NMPABUTENBLCTBO POCCUUCKON ®EOEPALIUU
NMOCTAHOBJIEHUE
ot 5 anpens 2022 r. N 593

Ob OCOBEHHOCTAX OBPALLEHUA NEKAPCTBEHHbIX
CPEOCTB AnA MEAULUMHCKOIO NPUMEHEHUA B CITYHAE
AOEPEKTYPbI U1IU PUCKA BOSHUKHOBEHUA OEDEKTYPbI
NEKAPCTBEHHbBIX NMPEMNAPATOB B CBA3U C BBEOEHUEM B
OTHOLUEHWM POCCUNCKOWU ®EQEPALNU
ONPAHUYUTENbHbBIX MEP 9KOHOMUWYECKOIO XAPAKTEPA

B cooTtBeTcTBMM C YacTbio 8 cTaTbn 13, yacTbio 3.2 ctatbn 47 degepanbHOro 3akoHa
"O6 obpalleHnn nekapcTBeHHbIX cpeacTB” n nyHkTom 3 yactn 1 ctatbn 18
depnepanbHoro 3akoHa ot 8 mapta 2022 1. N 46-d3 "O BHECEHUN UBMEHEHWN B
oTAenbHble 3akoHoAaTenbHble akTbl Poccunckon denepauunn” MNpaBntenscTBo
Poccunckon degepaumm NnoCcTaHOBNAET:

1. YTBEpaMTb npunaraemblie 0CO6eHHOCTM 0bpaLleHns NeKapCTBEHHbIX CPeacTB Ans
MEeOMLMHCKOro NpUMEHEHNs B cnyyae aedekTypbl Ui pucka BO3HUKHOBEHUS
AedekTypbl NekapCTBEHHbIX NpenapaToB B CBA3WN C BBEAEHMEM B OTHOLLEHUN
Poccuiickon deaepauum orpaHnYmMTENbHBIX MEP 9KOHOMUYECKOro Xapakrepa.

2. YCTaHOBUTb, YTO NO 3asBMEHUIO IOPUANYECKOTO Nua, AEeNCTBYOLLEro B
COBCTBEHHbIX MHTEPECAX UMM YNONTHOMOYEHHOIO NPeaCcTaBnsaATb UHTEPECHI APYroro
FOPUANYECKOTO NULa 1 3asaBSIOLLIETO fIEKApCTBEHHbIE NpenapaTbl Ans
MEANLNHCKOro NPMMEHEHUS Ha rOCy4apCTBEHHYIO perMcTpauuto, nogaHHOMY B
yCTaHOBNEeHHOM nopsake B MMHUCTEPCTBO 3apaBooxpaHeHust Poccuickon
denepaumm O AHS BCTYNMEHUS B CUIY HACTOSILLIEro NOCTAHOBMEHMS, B Criyvae
HEBO3MOXXHOCTWN NPOBeAEHUs TabopaTopHOM 3KCNEPTU3bl B SKCMEPTHOM
yuypexneHum, ykaszaHHoM B ctatbe 15 ®egepanbHoro 3akoHa "O6 obpalieHum
NleKapCTBEHHbIX cpeacTB” (B TOM Yncne no NnpudmnHe oTcyTcTBUA 0bopyaoBaHus u
(MnNKn) KOMNNEKTYIOLWMX K HEMY, paCcXOA4HbIX MaTtepuanos, o6pa3LoB
dhapmaueBTUYECKON CyBCTaHUMN, TECT-LUTAMMOB MUKPOOPraHN3MOB, KynbTypbl
KNeTok, 06pasLoB BELLECTB, NPUMEHSAEMbIX AS1S1 KOHTPOSIS Ka4ecTBa JIEKapCTBEHHOMO
cpeacTBa NyTeM CpaBHEHUS C HUMUK UCCEQYEMOro fiekapCTBEHHOIO CpeacTBa, B
KonmnyectBax, He06XoaMMbIX 4151 BOCNPOU3BEAEHNA METOL0B KOHTPOMS Ka4yecTBa)
AonycKaeTcsa NpoBeAeHNe 3KCNepTM3bl Ka4eCTBa JIeKapCTBEHHbIX CPeacTB C
Ncnonb30BaHNEM CpeacTB ANCTaHLUMOHHOIO B3aMMoAEeNCTBUSA, B TOM YnCe
nocpeacTBOM ayamo- UNn BUOEOCBA3N, MOPSA0K M hOPMbl KOTOPOro onpeaensatTcs
3KCNEPTHbIM YYpeXageHMEM NO COrnacoBaHMUIO C YKa3aHHbIMU 3asiBUTENAMM.

3. HacTosiee noctaHoBneHne BCTynaeT B CUITy CO AHA ero oomunanbHOro
onybnukoBaHuna n gencteyet no 31 aekabpsa 2023 r.

Mpencepnatens NpaButenbcTea



Poccuinckon denepaumm

M.MULWYCTUH

YTBEPXKAEHDI
noctaHoBneHuem lNpaButenscTea
Poccuiickon ®egepauum

ot 5 anpensa 2022 r. N 593

OCOBEHHOCTHN

OBPAWEHWA NEKAPCTBEHHbIX CPEAOCTB AJTA MEOULIMHCKOIO
NMPUMEHEHWA

B CIYYAE OE®EKTYPbI TN PUCKA BOSHUKHOBEHNA OEQEKTYPHI
NEKAPCTBEHHbIX MNMPEMNAPATOB B CBA3W C BBEOEHVEM B OTHOLUEHNA
POCCWNCKOW ®EOEPALN OTPAHUYUNTESNBHbLIX MEP

OKOHOMNYECKOIO XAPAKTEPA

|. Obwme nonoxeHus

1. Hactosawwmn gokymeHT onpeaensieT ocobeHHOoCTM obpalleHnsa nekapCcTBEHHbIX
CpeacTB B criydae AedekTypbl UM pUcka BOSHUKHOBEHNSA AedeKkTypbl
NeKkapCTBEHHbIX NpenapaToB B Nepuog BBeAeHUs B OTHoLEeHUM Poccuinckonm
depnepaumm orpaHNYMUTENbHBIX MEP 3KOHOMUYECKOrO XapakTepa npu ycrnosum
COOTBETCTBUSA NeKapCTBEHHbIX NpenapaTtoB TpeboBaHMAM, YCTAHOBIIEHHbLIM NpK
rocyaapCTBEHHOW perncTpawmm, 3a UCKIYeHneM TpeboBaHUM K NepPBUYHON
ynakoBKe, BTOPUYHON (MOTPpebUTENBCKON) yNnakoBKE N MAapKMPOBKE, a TakKe npu
HanNU4MM Ha BTOPUYHON (MOTPEBUTENBCKON) N NEPBUYHON (€CNN NPUMEHNMO)
ynakoBKe CaMOKINEALLENCS 3TUKETKUN, coaepallen MHpopmaLmo O NiekapCTBEHHOM
npenapaTe Ha pyCCKOM si3blKe, B TOM YUCHE:

rocygapCTBEHHOW perncTpaumm nekapCcTBEHHbIX NpenapartoB 4151 MEAULMHCKOro
npuMeHeHns (qanee - nekapcTBEHHbINM Npenapar);



BHECEHUS U3MEHEeHU B IOKYMEHTbI, CogepXallnecs B permctpaymoHHOM JOCbe Ha
BKIMIOYEHHYI0 B rOCyapCTBEHHbIN PeecTp JIeKapCTBEHHbIX CPeacTB
dhapmaLeBTMYecKyo cybCcTaHumIo, MPOM3BEAEHHYIO NS peanu3auuu;
noaTBEPXKAEHNSA N OTMEHbI rOCYAAaPCTBEHHOW perncTpawmm nekapcTBeHHOro
npenapara, 3apermMcTpMpoBaHHOrO B COOTBETCTBMM C HACTOSLLMM LOKYMEHTOM;
BBO3a He3aperncTpmMpoBaHHbIX NeKapCTBEHHbIX NpenapaTos, UX NepeBo3Ky,
peanusauuio, nepeaady, 40 OKOHYaHUS CPOKa rogHOCTM XpaHeHue, OTMyCK,
PO3HUYHYHO TOProBnto (B TOM YMCNe UCTAHUMOHHLIM CNOCOBOM), NPUMEHEHMNE B
ynakoBKax, npeaHasHadYeHHbIX Ans obpalleHnsi B UHOCTPaHHbIX rocyaapcTBax.

2. [letbekTypa nnmn puck BO3HUKHOBEHUSA AedeKTypbl NeKapCTBEHHbIX NpenapaTtos C
yKazaHneM HanmeHOBaHUM (MeXayHapoaHbIX HenaTeHTOBaHHbIX, UM XUMUYECKUX,
WS rPYNNMPOBOYHBLIX), X (hOpM, AO3UPOBOK, HaNU4ne TepaneBTUYECKNX aHanoroB u
B MHbIX Cnyyasx obpalleHns iekapCTBEHHbIX NpenapaToB onpeaenstTcs
MEXBEOOMCTBEHHOW KOMUCCUEN, NONOXEHNE O KOTOPOW U COCTaB YTBEPXAatTCA
MwuHucTepcTBOM 34paBooxpaHeHns Poccuinckon denepaumm (ganee -
MEeXBeAOMCTBEHHas kKoMuccus). PelleHne mexxsejOMCTBEHHOW KOMUCCUK
odopmnsaeTcs 3aknyeHmemM, hopma Kotoporo yteepxgaerca MuHucTepcTeom.

B uenax HacTosilwero JoKyMeHTa nog TepaneBTUYeCcknM aHanoroMm noHMMaeTcs
neKkapCTBEHHbIN Npenapart, MexayHapoaHoe HenaTeHTOBaHHOE HanMeHoBaHue
KoToporo 3apermuctpupoBaHo B Poccuiickon ®enepaumm, B TOM YNCne KOTOPbIN
paHee 3apernctpmpoBaH B Poccuinckon degepaummn 1 B OTHOLLEHUM KOTOPOTO
NPUHATO pelleHne 06 OTMEHe rocyaapCTBEHHON perucTpaumm B COOTBETCTBUM C
nyHkTamu 2 - 8 ctaten 32 ®enepanbHoro 3akoHa "O6 obpalleHnn nekapCTBEHHbIX
cpencTB”, OTHOCALLMINCA K TOW Xe dpapmMakoTepaneBTUYecKon rpynne,
BO3AENCTBYHOLLMIA Ha Ty e BuoMuLLeHb (Mnn ee peuenTop) 1 NPUMEHSIEMbIN NO
OQHOMY 13 MOKa3aHWn, YTO U NeKapCTBEHHbIN rnpenapar, B OTHOLUEHUN KOTOPOro
MeXBeLOMCTBEHHOM KOMUCCUEN YCTaHOBMNEHa AedeKTypa unm puck ee
BO3HMKHOBEHUS. TepaneBTuyeckasi aHanorM4yHoCTb yCTaHaBNMBaETCA
MeXBeLOMCTBEHHOMN KOMUCCUEN.

CBefeHuns 0 peLleHnaX MexxBeJoMCTBEHHON KOMUCCUN pasMeLLaloTcs Ha
oduuymanbHoM cante MuHucTepcTBa 3apaBooxpaHeHnsa Poccurckon ®enepaumm B
MHOPMAaLMOHHO-TENEKOMMYHMKALNOHHOM ceTh "HTepHeT" (ganee - ceTb
"InTepHeT").

B coctaB MexxBeJOMCTBEHHOW KOMUCCUM BKITHOYAKOTCH NpeacTtaBuTenm
MwuHucTepcTBa NPOMbILLNEHHOCTN 1 Toproenn Poccuinckon denepaumu,
depnepanbHON TaMoXeHHOW cnyxbbl, PeaepanbHon cnyxbbl N0 Hag30py B cdepe
30paBOOXpaHEHNs N OPYrnX 3auHTEpeCcOBaHHbIX befepalbHbIX OpraHoB
NCMNOMHUTENBHOM BracTu.

[I. OcobeHHOCTN rocygapCTBEHHON permcTpauum

neKapCTBEHHbIX NpenapaToB



3. [ocynapcTBeHHasa pernctpauns fiekapCTBEHHbIX npenapaToB OCyLLEeCTBNAETCA
MuHucTepcTBOM 3gpaBooxpaHeHns Poccunckon denepaumn.

4. [ina rocyaapcTBEHHOM perncTpaumm nekapCcTBeHHOro npenapara topmgndeckoe
nnuo, gencTeyrolee B COBCTBEHHbIX MHTEpecax UMK YnormHOMOYEHHOe
npeacTaBnsaTb UHTEPEChl APYroro PUANYECKOro nuua, 3asenswuiee
NeKkapCTBEHHbIN NpenapaTt Ha rocyaapCTBEHHY perncTpaunto (aanee - 3asaBuTerb),
npegcrtaenseT B MMHMCTEPCTBO 3apaBooxpaHeHust Poccuiickon egepauun B
hopme 3NEKTPOHHbLIX JOKYMEHTOB, NOAMNMCAHHbBIX 3NEKTPOHHOW MNOAMUCHIO,
crneaywoLmne JOKYMEHTbI U CBEAEHUS:

a) 3asBneHne o0 rocyaapCTBEHHOM perncTpaumm nekapcTBeHHOro rnpenapara, B
KOTOPOM YKa3bIBaOTCS:

HanMeHoBaHWe, agpec MecTa HaxoXAeHUs 3asaBUTensa n NponssoanTens
rfleKkapCTBEHHOro npenapaTta, ceefeHusi 06 nx pernctpaumm B kayectse
HanoronnarenbLUMKa B CTpaHe perncrpawumm (45189 pOCCUNCKNX FOPULANYECKUX ML -
NOEHTUPUKALNOHHBIM HOMEpP HanoronnaTenbLyuka, 451 UHOCTPaHHbIX OPULNYECKNX
nnL - cTpaHa perncrpawlmm, HaMMeHOBaHWe PerMcTpUpYoLLLEro opraHa,
perncTpaunoHHbIi HOMep, KOf, HanoronnaTenbliuka B CTpaHe perucrpaumm
(MHKOpMopauun) UnNun ero aHanor) n agpec MecTa OCyLLEeCTBEeHUS NPOM3BOACTBA
nekapcTBEHHOro npenapaTa (B criydae Hanuyinsa HeCKOmbKUX y4aCTHMKOB npoLecca
ero Npom3BoAcTBa HEOOXOAMMO yKasaTb KaX4oro y4acTHUKa B COOTBETCTBUM C
OCYLLECTBISIEMON cTaanen Npom3BoacTBa);

HanMeHoBaHMe NekapCTBEHHOIo npenapara (MexagyHapoaHoe HenaTeHTOBaHHOE,
UNU rpynnNMpOBOYHOE, UMY XMMUYECKOE) U ero TOProBOoe HavMeHOBaHue;
nepeyeHb AENCTBYIOLLMX N BCMOMOraTenbHbIX BELLECTB, BXOASALNX B COCTaB
NeKkapCTBEHHOrO npenapara, C yKasaHMeMm KONMYeCcTBa KaXKaoro U3 Hux;
nekapcTBeHHas popma, [O31POBKa, CNOCOObI BBEAEHNSA Y MPUMEHEHUS, CPOK
roOAHOCTM NieKkapCTBEHHOrO npenapara,;

hapmakoTepaneBTHUyeckas rpynna, Kog aHaToMo-TepaneBTUYECKO-XUMUYECKON
Knaccudgukaumm, pekomeHgoBaHHON BcemumpHom opraHnsauven 3gpaBoOXpaHeHunst,
3asiBnsieMble NokasaHua A51si NpUMMEeHeHUs IekapCTBEHHOro npenapara;
HeobxoaAnMOoCTb 0hopMIieHUs paspeLleHns Ha BBo3 B Poccuiickyto Penepaumio
KOHKPETHOW NapTumn 3aperncTpmpoBaHHbIX U (MNn) He3aperncTpupoBaHHbIX
NeKapCTBEHHbIX CPeACTB, NpeaHa3HaYeHHbIX 4115 NpoBeAeHNS IKCNepTU3bl
NeKkapCTBEHHbIX CPEACTB B LENAxX rocygapCTBEHHOW perncTpaunm;

cBegeHunsa ob ynnate rocyaapCTBEHHOM MOLUSNHBI;

6) 3aBepeHHas B yCTAHOBIEHHOM NOPSAAKE KOMUs OKYMEHTa Ha PyCCKOM SA3bike,
noaTBep KAaoLLEro NPaBOMOYHOCTb 3asiBUTESS NofaBaTh 3asdBreHne o
rocyaapCTBEHHOW perucTpawmm nekapcTBeHHOro npenapara (4OBepeHHOCTb);

B) CBeAEeHNs 0 JaTe npefoCcTaBneHns n permcTpauuoHHOM HOMepPe NULEH3NK Ha
NpPOn3BOACTBO NleKapCTBEHHbIX CPEACTB, UNN KOMUS 3aKIo4YeHUs1 O COOTBETCTBUM
npon3BoauTENs NeKapCTBEHHbIX CPEACTB TpeboBaHNAM NpaBun Haanexatuemn
NPOV3BOACTBEHHOW MPaKTUKN, NN KOMUS cepTudmnkata CoOOTBETCTBUSA
npoun3BoanTeNs fiekapCTBEHHbIX CPEACTB ANA MeOULNHCKOro NPUMEHeHNs
TpeboBaHMsAM NpaBui Haanexatlen Npon3BOACTBEHHON NpakTkK EBpasninckoro



9KOHOMMYECKOro cok3a, BblgaHHbIX MMHNUCTEPCTBOM MPOMbILLFIEHHOCTU U TOProBNK
Poccunckon degepaumm B OTHOLIEHUM NPON3BOLCTBEHHOM NSOLLALKM
perncTpupyemMoro nekapcTBeHHOro npenapara, B criyyae, ecnv npon3BoacTBo
fieKkapCTBEHHOro npenapaTa OCyLeCcTBseTcs Ha TeppuTopun Poccuinckon
denepauynuy;

I) KOMusi Bbl4aHHOW YNOSTHOMOYEHHbBIM OPraHOM CTPaHbI-NPON3BOANTENSA NULEH3NU
Ha NPOW3BOACTBO fIEKApPCTBEHHOrO nNpenaparta (nnbo ceeaeHnsa o aaTe Bblaayum u
perncTpaunuoHHOM HOMEpPE NULEH3MN) U e€ NEPEBOL Ha PYCCKUN A3bIK, 3aBEPEHHbIE
B YCTAHOBIIEHHOM MOPSIAKE, @ TAKXKE KOMUS 3aKNO4YEHNS O COOTBETCTBUN
Npon3BoANTENS NEKAPCTBEHHbBIX CPEACTB TPEOOBaHMAM NpaBun Haanexawen
NPOM3BOACTBEHHOW NPAKTUKN UNN KONUst cepTudmkaTa COOTBETCTBUS
NPOM3BOANTENS NEKapCTBEHHbIX CPeacTB ANd MeAULMHCKOrO NPUMEHEHUs
TpeboBaHMsM nNpaBun Hagnexawlen Npon3BoaCTBEHHON NpaKTMkn EBpasnimnckoro
3KOHOMMYECKOro cok3a, BblgaHHble MMHUCTEPCTBOM NPOMBbILLIIEHHOCTN U TOProBAn
Poccuiickon degepaumm B OTHOLLEHUM NPOM3BOACTBEHHOW NNOLWAAKM
perncTpmpyemMoro nekapcTBEHHOro npenapara, rocyaapcTBeHHas permcrpaums
KOTOPOro NOATBEPXAAaEeTCs, Unn konua pelueHna MnHncTepcTea NPOMbILLNIEHHOCTU K
Toproenu Poccunckon ®egepaunm o nposegeHUn dpapmaueBTU4eCckon MHCNeKUnn
NPON3BOACTBA JIeKapCTBEHHbIX CPeACTB B Crly4ae, eCcnuv nNpouM3BogCcTBO
rfiekapCTBEHHOro npenapaTa ocyLecTBnsieTca 3a npegenamm Poccumnckom
denepauyuu;

A) NPOEKT MHCTPYKLUMN MO MEAULIMHCKOMY MPUMEHEHUIO NEKapCTBEHHOIO nNpenapara,
cofepallen crnegyowme cBeaeHns:

HanMeHoOBaHMEe NeKapCTBEHHOIO npenapara (MexayHapoaHoe HenaTeHTOBaHHOE,
UK rpynnMpoBOYHOE, UM XMMUYECKOE) U ero TOProBOE HAaMMEHOBAHME;
nekapcTBeHHas popma C ykazaHMeM HauMMeHOBaHNN U KONIMYECTBEHHOIO cocTaBa
AENCTBYIOLLNX BELLEeCTB U Ka4eCTBEHHOro cocTaBa BCNoMoraTerbHbIX BELLECTB (npu
HeobX0ANMOCTM KONMYECTBEHHOIO COCTaBa BCMNOMOraTenbHbIX BELECTB);

onncaHue BHEeLWHEero BMaa fekapCTBEHHOro npenapara;

PU3MKO-XMMUYECKME CBOMCTBA (AN pagnodapmMaueBTUYeCKUX NekapCTBEHHbIX
npenapartoB);

dhapmakoTepaneBTUYecKasi rpynna, Kog niekapCTBEHHOro npenapara no
aHaToOMO-TepaneBTUYECKO-XMMNYECKON KIaccngukaummn, pekomeHgoBaHHON
BcemunpHon opraHnsaunen 3gpaBooxpaHeHNs, Unn ykasaHue "romeonaTtnyeckum
neKapCcTBeHHbIN npenapaTt";

dapmakognHamuka n dpapMakoOKUHETUKA;

nokasaHus ansi NPMMeEHeEHNs;

NPOTMBOMNOKa3aHUs At MPUMEHEHUS;

Mepbl NPEAOCTOPOXKHOCTU NPU NPUMEHEHNN;

yKaszaHne BO3MOXHOCTU U 0COBEHHOCTEN NPUMEHEHUS NEKApPCTBEHHOIO Npenaparta
BepeMEHHbIMM XKEHLLUNHAMU, XEHLMHAMN B NepUog rpyaHOro BCKapMnBaHus,
AETbMW, B3POCHbIMU, UMEIOLLMMU XPOHMYECKME 3aboneBaHns;



PeXrM J03MPOBaHUA, CNocobbl BBEAEHUS U MPUMEHEHWs, NPy HeoBXoaAMMOCTH
BpeMs npvemMa nekapcTBEHHOro npenapara, Npo4oKUTENbHOCTb NeYeHnsi, B TOM
yucne y oeten oo v nocrne ogHoro roaa;

BO3MOXHbI€ HeXenaTernbHble peakuun npu NpUMeHEHUN NeKapCTBEHHOMO
npenapara;

CYMMTOMbI Nepego3npoBKX, MEPbI MO OKa3aHMo NOMOLLM NP Nepeao3poBKe;
B3aMMOAeNCTBME C OPYrMMU NeKapCTBEHHbIMM NpenapataMu 1 (Unv) NULeBbIMK
npoayKTamu;

dopMbI BbiNyCKa NekapCTBEHHOrO NpenapaTa;

ykasaHue (npu HeobxogmmMocTn) ocobeHHoCTeN AeNCTBUSA NeKapCTBEHHOMO
npenapara npu NepBoM NpuemMe Unm npu ero OTMeHe;

onucaHue (npv HeobxoauMOCTN) AeCTBMI Bpaya (penbalepa) n (unu) naumeHTa
npuv Nponycke npuema O4HOWN NN HECKONbKUX 403 NEKapCTBEHHOrO npenapara;
BO3MOXHO€ BIIUSIHWE NeKapCTBEHHOIO npenapaTa Ha CnocoBbHOCTb yrnpaBnATb
TPaHCMNOPTHbIMWU CpeacTBamMu, MexaHu3Mamu;

CPOK rOAHOCTU 1 yKa3aHWe Ha 3anpeTt NpMMeEHeHUs IekapCTBEHHOro npenapara no
NCTEeYEHUN CpOKa rogHOCTY;

YCIOBUSA XPaHEHUS;

yKa3aHve Ha HeobXxoOUMOCTb XpaHEeHUs NeKkapCTBEHHOrO nNpenaparta B MecTax,
HeOOCTYMHbIX ANdA AeTewn;

ykasaHue (npu HeobxogMMOocCTK) cneumarnbHbiX Mep NPEAOCTOPOXHOCTY Npu
YHUYTOXEHUN HENCNONb30BaHHbIX fIEKapCTBEHHbIX NPenapaTos;

yCIoBUS OTMyCKa;

HanMeHoBaHWS 1 agpeca NPOM3BOACTBEHHbIX MIOLLAA0K NPON3BoaMTENS
nekapCTBEHHOro npenapara;

HanmMeHoBaHWe, agpec opraHM3aLmm, YNorTHOMOYEHHOW AepXKaTenem nnm
BragenbLeM perncTpaumoHHOro Y4OCTOBEPEHNS NeKapCTBEHHOrO npenapara Ha
NPUHATME NPETEH3UIN OT NOTpebutens;

€) NHCTPYKLUMA N0 MEANLMHCKOMY MPUMEHEHUIO NN KpaTKasa XapakTepucTmka
nekapcTBEHHOro npenapara, yTBepXXAeHHbIe B CTpaHe npon3soanTens (ecnu
NPUMEHNMO);

) NPOEKTbl MaKeTOB NEPBUYHOM YNAKOBKM Y BTOPUYHOWN YNaKOBKM NEKapCTBEHHOMO
npenapara;

3) NPOEKT HOPMATUBHOW AOKYMEHTaLUN NN HOPMATUBHOIO JOKYMEHTA Ha
neKapCcTBEHHbIN npenapar;

1) LOKYMEHT, coaepXaLlnii MHAopMaLmio 0 Hanu4mMm unu o6 oTcyTCTBUN (PaKTOB
perMcTpauumn nekapCcTBEHHOro npenapara 3a npegenamu Poccuiickon ®egepaumm;
K) KONuUn JOKYMEHTOB, 3aBEPEHHbIX 3asiBUTENeM, NOATBEPKAAOLNX hakT
rocyAapCTBEHHOMN PErncTpaLmMmn nekapCTBEHHOro npenapara ¢ Takum xe
MeXOyHapOoAHbIM HeENaTeHTOBAHHbIM HauMMeHoBaHneM B Poccurickon ®efepaunm B
KayecTBe ophaHHOro fiekapCTBEHHOro Npenapara;

n) NfaH ynpasneHns puckamu nsi GMonornyecknx npenaparos;

M) AOKYMEHT O cucteme (papMakoHaasopa gepxarens unv snagernsua
perucTpaunoHHOro yaocToBepeHus NekapCTBEHHOro npenapara;



H) AOKYMEHT, NOATBEPXKAAKLLMA KA4YeCTBO NNEKApPCTBEHHOIO npenapara 3 cepun
(npoTokon aHanuaa unu cepTudukaT aHanmsa), ogHa U3 cepuin KOTOpPoro AormKHa
coBnagaTb C cepuen obpasua nekapcTBEHHOro npenapara 4nst MEAULMHCKOrO
NPUMEHEHNA, NPeAcTaBNeHHOro Ha rocy4apCTBEHHYO perncTpauuio;

0) KOnna JOKYMEHTa, CoAep KaLlero cnegyoLwyo nHopmaumio o
hapmaLeBTMYEeCKON cybCcTaHUUN U papmMaLeBTUYEeCKUX CyOCTaHUMSAX, BXOASALWMNX
B COCTaB NleKapCTBEHHOro npenapara, 3a UCKNYeHneM nHopmMaumm o
hapmaLeBTUYECKUX CyOCTaHLMSAX, BKITHOYEHHbIX B rOCY4apCTBEHHbIV peecTp
NeKapCTBEHHbIX CPEeACTB B COOTBETCTBUMN CO cTaTben 34 deaepanbHoro 3akoHa "O6
obpalleHn nekapCcTBEHHbIX CpeacTB":

HanmeHoBaHWe hapMaLeBTUYECKOM CybCcTaHLmmn, ee CTPYKTypa, obLuime CBOMCTBA;
HauMeHoBaHMe N agpec MecTa HaxoX4eHUs Npon3BoauTens;

TEXHOMOorMsa NPon3BoACTBa C ONMCaHMEM CTaann NPOU3BOACTBA U METOLOB KOHTPOMSA
Ha BCex cTagusax Npou3BOACTBa;

onucaHue paspaboTkn npouecca NPoM3BOACTBA;

OnMcaHne KOHTPOMs KPUTUYECKUX CTaaun Npomn3BoaCTBa U NPOMEXYTOYHOM
NpoayKunu;

AOKyMeHTanbHoe noaTBepXaeHune (Banugaumsi) npoLeccoB U (Mnn) UX OLEHKa;
CBOMCTBA U CTPYKTypa OEeNCTBYHOLLMX BELLECTB;

XapaKkTepucTuka npumecen;

cneundukaums Ha bapmaueBTUYeCKyo cybcTaHumio n ee 060CHOBaHME;
aHanUTU4ecKne METOOMKMN, UCNONb3yeMble NMPU OCYLLECTBIIEHNUN KOHTPOSIS KadecTBa
dhapmaueBTnYEeCKon cybecTtaHumm;

AOKYMeHTanbHoe noaTesepXxaeHune (sanugaums) aHannmTM4eckux MeToauk,
NCNonb3yeMblX NPU OCYLLECTBEHNN KOHTPOSS KavyecTBa hapMaLeBTUYECKON
cybCcTaHuum, unu ceegeHuns, NoATBepXKaatoLwme NPUrogHOCTb NCMOSb30BaHHbIX
aHanNTU4eCKNX MeTOAMUK;

pes3ynbTaTbl aHanmsa cepuin papmaueBTnyeckon cybctaHumm;

nepeyvyeHb CTaHOapPTHbIX 00pPasLIOB UMK BELLECTB, UCNOMb3yeMbIX MPU
OCYLLECTBIIEHUN KOHTPOSSA KavyecTBa;

onncaHue xapakTepuCTUK 1 CBOMCTB YNAKOBOYHbIX MaTtepuanos 1 yKYNOopOYHbIX
CPencTB;

AaHHble 0 cTabunbHOCTM hbapMaLeBTUYECKOW CyOCcTaHUmK;

CPOK rOAHOCTY;

n) B OTHOLLEHUN hapMaLeBTUYECKNX CyDBCTaHLMI, BXOOSALWNX B COCTaB
neKkapCcTBEHHOro npenapaTa U BKITOYEHHbIX B rOCYAapCTBEHHbIN peecTp
NeKapCTBEHHbIX CPEeACTB B COOTBETCTBUMN CO cTaTben 34 deaepanbHoro 3akoHa "O6
obpalleHn nekapCcTBEHHbIX CpeacTB”, - KONus AOKYMeHTa, cogepallero
cnegyroLLyo MHOPMaLnIo:

HanmMeHoBaHMe (hapmaleBTUYECKOM CybCTaHLmMK, ee CTPYKTypa, obLimMe CBONCTRA;
HanMeHoBaHWe 1 aapec NPou3BoaUTENS;

pesynbTaThl aHanu3a cepun gapmaueBTUYeCcKon cybcTaHumu;

CPOK rofHOCTH,;

p) OOKYMEHT, cofepXalluun cnegyolimne ceegeHunsi O nekapcTBeHHOM npenapare:



OnMcaHue n CoCTaB NIeKapCTBEHHOrO npenapara;

onucaHue dapmavesTmyeckon paspaboTtkn (o6ocHoBaHMe Bbibopa cocTasa,
NepBUYHON YyNakoBKN N UHOTO);

TEXHONOrMsA NPOM3BOACTBA C ONUCAHMEM CTaauin NPOM3BOACTBA M METOLOB KOHTPONS
Ha BCex cTagusx NPon3BOACTBA;

onncaHue KOHTPOMNs KPUTUYECKUX CTagun npouecca Npon3BoACTBa U
NPOMEXYTOYHOM NPoayKLMK;

HanMeHoBaHWe 1 afpec MecTa OCYLLECTBIEHMS NPON3BOACTBA JIeKapCTBEHHOIO
npenapata 4ns MeauuUMHCKOro NpUMeHeHUs (B criydae Hanmyms HECKONbKMX
Yy4aCTHMKOB MpoLiecca NPon3BOACTBa HEOBXOAUMO yKa3aTb KaXaoro U3 Hux);
dhapmavreBTMyeckas COBMECTUMOCTD;

MUKPOBNONOrMYeCcKne XapakTepPUCTUKN;

MaTepuanbHbIN GanaHc Ana NpoM3BOACTBA CEPUN FOTOBOIrO NPOAYKTA;

onncaHue xapakTepuCTUK 1 CBOMCTB YNaKOBOYHbIX MaTtepmnanos 1 yKYNOpOYHbIX
CPencTB;

AOKyMeHTanbHoe nogTBepXXaeHne (Banngaumsi) npoLeccoB NpoM3BoaCcTBa U (Mnn)
NX OLEHKa;

TpeboBaHWs K Ka4ecTBy BCNOMOraTesibHbIX BELECTB (cepTudumkart, cneundmkaums
Ha BCnoMoraTenbHble BewecTBa U nx 060CHOBaHNE);

aHanuMTU4ecKne MeToLMKN, UCNONb3yeMble MPU OCYLLECTBEHUM KOHTPONSA KayecTea
BCMOMOraTesnbHbIX BELLECTB;

AOKyMeHTanbHoe noaTeBepXxaeHune (Banugaumsi) aHannmTM4ecknx MeToauk,
NCNonNb3yeMbIX NPU OCYLLECTBNEHNN KOHTPOSS KavyeCcTBa BCNoMoraTesibHbIX
BELLECTB;

nHpopmauunsa 06 ncnonb3oBaHUM BCOMOraTenbHbIX BELLECTB YeN0OBEYECKOrO U
XMBOTHOIO NPOUCXOXOEHUS;

nHpopmaumnsa 06 NCnonNb3oBaHMN HOBbIX BCMOMOraTesbHbIX BELLECTB;

TpeboBaHWs K Ka4eCTBY NeKapCTBEHHOroO npenapara (cepTudumkar, cneymdpukaums
Ha NnekapCcTBEHHbIN Nnpenapar 1 nx 060CcHoBaHMe);

aHanuMTU4ecKkne MeToaMKN, NUCNONb3yeMble MPU OCYLLECTBNEHUM KOHTPONSA KayecTea
nekapCTBEHHOro npenapara;

AOKYMeHTanbHoe noaTesepXxaeHune (sanugaums) aHannmTM4eckux MeToauk,
NCNoNb3yeMbIX NPU OCYLLECTBIEHNN KOHTPOSS KayecTBa JleKapCTBEHHOIO
npenaparta, Unu ceegeHnd, NoaTBepXaaroLmne NpUrogqHOCTb UCMNOSNb30BaHHbIX
aHanMTUYeCKNX METOANK,;

pe3ynbTaTbl aHaNM30B Cepui NeKapCTBEHHOro nNpenapara;

XapakTepucTmka npumecen;

nepeyeHb CTaHA4apTHbIX 06pa3sLoB, MCNONb3yEeMbIX MPU OCYLLIECTBIEHUM KOHTPONS
KayecTBa NekapCTBEHHOro npenapara;

AaHHble 0 CTabunNbHOCTM NeKapcTBEHHOrO npenapata nMbo nnaH (nporpamma)
nccnenoBaHus cTabunbHOCTY;

C) pasgen hapmakoniormyeckom, TOKCMKONOrMYECKON OKYMEHTALMN, BKIOYAOLWNA B
cebs oTyeTbl 0 pesynbratax AOKNMHUYECKUX NCCNEAOBaHUN SIeKapCTBEHHOIO
CpencTBa, B TOM 4ucne:



0 papmMakoguHaMNYEeCKNX UCCreaOoBaHNSX;

0 papMaKOKNHETUYECKNX UCCIedOoBaHUSX;

O TOKCUKOMNOIMMYEeCKUX NccnegoBaHusx;

T) pasgen KMMHUYEeCKON JOKYMEeHTaLmMn, BKIYaLWmin B cebs oT4eThbl 0 pesynbraTax
KITMHMYECKMX UCCnefoBaHui NnekapcTBEHHOro npenaparTa, NPoBeAEHHbIX B
Poccuiickon ®egepauunm, nnm oT4eTbl O pesynbTaTax MexXayHapoaHbIX
MHOMOLEHTPOBbIX KITMHUYECKNX UCCNeoBaHWI NekapCTBEHHOro npenapara, YacTb
N3 KOTOpbIX NpoBeaeHa B Poccuinckon egepaunn, B TOM YUCHE:

oT4YeTbl 0 PAPMAKOKUHETUYECKUX UCCIIeQOBaHUSIX;

OT4eTbl 0 PapMakogUHAMNYECKNX UCCIEeO0BaAHNAX;

OTYETbI O KMMHUYECKUX UCCrefoBaHnNsaxX 3dEKTUBHOCTM 1 6e30nacHOCTY;

y) 3aKnto4eHne MexBeJOMCTBEHHON KOMUCCUWN O HaNM4YMM B OTHOLUEHUN
rfiekapcTBEeHHOro npenapata gedeKkTypbl NN pucka ee BO3HUKHOBEHMUS.

5. Mpwn peructpaunmn BOCNPOM3BEAEHHbIX NIEKapCTBEHHbLIX NpenaparToB JONyCcKaeTcs
npeacTasneHne B pasaerne AOKNMHUYECKON JOKYMEHTaumu, npegyCMoTpeHHOM
nognyHKToM "c" nyHKTa 4 HaACTOSALLEro JOKYMEHTa, BMECTO OTYETOB O pesyribTatax
COBCTBEHHbIX AOKMMHUYECKUX UCCIef0BaHN NekapCTBEHHOIO cpeacTaa ob63opa
Hay4HbIX paboT 0 pesynbratax AOKMMHUYECKUX UCCreqoBaHNA OPUrMHanbHOro
(pethepeHTHOrO) NekapcTBEHHOro Npenapara.

6. [Npun perncTpaumm BOCNpOn3BEAEHHbIX TEKAPCTBEHHbIX NpenapaToB B BUAe
TBEpAbIX NepopasbHbIX NeKapCTBEHHbIX OPM HEMEANIEHHOIO BbICBODOXAEHNS
AonyckaeTcqa npeAcTaBreHme B pasgene KNMHUYeCcKon AOKyMeHTaumu,
npeaycMoTPEeHHOW NOAMNYHKTOM "T" MyHKTa 4 HaCTOSLLEro JOKYMEHTa, pe3ynsraTos
nccnenoBaHn GUOSKBMBANEHTHOCTUN, NPOBEAEHHbIX B Poccurickon ®enepaunn,
Nony4YeHHbIX B YCNOBUSX in Vivo, C NPUIOXEHWEM OTYeTa O Banugawumm
OunoaHannTM4eckoro metoaa.

Onsa | knacca GuocbapmaueBTUHECKOM CUCTEMBI KNlaccudumkaumm npenapaToB npu
noaTBepPXKOEHNN COMOCTaBMMOMW KUHETUKN pacTBOpPEHUsT pedbepeHTHOMY npenaparty
aonyckaetca buosenBep € NpeacTaBneHnemM B COCTaBe perMcTpaumMoHHOro 4oche B
TOM Yucrie cregyroLmnx JOKYMEHTOB:

ob0CHOBaHWe OTHECEHUs AEeNCTBYIOLLEro BelwecTsa K | knaccy no
BrodhapmaLeBTUYECKON CUCTEME KNaccudukaumm;

aHanMTU4eCcKnn OTYET O NPOBEAEHMM TeCTa CPaBHUTENBHON KMHETUKN PacTBOPEHMS
in vitro, BKNOYasi NPOTOKON MUCCeoBaHus, cBegeHus ob nccnegyembix CEpUsIX 1
cepusix cpaBHEHMS, NoApPOBHOE onucaHne aKkcnepuMeHTarbHbIX YCIOBUMN,
pesynbraTbl Banugaumm UCnosib30BaHHbIX METOL40B, MHAUBUAYalbHbIE N cpefHue
3Ha4yeHus, a TakKe COOTBETCTBYOLME 0bobLLatome CTaTUCTUKN.

7. lNpu rocygapcTBEHHOW perncTpaumnm BOCNpon3BeaeHHOro fIeKapCTBEHHOMO
npenapaTta gnst MeguuUMHCKOro NpUMeHeHNa JonycTMMO npeacTtasneHne obsopa
Hay4HbIX paboT 0 pesynbratax KIMHUYECKNX UccnegoBaHui BMECTO oT4eTa 0O
pesyrnbraTtax COBCTBEHHbIX KITMHUYECKNX UCCNeaoBaHUM NekapCTBEHHbIX
npenapaToB ANs MegULMHCKOro NPUMEHEHNS, KOTOpbIE:



npeaHasHaveHbl ANs napeHTepanbHOro (MOAKOXHOMO, BHYTPUMbILLEYHOTO,
BHYTPUBEHHOIO, BHYTPUIMa3HOro, BHYTPUNONOCTHOrO, BHYTPUCYCTaBHOIO,
BHYTPUKOPOHAPHOro) BBEAEHWS 1 NpeacTaBnaoT cobon BogHble pacTBOPbI;
npeacTasnsoT cobor pacTBOpbI 4S5 NepopanbHOro NPUMEHEHWS;

npoun3seeHsbl B hopmMe NOpPOLLKOB UM NMOUAN3aToB AN NPUroToBreHns
pacTBOpPOB;

ABNSAKTCA raszamu;

ABNAKTCS YLWHBIMW UK FMa3HbIMU NIEKAPCTBEHHBbIMUM NpenapaTamMu,
npoun3seaeHHbIMM B OpPMe BOAHbBIX PaCTBOPOB;

npegHasHaveHbl 411 MECTHOIO NPUMEHEHUS U NPUTrOTOBMEHbI B (POpMe BOOHbIX
pacTBOpOB;

npeacTasnsoT cobor BogHble pacTBOPbI A4S UCNOMNb30BaHUS B POPMe UHransuumm ¢
nomoLbo Hebynansepa nnm B Ka4ecTBe Ha3larbHbIX CNpeeB, NPUMEHAEMbIX C
NOMOLLLbKO CXOOHbIX YCTPOWCTB.

Ecnun cocTtaBbl BcnomoraTenbHbIX BELLECTB pas3nnyatoTcsl, 3asaBUTeNb AOSMKEH
npeacTaBuTh 4OKa3aTenbCTBa TOro, YTO UCMOSb3yEMbIE B TaKUX KOHLEHTPaUMSX
BCMoOMOraTesnbHble BELLECTBA HE BNUAIOT Ha 6e30nacHOCTb M (Mnn) aPPEKTUBHOCTb
nekapcTBeHHOro npenapata gns MeguumMHCKOro NpUMeHeHns.

8. Mpwn pernctpaunmn GnoaHanorM4HbIX NeKapCTBEHHbIX NpenapaTos TpebyeTcs
npeacTaBneHne pesynbratoB COOCTBEHHbIX KITMHUYECKUX NCCEA0BaHUIN CO
CpaBHUTENBbHOM OLIEHKOWN (hapMaKOKMHETUYECKMX, (hapMaKkoANHAMUYECKUX
nokasartenen, UMMYHOreHHOCTU, 6e3onacHOCTU U A(PPEKTUBHOCTH.

[onyckaeTca npeacrasneHme B pasaene KNMHUYECKOW AOKyMEHTaLunu,
npeaycMOTPEHHOW NOAMNYHKTOM "T" MyHKTa 4 HACTOSLLEro JOKYMEHTa, CBOAHOIO
KpaTtkoro otyeta (no utoram Il n (nnn) Il pasel nccnegosanunsa) 06 nmerowmxcs Ha
MOMEHT Nnogayu 3asBfeHnst 0 rocyaapCTBEHHON pernctpauumn GuoaHanormM4Horo
nekapCcTBEHHOro npenapaTta pesyribtatax u3yvyeHuss oapMakoKUHETUYECKUX,
dapmakognHaMmmnyecknx nokasatenen, appekTnBHOCTH, 6€30NacHOCTU U
WMMYHOFEeHHOCTU NIeKapCTBEHHOMO npenapaTa B pamMKax KIIMHUYECKUX
nccrnefoBaHum, cogepallero BCo OCTYMHY MHAOpMaLno 0 (U3NYECKUX,
XUMUYECKMX, hapMaLeBTUYECKNX, (DapPMaKONOrMYeckmx, TOKCUKONTOrMYECKHMX,
dhapMaKOKMHETMYECKMNX, METABONNYECKNX U KIMMHNYECKNX CBOMCTBAX
rieKapCTBEHHOro npenapara.

Heobxogumo npeactaBuTb pesyribtaTbl COOCTBEHHbBIX CPABHUTENbHbIX
OOKITMHUYECKUX UccrenoBaHum, NOATBEPXKAaLWMX aHaNnoOrmM4yHOCTb
PU3MKO-XMMUYECKUX N (PYHKLUMOHAmNBbHbLIX CBONCTB peddepeHTHOMY npenapary.

9. MNpwu rocygapcTBEHHOM pernctpaumnm opdaHHOro SiekapCTBEHHOMO Npenapara ass
dopMmnpoBaHnNA pasgena KIMHUYeCKON JOKYMEeHTaumu, NpeaycMoTPEeHHOro
nognyHKTOM "T" NnyHKTa 4 HacTosALLero JOKYMeHTa, B perMcTpaunoHHOM 0Ckbe
NpeacTaBnsoTCs OTYEThI O pe3ynbraTtax KIMHUYECKNX UccrneaoBaHnin opdpaHHoro
NleKapCTBEHHOrO npenapaTa, UMeLLMecss Ha MOMEHT NoAayun 3asiBrieHns O
rocyaapCTBEHHOWN perucrTpaumm, B TOM YMCIe BbINOSTHEHHLIX 3a Npeaenamm
Poccuinckon ®egepauunm, B COOTBETCTBUM C NpaBuiiaMmn Hagnexawen KrimHn4ecKon
NpaKkTUKK, BKNOYaroLLme:



oTt4yeTbl 06 nccnegoBaHnAx 6GUOJOCTYMHOCTY;

oT4YETbl 0 PAPMAKOKUHETUYECKNX UCCIEeNOBaHUSIX;

oT4eTbl 0 hapMakogMHAMUYECKNX UCCIELOBAHNSX;

OTYETbI O KMMHUYECKNX UCCrefoBaHnNsaX 3dEKTUBHOCTM U 6e30nacHOCTH.

10. MuHucTepcTBO 3apaBooxpaHeHus Poccuiickon degepaumm npu ocyLeCcTBIEHNN
rocygapCTBEHHOW perucTpaunm nekapCcTBeHHbIX NpenapaTtoB B COOTBETCTBUN C
HACTOALLMM JOKYMEHTOM YCTaHaBMMBaET Npu He0BXoANMOCTU O4HO UM HECKOSbKO
cnegyroLwwmx yCnoBum:

a) BBeAEHME OrpaHMyeHnin Mo NPUMEHEHUIO NeKapCTBEHHOrO npenapara Anga ero
6e3onacHOro NpMMeHeHus;

6) 06513aTENBHOCTL NPOBEAEHNS NOCTPEMMCTPALMOHHBIX KITMHNUYECKMNX
nccnenoBaHum, pesynbraTbl KOTOPbIX ABMASOTCA OCHOBAHWEM 1151 OLIEHKMN
OTHOLLEHUS 0XXNgaeMom Nonb3bl K BO3MOXHOMY PUCKY NPUMEHEHUSI NEKapCTBEHHOMO
npenapaTa npv NoATBEPXOEHUN ero rocyaapCTBEHHOW perncTpaumu,;

B) TpeboBaHus K MapKMPOBKE NeKapCTBEHHOIO npenapara;

r) npeactasneHune B PegepanbHyto cnyxby no Haa3opy B chepe 34paBoOXpaHEeHUs,
B TOM YUCIE C UCMNONb30BaHMEM CanToB B ceTh "HTepHET" n MOBUIBbHBIX
NPUIOXEHNN, COOBLLEHNIN O NODOYHBIX AENCTBUSAX, HEXENATENbHbIX peakuusx,
Cepbe3HbIX HeXenaTenbHbIX U HeNPeABUAEHHbIX HEXenaTenbHbIX peakunsax npm
NpUMEHEHNN NekapcTBEHHOro npenapata, 06 0COBGEHHOCTAX ero B3aMMOAENCTBUS C
APYrMMUM NeKkapCTBEHHbIMU NpenapaTtamMmu, MHAMBUAYabHON HENEPEHOCUMOCTH, a
Takke 06 MHbIX hakTax n 06CToATENbCTBAX, NPEACTABMAILNX YIPO3Y XKU3HW Un
300pOBbIO YeNnoBeKa UMM BIIMSAIOLNX HA U3BMEHEHUE OTHOLLEHUS OXnaaemMomn nonb3bl
K BO3MOXXHOMY PUCKY NMPUMEHEHMUS NIeKapCTBEHHOIO nNpenapara, BbIsIBNIEHHbIX Ha
BCEX aTanax obpalleHus.

11. locypnapcTBeHHas perncTpaums nekapcTBeHHOro npenapara ocyLecTBISeTCs
MuHucTepcTBOM 3gpaBooxpaHeHns Poccuinckon denepaumm B CPok, He
npesbiwatowmi 60 paboumnx gHen co AHS NOCTYNNEHNA AOKYMEHTOB U CBEAEHUN,
yKa3aHHbIX B NMyHKTax 4 - 9 HacTosILLEero 4OKYMEHTa.

12. MnHuctepcTBO 3apaBooxpaHeHunst Poccurckon ®efepaunmn B TedeHne 5 paboumx
AHEN Co OHA NOCTYNNeHUs JOKYMEHTOB U CBeAEHWU, NpefyCMOTPEHHbIX NyHKTamu 4
- 9 HacTosALWEero JOKyMeHTa, OCYLLEeCTBIISET cregyoLlme MeponpuaTus:

a) NpoBOANT NPOBEPKY KOMMIIEKTHOCTU U JOCTOBEPHOCTU (B TOM YMCHE B YaCcTu
HanNU4ns 3aKkrYeHnss MeXXBe4OMCTBEHHON KOMUCCUUN O HANUYUN B OTHOLLIEHWM
nekapCTBEHHOro npenaparta AedekTypbl UM pUcka ee BO3HUKHOBEHWS)
npeacTaBneHHbIX AOKYMEHTOB;

6) NpMHMMaET peLleHne O Bblgave 3KCNEPTHOMY YUYPEXOAEHUIO, YKa3aHHOMY B CTaTbe
15 ®epepanbHoro 3akoHa "O6 obpalleHnn nekapcTBeHHbIX cpeacTs” (aanee -
3KCNepTHOE yypexaeHue), 3agaHns Ha NpoBeAeHEe IKCNepTM3bl KadyecTBa
NeKkapCTBEHHOrO cpeacTBa 1 AKCNepTU3bl OTHOLLEHUS OXUOaeMOM Mosib3bl K
BO3MOXHOMY PUCKY NPUMEHEHWS NEeKapCTBEHHOMO npenapara;

B) B Cnyvasx, NpeayCMOTPEHHbIX MyHKTamu 5, 8 n 9 HacTosAwero JOKYMeEHTa,
NPUHMMAET peLleHne O NPOBEAEHNN ATUHECKOW IKCNEPTU3bI;



r) yBeOOMMAET 3asiBUTENS B POPME 3NIEKTPOHHOIO AOKYMEHTA O MPUHATOM pPELLEHUN
N O NPEeACTaBEHNN B IKCMEPTHOE yupexaeHne obpasLoB fiekapCTBEHHOIO
npenapata, obpasLoB hapmMaLeBTUYECKON CyBCTaHLMK, TECT-LUTAMMOB
MUKPOOPraHM3MOoB, KyIbTypbl KNeToK, 06pasuoB BeLwecTB (NpyM HeobxoaumocTn);

[) HanpaBnseT COOTBETCTBYIOLLIEE 3aaHMe B IKCNEPTHOE yupexaeHne n CoBeT Mo
aTukKe (Npu HeobxoanumMocTHn).

13. B cny4yae BbISiBNieHNA HEAOCTOBEPHOCTN CBEAEHUMN, COAEPXKALLNXCA B
npeacTaBreHHbIX 3aaBUTeNemM marepmanax, MMHUCTEPCTBO 34paBOOXpPaHEHMUS
Poccunckon degepaumm HanpasensieT B BUAE ANTEKTPOHHOIO AOKYMEHTa,
NOANMCAHHOIO 3MEKTPOHHON NOAMUCHIO, 3asiBUTEMIO 3arnpoc 06 yTOYHEHUN
yKa3aHHbIX CBEeEHUN.

14. 3asButens 06a3aH NpeacTaBUTb OTBET B BUAE ANEKTPOHHOIO AOKYMEHTA,
NnoanMCaHHOro 3reKTPOHHOW NoANUCKI0, Ha 3anpoc MnHucTepcTea
3paBooxpaHeHuns Poccumnckon degepaumm B Cpok, He npesbiluatowmn 20 paboumnx
AHEen co OHA nosny4vyeHust ykasaHHoro 3anpoca. Cpok, ykasaHHbIn B ab3aue nepBom
nyHKTa 12 HaCToOALLEro AOKYMEHTA, MPUOCTaHaBIMBAETCS CO AHSA HanpaBneHus
3as1BUTENIO 3anpoca, NpeayCMOTPEHHOIO MYHKTOM 13 HacTosALEero AOKyMeHTa, 40
AHSA nonyyeHnsa MUHUCTEPCTBOM COOTBETCTBYHOLLLErO OTBETA.

15. BKcnepTnabl NekapCTBEHHOIO nNpenapara NpoBOAATCA KOMUCCUEN IKCNEPTOB
3KCNEePTHOro yYpexaeHns, KoTopasd Ha3Ha4vyaeTcs ero pykosogurenem (ganee -
KOMMUCCUSI 9KCNEPTOB).

16. JKkCcnepTHOE yypexaeHne B CPOK, He npesbiwatowmnn 50 paboymx gHen co gHs
nonyyeHus 3agaHna MuHuctepcTea 3gpaBooxpaHeHusi Poccurickon ®egepaunn,
yKasaHHOro B noanyHkTe "a" nyHkta 12 HacTosiwero 4oKyMeHTa, obecneynBaer:

a) NpoBEAEHNE SKCNEPTU3bI KAYECTBA NNEKAPCTBEHHOIO CPEACTBA M IKCNEPTU3bI
OTHOLLEHNS OXMOAeMOM NOMb3bl K BO3MOXXHOMY PUCKY MPUMEHEHUS NEeKapCTBEHHOIO
npenapara;

6) ochopmneHne Kommnccmnen aKCNepToB 3aKYEHMS NO pe3ynbTaTtam NPOBEAEHHbIX
3KCNEPTU3bl KaYecTBa NIEKapCTBEHHOMO CpeacTBa U IKCNepTU3bl OTHOLLEHNSA
OXuaaeMomn Nosb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOIO npenaparta
no goopme, yreepxaeHHon MnHncTepcTsom 3gpaBooxpaHeHns Poccumckon
denepauuu, n ero HanpasneHme B MMHUCTEPCTBO.

17. B cnyyae HegocTaTtoMHOCTUM NpeacTaBneHHbIX MaTepuanos AN NpoBeaeHns
3KCNepTU3 SKCNEepPTHOE yUYpexXaeHne HanpaenseT COOTBETCTBYHOLLMIA 3anpoC
3as1BUTENIO O NpeAcTaBneHnn HeobXxoanMbIX MaTepuanoB B oOpMe SNEKTPOHHOMO
AOKYMeHTa, NOAMMCAHHOIo NEeKTPOHHON Noanuckto. 3aaBuTenb 06s3aH
npeacTaBuUTb OTBET B (POPME 3NEKTPOHHOrO AOKYMEHTA, NOANUCAHHOIO 3NEeKTPOHHOM
NoAnuchbHo, Ha 3anpoc 3KCNEPTHOrO yYpeXAeHNsa B CPOK, He npesbiatowmin 20
pabounx AHEeN CO AHSA ero NonyyYeHus.

B cnyyae HenpencraBneHnsa 3agBmUTENEM OTBETA Ha yKa3aHHbIN 3anpoc B
YCTaHOBINEHHbIN CPOK IKCMEPTHOE yupexaeHne BO30OHOBSAET SKCNEPTU3Y U B CPOK,
He npeBbllaKLwmn 2 pabounx gHen, Hanpaenset B MMHUCTEPCTBO
3apaBooxpaHeHnsa Poccurckon degepaumm 3aknoyeHmne KOMMcCum aKCnepTos.



Bpems co oHS HanpaBneHnsa 3anpoca 3KCNepTHOro yYpexaeHus 40 AHA NonyyYyeHus
Ha Hero oTBeTa 3asiBUTENSA He YYUTbIBAETCA NPU NCHUCINIEHUN CPOKa NPOBEAEHUSA
3KCNepTM3 NekapCTBEHHOro npenapara, ykasaHHoro B ab3ale nepBomM nyHkTa 16
HaCcTOSLEero JOKyMeHTa.

Cpok npegcraBneHns 3asBuTernieM obpasLoB B 3KCNepTHOe yupexaeHue B
COOTBETCTBUM C NOANYHKTOM "I NyHKTa 12 HaAcTosALWEro JOKyMeHTa He BXOAUT B CPOK
NpoBeLEHNS SKCMepPTU3bl, NPEAYCMOTPEHHON MYHKTOM 16 HACTOSLLEro JOKYMEHTA.
B cnyyae HeBO3MOXHOCTU NpoBeaeHUs nabopaTopHOM 3KCNEPTU3bl B AKCNEPTHOM
yuypexaeHum (B TOM Yncne no npuydnHe oTcyTcTBua obopyaoBaHus 1 (Mnm
KOMMNSEKTYIOLWMNX K HEMY, pacXogHbIX Matepuanos, o6pasuoB hapMaLeBTU4ECKOn
cybCcTaHuuK, TECT-LUTAaMMOB MUKPOOPraHM3MOB, KyrbTypbl KIeToK, 06pas3Los
BELLeCTB, NPUMEHSIEMbIX AN KOHTPOSIS KadeCcTBa JIeKapCTBEHHOMO cpeacTBa nyTemM
CpaBHEHNA C HUMW UCCIIeQyeMOro fieKapCTBEHHOIO CPeaACcTBa, B KONMYecTBax,
HeobxoaAnMbIX 4N BOCNPOU3BEAEHMS METOAO0B KOHTPOSSA KayecTBa) AornycKaeTcs
npoBefeHne aKCnepTU3bl Ka4ecTBa NIEKapCTBEHHbIX CPEACTB C UCNOSb30BaHNEM
CpeacTB ANCTAHLMOHHOIO B3aMMOAENCTBUS, B TOM YKUCIe NOCPEeLCTBOM ayamo- Uin
BNOEOCBA3U, NOPALOK N POPMbI KOTOPOro OnpeaenatoTCs aKCNepPTHOM OpraHn3aunen
Mo CornacoBaHuto ¢ 3aaBuTenemM (YNnosIHOMOYEHHbIM UM HOPUONYECKUM JTULIOM).

18. MuHuctepcTBO 3apaBooxpaHeHust Poccunckon ®egepaunm B CPok, He
npesbiwaowmi 3 pabodnx gHen co AHS NosyYeHns 3aknto4eHns KOMUCCUn
3KCNepTOB U 3aKIIOYEeHUS coBETa NO 3TUKE:

OCYLLECTBIISET OLEHKY 3aKNYeHNn ANs onpeaeneHns nx CoOoTBETCTBUS 3a4aHUAM
Ha NpoBedeHne 3KCrnepTn3 nekapcTBEHHOro npenapara;

NPUHMMAET peLleHne O rocyaapCTBEHHOW perncTpaLmm nekapCTBeHHOro npenapara
nnu o6 oTkase B rocygapCTBEHHOW perncTpaumnm nekapcTBEHHOro npenapara ¢
060CHOBaHMEM TaKoro oTkasa, yBe4OMISAET 3asBUTENS O NPUHSATOM peLLEHUN B BUAE
9NEKTPOHHOrO AOKYMEHTa U (Mnn) Ha ByMaXHOM HocuTene, BblAaeT 3adaBUTENIO
perncTpaunoHHoOe yaocToBepeHme co cpokom agencteus no 31 aekabps 2023 r.,
cornacoBaHHble HOPMAaTUBHYH AOKYMEHTaLMIO, UHCTPYKUUIO MO MeOULMHCKOMY
NPUMEHEHNIO NIEKAapCTBEHHOIO Npenapara 1 MakeTbl NepBUYHOM YNAKOBKK U
BTOPUYHOM (NOTPEOUTENBLCKOW) YNaKoBKM C yKa3aHMEM Ha HUX Homepa
perncTpaunoHHOro yaoCToBEPEHUS NeKapCTBEHHOIO npenapara u gatbl ero
rocygapCcTBEHHOW perncTpaumm.

3a Bblgayvy permcTpaunoHHOro yaoCToBEpPEeHUS NeKapCTBEHHOIO npenapara
B3MMaeTCs rocygapcTBeHHasi NowivHa B COOTBETCTBUN C 3aKOHOA4ATESTbCTBOM
Poccuinckon ®enepaumm.

19. OcHoBaHMsIMKU ONA OTKasa B rocygapCTBEHHOM perncTpaunm iekapCTBEHHOMO
npenapaTta aBnsaTCA:

a) HenpeacTaBreHne 3aaBuUTeNeM JOKYMEHTOB, YKa3aHHbIX B MyHKTax 4 - 9
HacTosLLEero JOKyMeHTa, NMbo nx HeHaanexatllee opopmMmneHue;

0) HenpeacTaBneHne 3asaBUTENEM B CPOK, YCTAHOBIEHHbIN MYHKTOM 14 HacTosLlero
AOKYMeHTa, OTBETa Ha 3anpoc;

B) OTCYTCTBUE 3aKNIOYEHNS MEXBEAOMCTBEHHOW KOMUCCUM O HanMynumn B OTHOLLEHUN
nekapcTBeHHOro npenapata gedeKkTypbl N1 pucka ee BO3HUKHOBEHUS;



r) HanNU4ne 3akIIt4YeHNsT KOMUCCUMN SKCNEPTOB U (UNK) 3aKMOYEHMST COBETA MO 3TUKE
O HEBO3MOXHOCTM rocygapCTBEHHOW perncTpaumm nekapCTBeHHOro npenapara.

20. CBegeHus o0 rocygapCTBEHHOM perncTpaumm nekapCcTBeHHbIX npenapaTos
BHOCATCS B roCyapCTBEHHbIN PEeCTp JIeKapCTBEHHbIX CPeACTB B COOTBETCTBUM C
TpeboBaHMsAMM 3akoHogaTenbcTBa Poccuickon ®egepaummn ob obpalleHnm
NeKapCTBEHHbIX CPeacTB.

21. MvHCcTepCTBO 34paBooxpaHeHuns Poccuinckon denepaumm B TedeHne 3 padboumx
AHEen NpuHMMaeT pelueHne 06 oTMEHe rocy4apCTBEHHOW permcTpauum
fleKapCTBEHHOro npenapaTa 40 UCTEeYEeHMsI CpoKa OENCTBUSA PErMCTPaLMOHHOIO
yAOCTOBEpeHUs Npu noctynneHnn B MMHUCTEPCTBO OT YNOSTHOMOYEHHbIX
degeparnbHbIX OpraHoOB UCMONHUTENBHOW BNAcTU CBEAEHUI, NOATBEPXKAAIOLWMX
dakT HecobnoaeHus gepxarenem, unv BnagenbuemMm permcTpaumoHHOro
YAOCTOBEPEHUS NIeKapCTBEHHOMO npenaparta, Ui ynosIHOMOYEeHHbIM UM APYruM
IOPUANYECKNM NINLOM YCIOBUIA, NPeayCMOTPEHHbIX PEMMCTPALNOHHBIM
YAOCTOBEPEHMEM, a TaKkKe Npu nogade gepxarenem, unv snagensuem
perncTpaunoHHOro yaoCTOBEPEHUS NIEKAPCTBEHHOMO Npenapara, unu
YNONMHOMOYEHHbIM UM OPYTMM HOPUONYECKMM NTMLIOM 3asiBNEHUS 06 OTMEHe
rocyaapCTBEHHOM perMcTpaunm nekapCcTBEHHOro npenapara.

[Il. OcobeHHOCTM BBO3a 1 06paLLEeHNs He 3apermcTpMpoBaHHbIX

B Poccuiickon ®enepaumm nekapcTBeHHbIX NpenapaToB

22. PaspelueHune Ha BpeMmeHHoe obpalueHne no 31 gekabps 2023 r. cepum (napTun)
fieKapCTBEHHOrO npenapaTta, He 3aperucTpupoBaHHoro B Poccuiickon degepauum,
nMeloLLero 3apermcTpmpoBaHHble B Poccuinckon degepaumm aHanoru no
MeXayHapOoAHOMY HenaTeHTOBaHHOMY HaMMEHOBaHMUIO N paspeLLleHHOro Ars
MeANLNHCKOro NpUMEHEeHUs Ha TePPUTOPUM NHOCTPaHHbIX FOCy4apCTB
YNONMHOMOYEHHbIMW OpraHamu COOTBETCTBYIOLLMX MHOCTPaHHbIX rocyaapcTs (aanee -
paspelleHne Ha BpeMeHHoe obpalleHune), Bbigaetcsa MMHUCTepcTBOM
3npaBooxpaHeHus Poccuinckon denepaumm Ha nekapcTBeHHble npenaparbl, B
OTHOLLEHUWN KOTOPbIX MEXBEJOMCTBEHHOW KOMUCCUEN yCTaHOBNEHa AedekTypa unm
PUCK ee BO3HUKHOBEHUS.

PaspelueHne Ha BpemeHHoe obpalleHune BbligaeTcsa MmHucTepcTesom
3gpaBooxpaHeHnsa Poccunckon degepauum no popme, yreepxaeHHon PeleHmnem
Konnerun EBpasuiickon akoHomu4eckom kommcemm ot 16 mas 2012 . N 45 "O
equHon (pbopme 3aknoyveHus (paspeLnTensHOro JOKYMeHTa) Ha BBO3, BbIBO3 U
TPaH3UT OTAENMbHbLIX TOBAPOB, BKITHOYEHHbIX B €4MHbIN NepeyYeHb TOBapOB, K KOTOPbIM
NPUMEHSIIOTCA Mepbl HETaPUHOIO perynmpoBaHnSa B TOProerie C TPETbMMHU
CTpaHamu, U METOANYECKUX YKa3aHUAX MO €€ 3arnofiIHEHUIO" B OTHOLLEHUN cepumn
(napTun) NnekapCTBEHHOrO Npenaparta, MMeLLLEero aHanoru 3apermcTpupoBaHHbIX B
Poccunckon degepaumm nekapCTBeHHbIX NpenapaToB ¢ OOHUM AENCTBYOLLMM
BELLlECTBOM B0 paHee 3aperncTpmupoBaHHbiX B Poccurickon ®enepaunn, B



OTHOLLEHUWN KOTOPbIX NPUHATLI peLleHns 06 OTMeHe rocyaapCTBEHHON perncrpawmm
B COOTBETCTBUM C NyHKTamu 2 - 8 ctatbn 32 deagepanbHoro 3akoHa "O6 obpalyeHum
NeKapCTBEHHbIX CpeacTB", B OTHOLUEHUN KOTOPbIX MEXBEAOMCTBEHHOW KOMUCCUEN
yCTaHoOBMneHa gedekTypa unm puck ee BO3HUKHOBEHUS.

23. PaspelueHune Ha BpeMeHHoe obpalleHne Bblgaetcd MMHUCTEPCTBOM
3apaBooxpaHeHna Poccurickon ®egepaumm Ha OCHOBaHMM 3aKio4eHNs
MEXBEAOMCTBEHHOW KOMUCCUM O BO3MOXHOCTU (HEBO3MOXHOCTU) BblAaun
paspeLleHns Ha BpeMeHHoe obpalleHne, hopma KOTOporo yTBepXXaaeTcs
MwWHUCTEPCTBOM.

24. [1ns nonyyYeHnsa paspeLleHns Ha BpeMeHHoe obpalleHne topuanyeckoe nmuo,
AencTBytoLlee B COBCTBEHHbIX MHTEPECAX UM YNONIHOMOYEHHOE NPEeACTaBNATb
WHTepechbl ApYyroro puanveckoro nuua, npeacrasnsetr B MMHUCTEPCTBO
3gpaBooxpaHeHus Poccunckon ®egepaumm B hopme aNeKTPOHHOIo JOKYMEHTa
cnegyoLmne JOKYMEHTbI U CBEAEHUS:

a) 3asiBNeHne o Bblade paspeLleHns Ha BpeMeHHoe obpalleHue, nognucaHHoe
9MNEKTPOHHON NOAMNUCHIO, B KOTOPOM YKa3blBaKOTCSA:

HanMeHoBaHWe, afpec MecTa HaXOXAeHWs 3asBUTENA U NPoOn3BoaUTENS
neKkapCTBEHHOro npenaparta Ans MeguLMHCKOro NpuMeHeHns, ceeaeHms oo mnx
perncTpauumn B Ka4ecTBe HasoronnaresbLiuka B CTpaHe pernctpauum (ans
POCCUCKMX IOPNONYECKNX NNL, - NOEHTUPUKALMOHHBIN HOMEpP HanoronnaTenbLiuka,
AJ151 MTHOCTPaHHbIX IOpUaANYECKMX NUL, - CTpaHa pernctTpauumn, HaMMmeHoBaHne
PErncTpupyroLLEro opraHa, perMcTpaunoHHbI HOMepP, Kog, HanoronnaTtenbLmka B
CTpaHe pernctpauumn (MHKopnopawmm) unm ero aHanor) n agpec Mecta
OCYLLIeCTBIIEHMSA NPON3BOACTBA SIeKapCTBEHHOIO npenapara (B cnyyae Hanu4yus
HECKONbKMX Y4aCTHMKOB NpoLecca ero NponsBoacTea He0H6XoaANMO yKkasaTb KaKaoro
y4yacTHMKa B COOTBETCTBUMN C OCYLLIECTBNSIEMOW CTaanen NnponsBoacTBa);
HauMeHoBaHWe NekapCTBEHHOro npenapara (MexayHapoaHoe HenaTeHTOBaHHOE,
UNn rpynNMpOBOYHOE, UM XMMUYECKOE N TOProBOE HauMEHOBAHUS);

nepeyeHb OENCTBYHOLMX U BCOMOraTesflbHbIX BELLECTB, BXOASLLMX B COCTaB
rfleKkapCcTBEHHOro npenapaTta, C yKazaHneM Konmn4ecTBa KaXKaoro U3 HuX;
nekapcTBeHHas popma, JO031POBKa, Crnocobbl BBEAEHUS U NMPUMEHEHUS, CPOK
rOAHOCTW NeKapCTBEHHOrO npenapara;

hapmakoTepaneBTMyeckas rpynna, Kog aHaToMo-TepaneBTUYeCKO-XUMUYECKON
Krnaccndukauum, pekomeHgoBaHHOW BceMupHoOW opraHmnsaumen 3gpaBooXpaHeHus,
3asiBnsemMble nokasaHua Ars NpMMeHeHus fiekapCTBEHHOro npenapara;

pPeKBU3NTbI cepumn (NapTun), 3adBrneHHON AN Lenen nonyyvyeHus paspeLlleHms Ha
BpemMeHHoe obpalleHue npu geduuunTe;

0) 3aBepeHHas B yCTaHOBMEHHOM MOpsiAKe KOMUsl AOKYMEHTa Ha PyCCKOM i3blKe,
noaTBep KAAoLLEro NOHOMOYMNE 3a8BUTENA Ha Nodadvy 3asiBNieHns o Bblaave
paspeLleHnsa Ha BpeMeHHoe obpalleHne nekapcTBEHHOro npenapara
(ooBepeHHOCTL);

B) KOMWS BblJAHHOW YNONIHOMOYEHHbLIM OPraHOM CTPaHbI-NMPON3BOANTESNS NIULEH3UN
Ha NPOW3BOACTBO FIEKapCTBEHHOrO npenapaTa u ee nepesop Ha PYCCKUM A3blIK,
3aBepeHHble B YCTAHOBNEHHOM MOPSAKeE;



) KONUSA Bbl4AHHOMO YNOSIHOMOYEHHbIM OPraHOM CTPaHbI-NPON3BOAUTENS
AENCTBYIOLLIEro AOKYMEHTa O COOTBETCTBUN NPOU3BOANTENS NIEKAaPCTBEHHbIX
cpencTB TpeboBaHMsIM NpaBun Hagnexailen NPon3BOACTBEHHON NPAKTUKN U ero
nepeBo Ha PYCCKUN A3bIK, 3aBEPEHHbIE B YCTAHOBIEHHOM NOPSAKe;

[) 3aBepeHHble B YCTAHOBIEHHOM NOpsAKe KONUU LOKYMEHTOB, NOATBEPXKAAIOLLNX
doakT perncTpauyum fiekapCTBEHHOro npenapara 3a npegenamu Poccumnckon
denepauunm B cTpaHe-npomsBoguTene un (Mnn) cTpaHe - Bnagensue (oepxarene)
perncTpauuoHHOro yaoCToBEPEHUS NeKapCTBEHHOIO npenapara;

€) KOMnsi NHCTPYKUUKN NO MEeULMHCKOMY NPUMEHEHUNIO NIeKapCTBEHHOIO npenapara,
0006pPEHHON YNONTHOMOYEHHbLIM OPraHOM CTPaHbI-NPOM3BOANTENS U (MNKN) CTPaHbI -
BnagernbLua (gepxarensi) perMctpaumoHHOro yaoCTOBEPEHUS JIeKapCTBEHHOMO
npenapara, ¢ 4aTon nocnegHero nepecMoTpa U ee nNepeBof Ha PYCCKUNA A3bIK,
3aBepeHHble 3aaBuUTENEM;

X) MHopMaLmMsa o hapmaLeBTUYeCKon cybcTaHuun unu dapmaLeBTUYecKuX
cybCcTaHumsAX, BXOOALWMX B COCTaB SiekapCTBEHHOIo npenapara;

3) KOMnus OOKYMeHTa, yCTaHasnusatoLero TpeboBaHMs K KOHTPOSIO KavyecTBa
nekapCTBEHHOro npenapara (cogepxallero cneyndukaumio n oncaHme
aHanMTUYeCKNX METOAMK U UCMbITAHUIA NN CCbISIKM Ha HUX, a Takxke
COOTBETCTBYHOLLME KPUTEPUN NPUEMIEMOCTN AN YKa3aHHbIX NokasaTtenen
KayecTBa), 04OOPEHHOrO YNOIHOMOYEHHbLIM OPraHOM CTPaHbI-NPOMU3BOANTENS U
(nnn) cTpaHbl - BNagensua (gepxartenst) perMctpaumMoHHOro yaoCToBepeHus
nekapCTBEHHOro npenapara, ¢ 4aTon NocnegHero nepecMmoTpa 1 ero nepesos Ha
PYCCKUI A3bIK, 3aBEPEHHbIE 3adBUTENEM;

n) KONUSA JOKYyMEHTa O cucTeMe (papmakoHaZ3opa opraHnsaunm, OTBETCTBEHHOW 3a
OCYLLIECTBIIEHME MOHUTOPUHIra 6€30NacHOCTM BBE3EHHbIX JIEKApPCTBEHHbIX CPeaCTB B
Poccuinckon degepauuu, 1 ero KpaTknun nepeBo Ha PYyCCKUN A3bIK, 3aBEPEHHbIE
3asBuTenem;

K) nnaH ynpasneHuns puckamm gnsi GMonormyeckoro nekapCcTBEHHOro npenapaTta u
ero nepeso Ha PyCCKUN A3bIK;

n) otyeThbl (NMM60 0630pbI) pe3ynsTaToB AOKINHUYECKUX NCCNeq0BaHUN
NeKapCTBEHHbIX CPEeACTB U KITMHUYECKNX UCCNegoBaHUM NekapCTBEHHOMO
npenapara, BKrYasa npy Hanmyum ob3op onbiTa NOCTPErnCTPaLnoOHHOro
NPUMEHEeHNS.

25. [lonyckaeTtcsa ucnosib3oBaHME MakeToB NepPBUYHOM N BTOPUYHOM
(noTpebutenbckon) ynakoBOK Ha S3blKe CTPaHbI-NPOU3BOAMTENSA NPU HaNM4mMm Ha
BTOPUYHOW (NOTPebUTENbCKOM) 1 NEPBUYHOM (€CNN MPUMEHMMO) YNaKoBKax
CaMOKIeLLIENCH ITUKETKN, coaepiKaLlen COOTBETCTBYIOLLYIO MHOPMaLMIO O
nekapCcTBEHHOM npenapare Ha pyCcCKOM A3blKe.

26. MyHucTepcTBO 34paBooxpaHeHns Poccuinckon denepaumm B TedeHne 10
paboymx AHen co OHA NOCTYNNEeHUs JOKYMEHTOB U CBEAEHWUN, yKa3aHHbIX B NyHKTe
24 HacTosLLEero JOKyMeHTa:

a) NpoBOANT NPOBEPKY NOSHOTbLI U JOCTOBEPHOCTU NPEACTABMNEHHbIX JOKYMEHTOB;



6) NnpyHMMaeT pelleHne 06 oTkase B Bblgave pa3peLleHnsi Ha BpEMEHHOoe
obpalleHne B cnyyae BbiSIBNEHWUSI HENOMHOThI UM HEJOCTOBEPHOCTH
npeacTaBrieHHbIX JOKYMEHTOB U CBeAEHUN C YKa3aHWeM MPUYnH 0TKa3a;

B) HanpaenseT JOKYMEHTbl U CBEAEHUS, yKa3aHHble B NYHKTe 24 HaCTOosLEro
AOKYMEHTA, B MEXBEJOMCTBEHHY KOMUCCUIO;

r) opraHu3yeT npoBeaeHue 3acefaHnss MexBeJoOMCTBEHHON KOMUCCUN, MO UToram
KOTOPOro opopMnsaeTcs NPOTOKON ee 3acefaHns U 3akniovYeHne 0 BO3MOXHOCTH
(HEBO3MOXHOCTM) Bblgaun paspeLleHns Ha BpeMeHHOe obpalleHune npu gedektype
U pUCKe BO3HUKHOBEHUS OedEKTYPbI;

A) Npy NPUHATUN MEXBELOMCTBEHHOMW KOMUCCUEN PELLEHUS O BO3MOXHOCTU
(HEBO3MOXHOCTI) Bbl4aun paspeLleHns Ha BpeMeHHoe obpalleHne, B TOM Ynucrne o
HeobXoAMMOCTN NPOBEAEHNSA UCTIbITAHUIW KadYeCTBa JIeKapCTBEHHbIX NpenapaTos,
HanpaBnsaeT 3asBUTENO B (POpMe 3NEKTPOHHOIO JOKYMEHTa paspeLleHne Ha
BpeMeHHoe obpalleHne, noanMcaHHOe yCUeHHOW KBannguumpoBaHHON
3NEKTPOHHOMN NOAMNUCHIO, N BLIMUCKY U3 3aKIHOYEHUs, B TOM YMCIe CoaepXallyto
cBefeHnsa 0 Heobxo4MMOCTU NPOBeAEHUS UCTNbITAHWUI KaYeCcTBa NekapCTBEHHOMO
npenapara.

27. OcHOBaHUAMM 4Ns OTKasa B Bblgaye pa3pelleHns Ha BpeMeHHoe obpalleHne
ABNAKOTCA:

a) BbIsiBfieHME HEMOMNHOThLI U He4OCTOBEPHOCTU NPeaCTaBNeHHbIX JOKYMEHTOB U
CcBeLEeHUN, yKa3aHHbIX B MYHKTE 24 HACTOSALWEro JOKYMEHTa;

0) BblHECEHME MEXBEOOMCTBEHHON KOMUCCUEN 3aKITHOYEHUSI O HEBO3MOXHOCTM
Bbldaun paspeLleHnsa Ha BpeMeHHoe obpalleHue.

28. PeweHune 06 oTkase B Bblgade paspeLleHns Ha BpeMeHHoe obpalleHune no
OLHOMY M3 OCHOBAHWW, yKa3aHHbIX B MyHKTe 27 HACTOALLEro JOKYMEHTa,
npuHumMaeTca MnHuctepcTBom 3gpasooxpaHeHns Poccuinckon denepaumm B
TeyeHue 5 paboumx gHeWn Co OHS YCTaHOBNEHUSA COOTBETCTBYOLLEro dhakTa unm
NOCTYNSIEHMUS COOTBETCTBYIOLLIENO 3aKNoYeHUs. YBeAOMIeHne 3asaBuTend o
NPUHATOM peLLEeHMN OCYLLECTBNAETCA B (DOPMeE SNEKTPOHHOIO JOKYMEHTa,
NnoanMCaHHOro YCUITEHHOMW 3IEKTPOHHOM KBanudunupoBaHHOW NOAMNUCKIO.

29. MuHucTepcTBO 3apaBooxpaHeHust Poccninckon degepaunn Be4eT peectp
BblAaHHbIX pa3pelleHui Ha BpeMeHHoe obpalleHre npu gedekType unm pucke
BO3HUKHOBEHUA OeEKTYPbl, KOTOPLIN pasMeLLaeTcs Ha ero ogomunansHOM canTte B
cetn "HTepHeT" ¢ cobniogeHnemM orpaHMYeHnin, yCTaHOBIIEHHbIX
3akoHogatenbcTBoM Poccuiickon degepaumm 0 nepcoHanbHbIX AaHHbIX,
KOMMepYeCKon 1 (Unn) rocyqapCTBeHHON TanHe.

30. Ha tepputopumn Poccuickon ®egepauunm paspeluaeTcs nepeBoska, peannsauus,
nepegada n 4O OKOHYaHUS CpoKa roAHOCTU XpaHeHue, OTNYCK, PO3HUYHAA TOProBIis
(B TOM Yncne ANCTaHUMOHHBIM CNOCOBOM), MPUMEHEHNE HE3APETMCTPUPOBAHHbIX
neKkapCTBEHHbIX NpenapaToB, BBE3eHHbIX B Poccunckyto denepaumto Ha OCHOBaHUM
paspeLleHns Ha BpeMeHHoe obpalleHue.

31. B oTHOLWIEHMM NEeKapCTBEHHbIX NpenapaToB, BBEAEHHbLIX B OOpalleHne Ha
OCHOBaHWM paspeLleHns Ha BpeMeHHoe obpaLleHne, He MPUMEHSIOTCA NONOXEHNS



yacTtu 7 ctatbmn 9, ctaten 52.1 n 67 PegepanbHoro 3akoHa "O6 obpaleHun
neKapCTBEHHbIX cpeacTB".

32. dapmakoHaf30p fekapCTBEHHbIX NpenapaToB, BBEAEHHbIX B obpalleHne Ha
OCHOBaHMN paspeLleHnsa Ha BpeMeHHoe obpalleHne, OCcyLecTBAsSeTCs B
COOTBETCTBUM CO cTaTben 64 PegepanbHoro 3akoHa "O6 obpalleHum
nekapcTBeHHbIX cpeacTs”.

33. NcnbiTaHns kayecTBa NeKapCTBEHHbIX NpenapaToB, BBEAEHHbIX B 0OpalleHne Ha
OCHOBaHWN paspeLleHnsa Ha BpeMeHHoe obpalleHne, NpoBoaATCA
aKKpeaANTOBaHHbLIMW B COOTBETCTBUM C 3aKOHoAaTenbCcTBOM Poccunckon degepauunm
006 akkpeauTaumm B HauMOHanNbHOW CUCTEME akkpeauTaumm degepanbHbiMy
rocygapCTBEHHbIMU BIOIKETHBIMU YYPEXAEHUSAMN, NOABEAOMCTBEHHbIMU
MwuHucTepcTBy 3apaBooxpaHeHns Poccuiickon Pegepauumn n degeparnbHomn cnyxoe
no Hag3o0py B chepe 30paBOOXPaHEHUS, C NMPeACcTaBNeHNEM B 3TN YYpeXaeHUs
Heobxoanmoro konmyecTsa ob6pasLoB flekapCTBEHHbIX NpenapaToB, CTaHAAPTHbIX
o6pasuoB, peakTMBOB M MaTepuaros.

[MpoBeaeHne NcnbITaHMIN YKa3aHHbIX JIeKapCTBEHHbIX NpenapaToB AOMYyCKaeTCs C
NCNonNb30BaHWEM CPeACTB ANCTAHLMOHHOIO B3aMMOAENCTBUS, B TOM YnUCIe
nocpeacTBOM ayamo- UNn BUOEOCBA3N, B PeXnMe peanbHOro BpemMeHu nocpeacTsomM
BMOEOCBSA3MN.

IV. OcobeHHOCTM BBO3a 1 0bpalleHns 3aperMcTpmpoBaHHbIX
B Poccuickon ®egepauunmn nekapcTBeHHbIX NpenapaToB B yNakoBKax,

npeaHa3HavYeHHbIX 4518 obpalleHNst B MIHOCTPaHHbIX rocyaapcTBax

34. Beo3s B Poccuickyto denepauunto 3apermctpmpoBaHHbix B Poccumnckon
denepauunm NekapCcTBEHHbIX MPenapaToB B YNakoOBKax, NpeAgHasHa4YeHHbIX 44
obpalleHns B MHOCTPaHHbIX rocygapcTteax, ocywecTtensierca no 31 aekabps 2022 .
6e3 cneynanbHOro paspeLueHnst U ONyCcKaeTcs Npu yCroBmun X COOTBETCTBUSA
TpeboBaHMsIM, yCTAHOBMEHHbLIM NPU perncTpaummn, 3a UckntodeHnem TpeboBaHnmn K
NnepBMYHON ynakoBKe, BTOPUYHOW (NOTPebnTENbCKON) ynakoBKe N MapKMpoBKe, a
TaKkKe Npy HaNnU4YnMM Ha BTOPUYHOWM (MOTPEOUTENBLCKOW) U NepBUYHON (ecnun
NPUMEHNMO) YNaKoBKax CaMOKINesILLENCs 3TUKETKM, cogepXallen MHpopmMaLumio o
fleKkapCTBEHHOM Mpenapare Ha PyCCKOM Si3bIKe.

35. lNepeBo3ka, peanunsaumd, nepegadya n 4O OKOHYaHUsS CpoKa roqHOCTU XpaHeHue,
OTNYCK, PO3HWYHAA TOProens (B TOM YMcne QUCTaHLMOHHBbIM Cnocobom),
NnpUMeHeHNe 3aperncTpmpoBaHHbix B Poccuinckon degepaumm nekapcTBeHHbIX
npenapaToB B yNakoBKax, NpeaHasHavYeHHbIX Ansa obpalleHms B MHOCTPaHHbIX
rocygapcrBax, OCyLLEeCTBMNATCA Ha OCHOBaHMUM 3aKNIOYEHNA MEXBELOMCTBEHHOM
Komuccum, hopma KoToporo yTeepxaaetcsa MMHUCTEPCTBOM 34paBOOXPaHEHUS
Poccuiickon ®egepauunm (ganee - 3aknoveHne).



36. [Ina nony4YyeHus 3aknio4eHns opnagnyeckoe nuuo, AeNCTByoLEee B COOGCTBEHHbIX
WHTepecax Unm ynosIHOMOYeHHOe NpeacTaBnNATb UHTEPECH! APYroro puanyeckoro
nunua, npegcraengeT B MMHUCTEPCTBO 3gpaBooxpaHeHnsa Poccuinckon denepaumm B
dhopMe 3NEeKTPOHHOrO AOKYMEHTA crieayoLme JOKYMEHTbI U CBEeOEHWS:

a) 3asBMneHne o NoSTy4YeHUN 3aKNKYEHNd, NoANMCaHHOE ANEKTPOHHOM NOAMNUCHIO, B
KOTOPOM YKa3blBalOTCH:

HanMeHoBaHWe, afpec MecTa HaxXOXAeHUs 3asBUTENA U Npon3BoauTeNs
neKkapCTBEHHOro npenaparta Ans MeguLmMHCKOro NpuMeHeHns, ceeaeHms oo mnx
perncTpauumn B Ka4ecTse Hanoronnarenbluka B CTpaHe pernctpauum (ang
POCCUNCKUX FOPUANYECKNX NNL, - NOEHTUPUKALNOHHBLIM HOMEpP HanoronnaresnbLunka,
OS5 MTHOCTPaHHbIX HOpUaNYECKUX NUL, - CTpaHa pernctpauumn, HaMMmeHoBaHue
pPerncTpupyroLLero opraHa, perMcTpaunoHHbI HOMep, Kog HanoronnartenbLmka B
CTpaHe pernctpaunn (MHKoprnopauum) unm ero aHanor) n agpec mecta
OCYLLIECTBIIEHMSA NPON3BOACTBA JIeKapCTBEHHOro npenapara (B cnyyae Hanu4yus
HECKOSMbKMX Y4aCTHUKOB npoLecca ero NponsBoacTsa He0bXoANMMO ykasaTb KaXaoro
y4yacCTHMKa B COOTBETCTBUM C OCYLLIECTBMSIEMOW CTaanen NnponsBoacTBea);
HanMeHoBaHWEe NeKapCTBEHHOrO npenaparta Ha s3blke MHOCTPaHHOIo rocygapcTaa
(MexxgyHapogHoe HenaTeHTOBaHHOE, UMK rPYNNUPOBOYHOE, UM XUMUYECKOE) N ero
TOProBoe HauMeHOBaHWE C NepeBogOM Ha PYCCKUN A3bIK;

nepeyeHb OeNCTBYHOLMX U BCOMOraTeflbHbIX BELLECTB, BXOASLLMX B COCTaB
fleKkapCTBEHHOro npenapaTta, C yKadaHneM KOrnmn4ecTBa KaXKaoro U3 Hux;
rnekapcTBeHHas oopma, 403MpPOBKa, CNOocobbl BBEAEHUS U MTPUMEHEHUS, CPOK
roAHOCTW NeKapCTBEHHOrO npenapara;

hapmakoTepaneBTMYeckas rpynna, Kog aHaToMmo-TepaneBTUYeCKO-XUMUYECKON
Krnaccudukaunm, pekomeHgoBaHHOW BceMupHom opraHmnsaumen 3gpaBooOXpaHeHus,
3asBnsemMble NokasaHua Ars NpMMeHeHus rekapCTBEHHOro npenapara;

PEKBU3UTLI Cepun (nMapTun), 3aaBneHHOM AN nonyvYeHus 3aknioveHns Ha
BO3MOXHOCTb 0bpaLyeHnsa B Poccuiickon ®egepaunmn nekapcTBeHHOro npenapara B
ynakoBke, nNpeAHasHa4yeHHoM Ans obpalleHnss Ha TeEppPUTOPUN MHOCTPAHHbBIX
rocyaapcTs;

0) cBegeHus 0 3apernctpuposaHHoM B Poccuinckon ®egepauun nekapcTBeHHOM
npenapare:

MHopmauusa o Brnagensue, epxaTene perucTpaumoHHOro yqocToBepeHusl, HoMep
1 fata peruMcTpaumoHHOro yaoCTOBEPEHUS;

KOMNSA MHCTPYKLUKU NO MEAULUHCKOMY NMPUMEHEHUIO NEeKapCTBEHHOrO rnpenapara,
yTBepxaeHHon B Poccuiickon depepauuu;

KOMUU MakeToB NEPBUYHON U BTOPUYHOW (NOTPEBUTENBCKOM) YNaKoBKMY,
yTBEpXAeHHbIX B Poccuiickon ®efepaunu;

yTBEpXaeHHble B Poccunckon ®egepaumm HopMmaTtMBHas 4OKYMEHTaUNsa nUnu
HOPMaTUBHbLIN JOKYMEHT Ha NlekapCTBEHHbIV Npenapar;

B) 3aBepeHHas B yCTAaHOBMEHHOM MopsAKe KONuUs AOKYMEHTa Ha PYCCKOM A3bIKe,
NOATBEPXXAAoLLEro NoHOMOYNE 3aaBUTENSA Ha Nofady 3asBreHus O Bblaaye
paspeLleHns Ha BpeMeHHoe obpalleHne nekapcTBEHHOrO npenapaTa npu
aedekType (010BEPEHHOCTD);



r) KONUSA Bbl4AaHHOW YNONTHOMOYEHHBIM OPraHOM CTPaHbI-NPOM3BOANTENS NULIEH3NN
Ha NPOW3BOACTBO fIEKapCTBEHHOIO npenapaTa u ee nepeBof Ha PYCCKUM A3blIK,
3aBepeHHble B YCTAHOBNEHHOM MOPSIAKE;

A) KONus Bbl4aHHOMO YNOSIHOMOYEHHbIM OPraHOM CTPaHbI-NPON3BOAUTENS
AENCTBYIOLLIErO AOKYMEHTa O COOTBETCTBUMN NPOU3BOANTENS NIEKAPCTBEHHbIX
cpencTB TpeboBaHWSM NpaBuIl Hagnexatlien NPon3BOACTBEHHON NPAKTUKN U ero
nepeBof Ha PYCCKUM A3blK, 3aBEPEHHbIE B YCTAHOBIEHHOM MOPSAKE;

€) 3aBepeHHble B YCTaHOBIEHHOM NOPSAKE KONUU JOKYMEHTOB, NOATBEPXKAAOLLMX
dhakT permcrTpaummn nekapCcTBEHHOro npenapaTta 3a npegenamm Poccnnckon
denepauuu B cTpaHe-npoussoauTerne un (Unn) cTpaHe - Bnagensue (gepxarene)
perncTpaunoHHOro yaoCToBEPEHUS SiekapCTBEHHOrO Npenapara, 1 ux nepesop, Ha
PYCCKUN A3bIK;

X) KOMUSI MHCTPYKLMN MO MeULMHCKOMY MPUMEHEHUIO NIeKapCTBEHHOIO npenapara,
0006pPEeHHON YNONMHOMOYEHHbLIM OPraHOM CTPaHbI-NMPOU3BOANTENS U (MNKN) CTPaHbI -
BnagenbLa (oepxatenst) permcTpaunoHHOro yA0CTOBEPEHUS NeKapCTBEHHOIO
npenaparta, ¢ 4aToi nocnegHero nepecmoTpa U ee NepeBo Ha PYCCKUIA A3blK,
3aBepeHHbIe 3aaBUTENEM;

3) KoM ogoBpPEHHbIX YNONTHOMOYEHHBIM OpPraHOM CTpaHbl-Npon3BoauTens u (Unu)
CTpaHbl - BNnagernbla (aepxaTtens) permcTpaumMoHHOro yaocToBepeHUs MakeToB
NnepBUYHON N BTOPUYHOM (MOTPEOUTENBCKOM) YNaKoBOK;

N) KONUs AOKYMEHTA, yCcTaHaBnmBatoLero TpeboBaHus K KOHTPOIO KayecTBa
rfiekapCTBEHHOro npenapaTta (cogep)allero cneumpukaumio n onmcaHune
aHanUMTU4YeCcKNX METOAMK U UCMbITAHUA NN CCbISIKM Ha HUX, a Takxke
COOTBETCTBYHOLUNE KPUTEPUM NPUEMMEMOCTUN N5 YKadaHHbIX Nokasartenen
KayecTtBa), 04OOpPEHHOro YNoIHOMOYEHHbLIM OPraHOM CTPaHbI-NPOU3BOANTENS U
(unn) cTpaHbl - Bragenbua (aepxarens) perMctpaumoHHOro yqocToBepeHns
nekapcTBEHHOro npenaparta, ¢ AaTon NocrneaHero nepecMmoTpa 1 ero nepesos Ha
PYCCKUIN A3bIK, 3aBEPEHHbIE 3as8BUTENEM,;

K) KpaTKasi xapakTepucTuka cucteMbl bapmakoHazsopa Bnagensua (gepxarens)
perncTpaunoHHOro yaoCToBEPEHUS flekapCTBEHHOrO Npenapara, nepeseaeHHas Ha
PYCCKUI A3bIK;

n) NnaH ynpasneHns pyckamu s nekapCTBEHHOro npenapara v ero nepesop Ha
PYCCKUI A3bIK (MPXU Hanu4un).

37. MexBegomcTBeHHasi kommccus B TedeHme 10 paboynx gHen paccmatpmBaet
NOCTYNMBLLME B COOTBETCTBUU C NMYHKTOM 36 HACTOSLLEro AOKYMEHTa AOKYMEHTbI U
cBeJeHuNsd, MPMHMMAET peLleHne O Bbigaye 3aknioveHms nmbo ob oTkase B Bbiaaye
3aKIKYEHNs], B TOM YMCrie 0 HeOBX0ANMOCTM NPOBEAEHMS UCMbITAHUIA KayecTBa
NeKapCTBEHHbIX NpenapaTos, U HanpaenseT 3aaBUTEN0 NoANUCaHHOEe
3NEKTPOHHbLIMU NOAMNUCAMMN 3aKIKYEHNE UM MOTUBUPOBAHHOE yBegoMIieHne 06
OTKase B Bblaye 3aKnioyeHus.

38. OcHoBaHUAMK 4Ns OTKas3a B Bblgaye 3aknioveHns SBMASTCS:

a) BbISIBIEHME HEMNOMHOThI UM HE4OCTOBEPHOCTU NPEACTaBNEHHbIX AOKYMEHTOB U
CBeEeHUN, YKa3aHHbIX B MyHKTE 36 HACTOSALWEro AOKYMEHTa;



6) BblHECEHME MEXBEOOMCTBEHHON KOMUCCUEN 3aKMIOYEHNSA O HEBO3MOXHOCTM
BblAaun 3aKmnoYeHUs.

39. MuHucTepcTBO 3paBooxpaHeHus Poccninckon degepaunm Be4eT peectp
BblAAHHbIX 3aKMHOYEHWUI, KOTOPbIN pas3MmeLlaeTcsa Ha ero opuLmanbsHOM canTe B CeTn
"MInTepHeT" ¢ cobntogeHnem orpaHUyYeHnn, yCTaHOBMNEHHbIX 3aKOHOAATEbCTBOM
Poccuiickon ®egepaumm 0 nepcoHanbHbIX AaHHbIX, KOMMEPYECKOM U (M)
rocygapCTBeHHOM TauHe.

40. NcnbiTaHns KayecTBa fNieKapCTBEHHbIX NpenapaToB, BBEAEHHbIX B oOpalleHne Ha
OCHOBaHWN 3aKMOYEHN, HA COOTBETCTBME TPebOoBaHNAM, coaepX)alumMmcs B
perncTpaunoHHOM JOCbe Ha NekapCTBEHHbIM rnpenapar, NpoBoaATCS
aKKpeauToOBaHHbIMUM B COOTBETCTBUM C 3aKOoHoAaTensCcTBOM Poccunckon ®egepaunm
00 akkpeguTaumm B HaUNOHaNbHOM cUCTEMeE akkpeauTauum doegepanbHbIMU
rocygapcTBEHHbIMW BIOIKETHBIMU YYPEXOEHUSMN, NOABEAOMCTBEHHbIMU
MuHucTepcTBy 3apaBooxpaHeHns Poccuiickon Pegepauumn n degepanbHom cnyxoe
no Haa3opy B cpepe 34paBoOXpaHEHNs, C NPeACcTaBleHNEM B 3TU YYpeXaeH s
HeobxoaAnmoro konmyecTsa obpasLOB flekapCTBEHHbIX NpenapaToB, CTaHAAPTHbIX
00pasuoB, peakTMBOB U MaTepmnanoB B 00bemMe, yCTaHOBIEHHOM
MeXBeLOMCTBEHHOMN KOMUCCUEN.

[MpoBeneHme ncnbliTaHUM YKasaHHbIX NIeKapCTBEHHbIX NpenapaToB 4OMYycKaeTcs C
NCrnonb3oBaHNeM CpeacTB ANCTaHLMOHHOIO B3aMMOLENCTBUSA, B TOM YnUCHe
nocpeacTBOM ayamo- UNn BUOEOCBSA3N, B PeXUME peanbHOro BpemMeHu nocpeacTsomM
BNOEOCBSA3MN.

41. B oTHOLIEHMN NeKapCTBEHHbIX NpenapaToB, BBEAEHHbIX B obpalleHne Ha
OCHOBaHMN 3aKNKYEHNSA, HE NPUMEHSIIOTCA NONoXeHus ctatbk 52.1 degepanbHoOro
3akoHa "O6 obpalleHn nekapCcTBEHHbIX CpeacTs”.

42. B cnyyae BBO3a B Poccuuckyto degepaumio npy NponsBOACTBE BHE TeppUTOpUN
Poccuinckon ®egepauunm (3a UCKNIOYEHNEM NEKapCTBEHHbIX NMpenapaTosB, BBO3UMbIX
N3 rocyaapcTB - YneHoB EBpa3nnckoro aKOHOMMYECKOro cor3sa) napTum
fieKkapCTBEHHOro npenapaTa B ynakoBke, npegHa3HadeHHon onga obpalleHus B
WMHOCTPaHHbIX rocygapcTBax, ABYXMEPHbIN LUTPUXOBOW KOO, HAHOCUTCS METOA0M
neyaTtu Ha MatepuarbHbI HOCUTESb (ITUKETKY), HE AOMyCKaloLWnMM OTAENeHns
MaTepuanbHOro HocuTensa (3TUKETKM), coaepallero cpeacTso naeHTudmkaumm, ot
YyNakoBK/ NekapCTBEHHOro npenapaTa 6e3 noBpexaeHun, ¢ nocneayoLwmnm
HaHeCceHneM MatepuaribHOro HoCcUTeNs (ATUKETKN) HA BTOPUYHbIE
(noTpebutenbckue) ynakoBku NekapCcTBEHHOIO nNpenaparta (B criydae Ux oTCyTCTBUA -
nepBuYHbIE YNAKOBKM NekapCTBEHHOIO npenapara) Ha TaMOXXeHHOM cknage, agpec
KOTOPOro yKa3aH B Ka4yeCcTBe agpeca MecTa OCYLLECTBNEeHUS AesATeNbHOCTU B
NNUEH3nn Ha hapmaLeBTUYECKYHO AeATENbHOCTb OpraHn3aumm, OCyLLLEeCTBASAOLWEN
ONTOBYH TOProBAIO NIEKAPCTBEHHbLIMU CPEACTBaMM, B COOTBETCTBUN C [1onoxeHnem
O CUCTEME MOHUTOPWHIa ABWKXEHUS NIeKapCTBEHHbIX NpenapaToB AN MeaULUHCKOro
NPUMeEHEHNSA, YTBEPXKAEHHbLIM nocTaHoBreHnem lNpasutensctea Poccuimckon
denepauum ot 14 gekabps 2018 r. N 1556 "O6 yTBepxxaeHun NonoxeHnsa o cucteme
MOHUTOPWHIa ABMXEHMWS NIEKAapPCTBEHHbIX NpenapaToB AN MeauuUHCKOro
npumMeHeHns".



V. OcobeHHOCTN BHECEHUSA N3MEHEHWUI B JOKYMEHTbI, coAepKallmecs
B PErMcTpaumMoOHHOM J0Cbe Ha BKITHOYEHHYIO B rOCYy4apCTBEHHbIN
peecTp NnekapCTBEHHbIX CPeACcTB (hapMaLeBTUYECKYHO CyDbCTaHLMIO,
Npou3BedeHHYI0 ANS peanu3aunun, B cnydyae gedekTypbl Unu pucka
BO3HVKHOBEHUS AedeKTypbl NleKapCTBEHHbIX NpenapaTos
B CBSI3M C BBEAEHMEM B OTHOLLEeHMM Poccuiickon degepauunm

OrpaHNYNTENbHbIX MEP S3KOHOMUYECKOro XapakTepa

43. BHeceHVe n3ameHeH B JOKYMEHTbI, cofepXalunecs B peructpaLmoHHbIX OCbe
Ha BKIMOYEHHbIE B rOCY4AaPCTBEHHbIM PEeCTp NeKapCTBEHHbIX CPEACTB
dhapmavreBTnyeckue cybctaHumumn, NponsBeeHHble ANa peanusaunmn, B OTHOLLIEHUN
KOTOPbIX MEXBEOOMCTBEHHON KOMUCCUEN yCTaHOBNEHa aedekTypa unm pmck
BO3HUKHOBEHUI LedeKTypbl B CBA3M C BBeAEHNEM B OTHOLLeHUn Poccumckon
denepauyunm orpaHNYMTENbHBIX MEP SKOHOMUYECKOIO XapakTepa, OCyLLECTBNAETCA:
a) 6e3 NpoBeAEeHNsA IKCNEPTU3bI KAYECTBA NIEKApPCTBEHHbLIX CPEACTB B CrieaytoLmnx
cnyyasx:

3ameHa 1 (unun) gobasneHe NPon3BoAUTENEN U (MNN) NOCTaBLLMKA NCXOOHbIX U
BCMOMOraTefbHblX MatepmanoB 1 (M) TaknX XXe NCXOOHbIX U BCMOMOraTenbHbIX
MaTepuanos, UCMNOSb3yeMbIX B NpoLecce NpoM3BoacTBa hapMaLeBTU4ECKOM
cybCcTaHuum (peakTuBbl, MPOMEXYTOYHbIE MPOAYKThI, KyNbTypanbHble cpeabl N NX
KOMMNOHEHTbI, (UNbLTPbLI, COPOEHTHLI, pacXxoaHble MaTepuarbl, MELUKX, LUNaHrn, UHOE);
3ameHa u (unu) gobasneHne nponssoanTenen n (Unu) noctasLwmka ob6opygoBaHUS U
(vnn) ananornyHoro o6opyaoBaHUs, NCMNONb3YEMOro B NpoLecce Npon3sBoacTea
dhapmaueBTUYECKON CyBCTaHLMK, a TakKe M3BMEHEHUS B NpoLecce NPoM3BOACTBA,
CBS3aHHbIE C MCMNOMb30BaHMEM anbTepHaTUBHOrO 060pya0BaHNUS;

3ameHa u (unun) gobasneHne nponssoguTeNen n (MnNn) NOCTaBLLMKa aHaNOrMYHbIX
CTaHOapTHbIX 06pa3sLoB, aTTECTOBAHHbLIX B COOTBETCTBUMN C rOCY4apCTBEHHOWN
dapmakoneen, peakTMBoB, MaTtepuanos, 06opygoBaHusi, MCMOMb3yeMbIX B
npoueccax aHanMTU4eCcKoro KOHTPOrs NoNynpoaykToB dhapMaueBTU4ECKOM
cyOCTaHUuK, a Takke N3MeHeHne aHannTUYeCKMX MeToAUK, CBA3aHHbIX C
BKINIOYEHNEM, UBMEHEHMEM U AobaBNeHNeM anbTepHaATUBHbBIX MaTtepuarnos,
peakTuBoB, 060pyaOBaHMS U CTaHO4APTHbLIX 06pa3LoB, UCMONb3YEMbIX B
aHanNUTUYECKNX METOANKAX;

N3MeHeHne pasmepa cepun (BKoYasa ananasoHbl pasmepa cepumn)
hapmaLeBTNYEeCKOn cybCTaHLmuy;

N3MeHeHNe Kakon-nmbo cocTasrnstoLLen ynakoBkm (YnakoBOYHOIO Matepuana);



6) c npoBegeHMEM IKCNEePTU3bl KAYEeCTBa NIEKAPCTBEHHbIX CPEACTB B CreayLmx
crny4vasix:

3ameHa 1 (unun) gobasneHne NponsBoaMTENEN BCNOMOraTenbHbIX BELWECTB U (UNn)
TaKMX >Xe BCNomMoraTesibHbIX BELLECTB, BXOASLMX B COCTaB hapMaLeBTU4ECKOM
cybcTaHuumn. ConocTaBMMOCTb KadecTBa npegiaraemMblX K BKIHOYEHWUIO
BCMOMOraTenbHbIX BELECTB U paHee YTBEPXAEHHbIX A0MmkKHa ObITb n3ydeHa
3a8BUTENEM Ha OCHOBaHUW nokasaTtenen NOANMHHOCTA 1 (UNK) YNCTOThI,

3ameHa u (unu) gobasneHne Npon3BoOANTENEN NEPBUYHON YNaAKOBKN
dapmaueBTMYECKON cybcTaHumm;

3ameHa 1 (unu) gobaeneHme 0gHOro NN HECKONbKNX YHaCTHMKOB npoLiecca
npon3BoACcTBa (hapmaueBTMYECKON CybCTaHUMM (MECT OCYLLIECTBIEHUS
npoun3BoAcCTBa);

n3meHeHune n (Mnn) gobaeneHne nokasatenen ka4ecTsa, METOA0B onpeneneHus
nokasartenemn kadyecTtsa un (Mnn) gobasneHue (yoaneHue) ansrepHaTMBHOIO MeToaa
onpeaeneHns kadecTsa.

44. B uenax BHeCEHNA U3MEHEHUN B LOKYMEHThI, cofepKalmecs B
perncTpaumoHHOM LOCbEe Ha BKIOYEHHbIE B rOCYAapCTBEHHbIN peecTp
NeKkapCTBEHHbIX CPeACTB papMaLeBTUYEeCKMe CybCcTaHL MM, NPOn3BeaEHHbIE OIS
peanusauun, 3aasuTenb npegcraBnsaeT B MMHUCTEPCTBO 34paBoOOXpaHEHNS
Poccunckon ®egepaumm B popme 3neKTPOHHbIX JOKYMEHTOB, MOAMMCAHHbIX
9NEKTPOHHOM NOAMNUCHIO, NN Ha ByMaXKHOM HOcUTene cneayrowmne JOKYMEHTbI:

a) 3asiBNeHne 0 BHECEHUN U3MEHEHWI B OKYMEHTLI, COAepXKalumecs B
perncTpaumoHHOM LOCbEe Ha BKIOYEHHbIE B rOCYAapCTBEHHbIN peecTp
NeKkapCTBEHHbIX CPeaCcTB papMaLeBTUYeCKme CybcTaHL MM, NPon3BeaeHHbIE OIS
peanusauuun, n npunaraemble K HeMy U3MEHEHNS B YKa3aHHble JOKYMEHTbI;

0) NpeanoXeHnsa 0 BHECEHMM M3MEHEHUI B JOKYMEHTbI, CoOAepXallmecs B
perncTpaumoHHOM 4OCbE Ha BKIOYEHHbIE B rOCYAapPCTBEHHbIN peecTp
NeKapCTBEHHbIX CPeACTB papMaLueBTUYECKMe CybCTaHL MM, NPON3BEAEHHbIE AN
peanusauumn, ¢ MOTMBUMPOBaHHbIM OOOCHOBaHNEM TaknMX M3MEHEHWN;

B) CBEOEHUSA O 3aKMOYEHNN MEXBEAOMCTBEHHOM KOMUCCUM O HANMYUN B OTHOLLEHWM
nekapCTBEHHOrO npenapara, B COCTaB KOTOPOro BXoAUT 3asBrisemMas
hapmaLeBTMYeckas cybctaHuus, oedeKkTypbl U pucka ee BO3HUKHOBEHUS;

) PEKBU3UTBI LOKYMEHTOB, NOATBEPXKAAKOLLMX YNsiaTy rocyaapCTBEHHON NOLUMNHbI
3a BHECEHWE U3MEHEHUIN B AOKYMEHTbI, coaepKallumnecs B permcTpaumoHHOM 4OChe
Ha BKIOYEHHbIE B rOCY4APCTBEHHbIM PeeCTp NeKapCTBEHHbIX CPEACTB
dhapmavreBTnyeckme cybctaHumn.

45. TpuHATME peLleHns 0 BHECEHMM M3MEHEHMUI U 00 OTKase BO BHECEHUN
N3MEHEeHUN B AOKYMEHTbI, coaepKallmecs B permcTpaumoHHOM 4OCkbe Ha
BKIOYEHHbIE B rOCY4apCTBEHHbIV PEECTP NeKapCTBEHHbLIX CPEACTB
dapmaLeBTMyeckue cybctaHuumn, NponsBeeHHble ANa peanusauun, B cryyae
HeobXoANMOCTM NPOBEAEHUS SKCNEPTU3bl KAaYeCcTBa OCYLLECTBNSETCH B CPOK, He
npeBbIaLLni 25 pabounx AHEN, B UHbIX CNyYasix - B CPOK, He npeBbiwatowmin 10
paboumx aHen co gHA nocTynneHus B MMHUCTEpPCTBO 34paBooxpaHeHns Poccuinckon



denepaunn OKYMEHTOB N CBEAEHUN, YKa3aHHbIX B MYyHKTe 44 HACTOALLErO
AOKyMeHTa.

[MpoBeaeHne akcnepTm3bl KAYEeCTBa BKITHOYEHHOMW B rOCyAapCTBEHHbIN peecTp
neKapCTBEHHbIX cpeacTB hapmaLeBTUYecKon cybcTaHummn, NnpomssegeHHON Afs
peanusaunn, oCyLLEeCTBISETCS KCNEPTHbIM YYpeXaeHUeEM B CPOK, HE
npesblwakowmn 15 pabounx gHen co aHA NOCTynneHns 3agaHna MuHucTepcTea
3npaBooxpaHeHus Poccuinckon ®enepaumn. [lonyckaerca npoBegeHne aKcnepTuabl
KayecTBa (papmaueBTMYecKon cybCcTaHLmMmM C UCNonb30BaHNEM CPEeACTB
ANCTaHUNOHHOIO B3aMMoOencTBUS, NopsagoK U hopMbl KOTOPOro onpeaensatoTca
3KCNEePTHbIM y4pexaeHuemM no cornacoBaHuIo C 3asiBUTENEM.

Cpok npoBeaeHns aKCnepTn3bl KA4eCcTBa BKITHOYEHHOW B rOCy4apCTBEHHbIN peecTp
neKapCTBEHHbIX cpeacTB hapmaLeBTUYecKon cybcTaHumm, NnpomssegeHHON Afs
peanusauun, NosTly4eHHOM N3 KPOBU, Nna3mMbl KPOBU YeroBeKa Ui XXNBOTHbIX (3a
NCKITIOYEHEM LieNnbHON KPOBU), onpeaensieTcs ANMTeNbHOCTbI0 NPoOBEAEHWS
NCNbITaHWI B COOTBETCTBUN C METOAUKAMU, NPeayCMOTPEHHLIMU HOPMaTUBHOM
AOKYMeHTauunen, BKITIOYEHHOW B rOCy4apCTBEHHbBIN PeecTp fNeKapCTBEHHbIX CPeacTB
dapmaueBTUYECKON CybBCTaHLMN, NPON3BEAEHHON AN peanu3auumn, 1 MOXeT bbiTb
npoasieH. B cnyyae npogneHnsa cpoka nposefeHust 3KCrnepTu3bl KadecTsa
BKITFOMEHHOW B rOCY4apCTBEHHbIN peecTp NnekapCcTBEHHbIX CPeaCcTB
dhapmaLeBTMYeckon cybcTaHumumn, NPOn3BegeHHON ANa peanu3aumm, SKCnepTHoe
yuypexneHue 40 UCTEYEHNS YCTaHOBMEHHOIO CpoKa ee npoBefeHust MHpopmupyeT
00 3TOM 3asBUTENS NO afgpecy ANEKTPOHHOM MOYTbI, YKa3aHHOMY UM B 3asiBNIEHUN O
BHECEHNN N3MEHEHNI B OKYMEHTbI, CoAepXallnecs B perMcTpaumoHHOM 40Cbe Ha
BKIMIOYEHHbIEe B roCy4apCTBEHHbIV peecTp NekapCTBEHHbIX CPEACTB
dhapmavreBTnyeckue cybctaHuumn, NpomnsBedeHHble ANg peanusaunm.

46. [Npv nocTynneHnn JOKYMEHTOB U CBEAEHUN, YKa3aHHbIX B MyHKTe 44 HacTosLLero
AokyMeHTa, MuHuctepcTBo 3apaBooxpaHeHusi Poccurickon ®enepauuu:

a) B Te4yeHune 5 paboumx gHen NpoBoaUT NPOBEPKY NOMHOTLI U 4OCTOBEPHOCTU
cBeLeHU, coaepXalunxcsa B NpeacTaBieHHbIX 3agBUTeneM JOKYMEHTax n
cBeLEeHNSIX, U NPUHMUMAET peLLeHne 0 HeoBXOANMMOCTN NPOBEAEHNSA IKCNEPTU3bI
KayecTBa (papmaueBTMyYecKon cybcTaHuum (ecnu 3asBrieHHblE U3MEHEHNS
npegycMoTpeHbl NOANYHKTOM "6" nyHkTa 43 HACTOSLLErO AOKYMEHTA) Unn
OTCYTCTBUN HEOBXOANMMOCTU €€ NPOBEAEHMS;

0) B crny4yae NpuUHATUSA peLleHns 0 He0OXOANMOCTN NPOBEAEHUS SKCNEPTU3bI
KayecTBa 41151 BKITHOYEHHOM B roCcyJapCTBEHHbIN PEeCTp JIeKapCTBEHHbIX CPeACTB
hapmaLeBTMYeckon cybcTaHummn, NPon3BeaeHHON ANs peanv3aumm, B TedeHne 2
paboymx AHEN HanpaBnseT B 9KCNEPTHOE ydpexaeHne COOTBETCTBYIOLLEE 3a4aHne U
yBeAOMSIET 3asBUTENS O NPUHATOM peELLEHNN, a Takke 0 HeOBXOANMOCTH
npeacTaBreHnst B 3KCNepTHoe yupexaeHme obpasuos hapmMaueBTUYeCcKom
cybcTaHuun Ons NpoBeAeHUs SKCNepTU3bl KaYecTBa;

B) B Crly4ae OTCYTCTBMS HEOHXOANMMOCTU NPOBEAEHUS SKCNEPTM3bl KavyecTBa A1s
BKIMHOYEHHOW B rOCYyAapCTBEHHbIN PEECTP JIeKapCTBEHHbIX CPeacTB
hapmaLeBTMYeckomn cybcTaHumm, NPON3BeAEHHON ANS peanv3aumm, B Te4eHne 5
paboymx AHEN NPUHMMAET peLleHne O BHECEHUN U3MEHEHUIN B AOKYMEHTbI,



coepxalimecs B permcTpaumoHHOM JOCbEe Ha BKITHOYEHHYIO B rOCY4apCTBEHHbIN
peecTp fekapCTBEHHbIX CPeACTB hapMaLeBTUYECKYO CyOCTaHLMI0, NPON3BEAEHHYIO
Ana peanusauun, nnu ob otkase BO BHECEHUN U3MEHEHWI B LOKYMEHTbI 1
yBeAOMMSET 3asBUTENS O NPUHATOM peLLEHUN;

r) B TedeHne 3 pabounx AHEN co OHSA NOCTYMNSIEHUS 3aKNOYEHUS AKCNEPTHOro
yupexaeHus no pesyrnsraTtam 3KCNepTU3bl Ka4ecTBa BKITHOYEHHOW B
rocygapCTBEHHbIN peecTp NeKapCTBEHHbIX CPeACcTB (hapMaLeBTUYECKON
cybcTaHuuKn, nponsBegeHHON NS peanu3aumm, NPUHUMaET peLLeHne O BHECEHUN
N3MEHEeHUN B AOKYMEHTbI, coaepKalinecs B permcTpaumoHHOM JOCkbe Ha
BKITIOYEHHYI0 B rOCy4apCTBEHHbIN PeecTp JIeKapCTBEHHbIX CPeacTB
hapmaLeBTnYecKkyto cybcTaHumIo, MPOM3BEAEHHYIO NS peanu3aumm, unvm ob otkase
BO BHECEHUM U3MEHEHUIN B JOKYMEHTbI U YBEAOMMSET 3asBUTENS O NPUHATOM
peLleHuu;

47. B cnyyae BbISiBNEHWUs1 HEOOCTOBEPHOCTU CBEAEHNI, COOepKaLLNXCS B
npeacTaBeHHbIX 3asBUTENEM AOKYMeHTax u ceegeHnax, MmHnctepcTeo
3apaBooxpaHeHuns Poccuinckon denepaumm HanpaeBnseT 3asBUTENIO 3anpoc 06
YTOYHEHUM YKa3aHHbIX CBEAEHUIN, HA KOTOPbIN 3aaBuTeNb 0653aH NpeacTaBuTb
OTBET B CPOK, He npeBbiwatowmn 20 paboynx gHen Co OHA HanpaBneHus 3anpoca.
Cpok co gHsA HanpaBneHus 3anpoca 40 AHA NOofyyYeHUs Ha Hero oTBeTa He
YYUTBIBAETCS NPU UCYUCIIEHUN CPOKA MPUHATUS PeLLeHNss O BHECEHUN U3MEHEHUN B
AOKYMEHTbI, coepXalinecs B peructpaLmMoHHOM AOCbe Ha BKIKOYEHHbIE B
roCcy4apCTBEHHbIN peecTp NekapCTBEHHbIX CPeACTB hapMaLeBTMYeCKMe
cybcTaHuuK, NponseBedeHHble ANa peanusauum.

48. B TeyeHune 10 paboumx gHen co aHA nonyyeHus peweHns MuHmuctepcTea
3apaBooxpaHeHna Poccurckon ®enepaumm 0 npoBeaeHnM yKa3aHHbIX B MOAMNYHKTE
"6" nyHKTa 43 HACTOALLEro AOKYMEHTa 3KCNepTu3 3asiBUTenb NpeacTaBnseT B
3KCnepTHOoe y4ypexaeHue ans npoBedeHns 9KCnepTusbl Ka4ecTBa BKITHOYEHHOMW B
rocyapCTBEHHbIN peecTp NekapCTBEHHbIX CPeACTB (hapMaLeBTUYEeCKOn
cybcTaHuuKn, npomssBegeHHOM Ans peanusaumm, obpasubl Takon dhapmMaueBTUYeCKon
cybcTaHuuKn, NnpomsBegeHHOM B COOTBETCTBMM C TpeboBaHUAMN NPON3BOACTBEHHON
peuenTypbl U (UIM) NPOMBILLIIEHHOIO pernameHTa, yTBepXAeHHbIMU pyKoBogMTENEM
npoussoauTens papMaueBTU4eCcKon CybCcTaHumm, a Takke B COOTBETCTBYOLLINX
cny4vasix obpasLbl TeCT-LUTaMMa MUKPOOPraHU3MOB, KyNbTYpbl KIETOK, 06pasubl
BELLECTB, NPUMEHSAEMbIX 4151 KOHTPONSA KayecTBa fieKapCTBEHHOIO cpeacTaa nyTem
CpaBHEHNA C HUMK nuccnegyemon bapMaueBTU4eCcKon cybcTaHumm, B KONNMYECTBaX,
HeobxoanmbIX 451 BOCNPOU3BEAEHMS METOAO0B KOHTPONSA KayecTsa.

49. B cnyyae HegoOCTaTOMHOCTUM MpeAcTaBNeHHbIX 3KCnepTy MaTepuanos
3KCNEPTHbIM yYpexaeHnem HanpasnseTcsa 3anpoc 0 npeactaBeHnm HeobxoanMblx
MaTtepuanoB B (hopme 3NEeKTPOHHOIO LOKYMEHTA, NOAMUCAHHOMO 3NEKTPOHHOM
noAanucblo, Unn Ha BymaxxHoMm HocuTene. 3asButenb 0b6A3aH NpeacTaBUTb OTBET Ha
3anpoc B 3KCNEPTHOE y4peXaeHNE B CPOK, He npeBblwatowmin 20 paboumnx gHen co
AHS nonyyYyeHus ykasaHHoro 3anpoca. Cpok co AHSA HanpasneHus 3anpoca 4o OHA
Nnosly4yeHusi Ha Hero OTBeTa 3asiBUTESS HE YYUTbIBAETCS NPU UCYMCIIEHMM CPOKa
NpoBeAeHNs 9KCNepTU3bI.



B cnyyae HenpeactaBneHus 3agaBuTenemM oTBeTa Ha yKa3aHHbIN 3anpoc B
YCTaHOBIIEHHbIN CPOK AKCNEPTHOE yupexaeHne BO30OHOBMSET aKCNEePTU3y 1 B CPOK,
He npeBbllaLWnn 5 pabounx gHen, Hanpaenset B MMHUCTEPCTBO
3apaBooxpaHeHnsa Poccurckon degepaumnm 3aknoyeHmne KOMMcCum aKCnepToB.

50. OcHoBaHUAMYK ON1s1 OTKa3a BO BHECEHUN YKa3aHHbIX B MYHKTE 43 HACTOSALLEro
AOKYMEHTa U3MEHEHUI B OKYMEHTbI, COAepKaLlmecsa B permcTpaumoHHOM A0Cbe Ha
BKINIOYEHHbIE B rOCY4aPCTBEHHbIA PEECTP NEKAPCTBEHHbIX CPEACTB
dhapmaueBTnYeCKne cybcTaHummn, NPon3BeAEHHbIE AN peanu3aunn, ABnaTCA:

a) HenpeacTaBreHne 3aaBUTENEM B YCTAHOBIEHHbLIA CPOK OTBETA Ha 3arnpoc
MwuHucTepcTBa 3gpaBooxpaHeHust Poccunckon denepauunu;

6) oTcyTCTBME B NpeacTaBneHHbIX JOKYMEHTaxX 4OCTaTOMHbIX CBEAEHWMN,
noaTBepXaarLWwmx Heo6XoaMMOCTb BHECEHUSI UISMEHEHWUI, UNKU MHOpMaLMK,
noaTBepKaaroLLen hakT ynnaTtbl rocyaapcTBEHHOM MOLSNHbI;

B) 3aKrt04EHME IKCMEPTHOIO YUPEXOEeHUS O BO3MOXHOCTU CHUKEHUS KadecTBa
BKIMHOYEHHOW B rOCY4ApPCTBEHHbIN PEECTP NEKapCTBEHHbLIX CPEACTB
dhapmaueBTUYECKON CyBCTaHLMKN, NPOM3BEAEHHON AN peanusauuu, B cnyyae
BHECEHUSI TaKNX U3BMEHEHUN.

VI. MNMoaTtBepxaeHue rocygapCTBEHHOW pernctpauum
nekapcTBEHHOro npenapara, 3apermcTpmMpoBaHHOro
B COOTBETCTBUM C OCODEHHOCTSAMM OBpaLLEHNs TEKapPCTBEHHbIX
CPEeACTB 4NA MeVLMHCKOro NPUMEHEHUs B criydae aedekTypbl
NI prUCKa BO3HUKHOBEHMUS AedeKTYpbl NEeKapCTBEHHbIX NpenapaTos,
B CBSI3M C BBEAEHMEM B OTHOLEHMM Poccuiickon depepauunm

OrpaHUYNTENbHbIX MEpP 3KOHOMUYECKOro XxapakTepa

51. NogTeepxaeHne rocyaapcTBEHHOM perncTpaumm nekapCcTBeHHOro npenapara,
3aperncTpupoBaHHOIo Ha YCIOBUSX, YKa3aHHbIX B MyHKTe 18 HacToswero
AOKyMeHTa, ocyulecTtenserca MuHMcTepcTBoM 34paBooxpaHeHuns Poccumnckom
denepauunm B Cpok, He npeBbiwatowmin 20 paboynx gHen co AHA NOCTYNNEeHUs
AOKYMEHTOB U CBEAEHWUI, YKa3aHHbIX B NYHKTE 52 HACTOALEro JOKYMEHTa U
npeacTaBreHHbIX He nosgHee 1 aekabpsa 2022 r., npu BbINONHEHUWN 3asBUTENEM
YCNOBUWI, YCTAHOBIEHHbIX NPWU rOCyaAapCTBEHHOW perncTpaumm nekapcTtBEHHOro
npenapara.

52. K 3a9BneHno 0 NogTBePXXAEHUN rocyadapCTBEHHOW perucrpaumm
nekapCTBEHHOro Npenapara npunaratTcs:



a) OOKYMEHTbI, coaeprKalme pesynbratbl MOHUTOPUHIa 3EKTUBHOCTU 1
©e3onacHOCTU NeKapCTBEHHOrO Npenaparta, NPOBEAEHHOIO AepXXaTenem unm
BNagenbLeM perMcTpaumoHHOro yaqoCTOBEPEHNS NIEKapCTBEHHOMO npenapata nnbo
YNONMHOMOYEHHbIM UM KPUANYECKUM NULOM, N0 hopme, YyTBEPKOEHHOM
MuHucTepcTBOM 3gpaBooxpaHeHns Poccuinckon denepaumu;

0) cBefeHust 0 aate NpeaocTaBrieHnst U PErMCTPaUMOHHOM HOMEPE NNLEH3UN Ha
NPOU3BOACTBO fIeKapCTBEHHbIX CPEACTB UMM KOMUS 3aKNYeHUs1 O COOTBETCTBUN
Npon3BoANTENS NIEKAPCTBEHHbBIX CPEACTB TPEOOBaHMAM NpaBun Hagnexawen
NPOU3BOACTBEHHOWN NPAKTUKN, BblgaHHbIX MUHMCTEPCTBOM MNPOMbILLSIEHHOCTU U
Toproenun Poccuinckon ®enepaumm B OTHOLLEHUN NPOU3BOACTBEHHON NOLWAAKN
neKkapcTBEHHOro npenaparta, rocyaapCTBeHHas perucrpaymst KoToporo
noaTBep)KOaeTcs B criyvae, ecrniv Npon3BOACTBO JIeKapCTBEHHOrO npenapara
ocywecternisieTcs B Poccunckon denepaumm, nnm Kkonus ceptuukara CooTBeTCTBUSA
NpPon3BoOANTENS JIEKAPCTBEHHbIX CPEACTB AN MeAULMHCKOro NpUMeHeHUs
TpeboBaHMsIM NpaBus Haanexallen Npon3BOACTBEHHON NpakTUKn EBpasunmnckoro
3KOHOMWYECKOro COH33a;

B) KOMMS Bbl4aHHOW YNOSTHOMOYEHHbLIM OPraHOM CTPaHbI-MPOU3BOAUTENS NNLEH3UN
Ha NPoOmn3BOACTBO SIEKAPCTBEHHOIO NpenapaTa U ee NepeBof Ha PYCCKNN A3bIK,
3aBepeHHble B YCTAHOBNEHHOM MOPSAKE, a Takke KONus 3aksioyeHus o
COOTBETCTBUM NPOM3BOAMTENNS NNEKAPCTBEHHbIX CPeacTB TpeboBaHMSM NpaBu
Haanexalluen npon3BoaCTBEHHOM NPAKTUKM UK KONUA cepTUdukaTa CooTBETCTBMUS
NPOM3BOANTENS NEKAPCTBEHHbIX CPeacTB ANd MEAULMHCKOrO NPUMEHEHUs
TpeboBaHMsIM NpaBus Haanexallen Nnpon3BOACTBEHHOW NpakTUKn EBpasunmnckoro
39KOHOMMYECKOro coko3a, BblgaHHbIX MMHNUCTEPCTBOM MPOMbILLFIEHHOCTU U TOProBNU
Poccunckon degepaumm B OTHOLEHUM NPON3BOLCTBEHHOM NSIOLLALKM
nekapCTBEHHOro npenapara, rocyaapCTBEHHas perncrTpaumsa KoToporo
noaTBepXaaeTcs, Unn Konusa peweHnss MMHUcTepcTBa NPOMbILLIIEHHOCTU U
Toproenun Poccuickon ®egepaumm o npoBeaeHUn hapmaueBTUYeCKon MHCNEKLNN
NPON3BOACTBA NIeKapCTBEHHbIX CPEACTB B Crly4Yae, ecniv NpomM3BogCTBO
rfiekapCTBEHHOro npenapaTa OCyLeCcTBsieTcsa 3a npegenamm Poccumnckon
denepauyunuy;

) B OTHOLUEHUM BMONOrMyecknx nekapCcTBEHHbIX NpenapaToB - pe3ynbraThbl
MEpPONPUATUIA, NPeaYCMOTPEHHbIX MNIaHOM ynpaBneHus puckamu, paspaboTaHHbIM
aepxatenem unun enagenbuemM perMcTpaunoHHOro yaoCTOBEPEHNS NIEKAPCTBEHHOIO
npenapata unm ynorHOMOYEHHbIM UM OPYTYMM HOPUONYECKUM NTULIOM N4
peanusauun ycrosum, NpeaycMOTPEHHbIX MYHKTOM 12 HAcTOSLLEro AOKYMEHTa;

) OOKYMEHTbI permcTpaumnmoHHOro ockbe, Tpebyrolime BHECEHNA NU3MEHEHN B CBA3N
C Npouenypor NOATBEPXKOEHUS rocyaapCTBEHHOM perncTpaumm nekapCTBEHHOro
npenapara;

€) Konusa JoKYMeHTa, NoATBEPKAAIOLLErO yniaTy rocy4apCTBEHHON NOLUMWHbI 3a
noaTBePXOEeHWEe rocygapCTBEHHON pernctpaumm nekapcTBEHHOro npenapara.

53. B TeyeHune 5 paboumx gHen co gHS NPUHATUS 3asBNEHUS O MOATBEPXKAEHUN
rocygapCTBEHHOM perucTpaunm nekapcteseHHoro npenapara MmHUCTepcTBo
3apaBooxpaHeHnsa Poccunckon degepauyuu:



a) NpoBOANT NPOBEPKY NOMHOTLI CBEAEHUN, COAEPXaLLMXCA B NpeaCcTaBNeHHbIX
3asBUTENEM JOKYMEHTaX;

6) NpyHMMaEeT peLueHne o NpoBeaeHnn nnmn o6 oTkase B MPOBEAEHNN IKCNEPTUSbI
OTHOLLUEHUNS OXXMAAEMOM MOSb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOMO
npenapara;

B) YBEAOMNSIET B ANIEKTPOHHON UM MMCbMEHHOW (hopMe 3asiBUTENS U SKCNepTHOoe
yupexaeHue o NPUHATOM peLleHun. B cnyyae npuHATUA pelueHns ob oTkase B
npoBeaeHUN IKCNEPTU3bl OTHOLLEHNS OXXMAAEMOWN NOMb3bl K BO3MOXHOMY PUCKY
NpUMeHeHNsa nekapcTBeHHOro npenapata MMHUCTEPCTBO 34paBOOXpPaHEHNS
Poccuinckon ®egepauunm ykasbiBaeT NPUYNHBI TAKOro OTKasa.

54. B cny4ae BbIsiBfieHUs1 HEAOCTOBEPHOCTU CBEAEHUN, COAEPXKaLLUXCS B
npeacTaBrieHHbIX 3asBUTENEM AOKYMEHTaXx, YkasdaHHbIX B MyHKTe 52 HacTosLwero
AoKyMeHTa, MMHUcTepcTBO 3apaBooxpaHeHusi Poccuiickon ®efepaunn Hanpasnset
3aABUTESO 3anpoc 00 YTOYHEHWUW yKa3aHHbIX CBEAEHUN B BUAE 3NIEKTPOHHOIO
AOKYMeHTa, NOAMUCAHHOIO 3reKTPOHHOW NOAMMUCHIO.

55. BaaButenb 06s13aH NpeacTaBuTb OTBET Ha 3anpoc MuHuctepcTea
30paBooxpaHeHus Poccuinckon degepaumm B CPOK, HE NpeBbILLaoLLmnin 3 pabounx
AHen co gHA ero nonyyeHus. Cpok, ykasaHHbIN B NyHKTE 53 HACTOALLEro JOKYMEHTa,
NnpUocTaHaBMBaETCs CO OHS HarnpasreHus 3asBuTesto 3anpoca MuHucTepcTea oo
AHSA NONyYeHUs UM COOTBETCTBYHOLLEro OTBETA U HE YYUTbIBAETCS NPU UCHUCTIEHUM
CpoOKa noaTBepXXAeHUs FoCy4apCTBEHHOW perncTpaunmn nekapCTBEHHOro npenapara.
56. OcHoBaHMeM Onsi OTKkasa B NPOBeAEeHMM IKCMNEPTU3bl OTHOLLEHUS OXMAAEMOM
Nonb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS SIeKapCTBEHHOIO npenapara aBnseTcs
npeacTaBrneHne AOKYMEHTOB, YKa3aHHbIX B MyHKTE 52 HacTosLWero AOKYMeHTa, B
HenonHomMm obbeme, OTCyTCTBME MHGOPMaLMK, NOATBEPXAAOLWEN aKT ynnaTtbl
rocyapCTBEHHOW NOLUSIMHBI 38 MOATBEPXAEeHWEe rocyaapCTBEHHOM perncrpaumnm
nekapCcTBEHHOro npenaparta nnbo HenpeacTaBneHne 3agBmUTeNeM B YyCTaHOBMNEHHbIN
CPOK OTBEeTa Ha yKa3aHHbIN B NyHKTEe 54 HacTosWEero JOKyMeHTa 3anpoc
MwuHucTepcTBa 3apaBooxpaHeHunst Poccurckon ®egepaunn, a Takke OTCyTCTBUE B
yKa3aHHbIX JOKYMEeHTax MHopMaunmn, Kotopasa JoSmKHa BbiTb B HAX OTpaXKeHa.

57. JkcnepTr3a OTHOLLEHUS 0XnaaemMom Nosfb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
nekapCTBEHHOro npenapara ang MeguuuHCKoOro NpUMeHeHus B Lensax
NOATBEPXAEHUS roCcy4apCTBEHHOW perncTpaunmn nekapcTBeHHOro npenapara
NPOBOANTCA KOMUCCUEN SKCMEPTOB B CPOK, HE NpeBbiwatowmii 10 pabounx gHen.
58. B crniy4yae HegoCTaTOMHOCTU NPeaCTaBreHHbIX SKCNepTy MmaTepuasron
9KCMNEPTHbIM YYpeXaeHMEeM HanpaBnsaeTcs 3anpoc o0 NpeacTaBneHnm HeobxoaMMbIX
MaTtepuanoB B (popme 3NEeKTPOHHOIo JOKYMEHTa, NOAMUCAHHOMO 3NeKTPOHHOM
noanucbio, N1 Ha ByMaKHOM HocuTere.

59. B3aaButenb 06s13aH NpeacTaBUTb OTBET Ha 3anNpPoC AKCMEPTHOIO yYpexaeHus B
CPOK, He MpeBbIwatoLwm 5 pabounx gHen co AHA NonyyYeHus 3anpoca,
npeaycMOTPEHHOro NYHKTOM 58 HacTosLero AoKyMeHTa.

Bpems co aHs HanpaBneHus 3anpoca 9KCNEPTHOMO yYpeXaeHUs 40 AHSA NonyYyeHus
3KCNEePTHbIM y4pexaeHuem OTBETa Ha 3arpocC He YYUTbIBAETCA NPU NCHUCTIEHUN



CpOKa NpoBeaeHNsA 9KCNepPTU3bl OTHOLLEHUS OXMOAEMOW NOSb3bl K BO3MOXHOMY
PUCKY NPUMEHEHNA NekapCTBEHHOro rnpenapara.

B cnyyae HenpencTtaBneHna 3agBmUTenem OTBETa Ha yKa3aHHbIN 3anpoc B
YCTaHOBIEHHbIN CPOK IKCMEPTHOE yupexaeHne BO30OHOBSET 9KCNePTU3y U B CPOK,
He npeBblwaoWwmnn 5 padboumnx gHen, HanpaenseTt B MMHUCTEPCTBO
3apaBooxpaHeHnsa Poccurickon degepauunm 3aknoveHmne KOMMCCum 3KCnepToB.

60. MHMCcTepcTBO 34paBooxpaHeHns Poccuinckon deneparmm B CPOK, He
npeBblLaLWmMn 5 pabounx gHEN CO AHA NONYYEeHUS 3aKMHYEHMUS KOMUCCUN
3KCNepToB MO pe3ynbratam 3KCNepTn3bl OTHOLLEHUS OXNOaeMOoN Nosb3bl K
BO3MOXXHOMY PUCKY MPUMEHEHUS NleKkapCTBEHHOro npenapara:

a) OCYLLIECTBNSET OLEHKY 3TOro 3aKntioveHns Ans onpeneneHnsa ero CooTBETCTBUS
3alaHuIo Ha NpoBeJeHne yKa3zaHHOW 3KCNepTusbl;

0) NpUHMMAaET peLLeHne 0 NOATBEPXKAEHUM FOCY4apCTBEHHOW pernctTpaumnm
nekapcTBEHHOro npenaparta unun ob otTkase B NOATBEPXKOEHUN roCy4apCTBEHHON
perncTpauumn nekapCTBeHHOro npenapara;

B) BHOCUT NPU NPUHATUN peLLeHns O NOATBEPXKAEHNM rOCyAapCTBEHHOM
perncTpauuun nekapCTBEHHOro npenaparta CBe4eHUs B roCy4apCTBEHHbIN peecTp
NeKapCTBEHHbIX CPeaCTB M BblAAeT 3asiBUTESO PerncTpaumoHHOe yaoCTOBEpeHNe
NleKkapCTBEHHOro npenapaTa co cpokoM aencteus no 31 gekabps 2025 r.

61. OcHoBaHWeM Onsi OTKa3a B NOATBEPXAEHUN roCyAapCTBEHHOW perucTpawmm
rfiekapCTBEHHOro npenapaTta saBndeTca pewweHne MuHucTepcTea 3gpaBooxXpaHeHus
Poccuiickon ®egepaumm 0 TOM, YTO PUCK NPUYNHEHUS Bpeaa 300POBbLI0 YenoBeka
BCreAcCTBMe npuemMa nekapcrBeHHOro npenapara rnpesbiwaeT 3PPEKTUBHOCTb €ro
NPUMEHEHNS.

62. [lonyckaeTca 40 UCTEYEHUS CpoKa rOAHOCTM obpalleHne NeKkapCTBEHHOIO
npenapara, 3apermcTpupoBaHHOro B COOTBETCTBMU C pa3geriom |l HacTosLero
AOKYMeHTa, NnpounsBeaeHHoro B TedeHne 180 kaneHgapHbIX AHeW nocne aathbl
NPUHATUA MUHUCTEPCTBOM 34paBooxpaHeHus Poccunckon degepaumm peleHns o
noaTBepP>KOEHNN rOCY4apCTBEHHON permcTpauum nekapcTBeHHOro npenapaTa B
COOTBETCTBUM C MHpOPMaLIMEN, coaepKaLLenca B JOKYMEHTaxX permcTpaLmMoHHOro
A0Cbe Ha nekapCTBEHHbIN npenapaT 40 AaTbl MPUHATUSA TaKoro peLleHus.

VII. BBog B rpaxkgaHckui 060poT nekapCcTBEHHbIX NpenapaToB

AN MEAULMHCKOTO NPUMEHEHMS

63. B nepunoa gencrensa HacTosLero JOKyMeHTa BBOZ, B rpaXgaHCcKun obopoT
NeKkapCTBEHHOro npenapara, 3a UCKtoYeHneM MMMYHOOMONOrnYecknx
NeKapCTBEHHbIX MpenapaTtoB, a Takke NekapcTBEHHbIX NpenapaToB, YKa3aHHbIX B
pasgenax Il n IV HacToALwero JOKyMeHTa, OCyLLEeCTBMNAETCA B COOTBETCTBUMU C
yactamn 1 n 2 ctaten 52.1 degepanbHoro 3akoHa "O6 obpalieHn nekapcTBEHHbIX
cpencts”.



64. Beoa B rpaxxgaHckuii 060pOT NepBbiX 3 cepuin N NapTUi NeKapCTBEHHOTO
npenapara, 3a UCKNIYEHMEM NMMMYHOBMONOrMYECKMX NeKapCTBEHHbIX NpenapaTos,
OCYLLECTBIISIETCH B COOTBETCTBUM C YacTbio 4 cTaTbn 52.1 degeparnbHOro 3akoHa
"O6 obpalyeHnn nekapcTBEeHHbIX CpeacTs”.

[MpoBeaeHne NpeayCcMOTPEHHbIX YacTblo 4 cTaTbh 52.1 degepanbHoro 3akoHa "O6
obpalleHnn nekapCTBEHHbIX CPEACTB" UCMbITAHUA yKa3aHHbIX NeKapCTBEHHbIX
npenapaToB AOMycKaeTCs C UCNOMb30BaHNEM CPeaCTB AUCTaHUMOHHOIO
B3aMMOAENCTBUS, B TOM YMCrie NOCPeaCTBOM ayamo- Uu BUOEOCBA3N, B peXMME
peanbHOro BpeMeHn NnocpeacTBOM BUOEOCBA3MW.

65. lNpencraBneHne JOKYMEHTOB, NPeayCMOTPEHHbIX YacTbio 5 cTaTbn 52.1
depnepanbHoro 3akoHa "O6 obpalleHnn nekapcTBEHHbIX CPEACTB", He TpebyeTcs.
66. BBog B rpaxkgaHckuii 060poT UMMYHOBNOSOrMYECKNX NeKapCTBEHHbIX
npenapaToB, 3a UCKITIOYEHMEM JIEKapCTBEHHbIX NpenapaToB, yKa3aHHbIX B pasgenax
[l v IV HacTosLEero AOKyMeHTa, OCYLLEeCTBMNAETCHA B COOTBETCTBMU C YaCTbio 7 CTaTby
52.1 ®enepanbHoro 3akoHa "O6 obpalleHn nekapcTBEHHbLIX CPeacTB".
lMpoBeaeHne NpeayCcMOTPEHHbIX YacTbto 7 cTaTbh 52.1 PenepanbHoro 3akoHa "O6
obpaLleHnn nekapCTBEHHbIX CPEACTB" MCMbITAHU yKa3aHHbIX NEeKapCTBEHHbIX
npenapaToB JOMNYyCKaeTCHa C UCMNOfMb30BaHWEM CPeACTB AUCTAaHLMOHHOIo
B3aMMOLENCTBUSA, B TOM YUCIe NOCPEeaCTBOM ayaAno-unn BUOeOoCBs3n, B pexnme
pearibHOro BpeMeHu NocpeacTBOM BUOEOCBA3N.
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