006 ocobeHHOCTAX OOpalLeHMAa NeKapCTBEeHHbIX NpenapaToB Ans
MeaMUMUHCKOro NpMMeHeHuUs, KoTopble npeaHa3sHavyeHbl Ans
NPUMEeHEeHUs B YCNIOBUAX Yrpo3bl BOSHUKHOBEHUS, BOSHUKHOBEHMUSA
M IMKBUAALMUMU Ype3BblYaWuHON CUTYALLMM U 01 OPraHM3aLmm
OKa3aHUA MeJMLUHCKOW NOMOLLM JIULLaM, NOCTPaAaBLLUUM B
pe3ynbTaTe Ype3Bbl4aWHbIX CUTYaU UK, NpeaynpexaeHus
Ype3BblYaWHbIX CUTYaUUN, NPOPUNAKTUKHN U JIeYEeHUS
3a0oseBaHui, NpeacTaBNAAIOLLLUX ONACHOCTb AJI OKPY)KAIOLLUX,
3a0o0s1eBaHUMA M NOPa>keHUH, NOJIYyYEeHHbIX B pe3ysbTaTe
BO3AENCTBUA HebnaronpmaTHbIX XMMUYECKUX, OMosornyeckumx,
pagMauuoHHbIX (haKTOpPOB

MocTtaHoBneHue MpaBuTenbcTBa Poccuiickon Genepauum - Ne 441 - o1 03.04.2020 - MpaBuTenbcTBO Poccuiickon
Gepepauny - eNCTBYET C U3MEHEHUAMN

NMPABUTEJIbCTBO POCCUICKOW ®EEPALIAN
NMOCTAHOBJIEHME
OT 3 AMPENS 2020 I'. Ne 441
MOCKBA

DencteyeT 8o 1 sHBapsa 2036 r. - NyHKT 5 HacTosAwero MocTaHOBAEHNS

06 ocobeHHOCTAX 0bpaLLeHNs NekapCTBEHHbIX MpenapaToB A8 MeANLUHCKOr0 MPUMEHEHUS, KOTOpbIe
npefHasHayveHbl 4N9 NPUMEHEHNS B YCIOBUSAX YIPO3bl BOZHUKHOBEHUS, BOSHUKHOBEHUS U IMKBUAALUN
4ype3Bbl4aHOW CUTYaLMW U AN OpraHM3aLny OKa3aHns MeAULMHCKON NoMOLM nLaMm, NocTpafasLumM B
pe3ynbTaTe Ype3BblHalHbIX CUTYaL M, MpeaynpeXAeHns Ype3BblHaHbIX CUTYauUni, NPOPUNAKTUKNA 1
NneyeHuns 3aboneBaHuiA, NPeACTaBAAOLNX ONACHOCTb AN18 OKPpY>XXaloLmX, 3a601eBaHNN U NOPaXKEHUI,
MOJly4EHHbIX B pe3y/ibTaTe BO3LENCTBMA HEBNAronpuaTHbLIX XUMUYECKNX, BMOOrMyecknx, paamaunoHHbIX
(hakTOpOB

MpaBuTenbCTBO Poccuinckon degepaumm NOCTaHOBASAET:

1. YTBepanTb Nprnaraemsle 0Co6eHHOCTU 0bpalLeHNs NeKapCTBEHHLIX NPenapaToB 415 MeANLMHCKOro
NPUMEHEHUSs, KOTopble NpeAHa3HayvYeHbl 419 NPUMEHEHNS B YCIOBUSAX YIPO3bl BO3HNUKHOBEHUS,
BO3HWKHOBEHWA 1 JIMKBUAALMMW YPe3Bbl4aHON CUTYaLMW U A5 OpraHM3aunm OKa3aHnsa MeauLMHCKON
noMoLLM nLaM, NOCTPaLaBLLIMM B pe3ysibTaTe Ype3BblHaliHbIX CUTYaLUI, NPeaynpexXaeHnNs Ype3BblHanHblX
CUTyaumni, NpoUNaKTUKKN 1 NeveHns 3aboneBaHnin, NpeacTaBASIOWNX ONAaCHOCTb A5 OKPY>KaoLLKX,
3ab0n1eBaHNIN U MOPAXKEHUIA, NONYHEHHbIX B pe3ynbTaTe BO34eNCTBMA HEBNAronpuAaTHLIX XUMUYECKUX,
Bronornyeckunx, pagmaumnoHHbIX PakToOpPOB.

2. (MyHKT yTpaTun cuny - NMoctaHoeneHue MNpasutenbscTea Poccuinckon Pepepavivm ot 08.04.2025 Ne 462)
3. (MyHKT yTpaTun cuny - NMoctaHosneHwue MpasuTtenbscTBa Poccunckon deaepauum ot 21.12.2024 Ne 1851)
4. (NMyHKT yTpaTun cuny - NoctaHoBneHne MpaButenscTBa Poccunckon ®egepauum ot 21.12.2024 Ne 1851)
5. HacTosuee nocTaHoBNEHME AencTBYeT A0 1 aHBaps 2036 .

MpencepnaTtens MNpaBuTeNbLCTBA

Poccuinckon ®egepaumm M.MuwycTumH

YTBEPXIEHbI
rocTtaHossieHneM [paBnUTeNbCTBA

Poccuinckon ®epepauun
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oT 3 anpens 2020 r. Ne 441

OCOBEHHOCTW OBPALLEHINA

NeKapCTBEHHbIX NpenapaToB AN MeAULUHCKOro NPpUMEHEHWS, KOTOpbIe NpeHa3Ha4yeHbl AN NPUMEeHeHNs
B YC/IOBMAX YrPO3bl BO3HNKHOBEHUS, BOSHUKHOBEHUS U JIMKBUAALMW YPE3BblYaNHON CUTyauun n Ans
OpraHM3auny OKasaHns MeguLMHCKON NOMOLLN MLaM, NOCTPaAaBLUMM B pe3yibTaTe Ype3BblHanHbIX
CUTyaunin, NpeaynpeXxaeHna YpesBblHaiHbIX CUTYaUni, NPonNaKTUKK 1 neveHns 3abonesaHuni,
NPeACTaBASAOWMX ONACHOCTb AN OKPY>KatloLwmx, 3aboneBaHunin 1 nopaxKeHui, NoayYeHHbIX B pesybTaTe
BO34eNCTBUSA HeBNaronpuATHLIX XUMUYECKMX, Bronormyeckmx, pafraunoHHbIX PakTopoB

1. HacToAwwmin [OKYMEHT onpefenseT ycioBums obpalleHns NeKapcTBeHHbIX NpenapaToB ANs
MeLMLMHCKOr0 NPUMEeHeHns (4anee - NeKapCTBEHHbIE NpenapaThl), KOTopble NpeAHa3HayveHbl Ang
NPUMEHEHNS B YC/IOBUSAX YrPO3bl BO3HUKHOBEHUS, BOSHUKHOBEHUS W INKBUAALNN YpE3BblHaNHON CUTyaLun
1 015 OpraHu3aumm oKasaHusa MegnLMHCKOM MOMOLLM NnLaM, NoCTPaAaBLUMM B pe3ybTaTe Ype3BblYalHbIX
CUTyauuin, npefynpexxaeHuns YpespblyanHbIX CUTyaLWiA, NPOMUNAKTUKA 1 NeveHns 3abonesaHui,
NpeacTaBAAIOWMUX 0NACHOCTb AN OKPYXXaloLWKX, 3a601eBaHNN 1 MOPaXKeHWI, MOyYeHHbIX B pe3ybTaTe
BO34EeNCTBUA HEBNaronpuATHLIX XMMUYECKNX, B1onormiyeckunx, pafuaunoHHbIX PakTopos (fanee -
ype3BblHaHas CMTyauuns).

2. [ocynapCTBEHHAA perncTpaumns NeKkapCTBEHHbIX NPenapaToB, KOTOpble NpeaHa3HayYeHbl 4s
NPUMEHEHNS B YCIOBUSAX YPE3BbIYaNHON cCUTyauun (fanee - rocyfapCTBeHHas perucrpaums
JIeKapCTBEHHbIX NpenapaToB), OCYLLEeCTBASETCA MMHNCTEPCTBOM 34paBOOXPaHEHNSA POCCMICKON
®epepaunm (Banee - MUHUCTEPCTBO).

3. Ina rocyjapCTBEHHOW perncTpauuy eKapCTBEHHOMO NpenapaTta lpuanyeckoe nLo, JencTByoLWee B
COBCTBEHHbIX MHTEPECax UK YyNoJIHOMOYEHHOE NPeAcTaBAATb MHTEPEChl APYroro puanYeckoro amua u
3asBAAOLLEe SIeKapCTBEHHbIN NpenapaT Ha rocyAapCTBEHHYIO perncTpauuio, 1mbo yrnoaHOMOYEHHbIN
npeacTaBuTeNb 3a8BUTENS (fanee - 3a8BUTeNb) NpeacTaBnseT B MMHMCTEPCTBO B (hOpME 3IEKTPOHHbIX
LOKYMEHTOB, MOANUCAHHbIX 31EKTPOHHOW MOANUCHIO, CNeyoLme JOKYMEHTbI U CBEAEHNS:

a) 3asABJIeHne 0 rocyapCTBEHHON perncTpauun IekapCTBEHHOrO NpenapaTa, B KOTOPOM yKa3blBaloTCS:
HaMMeHOBaHWe, agpec 3a8BMTENS U NPON3BOANTENSA NEKAPCTBEHHOr0 NpenapaTa, ceefeHuns 06 ux
perncTpauunmn B Ka4yecTse HajoronaaTenblnka B CTpaHe pernctpauny (818 poCCUNCKUX IOPUANYECKUX L
- NAEHTUDUNKALMOHHBIA HOMep HanoronnaTenswmka (MHH), ans MHOCTPaHHbLIX OPUANYECKUX UL, - CTPaHa
perncTpalmmn, HauMeHoBaHMe PernucTpupyroLero opraHa, perucTpaLnoHHbIN HoMep, KOA
HanoronnaTenblMKa B CTPaHe perncTpauum (MHKopnopawmmn) namn ero aHanor) n agpec MecTa
OCyLLeCcTB/IeHNS NPON3BOACTBA NEKAPCTBEHHOr0 NpenapaTa (B C/lydae Hann4msa HeCKOJIbKUX Y4aCTHUKOB
npoLiecca ero Npon3BOACTBa HEOBXOAMMO yKa3aTb KaXXA0ro y4acTHMKa B COOTBETCTBUM C
oCyLLecTB/AeMON CTagmneln NPoM3BOACTBa);

HaMMeHOBaHWe JlekapCTBEHHOr 0 nNpenapaTa (MexxayHapoAHoe HenaTeHToBaHHOe, UKW rpynnnMpoBOYHOE,
NN XMUMUYECKOe N TOProBoe HauMeHOBaHMWS);

nepeyeHb ENCTBYOLLNX 1N BCMOMOraTe ibHbIX BELLECTB, BXOAALWMX B COCTAB JIeKapCTBEHHOMO Npenapara, ¢
YKa3aHMeM KOJINYeCTBa KaXoro 13 Hux;

NeKapCTBeHHas hopma, 4O03MPOBKaA, CNocobbl BBEAEHWSA U NPUMEHEHMWS, CPOK FOAHOCTY IEKAPCTBEHHOMO
npenapaTa;

thapMakoTepaneBTMYeCKas rpynna, Kog aHaToMO-TepaneBTUYeCKO-XMMNYECKON Kaccugpukaumum,
pPeKOMEeH,0BaHHOW BceMpHOM opraHn3almen 3paBo0OXpaHeHns, 3aaBsiseMble NokasaHua anas
NPVUMEHEHNS NIeKaPCTBEHHOr O NpenapaTa;

Heobxo4MMOCTb OpopMEHUS pa3peLleHmns Ha BBO3 B Poccuinckyto ®efiepaLivio KOHKPETHOW napTum
3aperncTpupoBaHHbIX U (UMN) HE3APErNCTPUPOBAHHbLIX IEKAPCTBEHHbLIX CPEACTB, NPefHa3HavYeHHbIX Aas
NpoBeAEeHNS 3KCNEePTM3bl JIeKapCTBEHHbLIX CPEACTB B LeNiAX roCyJapCTBEHHON perncrpauuu;

cBefeHns o6 ynnate rocyaapCTBEHHOMN MOLNHbI;

CkavaHo Ha canTe «3akoHbl PO» — https://actrf.ru Ctp.2mn318



6) Konuns OKYMEHTa Ha PYCCKOM fA3blKe, 3aBEPEHHOM0 B YCTAHOBJIEHHOM MOPSIAKE W NOATBEPXKAAIOLLETO
NPaBOMOYHOCTb 3aABUTENSA MOLaBaTb 3adB/eHNe 0 roCyAapCTBEHHOW perncTpaunm ekapcTBeHHOro
npenapaTa (40BEPEHHOCTD);

B) KOMUS JINLLEH3UN Ha NMPON3BOACTBO JIeKAPCTBEHHbIX CPEACTB WM KOMWS 3aKI0YeHNs 0 COOTBETCTBMUM
NPOU3BOANTENS NEKAPCTBEHHbIX CpeacTB TpeboBaHMAM NpaBua Haanexallen Npon3BoACTBEHHON
NPaKTWKK, BblAaHHbIX MUHUCTEPCTBOM MPOMbILLIEHHOCTM 1 TOProean Poccuinckon Genepauun B
OTHOLLEHUW NPON3BOACTBEHHON NJOLLAAKNA PErUCTPMPYEMOrO JIeKapCTBEHHOr0 npenapaTa, B C/lydae ecau
NMpoM3BOLCTBO JIeKapCTBEHHOI0 NpenapaTa ocylwecTsaseTca B Poccuinckon ®enepauuu;

) KOMus BblAAaHHON YMOJHOMOYEHHbIM OPraHOM CTPaHbI-NPOM3BOANTENA INLEH3MW Ha NPOU3BOACTBO
NeKapCTBEHHOro NpenapaTta U ee NepeBoj Ha PYCCKUI A3bIK, 3aBEPEHHbIE B YCTaHOBNEHHOM MOPAAKE;

L) NPOEKT UHCTPYKLMM NO MEANLNHCKOMY NMPUMEHEHMIO JIeKapCTBEHHOI0 nNpenapaTa, cogepxallei
cnegylouine ceefeHus:

HavMeHOBaHVe NeKapCTBEHHOMO nNpenapaTa (MeXxayHapo4gHoe HenaTeHTOBaHHOE, Uan FPynnMpoBOYHOE,
NN XUMUYECKoe 1 TOProBoe HauMeHoBaHWA);

JleKapCcTBeHHasA popMa C YKazaHMEM HauMEHOBaHWI U KOJIMYECTBEHHOIr0 COCTaBa AENCTBYIOLLNX BELLECTB 1
Ka4eCTBEHHOr0 COCTaBa BCMOMOraTe/IbHbIX BELLECTB (Mpn HEOBX0AMMOCTU KOJIMYECTBEHHOIO COCTaBa
BCMOMOraTe IbHbIX BELLECTB);

onMcaHne BHELHEro Bnaa ekapCcTBEHHOro npenapaTa;

(DU3MKO-XMMUYECKMEe CBOMNCTBA (415 pagnodapMaLeBTUYEeCKMX NEKAPCTBEHHbIX NpenapaTos);
thapMakoTepaneBTU4eCKasa rpynna, ko4 IeKkapCTBEHHOr0 NpenapaTa Nno aHaToOMO-TepaneBTUYeCKo-
XUMMNYECKON Knaccuukaumm, pekomeHg0BaHHON BceMupHon opraHm3saumen 34paBooXpaHeHns, nam
yKa3aHue "roMmeonaTu4ecknii IeKapCTBEHHbIV NpenapaT";

(hapMakoHaMuKa 1 hapMakoKMHETMKA (3@ NCKoYeHeM DapMaKOKUHETUKN roMeonaTnyecKmx
NEKapPCTBEHHbIX MPenapaToB U pacTUTENbHbLIX JIeKapCTBEHHbLIX NpenapaTos);

NnoKasaHusa oas npuMeHeHuns;

NPOTUBOMOKa3aHUA 419 NPUMEHEHNS;

Mepbl MPeA0CTOPOXKHOCTY MPK MPUMEHEHWNK;

YKa3aHune BO3MOXHOCTU N 0COBEHHOCTEN NPUMEHEHNS NIEKAaPCTBEHHOIO npenapaTa 6epemMeHHbIMU
XKEHLMNHAMU, XeHLMHaMN B Nepuos rpyaHoro BCKapManBaHus, 4eTbMU, B3POC/bIMU, UMEIOLLNMUA
XPOHMYyeckue 3aboneBaHus;

peX1M 003MPOBaHUS, CNocobbl BBEAEHUS U NPUMEHEHUS, NpY HEOBX0ANMMOCTUN BPEMS NpuemMa
JIeKapCTBEHHOrO npenapaTa, NPOAO/KNTENbHOCTb JlIe4eHNs, B TOM Yncie y 4eTEN 40 U NOCSe OAHOro
rona;

BO3MOXXHble HexXenaTesibHble peakLuny Npu NpUMEHeHUN J1eKapCTBEHHOr 0 npenapara;

CMMNTOMbI NEepefo3MPOBKK, Mepbl MO OKa3aHMO MOMOLLM NPY Nepeso3npoBKeE;

B3aMMOAENCTBME C APYTrMMMN JIeKapCTBEHHLIMY NpenapaTaMy U (MAKn) NULLEBLIMU NPOAYKTaMK;

(hopMbI BbINYCKa JIeKapCTBEHHOI0 NpenapaTa;

yKa3aHue (npu HeobxoammMocTn) 0COBEHHOCTEN AeNCTBNA NeKapCTBEHHOMO NpenapaTa Npu NepsoM npueme
WAV NpW ero 0TMeHe;

onncaHue (npu HeobxoaMMOCTY) AENCTBUIA BpaYa (henbawepa) u (M) nauneHTa npu Nponycke npueMa
OLHON U HECKOJIbKUX [,03 IeKapCTBEHHOr0 NpenaparTa;

BO3MOXXHOE B/INSIHNE NIEKAPCTBEHHOI 0 NMpenapaTa Ha CNoCoBHOCTb YNpaBAsATb TPAHCMOPTHLIMU
cpencTBaMu, MexaHU3Mamu;

CPOK rOAHOCTU 1 yKa3aHue Ha 3anpeT NPUMEHEHUs IeKapCTBEHHOr 0 NpenapaTa no NCTeyeHnn Cpoka
rOAHOCTY;

YCJI0BUSI XPaHEHNS;

yKa3aHune Ha HeobxoANMOCTb XPaHEHUS NEKAPCTBEHHOIrO NpenapaTa B MeCcTax, HeAOCTYMNHbIX ANs AeTew;
yKa3aHwue (npu HeobxoaMMoCTH) cneLmanbHbIX Mep NPefoCTOPOXXHOCTM NPU YHUUYTOXKEHUN
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HEeNCnoNb30BaHHbIX JIeKapCTBEHHbIX NPenapaTos.;

yCnoBUS 0TNYCKa;

HaVMeHOBaHWS 1 agpeca NPOM3BOACTBEHHbIX MOLLAL0K NPOM3BOANTENSA IEKaPCTBEHHOrO NpenapaTa;
HanMeHOBaHWe, aapec opraHn3auun, yNoaHOMOYEHHOW fepXXaTeneM Ui BNagenbLeM perncTpaLoHHOro
yLOCTOBEPEHUS NEKAPCTBEHHOr0 NpenapaTta Ha NPUHATUE NpeTeH3uin oT noTpebutens;

€) MHCTPYKLMS N0 MEANLMHCKOMY NMPUMEHEHMNIO NN KPaTKasa XapakTepuCcTUKa IeKapCTBEHHOIO
npenapaTta, YyTBEP)KEHHbIE B CTPaHe Npon3BOAUTENS;

)K) MPOEKTbl MAaKETOB MEPBMYHON YNAKOBKM M BTOPMYHON YNaKOBKMW EKapCTBEHHOMO npenapaTa;

3) NPOEKT HOPMATUBHOWN AOKYMEHTALMN MAN HOPMATMBHOIO OOKYMEHTA Ha JIeKapCTBEHHbIA NpenapaT inbo
yKa3aHue COOTBETCTBYOLL e papMaKonenHon ctaTbu;

1) LOKYMEHT, COAEPXKALLNIA MHOPMALMIO O HaANYUKM nam 06 OTCyTCTBUM (DAaKTOB perncTpauun
NeKapCTBEHHOro NpenapaTa 3a npefenamu Poccuinckon depepauuu;

K) KONUN AOKYMEHTOB, 3aBEPEHHbIX B YCTAaHOBAEHHOM NOPAAKe M MOATBEPXKAALWMX PaKT perncrpauum
NEeKapCTBEHHOrO NpenapaTta B MHOCTPaHHbLIX FOCYyAapCTBaX B Ka4ecTBe OphaHHOr0 NeKapCTBEHHOIO
npenapara;

J1) NNaH ynpaBJieHUst puckamm asis brnonornyecknux nekapCcTBEHHbIX NPenapaTos;

M) OKYMEHT O cucTeMe hapMakoHa30pa Aep)xaTens unv Bnagesbla perucTpaLMoHHOro yooCToBepeHNs
JIeKapCTBEHHOr0 npenapaTa;

H) OOKYMEHT, NOATBEPKAAOLLNA Ka4eCTBO JIEKapCTBEHHOrO NnpenapaTa 3 NPOMbILLIIEHHbIX CEpUI
(MpoTokon aHann3a uan cepTUdUKaT aHan3a), 0O4Ha CEPUs KOTOPOro A0JKHa COBMaaTh C Cepuen
obpa3la NeKkapCTBEHHOrO NpenapaTa A9 MeAULUHCKOrO MPUMEHEHNS, MPeACTaBAEHHOMO Ha
rocyapCTBEHHYIO perncTpaLuuio;

0) KOMMS [OKYMEHTa, COAEPXALLEro CNeayoLylo MHopMaLmio 0 hapMaLeBTMYECKON CybCcTaHLmMmn nnm
thapmaLeBTnYecknx cybcTaHumsAxX, BXOASALWMX B COCTaB IeKapCTBEHHOr 0 npenapaTa, 3a UCK/IYeHneM
NH(opMaLUmM 0 hapMaLeBTUYECKMX CyDCTaHUMAX, BKIIIOYEHHbIX B FOCYLapCTBEHHbIN peecTp
JIEKapCTBEHHbIX CPEACTB B COOTBETCTBUN CO CTaTbeln 34 PenepanbHOro 3akoHa "06 obpalieHnn
JIeKapCTBEHHbIX CpeacTB":

HanuMeHOBaHMe (hapMaLeBTUYECKON CybCTaHUUK, ee CTPYKTYpa, obLine CBONCTBA;

HaMMeHOBaHWe 1 aapec NPOM3BOAUTENS;

TEXHOJIOrns NPOM3BOACTBA C ONMCaHMEM CTagMIn NPOM3BOACTBA U METOLOB KOHTPO/IA Ha BCEX CTaamax
NPOU3BOACTBA;

onncaHne pa3paboTKu NpoLecca NPpon3BOACTBa;

onMcaHne KOHTPONS KPUTUYECKNX CTagnin NPOM3BOACTBA U NMPOMEXYTOYHOWN NPOAYKLNN;
LOKYMeHTaNlbHOe NoATBepXXAeHMe (Bannaauns) NpoLeccoB U (Mm) nx oueHKa;

CBOWCTBA U CTPYKTypa AENCTBYIOLLNX BELLECTB;

XapaKTepucTuKa nprumecen;

cneunduKaumus Ha papMaLeBTUYECKYH0 CyBCcTaHUmMio 1 ee 060CHOBAHNE;

aHaIMTNYeCKMe METOLANKM, UCMOJIb3yeMbIE MPW OCYLLECTBJIEHUN KOHTPONS Ka4yeCTBa (hapMaLleBTUYECKON
cybcTaHumy;

NOKYMEHTaIbHOE NOATBEPXKAEHME (BaNnaauUns) aHaIMTUYECKNX METOANK, NCMOJIb3YEMbIX MPW
OCYLLECTBJIEHNN KOHTPOS KayecTBa (hapMaLeBTNYeckon cybcTaHumy;

pe3ynbTaTbl aHaNM3a cepuin hapMaLeBTUYECKON cybCcTaHLUmMK;

nepeyeHb CTaHAAPTHbLIX 06pa3L0B UK BELLECTB, NCMOJIb3YEMbIX NMPU OCYLLECTBAEHNN KOHTPOJIA KavyecTBa;
onMcaHne XapakTePUCTMK 1 CBOMCTB YNaKOBOYHbIX MaTEPUAJIOB U YKYMOPOUHbIX CPELCTB;

JaHHble 0 CTabunbHOCTY hapMaLeBTUYECKON CybCTaHLMK;

CPOK ro4HOCTY;

n) B OTHOLUEHUN (hapMaLLeBTUYECKUX CyOCTaHLMIA, BXOAALWMX B COCTaB IEKAapCTBEHHOr 0 NnpenapaTa 1
BKJIIOYEHHbIX B FOCYAapCTBEHHbIN PeecTp JIeKapCTBEHHbIX CPeACTB B COOTBETCTBMM CO CTaTben 34
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depnepanbHOro 3akoHa "0O6 obpalleHnn IeKapCTBEHHbIX CPEACTB", - KONUs AOKYMEHTa, Coep Kalllero
c/lieyoLLyo MHdopMaLmio:

HanMeHoBaHue hapMaLeBTUYeCKON cybcTaHumMK, ee CTPYKTypa, obuime CBONCTBA;

HanMeHoBaHMe N agpec NPpon3BoanTeNA,;

pe3ynbTaTbl aHaM3a cepui hapMaLeBTUYECKON CybCcTaHUmMK;

CPOK FOAHOCTH;

p) LOKYMEHT, COAEP XAl CieayoLine CBeAEHNA O IeKapCTBEHHOM NpenapaTe:

OMUCaHMWe 1 COCTaB JIEKAPCTBEHHOrO NpenapaTa;

onuncaHme dapMaueBTMYeckon pa3paboTkn (0bocHoBaHMe Bbibopa COCTaBa, NEPBUYHON YNAKOBKU N NHOTO);
TEXHOJIOrns NPOM3BOACTBA C ONMCaHMEM CTagMIn NPOM3BOACTBA U METOLOB KOHTPONIA Ha BCEX CTaamax
NpPoun3BOACTBA;

onMcaHne KOHTPOIS KPUTUYECKMX CTagmnin NpoLiecca NPoM3BOACTBa U MPOMEXYTOYHOW MPOAYKLNN;
HaMMeHOBaHNE N agpec MecTa OCYLLECTBIEHNSA NPON3BOACTBA JIEKAPCTBEHHOIO NpenapaTta 4as
MeONLMNHCKOro NPMMEHeHNS (B ClyYae HaMuns HECKObKNX Y4aCTHUKOB Mpouecca Npon3BoacTBa
HeobXx0AMMO yKa3zaTb KaXXAoro U3 Hux);

hapMaLeBTNYECKAs COBMECTUMOCTb;

MUKpPOBMONornyeckne XxapakTepucTuKkuy;

MaTepuanbHbI 6anaHc Ana Npon3BoACTBa CEPUM FOTOBOMO NPOAYKTa;

onMcaHne XxapakTEPUCTMK 1 CBOMCTB YNaKOBOYHbIX MaTEPUAJIOB U YKYMOPOUHbIX CPEACTB;
JIOKYMeHTaJlbHOe NoATBepPXAeHne (Banaaums) NpoLeccoB Npon3BoacTBa U (MM) UX OLIEHKA;
Tpe6OBaHI/I$| K Ka4eCTBY BCMNOMOraTeJibHbIX BeLLeCTB (CepTI/ICbI/IKaT, cneu,quMKauma Ha BCMOMOraTeJ/ibHble
BeLLleCTBa 1 nx 06ocHoOBaHMe);

aHaNNTMYeCcKne METOAUKN, NCNOJIb3YEMbIE MPU OCYLLECTBIEHUN KOHTPOIS Ka4eCTBa BCMOMOraTesibHbIX
BELLECTB;

JOKYMeHTa/lbHOe NoATBEPXAeHNe (Baingaumns) aHaaMTUY4eCKUX METOAUK, NCNOJIb3YEMbIX MpK
OCYLLLECTBJIEHUN KOHTPOJIS1 KaYeCTBa BCMOMOraTe bHbIX BELLECTB;

NHpopMauns 06 NCnonb30BaHUN BCMOMOraTe/lbHbIX BELLECTB YE€/10BEHECKOr0 U XNBOTHOIO
MPONCXOXOEHNA,

NHpopMauus 06 NCNonb30BaHUN HOBLIX BCMOMOraTe lbHbIX BELLECTB;

TpeboBaHMA K KaYeCTBY JIEKAPCTBEHHOI0 NpenapaTa (cepTudurkaT, cneundrkauns Ha NeKapCTBEHHbIN
npenapat u nx 06ocHoBaHue);

aHaNNTMYeCKne METOOUKN, NCNOJIb3yEMbIE MPU OCYLLECTBIEHUN KOHTPOISA Ka4eCTBa IEKapCTBEHHOIO
npenapara;

LOKYMeHTaslbHOe NoATBepXXAeHME (Bannfauns) aHaanTUYECKNX METOANK, NCMOJb3YEMbIX MPK
OCYLLECTBJIEHNMN KOHTPOSA Ka4yeCTBa JIEKAapCTBEHHOIO NpenapaTa;

pe3ynbTaTbl aHaN30B CEPUI IeKapCTBEHHOI0 NpenapaTa;

XapaKTepucTuka npmmecen;

nepeyveHb CTaHAapTHbIX 06pa3L0B, NCNOJIb3yEMbIX MPU OCYLLECTBAEHUN KOHTPOJIA KavyecTBa
JIeKapCTBEHHOrO npenaparTa;

JlaHHble 0 CTabUNbHOCTW NEKApPCTBEHHOrO NpenapaTa;

C) pa3aen hapMakoIorM4eckom, TOKCUKOIOrM4eckom LOKyMeHTaLUun, BKAYatowmi B ceba oT4eTbl 0
pe3ynbTaTax OOKJIMHUYECKUX NCCeN0BaHMIN IEKAPCTBEHHOIO CpeacTBa, B TOM YucCe:

0TYeT 0 hapMaKOAMHAMNYECKMX NCCeL0BaHMAX;

0TYeT 0 DapPMaKOKMHETUYECKUX NCCNed0BaHNAX;

OTHET O TOKCUKOJIOrNYeCKnxX nccnenoBaHumsax,

T) pasfen KANHNYECKON [OKYMEHTaLMW, BKOYaloWwmin B cebs 0THeThl 0 pe3yibTaTax KJIMHNYECKNX
nccnenoBaHnin 1eKapCTBEHHOMO NpenapaTa, B TOM Yuche:

oT4eThbl 06 nccnenoBaHNAaX BUOAOCTYMHOCTM M BUO3KBMBAIEHTHOCTM, UCCNEO0BaHNAX, YCTaHABANBAOLWMNX
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KOppensuuio pesynbTaToB, NOJIy4EHHbIX B YCA0BUSAX in vitro u in vivo;

0TYeTbl 0 (hbapMaKOKUHETMHECKUX UCCNIeLOBaHNUSAX;

0TYETbl 0 (hapMaKoLMHAMUYECKNX UCCNeN0BaHNAX;

OTYEThI 0 KIIMHNYECKMX NCCNefoBaHNAX 3DHEKTUBHOCTY 1 Be30NacHOCTN, NPOBEAEHHbLIX B Poccminckon
depepaumu;

OTYeT 0 MOCTPErnCTPaLUMOHHOM OMbITE MPUMEHEHUS (MPY HANYUK).

(MyHKT B pemakumnm MoctaHoBNeHus MpaBuTenscTBa Poccunckon ®epepaumm ot 16.11.2020 Ne 1832)

4. lonyckaeTcs NpeAcTaB/ieHne B pa3gene KJAMHNYECKON OOKYMeHTauun (MoanyHKT "T" nyHKTa 3
HaACTOSALLEro JOKYMEHTa) CBOAHOI0 KPAaTKOro 0T4eTa 06 UMEOLUXCA Ha MOMEHT MNofayn 3asBaeHNs O
roCyAapCTBEHHOW PerncTpaunm N1eKkapCTBEHHOro NpenapaTa pesybTaTax N3yYeHns 3pHeKTUBHOCTY U
6e30nMacHOCTY IEKAPCTBEHHOM O NMpenapaTa B paMKax KJIMHUYECKUX NCCNIeA0BaHWUNA, Collep Kalllero BCHO
LOCTYMHYI0 MHOPMAaLMIO 0 (PU3NYECKMX, XUMUYECKUNX, hapMaLeBTUYECKMX, (hapMaKoIornieckumx,
TOKCUKONOrMYeckux, hapMakoKMHETUYECKNX, METADOIMYECKUX N KNMHUYECKUX CBOMCTBAX IEKAPCTBEHHOMO
npenapaTa.

[lonyckaeTcs rocyfapcTBeHHasa perncTpauns 1ekapcTBEHHOrO nNpenapaTa Npy NpeacTaBieHUN He B
NoJIHOM 06beMe JOKYMEHTOB, YKa3aHHbIX B MOAMYHKTe "T" NyHKTa 3 HaCTOALWEro AOKyMeHTa.
JlekapCTBeHHbI NpenapaT, 3aperucTPMpPOBaHHLIN C y4EeTOM HACTOSALLEro NYHKTA, NOANEXNT NOCEPUAHOMY
BbIBOPOYHOMY KOHTPOJIIO Ka4YeCTBa IEKapCTBEHHbIX CPEACTB B COOTBETCTBUN C 3aKOHOAATEbCTBOM
Poccuiickon ®epepaumm.

5. B ciyyasix, ykasaHHbIX B MyHKTe 4 HaCTOSALWEro AOKyMeHTa, HeobxoamMMo npeacTaB/ieHne pe3yibTaToB
[0CTaTO4YHOro obbema NpoBeAeHHbIX OOKANHNYECKNX UCCIe10BaHNI, KOTOPbIE COOTBETCTBYIOT
cNefyoWmnM yCIoBUsM:

a) bnaronpunaTHBIA 3 EKT NIeKapCTBEHHOI 0 NpenapaTa PErnCcCTPUPYETCsS Ha HECKOIbKMX BMAAX
YXUBOTHbIX, B TOM YUCJI€ HA O4HOM KPYMHOM BUAE;

6) pe3ynbTaT NCCNen0BaHMS Ha XMUBOTHbLIX 0JHO3HAYHO W SBHO CBSA3@H C 0XKUAAEMbIM MONOXUTENbHbIM
appekTOM LENCTBYIOLLErO BELLECTBA IEKAaPCTBEHHOMO NpenapaTa, KOTOPLIN NPOSBASETCS yBEINYEHNEM
BbI)KMBAEMOCTMW WM COKPALLEHNEM YMCAA OCII0XKHEHWI;

B) NMpW aHanM3e AaHHbIX N0 U3yYeHno HapMaKoOKMHETUKN 1 (hapMaKogNHAMNKN NeKAapPCTBEHHOMO
npenapaTa noJjly4YeHbl pe3yabTaThl, MO3BOJAIOLWME BbIBpaTh 3PPEKTUBHYIO [03Y A8 HE0BEKa.

6. Mpn rocynapCTBEHHON PErUCTPaLIMM NIEKAPCTBEHHOMO NpenapaTa, aBasouerocs kombnHaumen paHee
3aperncTpMpoBaHHbIX JIeKapCTBEHHLIX NpenapaToB 418 MegULMHCKOro NpUMeHeHUs, fonycKaeTcs
BKJIIOYEHME B COCTaB pa3aesia papMakonorn4yeckom, TOKCMKOMOrMYEeCKON JOKYMEHTaUUn 1 pasgena
KJINHNYECKOW OKYMEHTaL MmN BMECTO OTHETa pa3paboTynka o pe3ynbTaTax COBCTBEHHbIX AOKIMHNYECKUX
nccnenoBaHNM EeKapCTBEHHbIX CpeacTB 0630pa Hay4HbIX paboT 0 pe3ynbTaTax AOKANHUYECKUX
NccnenoBaHW NEKAPCTBEHHbIX NMPenapaToB, BXOAALLINX B COCTaB KOMBUHALNN NeKapCTBEHHbIX
npenapaTtos, 1 06 OTCYTCTBMM UX B3aMMOAENCTBNS B O4HOWN SIeKapCTBEHHON hopMe.

7. MUHNCTEPCTBO NPY OCYLLLECTBAEHNN FOCYAapCTBEHHON PErMCTPaLINN JIEKAPCTBEHHbIX NPenapaToB B
Cnyyvasx, yKa3aHHbIX B MYHKTe 4 HACTOSALLEro 4OKYMEHTa, YCTaHaBAMBAET Npu HEO6XOAMMOCTM OOHO UK
HECKOJIbKO CneayoLnx yCcoBun:

a) BBeAEeHMe OrpaHNYeHn No NPUMEHEHNIO NEKAPCTBEHHOMO NpenapaTa Aas ero 6esonacHoro
NpPUMeHeHNs;

6) BHeCeHWe cBeAeHNn B eAUHYI0 rOCYAapCTBEHHYO MH(OPMALIMOHHYIO CUCTEMY B cdhepe
3[1paBOOXPaHEHUS O KaXK0M (haKTe NPUMEHEHUSA MMYHOBUOIOrMYECKOro JIeKapCTBEHHOr O NnpenapaTa,
NPUMEHSEeMOro Asa NPoMUIakTUKN HOBOW KOPOHABMPYCHON UHEKLNN;

B) 06543aTeNbHOCTb NPOBEAEHNSA NOCTPErMCTPALMOHHBIX KIMHUYECKMX NCCef0BaHNIA, pe3ynbTaThbl
KOTOPbIX ABAAOTCA OCHOBAHWEM AJ15 OLLEHKWN OTHOLLEHMS 0XKUAAEMOW M0Jb3bl K BO3MOXXHOMY PUCKY
NPUMEHEHNS NIeKapCTBEHHOr0 npenapaTa nNpu NOATBEPXXAEHUN ero rocygapCTBEHHOW perncTpaumnm,

r) 0693aTeNbHOCTb UCMbITaHWMI KaYeCTBa Kaxx4on cepun (NapTun) NeKapCTBEHHbIX NpenapaToB Ha
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COOTBETCTBUE TpeboBaHMAM, COAEPXKALMMCS B PErMCTPALMOHHOM A0CbE Ha IEKAPCTBEHHLIN Npenapar,
NPOBOAUMBIX aKKPEANTOBAHHLIMW B COOTBETCTBMM C 3aKOHOLaTeNbCTBOM Poccuinckon depepauun 06
aKKpeanTauuny B HaLMOHANbHON CUCTEME aKKpeauTaumumn denepasbHbiMU rocy4apCTBEHHbIMU

B0 LKETHBIMUN YYPEXAEHNAMU, NOABEAOMCTBEHHBIMU MUHNCTEPCTBY 1 PepepanbHON cyxbe no Hag3opy B
chepe 34paBoOOXpaHeHNs, C NpeacTaB/eHNeM B 3TU yYpexaeHns HeobxoamnMoro konmyectsa obpasLos
JIEKAPCTBEHHbIX MPenapaToB, CTaHAapPTHbIX 06pa3LI0B, PeaKTNBOB U MaTeEPNaNoB 1 MHDOPMNPOBAHNEM
Cny>6bl 0 pe3ynbTaTax NPOBEAEHHbIX NCNbITaHUN;

1) TpeboBaHMA K MapKMpPOBKe JIEKApPCTBEHHOrO NpenapaTa;

e) npeacTtasneHne B ®efepancHyto cnyxby No Haf30py B chepe 34paBOOXPaHEHNS, B TOM Yuche ¢
1CMNO/b30BaHNEM CaliTOB B MH(POPMALIMOHHO-TENEKOMMYHUKALNOHHOW ceTu "VIHTepHeT" 1 MoBUbHbIX
NPUIOXKEHWNI, COOBLLIEHN 0 MOBOYHBLIX AENCTBUAX, HEXXENATENbHbIX PeakLnaX, CEPbEe3HbIX
He)xenaTeslbHbIX N HenpeaBUAEHHbIX HeXeNaTebHbIX PeakLmax npu NpUMeHeHUn NeKapCTBEHHOMO
npenapata, 06 0COBEHHOCTAX ero B3aMMOAEeNCTBMA C APYrMMUN IEKapCTBEHHLIMM NpenapaTamu,
WHOVBUAYANbHON HEMEPEHOCMMOCTH, a TakxXe 06 UHbIX hakTax 1 06CToATeNnbLCTBaxX, NPeacTaBAAOLLNX
YrpO3Yy XXW3HW WK 300POBbLI0 HYESI0BEKA WM BANAIOWMX Ha M3MEHEHME OTHOLLEHMS OXXNOAEMOWN MOJb3bl K
BO3MOXXHOMY PUCKY NMPUMEHEHMNA IEKAPCTBEHHOMO NpenapaTa W BbiBAEHHbIX Ha BCeX 3Tanax obpalueHus.
(JononHeHne noanyHKTOM - MNocTaHoBseHUe MpaBuTenscTBa Poccuinckon ®epepaumm ot 01.09.2020 Ne
1333)

8. MocypapcTBeHHasn peructpaumns iekapCTBEHHOI0 npenapaTa oCyLWeCcTBAAeTC MUHUCTEPCTBOM B CPOK,
He npesbiwatowmin 20 paboynx gHen co AHSA NOCTYMSIEHUS 3a8BAEHNA U JOKYMEHTOB, YKa3aHHbIX B MyHKTax
3 1 4 HacToALLEero AOKYMeHTa.

9. MMHUCTEPCTBO B TeyeHue 2 paboymx LHEN Co AHA NOCTYNAEHNS 3a8BeHNA U LOKYMEHTOB,
npefycMOTPEHHbIX MYHKTaMU 3 1 4 HacTOALWEro JOKYMEHTa, OCYLLeCcTBASeT caelyowmne MeponpuaTus:
a) NPOBOAUT NPOBEPKY KOMMIEKTHOCTM NPEeACTaBEHHbIX JOKYMEHTOB;

6) NPYHMMAET peLleHne 0 BblAayve 3KCNEPTHOMY YYPEeXXOAEHMIO, YKa3aHHOMY B CTaTbe 15 PenepasibHOro
3aKoHa "06 obpallueHnmn neKapCTBEHHbLIX CPeACTB" (Lanee - IKCNepPTHOE yYpeXKLeHne), 3afaHns Ha
npoBefeHne 3KCNepTM3bl KaYeCTBa JIEKAPCTBEHHOIO CPeACcTBa U IKCMEPTM3bl OTHOLLIEHUS 0XKMNLAEMOMN
MOb3bl K BO3MOXKHOMY PUCKY MPUMEHEHNS NIeKapCTBEHHOr 0 NpenapaTa;

B) MPUHMMAET peLleHre 0 NPOBEeAEHNN STUYECKON SKCNepPTuU3bl;

r) yBeOMASIET 3ad9BMUTENS B MUCbMEHHON hopMe u (nnn) B hopMe 31EKTPOHHOIO0 JOKYMEHTA O NMPUHATOM
peleHnn n HeobxoAMMOCTH NpeacTaBAeHUS B IKCNEPTHOE yupexaeHne 06pa3LoB IeKapCTBEHHOMO
npenapata, 06pa3LoB hapMaLEeBTMYECKON CyBCTaHUUN, TECT-LTaMMOB MUKPOOPTraHN3MOB, KybTypbl
KNleToK, 06pa3L 0B BELLECTB;

[l) HanpaB/iseT COOTBETCTBYIOLLEE 3ajaHMe B IKCNEPTHOE YUYPEXAEHME U COBET N0 ITUKE.

10. [JonyckaeTcs UCKYeHne NpoBeaeHNs 3KCNepTM3bl Ka4eCTBa JIeKapCTBEHHOro CpelcTBa U
9KCMepTU3bl OTHOLLEHUS 0XXNAAEMON NOJb3bl K BO3MOXXHOMY PUCKY NMPUMEHEHUS IeKapCTBEHHOI0
npernapaTta B OTHOLUEHMMN NeKAPCTBEHHbIX MPenapaToB, 3aperncTpMpPoBaHHbIX B yCTaHOBAEHHOM NOpPAAKe B
rocygapcTsax - YneHax EBponenckoro cotosa, B CoeMHeHHbIx LWTaTax AMepuKkn, KaHage nam nHoM
rocyfapCTBe Mo MNepeyHio, ycTaHoBAEHHOMY MUHUCTEPCTBOM. [0CyAapCTBEHHAsA perncTpauns Takmx
NEKapPCTBEHHbIX MpenapaToB ocyLwecTBAAeTCA MUHNCTEPCTBOM B TedeHne 5 paboynx gHeln co aHA
NOCTYMNNEHNS 3aABNEHUSA U LOKYMEHTOB, NPefyCMOTPEHHbIX MyHKTaMM 3 1 4 HaCTOALLEero JOKYMEHTa.
JlekapcTBeHHble NpenapaThbl, 3aperncTpupoBaHHbIe C y4eTOM AAaHHOM0 NONOXKEHWS, NoanexxaT
nocepunHoMy BeIBOPOYHOMY KOHTPOJIIO Ka4yeCTBa JIeKapCTBEHHbIX CPEACTB B COOTBETCTBUM C
3aKoHo4aTenbCTBOM Poccuiickon ®enepaumm C 0b6s3aTenbHbIM NPOBEAEHNEM MOCTPErNCTPALIMOHHBIX
KJVHNYECKNX NCCIe[0BAHNIA, pe3ybTaTbl KOTOPbIX SBAATCA OCHOBAaHMEM A9 OLEHKUN OTHOLIEHMNS
0XMAaeMoN Nob3bl K BO3MOXHOMY PUCKY NMPUMEHEHNS TaKUX NeKapCTBEHHbIX NpenapaTos.

11. OKcnepTmM3bl IEKAPCTBEHHOr O NpenapaTa NPOBOAATCS KOMUCCUMEN 3KCNEPTOB IKCMEPTHOro
yupexaeHus, KoTopas Ha3HayeHa ero pykosoamTesieM. B coctaB KOMUCCUM MO peLUeHuIo PYKOBOAUTENS
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3KCMEPTHOr0 yYpeXKAEHNS MOTYT ObiTb BK/OYEHBI B KAYECTBE 3KCMEPTOB /LA, He paboTatoline B AaHHOM
3KCMEPTHOM YUYpeXXAEHUN, €CAN UX CNelnabHble 3HaHMA HeobXoAUMbI 419 MPOBEAEHNS IKCNEPTU3bI U
TaKune 3KCnepTbl OTCYTCTBYIOT B JAHHOM 3KCMNEpPTHOM yypexaeHun. NpoBegeHmne skcnepTuns
JIeKapCTBEHHOro npenapaTa (MX YacTen) MoXXeT OCYLLeCTBAATHCA B MOMELLEHUAX C UCMOb30BaHNEM
obopynoBaHus 3a98MTeNa UK pa3paboTyHnKa NekapCTBEHHOrO nNpenapaTa.

12. DKCnepTHOE yuYpexxaeHune B CPOK, He NMpeBblatoWwmii 15 paboymx OHeER Co AHA NOJyYeHUs 3a4aHns
MWHWCTEPCTBa, YKa3aHHOro B NOANYyHKTe "6" nyHKTa 9 HacToslero LOKYMeHTa, obecneynsaeT:

a) NpoBeAeHMe 3KCNepTN3bl Ka4yecTBa JIEKAPCTBEHHOIO CPeACTBa M 3KCNEPTU3bl OTHOLLEHNA OXXUZAEMON
NoJib3bl K BO3MOXXHOMY PUCKY NPUMEHEHNS NeKapCTBEHHOM O Npenapara;

6) ohopMneHne KoMMccuen 3KCNepToB 3aK0YeHNA MO pe3ynbTaTaM NPOBeLEeHHbIX IKCMepTU3bl KayecTBa
JIeKapCTBEHHOI0 CPeACTBa U 3KCNEePTU3bl OTHOLLEHNA 0XXUAAEMON NOJIb3bl K BO3MOXHOMY PUCKY
NPYMEHEHUS IeKapCTBEHHOr o npenapaTa no opMe, yTBEPXAEHHON MUHNCTEPCTBOM, U ero HarnpasiaeHne
B MUHMCTEpPCTBO.

13. B c/iydae HefoCTaTOYHOCTM NpeacTaB/ieHHbIX MaTepuasos 415 NPOBeAEeHNS 3KCMepTU3 3KCnepTHoe
yYpexaeHue HanpaBaseT COOTBETCTBYOLWMNIA 3anpoc B MUHUCTEPCTBO, KOTOPOEe B TedeHne 2 paboyunx gHen
CO [IHA ero NoCTynaeHNs HanpaBASET 3as9BUTENI0 3aNpPoC 0 NpeacTaBAeHUN HEOBX0AUMBIX MaTepPNanos,
KOTOpPbIN MOXET BbITb NepefaH 3a8BMTEN0 IMYHO NOA PaCcrMCKy, HarnpaB/ieH No NoYTe 3aKasHbIM NMUCbMOM
nnn nepepaH B 3JIEKTPOHHOW hopMe MO TENEKOMMYHMKALMOHHBIM KaHaflaM CBS3U. 3asBuTenb 0653aH
NpeacTaBMTb OTBET Ha 3anpoc MMHUCTEPCTBA B CPOK, He npeBbiwatolmin 10 paboynx gHeln co AHA ero
noayyeHust. MUHNCTEPCTBO B TeYeHMe 2 paboynx OHEN CO AHA NOCTYMJIEHNSA OT 3asABMTENS OTBETA
HanpasJifeT ero B 3KCNepTHOe y4pexaeHue.

B cnyyae HenpeacTasaeHus no nctedeHnn 10 paboymx fHen 3asBuTeneM oTBeTa Ha 3anpoc MnHMCTepCTBO
B TeyeHune 2 paboyunx gHen HanpaBAseT B IKCMEPTHOE yYpexAeHne yBeAOMIEHNE O HEMpeACTaBNEHUN
3asBUTESNIEM OTBETA.

Bpemsa co oHA HanpasneHus 3anpoca MuHUCTepCTBa 0 AHA NOJIYYEHUS Ha HEro OTBETa 3adABUTENS He
YYUTBIBAETCH MPU UCHUCSIEHUN CPOKa MPOBEAEHNS IKCNEPTU3 JIeKapCTBEHHOM 0 rnpenapaTa, yKa3aHHoro B
ab3aue nepeoM nNyHKTa 12 HaCTOALWEro AJOKYMEHTa.

14. MUHUCTEPCTBO B CPOK, HE NPEeBbILLAOLLMIA 2 paboyumx OHEN CO AHA NONYYEHNS 3aKOYEHUS KOMUCCUM
3KCMepTOB 1 3aKJIYEHNA COBETa MO 3TUKE:

OCYLLEeCTBAET OLEHKY 3aKN0HeHU 05 onpefesieHns MX COOTBETCTBMA 3aaHMAM Ha npoBefeHne
3KCMNepTn3 IeKapCTBEHHOr o npenaparTa;

NPVHUMAaET peLLEeHNe 0 roCyAapCTBEHHOW PErMCTpaLny NEKapCTBEHHOr0 NpenapaTa uam ob oTkase B
roCyfapCTBEHHOW perncTpaunn JekapCTBeHHOro npenapaTa, yBe4oMseT 3aaBUTENS O NPUHATOM
peleHnn Ha ByMaxHOM HocuTene 1 (Uan) B BULE NIEKTPOHHOIrO JOKYMEHTA, BblAAeT 3a9BUTE0
perncTpaumoHHOe yOOCTOBEPEHME CO CPOKOM AencTBuS Ao 1 aHBapsa 2036 r., cornacoBaHHbIe
HOPMAaTMBHYIO OOKYMEHTaLMIO, UHCTPYKLMIO MO MPUMEHEHWI0 NEKapCTBEHHOr 0 npenapaTta U MakeTbl
NEPBUYHON YNaKOBKW 1 BTOPUYHOW (NOTPEBMTENLCKOM) YNaKOBKM C YKa3aHMEM Ha HUX HoMepa
perncTpaLmoHHOro yoCTOBEpeHus NeKapCTBEHHOr0 npenapaTa 1 AaTbl ero rocyaapCTBeHHOM
perncTpaumm.

3a BblAayvy permcTpaLmoHHOro yAoCTOBEPEHNS IeKapCTBEHHOM0 NpenapaTa B3MMaeTCa rocyaapCTBeHHas
MOLUSIMHA B COOTBETCTBMU C HAJI0rOBbIM 3aKOHO4aTeIbCTBOM Poccuinckon depepauun.

15. OcHOBaHUAMYK AN5 0TKa3a B roCyAapCTBEHHOW perncTpaunmn nekapCTBEHHOro npenapaTa sABAATCA:
a) HenpefcTaBneHVe 3a8BUTENIEM LOKYMEHTOB, YKa3aHHbIX B MyHKTEe 3 HacTOsLLEero LOKyMeHTa;

6) HecooTBeTCTBME 3a8BJIEHHOI0 Ha rOCYAAPCTBEHHYIO perncTpaLmio 1eKapCTBEHHOMo npenapaTta
YCNOBUAM U LLeSIAM, NPeayCMOTPEHHbLIM MYHKTOM 1 HaCTOALEro JOKYMEHTa;

B) Ha/IM4Me 3aKJI0YEHNS KOMUCCUM IKCNEPTOB 1 (1K) 3aKN04eHNs COBETa Mo 3TUKE 0 HEBO3MOXHOCTH
roCyfapCTBEHHOW perncTpaunmn NekapCcTBeHHOro npenapaTa, NpefHa3HavYeHHoro Aasa NpMMeHeHns B
YC/IOBUSIX Ype3Bbl4YaHOM CUTYaL MK,
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16. CBeieHNs1 0 roCcy4apCTBEHHOW PerncTpauum nekapCTBEHHbIX MPenapaToB BHOCATCS B
rOCyLapCTBEHHbIA PeecTp IeKapCTBEHHbLIX CPeACTB B COOTBETCTBUM C TpebOBaHUAMMN 3aKOHOAATENbCTBA
Poccuinckon ®egepaumm 06 obpalleHnn nekapCcTBEHHbIX CPeacTB.

17. MUHUCTEPCTBO B TeYeHMe 3 paboumnx OHeN NPpUHUMAET pelleHne 06 oTMeHe rocyaapCTBEHHOW
perncTpawummn 1ekapcTBEHHOro npenapaTa A0 UCTEeYeHMs YKa3aHHOro B MyHKTe 14 HacTosLWwero JOKyMeHTa
CPOKa AenCTBMA PermcTpaLMoHHOro yA0CTOBEPEHNS NPU NOCTYNAeHUN B MUHUCTEPCTBO OT
YNOHOMOYEHHbIX (hefepalibHbiX OpraHoB UCMOHUTENLHOW BAACTU CBEAEHUNA, NOATBEPXAAOLNX (aKT
HecobaoaeHna gep)xaTenem uanm BnagesibLuem perncTpaunoHHOro yaoCcToBEPEHMS IeEKapCTBEHHOIO
npenapaTta WM ynoaHOMOYEHHbLIM UM OPYTMM IOPUANYECKMM NINLLOM YCI0BUI, NPEAYCMOTPEHHbIX MYHKTOM
7 HacToOALLEero JOKYMEHTa, a TakXXe npu nofade fepxatenem uav BnagesbLeM perucTpaloHHOro
YyO0CTOBEPEHMA SIeKapCTBEHHOro NpenapaTta UM ynosHOMOYEHHbIM UM APYT UM IOPULNYECKAM JINLLOM
3aaBneHns 06 oTMeHe rocyapCTBEHHOWN perncTpauny NeKapCTBEHHOMO NpenaparTa.

MWHMCTEPCTBO YBEAOMASET O MPUHATOM pelleHnn 06 0TMEHe rocyAapCTBEHHON perncTpaumm
NEeKapCTBEHHOro NpenapaTta 3asaBuTens B hOpMe INEKTPOHHOr0 LOKYMEHTa, MOANUCAHHOMO 3/IEKTPOHHON
KBaJIM(PULMPOBAHHON MOAMMNCHIO, U BHOCUT AaHHble B FOCYAapCTBEHHLIN peecTp NeKapCTBEHHbIX CPeACTB
AN MeANLUHCKOr0 MPUMEHEHNS.

(MyHKT B pefakuum MNocTaHoBneHUs MNpasuTenscTsa Poccuiickon ®epepaumm ot 01.09.2020 Ne 1333)

17'. BHeCceHne N3MEHEHWI B JOKYMEHTbI, COAEPKALLMECH B PErMCTPALIMOHHOM OOChE Ha
3aperncTpUpOBaHHbLIA B COOTBETCTBMM C HACTOALLMM AOKYMEHTOM NEKAPCTBEHHLIN Npenapar,
OCYLLECTBIAETCA B COOTBETCTBMM CO CTaTben 30 PenepanbHOro 3akoHa "O6 obpalleHnn NeKapCTBEHHbIX
CpencTB”, 3a UCKJIIOYEHNEM CyYaeB, YCTAHOBJIEHHbIX NyHKTaMy 1711 - 171,10 HacTosWwero 4OKYMeHTa.
Mpn NPUHATUN MUHUCTEPCTBOM pELLIEHNS 0 BHECEHUN U3MEHEHMWI B LOKYMEHThI, CoAepKaLlinecs B
PerncTpaLmoHHOM A0CbE Ha UMMYHOBNONOrMYeCKMI NeKapCTBEHHbIV NpenapaT, NPUMEHSAEMbIN 415
NPOUIAKTUKNA HOBOW KOPOHABUPYCHON UH(EKLMM, B HaCTU YBEINYEHUS CPOKA FOAHOCTM
MMMYHOBVOMOrMYECKOro IEKapPCTBEHHOMO NpenapaTa AonyckaeTcs obpalleHne cepuii Takoro
MMMYHOBMONOrMY4ECKOro IEKapCTBEHHOMO NpenapaTa A0 UCTeYeHUs BHOBb YCTAHOBNEHHOMO CPOKa
roaHocTn 6e3 n3MeHeHns ero NepBUYHON (BTOPNYHOW) YNAKOBKMW, NPOMN3BEAEHHbIX 40 AaTbl MPUHATUS
YKa3aHHOro peweHns MUHUCTEPCTBOM, MU YCIAOBUW, 4TO 3TU CEPUN NPON3BEAEHLI, TPAHCMOPTUPYIOTCS U
XPaHATCA C y4eToM TpeboBaHMN, COAEPXKALUNXCS B PErMCTPALMOHHOM A0Che Ha 3TOT
MMMYHOBMONOrMYeCKUn NeKapCTBEHHBIN NpenapaT. ([lononHeHne ab3alem - [locTaHOBNEHNE
MpaBuTenbcTBa Poccuinckon Pepepaumm oT 30.12.2021 Ne 2575)

(dononHeHne NyHKTOM - [TocTaHoBneHMe MpaBuTtenscTBa Poccuinckon ®egepauum ot 01.09.2020 Ne 1333)
1711, 1na BHECEHNS U3MEHEHWNI B JOKYMEHTLI, COAEPXKaLLMecs B perncTpaumnoHHOM 4OCbE Ha
NMMYHOBMONOrMYeCKNA NeKapCTBEHHbIN NpenapaT, NpUMeHseMbln A5 NPOMUIaKTUKN HOBOW
KOPOHaBUPYCHON MHMEKLMW, B HaCTU CMEHbl aHTUMEHHOr 0 (LUTaMMOBOIr0) CoOCTaBa AepxxaTesb uiu
BnafeneL perncTpaunoHHOro yaoCToBEpPeHUs NEKapCTBEHHOrO NpenapaTta npeacTasnseT B MUHNCTEpPCTBO
cnegyoline LOKyMeHTbI:

a) 3aABaeHne 0 BHECEHUN N3MEHEHWI B LOKYMEHTbI, COAEepXallMecs B perucTpaLMoHHOM AOCbE Ha
3apernucTpuMpoBaHHbIA eKapCTBEHHbIN NpenapaT A58 MeQULMHCKOro NpUMeEHeHNs, No hopme,
npenycMoTpeHHON YacTbio 1 cTaTbm 30 PenepanbHOro 3akoHa "06 obpalleHnn nekapCTBEHHbIX CPeacTB";
6) ckoppekTMpoBaHHas HOpMaTMBHAsA LOKYMEHTaUUsS Ha UMMYHOOUONOrMYECKNIA IeKapCTBEHHbI
npenapaT, NPUMEHSIEMbIA 419 NPOMUNIAKTUKA HOBOW KOPOHABUPYCHOW NHDEKLINN;

B) pe3yibTaTbl AOKANHUYECKUX NCCNEA0BAHUIA MPOTEKTUBHOM I(PHEKTUBHOCTY 1M Be30nacHoCTY;

) pe3ynbTaTbl OLLEHKN PEaKTOreHHOCTU N UMMYHOr€HHOCTU MMMYHOBMO0M0rNYeCcKoro eKapCTBEHHOo
npenapaTta, NPUMEHSEMOro AN NPOMPUIAKTUKN HOBOW KOPOHABMPYCHOW MHeKLNK (C y4acTUEM He MeHee
50 380poBbIX 06POBOLLEB), KOTOPbLIE MOTYT BbITh NONy4YeHbl 6e3 yTBEpXXAEHWNA NPOTOKONa ANd
NpoBefeHNs KJIMHNYECKUX NCCNef0BaHNi;

L) FrapaHTMNHOE MNCbMO O NPOBEAEHUW KIIMHNYECKOr0 UCCef0BaHmNs C Liefbio LeMOHCTpaLum
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3hheKTUBHOCTM 1 6€30MaCHOCTU MMMYHOBMONOrNYECKOro IEKAPCTBEHHOMO NpenapaTa, NPMMEHAEMOr0
AN5 NPOPUNAKTUKN HOBOW KOPOHABUPYCHOW MH(EKL MM NMPOTUB HOBOIO WTaMMa BUpYyca, B nepuog nocne
yTBEPXAEHMSA N3MEHEHNS, KaCaloLwerocs HOBOro aHTUreHHOro (LITaMMOBOr0) COCTaBa;

e) cBefieHns 06 ynnaTe rocyaapCTBEHHOW MOLLIMHBI 3@ BHECEHWE B AOKYMEHTbI, COAEPXallnecs B
perncTpaumMoHHOM LOCbe Ha 3apernCcTpPMpPOBaHHbIN IEKAPCTBEHHbIV NpenapaT 419 MeANLUHCKOro
NPVMEHEHUS, U3MEHEHUN, TPebyLWNX NPOBEAEHNS SKCNEPTM3bl JIeKaPCTBEHHLIX CPEACTB B 4acTu
3KCMepTU3bl Ka4eCcTBa IEKAPCTBEHHOMO CPeACTBa W (MK) 3KCNEPTU3bl OTHOLLIEHNS 0XKNAAEMOW MOMb3bl K
BO3MO>XHOMY PUCKY MPUMEHEHMNA NIeKapCTBEHHOI0 NpenapaTta 419 MeANLUHCKOro MpMMeHeHns
(COOTBETCTBYIOLWMIA OKYMEHT, MOATBEPXKAAIOLLMI YNNaTy roCyfapCTBEHHOW MOLLIMHBI, KOMWUS Takoro
LOKYMEHTa WK MHOE).

(OdononHeHne nyHKTOM - [TocTaHoBAeHMe MpasutenscTea Poccminckon ®epgepaumnm ot 30.12.2022 Ne 2537)
1712, B TeyveHne 3 paboymx OHeN CO AHA NPUHATUA GOKYMEHTOB, yKa3aHHbIX B MyHKTe 171! HacTosAWwero
[OKyMeHTa, MMHUCTepCTBO:

a) NpoBOAUT NPOBEPKY MOJSIHOTHI CBEAEHMNI, COAEPXKALLMXCA B MPEACTABJIEHHbIX 3adBMTENIEM OOKYMEHTAX;
6) NnpuHUMaeT pelLeHne o npoeefeHnn nam ob oTKkase B NPOBEAEHNN IKCNEPTU3bl Ka4ecTBa
JIeKapCTBEHHbIX CPEACTB U (MK) 3KCNEepTU3bl OTHOLIEHNS 0XKNAAEMOW NOJIb3bl K BO3MOXHOMY PUCKY
NPUMeHeHUs JIeKapCTBEHHOr 0 npenapaTa. B ciydyae npuHATHA pelieHmnsa 0 NpoBegeHNI 3KCNepTu3bl
KayecTBa JIeKapCTBEHHbIX CPEACTB U (MAKN) 3KCNEePTU3bl OTHOLLEHNS 0XXNAAEMON NOJIb3bl K BO3MOXHOMY
pUCKY MPUMEHEHNSA NEKAPCTBEHHOMO NpenapaTa BblAaeT 3KCMNEPTHOMY YYpeXXAEeHUI0 COOTBETCTBYOLWEee
3adaHuve;

B) YBELLOMASET B NUCbMEHHON popMe 1 (1in) B (popMe 3NEeKTPOHHOr0 JOKYMEHTa 3as8BUTENA U SKCMEepTHOe
yYpexaeHue o NPUHATOM pelleHnn. B ciyvae NpuHATMA pelleHmns 06 oTKase B MPOBELEHNMN IKCMEPTU3bI
KayecTBa JIeKapCTBEHHbIX CPEACTB U (MAKN) 3KCNepTU3bl OTHOLLEHNS 0XXUAAEMON MOJIb3bl K BO3MOXHOMY
PUCKY MPUMEHEHNSA NEeKapPCTBEHHOr0 NpenapaTa MMHUCTEPCTBO YKa3blBAaET NPUYMHBI TaKOro 0TKasa.
(OdononHeHne NyHKTOM - [TocTaHoBAeHMe MpaButenscTBa Poccuinckon ®epgepauunm ot 30.12.2022 Ne 2537)
1713, B clyvae BbISIBJIEHWUSA HEJOCTOBEPHOCTU U (MAKN) HELOCTATOYHOCTM MHGOPMaLMK, COOEpPXKaLLEenCs B
npeacTaBAeHHbIX 3a89BUTENEM AOKYMeHTax, MMHUCTEPCTBO HanpaBaseT 3ad9BUTEN0 3anpoc 06 yTo4YHeHUN
yKa3aHHON UHdopMaLun. 3anpoc MMHUCTEPCTBa MOXKET ObITh NepefaH YNoJHOMOYEHHOMY NPeACTaBUTENIO
3a9BUTENA IMYHO NOL PACNUCKY, HAaMpPaBJ/eH MO NoYTe 3aKa3HbIM MUCbMOM UK NepefaH B 3/1eKTPOHHON
hopMe No TesNIeKOMMYHMKaLMOHHBIM KaHanam CBA3u. B cnyvae HanpasneHnsa 3anpoca MMHUCTepCTBa No
NnoyTe 3aKa3HbIM MMCbMOM OH CHMTAETCS MOJIYYEHHbIM MO UCTeYeHUN 6 AHEN CO OHSA HanpaBieHus
3aKa3Horo nucbMma. ([JononHeHme NyHKTOM - lNocTaHoBseHMe MpaBuTenbCTBa Poccuinckon demepaunmm ot
30.12.2022 Ne 2537)

1714, 3assutens obsa3aH NpeAcTaBUTh OTBET Ha 3anNpoc MUHUCTEPCTBA B CPOK, HE MPEBbILAOWMA 3
paboumnx oHen co gHA ero nonyyeHns. Cpok, yKasaHHbIA B MyHKTe 1713 HacTosALWEro 4OKyMeHTa,
NPUOCTaHaBIMBAETCA CO AHA HaNpPaB/eHUs 3aaBUTEN0 3anpoca MMHUCTEPCTBA A0 AHS MONYYEHUSA UM
COOTBETCTBYHIOLLEro OTBETA M HE YHUTbLIBAETCS NPU UCHNCIEHUN CPOKA BHECEHUS N3MEHEHUI B OKYMEHTHI,
copepalmecs B permcTpaunmoHHOM A0CbE Ha MMMYHOBNONOrMYEeCKNIA IEKAapPCTBEHHbIM Npenapar,
npuMeHseMbli 4as NPOPUIAKTUKA HOBOW KOPOHABMPYCHON UHMDEKL MM, B HAaCTN CMEHbl aHTUIeHHOr 0
(wTammoBoro) coctasa. (JonosHeHWe NyHKTOM - [ocTaHoBeHMe MNpaBuTenbcTBa Poccninckon ®degepaumm
o7 30.12.2022 Ne 2537)

171.5. OcHOBaHMEM OJ19 OTKa3a B MPOBEAEHUMN SKCMEPTU3bl Ka4eCTBa JIEKAPCTBEHHbIX CPeACTB 1 (1nn)
3KCMEepPTU3bl OTHOLLIEHNSA 0XKMAAEMOW MOMb3bl K BO3MOXXHOMY PUCKY NMPUMEHEHMNS NIEKAaPCTBEHHOI 0
npenapaTa ABNAeTCA NpeacTaB/eHNne JOKYMEHTOB, YKa3aHHbIX B MyHKTe 171! HacToAWero AOKYMEHTa, B
HenonHoM obbeme, OTCYTCTBUE MHOPMaLMK, NOATBEPXKAAOLWEN (haKT ynnaTbl FOCyAapCTBEHHON
MOLU/INHBI 3@ BHECEHUSA N3MEHEHWI B JOKYMEHTbI, CoAep Kallnecs B perncTpaunoHHOM OCbe Ha
3apernucTpupoBaHHbIA IeKapCTBEHHbIN NpenapaT 458 MegULWHCKOr0 NPUMEHEHNS, U3MEHEHWNA,
TpebyloWwmx NpoBeaeHN SKCNEPTM3bl IEKAPCTBEHHbIX CPEACTB B HacTW 3KCMepTM3bl KavyecTBa
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JIeKapCTBEHHOr0 CPeacTBa U (Un) 3KCNEPTU3bl OTHOLLEHWSA OXXUGAEMON MOJIb3bl K BO3MOXXHOMY PUCKY
NPYMEHEHUS NeKapCTBEHHOr 0 NpenapaTa A1 MeLULMHCKOro npuMeHeHns, nubo HenpeacTaBneHne
3a5BUTENIEM B YCTAHOBJ/IEHHbI CPOK OTBETA Ha YKa3aHHbIN B MyHKTe 17,3 HacToSLEero 4OKyMeHTa 3anpoc
MWHNCTEPCTBA, @ TakXXe OTCYTCTBME B YKa3aHHbIX OKYMEHTax MH(OpMaLnn, KOTopas AO/MKHa ObITb B HUX
oTpaxeHa. (JononHeHme NyHKTOM - [locTaHoBNeHMWe MpaBuTensCcTBa Poccunckon depepauum oT
30.12.2022 Ne 2537)

171.5. 9kcnepTmn3a KavecTBa IEKapCTBEHHOMO CPEACTBA U (MAK) IKCNEepPTMU3a OTHOLLEHNS 0XXMAaeMON
MOJIb3bl K BO3MOXXHOMY PUCKY MPUMEHEHWNS NeKapCTBEHHOMO nNpenapaTta 4158 MeQULMHCKOro NpUMeHeHNs B
Lenax BHECEHUS U3MEHEHWI B OKYMEHTHI, COAEPKaLLMeCs B PerncTpaLlnmoHHOM f0Cke Ha
NMMYHOBMONOrMYeCKNA NeKapCTBEHHbIN NpenapaT, NpUMeHseMbln A5 NPOMUIaKTUKN HOBOW
KOPOHABMPYCHON UH(MEKLUMNKN, B HaCTWN CMEHbl aHTUFEHHOr O (LUTaMMOBOIr0) COCTaBa NMPOBOANTCA KOMUCCUEN
9KCMEepTOB 3KCMEPTHOr0 y4pexxAeHuns B CPOK, He npesbiwatowmin 10 paboynx gHel. (LonosHeHNE NYHKTOM
- MNocTaHoBneHme MNpaBuTenbcTBa Poccninckon Pepepaunn ot 30.12.2022 Ne 2537)

1717, B cnyyYae HeAOCTaTOYHOCTW NpeAcTaBAEHHbIX IKCMepTY MaTepmanoB N4 Aa4N 3aKN0YEHMS SKCNePT
obpalLaeTcsa K pyKOBOAUTEO IKCMEPTHOro y4YpexxaeHmsa 0 npefocTaBaeHnn emy Heobxoanmbix
MaTepuanoB. PyKoBOAUTENb 3KCMEPTHOrO y4pexaeHns obpallaeTcs ¢ COOTBETCTBYIOLLMM 3aMpoCoM B
MuHuCcTepcTBO. B TeyeHne 2 paboyumx fHEN Co fHA NOCTYNAEHMS 3anpoca PyKOBOAUTENS SKCNEPTHOM o
yypexxaeHns MMHUCTepPCTBO HanpaBigeT 3asaBMTE0 3aMpoc 0 NpeAcTaBAeHMn HeobX0AMMBIX MaTepuanos,
KOTOpPbIN MOXET BbITb NepeaaH YNoAHOMOYEHHOMY MpeAcTaBUTENIO 3aABUTENS IMYHO NMOA Pacruncky,
HanpasJieH MO MoYTe 3aKa3HbIM MUCbMOM UK NepedaH B 3/IeKTPOHHON (POpME MO TeIEKOMMYHMKALNOHHbIM
KaHanam cBa3n. B cnyvyae HanpaBneHns 3anpoca MMHUCTEPCTBa MO NMOYTE 3aKa3HbIM MUCbMOM OH
CYMTAETCS NOSYYEHHbIM MO UCTEYEHWN 6 AHEN CO AHA HanpaB/eHNs 3aKa3Horo NUCbMa 3aaBUTeNIo.
(dononHeHne nyHKTOM - [TocTaHoBAeHMe MMpasuTtenscTea Poccminckon ®egepaumnm ot 30.12.2022 Ne 2537)
1718, 3aaButenb 0693aH NpeacTaBMTb OTBET Ha 3anpoc MMHUCTEPCTBA B CPOK, HE NMPEBbILIAOLWLMA 5
paboynx OHEN Co AHA MONYYEHNS yKa3aHHOro 3anpoca. MMHNCTEPCTBO B TeveHne 3 pabouunx aHen Co OHS
NOCTYMNNEHNS OT 3a8BUTENSA OTBETA Ha 3anpoc MMHMCTEPCTBa HanpaBAseT 3TOT OTBET B IKCNEPTHOE
yypexaeHue. B cnyvae HenpeacTaBieHUs no uctevyeHun 5 paboynx gHen 3asasmtenem oTeeTa Ha
YKa3aHHbIA 3anpoc MMHUCTEPCTBO B Te4yeHne 5 paboymx AHEN HanpaBfseT B 3KCNEPTHOE yYpexaeHune
yBe[OMJIeHNE 0 HenpeLCTaBeHNM 3a9BMTEIEM O0TBETa Ha 3anpoc MuH1cTepcTea. Bpems co AHS
HanpasJieHns 3anpoca MnHNCTepPCTBa A0 AHA MNONYYEHNA IKCMEPTHBIM yYpexAeHMeM 0TBeTa Ha 3anpoc
1nn yBeOMJIEHUS O HEMPEACTaBAEHNM OTBETA Ha 3aMNpoC He YYUTLIBAETCA MPU UCHUCIEHUN CPOKA
npoBeeHNs 3KCMEPTM3bl KAYeCTBa JIEKAPCTBEHHbIX CPEACTB U (MIM) IKCMEPTM3bl OTHOLLEHNS 0XXMAAEMON
M0Jb3bl K BO3MOXHOMY PUCKY MPUMEHEHNS NIeKapCTBEHHOr0 npenapaTa. ([onosHeHne NyHKTOM -
MocTtaHoBneHwue MpaBuTenbcTBa Poccunckon depepaunm ot 30.12.2022 Ne 2537)

171.°. B cpok, He npeBbillatoLWmi 3 paboymx OHEN CO AHA NOJYHEHUS 3aKTIOYEHUS KOMWUCCUW 3KCNEPTOB MO
pe3ynbTaTaM 3KCNepPTU3bl KAa4eCTBa JIEKAPCTBEHHbIX CPEACTB U (MAKN) IKCMEPTU3bl OTHOLLEHMNS 0XXUAAEMON
MoJib3bl K BO3MOXXHOMY PUCKY MPUMEHEHWNs NeKapCTBEHHOro npenapaTta, MMHMCTEpCTBO:

a) OCYLLECTBASET OLLEHKY 3TOro 3aK/l04eHNs ANa ONpeLeneHns ero COOTBETCTBUSA 3a4aHNI0 Ha
npoBefeHNe yYKa3zaHHOW 3KCNepTu3bl (yKasaHHbIX 3KCNepTn3);

6) NPYHMMAET peLleHne 0 BHECEHNN U3MEHEHNIN B OKYMEHTbI, COLEepXXaLunecs B perncTpaulmoHHOM L0Ckbe
Ha UMMYHOBMONOrM4eCKUN NeKapCTBEHHbIV NpenapaT, NPUMeHAeMbIn A5 NPoPUIaKTUKA HOBOR
KOPOHaBWNPYCHOWN MH(EKLMK, B HaCTN CMEHbI @HTUIEHHOrO (LUTaMMOBOr0) COCTaBa Wau 06 0TKa3e BO
BHECEHUN YKa3aHHbIX U3MEHEHWNN;

B) BHOCUT NPU NPUHATUN PELLEHNS O BHECEHUW N3MEHEHWI B OKYMEHTHI, Cogep Kalunecs B
pPerncTpaLmoHHOM A0Cbe Ha UMMYHOBNONOrMYeCKMIn NeKapCTBEHHbIV NpenapaT, NPUMEeHSeMbIN 45
NPOUIAKTMKNA HOBOW KOPOHABUPYCHON UH(EKLIMMW, B HYaCTU CMEHbl aHTUIeHHOro (LUTaMMOBOr0) coCcTaBa
CBeLleHNA B roCyAapCTBEHHbIN peecTp JIekapCTBEHHbIX CPEACTB U BblAaeT 3a8BUTESI0 PerncTpaLoHHoe
yOOCTOBEPEHNE NEKAPCTBEHHOrO NpenapaTa, B C/lyvyae eCc/iv YKa3aHHbIe M3MEeHeHUs 3aTparnBatoT AaHHbIe
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perncTpaumoHHOro yaoCcTOBEPEHNS.
(OdononHeHne nyHKTOM - [TocTaHoBneHMe MpaBuTtenscTBa Poccunckon ®epepaumnm ot 30.12.2022 Ne 2537)
171.%°, OcHOBaHWEM /15 0TKa3a BO BHECEHUM MUHNCTEPCTBOM M3MEHEHMI B OKYMEHTbI, COAEPXaLLMecs B
pPerncTpaLmoHHOM [0Cbe Ha UMMYHOBMOMOrMYECKUA NIEKAPCTBEHHBIN NpenapaT, NPUMEHSEMbIN ANs
NPOoMUNAKTUKN HOBOW KOPOHABUPYCHOW MHGEKLMUN, B 4YaCTWN CMEHbl aHTUIeHHOro (LUTaMMOBOr0) COCTaBa
ABNAETCS 3aK/IIOYEHNE SKCMEPTHOr0 YYPEXAEHNS O BO3MOXKHOCTU CHMKEHNS Be30MacHOCTM, KavyecTBa,
3(pHEKTMBHOCTN NIEKAPCTBEHHOIO CPEACTBA B C/ly4ae BHECEHUS TaKUX U3MeHeHUN. ([lonosiHeHNEe NYHKTOM -
MocTtaHoBneHne MpaBuTenscTBa Poccuinckon depepaunm ot 30.12.2022 Ne 2537)

172. MoaTBEp)XAEHME rocydapCTBEHHON pPerncTpaunm nekapCTBEHHOro NpenapaTa, 3aperncTpMpoBaHHOro
Ha YCJIOBUSX, YKA3aHHbIX B MYHKTE 7 HACTOALLEro OKYMeHTa, OCyLecTBNAeTCS MUHUCTEPCTBOM B CPOK, He
npesbilwatowmn 20 pabounx AHEN CO AHSA NOCTYMNIEHNS 3a9BNEHUS N JOKYMEHTOB, YKa3aHHbIX B MyHKTe 174
HaCTOSALLEro JOKYMEeHTa W NpeAcTaB/eHHbIX He no3aHee 1 gekabpsa 2035 r., Npy BbINOJHEHWMN 3a9BUTESIEM
YC/I0BWW, YCTAHOBAEHHbIX NPU FOCYAapCTBEHHOW perncTpaunmn nekapCcTBeHHOro npenapaTta. (JononHeHne
NyHKTOM - MNocTaHoBsieHUe MpaBuTenscTBa Poccunckon ®epepaumm ot 01.09.2020 Ne 1333)

173, MNoaTBepxAeHne rocyaapCTBEHHOM perncTpauny 1eKapcTBEHHOro NpenapaTa OCyLWeCcTBAAETCA No
pe3ynbTaTaM 3KCNEePTU3bl OTHOLLIEHNS 0XXMAAEMON NMOMb3bl K BOSMOXXHOMY PUCKY NPUMEHEHUS
JIEKapCTBEHHOrO NnpenapaTa Ha OCHOBaHWW Pe3ybTaTOB MOHUTOPUHIa 3hdeKTUBHOCTM 1 Be3onacHOCTK
JIeKapCTBEHHOr0 npenapaTa, NPOBOAMMOro AepXaTeneM Wian BlagenbLemM perncTpaLoHHOro
YO0CTOBEPEHMSA NIEKAPCTBEHHOI0 NpenapaTta b0 YNoAHOMOYEHHBIM MW IOPUANYECKUM JINLIOM, U
LOKYMEHTaLMUN, MOATBEPXKAAIOLLEN BbIMOHEHNE 3a89BUTENEM YCSI0BUI, YCTAHOBAEHHbIX NpU
rocyfapCTBEHHON perncTpaunm nekapCcTBeHHOro npenapata. (JonosHeHne NyHKTOM - [loCTaHOBNEHME
MpaBuTenbcTBa Poccuinckon Pepepaumm ot 01.09.2020 Ne 1333)

174, K 3a51BNIeHNI0 O MOATBEPXXAEHMNM FrOCYJapCTBEHHON perncTpaumm eKapCTBEHHOro npenapaTa
npunaralnTcs:

a) AOKYMEHTHI, CoAep KaLline pe3ysibTaTbl MOHUTOPUHIA 3((HEKTMBHOCTU 1 6H€30MACHOCTY IEKAPCTBEHHOMO
npenapaTa, NPOBEAEHHOr0 AepXXaTenem Unmn BnagenbLemM perncTpaunoHHoOro yaocToBepeHmns
JIeKapCTBEHHOro npenapaTa AMbo ynosHOMOYEHHbIM UMW IOPUANYECKMM NNLOM, N0 hopMe, YTBEP)KAEHHON
MuHuncTepcTBOM;

6) Konua AMUEeH3MM Ha NPOM3BOACTBO JIEKAPCTBEHHLIX CPEACTB UM KOMUS 3aKI0O4EHNSA O COOTBETCTBUN
NPOU3BOANTENS NEKAPCTBEHHbIX CPeAcTB TpeboBaHMAM NPaBU HaaNeXallel NPON3BOACTBEHHON
NPaKTWKN, BblAaHHbIX YNOJHOMOYEHHbIM hefepasbHbIM OPraHOM UCMOIHUTENbHON BAACTW B OTHOLLEHUN
NPOM3BOLACTBEHHONM MJIOLWAAKMN EKapCTBEHHOrO NpenapaTta, rocy4apCcTBeHHasa perncTpauns KoToporo
NnoATBEpPXAaeTCs B C/yvae, ecinm NPon3BOACTBO JIEKAPCTBEHHOIO NpenapaTa OCYLWeCTBASETCS B
Poccuiickon ®epepaumu;

B) KOMNWUS BblAaHHOW YNOJIHOMOYEHHbIM OPraHOM CTPaHbI-NMPON3BOAUTENS NULEH3UN Ha NPON3BOACTBO
JIEKapCTBEHHOrO NnpenapaTa 1 ee NepeBof, Ha PYCCKUA 53blK, 3aBEPEHHbIE B YCTaHOBJIEHHOM MOPSAKe, a
TakXXe KOMns 3aKIl04EeHNS 0 COOTBETCTBUN MPOVN3BOAMNTENS JIEKAaPCTBEHHbLIX CPeACTB TpeboBaHUSM NpaBu
Hag/exallen Npon3BoLACTBEHHOM NPaKTUKK, BblLAaHHOMO YNOJHOMOYEHHLIM (hefepabHbIM OpraHoM
NCNOJIHNTEIbHON BIACTW B OTHOLLUEHMM NPOM3BOACTBEHHOWN MIOLWAAKM NEKApPCTBEHHOrO NpenapaTa,
rocyfapCTBEHHaa perncTpaums KoToporo NoATBEPXKAAETCA, AN KOMUA PELLIEHNS YNOJTHOMOYEHHOI 0
thenepanbHOro opraHa UCMOJIHNTENbHON BIACTW O NPOBELEHNN UHCNEKTUPOBAHNSA NPON3BOAMTENS
JIeKapCTBEHHbIX CPEACTB B C/lyvae, eC/iv Npon3BOACTBO IEKAapPCTBEHHOMO npenapaTa OCyLecTBAsSeT A 3a
npegenamu Poccminckon depepauun;

) B OTHOLWEHNN BMONOrnYecKnx IeKapCTBEHHbIX NPEenapaToB - pe3ybTaTbl MEPONPUATUNA,
npenyCcMOTPEHHbBIX NMAaHOM YNPaB/IeHUs puckamm, pa3paboTaHHbIM AepXxaTeneM U BlagesblLem
perncTpaLmMoHHOro yaooCTOBEPEHUS JIEKAPCTBEHHOr 0 npenapaTa Win yrnoJIHOMOYEHHbBIM UM LPYTUM
IOPUANYECKMM NNLOM NS peasv3auunm yCIoBMin, NpeayCMOTPEHHbIX MYHKTOM 7 HAaCTOALLEro OKYMEHTa;
A) LOKYMEHTbI PerncTpaLmoHHOro 4ocke, Tpebytolme BHECEHNS U3MEHEHWUI B CBA3U C NpOLLeAypo
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NoATBEPXAEHMA rOCYAAaPCTBEHHOW perncTpaunmy nekapCcTBeHHOro npenapaTa;

€) Konua fOKYMeHTa, NOATBEP)XAAOLWEro YNaaTy rocyAapCTBEHHONM MOLLJIMHLI 3@ NOATBEPXKAEHME
roCyfapCTBEHHOW perncTpauumn JekapCTBEHHOro npenapaTa.

(OdononHeHne nyHKTOM - [TocTaHoBAeHMe MpasuTtenscTea Poccunckon ®epepaumnm ot 01.09.2020 Ne 1333)
17°. B TeyeHune 5 paboynx gHen co AHSA NPUHATUS 3aBNEHNS 0 NOATBEP)KAEHNM FrOCYyAapCTBEHHON
perncTpaumm nekapCTBEHHOro npenapata MMHMCTEPCTBO:

a) NpoBOAUT NMPOBEPKY MONHOTHI CBEAEHWI, COOEPXKALLUXCA B NPeACTaB/IEHHbIX 3a89BUTENEM LOKYMEHTAX;
6) NpMHUMaEeT peLueHmne 0 NpoBeaeHnn nam 06 oTkase B NPOBEAEHNN SKCMEPTU3bl OTHOLLEHNS 0XKNOAEMON
MoJib3bl K BO3MOXXHOMY PUCKY NPUMEHEHNS IEKaPCTBEHHOMO NpenapaTa;

B) YBEAOMASAET B 3/IEKTPOHHON (hOopMe U B MUCbMEHHOW (hopMe 3a8BUTENS U IKCMEPTHOE yYpexaeHmne o
NPVHATOM pelleHnn. B cnyvyae npuHATUA pelleHns 06 0TKase B MPOBEAEHUN IKCMEPTM3bl OTHOLLEHNS
0’XXNAAEMON NOJb3bl K BO3MOXHOMY PUCKY NPUMEHEHNS NeKapCTBEHHOr0 npenapaTta MnHUCTEpPCTBO
yKa3blBaeT NPUYMHbI TaKOro O0TKasa.

(OdononHeHne nyHKTOM - [TocTaHoBAeHMe MpaBuTtenscTBa Poccunckon ®epepaumnm ot 01.09.2020 Ne 1333)
176, B cnyyae BbISIBNEHUSA HELOCTOBEPHOCTU U (M) HEAOCTATOYHOCTY NHGOPMaLMK, COAEPKALLENCS B
npencTaBeHHbIX 3aSBUTENEM AOKYMeEHTax, MMHUCTEPCTBO HanpaBaseT 3asBUTENO 3anpoc 06 yToYHEHUN
YKa3aHHON UHopMaLuu.

3anpoc MuHNCTepcTBa MOXET BbITh NepenaH YNoJHOMOYEHHOMY MPeACTaBUTESIO 3aBUTENS JINYHO MOA
pacnuncKy, HanpasJ/ieH Mo NoYTe 3aKa3HbIM MMCbMOM WK NepPefaH B 31IEKTPOHHON (hopMe Mo
Te/NIeKOMMYHMKALMOHHbIM KaHanaM CBA3W. B ciydae HanpasaeHns 3anpoca MuHucTepcTea no noyre
3aKa3HbIM MNCbMOM OH CYUTAETCS MOJYHYEHHbLIM MO UCTEYEHUN 6 OHEN CO AHA HanpaBAEHNS 3aKa3HOro
nucbMa.

(dononHeHne nyHKTOM - [TocTaHoBAeHMe MMpasuTtenscTea Poccminckon ®egepaumnm ot 01.09.2020 Ne 1333)
177, 3aaBuTenb 0653aH NpeaCcTaBUTb OTBET Ha 3anpoc MMHMCTEPCTBa B CPOK, He npeBbiwatowmin 3 paboymx
[Hen co OHA ero nonyyeHus. Cpok, yKasaHHbIN B MyHKTE 172 HaCTOSAWEro AOKYMEHTA,
NPMOCTaHaB/IMBAETCA CO AHA HaNpaB/ieHUs 3a8BUTENIO 3anpoca MUHNCTEePCTBa A0 AHA MONYYEHNUS UM
COOTBETCTBYIOLLEro OTBETA M HE YYUTbLIBAETCS NPU UCHNCIEHUN CPOKa MOATBEPXXAEHNS rOCYAapCTBEHHON
perncTpaumm nekapCTBEHHOro npenapaTa. (JonosHeHne NyHKTOM - [locTaHoBNeHMe [paBUTENLCTBA
Poccuinckon ®egepaumm ot 01.09.2020 Ne 1333)

178. OcHOBaHMEeM AJ19 0TKa3a B NPOBEAEHNM SKCMEPTN3bl OTHOLLEHNS 0XKNOAEMON MOJIb3bl K BO3MOXHOMY
PUCKY NPUMEHEHNS NeKapPCTBEHHOr0 NpenapaTa ABASeTCS NpeAcTaB/ieHNe OOKYMEHTOB, NEPEYNCIIEHHbIX B
NyHKTe 173 HacToALLEro AOKYMeHTa, B HEMOJHOM 06beMe, OTCYTCTBME UHOPMaLUnK, MOATBEPKAAIOLLIEN
(hakT ynnaTbl roCyaapCTBEHHOW MOLUJIMHBI 3@ NOATBEPXKAEHNE rOCYAapCTBEHHOWN perncTpauum
JIeKapCTBEHHOro npenapaTa nbo HenpeacTaBieHMe 3asaBMTENEM B YCTaHOBJIEHHbIN CPOK OTBETa Ha
YKa3aHHbIA B MyHKTEe 17° HacTosAWeEro JOKyMeHTa 3anpoc MMHMCTEPCTBA, a TakXXe OTCYTCTBME B
yKa3aHHbIX fOKYyMeHTax UHopMaLun, KoTopas AoJKHA BbiTb B HUX OTPaXkeHa. ([onosHeHNe NyHKTOM -
MNMocTaHoBneHune MpaBuTenscTBa Poccuinckon Gepepaumm ot 01.09.2020 Ne 1333)

17°. 9KcnepTM3a OTHOLIEHNS 0XXKUAAEMON MOJIb3bl K BO3MOXXHOMY PUCKY MPUMEHEHNS NEKAPCTBEHHOO
npenapaTta 415 MeQULMHCKOro MPYMEHEHNS B LIeSIAX NOATBEP)KAEHNA TOCYAapCTBEHHOW perncTpauum
JIEKApPCTBEHHOrO NnpenapaTa NPOBOANTCS KOMUCCUEN 3KCMEPTOB 3KCMEPTHOrO YUYPEXAEHNS B CPOK, HE
npesbiwaowmnn 10 paboynx gHen. (JononHeHme NyHKTOM - [ocTaHoBNeHMe MpaBUTeNbLCTBa PoCCMCKOM
®epepaumm o1 01.09.2020 Ne 1333)

171°, B cnyvyae HelOoCTaTOYHOCTY NPeACTaB/IeHHbIX 3KCMEPTY MaTepMasnoB a5 Aayn 3aK/04YeHNs SKCnepT
obpallaeTcs K pyKOBOAUTENO SKCMEPTHOrO y4peXAeHNs 0 NpeaoCTaB/eHnn eMy HE06X0AMMbIX
MaTepunanoB. PyKoBOAUTENb 3KCMEPTHOro y4ypexaeHnsa obpallaeTcs C COOTBETCTBYIOLWIMM 3anpoCcom B
MWHNCTEPCTBO, BblAaBLLEE 3afaHNEe Ha NPOBEAEHNE IKCMEPTN3bl OTHOLIEHUS 0XKMAAEMON MOMb3bl K
BO3MOXXHOMY PUCKY MPUMEHEHMNS IeKapCTBEHHOI0 NpenapaTta Ha OCHOBaHUMN JOKYMeHTa, Coaepxallero
pe3ybTaTbl MOHUTOPWHIA 3PHEKTUBHOCTY 1 6€30MacHOCTU SIeKapCTBEHHOrO NpenapaTta, U 4OKYMEHTOB,
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NoATBEPXAAOLWNX BbINOJHEHNE 3a8BUTENIEM YCI0BUIA, YCTAHOBIEHHbIX NPY FOCYAapCTBEHHON
perncTpaumm n1eKapCTBEHHOr0 npenapaTa AN8 MeAMLMHCKOro NpuMeHeHus. B TeveHne 2 paboynx gHen co
AHA NOCTYNJIEHNS 3anpoca PyKOBOANTENA IKCMEPTHOMO y4pexxaeHns MMHMCTepCTBO HanpaBaseT
3a8BUTENI0 3aNpPOC 0 NpeAcTaBAeHUN HEOBXOAUMBLIX MaTEPNanoB, KOTOPLIA MOXET ObiTb NepefaH
YNOJIHOMOYEHHOMY MpeACcTaBUTENI0 3a8BUTENA JINYHO MOL PAcnUCKy, HarnpasJ/ieH no noYTe 3aKasHbIM
MMCbMOM MW NMepeaaH B 3/1eKTPOHHON hopMe Mo TeIeKOMMYHMKALUNOHHbIM KaHanam CBA3un. B ciyyae
HanpasfieHUs 3anpoca MMHUCTepPCTBa NO MNoYTe 3aKa3HbIM NMUCbMOM OH CHUTAETCH MNOJSYYEHHbIM MO
ncTevYeHUn 6 OHen Co AHA HanpaBJ/ieHNS 3aKa3HOro N1cbMa 3aasuTento. (JonosHeHNe NyHKTOM -
MNMocTaHoBneHune MpaBuTenscTBa Poccunckonm Pepepaumm ot 01.09.2020 Ne 1333)

1711, 3aaBuTenb 0693aH NpeACcTaBUTb OTBET Ha 3anpoc MMHUCTEPCTBa B CPOK, HE NPeBbILIAOLWLMIA 5
paboynx OHEN Co AHA MONYyYEeHNS yKa3aHHOro 3anpoca. MMHNCTEPCTBO, BblAaBLUEE 3a4aHMNe Ha
NpoBeAeHNe IKCNEePTM3bl OTHOLLEHNS 0XKMAAEMOW MOJIb3bl K BOSMOXHOMY PUCKY MPUMEHEHMNS
JIEKapCTBEHHOIro NpenapaTa, B TevyeHne 3 pabounx gHen Co OHS NOCTYMNIEHUS OT 3a8BUTENSA OTBETA Ha
3anpoc MUHUCTepPCTBa HanpaB/seT 3TOT OTBET B 3KCMEPTHOe yupexaeHue. B ciyvyae HenpencTassieHUs no
ncteveHun 5 paboynx gHen 3asaBmTeNEM OTBETA Ha YKa3aHHbIN 3anpoc MUHUCTEPCTBO, BblAaBLLIee 3ajaHmne
Ha NpoBeAeHne 3KCNepTU3bl OTHOLLEHNUS OXXUAAEMON MOJIb3bl K BO3MOXHOMY PUCKY MPUMEHEHNS
NeKapCTBEHHOro NpenaparTa, B TedyeHne 5 paboynx gHel HanpaBaseT B IKCNEPTHOE yYpexxaeHue
yBe[oMJIeHMe 0 HenpeacCTaB/eHUN 3adBMTeNeM OTBETa Ha 3anpoc MuHncTepcTea. Bpems co oHA
HanpasJfieHUs 3anpoca MMHUCTepCTBa A0 AHA MONYYEHUS SKCMEPTHBLIM yYpexeHneM oTBeTa Ha 3anpoc
Ny yBeAOMIEHNA O HENPEeACTaBIEHUN OTBETA Ha 3aMpOoC He Y4MThIBAeTCSA MPU UCHUCSIEHUN CPOKa
NpoBeLeHNs 3KCNepPTM3bl OTHOLLIEHUS 0XXKMAAeMOWN MOoJib3bl K BOSMOXHOMY PUCKY NPUMEHEHUS
NeKapCTBEHHOro npenaparta. (JononHeHne NyHKTOM - [ocTaHoBNeHWe MpaBUTeNbLCTBa POCCMICKOW
®epepaumm o1 01.09.2020 Ne 1333)

1712, B cpoK, He npeBblalownin 5 paboynx HeN o AHA NONYYEHUS 3aKIYEHNS KOMUCCMIN SKCNEPTOB NO
pe3yfbTaTaM 3KCMepTU3bl OTHOLWEHNS 0XXUAAEMON NOSIb3bl K BO3MOXHOMY PUCKY NPUMEHEHNS
JleKapCTBEHHOro npenapaTa, MUHUCTEPCTBO:

a) OCYLLEeCTBIAET OLLEHKY 3TOr0 3aK/lo4eHns s onpenesieHns ero CoOoTBETCTBUSA 3a4aHNI0 Ha
npoBefieHne yKaszaHHOW 3KCNepTusbl;

6) NnpyHMMaeT peLleHne 0 NOATBEPXAEHUY FrOCY4apCTBEHHOM perncTpaLnmM nekapCcTBEHHOro npenapaTa
nnn 06 0TKase B NOATBEPKAEHMUN FOCYLAPCTBEHHON PErnCTpaLun IEKapCTBEHHOMO NpenapaTa;

B) BHOCUT NPV MPUHATWMN PELLUEHNS 0 NOATBEPXKXAEHNMN rOCYAapCTBEHHON perncTpaLmm n1ekapcTBEHHOro
npenapaTta CBeAeHWSA B FrOCY4apCTBEHHbIM PEeCTP SIeKapCTBEHHbLIX CPEACTB U BbIAAET 3aA9BUTENIO
perncTpaumoHHoe yA0CTOBEPEHUNE JIeKapCTBEHHOM 0 NpenapaTa co CPOKOM AeNCTBUS 5 neT, HO He no3aHee
1 aHBaps 2036 .

(dononHeHne nyHKTOM - [TocTaHoBAeHMe MMpasuTtenscTea Poccminckon ®egepaumnm ot 01.09.2020 Ne 1333)
17%3. OcHoBaHWeM Ans 0TKa3a B NOATBEPXKAEHWUMN rOCYAapCTBEHHON perncTpaLmm nekapcTBeHHOro
npenapaTa ABAgeTCs peweHne MUHUCTEPCTBA O TOM, YTO PUCK NPUYMHEHNS BpeLa 340P0BbI0 YeloBeKa
BC/Ie4CTBUE NpMeMa JiekapCTBEHHOr 0 npenapaTa npesbiaeT 3NHEKTUBHOCTb ero NpUMeHeHUs.
(LononHeHne NyHKTOM - MNocTaHoBseHUe MpaBuTenbcTBa Poccunckon ®epepaumm ot 01.09.2020 Ne 1333)
1714, B nepuoj nposefeHna npoLenypbl NOATBEP)KAEHNS FOCYAaPCTBEHHON PerncTpauumn 1eKkapCTBeHHOro
npenapata ero obpalleHue B Poccuinckon degepauun He npuocTaHaBanBaeTcs. (JonofHEeHNE NyHKTOM -
MocTaHoBneHune MpaBuTenscTBa Poccunckon Gepepaumm ot 01.09.2020 Ne 1333)

17%. [lonyckaeTcs obpalleHne nekapCTBEHHOMO NpenapaTa, 3aperncTPMpPoOBaAHHOIO B CyYasX, YKa3aHHbIX
B NYHKTE 4 HaCTOSLLEro JOKYMEHTa, 40 UCTEYEHNSA CPOKa FOLHOCTU, NMPON3BEAEHHOro B TedeHune 180
KaJieH4apHbIX OHEeR noce AaTbl NPUHATUSA YMOTHOMOYEHHBLIM (hefepasibHbiM OPraHoOM UCMONHUTESIbHOWN
BNACTW peLleHns 0 NOATBEPXAEHUN roCyapCTBEHHOW perncTpaLnm nekapCcTBEHHOro npenapaTa, B
COOTBETCTBUM C MH(hOPMaLIMeN, COAepKaLLencs B LOKYMeHTax perncTpaunoHHoro 4ocbe Ha
NEeKapCTBEHHbIN NpenapaT A0 AaTbl NPUHATUSA Takoro pewleHus. (JonosHeHne NyHKTOM - [ocTaHOBEHNKE
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MpaBuTenbcTBa Poccninckon ®eagepaumm ot 01.09.2020 Ne 1333)

18. Mpw 4pe3BbI4aHOW CUTYaL MM MUHUCTEPCTBO BhIAAET pa3peLleHme Ha BpeMeHHoe obpalleHne o 1
AHBapa 2036 r. cepum (NapTun) NekapCTBEHHOrO NpenapaTta, He 3aperncTpupoBaHHOro B Poccuinckon
denepaumm 1 paspeLleHHoro A MeguUnNHCKOro NPpMMEeHeHNsa Ha TeppUTopunN MHOCTPaHHbLIX FOCYNapcTB
YMO/HOMOYEHHbIMU OpraHaMm COOTBETCTBYIOLLMX MHOCTPAHHBIX FOCYAAPCTB, @ TakXKe He UMeLoLLEero
3apernucTpupoBaHHbIX B Poccuinckon ®enepauumn aHanoros rno TeM xe OeiCTBYLWeMy BELLeCTBY U
NeKapCcTBeHHOW hopMe nnMbo nMeloLwero aHanoryn 3aperncTpmpoBaHHbix B Poccminckon depepauun
JIeKapCTBEHHbIX NPenapaToB C 0AHVM AEACTBYOLWMUM BELLECTBOM 1 B 04HON NEeKApCTBEHHOW (hopMe,
nporHosnpyemMble 06beMbl NOTPebEHNSA B YC/I0BMAX YPE3BbIYANHON CMTYaLUN KOTOPbIX NMPEeBbILLAtoT
nporHo3unpyemble 06beMbl UX BBO3a WM NPOU3BOACTBa B Poccminckon deaepauum (fanee - paspelleHne Ha
BpeMeHHoe obpalleHue).

19. PaspelueHune Ha BpeMeHHoe obpalleHne BbifaeTcss MMHUCTEPCTBOM Ha OCHOBaHUM 3aK04eHMNS
Me>XBe0MCTBEHHON KOMUCCUWN MO BONPOCY NPUHATUS PELUEHNS O BO3MOXKHOCTU BPEMEHHOIO 0bpalleHus
NEeKapCTBEHHOro NpenapaTta ANs MeAULUHCKOro MPUMEHEHNS, KOTOPLIN NpeAHa3HayveH 4S8 MPUMEHEHNS B
YC/I0BUSIX Ype3Bbl4alHOM CUTyaL MK (anee - Me)xxBegoMCTBEHHAs KOMMCCKA). B coCTaB MeXBeLOMCTBEHHOM
KOMUCCUW BKJIIOYAKOTCS B TOM Yucse npenctasmutenn ®enepanbHoN TaMoXXeHHON cnyxbbl. CocTas
MeXXBEeLOMCTBEHHOW KOMUCCUK, MOJI0OXKEHNE O HEW, NOPALOK ee AesaTeNbHOCTKM, TpeboBaHUs K
KBanMrKaLmmn 1 onbiTy paboTel, NpeabaBAsSEMbIE K SKCNEPTaM MEXBEAOMCTBEHHON KOMUCCKM, NMOPSAL0K
opraHM3auny n pacCMOTPEHNS AOKYMEHTOB, (POPMa 3aKN0HEHNSA MEXBELOMCTBEHHON KOMUCCUM O
BO3MOXXHOCTMW (HEBO3MOXHOCTW) BblAa4n pa3peLleHnst Ha BpeMeHHoe obpallleHne yCTaHaBANBaOTCS
MuHncTepcTBOM,.

20. Ansa nonyyYeHns paspeLleHns Ha BpeMeHHoe obpalleHne iopuanyeckoe nuuo, AencTeylollee B
COBCTBEHHBIX MHTEPECAX WM YNOJIHOMOYEHHOE NPeacTaBAsATb MHTEPECHI APYroro PUANYECcKoro amua,
npeacTasnseT B MUHNCTEPCTBO B (hOPME I/IEKTPOHHOI0 JOKYMEHTa CleAyolne AOKYMEHThI 1 CBEAEHNS:
a) 3asB/IeHMNe 0 BblJaye paspeLleHns Ha BpeMeHHoe obpalleHne, MoANUCaHHOE 3/1eKTPOHHON NOAMUCHIO, B
KOTOPOM YKa3bIBalOTCS:

HavMeHOoBaHWe, agpec 3asBUTENSA U NPOU3BOANTENS NEKAPCTBEHHOrO NpenapaTa A1 MeauLMHCKOro
NpPUMeHEeHNs, CBelleHns 06 Ux perncTpaunn B Ka4ecTBe HasoronaaTesblika B CTPaHe pernctpaumm (ans
POCCUNCKUX IOPUANYECKUX UL, - MOEHTU(MMKALNOHHBIA HOMep Hanoronnatenbwmka (MHH), ona
WNHOCTPaHHbIX IOPUANYECKMX AL, - CTPaHa perncrTpaunm, HauMeHoBaHWe PerncTpupyoLero opraxa,
perncTpaLmoHHbIN HOMEpP, KoL HanoronaaTesblurKa B CTPaHe perucTpaumm (MHKopnopawmum) nam ero
aHasor) n agpec MecTa OCyLeCTBAEHNS NPOM3BOACTBA IEKAPCTBEHHOrO nNpenapaTa (B c/ly4ae Haan4us
HEeCKOJIbKNX Y4aCTHWUKOB npoueccCa ero npomn3soacTtBa HGOGXO)J,VIMO YKa3aTb KaXaoro y4aCtHuKa B
COOTBETCTBUM C OCYLLLECTBASEMONW CTaAnen Npon3BoacTBa);

HavMeHOoBaHVe NeKapCTBEHHOMO nNpenapaTa (MeXxayHapo4Hoe HenaTeHTOBaHHOE, W FpynnupoBOYHOE,
NN XMUMUYECKOe N TOProBoe HauMeHOBaHMWS);

nepeyeHb AeNCTBYOLWMUX N BCNOMOraTesbHbIX BELLECTB, BXOAALWMNX B COCTaB IekapCTBEHHOIro NpenapaTa, C
YKa3aHMEeM KOMYeCTBa KaX4oro us Hux;

JlekapcTBeHHas opma, A03UPOBKa, CNocobbl BBEAEHWSA 1 MPUMEHEHWS, CPOK FOAHOCTY IeEKapCTBEHHOI0
npenapaTa;

thapMakoTepaneBTMYeCcKas rpynna, Kog aHaToOMO-TepaneBTUY4eCKO-XMMNYECKON Knaccugpukaumum,
peKOMeHA0BaHHOM BceMupHoOM opraHn3aumnein 34paBoOXpaHEHNS, 3adBISEMbIE NMOKa3aHMsa 4
NPUMEHEHNS IeKapCTBEHHOr0 NpenapaTa;

PEKBU3UTLI CeEpUN (MapTun), 3asBJIEHHON A5 LieSIEeN NoMyYeHns pa3peLlleHns Ha BpeMeHHoe obpalleHue;
6) 3aBepeHHad B YCTaHOBJIEHHOM MopsagKe Konna OOKyMeHTa Ha PYCCKOM A3blKe, noATBep XX AatoLero
NoAHOMOYME 3a9BMTENA Ha Nofadvy 3a8BIeHNSs O BblAaye pa3peLleHus Ha BpeMeHHoe obpalleHune
JleKapCTBEHHOro npenapaTta (40BEPEHHOCTb);

B) KOMWS BbIAAHHOW YNOAHOMOYEHHbLIM OPraHOM CTPaHbI-NPOM3BOAUTENS JIMLEH3MM Ha NPOM3BOACTBO
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JIeKapCTBEHHOrO npenapaTa 1 ee NepeBoj Ha PYCCKUA A3blK, 3aBEPEHHbIE B YCTaHOBIEHHOM MOPSALKE;

) KOMusa BblAAaHHOIO YNOJIHOMOYEHHbLIM OPraHOM CTPaHbI-MPON3BOAUTENS 3aKJIHOYEHUSA O COOTBETCTBUN
NpOM3BOANTENA JIEKAPCTBEHHbIX CPeACcTB TpeboBaHMAM NpaBM Hagaexxalen NPon3BoACTBEHHON
NPaKTUKN 1 ero NepeBoj Ha PYCCKNI A3blK, 3aBEPEHHbIE B YCTAHOBAEHHOM MOPAAKE;

[l) 3aBEpPEHHbIE B YCTAHOBIEHHOM MOPSAAKE KOMUN AOKYMEHTOB, MOATBEPXKAAOLLMX (aKT perncTpaumm
JleKapCTBEHHOr 0 NpenapaTa 3a npeaenamm Poccunckon Gepepaunn B CTpaHe-nponssoantene n (nam)
CTPaHe - gep)xaTesie permcTpaLMoHHOro ya0CTOBEPEHNS NEKAPCTBEHHOMO NPenapaTa;

€) Konmsa MHCTPYKLMK N0 MEANLIMHCKOMY NMPUMEHEHMIO SIeKapCTBEHHOro NpenapaTa, 0406peHHoN
YMNOJIHOMOYEHHbIM OPraHOM CTPaHbI-MPON3BOAUTENS U (M) CTPaHBbI - AepXaTens perncTpaunoHHoro
YA0CTOBEPEHMS IeKapCTBEHHOI0 NpenapaTa, C 4aTON NociefHero nepecMoTpa 1 ee NepeBos Ha pyCcCKuia
A3bIK, 3aBEPEHHbIE 3asBUTeNEM;

)X) MHbopMauma o hapMaueBTUYECKON CybCcTaHL MM Uan hapMaLeBTMYecknx cybcTaHUmnaX, BXOAALWMX B
COCTaB NEKaAPCTBEHHOrO NpenapaTa;

3) KONns OOKYMeEHTa, yCTaHaBAMBatoWero TpeboBaHMsa K KOHTPOJIO KavyeCcTBa JIEKAapPCTBEHHOMO NpenapaTa
(copepxxaluero cneundmrKaumio 1 onncaHne aHaanTUYeCKUX METOAMNK U NCMbITAHUA WK CCbIIKU Ha HUX, a
TaKXXe COOTBETCTBYIOLLME KPUTEPUMN NPUEMNEMOCTU OS5 YKa3aHHbIX NOKa3aTesNen KavyecTsa), oa0bpeHHOro
YMNOJIHOMOYEHHbIM OPraHOM CTPaHbI-MPON3BOAUTENS M (MK) CTPaHbI - Blagenbua (aepxxatens)
perncTpaumoHHOro yaoCTOBEpPEHNS NeKapCTBEHHOMO NpenapaTa, C AaTon NocjefHero nepecmMoTpa 1 ero
nepeBoj, Ha PYCCKUIA 53blK, 3aBEPEHHbIE 3a8BUTENEM;

1) KONusa OOKyMeHTa 0 CMCTeMe (hapMaKoHaA30pa Bnagebla (aep)xaTens) perncTpauoHHOro
yOOCTOBEPEHMSA NIEKAPCTBEHHOIO NpenapaTa U ero NepeBoj Ha PyCCKUA A3blK, 3aBEPEHHLIE 3a8BUTENEM,
K) NaaH ynpaBAeHns puckaMum 419 1eKapCTBEHHOro npenaparTa;

n) 0630p pe3yNbTaTOB AOKJIMHNYECKMX NCCNeL0BAHNIA NEKAPCTBEHHbLIX CPEACTB U KINHUYECKNX
nccnenoBaHU eKapCTBEHHOMO NpenapaTa, BKAYasa npy Haan4mm o630p onbiTa NOCTPErncTpPaLmnoHHOro
NpUMeEHEeHNS.

21. [lonyckKaeTcs NCNonb30BaHNE MaKeTOB MEPBUYHON M BTOPUYHON YNAaKOBOK Ha Si3blke CTPaHbl-
NPOM3BOANTENA NPY HANNYMMW Ha NEPBUYHOWN 1 BTOPUYHOW YNaKOBKax CaMOKJ/IEIOWENC STUKETKN,

coaep kallei COOTBETCTBYIOLLYO MH(OPMALIMIO O JIEKaPCTBEHHOM MNpenapaTe Ha PyCCKOM SI3bIKE U
obpalleHune, NpmBeKalLlee BHUMaHNe MegULMHCKOro 1 papMaLeBTUYecKoro paboTHMKa K hakTy
BpeMeHHOro obpalleHnsa NeKapCTBEHHOMO NpenapaTa Ha Nepnos BBEAEHNS YPe3BblYaNHON CUTYaL NN,

22. MMHNCTEPCTBO B Te4yeHue 2 paboynx gHen co AHA NOCTYMIEHUSA OOKYMEHTOB M CBEAEHWUN, YKa3aHHbIX B
NyHKTe 20 HacTOALWEro 4OKYMeHTa:

a) NpoBOAUT NMPOBEPKY MONHOTHI U [OCTOBEPHOCTU NPeACTaBAEHHbIX LOKYMEHTOB;

6) npuHUMaeT pelieHne 06 0TKase B Bbiaye paspeLleHmns Ha BpeMeHHoe obpalleHne B C/lyvyae BbiiBAEHNS
HEMONHOTbl AN HELOCTOBEPHOCTMW NPeACcTaB/IeHHbIX JOKYMEHTOB U CBeAEeHWUI.

B) HanpaBAseT OOKYMEHTbI 1 CBEAEHNS, YKa3aHHble B MyHKTe 20 HaCTOALWEro JOKYMEHTa, B
MeXXBEeLOMCTBEHHYO KOMUCCUIO;

r) opraHu3yeT npoBeAeHne 3acefaHns MeXXBeAOMCTBEHHON KOMUCCUAN, MO UTOraM KOTOPOro 0hopMAseTCA
3aKJII04EHNE 0 BO3MOXHOCTW (HEBO3MOXKHOCTI) BblAa4un pa3peLleHns Ha BpeMeHHoe obpalueHue;

4) Npy NPUHATUN MEXBELOMCTBEHHON KOMUCCUEN PELUEHNS O BO3MOXKHOCTMN (HEBO3MOXHOCT) BblAaum
pa3pelleHns Ha BpeMeHHoe obpallieHne, B TOM 4ucie 0 HeobxoAnMOCTY NPOBEAEHUS NCTbITAHWIA
JleKapCTBEHHbIX NPenapaToB, HanpaBAseT 3aABUTENO B (hOPMe 3JIEKTPOHHOIO JOKYMEHTa pa3peLleHne Ha
BpeMeHHoe obpalleHne, NOANUCAHHOE YCUIEHHON 3/IEKTPOHHOWN KBaMMPULMPOBaHHON NOAMUCHIO.

23. OcHoBaHUSAMK A9 OTKa3a B BblAaye pa3pelleHns Ha BpemMeHHoe obpalleHmne ABnaTCs:

a) BblsSIBJIEHWNE HEMOIHOTbI MW HELOCTOBEPHOCTY NPeACTaBNEHHbIX JOKYMEHTOB 1 CBEAEHUN, YKa3aHHbIX B
nyHKTe 20 HacToALWEro JOKYMeHTa;

6) BbIHECEHME MEXBEAOMCTBEHHOM KOMUCCUEN 3aKJTHOYEHNS O HEBO3MOXKHOCTU BblAa4M pa3peLleHns Ha
BpeMeHHoe obpalleHue.
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24, PelweHune 06 0TKase B BblJaye pa3pelleHnst Ha BpeMeHHoe obpalleHne Nno oiHOMY 13 OCHOBaHWIA,
YKa3aHHbIX B MyHKTe 23 HacTOALLEro JOKYMEHTa, NPUHMMaeTcsa MruHucTepcTBoM B TeveHue 1 paboyero
[AHA CO OHS YCTAHOB/IEHMA COOTBETCTBYIOWEro GakTa Man NoCTYNAeHNs COOTBETCTBYIOLLEr0 3aK/04YeHNs.
YBelOMNeHve 3a8BUTENSA O MPUHATOM PELLIEHUN OCYLLECTBAAETCA B (POPME INEKTPOHHOr0 OKYMEHTA,
NOAMWCAHHOIO YCUAEHHOW 3N1EeKTPOHHOW KBaMPULMPOBAHHON NOANUCHIO.

25. MMHMCTEPCTBO BeAEeT PEECTp BblAaHHbIX Pa3peLleHnin Ha BpeMeHHoe obpallieHne, KOTOpbI
pa3MelLlaeTcs Ha ero ohMLManbLHOM CanTe B MHPOPMALMOHHO-TENEKOMMYHUKALMOHHON ceTn "UHTepHeT" ¢
cobnogeHnem orpaHNYeHUn, yCTaHOBJIEHHbIX 3aKOHO4aTeNbCTBOM Poccunckon Gemepaunm o
NepCcoHasibHbIX AaHHbIX, KOMMep4YeCKon 1 (Mnn) rocyiapCTBEHHON TalHe.

26. B oTHOLIEHUN NleKapCTBEHHbIX NpenapaTos, BBeAEHHbIX B obpaLleHne Ha OCHOBaHMUN pa3peLleHns Ha
BpeMeHHoe obpalleHne, He MPUMEHSITCS NOJI0OXKEHNS YacTu 7 cTaTbh 9, cTaTen 52 n 67 GenepanbHOro
3aKoHa "06 obpallueHnmn nekapcTBEHHbIX CPeacTB".

27. ®apMaKoHaA30p JIeKapCTBEHHbIX NPenapaToB, BBEAEHHbIX B 00palleHne Ha OCHOBaHWUM pa3peLleHmns Ha
BpeMeHHoe obpalleHne, OCyLLeCTBASETCS B COOTBETCTBUM CO CTaTbel 64 deaepanbHOro 3akoHa "06
obpalleHmnsa nekapcTBeHHbIX CpeacTs”.

28. onyckaeTcs obpalleHne Ha TeppuTopumn Poccuinckon ®epepalim nekapcTBEHHbIX NPeEnapaTos,
BBE3EHHbIX Ha OCHOBaHUU pa3peLleHns Ha BpeMeHHoe obpalleHre 1 He 3aperncTpupoBaHHbIX B
cooTBeTCTBUM C TpeboBaHUsMK PeaepanbHOro 3akoHa "06 obpalleHnn nekapcTBeHHbIX CpeacTs”, oo
OKOHYaHUS UX CpOKa rogHOCTHU.

29. MprMeHeHne NeKapCTBEHHbIX MpenapaToB B MepPMOA YPe3BblHaHON CUTYaUMn MO NOKa3aHWaM, He
YyKa3aHHbIM B UHCTPYKLMAX NO MEAULMHCKOMY MPUMEHEHMIO, C LieSIbio N3YYeHUs UX 3 PEeKTUBHOCTM 4N1A
npoBeAeHNsa NponNakTUYeCcKnX 1 ne4ebHbIX MeponpusaTuin (Lanee - NpUMeHeHne NeKapCTBEHHbIX
npenapaToB) BpaBe OCYLLEeCTBAATb MEANLMHCKUE U MHble OPraHu3aLnm, KOTopble MMeT JNLEH3NIO Ha
OCyLLeCTB/IeHNE MeANLIMHCKON AeaTeNbHOCTM, BKJIIOYEHbI B MepeYH, YTBEPXKAEHHblE efepaibHbIMU
opraHaMu NUCMONHUTENbHOWM BNACTU U OpraHaMmn rocyapCcTBEHHON BnacTu cybbekToB Poccuinckon
®epepalmm B chepe oxpaHbl 340p0BbA B COOTBETCTBUN C X NOABELOMCTBEHHOCTbIO, U B KOTOPbIX
NAaHMPYeTCs U (1K) OCYLLeCTBASETCA MeAULNHCKAA OeATENbHOCTb, HanpaBieHHas Ha OKa3aHne
MeONLUHCKON NOMOLLN B YCJIOBMAX YPE3BbIHANHON CUTYaLUN.

30. NprMeHeHne NeKapCTBEHHOMO NpenapaTa OCYLLEeCTBAAETCS Ha OCHOBaHWM peLleHns BpadyebHon
KOMUCCMUN MeANLIMHCKON OpraHu3aLmmn, opopMIEHHOro NPoTOKOI0OM, C BHECEHUEM UHGOPMauun 06 3Tom B
MeONLUUHCKYI0 JOKYMEHTaLUMIo nauneHTa.

MpryMeHeHne NeKapCTBEHHOMO NpenapaTa BO3MOXKHO Tak)Xe Ha OCHOBaHMM KOHCWUIMYMa BpaYen C
BHECEHMEM peLleHNst KOHCUIMYMa B MPOTOKOJ1, KOTOPbIA NOAMNUCLIBAETCS Y4aCTHUKAMW KOHCUIMYMa
Bpayen, 1 C yKasaHMeM COOTBETCTBYIOLLEN MHGOPMaLUN B MEANLIMHCKON AOKYMEeHTaLumn naumeHTa.

31. Mpwn HaYvane NpMMeHeHns IeKapCTBEHHOro nNpenapaTa 0TBETCTBEHHOE ML MeANLNHCKON
opraHu3aunu npefctasnseTt B MuHucTepcTso u ®enepansHyto cnyxby no Hag3opy B cdhepe
3[paBOOXPaHEHNS B (hOpMe 3/IEKTPOHHOIO AOKYMEHTa MHGOPMaLMo, COAEpKaLLyo AaTbl HaYana u
OKOHYaHUSA NpUMeHeHns JIeKapCTBEHHOr 0 NpenapaTa, HaMeHOBaHMe IeKapCTBEHHOr o npenaparTa,
Ha3BaHue 3abosieBaHMA (COCTOAHMA) MO MEXAYHAPOLHOW Knaccugpmkaunm bonesHen, ons npohunakTUKM 1
(nnn) nevyeHns KOTOPOro NMPUMEHAETCA NEKAPCTBEHHLIN NpenapaT, C NPUIOXKEHNEM K 3TON UHDopMaLUK
KOMUU NHCTPYKLMMN NO MeAULMHCKOMY NPUMEHEHMNIO TaKOr0 JIeKapCTBEHHOr o npenaparTa.

32. 3yyeHmne 3(hheKTUBHOCTU NMPUMEHEHMNS JIEKAPCTBEHHbLIX NMPenapaToB OCYLEeCTBAAETCA B paMKax
ManOMHTEPBEHLIMOHHOIO UCCef0BaHNA C COBMIOAEHNEM MPUHLMUMOB HaAAeXalleh KINHNYECKON NPaKTUKy
B COOTBETCTBUM C MPOTOKOJIOM (MPOrpamMMoi) Hay4HOro NCCIeA0BaHUSA, YTBEPXKLAEMbIM HE3aBNCMbIM
3TUYECKUM KOMUTETOM, CO3[aHHbIM OpraHu3aunen, yKkasaHHoON B NyHKTe 29 HaCTOALWEro JOKYMeHTa
(manee - NPOTOKON UCCNELOBAHNS).

33. B NnpoTOKON MCCnenoBaHns AOMNYCKAETCS BKOYEHNE COBEPLLUEHHONETHMX NaUNeHTOB WK 340P0BbIX
1,06pOBOSIbLIEB C YHETOM NON0XKEHU CTaTbh 20 PeaepanbHOro 3akoHa "O6 oCcHoBax oXpaHbl 340P0BbA
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rpaxgaH B Poccuiickon ®epepaumn'.

34. Pe3ynbTaTbl HAYYHOr0 NCCIeA0BaHNS 3PDEKTUBHOCTU NPUMEHEHNS NEKAPCTBEHHbIX NPEnapaToB
MCNOMb3YTCA AN POPMUPOBAHNS KJIMHNUYECKUX PEKOMEHIALMNA, @ TaKXKe MOTyT CYyXKNUTb OCHOBAHUEM
N5 BHECEHWA pa3paboTUYNKOM SIeKapCTBEHHOIO NpenapaTa U3MEHEHNIN B MHCTPYKLMIO MO MeANLUHCKOMY
NPVMEHEHNIO IEKAapCTBEHHOr O NpenapaTa.

35 - 43. (MyHKTbI yTpaTuan cuny - MoctaHoBneHue MNpasuTtenbctBa Poccuinckon ®epgepaumm ot 16.11.2020
Ne 1832)

MPUNOXXEHUE

K 0cobeHHOCTAM obpallleHns NIeKapCTBEHHbIX NpenapaToB A1 MeANLUHCKOro MPUMEHEHNS, KOTOPble
npefHa3Ha4veHbl 419 NPUMEHEHNS B YCNOBUSAX YrPO3bl BOSHUKHOBEHWS, BOSHUKHOBEHUS W IMKBUAALMM
‘-Ipe3BbI‘-IaI7IHOI7I CUTYyaunnm n gna opraHn3saunin okasaHUA Me,EI,I/ILI,VIHCKOVI noMoLin nnuam, noCctpagasinM B
pe3ynbTaTe Ype3Bbl4alHbIX CUTYaLWA, MpeaynpeXxaeHns YpesBbl4alHbIX CUTYaL M, NPOGUIAKTUKIN 1
NeyeHns 3aboneBaHNiA, NPeACTaBAAOLWNX ONACHOCTb AN OKPY>XKakoLWmMX, 3a60/1eBaHNI U MOPAXKEHNIA,
MOJIyYEHHbIX B pe3y/ibTaTe BO3AENCTBMA HEONArONPUATHLIX XUMUYECKMX, BMONOrMYecKnX, paanaLnoHHbIX
(hakTOpOB

(thopma)

CBEJEHNSA
0 negekType Ambo 06 oTCyTCTBUM B 0BpaLLeHNN IeKapCTBEHHbLIX MpenapaToB B CBA3M C
LeHoobpa3oBaHMEM Ha HUX

(YTpatunu cuny - MocTtaHoBneHue MpasutenscTBa Poccunckon depepauum ot 16.11.2020 Ne 1832)
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