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MockBa

O MeKBeOMCTBEHHOH KOMHCCHH
N0 BONPOCY NPHHATHSA PELICHHS 0 BO3MOXHOCTH BPEMEHHOI0 00paieHus
cepHH (MapTHH) JIEKAPCTBEHHOI0 NpenapaTta AJsi MeAHIIHHCKOr0 NPpHMEHEeHN,
KOTOPBIH NpeAHa3Ha4YeH 1JI1 NPUMEeHEeHHs B YCJOBHSAX Yrpo3bl BO3HHKHOBEHMH,
BO3HHMKHOBEHHS H JIMKBHIAIMH Ype3BbIYalHOH CHTYallHU M ISl OPraHH3aNHH
OKa3aHHs MEeIHIHHCKOH MOMOLIH JIHLIAM, NOCTPaAaBIIHM B pe3y/bTaTe
Ype3BbIYaHMbIX CHTYALNH, IPeIyNPeXKICHHUs Ype3BbIYaHHbIX CHTYal i,
npopHIAKTHKH H JiedeHHs 3a00/1eBaHuil, NpeACTABJISIIOIHX
ONacCHOCTD ISl OKPYXKAIOLIHX, 32a00/1eBaHHi U NOpaXKeHH,
NOJIYYEHHBIX B pe3yJibTaTe BO3AeHCTBHA HeOIaronpusaTHLIX XHMHYECKHX,
Onosiornyeckux, pagHalMOHHbIX (paKTOpPOB

B coorBercTBUM ¢ nyHKTOM 19 ocoGeHHocTell oOpallleHus JeKapCTBEHHBIX
OpenapaToB UIsi MEAMLMHCKOrO IIPUMEHEHHUs, KOTOpble IpeIHa3Ha4YeHbl IS
IIPUMEHEHHUSI B YCIIOBUSIX YIpO3bl BO3HHUKHOBEHHS, BO3HMKHOBEHUS M JHUKBHIALUH
4Ype3BBIYANHON CUTyally U I OpraHu3aliy OKa3aHHs MEeIUIMHCKOM TOMOIIY JTHIIaM,
NOCTpajaBIIMM B  pe3yibTaTe  Ype3BBIYAMHBIX CHUTyalUd, IpeayrpexIeHHs
Ype3BbIYaHBIX CUTYalUi, MPO(WIAKTUKY U JIeUeHUs 3a00NeBaHHM, MPECTaBIAIOIINX
OINaCHOCTb I OKPY’KaloUIUX, 3a00JieBaHUil U NOpaXKEeHHUH, MOyUeHHBIX B pe3yJbTaTe
BO3JCHCTBHS HEONAronprsiTHBIX XHMHYECKHX, OWOJIOrMYecKUX, palualloOHHbIX
(aKTOpOB, YTBEpXKAEHHBIX 1nocTanoBieHueM llpaBurensctBa Poccuiickoin deneparuu
ot 3 anpens 2020 r. Ne 441 (O¢dunuanbHbpIii HHTEPHET-IIOPTAN IIPaBOBOW HH(OpMaIUH
http://www.pravo.gov.ru, 6 ampesns 2020 r. Ne 0001202004060038), i pu k a3 bl B a I0:

1. YTBepauTs:

[Tonoxkenre 0 MeXBEIOMCTBEHHOW KOMHCCHH IO BONPOCY NPUHATHUS pPEIICHUS
O BO3MOXHOCTH BPEMEHHOTro oOpallleHHs cepuH (MapTHUH) JIEKapCTBEHHOIO Ipernapara
I MEIULIMHCKOr0 IPpUMeHEeHHsI, KOTOPbIi NpelHa3HA4YeH IJIs IPUMEHEHHS B YCIIOBHUAX
yrpo3bl BO3HUKHOBEHMS, BO3HHMKHOBEHHS M JIMKBUJALMM Ype3BBIYAHHON cHUTyalUu




W 18 OpraHu3alydyd OKa3aHUs MEIMIMHCKON IOMOIIM JIMLAM, [OCTPaJaBIIUM
B, pe3yJbTaTe 4pe3BBIYaHBIX CUTyallui, IPeNyNpexACHUsS Upe3BbIYaiHbBIX CHTYallHH,
npoUIakKTUKA U JedeHHs  3a0oNeBaHW,  IpPeACTaBIAIOIIMX  OMNAacHOCTh
JUIL  OKpYXaroIluux, 3aboneBaHWi ¥ MOpaXXeHUH, TOIYYeHHBIX B pe3yJNbTaTe
BO3JIEHCTBHUA HEONArompuATHBIX XUMHYECKHX, OHOJIOIMYECKUX, paldaliOHHBIX
(bakTopoB, coriaacHo npuiIokeHuto Ne 1 k HacTosIeMy NPHKa3y;

¢dopMy 3aKITIOUEHUS O BO3MOXXHOCTH (HEBO3MOXHOCTH) BBIIaYHM pa3pelLIeHus Ha
BpeMeHHOe oOpamieHue cepud (IIapTUH) JIEKApCTBEHHOro  Iperapara Ui
MEIULMHCKOTO NMPUMEHEHHs, He 3apeructpupoBaHHoro B Pocculickoit denepanuu u
paspelleHHOro JJis MEJUIMHCKOrO MPUMEHEHHS Ha TEepPPUTOPUH HHOCTPAaHHBIX
roCyJapcTB  YIOJHOMOYEHHBIMH  OpraHaMH  COOTBETCTBYIOIIMX  WHOCTPaHHBIX
rocylapCTB M KOTOpPBIM IpeJHa3sHadeH I [PUMEHEHHS B YCIOBHSAX YIpO3bl
BO3HMKHOBEHHUSI, BOZHUKHOBEHHS ¥ JIMKBUJALMH YPE3BBIYAMHOM CHTyaluu W IS
OpraHy3aly OKa3aHWs MEIULMHCKON NOMOINM JIMLaM, MOCTPaJaBIINM B pe3yJIbTaTe
Ype3BBIYalHBIX CUTyalUH, IpeayNpeXXIeHHUs Ype3BhIYaliHbIX CUTYallul, TPOPUIaKTUKI
U JedyeHus 3aboNieBaHUM, NPEACTABISAIOIIMX ONACHOCTh Ui  OKPYXKAroIIUX,
3aboneBaHUN W [OpaK€HUH, TONy4YeHHBIX B  pe3yJbTare  BO3AEHCTBUS
HEeOJIaronpusaTHEIX XUMHYECKUX, OHOMOTHUEeCKUX, paqUallMOHHbIX (PaKTOPOB, COIJIACHO
NPUIOXKEHHIO Ne 2 K HacTOsAIEMY IIPUKa3y.

2. Hacrosimuit mpukas peiictByer fo 1 saBaps 2021 roxa.

i
MuHnuctp M.A. Mypamiko




Ilpunoxenue Ne 1
K npukasy MUHuCTepCTBa 31paBoOXpaHeHus
Poccuiickoit ®enepanuu

ot «d/» @uftee/  2020T. No F5Fr

IlonoxeHne 0 MeXKBEIOMCTBEHHO KOMHCCHH
10 BONPOCY NPHHATHA PEIICHHNA 0 BO3MOXKHOCTH BPEeMEHHOT0 00pameHust
cepuH (NapTHH) JIEKAPCTBEHHOIO NpenapaTa AJs MeIHIHHCKOro NpuMeHeHHs,
KOTOPBIil NpeAHA3HAYEH ISl IPHMEHEeHHs B YCJIOBHAX YIPO3bl BOSHHKHOBEHH,
BO3HHKHOBEHHA M JIHKBHIALUHH YPe3BbIYaHHON CHTYallUH M JJI OPraHU3alHU
OKa3aHUsl MeTHINHHCKOH MOMOIIH JHIAM, MTOCTPAJABIIHM B pe3yJibTarte
4Ype3BbIYANHBIX CHTYallHil, NpelyNnpexIeHHs Ype3BbIYaiHbIX CUTY AU,
NpoPHIAKTHKH H JieyeHus 3a60/1eBaHUi, IPEACTABIAIONIUX ONACHOCTh
AJISl OKPY2KaIOLIHX, 3a00/1eBaHHii U NOpaKeHUil, MOJTyYeHHBIX
B pe3yjibTaTe BO3AeiicTBHA He0JIAaronpHATHLIX XHMHYECKHX,
OHOJIOrHYecKHX, paJHALHOHHBIX (GaKTOpPOB

1. Hacrosee ITonoxxenue onpenenser MOPSTIOK IesITeTbHOCTH
MEXBEJIOMCTBEHHOM KOMHCCHHM II0 BOIIPOCY HPHHATHA PEIIEHHS O BO3MOXXHOCTH
(HEBO3MOXKHOCTH) BpeMEHHOro oOpaileHuss cepud (MapTHH) JIEeKAPCTBEHHOTO
Ipenapara IJii MEAULUHCKOTO IPUMEHEHHUs], KOTOPBIA MpeaHa3HadYeH I TPUMEHEHU
B YCJIOBHUSAX YTpo3bl BOSHHUKHOBEHMS, BO3HHUKHOBEHHSI W JUKBHJAIUU UpE3BBIYANHON
CUTyallH H [UIsl OpraHU3aliy OKa3aHUs MEAWIUHCKON IIOMOINIHU JIMIIaM, TTOCTPaJaBIIuM
B pe3yJibTaTe YpEe3BBIYaWHBIX CUTYyalUl, OPEAyIpexKIeHH YPEe3BbIYAHBIX CUTYyallHi,
npoGUIaKTUKA U JleueHHs 3abojeBaHU, IMPEACTABIAIOMIMX OMACHOCTh IS
OKpY)XaloIMX, 3a00JIeBaHUN U IMOpPaXEHH, MMOJYYeHHBIX B pe3yjIbTaTe BO3ACHCTBUS
HeOJIaronpusATHBIX XMUMHYECKHUX, OMOJOTHYEeCKHX, pagualMoOHHBIX (akTopoB (maiee
COOTBETCTBEHHO — MEXXBEJOMCTBEHHass KOMUCCHUA, pelleHHe O BO3MOXHOCTU
(HEBO3MOXXHOCTH) BpPEMEHHOT'0 00pallleH!s IeKapCTBEHHOT0 MpernaparTa), TpeOoBaHUs K
KBaTM(UKALIMM U ONBITY pabOThI, MPeAbIBIsIEMbIe K 3KCIEpTaM MEXBEIOMCTBEHHOU
KOMUCCHH, MOPANOK OpraHU3allid U PACCMOTPEHHUS MEXBEIOMCTBEHHOW KOMHCCHEH

JIOKyMEHTOB.
2. MexBe1oMCTBEHHAS KOMHUCCHS co3gaeTcs pu MuHucTepcTBe
3apaBooxpaHeHus:  Poccuiickot ~ ®@enepanuu  (ganee —  MuHHCTEpPCTBO) H

PYKOBOJICTBYeTCsi B cBoeil nmesrenbHocTH KoHctuTynmen Poccuiickoit ®enepanuuy,
HOPMaMH MEXIYHapOIHOro IpaBa, (eAepaJbHBIMA KOHCTUTYLIMOHHBIMH 33aKOHAMU,
benepanbHbIMU  3aKkoHaMM, axkTamu IlIpesupenra Poccuiickon @enepaimu U
IlpaButensctBa Poccuiickoit  @enepanuy, BeJOMCTBEHHBIMH  HOPMAaTHBHEIMH
IIPaBOBBIMU aKTaMH, B TOM YHKCie HAcTOSIIUM ITonoxeHuem.

3. OcHOBHOH 3ajadyell MEXBEIOMCTBEHHOM KOMHCCHM SBIISIETCS IIPUHSITHE
pellieH:s] O BO3MOXKHOCTH (HEBO3MO)XHOCTH) BPEMEHHOIO OOpallleHHs JIEKapCTBEHHOTO




npenapata W MpeAcTaBieHWe B JlemapTaMeHT TOCYIHapCTBEHHOTO —oOOpalieHus
JIEKapCTBEHHBIX CPENICTB /I MEJAUIMHCKOro NpUMEHeHHs MUHHCTEPCTBA 3aKIIOUYEHHS
110 (opMe COrIaCHO NPHIOKEHHIO Ne 2 K HACTOSIEMY [IPUKA3Y.

4. CocTaB MEXBEJIOMCTBEHHOH KOMMCCHH (GOPMHpPYETCS M3 IpeAcTaBHTeleil
MunucrepctBa, MuHHCTEPCTBA TNPOMBINUIEHHOCTH M TOProBuM Poccuiickoii
®enepanyu, @enepanpHoil ciayxk6Bl MO Ham3opy B cdepe 3/1paBOOXpaHEHHS,
DenepanbHON TaMOXEHHOM CIyXOBI, (pefepanbHOr0 rocyaapcTBEHHOIO OFHOMIKETHOIO
yupexaeHus «HaydHbIi LEHTp SKCIEpTU3Bl CPEACTB MEIULUHCKOTO IIPHMEHEHHS
MuHucTepcTBa  3[paBOOXpaHEHUs Poccuiickoit ®enepanyn. B COCTaB
MexBe1OMCTBEHHOM KOMUCCUM BXOAUT HE MEHEe IIATH YeIOBEK.

5. 0KcmepT  MEXBEAOMCTBEHHOH  KOMHCCHH  JIOJDKEH  HMMETh  BBICIIEE
npodeccroHanbHOe o0Opa3oBaHMe M CTaX paboTHl [0  CHELMAIBHOCTH MU
roCy1apCTBEHHOM I'paXkJaHCKO# CITy)KOBI He MeHee 3 JIeT.

6. B coctaB MexBeZOMCTBEHHOI KOMHCCHH BXOIAT Ipejcenareib, 3aMeCTUTENb

Ipeacenaress, OTBETCTBEHHBIN CEKpeTaph U WIEHBI ME)XXBEJOMCTBEHHON KOMHUCCHH.

7. Ilpeacenarens MeXBeIOMCTBEHHOW KOMHCCHH (B €ro OTCYTCTBHE 3aMECTHUTEID

npezacenaress MeXBEJOMCTBEHHOW KOMUCCHM ) OCYIIIECTBIIAET:

1) obmiee pyKOBOACTBO [EATENBHOCTHIO MEXBEIOMCTBEHHOM KOMHCCHM H
OpraHusyer ee pabory;

2) onpenenseT AaThl 3aceJaHU ME)XXBEIOMCTBEHHOM KOMHCCHH;

3) yTBepkAaeT MOBECTKY 3aceHaHMs MEeKBEJOMCTBEHHON KOMUCCHU;

4) BeieT MPOTOKOI 3acelaHus MeXXBEJIOMCTBEHHOU KOMHUCCHH,

5) maeT mopy4eHHs OTBETCTBEHHOMY CEKpeTapio M WieHaM MeXBEIOMCTBEHHOM
KOMUCCHUH;

6) NOANMMCHIBAET IPOTOKOJNEI 3acelaHhs MEXBEIOMCTBEHHON KOMHUCCHH H
3aKJIOUYEHUST O  BO3MOXHOCTH  (HEBO3MOXXHOCTH) BPEMEHHOTO  OOpalleHus
JIEKapCTBEHHOTIO Mpenapara.

8. UneHbl MeXBEIOMCTBEHHON KOMUCCHH:

1) ydacTBylOT B 3aceaHHSIX MEXBEIOMCTBEHHOH KOMHCCHM, B TOM YHCIE
JUCTAHIIMOHHO C UCIOJIb30BaHUEM HH(POPMALIMOHHBIX TEXHOJIOTUH;

2) HampaBJIsAIOT OTBETCTBEHHOMY CEKpeTapl0 IpeAsioKeHHs IO BOIpocaM
opraHm3anyy paboTsl MeXXBeJOMCTBEHHOH KOMHUCCHY;

3) UCIOJHAIOT OPYYEeHHs TIpeJIcCeAaTeNs] MEXBEAOMCTBEHHON KOMUCCHH (TIpU €ro
OTCYTCTBUH — 3aMECTHUTEJS NpeACeAaTells MeXBeJOMCTBEHHOH KOMUCCHN);

4) MOANMMCHIBAIOT MPOTOKOJIB 3acCelaHUil MEXBEJOMCTBEHHON KOMHCCHH U
3aKIIOYEHHS O  BO3MOXHOCTH  (HEBO3MOXXHOCTH)  BpeMeHHOro  oOpalleHHs
JIeKapCTBEHHOTO Mpemnapara, B TOM 4HCIIe [IPY AUCTAHLIIMOHHOM YYaCTHH.

9. OTBeTCTBEHHBIN CEKPETaph MEXKBEIOMCTBEHHOH KOMUCCUH OCYIIECTBIIAET:

1) moaroroBKy MaTepuanoB IS paccMOTpEHHUs Ha 3acelaHuAX
MEXXBEJJOMCTBEHHOM KOMHCCHH W HMX PAacChUIKYy B (opMe 3JIeKTPOHHBIX JOKYMEHTOB
BMeCTe C IIpHUIJIaIlieHueM Ha 3aceZjaHue WICHAM MEXBEJOMCTBEHHON KOMHCCHH,



2) BeneHue, OpraHU3aLHI0 odopmienus IIPOTOKOJIOB 3acelaHui
MEXBEIOMCTBEHHON KOMUCCUH, UX XpaHEHHE;

3) obopmiieHe Ha OCHOBaHHM IIPOTOKOJOB MEXBEIOMCTBEHHOH KOMMCCHH
3aKIIOYEHHH O  BO3MOXHOCTH  (HEBO3MOXXHOCTH)  BPEMEHHOro  oOpalleHus
JIEKApCTBEHHOI'0 IMpenapara M HalpaBIcHWE TaKUX pemeHnd B JlemapTaMeHt
roCyJapCTBEHHOIO  DPErylMpOBaHMA  OOpalleHHs  JIEKapCTBEHHBIX  CPEICTB
MuHuctepcTBa ¥ 3asBUTENIO B TEYEHHE ABYX paboumx AHEH cO AHA NPHHATHUS
MEXXBEJIOMCTBEHHOM KOMUCCUEHN COOTBETCTBYIONIETO PELICHHMS.

10. 3acenanms  MeXBEJOMCTBEHHOH  KOMHCCHH  MPOBOAATCS 10  Mepe
HeoOXOZIMMOCTH, HO He IIO37IHee YeM II0 UCTeUeHHWH ABYX paboumx AHEH co AHA
IIOCTYIUICHUS JOKYMEHTOB H CBEeHUM OT MUHHKCTEpCTRA.

3acelaHre MEXXBEOMCTBEHHON KOMUCCHU CUUTAETCA NMPABOMOYHEIM, €C/IM Ha HEM
[IPUCYTCTBOBAJIU BCE €€ YJICHEI.

11.Ilpy BO3HHMKHOBEHHMM KOH(QIUKTA HWHTEPECOB COOTBETCTBYIOIIHME UJIEHEI
MEXBEJOMCTBEHHOM KOMMCCHUH HE Y4YacTBYIOT B IpoOLeAypax IPHHATHSA pelIeHu
10 KOHKPETHOMY NpPeJI0KESHHUIO.

YneHsl MEXBEAOMCTBEHHOM KOMHMCCHH, NpPEICTaBHBINNE HEIOCTOBEPHYIO
HHQOpMalMI0O WIM He NpeAcTaBUBIINE (HECBOEBPEMEHHO IIPEACTABHBIIHE) B
MEXXBEJJOMCTBEHHYIO KOMHCCHIO HHGOPMALIUIO 0 HAIMYHH OOCTOATENBCTB, CIIOCOOHBIX
NPHUBECTH K KOH(IUKTY UHTEPECOB IIPU PACCMOTPEHHH MPEUIOKEHHUH, MO pEHIeHUI0

MEXBEIOMCTBEHHOM KOMHCCHH, IIPUHATOMY 60JIBIIIMHCTBOM roJIoCOB
INpUCYTCTBYIONIMX Ha 3ac€OdaHHuU, OTCTPaHAKTCA OT JIaTbHEHIIEro yY4yaCcTusa B
JCATCIBHOCTH MEXBEIOMCTBEHHOM KOMHCCHH, a PEIICHUC, HPHUHATOC

MeXBEJJOMCTBEHHON KOMHUCCHH IIPU YYACTHU TAKUX JIMLI, IOAJIEXXUT IIEPECMOTPY.

12. Pemenre o0 BO3MOXHOCTH (HEBO3MOXHOCTH) BpPEMEHHOTO OOpallleHus
JeKapCcTBEHHOTO TMpemnapara MNpUHUMAeTCi Ipd eIWHOIIACHON TMo;Jgep)KKe BceX
MPHUCYTCTBYIOIIHAX Ha 3aCeaHUU WIEHOB MEXBEJOMCTBEHHOH KOMHCCHH, B TOM YHCIIE
JUCTAHIIMOHHBIM CITIOCOOOM, ITYyTEM OTKPBHITOTO T'OJIOCOBAHHMS.

13. Opranu3aliOHHO-TEXHUYECKOe obecreueHue JesITeTbHOCTH
ME)XBEJJOMCTBEHHOH KOMHCCHH OCYIIeCTBJsieTcs JlenmapTaMeHTOM rocyIapCTBEHHOTO
peryIupoBaHus oOpallleHHs JeKapcTBEeHHbIX cpeicTB MuHICTEepCTRA.



[Ipunoxenue Ne 2
K 1pruKa3y MuHuCTepCcTBa 31paBoOOXpaHEHHs
Poccuiickoii ®eneparuu

or lf » arfets 2020T. Ne S5y

®opma

3akaouenue
0 BO3MOKHOCTH (HEBO3MOKHOCTH) BbIAa4H pa3pelleHHs HA BpeMeHHoe
oOpaleHne cepHn (MAPTHH) JIEKAPCTBEHHOT0 Mpenapara AJs MeIHLHHCKOro
NpUMEeHEeHHs, He 3aperucTpuposannoro B Poccuiickoii ®exepanun u
pa3pemieHHOro AJs MeJHIHHCKOr0 NPMMEHEHHs HA TEPPHUTOPHH HHOCTPAHHBIX
rocyaapcTB yNHOJHOMOYEHHLIMH OPraHaMH COOTBETCTBYIOIIHX HHOCTPAHHBIX
rocyJ1apcTB H KOTOPbLIi NpeAHa3HA4eH JJisl IPHMEeHEeHHUs B YCJIOBHAX YIPO3bl
BO3HHKHOBEHHS, BOSHHKHOBEHHS H JIMKBHAALMH Ype3BbIYAHHON CHTYallHN B
AJIsi OPra”H3alHy OKa3aHUA MEAHUHHCKON MOMOIIH JIHIAM, NOCTPaJAABIINM B
pe3yJbTaTe Ype3BbIYaHHbIX CHTYALHi, NpeaynpexIeHus Ype3BbIYaiiHbIX
CUTyallHiil, IPOPHIAKTHKHE M JedYeHHd 3a00/1eBaHNH, IPeCTABISIIOINX
ONaCHOCTB /ISl OKPY KAalOIIHX, 3a00/1eBaHHii M OpaKeHUii, MOJTyYeHHBIX B
pe3yJibTaTe BO3AeHCTBHSA He0IaronpuATHbIX XUMHYECKHX, OHOJIOTHYeCKHX,
pPaaHaAlHOHHbLIX (PAKTOPOB

1.1. HanmeHoBaHMe JIeKapCTBEHHOTO IIpernapara:
MEXAyHapoAHOE HelaTeHTOBaHHOE, WM XHMHYEeCKOoe, WM TPYMIIHPOBOYHOE
HaNMEHOBaHHE

TOProBo¢ HAaMMCHOBAHHE

1.2. ®opma Beimycka (JiekapcTBeHHas hopMa, T03HPOBKA)

1.3. CoctaB JsekapcTBeHHOro Tpemapara (TepedeHb JEHCTBYIOIMX U
BCIIOMOTaTeNbHBIX BEIIECTB, C YKa3aHHEM KOJMIeCTBa Ka)KIOro U3 HUX)

1.4. 3agButens (fopuandecKoe JUIO, ACHCTByIOIIee B COOCTBEHHBIX MHTEpecax
WIH YITOJITHOMOYEHHOE TIPEACTABIIATh HHTEPECH! APYTOro IOPUINIECKOTO JTHIa)

1.5. Tlpon3BoauTesb JIeKApCTBEHHOro rpenapara (HaMMEHOBaHHUE, aJpeca Bcex
HPOM3BOJICTBEHHBIX TUIOIIAZOK C YKa3aHHUEM CTaAui PON3BOJCTBA)

1.6. PexBu3uThl cepuu (IapTUH), 3asBIECHHON JUIs Leleld MOIy4YeHUs pa3pelleHus
Ha BpeMeHHoe oOpaliieHue




1.7. Hanuune B Poccuiickoit ®enepannu 3aperucTpUpOBaHHBIX aHAJIOTOB I10
IEHCTBYIOIIEMY BEILECTBY U JIEKapCTBEHHOH (opMe na/Het

1.8. IlporHosupyemelii 00BeM INOTpeOJICHHs JIEKapCTBEHHOIO Mpenapara B
YCJIOBUSX YPE3BBIYAMHON CHUTyallMM IPEBBIIAET IPOrHO3UPYEMEIE 0OBEMBI €r0 BBO3a
1M npousBoacTBa B Poccuiickoii ®enepanum na/HeT

2. Conepmaﬂne AOKYMCHTOB, IPE€ACTABICHHBIX AJIs OINpPEACICHUS BO3MOXHOCTH
BblIa4YU Ppa3sp€lICHHU Ha BPEMCHHOC o6pameHHe JICKapCTBEHHOI'O IIperiapara
(I/I3J'IaI‘aIOTCSI OCHOBHBIC ITOJIOXKCHUSA Hpe,Z[CTaBJIeHHOfI ,IIOKYMGHTaIII/II/I)I

3. Ouenka ® BBIBOABI 10O MPEACTABIEHHBIM Ha  PacCMOTpPEHHE
MEXBEIOMCTBEHHOH KOMMCCHHM [0 BOIPOCY INPHUHATHS DELIEHHS O BO3MOXHOCTH
BPEMEHHOIO oOpamieHus cepud (TapTUHM) JIeKapCTBEHHOTO IMpemnapara  Jyis
MEIULMHCKOr0 IPUMEHEHHS, KOTOPBIH NpeaHa3Ha4YeH IS IPAMEHEHHS B YCIOBHIX
yrpo3bl BOZHUKHOBEHMSI, BOSHUKHOBEHUS U JHKBHIALMK YpPE3BBIYAMHON CHUTyallud U
Ui OpraHW3allii OKa3aHWs MEIOULMHCKOM TOMOINM JIMIaM, IOCTPAAaBIIUM B
pesyiipTaTe 4Ype3BBIYAWHBIX CUTYalWil, IpemylpexIeHHs Ype3BbIUaiiHeIX CHTYallHi,
NpoQHIaKTUKA M JieueHHs 3a0oJjieBaHWid, MPEACTABIIIONMX OINACHOCTh IS
OKpY’KaloUuix, 3a00eBaHUil U MOpaXeHUH, MOJYYCHHBIX B PE3YIIbTATe BO3AEHCTBHS
HeOIaronpHATHbIX XUMHUYECKUX, OMONIOTHYEeCKUX, paguallMOHHBIX (haKTOpoB (majiee —
ME)XBEJOMCTBEHHAs] KOMHUCCHS), JOKYMEHTOB I10 KaXIOMY M3 HIKECIEAYIOMIMNX
ITYHKTOB (IIOIMYHKTOB):

3.1. Ouenka obnacTu MIpUMEeHEHU JIEKAPCTBEHHOTO TIpelapara:

3.1.1. JlekapcTBeHHBII npenapar mpeJHa3Ha4deH Ui JUarHOCTHKH 3a00JIeBaHMiA,
OpPEACTaBIAIOIIMX ONACHOCTh UL OKPYXAaloIuX, 3a00JleBaHUil M IOpa)KeHHIA,
NONMYyYEHHBIX B  pe3ylibTaTe BO3ACUCTBUA  HEOJNArONpHUATHBIX  XMMHYECKHX,
OHMOJIOrHYEeCKHX, paAHAllHOHHBIX (PaKTOPOB na/Her

3.1.2. JlexapcTBeHHBIH Ipemnapar IpeAHAa3Ha4YeH /i1 [aTOr€HETHYECKOro
nedeHus (JieyeHHUs, HalpaBIeHHOTO Ha MEXaHW3M pa3BUTHA 3a00JieBaHUs)
3a00JIeBaHMi, TPEICTABIAIONINX OMACHOCTh IS OKpYXaloIluxX, 3aboneBaHUil u
HOpa)XEHHI, MOJTy4YE€HHBIX B pe3yJIbTaTe BO3AECHCTBIA HEOIaronpruaTHEIX XMMHUYECKHUX,
OHONIOTrNYecKUX, paguallMOHHBIX (aKTOPOB na/Her

3.1.3. JlekapcTBeHHBI Tpemapar IpelHa3HadeH A8  OpOoUIaKTHKA
3a00JieBaHM, TPEICTABIAIOUIMX OIMACHOCTh [UIS OKpYXaroIliux, 3aboyieBaHU U

TIOpa)XeHUH, MOJyYeHHBIX B pe3yibTaTe BO3AeHCTBUA HEOIaronpusATHbIX XMMUYECKHX,
OHOJIOTHYECKHX, paJUalliOHHBIX (PaKTOPOB na/Het

3.2. Cnenmamu3upoBaHHbIN pa3fen:
3.2.1. OueHka JOCTaTOYHOCTH CHCTEMBI (papMakoHaa30pa BiajaesbLa
(mepxatens) pericCTpalliOHHOIO YAOCTOBEPEHHS:




3.2.2. OueHKa I1aHa ynpaBieHUs PUCKaMH VIS JIEKApCTBEHHOTO IIPHMEHEHHS

3.2.3. Onenka o0beMa BBITIOJHEHHBIX JOKIMHUYECKUX HCCIENOBAHUM M OIEHKA
HONYYEeHHBIX  PEe3yNbTaTOB  JOKIMHMYECKHX  HCCIEOBaHU#M  JIEKApCTBEHHOIO
Ipernapara:

3.24. OueHka o630opa HaydyHBIX pabOT O pe3yabTaTax JOKIMHHUYECKHX
UCCIIEOBAaHUM JIEKapCTBEHHBIX CpPEACTB, B TOM YHCJIE€ BKIIOYas OIBIT HX
IOCTPErMCTPallMOHHOTO IIPUMEHEHUS (eCITH IPUMEHHMO ):

4. O6uuit BEIBOX MO pe3ysibTaTaM 3aceqaHus (3aKIoueHHe):
Bbllaya  MuHucTepcTBOM — 31paBooxpaHeHuss — Poccumiickoit  ®enepanuu
pa3pelleHus Ha BpeMeHHoe oOpaiieHre cepuu (TIapTHH) JIEKAPCTBEHHOTO TIperapara

(BO3MOXHA WJTH HEBO3MOXKHA)

Me)KBEJIOMCTBeHHaSI KOMHCCHA B COCTaBC.
npeaceaarciip KOMUCCHH

(momxHoCTh)  (pamuivd, UMs, OTYECTBO (TIpH HANTWUMKM)  (TTOJMKCH)

3aMECTHUTCIIb IPCACCAATCIIA KOMNCCHH

(momxHOCTR) (pamuius, UM, 0OTYECTBO (TIPH HANMUYUH) (TIOATKCH)

OTBETCTBEHHEIH CEKpeTaphb

(mosoxHOCTB) (haMHITUA, UM, OTYECTBO (MPH HATUIKUK)  (IIOJIHCH)

YJICH MEXKBEIOMCTBEHHON KOMHCCUU

(momxHocTh) ((paMuIuA, UM, OTUECTBO (IIpU HATUYKH) (TIOAIUCE)

YJIeH MEXBEJIOMCTBEHHOI KOMHCCUHU

(momxHoCTh) ((hamMuiIus, UM, OTYECTBO (TMIPH HAMYUK)  (TOAIKCH)

YJIeH MEXKBEJIOMCTBEHHOI KOMHUCCUU

(momxHOCTB) (ammmus, UMs, OTYECTBO (PU HaMM4uK)  (COANKCH)

JlaTta odopmIiIeHUS 3aKIIOUYECHHS «__ » 20 T
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