIperapaTa, B TOM 4YKCJIE€ O HEOOXOAMMOCTH IIPOBEICHMS HCIBITAHUMI
JEKapCTBEHHOT0 IpemnapaTra, NOPUHMMAeTCs IPH €IMHOIJIACHONW MOIIEepXKe BCeX
NPHCYTCTBYIOIIUX Ha 3aCEIaHUU YJICHOB MEXBEIOMCTBEHHOH KOMHCCHH, B TOM 4YHCIE
ITUCTAaHIIMOHHBIM CIIOCOOOM, ITyTEM OTKPHITOI'O I'OJIOCOBAHMS.

13. OpraHu3alluOHHO-TEXHHYECKOE obecrnieueHue JeATeIbHOCTH
MEXBEJOMCTBEHHOW KOMMCCHH OCYLIECTBISETCA JlemapTaMeHTOM peryIHpOBaHus
oOpalleHus JIEKapCTBEHHBIX CPEACTB U MEAULMHCKMX H31eIii MUHHCTEpCTBA.



ITpunoxenne Ne 2
' K IIpUKa3y MuHuCTEepCTBa 3IpaBOOXpaHEHHS
Poccuiickoii ®enepanym

oT <%é » M/@/// 2022 r. Ne ﬁL

®opma

3akaoueHHne
0 BO3MOKHOCTH (HEBO3MOKHOCTH) BbIAaYH pa3pelliecHusi HA BpeMeHHOoe
oOpalenne cepuH (IaPTHH) JIEKAPCTBEHHOr0 NMPenapaTa JAJs MeIUIHHCKOro
NpHMEHEHH, KOTOPhIH NpeAHa3HAYeH [Jisi IPHMEHEHHs B YCJIOBHSAX Yrpo3bi
BO3HHKHOBEHMS, BOSHHKHOBEHMA H JIMKBHAALHH Ype3BbIYAHHOM CHTYaI[UH
H 11 OPTraHU3alUH OKA3aHHS MeIHIHHCKOH MOMOIIH JHIAM, OCTPAJABIIHM
B pe3yJbTaTe Ype3BblYaiiHbIX CHTYalUMi, NpeynpexIeHns Ype3BbIvaiHbIX
CHTyaluHi, NpopHIAKTHKH U JieYeHHs 3a00/1eBaHHIi, IpeACTABJIMIONIHX
ONACHOCTBH AJISl OKPY:KAIOIIHX, 3a00/IeBaHN H MOPaXKeHHil, MOJTy4eHHbIX
B pe3yJibTaTe BO3AeHCTBHA HeOJIArONPUATHBIX XUMHUYECKHX, OHOJIOTHYECKHX,
paaMauMoHHbLIX aKTOpPOB

1. CBeneHus o nekapCcTBEHHOM Ipenapare:

1.1. HaumeHoBaHME JIeKapCTBEHHOTO TIperapara

MEXJyHapOAHOE HENAaTEeHTOBAaHHOE WIM XHMUYEeCKOe, WM TPyNIHAPOBOYHOE
HauMEHOBaHHeE

TOPTrOBOC HAUMCHOBAaHHE

1.2. ®opma BeIITycKa (JiekapcTBeHHas opMa, JO3HPOBKA)

1.3. CocraB nekapcTBeHHOro mpemnapara (IlepedyeHb JIEHCTBYIOIIMX
¥ BCIIOMOTaTeNbHBIX BEIIECTB C yKa3aHHEM KOJIMYeCTBa KaXI0ro U3 HUX)

1.4. 3asgBuTens (POpuUAMYECKOE JHIO, AEHCTBYIOLIee B COOCTBEHHBIX HHTEpecax
WIH YyIIOTHOMOYEHHOE NPEACTABIIATh HHTEPECH] APYTroro IOPHINIECKOTO JIUIA)

1.5. Ilpon3Boautens JieKapCTBEHHOro Mpemnapara (HanMEeHOBaHUE, aJpeca Bcex
IIPOU3BOJCTBEHHBIX IUIOINAAOK C YKa3aHHUEM CTaIui IIPOM3BOICTBA)

1.6. PexBu3uTHI cepuu (MapTHH), 3asABIEHHON I HeNell MOMyJYeHHs pa3pelieHus
Ha BpeMeHHOe oOpalleHue

1.7. Hanuuue B Poccuiicko Penepanyu 3aperucTpUpOBAHHBIX aHAJIOTOB MO
JeHCTBYIOIIEMY BEILIECTBY U JIEKapCTBEHHOI opme na/Her

1.8. IlporHoswpyemblii 00beM TOTpeOJEHHS JIEKapCTBEHHOI'O Ipemapara B
YCIIOBHUSX Upe3BBIUANHON CHUTYaIldH MPEBBIIIAET MPOrHO3UpyeMble 0OBEMEI €ro BBO3a




!
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.~ um npousBojcTea B Poccuiickoit Oenepanuu a/uer

2. ConepxaHue JJOKyMEHTOB, IPEJCTABIEHHBIX ISl ONPE/IeNeHNs. BOSMOXHOCTH
BRIJAYM paspelleHrs Ha BpeMeHHOe OOpallleHHe JIEKapCTBEHHOro Ipernapara
(M311araroTCs OCHOBHBIE MOJIOKEHWS MPECTaBICHHON TOKyMEHTAIHN):

3. OneHxa ¥ BEIBOJIBI 10 MPEICTABICHHBIM Ha PACCMOTPEHHE MEXBEIOMCTBEHHOM
KOMUCCHH 110 BOIPOCY IIPHHATHS PELIEHHS O BOBMOXXHOCTH BPEMEHHOro oOpalieHus
cepuH (MapThK) JIEKAPCTBEHHOTO IIpeTiapaTa A MEAUIIMHCKOTO IPUMEHEHHS, KOTOPbIH
npeHa3HaueH s IPUMEHEHHS B YCIOBUAX YIPO3bl BOSHUKHOBEHHS, BOSHUKHOBCHUS
¥ JIMKBUIALKH Ype3BbIYailHOM CUTYyalMy U AT OPraHU3alUH OKa3aHMsI MEJULUHCKON
NOMOIIM JIMIIaM, T[OCTPAJaBIIMM B pe3yJbTaTe Ype3BbIYAWHBIX CUTYallHi,
IpeAYNPEXIEHHS Ype3BbIYANHBIX CUTYaLMil, TPOQITAKTUKY U JI€UeHHs 3a00JIeBaHMH,
IPEACTAaBISIOMIAX OMAaCHOCTh JUI OKPYXKAIOIHMX, 3a00J€BaHHi W IIOpaKEHWH,
NOJYYEeHHBIX B  pe3yjbTare BO3IEHCTBUA  HEOJNArONpHATHBIX  XMUMHUYECKHX,
GHOJOTMIECKUX, PAIUAlMOHHEIX (DAaKTOpOB (Jlaee — MEXXBEJOMCTBEHHAs! KOMHCCHS),
TOKYMEHTOB 110 Ka)XXIOMY M3 HIDKeCNIeLyOIHX ITyHKTOB (TOAITyHKTOB):

3.1. Onenka o61acTu MpUMEHEHUS JIEKApCTBEHHOTO IIpenapara:

3.1.1. JlekapcTBeHHBIN Ipenapar NpeaHasHa4deH I JHarHOCTHKH 3a00J1€BaHMiA,
IPENCTABIBIOMIAX OMACHOCTh JUIL OKPYXXAaIOIUX, 3a00NeBaHUN M IOpaXKEHHH,
IOJy4EeHHBIX B  pe3yJbTare BO3JCHCTBMA  HEONAroNpUATHBIX  XMMHYECKHUX,
OMOIIOTHYECKHX, PaTUallMOHHEIX ()aKTOPOB na/Her

3.1.2. JlekapcTBEeHHBIH MpenapaT NpeJHasHadeH i IaTON€HETHYECKOTO JIEYCHUS

(eyeHMs, HAIpPABIEHHOrO HA MEXaHM3M pa3BUTHA 3aboseBaHMs) 3a00JIeBaHUI,
IpENCTaB/SIONMX OMAaCHOCTh IS OKPY)KAlOUMX, 3a0ojeBaHUM M IOpaXeHUH,
NOJNYyYeHHBIX B  pe3yibTare BO3JECHCTBUA  HEONAronpUATHEIX — XMMHYECKHX,
OMOIIOTHYECKHX, PaIUalliOHHBIX (aKTOpOB na/Her

3.1.3. JlekapcTBeHHBII Npenapar npeHa3HadeH [Tl NpoQUIaKTHKY 3a001eBaHuUi,
NPEICTABIAIONIAX OIMAaCHOCTh ISl OKPY)KAIOIIMX, 3a0oneBaHUM M TOpaXeHHH,
NONYYEHHBIX B  pe3yjbTare BO3JEHCTBUS  HEONArONpHATHBIX — XMMHYECKHX,
OHMOJIOTMYECKHX, PadUalliOHHbIX (aKTOpoB Ha/HeT

3.2. Cnenuanu3upoBaHHBINA pa3fen:
3.2.1. OueHka JOCTaTOYHOCTH CHCTEMEI (hapMaKOHAA30pa BIIa/ieliblia (AepxKaTels)
PETUCTPALIOHHOTO yJOCTOBEPEHHS

3.2.2. OreHKa I1aHa yIpaBieHUs pUCKaMU AJIs IEKapCTBEHHOI'O IPUMEHEHHS:

3.2.3. Ouenka o6beMa BBIIOIHEHHBIX JOKIMHAYECKMX MCCIEJOBAaHUN U OLIEHKA
IOJIy4€HHBIX PE3yJIbTaTOB JOKINHUYECKAX HCCIIE0BaHHU#H JIEKApCTBEHHOTO MpenapaTa:




b 3.2.4. Ouenka o030pa Hay4HBIX pabOT O pe3ylapTaTaX HdOKIMHHYECKHX
. HCeJIeHOBaHMi JIEKaPCTBEHHBIX CPEACTB, B TOM YHCIIE OMBIT UX IOCTPETHCTPAIHOHHOIO
IpUMeHeHUs (ecIy IPUMEHHMO):

3.2.5. Heo6xoauMOCTh IPOBEACHHUS HCHBITAHUN JIEKAPCTBEHHBIX IPENapaToB
(c yxa3aHHMeM XapaKTepPUCTHK TaKUX UCIBITAHH, CPOKOB MX IIPOBEACHHUS):

4. O6mmil BBHIBOJL IO pe3yJbTaTaM 3acelaHHs (3aKIIOYeHHe): BbIJaya
MuHuCcTEpCTBOM 3paBooxpaHeHus: Poccniickort Penepanun

(BO3MOYKHA WJTM HEBO3MOJKHA)
MerxBeIOMCTBEHHAS! KOMUCCHUS B COCTABE:

npeacenarciib KOMUCCUN

(momxuocts) (M.0. ®ammiug)  (MOITHCH)

3aMCCTHTEIBb Npeaceaareid KOMUCCHUA

(momxuaocts) (M.0. @amunua) (HOANHUCH)

OTBETCTBEHHBII CCKpETaph

(momwkuoctp) (M.0. ®ammnng)  (MOAMKCH)

YJIeH MEXBEIOMCTBEHHOM KOMUCCUM

(momxnocte) (U.O. ®amunusa)  (MOAIKCH)

YJIeH MEXBEIOMCTBCHHOM KOMUCCUN

(nomxuocts) (.0, ®ammnus)  (TMOANKCEH)
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