MPABUTEJILCTBO POCCHICKOIN ®FEJIEPAITAN
ITOCTAHOBJIEHHUE

oT 16 HOs16ps1 2020 1. Ne 1832

MOCKBA

O BHeceHHUM H3MeHeHHI B nocTtaHoBaeHHe IIpaBuTenbeTBa
Poccuiickoit @epepanuun ot 3 anpenst 2020 r. Ne 441

[TpaButensctBo Poccuiickoil @Penepaliii NOCTAHOBAAET :

1. YTBepauTe  mpuiaraeMble = HU3MEHEHHUs,  KOTOphle  BHOCSTCS
B noctanoBieHue IIpaBurenscrBa Poccuiickoil @enepanuu ot 3 anpens 2020 r.
Ne 441 "O6 ocobeHHOCTSAX OOpalleHHs JISKAPCTBEHHBIX  IpernaparoB
JUIS. MEIUIIMHCKOIO NPUMEHEHUsI, KOTOpble MpeJHa3Ha4YeHbl IS MPUMEHEHUS
B YCJOBHSIX YIPO3bl BO3HUKHOBEHHUS, BO3HUKHOBEHHS M JIUKBHIAIUH
Ype3BbIYAHHOM CUTYaLMH U JJIs OpraHu3ally OKa3aHUs MEIUIMHCKON MOMOIIH
IMiiaM, — TOCTpajaBIIMM B pe3yJibTaTe€  Ype3BBIYAHHBIX  CHUTYaLHid,
NpeaynpexAeHHs] Ype3BbIYalHbIX CUTyalluid, MpOQWIAKTHKA U JIEYSHHUS
3a60/1eBaHUM, MPEACTABIAIONIMX ONACHOCTh Ui OKPYKAOLIMX, 3a00neBaHuit
H TOpaXeHUH, IONyYEHHbIX B pe3ylNbTaTe BO3IAEHCTBUS HeOJAronpHsITHBIX
XHUMHYECKUX, OHONOrudeckux, paavaiuoHHbIXx ¢aktopoB” (CobpaHue
3aKkoHojarenbpcTBa Poccuiickoit ®epepaunu, 2020, Ne 15, cr. 2295; Ne 37,
cT. 5711).

2. YcTaHOBUTH, UTO:

pEeruCTpallMOHHBIE  YIOCTOBEPEHHUS  JIEKapCTBEHHBIX  IpernaparoB
co cpokoMm neiictBus nmo | suBaps 2021 r., BblAaHHBIE B COOTBETCTBHH
¢ nocraHoBieHueM IlIpaBurensctBa Poccuiickoir ®enepauuu ot 3 anpens
2020 r. Ne 441 "O6 ocobeHHOCTSIX 00palleHUs JIeKapCTBEHHBIX MPENapaToB A
MEWIMHCKOrO IPUMEHEHHs, KOTOpble IpeAHa3HAaYeHbl [UIsi TNPUMEHEHUS
B yCJOBHUSIX YIpo3bl BO3HUKHOBEHHS, BO3HHUKHOBEHUS M JIMKBHIAIIUH
Ype3BBIYAtHON CHUTYyallMM U JUISl OpTaHU3alliy OKa3aHWsl METUITMHCKON ITOMOIIK
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JAdLaM, T[OCTpPajaBIIUM B  pe3yjibTare  4pe3BblUalHBIX  CHUTyaluH,
OpeaylpeXIeHUss 4Ype3BbIYalHBIX CUTyalWi, MNOPOGUIAKTUKH U JIeUeHHs
3a00j1€BaHM#, NPEACTABIAIOMMX OMACHOCTh JUISl OKPYXKarouumx, 3aboJjieBaHUM
U IOpaXEHWUH, IOJNyYEHHBIX B pe3yJbTaTe BO3JEHCTBUS HEONIaronpusATHBIX
XMMHYECKHX, OHOIOTHYECKHUX, paJHallMOHHBIX  ¢axkTopoB"  (mamee -
noctaHoBieHrue IlpaBurenscTtBa Poccuiickod ®epepauuu ot 3 amnpenst
2020 r. Ne441) no mHA BCTYIUIGHMS B CHIJIY HACTOSIIETO ITOCTAHOBIEHUS,
JeiictBUTeNnbHB! 10 1 sHBaps 2022 r. u noanexat 3ameHe 1o | saBaps 2021 r.
0e3 MPOXO0XKIEHUS NMPOUEAYyphbl TOCYJapCTBEHHOW pPErucTpaivd B OTHOILEHUU
COOTBETCTBYIOLIUX JIeKapCTBEHHBIX npenapaToB c BHECEHHEM
COOTBETCTBYIOLLIUX 3aluceil B TrOCyJapCTBEHHBIH peecTp JIeKapCTBEHHBIX
CpeACTB [UISl MEIUIMHCKOTO IIPUMEHEHUS;

pa3penleHHs Ha BpeMEeHHOe oOpallleHue cepud (mapTHH) JIEKapCTBEHHOTO
npernapaTta, He  3aperHcTpupoBaHHOro B Poccuiickoi ~ ®epepanuu
M pa3pelieHHOro Uil MEIULUHCKOTO HpPUMEHEHUs Ha TeppUTOpHH
HHOCTPAHHBIX TOCYIapCTB YIHNOJHOMOYEHHBIMH OpraHaMH COOTBETCTBYIOLIUX
HHOCTPAHHBIX TIOCYJapCTB, BBINAHHbIE B COOTBETCTBHUM C IIOCTaHOBJIEHHEM
[IpaButensctBa Pocculickoii ®enepaunn ot 3 anpens 2020 r. Ne 441 no nus
BCTYIUTEHUs] B CHJIy HAcTOSIILEro MOCTAaHOBJICHUs, NeUCTBUTENBHBI 10 | sHBaps
2022 r. u nomnexar 3ameHe A0 | sHBaps 2021 r. 06e3 mnpeacraBieHUs
JIOKYMEHTOB U CBEJICHHH, TpeOyembIxX IJIs BbLOAYM TaKUX pa3pelieHHid, c
BHeceHMeM MMUHUCTEPCTBOM 31paBooxpaHeHusi Poccuiickoit ®Denepauuu
COOTBETCTBYIOIIMX U3MEHEHHUH B peecTp BBIAAHHBIX pa3pellieHHi Ha BpeMeHHOe
obpainieHue YKa3aHHOH cepHH (ITapTUH) JIEKapCTBEHHOIO Ipenapara;

pelieHrs O rocyJapCTBEHHON perucTpalyy MpeAelbHbIX OTIYCKHBIX IIeH
MIPOM3BOAMUTEIEH Ha JeKapCTBEHHbIE MpenapaThl, BKJIIOYEHHBIE B IE€pEeYeHb
KU3HEHHO HEOOXOAMMBIX M BaXHEHIIMX JIEKAPCTBEHHBIX IMPeNapaTos,
MpPUHSATBIE B COOTBETCTBHM ¢ NocTaHoBiIeHueM IlpaBurensctBa Poccuiickoi
®eneparuu ot 3 anpens 2020 r. Ne 441 1o AHSA BCTYIUIEHHS B CUITY HACTOSIILETO
MMOCTAHOBJICHUSA, NEUCTBUTENBHBI 10 | sstHBaps 2022 r.

3. MuHucTEepCTBY 31paBOOXpaHEHUS Poccuiickoi ®enepauuu
1o 1 saBapst 2021 r. BHECTH B COOTBETCTBHM ¢ a03alleM 4YeTBEPTHIM ITyHKTa 2
HACTOMIIETO [TOCTAHOBJICHHUS U3MEHEHUS B!

MpHUKa3bl O TOCYNAPCTBEHHON PETUCTPALMH MPEAeIbHbBIX OTIYCKHBIX LIEH
IIPOU3BOJUTENIEH Ha JIEKapCTBEHHBIE MpENnapaTrhbl, BKIIOYEHHbIE B IIepeyueHb
YKU3HEHHO HEOOXOMUMBIX M BaKHEWIUMX JIEKApCTBEHHBIX IMIpeNaparoB, U
HamnpaBUTh BilaAebliaM (Zep)KaTeiasiM) pPEerucTPAlMOHHBIX YIOCTOBEPEHHM
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TaKMX JIEKAPCTBEHHBIX IMpenaparoB (yHNOJHOMOUYEHHBIM MMM JIMIIAM) BBIMHACKU
U3 YKa3aHHBIX [TPHKA30B;

peecTpOBBIE 3alUCH MOCYIapCTBEHHOIO peecTpa MpeleNbHBIX OTITYCKHBIX
LeH [IPOU3BOAUTENIEH Ha IeKapCTBEHHbIE MPenapaThl, BKIIOUYEHHbIE B IEPEUCHb
YKU3HEHHO HEOOXOIMMBIX U BKHEHIINX JIeKapCTBEHHBIX MPENaparos.

[Ipencenarens IIpasuren

Poccuiickor ®Penepar M.MuuryctuH
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VTBEPXIEHEI

nocraHoByieHueM [ IpaButenncTBa
Poccuiickoii ®egepanuu
oT 16 HosOps 2020 T. No 1832

U3IMEHEHMUI,

KOTOpbIe BHOCATCA B NocTaHoBJieHHe IIpaBuTenncTBa
Poccuiickoii @enepaunu ot 3 anpens 2020 r. Ne 441

1. B mynkre 5 cioBa "1 auBaps 2021 r." 3ameHuTh cioBaMu "1 siHBaps
2022 r.".

2. B ocobeHHoCcTsix oOpallleHds JIEKapCTBEHHBIX IpenapaToB JUIs
MEIUIUHCKOr0 MPUMEHEHMs], KOTOpble IIpeJHa3Ha4yeHbl JUIsl [pUMEHEHUs
B YCJIOBHUSIX YIpO3bl BO3HMKHOBEHHS, BO3HHKHOBEHHS W JIMKBHJALUHU
Ype3BbIUAHONA CUTyallud U JUIsl OpraHU3allii OKAa3aHUs MEIULIUHCKON MOMOIIH
JdllaM, NOCTpaJaBLIMM B  pe3yjpTaTe€  4Ype3BbIYAaWHBIX  CHUTYyallUid,
NpeayTnpeXAeHUs Upe3BbIYAMHBIX CHUTyalUUHd, NOPOGUIAKTHKH U JIeYeHHs
3a00J1eBaHUM, MPEICTaBISIONIMX OMACHOCTh JUISI OKpYXalollUX, 3abosieBaHUi
U TOpaXeHWH, MOJMYyYeHHBIX B pe3yJbTaTe BO3AEUCTBHS HeOMarompHUsITHHIX
XUMHUYECKUX, OWOJIOTMYECKHX, paJHallMOHHBIX (DaKTOPOB, YTBEPXKIEHHBIX
yKa3aHHBIM ITOCTAHOBJICHUEM:

a) MMyHKT 3 U3JI0KUTh B CIIEAYIOIIEH peaaKIUn:

"3. Jlnd rocyaapCTBEHHOM perucTpaluy JIEKapCTBEHHOro Iperapara
IOpUIMYECKOE JIMLIO, JeHCIByroulee B COOCTBEHHBIX HMHTEpecax WU
YIIOJJHOMOUYEHHOE TNPEACTaBIATh HHTEPECHl JPYroro IOPUIMYECKOro Juula
U 3asBJISIOLIEE JIEKapCTBEHHBIN Mpenapar Ha rocyAapCTBEHHYIO PEerucTpaluio,
a0 YIOJHOMOYEHHBIA IpeACTAaBUTENb 3asBHUTENs (Janee - 3asBUTENb)
npeAcTaBiier B MHHHCTEpPCTBO B  (OpMe DIJIEKTPOHHBIX JOKYMEHTOB,
MOJIITACAHHBIX 3JIEKTPOHHON MOANKCHIO, CAEAYIOIINE JOKYMEHTHI U CBEACHHUS:

a) 3asBICHHE O TOCYJApCTBEHHOW PpETUCTpPallMH  JIEKAPCTBEHHOrO
nperapara, B KOTOPOM YKa3bIBalOTCS:

HaMMEHOBAaHME, aJpec 3asBUTENs W IPOU3BOAUTEINS JIEKAPCTBEHHOIO
npemnapara, cBeeHHss 00 UX PErMCTpally B KadecTBE HAJIOromjaTeNbIUUKa B
CTpaHe  perucrpauud  (JUII ~ POCCUMCKHUX  OPUAMYECKHX  JHI -
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UIeHTU(DUKALMOHHBIH HoMep Hanoromiarensivka (MHH), mis wHOCTpaHHBIX
FOPUIMYECKUX JIHL - CTPaHa PErHCTPalMd, HAUMEHOBAHUE PETUCTPHPYIOLIETO
OpraHa, peruCTpallMOHHBIH HOMep, KOJ HaloroIulaTelblliKa B CTpaHe
perrcTpauiy (MHKOPHOpAalMK) WM €ro aHaJlor) U apec MeCTa OCYyLECTBIeHHUS
MPOU3BOJACTBA JIEKAPCTBEHHOIO Impemnapara (B Cily4ae HadHYMs HECKOIBKHX
YyYaCTHUKOB IIpoOLeCcCa €ero IpOU3BOACTBA HEOOXOAMMO YKa3aTh KaXIOTo
Yy4YaCTHHKA B COOTBETCTBUH C OCYILIECTBISEMOH CTanuell MpOU3BOICTBA);

HauMeHOBaHHE JIEKapCTBEHHOTO npemnapara (MexmyHapogHoe
HETATEHTOBAHHOE, WIIM TIPYNIHUPOBOYHOE, WM XHMHYECKOE W TOProBOE
HauMEHOBaHUA ),

nepevYeHb ACHCTBYIOIIMX W BCIIOMOTATENbHEIX BEIIECTB, BXOMSALIUX
B COCTaB JIEKAPCTBEHHOrO Tperapara, ¢ yKa3aHMeM KOJMYECTBAa KaXIOro M3
HUX;

NieKapcTBeHHas (opMma, J03MpOBKa, CIOCOOBI BBENEHHS W [IPUMEHEHHS,
CPOK I'OTHOCTH JIEKaPCTBEHHOTO Mpernapara;

(dapMaxkoTepaneBTHYeCKass IpyIa, KOX aHAaTOMO-TEPaNeBTHYECKO-
XMMHUYECKON KiaccHpUKaLUK, peKoMeHIOBaHHOW BcemupHol opranmsanueit
3/IpaBOOXpaHEeHUs, 3asBlgeMble ITOKa3aHUsl Ul NPUMEHEHHUs JIEKapCTBEHHOIO
npenapara;

HeoOXoIUMOCTE OGOpMIIEHUs pa3spellleHHs Ha BBO3 B Poccuiickyro
®enepanuio KOHKPETHOM napTuu 3aperuCTpPUPOBAHHBIX U (Unu)
He3aperucTPUPOBAHHBIX JIEKAPCTBEHHBIX CpPEJCTB, IMpPEJHA3HAYEHHBIX IS
[IPOBEJICHUS IKCIIEPTU3BI JIEKAPCTBEHHBIX CPENCTB B LENSAX TOCYJapCTBEHHOMN
perucTpauuy;

cBezieHUs 00 yIuiaTe rocyAapCTBEHHOM MOLUIMHEI,

0) KonusA NOKyMEHTa Ha PyCCKOM SI3BIKE, 3aBEPEHHOIO B YCTAHOBIEHHOM
MOpAAKE WU MOATBEPXKAAOLIErO MPABOMOYHOCTh 3asBUTENS MOAABATh 3asBIICHUE
0 rOCYIapCTBEHHON PErUCTpalMHU JIEKAPCTBEHHOTO IIpernapara (JI0BEPEHHOCTS);

B) KOIHUSA JIMLEH3UU Ha IIPOU3BOJICTBO JIEKAPCTBEHHBIX CPEACTB MU KOMHUS
3aKJIIOYEHHS O COOTBETCTBHUU IIPOU3BOAMTENS JIEKApPCTBEHHBIX CPEJCTB
TpeOOBAHUIM NPAaBUI HaJuexalleld MPOU3BOJCTBEHHOU MPAKTUKH, BbIIAHHBIX
MuHHCTEPCTBOM MPOMBILINIEHHOCTH W Toprobiau Poccuiickoit ®eneparuu
B OTHOLIEHUHU IIPOU3BOJACTBEHHOU IO KU perucTpupyeMoro
JIEKapCTBEHHOI0 Mpernapara, B Cly4ae €CJIM IPOU3BOJACTBO JIEKAPCTBEHHOTO
npenapara ocyluectsisiercs B Poccuiickoit @enepanuu;

I) KOs BBIJAHHON YNOJHOMOYEHHBIM OPraHOM CTPAHBI-IIPOU3BOIUTENSL
JUUEH3MH Ha TIPOM3BOJCTBO JIEKAPCTBEHHOIO IIperapaTta M ee IepeBoj
Ha PYCCKHUH fA3BIK, 3aBEpEHHbBIC B YCTAHOBJIEHHOM IOPSJIKE;
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1) TIPOEKT HHCTPYKLMH MO MEAUIMHCKOMY IPUMEHEHHIO JIEKAPCTBEHHOTO
npenapara, coepxaliei cieayronye cBeIeHNs:

HaUMEHOBaHKE JIEKapCTBEHHOTO npenapara (MeXIyHapoIHOe
HEMaTeHTOBaHHOE, WM TIPYNIUPOBOYHOE, HIH XUMHYSCKOE U TOProBoe
HAaNMEHOBAHUS );

JeKapcTBeHHas (opMa ¢ yKazaHHEM HAaWMEHOBAaHUM M KOIHYECTBEHHOTO
coCTaBa JEHCTBYIOLIUX BEUIECTB M KaYeCTBEHHOT'O COCTaBa BCIIOMOIATENbHBIX
BEeLIECTB (MpH HEOOXOAUMOCTH KOJUYECTBEHHOIO COCTABA BCIIOMOTATENbHBIX
BCIIIECTB);

OMMCAaHHE BHEIIHETO BH/1a JIEKAPCTBEHHOTO Mpenapara;

QU3MKO-KxUMHYECKHe  cBoiicTBa (I paauodapManeBTHYECKHX
JIeKapCTBEHHBIX MIPENaparoB);

(papmakoTepaneBTHUECKas IpyIna, KOJ JIeKapCTBEHHOIO IpenapaTta IIo
aHaTOMO-TEPANEBTHYECKO-XUMHUECKOH  KJIacCUDUKALIMMU, PEKOMEHIOBAHHON
BcemupHoii opra”uzanuei 31paBOOXpPaHEHUS, WU yKa3aHue
"roMeonaTHIECKHUH JIEKapCTBEHHBII Ipenapart”;

dapmakogvHamMMka W (apMakoKWHETHKa (32  UCKIIIOYEHHEeM
dapMaKOKUHETUKH rOMeOoNaTHUYECKIX JIEKapCTBEHHBIX npenapaToB
Y PaCTHUTENBbHBIX JIEKAPCTBEHHBIX MPENapaToB);

MIOKa3aHHUsl sl IPUMEHEHHUS,

IPOTHBOIIOKA3aHUS TSI IPUMEHEHUS;

MEPBI MIPEIOCTOPOKHOCTH MPU IPUMEHEHHH;

yKasaHhe BO3MOXHOCTH M OCOOEHHOCTEH MpUMEHEeHHs JEeKapCTBEHHOIO
npernapaTa OEPEMEHHBIMHM JKEHIIMHAMH, JXCHIIMHAMH B TEPHOJ TPYAHOIO
BCKapMJIMBaHHS, IETEMH, B3POCIBIMU, UIMEIOIIIUMH XPOHUYECKHE 3a00/I€BaHMS;

peXHUM  JO3UPOBAHUSA, CIOCOOBI BBENEHUS] U NPUMEHEHHs, [IPU
HEO0OXOIUMOCTH BpeMsI npruemMa JIEKapCTBEHHOTO npenapara,
[POJOIKUTENBHOCTD JICUEHHUS, B TOM YHCIIE Y JeTel /10 U ocie OQHOro rona;

BO3MO)XXHBIC HEXeJaTeIbHbIe PEaKLMU MPH IIPUMEHEHUH JIEKAPCTBEHHOIO
npernapara;

CUMITOMBI  [EPENO3UPOBKY, MEPBl 10 OKAa3aHUIO [OMOIUM TMpH
nepe103UpOBKE;

B3aUMOJIEUCTBHE C JPYTUMM JIEKAPCTBEHHBIMH TIpenaparaMu U (M)
MUIIEBBIMH POAYKTaMU;

(OpMBI BBIIIyCKa JIEKAPCTBEHHOTO Ipenapara;

yKa3aHHe (ipu HEOOXOIHUMOCTH) ocoOeHHOCTEH OEeUCTBUSA
NleKapCTBEHHOIO Mpernapara Mpy IepBOM IIpHeMe WU TIPH €r0 OTMEHE;
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onucaHue (IpH HEOOXOMUMOCTH) JeHcTBMH Bpaua (denbamiepa) u (wnu)
MalMeHTa NPy MPOIyCKe NMpUEMa OXHOM MIIM HECKOJNBKUX N03 JEKAPCTBEHHOIO
npenapara,

BO3MOJXKHOE BJIMSHHE JIEKapCTBEHHOrO IIpermapara Ha CIIOCOOHOCTH
YIPaBISATh TPAHCIIOPTHBIMU CPEJICTBAMHU, MEXAHU3MaMU;

CPOK TOJHOCTH W YKa3aHHME Ha 3alpeT IMPHUMEHEHHUs JEKapCTBEHHOIO
npernapara o UHCTeYeHUH CpOKa roIHOCTH,

YCIIOBUS XpaHEHHUS;

yKazaHWe Ha HeoOXOJMMOCTb XpaHEeHHs JIeKapcTBEHHOTO Tpernapara
B MeCTax, HEJOCTYIIHBIX IS JIeTel;

yKazanue (Ipd HeoOXOAMMOCTH) CIEIHABHBIX MEp MPEIOCTOPOKHOCTH
NPy YHHYTOXEHHH HEHMCITOJIb30BaHHBIX JIEKAPCTBEHHBIX IIPENapaTos;

yCJIOBUS OTIIyCKa,

HaVMEHOBAaHMA W aJpeca NPOU3BOACTBEHHBIX IJIOMIANOK MPOU3BOIUTENS
JIEKapCTBEHHOTO Mpernapara;

HaMMEHOBaHue, aJpec OpraHu3alliuy, yNOJIHOMOYEHHOU AepiKaTeneM WIIH
BJIJIEJIBIIEM PETUCTPALIMOHHOTO yIOCTOBEPEHHUS JIEKAPCTBEHHOTO MpernapaTa Ha
MPUHSATHE IPETEH3UH OT MOTPeOUTENS;

€) MHCTPYKLKs 1O  MEAMIMHCKOMY IPUMEHEHHI0O WIM KpaTKas
XapaKTepUCTHKa JIEKAPCTBEHHOTO Ipenapara, YTBEpP)KICHHbiE B CTpaHe
NPOU3BOAUTENS,

K) IPOEKTBl MAaKETOB MEPBHYHOH YNAKOBKM M BTOPUYHON YHNAKOBKH
JIeKapCTBEHHOIO Mpernapara;

3) IPOEKT HOPMAaTUBHOM JOKyMEHTAIlUH WJIH HOPMATUBHOIO JOKYMEHTA
Ha  JIEKapCTBEHHBIM  mpemapaT OO0  yKa3aHHE  COOTBETCTBYIOILEHN
(hapmaKkoneiHoON cTaThH;

W) JOKyMEHT, COJepKallluii HHQOPMALHIO O HATMYMH HIIK 00 OTCYTCTBHU
(aKTOB perucTpanuy JeKapcTBEHHOro Ipenapara 3a npejaeinamu PoccuiicKoil
depnepauuy;

K) KOMIMKM  JIOKYMEHTOB, 3aBEPEHHBIX B YCTAHOBJIEHHOM IOPSAJKE
¥ TOATBEPKIAIOWMX (GaKT perucTpallMd  JIeKapCTBEHHOro Ipenapara
B MHOCTPaHHBIX TIOCYJapCTBax B KadecTBe Op(}aHHOro JIEKapCTBEHHOIO
npenapara;

J) IJIaH  yNpaBJIEHUS PUCKaMHU )i OHOJNIOTMUECKHMX JIEKAPCTBEHHBIX
TIpernapaTos;

M) IOKYMEHT O CHUCTeMe (apMaKoHaA30pa [ep)KaTeis WM BiIafebla
PErucTPaloOHHOrO YAOCTOBEPEHUS JIEKAPCTBEHHOTO Npemnapara;
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H) JOKYMEHT, MOATBEPXKJAIOLIMA KauecTBO JIEKAPCTBEHHOIO TMperapara
3 MpPOMBILUIEHHEBIX CEpUH (TIPOTOKOJ aHalU3a WM CepTU(UKAT aHalu3a), OJHa
cepuss KOTOPOTro [OJDKHA COBNAfaTh ¢ cepueld oOpasla JieKapCTBEHHOIO
npenapara aJis MEAULIMHCKOTO IPUMEHEHHS, MPEACTaBICHHOTO
Ha TOCY/1apCTBEHHYIO PErUCTPAIIHIO;

O) KOIUA  JAOKYMEHTa, COJEPKAIUEro  CIEAYIOIIYI0  HHPOPMALHIO
0 (apmaleBTHYECKOH CyOCTaHIMM HIH (apMaleBTHUECKUX CYOCTaHIUIX,
BXOIAIIMX B COCTaB JIGKAPCTBEHHOrO IMperapara, 3a HCKJIIOUEHUEM
uHbOpMaILUU 0 dbapMaLeBTHYECKUX CyOCTaHUIMUSX, BKJIFOYEHHBIX
B TOCYJAapCTBEHHBIH pEECTp JIEKapCTBEHHBIX CPEICTB B COOTBETCTBUH
co crateel 34 @enepanpHoro 3axkoHa "OO oOpallleHUH JI€KApPCTBEHHBIX
cpeacTB':

HaMMEHOBaHHE (apMaleBTUUECKOH CyOCTaHIMH, €e CTpyKTypa, o0ue
CBONCTBA;

HauMEHOBAaHUE U aJpec MPOU3BOIUTE]IS;

TEXHOJIOTHS MPOM3BOACTBA C OIMCAaHHEM CTaAud [POU3BOJCTBA
M METO/I0B KOHTPOJIS Ha BCEX CTaIUsX IMPOU3BOJICTBA;

onucaHue pa3pabOTKU Mpoiiecca MPOU3BOACTBA;

OIHCaHUe KOHTPOJIS KPUTHYECKUX cTagui IIPOM3BOJICTBA
¥ POMEXYTOUYHOHN MPOTYKIHH;

JOKYMEHTAIIbHOE MOATBEPXKICHUE (BalmUIalus) mpoueccoB H (WiIM) uX
OLICHKA;

CBOICTBA M CTPYKTypa IEHCTBYIOIUX BEIIECTB;

XapaKTepUCTHKA IIPUMECEN;

cienuduKanys Ha GpapMaleBTHUECKYIO CyOCTaHIMIO U e 000CHOBAHUE,

aHANTUTUYECKHE  METOJAWKH, HCHOJb3yeMble TpPH  OCYIIECTBIEHHH
KOHTPOJISI KauecTBa (apMalleBTHYECKOH CyOCTaHINY;

JOKyMEHTabHOE NTOATBEPKIAEHUE (BaTUAINs) aHATUTHUYECKUX METOUK,
UCIIONB3YEMBIX TIPH OCYLIECTBJICHUHM KOHTPO/S KauecTBa (apMaleBTHYEeCKOU
cybcTaHIuy;

pe3ynbTaThl aHAIN3a cepuil (hapMalleBTUIECKOM CyOCTaHIHHY;

nepeyYeHb CTAHIAAPTHBIX OOpPa3slOB MJIHM BEINECTB, HCIONL3YEMBIX IIpH
OCYILIECTBJIEHUHN KOHTPOJISI Ka4eCTBa;

OMHCAaHUC XAPAKTCPHCTHK H CBOMCTB YIIAKOBOYHBIX MaTepHaJIOB
U YKYIIOPOYHBIX CPECACTB,

IaHHbIE O CTAOUIIBHOCTH (apMalieBTHUECKON CyOCTaHIINM;
CPOK r'OHOCTH;
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1) B OTHOLUCHUU (PapMalleBTUUECKUX CYOCTaHIUMM, BXOMSIIUX B COCTaB
JIEKapCTBEHHOTO  Mpernapara MW BKIIIOUYEHHBIX B TOCYIapCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPENCTB B COOTBETCTBHM CO CTaThell 34 MenepanbHOro 3aKoHa
"O06 oOpallleHHH JIEKaPCTBEHHBIX CPEACTB", - KOMMS JOKYMEHTA, CONEPIKALIEro
creayoulyo HHGpopMaluro:

HauMeHOBaHue (apMaleBTHYECKO cyOcTaHIuu, ee CTPyKTypa, oOLIue
CBOMCTBA;

HaUMEHOBAHUE U aJpec MPOU3BOAUTEIIS;

pe3yabTaThl aHaIu3a cepuil papMaleBTHIECKOH CyOCTaHLIMK;

CPOK FOJIHOCTH;

p) IOKYMEHT, CoAepXKalluil CleNylolMe CBEeJeHHs O JIEKapCTBEHHOM
npernapare:

ONMCAaHME U COCTAB JIEKApPCTBEHHOTO Iperapara;

omucaHWe (papMaUeBTUYECKOH pa3paborku (06GocHOBaHHe BBIGOpa
cocTaBa, IepBUYHON yIIaKOBKH U HHOTO);

TEXHOJOTHs IPOM3BOACTBA C ONHCAHHWEM CTafudi MPOM3BOACTBA
Y METOJOB KOHTPOJISI Ha BCeX CTaAMSX IPOU3BOACTEA;

ONUCaHHE KOHTPOJS KPUTUYECKHX CTaJiuil mpollecca IPOU3BOACTBA
U [IPOMEKYTOYHOM MPOAYKIINH;

HaMMEHOBAaHHE M  aJpec MeCTa OCYILIECTBICHHUS IPOU3BOJACTBA
JIEKApCTBEHHOTO Mpemapara J[uis MEIMIMHCKOTO IpUMEHeHHs (B cllydae

HaJIM4usA HECKOJIBKHX YYaCTHHUKOB IIpoLecca TMpOu3BOJACTBA HCO6XOJII/IMO
YKa3aTtb KaXJoro u3 HI/IX);

dbapmalieBTHYEeCKas COBMECTHMOCTD;

MHUKpPOOHOIIOTHYECKUEe XapaKTePHUCTHKH;

MaTepHabHBIA OanaHc s IPOU3BOJCTBA CEPUH TOTOBOTO MPOLYKTA;

OMKMCAHUE XApaKTEPUCTMK M CBOHCTB YIIaKOBOYHEIX MAaTE€PHANIOB
M YKYTIOPOYHBIX CPEJICTB;

OOKyMEHTAJIbHOE MOATBEPXKACHHE (BaTUAALMS) IPOLECCOB POU3BOACTBA
U (WIH) UX OLICHKa,

TpeOOBaHHs K Ka4yecTBy BCIIOMOTATENIBHBIX BelecTB (CepTH(HKAT,
criequdUKanys Ha BCIOMOraTeIbHbIE BElIeCTBa U UX 000CHOBaHUE);

AQHAIMTHYECKUE  METOIOMKH, HCIONB3yeMble MPH  OCYILECTBIEHUU
KOHTpPOJISl KaueCTBa BCIIOMOTraTe/IbHBIX BELIECTB;

JOKYMEHTajIbHOE IOATBEPXKICHHE (BATHIALMS) aHATUTHYECKUX METOUK,

HCIOJIb3YEMBIX IIPH OCYLIECTBICHHU KOHTPOJS KadyeCTBAa BCIIOMOTATENbHBIX
BEIIECTB,
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uHdbopmanuss 00  MCNOJb30BAHMHM  BCIIOMOTATENBHBIX  BELISCTB
YeJIOBEUECKOT0 U KHUBOTHOTO NMPOUCXOMKIECHHUS,

uHpopmanua 06 UCIIONB30BaHUH HOBBIX BCIIOMOIAaTENbHbIX BEILECTB;

TpeOOBaHMA K Ka4deCcTBY JIEKApCTBEHHOIO Ipemnapara (cepTudHKar,
crietuUKaLHs Ha JISKapCTBEHHBIHN Mpernapar 1 ux 0600CHOBaHuE);

AQHAIMTUYECKHE  METOIOHKM, HUCTIONIb3yeMBble TPH  OCYLIECTBIECHUH
KOHTPOJIA KauecTBa JIEKapCTBEHHOTO IMperapara;

JOKYMEHTaIbHOE NOATBEpXkACHUE (BaTHAALNS) aHATUTHIECKUX METONUK,
HCIIOJIb3YEMBIX TP OCYIIECTBICHHHM KOHTPONS KadecTBa JIEKApPCTBEHHOTO
npernapara;

pe3yJIbTaThl AaHANM30B CEpUi JIEKapCTBEHHOT'O Ipenapara;

XapaKTepUCTHKa MIPUMECEIL;

NepeYeHb CTaHJApTHBIX 00pa3loB, UCIONB3YEMbIX TPH OCYIIECTBIEHHH
KOHTPOJIS KaueCTBa JIEKapCTBEHHOTO Npemnapara;

JIaHHbIE O CTAOMIIBHOCTH JIEKApPCTBEHHOTO Mperapara;

C) paszen (apMaKoNOTHMYecKold, TOKCHKOIOTHYECKOHW JOKyMEHTALUH,
BKJIIOYAIOUIMH B ce0d OTYETBl O pe3ynbTaTaxX MOKIMHUYECKUX HCCef0BaHUM
JIEKapCTBEHHOI'O CPEICTBA, B TOM YHCJIE:

oT4ueT 0 HQapMaKOJUHAMHYECKUX UCCIENOBAHUSIX,

oT4eT 0 papMaKOKMHETHUECKUX HUCCIIENOBAHUSIX,

OTYET O TOKCUKOJIOTHYECKHX UCCIIENOBAHUSX,

T) pa3fell KIMHUYECKOH MOKYMEHTAIlUH, BKIIIOUYArOIMi B ce0sl OT4eTH
O pe3ynbTaTax KIMHUYECKUX MCCIIEIOBaHUMN JIEKapCTBEHHOTO Ipenapara, B TOM
yHce:

OT4eThl 00 HCCIeJOBaHUAX OHONOCTYITHOCTH K OHO3KBUBAIEHTHOCTH,

MCCIIEIOBAHUSX, YCTAHABIMBAOIMX KOPPEISLUIO pe3yJibTaToOB, MONYYEeHHBIX
B YCJIOBUSX In Vitro u in vivo;

oT4eThl 0 (papMaKOKUHETHYECKHUX HCCIIEIOBAHUAX;

OT4eThl 0 (PapMaKOAUHAMHUYECKUX HCCIIEOBAHUSX;

OTYETHI 0 KIIMHUYECKHUX UCCIIEJOBaHUAX 3¢ GEeKTUBHOCTH
1 0€30MacHOCTH, NpoBeAeHHBIX B Poccuiickoit denepanmu;

OTYET O [MOCTPErUCTPALIMOHHOM OIIBITE NIPUMEHEHUS (IPY HaJIMUnK).";

0) B myHKTE 4:

B abzane nepBOM cjoBa "MPENyCMOTPEHHOTO YacThiO 7 CTaThu 18
QenepansHoro 3akoHa "O6 oOpallieHUH NEKapCTBEHHBIX CPEACTB" 3aMEHHTH
cioBaMu "(MOAMYHKT "T" IMyHKTa 3 HACTOAIIEro JOKyMeHTa)";

20110340.doc



B ab3aue BTOpoM cijioBa "B yacTH 7 crathM 18 DenepanbHOro 3akona
"O0 oOpalleHuH JIEKapCTBEHHBIX CPEJCTB" 3aMEHHUTDH ClIOBaMU "B MOAMyHKTe "T"
MYHKTa 3 HAaCTOSIILEro JoOKyMeHTa";

B) B a03aue Tperbem myHkTa 14 crnoBa "l sHBaps 2021 r." 3aMeHHTH
crnoBamu "1 sHBaps 2022 r.";

r) B myukTe 17° crosa "1 nexabdbpst 2020 r." 3ameHUTH cioBaMu "1 gexabps
2021 r.";

n) B nyHkTe 18 ciosa "1 suBaps 2021 r." 3ameHuTh cioBamu "1 sHBaps
2022 r.";

€) MyHKTBI 35 - 43 U NpunoKeHNe K YKa3aHHOMY NOKYMEHTY NPH3HATh
YTPATHUBILAMHU CHITY.
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