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06 yTBep:KIeHMH AIMHHMCTPATUBHOIO perjiaMeHTa
MuHHCTEepcTBa NPOMBIILIEHHOCTH U TOProBjn Poccuiickon @egepanun
110 MPEeA0CTABJEHHIO FOCYAAPCTBEHHOM YCIYI'H «Bbijaya J0KyMeHTa, COAepIKalero
CBEICHHUHA O CTaAUAX TEXHOJOTHYECKOIo Ipouecca MPOU3BOACTBA JEKAPCTBEHHOI 0
CpPeACTBA I MEAHIMHCKOI0 NIPUMEHEHH s, OCYIeCTBJIAEMbIX
Ha TeppuTOopHu EBpasuiicKoro 3X0HOMHUYECKOr0 COI32)

B cootserctBuu ¢ nmoamyHktoMm 5.8.20 mynkrta 5 Ilomoxenus o MunucrepcTse
NPOMBINIUIEHHOCTH W ToproBau  Poccuiickonr ~ ®Penepanuu,  yTBEPXKACHHOIO
noctaHoBieHueM IlpaBurenscTtBa Poccuiickoit depepauuu ot S5 utons 2008 r. No 438,
nyHKTOM 2 IlpaBun pa3paboTkM M YTBEpXKIOCHHS aAMUHHCTPATHBHBIX pErIaMEHTOB
IPEIOCTAaBICHUS  IOCYJAapCTBEHHBIX  YCIYT,  YTBEP)KICHHBIX  IIOCTAHOBIICHUEM
IIpaButensctBa Poccuiickoit ®@exepanun ot 20 uroms 2021 r. Ne 1228, u myHkTOoM 2
noctra”opneHus IlpasutennscrBa Poccuniickoit @enepannu ot 14 oxtsabps 2023 r. Ne 1706
«O6 ocoOeHHOCTAX pa3pabOTKU, COTIAaCOBAHUSA, IPOBEICHUS SKCIIEPTHU3HI U YTBEPKICHUAS
aAMHHUCTPAaTUBHBIX  PETJIaMEHTOB  MPEAOCTaBIEHMS  TIOCYJApPCTBEHHBIX  YCIYT
B 2024 — 2026 ronax, B ToM 4ducie 0e3 HUCHOJB30BaHUA (peaepanbHON rocyaapCTBEHHOH
MHQOPMALIMOHHON CHCTeMbI, OO0eCleUMBAOMEed BeneHHe (efepanbHOro peecTpa
rOCYAApCTBEHHBIX YCIYI» TP MK a3 BI B 4 10:

1. VrBepauTs NpHIaraeMblil AJIMUHHCTPATUBHBIA periaMeHT MUHHUCTEPCTBA

IPOMBIIUICHHOCTH ®  ToproBid Poccuiickonn Pepepauuu 100 NpeaoCTaBICHUIO



rOoCyAapCTBEHHON YcClIyrd «Bplmadya AOKYMEHTa, COIEp)KAIlero CBENEHUs O CTaausx
TEXHOJIOTHYECKOT0 MpoLecca MPOU3BOJICTBA JICKAPCTBEHHOIO CPEACTBA AJI1 MEAULMHCKOIO
NIPUMEHEHUS, OCYLLIECTBISAEMBIX Ha TeppUTOpUU EBPa3ZUiCKOTO 3KOHOMHYECKOTO COK3a».
2. [Ipu3HaTh yTpaTUBIIMMU CUITY:
npuka3 Munnpomropra Poccun ot 31 nexabps 2015 r. Ne 4368 «O06 yTBepKaAeHUH
AJIMUHHUCTPAaTUBHOIO pernaMeHTa MUHHACTEpCTBA NPOMBILUIEHHOCTH W TOPTOBIH
Poccuiickoii ®enepauuy 1O NPENOCTABIEHUIO TOCYIApCTBEHHOM YyCJIyrd MO BblAaue

AOKYMCHTA, COACpXKallero CBEACHUA O CTaausdx TEXHOJOTHUECKOro  Iporuecca

NpoOnU3BOACTBA JIEKAPCTBCHHOTI'O CpeacrBa JJIIs1 MCAHNIHHCKOTO MPpUMCHCHNA,

OCYLIECTBISIEMBIX ~ Ha  TEPPUTOpUM  EBpa3uiickoro  3KOHOMHYECKOTO  COH03a»
(3apeructpupoBaH MuHHCcTEpCTBOM FocTUIMH Poccutickoit @enepanuu 15 mrons 2016 r.,
peructpaunoHHbIN Ne 42874);

npuka3 Munnpomropra Poccun ot 20 oktsibps 2017 r. Ne 3668 «O BHecenuu
U3MEHEeHUI B AIMHMHHMCTPAaTHBHBIM pernamMeHT MUHHCTEPCTBA IIPOMBINIIIEHHOCTH
u ToproBiu Poccuiickod Penepanuu 1o NPeIOCTaBICHHUIO TOCYNAPCTBEHHOW YCIyTH
MO BbIIA4Ye JOKYMEHTA, COAEPXKAIero CBEJEHUS O CTaAMSX TEXHOJIOTMYECKOro Tpolecca
[IPOM3BOJACTBA  JIEKADCTBEHHOIO  CpPeACTBAa 1 MEOUUMHCKOr0  MPUMEHEHUS,
OCYILECTBIIAEMBIX Ha TEPPUTOPUU EBpasuiickoro 3KOHOMHUYECKOTO COI032, YTBEPKICHHBIN
NprKa3oM MHMHUCTEPCTBA MNPOMBILUIEHHOCTH U TOproBiu Poccuiickoit ®eneparuu
or 31 pexabps 2015 r. Ne 4368» (3aperucTpupoBaH MUHHHCTEPCTBOM FOCTHUIUH

Poccuiickoit @enepanun 16 HosiOps 2017 1., peructpaunoHHbIi No 48923).

Bpuo Munuctpa K.A. JIeicoropckuii




YTBEPXXIEH

npukazom Munnpomropra Poccuun
| or 11.09.2026 Ne 4746

| AJIMHWHUCTPATUBHBINA PETJIAMEHT
MuHKMCTEpPCTBA HPOMbBIIUICHHOCTH M TOprosiiu Poccuitickon ®epepaumn
II0 IIPEA0CTABICHHUIO TOCYAQAPCTBEHHOM YCIyru «Bbljaya JOKyMeHTa, COAepiKallero
CBeIeHUS 0 CTAMSX TeXHOJIOTMYECKOro Npouecca Npon3Bo/CTBA JIEKAPCTBEHHOT0
cpeAcTBa A/ MEIUIIMHCKOTO MPMMEHEHMSI, OCYILeCTB/ISIEMbIX Ha TePpPUTOPUN
EBpa3suificKoro 3kOHOMMYECKOT0 COI03a»

I. O6uIMe mosmoxeHus

1. Hacrosiuuit  AIMUHUCTPATMBHBIA  perJiaMeHT  YCTaHABIMBAaeT  MOPSIOK
M CTAaHOApPT MpeloCTaBJieHUss TOCYAAPCTBEHHOM yciayru «Bpigaya  JOKyMeHTa,
COIEepXKalero CBeHeHUsT O CTaOgMsIX TEeXHOJOTUYECKOro Mpollecca TPOMU3BOACTBA
JIEKAPCTBEHHOIO  CpeJiCTBa /i1  MEOULMHCKOTO TIPUMEHEHMs, OCYIIECTBIISIEMbIX
Ha TeppuTOpuM EBpasuitckoro sKOHOMUYECKOTO COI03a».

2. VYciayra (mepedyeHb YCJIOBHBIX OOO3HAUeHMI M COKpAlLeHMM TIpUBENEH B
NPWIOXKEHMM K  HACTOALIEMY AIMUHMCTPATUBHOMY  DPElVIAMEHTY) IPeHOCTaBJISIETCS
3asIBUTEJISIM.

3. Ycayra mpemoCTaBisSeTCSl  3asIBUTENI0 B COOTBETCTBMM C  KaTeropusmMmu
(nmpu3Hakamu) 3asiBuTesIen!, cBeJEeHMs O KOTOpPBbIX pasmeliaiorcs Ha EmyHoMm moprase
u B (pemepanbHONM rocymapcTBeHHOM MHGOpMalMOHHOU cucteme «DemepasnbHbIi peectp

rOCYIapCTBEHHBIX M MyHULIMIIAIbHBIX YCIYT (QYHKIMIT)»2,

' Tlomnyukr «B» nynkra 10 Tlpasun paspaBoTKM ¥ yTBEDKIEHMS AJMUHUCTPATUBHBIX DEIJIAMEHTOB MPeNOCTABIEHUs
TOCYAAPCTBEHHBIX YCIYT, YTBePXKIEHHbIX nocraHosienuem [IpasurennctBa Poccuiickont Qepepaumy ot 20 mions 2021 r.
Ne 1228.

2 [Tonoxxenune o (enepasbHON TOCYAAPCTBEHHON WHPOPMALMOHHON cucteme «Qeaepa/ibHblii PEeCTp TOCYAAPCTBEHHbIX
U MYHULUMIAABHBIX  yoIyr  (byHRUMW)», yTBepxkaeHHoe rnocrtaHosneHueM [lpasurensctBa Pocceuitckoit Depepaunm
ot 24 oxrabps 2011 1. Ne 861.



I1. CraspapT npeagocraBjieHus Y CJIyTU

HaumeHnoBaHue Ycayru

4., Bbigauya HOKYMEHTa, COMIEpPKAIero CBEJEHUs] O CTaAMSIX TEXHOJIOTUYECKOTO
rpoiecca IPOU3BOMACTBA JIEKAPCTBEHHOTO CPeACTBa IS MEeOUUMHCKOTO IpUMeHeHMs,
OCYILIECTBJIIEMbIX Ha TePPUTOpUM EBpPasminckoro 3KOHOMUUECKOTO COI03a.

HaumeHoBaHue opraHa, pejocTaB/soiiero Y cjayry

5. VYcnyra npepocrasisieTrcss MMHUCTEPCTBOM TPOMBIIIUIEHHOCTY U TOPTOBJIA
Poccuitckoir Penepanmu.

PesynbTaT npegocraBaeHns Y ciIyru

6. Ilpu obpaienuy 3assBUTeNs B COOTBeTCTBUM ¢ Tabymuien Ne 1, comepskaiiencs
B IIPWIOKEHMM K HACTOAIeMY AJIMMHUCTPATMBHOMY perjamMeHTy, 3a Bblauen
JIOKYMEHTa, COJepsKalllero CBeNeHMs] O CTaAusX TexXHOJIOTMYEeCKOro Iporecca
IIPOM3BOJACTBA  JIEKAPCTBEHHOrO  CpefcTBa  JJjIi  MEAMUMHCKOrO  NPUMEHEeHMus,
OCYILIECTBJISIEMBIX Ha Teppuropuu EBpasmMicKoro 5KOHOMMYECKOrO CO0I03a [0 BCEM
CTaAMSIM TIPOM3BOJICTBA, Pe3yJbTaTOM IpefoCTaBjieHuss YCJIYyIU SIBJSEeTCS AOKYMEHT O
CTaausIX MPOU3BOACTBA (TIPEAOCTABISIETCS 3aIBUTEMIO B (hopMe TOKYMEHTa Ha OyMaKHOM
HOCHUTeJIe WiK B (OopMe 37IeKTPOHHOTO JOKYMEHTA).

PopMHupoBaHME pPEECTPOBOM 3allMCU B KadvyecTBe pe3yJibTaTa IIPefoCTaBIeHUs
Ycnyru He TpelyCMOTPEHO.

7. Tlpu obpailieHuyn 3asiBUTEJISI B COOTBETCTBUM C Tabymuert Ne 1, comepskauiencs
B TPWIOKEHMM K HacTosiemMy AJMMHUCTPATUBHOMY perjaMeHTy, 3a Bblpauein
JOKYMEHTA, COjlepsKalller0 CBeJeHMs] O CTaAusX TEXHOJIOrMYEeCKOro Ipouecca
MPOM3BOZCTBA  JIEKAPCTBEHHOrO  CpeAcTBa  JJjIsi  MEOUIMHCKOTO  MPUMEHEeHMs,
OCYIIECTBJISIEMbIX Ha TeppUTOpUM EBpasmitcKOro sKOHOMMUYECKOIO COK3a MO OT/Ie/IbHbIM
CTaAusIM TIPOU3BOJCTBA, PE3YJIbTATOM MNPEJOCTaBIeHUS Y CIIYIU SIBISETCS HOKYMEHT O
CTaAMSIX MPOU3BOJCTBA (ITPEAOCTABISIETCS 3asIBUTENIO B (opMe TOKYMeHTa Ha GyMaXKHOM
HocuTese Wi B GopMe 3JIEKTPOHHOTO JOKYMEHTA).

@opMMupoBaHME PEECTPOBOM 3aMMCU B KauyecTBe pe3y/bTara IpefoCTaBIeHUs

Ycnyru He npegycMOTPEHO.



8. Tlpu obpauienuy 3asBUTENSI B COOTBETCTBMU ¢ Tabiuuen Ne 1, comepikaiiencst

B TPUJIOKEHUM K HACTOSIIEMY AJMUHUCTPATMBHOMY perjaMeHTy, 3a MCIpaBJIeHUEM
omevyaTok M (MiM) ouMOOK, AOMNYIIEHHbIX B pe3y/bTaTe TIPeFOCTaBlIeHus1 YCIyry,
pe3yJIbTaToOM IMpefNoCTaB/JeHusT Y CIYyTrU SBJSIETCS VCIIPABJAEHHBIM JOKYMEHT O CTaausX
NIPOM3BOACTBA (IIPelOCTaBJseTCs 3asBUTENI0 B (opmMe [IOKYMeHTa Ha OyMa>KHOM
HOCHUTeNle WK B PopMe 3JIEKTPOHHOI'O IOKYMEHTA).

@opMMpOBaHME PEECTPOBOM 3alMCUM B KauyecTBe pe3yJibTaTa IIpenoCTaBJIeHUS
Yceayru He TpegyCMOTPEHO.

9. PesynabraThl MpenoctaBieHus YCIyrM MOrYT ObITb ITOJTYYE€HBI TMOCPeICTBOM
Enunoro noprana®, 1MuHo 3asBuTeeM B MMHMCTEPCTBE NMPOMBIILITICHHOCTY U TOProBiM
Poccuitckoit emepauyu 4, o4TOBBIM OTIPaBIeHMEM”.

Cpok npegocrasieHust Y CJryru

10. MakcymanbHbBI CPOK NpenocTaBjieHusi Yciayru cocrapiser 30 pabouux [Hei
CO JIHSI PerucTpaluM 3asBjeHMUs, KOTOPOe HaIpaBjieHO nocpencTBOM Epuuoro moptrana
WIU TIOYTOBOTO OTIpPaBjeHMsl, U JIOKYMEHTOB, HEOOXOAMMBIX [JIS IpefoCTaBIeHMUs

VYenyru, He3aBUCUMO OT KaTeropum (IPU3HAKOB) 3asiBUTEJIS.

Pa3mep m1aThl, B3SUMaeMoOM C 3asIBUTEJISI IPU NPEIOCTABIeHUM Y C/TYTH,
M CIIOCOOBI ee B3IUMaHUA

11. BaumaHue rocyaapcTBeHHOM MOLUUIMHBI WIX MHOM IUIAThI 3a TIPEIOCTaB/IeHye

VYcenyru 3akoHofarenbctBom Poccuiickon @efepalivm He rpesyCcMOTPEHO.
Cpok perucrpanuu 3asiBjieHUsI 3asIBUTeJIsI O IPeAOCTaBIeHUU Y CIIyTH

12. Cpok perucrpaumm 3asBjieHus coctapiasier 1 paboumit geHb CO OHSA
€ro TOCTYIJIEHUS] [TOCPEICTBOM IMOYTOBOI'O OTIPABJIEHUS] WK TIOCPECTBOM (enepasibHOM
rocyfapCcTBeHHOM MHQOpPMaLMOHHOM cucTeMbl «EpmHas cucTema MeskBeJOMCTBEHHOIO
3JIEKTPOHHOTO B3aMMOIEMCTBUA»® (B cilyyae mojauM 3asiBieHus depes EnuHbliA moprain)
B MHQOPMaLMOHHYIO cucTeMy MUHMCTEPCTBA IIPOMBILLIEHHOCTY U TOProBiu Poccuiickon

®depepaumm.

3 B aiyyae nojaum sasiieHust yepes Eauuabiii nopran.

4 B cayuae nopauu sassiieHust 6e3 uCnonb3oBanma EAMHOro roprana.

5 B cnyvae nopauy 3assieHus 6e3 MCNONb3oBaHus EAMHOrO NopTana ¥ Ha OCHOBAHMM TIMCHMa 3asBUTENS O HalipaB/eHuy
pe3ynbTara NpefocTaBieHus YOIy NOYTOBLIM OTIIPaBJIeHHEM.

S MMocranosnenue Ilpasurenncrsa Poccumiickoit ®epepauyu oT 8 cenrsiops 2010 r. Ne 697 «O epguHOit cucreme
MeXBEJOMCTBEHHOTO JIEKTPOHHOTO B3aMMOJACTBUSAY .



ITokazaTesu KOCTYIHOCTH M KavdecTBa Y CJIyIu

13. [lepeuenp 1OKasaTeseM HOCTYMHOCTM M KayecTBa YCIyrM pasMelleH
Ha  oduuMasbHOM  caUTe  MuHMUCTEpPCTBA  NPOMBIIUIEHHOCTM UM TOPrOBJU
Poccuiickoit @epepauyy B mHGOPMaLIMOHHO-TEJIEKOMMYHMKALMOHHOM ceTu «HTepHeT»,
a taxke Ha EquHom noprane.

HHblie TpeOOBaHMA K NMPEAOCTAB/IEHUIO Y CIIyTHU

14. Ycnyru,  KOTOpble  SBNAAIOTCST  HEOOXOOMMBIMM M 0OsI3aTeSIbHbIMU
Ui TpefocTaBsieHust Y CIyru, — 3aKoHOAaTesbcTBOM  Poccuitckont  Pepepaumm
HE MpeayCMOTPEHbI.

15. ndopmaiimoHHbie CUCTEMbI, UCIIOIb3yeMble [JIs1 TPeAOCTaBAeHusT Y CITyTU:

a) Enuubin noprain;

6) dpenepanbHasi rocysapcTBeHHass uHdopMalMoHHas cucrema «EnuHasa cucrema
MEKBEIOMCTBEHHOI'O 3JIEKTPOHHOI'O B3aMMOIENCTBUS»;

B) henepanbHas rocypgapctBeHHass uHgopMmauuoHHas cucrema «EnmuHast cucrema
uaeHTUUKAIMM UM ayTeHTMGUKaIMM B MHQPACTPYKType,  ObOecreymBaroein
MHPOPMALIMOHHO-TEXHOJIOTMYECKOe  B3aMMOAEACTBME  MHMPOPMAIMOHHBIX  CUCTEM,
UCIIOJIb3YEMBIX [IJI1 TIPeJOCTaBJeHUs] TOCYIApPCTBEHHBIX M MYHUIMIAIbHBIX YCJIYT
B 3JIEGKTPOHHOI (opme»’.

16. HeBo3MOXHOCTD MpefoCTaB/IeHUS 3aKOHHOMY NpefCTaBUTETIO
HECOBEPILIEHHOJIETHEr0, He SBJSIOLIEMYCS 3asiBUTesieM, pe3yJbTaTOB IpefoCTaB/IeHUs
Ycnyru B OTHOIUEHMM HecoBeplleHHoJIeTHero, odopmieHHbIX B (opme AOKyMeHTa
Ha 6YMa)XHOM HOCUTEJIE B CIy4de, ecjiv 3asiBUTE/Ib B MOMEHT [OJauu 3asBJIeHUS] BbIpasuJl
NMMCbMEHHO >XeJlaHMe MOJIYYUTDh 3arpalliMBaemMble pe3ysbTaTbl MpefocTaBieHus Y CJiyru
B OTHOLLUIEHMM HeCOBeplLIeHHOJIETHErO JIMYHO, 0OYC/IOBJIeHA IpefocTaBjaeHuemM Y CIIyru
TOJIbKO KOpUAMYECKUM JIUIIaM.

17. Tlopsaoxk NpefoCTaBJIeHUS pe3ybTaToOB Yenyru B OTHOILUEHUU
HECOBEpIIeHHOJIeTHErO, O0QOPMJIEHHBIX B (hOpMe MOKYMEHTa Ha OYMaKHOM HOCHUTese,

B TOM UYKUCJIE CHOCOObI U CPOKM MX I1IpeoCTaB/IeHMsT 3dKOHHOMY IIpelCTaBUTEIIO

" Tlocranosnenme Ipasurenscrsa Poccuitckoit Megepaumm ot 28 nosabps 2011 r. Ne 977 «O denepanbHoi rocyAapCTBeHHOM
unpopmaumonHon cucreme «EpuHas cucrema upeHTudukauuyu U ayreHTMGURAIMM B MHGPACTPYKTYpe, obecrieuyuBaiollen
MHPOPMALMOHHO-TEXHOJIOTUYECKOE  B3aMMOIENCTBUE MHGOPMALMOHHBIX CUCTEM, WCIOAL3YEMBIX /Il NPeNOCTaBeHus
FOCYAAPCTBEHHBIX ¥ MYHMLIMTIATBHBIX YCAYT B 3JIEKTPOHHONU opme».




HECOBEPUICHHOJICTHETO, HE ABJAIOLEMYCsl 3adBUTeE/IEM, HE IIPeNyCMOTPEHbDbI, IMMOCKOJIbKY

Yenyra npenocTaB/sieTcsl TOIbKO I0PUAMYECKUM JINLAM.

18. BosmoykHOCTb TIpelocTaB/ieHUs] YCIYyTM B MHOTOQYHKIMOHAJILHOM II€HTpe
He MpeayCMOTpeHa.

19. Bo3MOXXHOCTb BbiJauM 3asiBUTEIO pe3yjibTaTa MpefoCTaBjeHus Y CIyru
B MHOroQYHKUMOHAJIbHOM LIEHTpPe, B TOM YMCJIe BbIJAuM JOKYMEHTOB Ha OyMaKHOM
HOCHUTeJIe, TIOATBEPKIAIOIIUX COJepKaHue 3JIEKTPOHHBIX TOKYMEHTOB, HaIIPaBJI€HHbBIX
B MHOrOQYHKIMOHAIbHBIA LIEHTP MO pe3yJjbTaTaM TpeaoCTaB/JIeHUs] TOCYNapCTBEHHBIX
YCIYT OpraHaMy, MpeAoCTaB/SIOIMMUY TOCYAAapPCTBEHHbIE YC/IYTM, a TaKkKe BbiIauu
JIOKYMEHTOB, BKJIIOYasl COCTaB/ieHMe Ha OyMaKHOM HOCHUTe/Ie U 3aBepeHMe BBIIMCOK
13 MHGOPMAUMOHHBIX CUCTEM OpPraHOB, ITPENOCTABJISIIOUIMX TOCYAApPCTBEHHbIE YCIYIH,
He TpegyCcMOTpeHa.

M cuepnbiBaouyi repeyeHb JOKYMEHTOB,
HEeo0XOAMMBIX ISl IIpeOCTaBJIeHUs Y CIIyru

20. WcyeprnpiBatolyii  1iepeyeHb AOKYMEHTOB, HEOOXOAMMBIX B COOTBETCTBUM
C 3aKOHOJATE/IbHBIMU M MHBIMU HOPMATHMBHBLIMY IPABOBbBIMM aKTaMM [JIs IIPeOCTaB/IeHNUS
Ycnyru, ¢ pasgeseHMeM Ha JOKYMEHTbI M MHGOPMAIMIO, KOTOpPbIe 3asiBUTENIb JOJKeH
NIpeACTaBUTh CAMOCTOSITEJIbHO, M JIOKYMEHTHI, KOTOpbIe 3asiBUTEe/Ib BIIpaBe IpPeCcTaBUTh
0 COOCTBEHHOM MHMLIMATUBE, TaK KaK OHM [IOAJIEKAT IPeICTaB/JeHMI0 B paMKax
MEXXBEJOMCTBEHHOTO MH(OPMALMOHHOTO B3aMMOAENCTBUS, IpuBeneH B Tabimue Ne 2,
cofiepykalleics B MPUJIOXKEHUM K HACTOSIEMY AJIMUHUCTPATUBHOMY PerjaMeHTy.

21. ®opmbl 3asBJIEHUI U TOKYMEHTOB, HEOOXOAMMbIE [IJI [IPeJOCTaBIeHNs Y CIyTH,
TIpUBefieHbl B IPUJIOXKEHUM K HACTOSIEMY AJMUHUCTPATUBHOMY perjiaMeHTy.

HcuepnbiBaloumii nepeyeHb OCHOBaAHMM I 0TKAa3a B IpMeMe 3asBJICHUS
M JOKYMEHTOB, HeOOXOAUMBIX /ISl IPeRoCTaBieHns Y CIyru, U MCUepIbIBaIoNIMi
nepeveHb OCHOBAaHMM /I IPUOCTAHOB/ICHUSA NPeNOCTaBIeHUsE Y CIIyrU
WIM IS 0TKa3a B IpeJocTaBIeHuu Y cIyru

22. OcHoBaHMsl AJIs1 OTKasa B IIpMeMe 3asiBJIEHMS M JOKYMEHTOB, HEOOXOAUMBbIX
LIS TIpefiocTaBjieHust Y CIyru, He TIpeIyCMOTPEHBI.
23. OcHoBaHust Is1 IPUOCTAHOBJIEHUSI MpefoCTaB/IeHNs Yceayru

3akoHozarenbcTBOM Poccuitckon Pegepatiny He MpeyCMOTpPEHbI.



24. OcHOBaHUSIMU JJIs OTKa3a B IIpeaoCcTaB/IeHUN VCHYI'I/I SIBJISTFOTCSI:

a) NOCTYIIeHME 3asIBJIEHUST Ha TIpeflocTaBjieHue Y CJIYTU OT JINLA, He OTHOCSLLErocs
K KpYTY 3asiBUTEJIEN;

6) HerpeacTaB/ieHVe 3asBUTENIEM [OKYMEHTOB, YKa3aHHbIX B Tabjuue Ne 2
K HacTosieMy AJIMUHUCTPAaTMBHOMY perjlaMeHTy (B 4acTu HOKYMEHTOB, SBJISIOIIMXCH
06s13aTeIbHBIMU JIJISI TTPEACTABIEHUS 3asIBUTEIEM);

B) CBeJleHMsl, CofepKalumecs: B 3asiBJI€HUM, HEIOCTOBEPHBI M (MJIM) TPeCTaBJIeHbl
He B ITOJTHOM o6beme;

I') He IIOATBEPXK/IEHb] BCE 3asiBJIeHHbIE TEXHOJIOTMUYECKUE CTaAUM JJIs1 IPOM3BOICTBA
3asIBJIEHHOT'O JIEKAPCTBEHHOTO CPEJICTBA;

I) B NpPOMBILIUIEHHOM perjlaMeHTe WM  PperJIaMEeHTUPYIOIEM  JIOKYMEHTe
OTCYTCTBYeT TEXHOJIOTMUYeCcKas cxema 1 (M) XMMUJecKkasi cxeMa IIpou3BO/ICTBA;

e) Ipe/iCTaB/IeHHbIe JOOKYMEHTbI copepxxar HeJIOCTOBEepHbIE
M (W) TpOTMBOpEYMBBIE CBEJeHMS, B TOM 4YMC/IE CBEIEHUS O IPOU3BOJCTBE
JIEKapCTBEHHBIX  CPeNCTB,  HaxXOAALIMXCI B  pacrnopsbkeHuM  MMHMCTepcTBa
npombilieHHOCTM U ToproBim Poccuiickont Pepepaumu, HNOMUMCTKMA, UCIIPABJICHMS,
NOBPEKAEHNS, He TO3BOJISIOLINE MPOUYMTATh MX COAEpKaHue U (MJIM) pacro3HaTh UX
TEKCT, & TAaK)Ke He 3aBepeHbl PYKOBOAUTENEM IIPOM3BOIOUTENS JIEKAPCTBEHHBIX CPECTB
711 MeOULIMHCKOTO TIPUMEHEHMS;

)X) TIOCTYIJIEHME 3asiBJIEHMs Ha MpefocTaB/ieHMe YCAyru II0  UCIPABIICHUIO
NONYLIEHHBIX OMeYyaToK M (WiM) OLMOOK OT JIMIIA, HE OTHOCSILErocsl K Kpyry 3asBUTeJIen
M KOTOpoe He SB/sIOoCch  mnosydarenem  gokymeHta CII, mias  koTtoporo
HEeOOXOAMMBbI UCITPaBJIEHMUS.

25. OcHoBaHuSI i1 OTKasa B IpefocTaB/ieHuy YCAYTM € YYEeTOM KaTeropmm
(ipu3HaKkoB) 3asBUTesIl IpuBeAeHbl B Tabmuile Ne 3 mpwiIokKeHUS! K HACTOSILIEMY

AIMVHUCTPATUBHOMY pETJIAMEHTY.




II1. CocraB, nocienoBaTe/IbHOCTb M CPOKU BBITIOJITHEHUS
aAMMHMCTPATUBHLIX TPOLIEAYP

ITepeuyeHb oCyIeCTBIIAEMbIX IIPH MPEeJOCTABIEHUN Y CITIYTH
aJIMMHUCTPATUBHBIX NMPOLIEXYD

26. Ilepeuennb aJIMUHUCTPATUBHBIX npouenyp, OCYLIECTB/ISIEMbIX
1Py npefocTapieHnn Y Iyru:

a) npoduUIMpPOBaHMe 3asIBUTEJIS;

6) nMpueMm 3asIBJIEHUS ¥ JOKYMEHTOB;

B) MEKBEIOMCTBEHHOE MHGOPMAaIMOHHOE B3aMMOJIEICTBIE;

I') NpUHSTHE PELIeHNs O MpefoCTaBIeHuy (OTKa3e B IpefoCcTaBieHun) Y CIyru;

Il) TIpefoCcTaB/IeHMe pesyabTata Y CIyriu.

IV. Cnioco6b1 MHpOpMUPOBaHHKS 3aIBUTENSI 00 U3MEHEHNH
CTATyCa pacCMOTPEHUSI 3asIBJICHUS

27. Ciocobamu MHPOpMUPOBaHUS 3asiBUTEJSI 00 MU3BMEHEHUM CTaTyca pacCMOTpPEHUs
3asiBJIeHUs] SBJSIIOTCS HanpasjieHue MMHUCTEepCTBOM IIPOMBIIUIEHHOCTM U TOPrOBJIM
Poccuitckont @egepanmu Takoi uHpopManyuu 3assBuTeo nocpeactsom Eauuoro noprana
mbo ee rmonydyeHue 3asiBuTeseM B [enmaprameHTe pasBuTUS (apmaneBTMUeCcKOu
M MeOULMHCKOM IIPOMBILIUIEHHOCTM MMHUCTEepCTBA MPOMBIIUIEHHOCTY M TOPTOBJU

Poccuitckon @epepauym no tenedoHy (Mo MHULMATUBE 3asiBUTEJIS ).




[Tpunokenue

K AIMMHUCTPATUBHOMY perjiaMeHTy
MuyHucTepcTBa IPOMBILLIIIEHHOCTY
u toprosau Poccuitckon Mepgepaunn
IO TIPeIOCTaBJIEHMIO TOCYIapCTBEHHOM
ycayru «Bplgaya JOKyMeHTa,
coaepyKaliero CBeIeHusI
O CTaUsIX TEXHOJIOIMYECKOro npoiecca
TIPOM3BOACTBA JIEKAPCTBEHHOT'O CpeiCTBa
IJIS1 MEAUIIMHCKOTO TIPUMEHEHUS,
OCYILIECTBJISIEMBIX Ha TEPPUTOPUA
EBpasmifCKOro sKOHOMUUYECKOTO COH03a»,
YTBEPXKIEHHOMY TTPUKA30M
Munnpomtopra Poccun
ot 11.09.2026 Ne 4746

ITEPEYEHD
YC/IOBHBIX 0003HAYEHNI M COKPAILEHUH, MAEHTU(PUKATOPHI KATEropuin
(IIpU3HAKOB) 3asIBUTEJIEH, MCUEPTILIBAIOIIMIA ITepeYeHb JOKYMEHTOB,
HEe00XOAMMBIX VISl IPENOCTAB/IEHNS FOCYJAPCTBEHHOM YCIIYTH,
MCUepNbIBAIOUINI IIepeYeHb OCHOBAHMUMA /I 0TKa3a B IpMeMe 3asB/IeHUs
M JOKYMEHTOB, He00X0AUMbIX JISl IIPEeAOCTABJ/IEHUS TOCYIaPCTBEHHOM YCIYTH,
OCHOBAHMI IJISI HPUOCTAHOB/ICHUS IPEAOCTABIEHUS IOCYAAPCTBEHHOM
YC/IYTY WIN OTKa3a B NPeJOCTAB/ICHUU IOCYAAPCTBEHHOM YCIIYTH,
dbopmbl 3asB/IeHMS ¥ JOKYMEHTOB, HEOOGXOAMMBIX VISl IPeOCTaB/ICHUSN
Ycnyrun

I. ITepeyeHb yC/IIOBHBIX 0003HAYEHMH M COKPALIEHMHA
1. YcnoBHbie cokpalieHust:
a) E,Z[MHblf;I noptan - denepasibHas rocynapCcTBeHHas MHGOPMALMOHHAS CUCTEMA
«EUHBIN MOpTaJi rOCYJapCTBEHHBIX U MYHMIMITAILHBIX YCayT (GyHRUmMI)»!;
6) Yoryra - rocynapcTBeHHast ycjyra IO Bbifiade JOKYMEHTa, COIepsKallero
CBEIEHUS O CTAAMSIX TEXHOJOTUUYECKOIro TMpolecca IPOU3BOACTBA JIEKAPCTBEHHOIO
CpeACTBa MJI1 MEIOUIMHCKOTO IPUMEHEeHMs], OCYILECTB/SIEeMbIX Ha TeppUTOpUn

EBpaBMI‘/)ICKOI‘O 3KOHOMMNYECKOTO COH03a;

! Monoxkenue o GefepajibHOM TOCYAapCTBEHHOM MHGOPMALMOHHOM cucTeme «EXMHBII TMOpTan roOCYHapCTBEHHBIX
M MYHMUMIOUIBHBIX  yeayr  (yHrRuMit)», yrBepskaeHHoe rmoctaHosiennem [IpaBurenscrsa  Poccuiickoit Pegepanym
ot 24 oxta6ps 2011 r. Ne 861.



B) 3asiBJIeHMe — 3asiBieHMe (3arpoc) O TpeNoCTaBlIeHUu YCAyru B LENSX BblIaum

JOKYMEHTa, COJEep)Kalllero CBeNeHUs O CTagusxX TeXHOJOTMYeCKoro Ipolecca
MPOU3BOJICTBA  JIEKAPCTBEHHOrO  CpelCcTBa IS MEIMUIMHCKOTO  MpPUMEHeHUs,
OCVIIECTBJIIEMBIX Ha TeppuTOopun EBpasuiickoro 3KOHOMUYECKOTO COI033a;

I') 3aIBUTEJIb — POCCUICKOE IOPUAMYECKOe JIMIO, OCYLIECTBISIIONIEe AesITeJbHOCTD
MO TPOU3BOJCTBY JIEKAPCTBEHHBIX CPENCTB, WM lOpuaMYeckoe Juio Espasuitckoro
S5KOHOMMYECKOTO  COI03a,  OCYILECTB/SIIONIEE  JNeSITeJbHOCTb 110 IPOU3BOMACTBY
JIEKapCTBEHHbIX CPENCTB, HE SIBJIAIOIIEECS POCCUMUCKUM IOPUIMYECKUM JIUIIOM, OO MX
YIIOJTHOMOYEHHbIE MPeICTABUTENN, OOpaTUBILIMECS 3a NPeJOCTaBIeHueM Y CITyTH;

I) JOKYMEHTbI -  JOOKyMeHTbl ¥  (wi) uHpopmaums, HeobOXoauMbie
IJISL TIpefocTaBieHns: Y oryru (ec/ii MHOE He OrOBOPEHO HACTOSIIMM AIMUMHUCTPATUBHBIM
perjiaMeHTOM);

e) Bce CTaguu [POM3BOJCTBA — BCE CTaguM TEXHOJIOTMUYECKOrO Ipouecca
IIPOM3BOACTBA HAa Tepputopum EBpasmitcKoro 3KOHOMMUYECKOT'O COK3a JIeKapCTBEHHOI'O
CpeAcTBa /i MeOULIMHCKOrO TpUMMEHEHMs], BKJIIOYas CMHTE3 MOJIEKYJibl JeUCTBYIOLIETO
BEIleCTBA aKTUBHOM (apmalieBTMUeCcKon cybCcTaHLuy;

K) OTAEeNbHbIE CTaguM MPOU3BOACTBA — OTHEJIbHbIE CTaAUU TEXHOJIOTMUECKOTO
npoiuecca MpPOM3BOACTBA HA TeppuTopuu EBpasmMiCKoro 3KOHOMUMYECKOIO COl03a
JIEKapCTBEHHOTO CPefCTBa IJII MeAUIIMHCKOTO NMPUMEHEHMs], 3a UCKIIOUEHMEM CTaauu
MOJIYYEHUSI BAKHOIO CTPYKTYPHOro (¢parmMeHTa JAEUCTBYIOUIEr0 BelecTBa aKTMBHOM
dapmalieBTUYECKOH cybCcTaHLInmy;

3) JIeKApCTBEHHbIE CPENCTBA — BeEleCTBA WM UMX KOMOMHALMM, BCTYyIAOIIMe
B KOHTAakT C OPraHM3MOM 4YeJIOBeKa WM KMBOTHOI'O, MPOHMKAIOIIME B OPraHbl, TKaHU
OpraHusma 4eyioBeKa WJIM KMBOTHOTO, NMpUMEHsSIEMbIe U1 MPOPUIaKTUKY, OUATHOCTUKU
(3a UCKJIIOYEHMEM BelleCTB WIM MX KOMOMHALMI, He KOHTAKTUPYIOIIMX C OpPraHu3MoM
yesioBeKa MM SKUBOTHOTO), JieyeHMs 3a00JieBaHUs], peaduauTaumu, Ui COXpaHeHMus,
npefoTBpallleHus] WM TNpepbiBaHMsS OEpPeMEeHHOCTU M IIOJIyYeHHble U3 KPOBM, IUIa3Mbl

KpOBU, U3 OPraHOB, TKaHeU OpraHu3Ma 4eJIOBEKa WIM JXMBOTHOTO, pacTeHU, MUHEPaJIOB



MeTogamMmy CMHTe3a MM C IpUMEeHeHeM OMOJIOTMYECKUX TQXHO]IOI‘I/II‘/)I; K JIeKdpPCTBEHHbBIM

CpeficTBaM OTHOCATCA dapMaleBTUUYEeCcKue Cy6CTaHLMM U JIeKapCTBEeHHbIE IIpenaparbl?;

M) IPOMBILIEHHBIA perjiaMeHT - JOKYMEHT, YTBEepPKIaeMblil pPYKOBOIUTEIEM
MPOU3BOAUTESISI JIEKAPCTBEHHBIX CPEICTB M BKIIOYAKOIIMKA B CeOST  mepedyeHb
UCITIONb3yeMbIX  (HapMalieBTUYECKUX CYOCTAaHIIMMA UM BCIIOMOTATEJbHBIX BEIECTB C
YKa3aHMEeM KOJIMYECTBA KaskOOTO U3 HUX, AaHHble 00 MCIONMb3yeMOM OOGOpYIOBaHUM,
ONMCaHME TEXHOJIOTMYECKOTO TIPOIecca UM METOJAOB KOHTPOJII Ha BCeX IJTamax
MIPOMU3BOJICTBA JIEKAPCTBEHHbIX CPenCTs;

K) PErJIAMEHTUPYIOIIMI  JOKYMEHT - perJiaMeHTUPYIOLLIMIA OOKYMEHT,
YTBEPKAEHHBIN TTPOU3BOAUTENIEM JIEKAPCTBEHHBIX CPEICTB M BK/IIOUAIOWIMIA B cebd
nepevyeHb UCIOJb3yeMbIX (apMalleBTMUECKMX CYOCTAHIMIA ¥ BCIIOMOraTe/IbHbIX BeIeCTB
C yKasaHMeM KOJIMYeCTBa KaKIOro U3 HUX, JaHHbIe 00 MUCIIO/Nb3YEMOM O0OpYIOBaHMM,
OMNMCaHMe TEeXHOJOTMYEeCKOro IIpomecca M METOAOB KOHTPOJISI Ha BCeX JTanax
MPOU3BOJCTBA JIEKAPCTBEHHbIX CPEACTB, MPedyCMOTPEeHHbI ab3aieM BTOpPHIM pasjesia
«JlokymenTauusi, Tpebyemasi HapJjesKalleil TNPOU3BOACTBEHHOM IMPAKTUKOW» TiaBbl 4
[IpaBun Hapgjexallen NPOU3BOJACTBEHHOM TPAKTUKM EBpasuiickoro 5KOHOMMYECKOTO
CO103a, YTBEpKIeHHbIX pemienneM CoBeta EBpasuitckort 3KOHOMMYECKOU KOMMCCUU
or 3 Hos6ps 2016 r. Ne 77* (mns ropuauueckux jmy, EBpasuificKOro 3KOHOMMYECKOTO
CO1033, OCYLLUECTBJISIOUMX JeSITeTbHOCTb IO IMPOU3BOJCTBY JIEKAPCTBEHHBIX CPENCTB,
33 UCKJIIOUEeHMEM topuamueckux iy Poccuiickoin @enepaimm);

J1) cepTudUKaT cepum JIEKaPCTBEHHOTO CPENICTBA — CepTUPUKAT, KOTOPbIN BHIAAETCS
NOCJI€ MOJIHOTO KaYeCTBEHHOTO M KOJIMUECTBEHHOTO aHA/IN3a BCEX AEMCTBYIOUIMX BEIIECTB
M  MHBIX COOTBETCTBYIOIIMX WHIPEAMEHTOB JJIsi TapaHTUM TOrO, HYTO KayecTBO
JIEKApPCTBEHHOT'O CpeNCTBA COOTBETCTBYET BCEM TPeOOBAHMSIM pPErMCTPalMOHHOIO OChe,
npenycMoTpeHHbI rnason IV «MekgyHapoaHble TapMOHM3MPOBaHHbIE TpPeOOBaHMS

K ceprupuxkaumu cepum» IlpaBua Hagyexalled IMPOU3IBOACTBEHHOM  IPAKTUKU

2 ITynkr 1 cratbyu 4 ®MepepanbHoro 3akona ot 12 anpena 2010 r. Ne 61-03 «O6 o6panieHny JIEKapCTBEHHBIX CPEXCTBY.

3 Yacrs 3 crathu 45 Qenepanbroro sakona ot 12 anpens 2010 r. Ne 61-®3 «O6 06panieHnn 1eKapCTBeHHbIX CPeCTB».

1 Berynuno B cuny 6 mas 2017 1., ssaserca obssarensHeiM 11 Poccuiickoit ®egepauuy B cootBeTcTBMM ¢ JlOroBOpoM
o EBpasmifckoM 3KOHOMUYECKOM colo3e, patucuumposannsiM PenepasbHbiM 3akoHOM 0T 3 oktabps 2014 1. Ne 279-03
«O paruduraumyn Jorosopa o EBpasuiickoM 3KkoHOMMHYECKOM cow3e» (Berymun B cwiy i Pocemitckon @epepanmm
1 sausaps 2015 .).




EBpasuifickoro 5KOHOMMUYECKOTO CO103a, yTBepkaeHHbIX penieHnem Cosera EBpasuiickon

5KOHOMMUECKOI Komuccum ot 3 Hos6ps 2016 . Ne 77°;

M) JOKYMEHT O CTagusX IPOU3BOACTBA - JOKYMEHT, COJAepXKallyi CBeJeHUs
O CTaAMAX TEeXHOJOTMYECKOrO TMpolecca TpOUM3BOACTBA JIEKAPCTBEHHOr'O CpefcTBa
I8 MEeIVIIMHCKOTO IIPUMEHEHMs], OCYIIEeCTB/ISIEMbIX Ha Tepputopum EBpasuiickoro
9KOHOMMYECKOTO COI03a.

2. YcnoBHble 0603HAUEHMSI:

a) pokymeHt CI1 - pokyMeHT, coaepsKaliuit  CBeHeHMS O  CTaaMsX
TEeXHOJIOTUYECKOI'0  Tporecca  IPOM3BOACTBA  JIEKAPCTBEHHOTO  CPeNCTBa IS
MEJMIMHCKOTO TIPUMEHEHMSI, OCYIIECTB/IsieMbIX Ha Tepputopuu EBpasuiickoro
9KOHOMMYECKOTO COI03a;

6) IOJT - mpencraBuTenb POCCUMCKOTO IOPUAMYECKOTO JIMLA, OCYILECTBJISIOLIETO
NesITeJIbHOCTD 110 MPOM3BOACTBY JIEKAPCTBEHHBIX CPENICTB, MMEIOLLMIA MPABO JEeICTBOBATD
OT UMEHM 3TOrO IOPUAUYECKOro Julia 6e3 JoBEepeHHOCTH;

B) IOJI (EA2C) - npexacrasurens  opuaMuyeckoro Jjmia  EBpasuiickoro
SKOHOMMUYECKOrO  COI03a, OCYLIECTB/SIOIErO  [eSTeNbHOCTh 10  [IPOM3BOLCTBY
JIeKapCTBEHHBIX CPENICTB, He SIBJISIIOILIEroCst POCCUMCKUM IOPUIANYECKUM JIUTIOM, UMEIOLIUNA
IIpaBO JeNCTBOBATb OT MMEHU 3TOTO IOPUAMYECKOro jmua 6e3 noBepeHHOCTH;

r) [Bce] - MOKYMeHTBH! MpeCTaB/SIOTCS BCEMM 3asiBUTESIMM, OOpalarolMMUCS
3a MoJIyueHuem Y CJIyrIu;

n) [TIOJI - npencraButeNb POCCUMUACKOTO HOPUAUUYECKOIO JIMIE, SBJISIOIIMIACS
pPabOTHMKOM TaKOTO IOPUAMYECKOTO JIMLA, JeACTBYIOIIMI OT UMEHM 3TOTO K PUIMYECKOTO
JINIIa Ha OCHOBAaHUM JIOBEPEHHOCTH;

e) I[TIOJI (EADC) - ynosHOMOYEHHOEe JIMLO IIpeNCTaBUTE/IbCTBA WM (puaMana
opyaudeckoro Jyuua  EBpasuMcKoro 5KOHOMMYECKOro CO3a, He  ABJISIOLIerocs
POCCUMCKMM IOPUIMYECKUM JIMIIOM, KOTOpble HaxOAATCS Ha Tepputopuu Poccuitckou

®depepaiinmy;

5 Berynwto B cuty 6 mast 2017 r., sBasieTcs obsisatensHbim 11 Pocenitckoit @epmepanym s cootetcTBun ¢ Jloropopom
0 EBpasuiickoM 3KOHOMMUYECKOM COM03€, patuduumpoBastbiM DenepanbHbIM 3aKOHOM OT 3 oKTA0pst 2014 r. Ne 279-3
«O parudukanmu forosopa o EBpasuitckoM 3KOHOMUYECKOM COm3e» (BCTYIUA B cuty st Poceuitckon @epeparyn

1 susapst 2015 1.).




x) Bn(py) - KOJI wmm KOJI (EASC), saprsioieecs BalebIIeM PErMCTPAlIMOHHOTO

YIOCTOBEPEHMS HA JIEKAPCTBEHHBIN MpenapaT Ijisi MeAULIMHCKOrO PUMEHEHUS;

3) HBn(py) - OJI wm KJI(EADC), He saBndwlleecs BJajeblieM
perucTpauuoHHOro YO OCTOBEPEHMSI Ha JIeKapCTBEHHbIN npernapar
IUISE MEAULIMHCKOTO TIPUMEHEHUSI;

) HBa(nmn) - HOJI wm IOJI (EA3C), ocyuecTBasioniee MpOU3BOJACTBO
3aSBJIEHHBIX CTAAMM JIEKAPCTBEHHBIX CPENCTB Ha ITPOU3BOACTBEHHOM IUIOILAAKE
IpYyroro TpOU3BOAUTENSI  JIEKAPCTBEHHbIX  CPEICTB, OCYLIECTBJISIIOLLIETO  CBOIO
JeSITeTbHOCTh Ha TePPUTOPUM CTpaH — WieHOB EBpasuitckoro 3KOHOMUYECKOTO COH03a;

K) O(3) - JOKYMEHT NpenCTaBsIeTCsl B 3JIEKTPOHHOM dbopme,
noanmceiBaembin YKIIT;

) C(x) - MpeaCTaBJIsieTcs CKaH-KOTIHSI IIOKYMEHTa, 3aBepeHHast
B YCTaHOBJIEHHOM IIOPsIJIKe;

M) b(H) - H#OKyMeHT mpeAcTaBisieTcsi Ha OyMaKHOM HOCUTeJNle TIOCPe[CTBOM
MIOYTOBOTO OTIpaBJIeHMsI TIpu Mojade 3asBjeHus: 6e3 ucnoib3oBaHus EauHoro noprana;

H) YK3II - ycunenHast kBanuuUIMPOBaHHAsK 3JIeKTPOHHAS MOIIUCH.



I1. UnenTudpuraTopnl KaTeropuu (IpU3HaAKoOB) 3asABUTeEJIeH

Ta6mmua Ne 1

IlepeueHb pe3y/IbLTATOB NPEROCTaABIIEHUSA

Ne ITepeuens OT}IeJIbeIXuIlpriHaKOB Veayrm
o/ 3asBUTeNeH
Haumenosanue
OTHEbHBIX HUpentudpuxarop )
TIPU3HAKOB MpU3HaKa
3aABUTEJTS
Ionyuenue dokymernma CII (no eacem cmadusim)
1. 1071 Al
Ionyuenue doxymenma CIT (no scem cmaduam
2 [MoJ A2 y Y ( )
Ilonyuenue dokymenma CII (no scem cmadusam
3, IOJI (EASC) A3 Y Y ( )
Ionyuenue dokymenma CII (no ecem cmadusam
« | ITIOJI (EADC) A4 Y % ( )
Tonyuenue doxymenma CIT (no omdenvHbim
5. HOJ1 b1 cmaduam)
Ionyuenue doxymenma CII (no omodenvHbim
6. ITHOJI b2 cmadusm)
IMonyuenue dokymenma CIT (no omdenvbim
TIonyuenue doxymenma CII (no omdenvHbim
Hcnpaenenue onewamox u (uwnu) owu6ok,
9 IOJT - B1 donyujeHHbIX 8 8bI0AHHBIX 8 pe3yibmame
npedocmasierus Yciyzu dokymenmax
HUcnpasnenue onewamox u (uiu) owu6oxk,
10 IO B2 JoNyweHHbIX 8 8bI0AHHBIX 8 pE3yabmame
npedocmasnenus Yceayzu 0okymMeHmax




11

IOJT (EADC)

B3

Hcnpasnenue oneuamox u (unu) owubox,
JonyweHHbIX 6 8bI0AHHbBIX 8 pe3yibmame
npedocmasneHus Ycayeu OoKyMeHmax

12.

ITIOJI (EADC)

B4

Hcnpaenenue oneuamox u (unu) owuboxk,
donyweHHbIX 8 8bIOAHHBIX 8 pe3ysibmame
npedocmasgnenus Ycayzu 0oKymenmax




I11. UcuepnbiBaoliyid iepeyeHb JOKYMEHTOB, He0OX0AMMBbIX
IJ1S1 IpefoCTaBaeHUus Y CJIyru

Tabanma Ne 2

Wapentudmnkaropb:
KaTeropuit
(np13HAKOB)
3asgBUTENEN

[lepeuenb HEOBXOIUMBIX
IJ1s1 IpefioCTaBaeHus Y cayru
OOKYMEHTOB

Cnocobsl
noAauYm
JIOKYMEHTOB,
TpeboBaHUS
K
[peACTaB/IeHu
10 IOKYMEHTOB

Wubie
TpeboBaHusl

Hoxymenmuol, Heo6x00uMble 8 COOMBEMCMEUU C 3AKOHOOAMENbHBLIMU WU UHBIMU HOPMAMUBHBIMU
npasossimu akmamu Pocculickoli @edepayuu dns npedocmaenenus Ycayzu, xomopbie 3as6umens
doncen npedcmasgume CAMOCMOSIMENbHO

HorymMeHTBI O cTaimsIx [Bcee]
TeXHOJIOTMYECKOro Ipouecca
poll 0O(3) mmn C(x)
Al, B1, A2, B2, A3, | POM3BO/CTBA JIEKAPCTBEHHbIX CPE/CTB  Enubit
L. JIS MEIULIMHCKOTO TIPUMEHEHUS ~
B3, A4, b4 A AL p : noptran, B(u)
MPOMBILLIEHHBIE PerjiaMeHTbl WU
perjamMeHTUPYIONIME JOKYMEHTbI
Ceptudmxar cepum JieKapCTBEHHOTO Bce
prud P P . 0O(3) nm C(k) [Bee]
Al, B1, A2, B2, A3, | cpencrea (B OTHOILEHUY aKTUBHOM — Exutubiit
2. B3, A4, B4 dhapmaneBTHUECKON CYOCTAHIMK nopran, B(x)
Y JIeKapCTBEHHOTO IIpernapara) prat,
PerucrpauyoHHoe yiocToBepeHue O(3) unmn C(x) | [Bce]
3 Al, Bl, A2, B2, A3, JIEKapCTBEHHOrO Iipernapara - Ennabin
B3, A4, b4 JUIS MEAUIIMHCKOTO IIPUMEHEHMS noprai, b(n)
CeptnduxaTbl COOTBETCTBUSA 10J1
IIPOU3BOACTBA IEKAPCTBEHHBIX CPEJICTB O@) wm C(x) | (EA3SC),
tpeboBanusim [1paBui Hageskauien - Epunbiia ITI0J1
4. A3, B3, A4, b4
MPOU3BOACTBEHHO TIPAKTURM nopran, b(a) | (EA2C)
EBpasuitckoro sKOHOMMYECKOIo CoK03a
Pasperuenue (inneHsus) Ha O(2) wm C(x) 1OJI
IIPOU3BOACTBO JIEKAPCTBEHHBIX CPElCTB, E bl (EADCQC),
5. A3, B3, A4, B4 BbIJJaHHOE YIIOJTHOMOYEHHbBIM OPIaHOM o Tl:m B(w) MK
CTPaHBI-NIPON3BOJIUTEIIS pram, (EA3C)
JokymeHT, OATBEePKAAIOIIUI cornacue HBa(mm)
IIPOM3BOAMUTEJIS JIEKAPCTBEHHBIX CPENCTB
P A P . beR O(@3) wm C(k)
Al, B1, A2, B2, A3, | Ha UCTIO/Ib30BaHMe CBE/IeHMIA, _ Exubiit
6. OBEPEHHOCTD TTPOU3BOIUTEIS
b3, A4, b4 AOBEp p A noptas, b(u)
JIEKaPCTBEHHBIX CPEJICTB
JUISL MEAMITMHCKOTO TIpUMEHEHMUs




(U151 BCex 3asB/IEHHBIX TPOU3BOUTENEH)

Cornacue Bnagenbla peructpaumordoro | O(9) wim C(x) | HBa(py)
7 Al, B1, A2, B2, A3, YOOCTOBEPEeHMA Ha JIeKapCTBEHHbIN - Egyubin
’ b3, A4, B4 Tpernapar ropTan, b(H)
[ oBepeHHOCTD, MOATBEP K AAOLLIAs O@) wmm C(x) | ITIOJ],
g A2, A4, B2, b4, B2, | 1omomouns MpefcTaBuTens 3asgBUTEIIS - Eanupin 1§1102]1
' B4 noptan, b(n) | (EADQC)
JORYyMeHTBI, NOATBEPKAAIOLINME NIPABO MO
MpeACTaBUTEILCTBA WM hunmana O(3) - Epunniit | (EADC)
9. A4, B4, B4 [IpefICTaB/SITh UHTEPECH] IPUIUNYECKOTO noprain, b(xH)
Jmia
Loxymenmuot, komopuie 3assumens enpaee npedcmasums no co6CmaeeHHoU UHULUAmMuee
Boeimicka u3 EqMHOIO rocygapcTBeHHOro HOJI, MIOJI

Al, A2, B1, B2, B,
B2

peecTpa IpUINIeCKMX JIUIL

0O(3) ~ Egunbiit
ropran, b(H)




IV. UcuepnbIBaoiuyii mepeyeHb 0CHOBaHMI
JJisl 0TKas3a B [IpMeMe 3asiB/IeHUS] M JOKYMEHTOB, HEOOXOAMMBbIX
IS IIpeoCTaBieHnst Y CJIYTM, OCHOBAHUM ISl IPUOCTAHOBJICHUS
[pefoCcTaBAeHUs Y CJIyrM WiN 0TKasa B MPeAoCcTaB/ieHnu Y CIyru

Tabnuua Ne 3

Ne
n/n

ITepeuyenb ocHOBaHMIt

HUpenTndmukarop xareropmi
(IpU3HaKOB) 3asIBUTE/IEH

HcuepnbIBalommii nepedyeHb OCHOBAHMIMA I OTKas3a
B II[pUeMe 3asiB/IeHUs] M AOKYMEHTOB, HEOOXOAMMbIX /Il IpefocTaB/ieHus Y eayru

OcHoBaHMs /151 OTKa3a B IpyeMe 3asBJIeHMs] U JIOKYMEHTOB, HeO6XOIMMBIX JIJisl NIPeOCTaB/ICHUS
Ycnyry, sakoHoparenberBoM Pocenitckoit Depepanium He NpeIyCMOTPEHbI

cheprIBalOIl.lMﬁ nepevueHb OCHOBaHMIA AJISE IIPHUOCTAHOBJ/ICHHUS NIPpEeNOCTaBJICHUS VCJIYI‘M

OcHoBaHMS 1S IPMOCTAHOBJIEHUST IIPEIOCTaBI/IeHUsT Y CITYIM 3aKOHOAATE/IbCTBOM
Poccuitckoit Depepauyy He NpenyCcMOTPeHbl

HcuepnbiBaommii nepeveHb OCHOBAHM JJIsl 0TKa3a B IpeAoCcTaBaeHuu Y Ciayru

[ToctynieHne 3asBieHUs Ha npegocTasiaenne Y ryru
OT JINLIA, He OTHOCSIIErocsl K KPyTy 3asiBuTesIei

Al, A2, A3, A4, B1, B2, B3,
B4, B1, B2, B3, B4

Henpepncrasnenue 3asBuTesiemM JOKYMEHTOB,
yKa3aHHbIX B Tabsmie Ne 2 npuioxeHus
K HacTosleMy AJIMUHUCTPAaTMBHOMY perjiaMeHTy
(B 4aCTH JOKYMEHTOB, ABJSIOUIMXCS 003aTeNbHBIMU IJ1s
TIpe/ICTaBJICHUSI 3asIBUTEJIEM)

Al, A2, A3, A4, b1, b2, B3,
b4, B1, B2, B3, B4

Caepienus1, copiepskauimecs: B 3asBJIeHUM, HEJOCTOBEPHbI
¥ (M) npescTaB/ieHbl He B TI0JIHOM o0beme

Al, A2, A3, A4, B, B2, B3,
B4, B1, B2, B3, B4

He NnoATBEPXKAEHDbI BCE 3d5BJICHHbIE TEXHOJIOI'MYeCKne
CTaiuun i1 IIpOU3BOACTBA 3asABJICHHOT'O JIGKAPCTBEHHOI'O
CpeacTBa

Al, A2, A3, A4, b1, B2, B3,
b4

B npomsliunieHHOM persiaMeHTe WM peryiaMeHTUPYIoLeM
JOKYMEHTE OTCYTCTBYET TEXHOJIOTMYeCKast cxema
U (MJTM) XUMWYECKas CXeMa IPOU3BOJCTBA

Al, A2, A3, A4, B1, B2, B3,
b4

ITpencrasiieHHble JOKYMEHTBI COZIEPIKAT HENOCTOBEPHbIE
U (M) TIPOTUBOPEUYMBBIE CBEAECHUS, B TOM UMCIIE
CBeJIeHUsI O TIPOU3BOJICTBE JIEKAPCTBEHHBIX CPECTB,
HaXOASILMXCS B pacropsbkeHny MuHucTepcTBa
MPOMBILJIEHHOCTU U ToproBiu Poccuiickon ®enepanyn,
NOJYUCTKY, UCTIPABJICHMUSI, OBPEXKAECHNUS,

He TTO3BOJIAIoLIME ITPOYUTATE
UX copepKaHue M (MJiM) pacrio3HaTh UX TEKCT, a TAK)KE He
3aBepeHbl PYKOBOAUTE/IEM TTPOU3BOIUTEIS
JIEKAPCTBEHHBIX CPEAICTB IJIsi MEAMIMHCKOrO [IPUMEHEHMsI

Al, A2, A3, A4, b1, B2, b3,
b4

[MTocTynsienue 3asiBneHust Ha peJocTaBieHne Y Cnyru
110 UCIIPABJ/ICHUIO NOMYIIEHHbIX OMEeYaToK U (MIn)
OLLMOOK OT JINLIA, He OTHOCSILEroCs K KpyTy 3asBuTesen
M KOTOpOE He SIBJISLIOCh noayyaresnem nokymenra CIT,
JJ1s1 KOTOPOT'O HEOOXOAMMbI UCTIPABJIEHUS

B1, B2, B3, B4




V. ®opmblI 3asiBIeHNI U JOKYMEHTOB, HEOOXOAMMbIX /ISl IIPEXOCTABJICHUS Y C/IyTrH

1. ®opmbl 3as1BIEHUNA.

DOPMA nna Al, A2, A3, A4, b1, b2, b3, b4

Haumenosanune opraHa BJacCTu:

Or:
(HaMMeHOBaHMEe O/DKHOCTM NPeICTaBUTe s
OPUIMYECKOTO JIMLIA):

®amunus, uMs1, 0OTYECTBO (TIPU HANIMYUU):

3asByieHue
O TIPeOCTaBIeHNM YCIyTH «Bblgaya TOKYMeHTa, COJepsKalliero CBeieHmns
O CTaMSIX TEXHOJIOTMUYECKOTO MpolLecca Npou3BOACTBA JIEKAPCTBEHHOI'O CPeCTBA
JJIS1 MEIULIMHCKOTO MPUMEHEHUS, OCYIIECTBJIIEMbIX Ha TePPUTOPUU
EBpasuitcKoro 3KOHOMUYECKOTO COH3a»

[lpomly BbIIATH [OKYMEHT, COOEPXKAIUMMA CBEOEHUSI O CTaguUSIX TEXHOJIOTrMUYEeCKOro
rpouecca IPOU3BOJCTBA JIEKAPCTBEHHOTO CpPENCTBA IS MEOUIIMHCKOTO TIpUMEeHEeHMS,
OCYLLUECTBJIIEMBIX Ha TeppuTOpuin EBpasnickoro SKOHOMUYECKOTO COI03a:

IJI1  JIKapCTBEHHOIO0 CpeicTBa il MEIUIMHCKOTO IpPUMEHEHMS, C YKa3aHUEM
JIeKapCTBEHHOM dbopmpbl " IO3UPOBKHU (ecrn MIPUMEHUMO):

CeefieHus1 O POU3BOANTEJIE JIEKAPCTBEHHOI'O CPe/iCTBa (3asiBUTEJIE):
CTpaHa: ;
[IOJIHOE  HAaMMEHOBaHMe  IOPUAMYECKOro Jmua  (COKpalleHHOe  HauMeHOBaHue

I0pUINYECKOTO Jiniia (TIpy HaTU4umn):

;
I/I,U,GHTI/I(I)MK&ILMOHHI)II‘;I HOMED HaJIoTOoI1aTe/IbllnKa: ,
auxpec 10pUINIECKoOro Jinia B npenejaax ero mMecra HaXOXIOeHUs .

;
azgpec MecTa OCYLIIeCTBJIEHUS 1eSTeJIbHOCTHU: ;
TeyieoH: ;

dakc (ipu HaMuMM): ;
azipec 3JIeKTPOHHOM MOYTHI (MPU HAJIMUMYM TAKOT'O afipeca):




CBefieHMsi 0 KOHTaKTHOM JIM1ie TIPOU3BOAMUTEJIS (3asABUTEIN):

dbamunus, umsi, OTYECTBO (ITPY HAIMYUUM): ;

IOJIKHOCTD: ;

tenedoH: ;
dakc (rnpy HaIMUUNn): :
agpec 371eKTPOHHOM MOYTHI:

CBefleHMsT O MNPOM3BOACTBE JIEKAPCTBEHHOTO CpefcTBa (I8 KaXXAOro Yy4yacTHMKa
mpoiiecca):
CTpaHa NpOMU3BOACTBA: ;

OJIHOe  HauMeHOBaHMe  IOpUIMYECKOro  JiMua  (COKpallleHHOe  HauMeHOBaHue
IOPUAMYECKOTO Juiia (MPU HAJIMYMN): ;

I/I,ZI,QHTVI(IJVIK&LIV[OHHBIIZ HOMEep HaJiororiareJabnimnKa: ,

azgpec MeCTa OCYIUECTBJICHUS JAesdTe/IbHOCTHU!

Caenenns 0 JIULIEH3UN Ha IPOU3BOJCTBO JIEKApPCTBEHHbIX cpeicTs
(M [OKYyMeHTe, Ha OCHOBaHMM KOTOPOrO IIPOU3BOAUTENb JIEKAPCTBEHHBIX CpeACTB
. OCYILECTBJISIET IeSITeJIbHOCTD TI0 MPOU3BOACTBY JIEKAPCTBEHHBIX CPENCTB) (JIMLIEH3MUS JIJIs
KaXIOT'O MPOM3BOIUTEISI, YUACTBYIOIIIEro B IIpoliecce):

HOMEP JIMLIEH3UMN: ;

JlaTa BhIAAuM: . . r.;

CPOK JIeMCTBUS (€C/IM MPUMEHUMO): ;

nara repeodopMIeHUsT TULEH3UY (eC/ I MPUMEHUMO): . . r.

CefieHust O peryJiSTOpHOM OpraHe, BhIIABIIEM JIMIIEH3UIO (WJIM JOKYMEHT, Ha OCHOBAHUM
KOTOPOrO  TIPOM3BOAUTENb JIEKAPCTBEHHBIX CPEICTB OCYIIECTBJISIET IesTe/IbHOCTh
[I0 TIPOM3BOJCTBY JIEKAPCTBEHHBIX CpencTs) (IJis POCCUMCKOTO IpeaCTaBUTENbCTBA
i  Gwmasa  IOpUOAYECKOrO JiMIa  EBpasuickoro  35KOHOMMYECKOro  COI03a,
OCYIIECTBJIIONIEro  [eATENbHOCTh IO  IPOU3BOJACTBY  JIEKAPCTBEHHBIX  CPeNiCTB,
33 MCKJIIOUYeHueM popuauveckoro ymna Poccuiickon Demepaiivn, OCYILECTBISIOMIETO
HEeATELHOCTD I10 TIPOM3BOJCTBY JIEKAPCTBEHHBIX CPEICTB):

Ha3BaHMe PeryJSTOPHOIO OpraHa: ;

ITOJIHBINA afipec: ;
TesiedoH: ;
daxc: ;
azipec JIEKTPOHHOM MOYThI (IIPY HAMUUN):

CBE,U,EHI/IS{ O CTagUudaX rnponusBoaCTBa:




1)

HauMeHOBaHMe (TOpProBOe), JieKapCTBeHHass ¢opMa M JO3UMPOBKa (ec/ju IPUMEHUMO)

CBelecHUA O cTaausax Nponu3BOACTBaA JIRKAPCTBEHHOTO CpeacTBa:

JIEKapPCTBEHHOTO CPEeCTRA: ;
MeXIYHapOJHOe HelaTeHTOBAaHHOe HauMeHOBaHWe WIM I'PYNIUPOBaHHOE (XUMMUUECKOE)
HayMeHOBaHMe JIEKapCTBEHHOr'0 CPeICTBa: ;

HOMEp PerucTpalMOHHOTO YAOCTOBEPEHMS, AAaTa BbIAAYM U JAarTa rnepeodopmieHus (ecim
MPUMEHMMO) MJIM CBEIEHUS] O BKJIIOYEHVM B TOCYAAPCTBEHHBIN PEECTpP JIEKAPCTBEHHBIX

CpeacTB OJis MQ,III/IIII/IHCKOI‘O NpUMEHEeHUsI: ’
AepiKaTeJib WK BJiagesiel permcTpaliMoOHHOIO yaoCToOBEpEeHs (ech HpI/IMEHI/IMO)I

2) cTaguy  IPOMU3BOACTBA, EBpasuiickoro

3KOHOMMUYECKOro Cor3a (nanee YKa3bIBalOTCA CBEACHMA O MeCTe NpOu3BOJACTBA OTHIE/IbHO

OCYLLIECTBJISIEMbIE HA  TEPPUTOPUM
IJIST KOKIIOM CTafuM TeXHOJIOMMYECKOro Ipoliecca (CTpaHa, Ha3BaHue IPOU3BOLCTBEHHOM
TIOIAAKY  (HauMeHOBaHWe IIPOM3BOAMTEJISI) M ajapec s KaKOOA  CTaguu

TEXHOJIOrMYECKOro Mponecca) ;

2.A.) nmpousBoacTBO (apmaleBTMUECKOM cyOCTaHIMM (BbIOpaTh HEOOXOAMMbBIE CTaauy
MPOM3BOACTBA), HAMMEHOBaHME (apMaIIEBTUUYECKON CYOCTAHUMM M METO[I ee IOJYUYeHUs,
HOMED pEerucTpalyoHHOIO YAOCTOBEpEeHMs M [JaTa BblgauM (Hara repeodopMiieHus),
WIM CBeJeHMs O BK/IIOYEHMM B T'OCYIAPCTBEHHbIM peecTp JIEKapCTBEHHBIX CpPeNCTB
JUJ1s1 MEeOULIMHCKOT'O TIPUMEHEHUS: ;

JlexapcteenHoe |IIpoussozcrBennsie | CTaguu TEXHOIOTUYECKOTO MPOIEcca MecTto
CpencTBO onepanmn MPOU3BOACTRA
Y METOJ, TIOTyYeHms (cTpaHa, Ha3BaHuE
tapmaiieBTHMYECKOU NPOU3BOJICTBEHHON
cybcTaHun IJIOLIAKY, apec
MIPOU3BOACTBA
YKa3bIBaloOTCH
JOJIST KOKIOM cTagun
TEXHOJIOTMUECKOT0
rpouecca)
Mapmanesruyeckue | 2.A.1.°6 MPOU3BOICTBO TPOMEKYTOYHBIX]
CyOCTaHINH, MPOAYKTOB dhapmaneBTMUECKOM
roJiyyaemble CyOCTaHIMY;
MeTOoIaMu TIPOU3BOACTBO HEOUUIIEHHOM
XUMMUECKOT'O (Heo6paboTaHHOM)
CUHTE3a (dbapmaneBTHUECKON CYyOCTaHLIMK
2.A2. cojieo6pazoBanyue (OUMUCTKA)
2.A.3. rnpovee (yKasaTb)

¢ [TpousBOACTBEHHAs ONepaius — CUHTES.




2.A4.

craguu  dusmyeckoir  06paboTKH]
(Hanpumep: cywka, Uu3menbueHue,
npoceusaxue)

2.A5.

ImepBMyHan yridkoBKa

2.A.6.

BTOpUYHas yIiaKOBKa

2.A.7.

IIPOM3BOACTBO CTEPUIIbHOM
Ccy6CTaHIMK, eCIM TPUMEHUMO
MPOU3BOACTBO B aCEIITUYECKUX
YCJIOBUSX;

NIPOU3BOACTBO C UCIOIb30BaHNEM
GVHUITHON CTepuIM3amn

@apmaneBTMUecKue
cyocTaHuMM

C MCII0JIb30BaHUEM
OUOSIOrMYECKUX
MpOLIECCOB

2.A.17

Co3JaHue U MOAJEPsKaHKe TJIaBHOT'O
HaHKa KJIeTOoK (BUPYCOB)

CO3JaHMe U NoajepkaHue paboyero
HaHKa KJIeTOK (BUPYCOB)

tepmenTanus (upstream)

MPOM3BOACTBO C UCMOIb30BAHUEM
KJIETOYHBIX KYJIBTYP
(ykassieaemcs mun ucnonb3yembix
KAEMOoK — cneyu@uuHocme, MUHUSA,
wmamm u npouee)

Bbifiesienne (ouncTka) (downstream)

2.A.2.

MomvpUKaIUSI

2.A3.

npouee (yka3aTp)

2.A4.

cramun  dusuyeckoit  06paboTKY
(Hanpumep: CywKd, U3MenbUeHUe,
npoceusauue)

2.A.5.

NnepBuyHasg YIIaKOBKaA

2.A.6.

BTOpHMYHAs YIIaKOBKa

2.A.7.

TIPOU3BOZACTBO CTEPUTILHOM
cybCTaHIK, ecliv IIPUMEHUMO
IPOM3BOACTBO B aCEMITUYECKUX
YCIOBMSIX;

MPOU3BOJCTBO C MCIIOb30BAHUEM
(pUHMILHON cTepUIM3aTUK

7 HpOMSBOﬂCTBeHHaﬂ onepauus — CMHTe3.




dapmaueBTUUecKue
cybcraHumy,
fI0Jiy4yaemble
MeToJaMK
BbIZICJICHUS

M3 MUCTOYHUKOB
MUHEpaTLHOTO
TIPOUCXORIACHUS

2.A.18

BblieJIeHne (bapmauesmqecxux

cybcTaHLmi u3 MCTOYHUKOB

MMHEDPAJIBHOI'O IIPOUCXONICHNS

TIPOU3BOJCTBO HEOUMILIEHHOM

dapmaueBTHyeckon cybcTanummn’

2.A.2.

MoanUKaLMsE

2.A3.

O4YMCTKA

2.A4.

npouee (ykasatb)

2.A.5.

cranuu  dusmuvyeckon  06paboTKH
(vanpumep: cywka, u3MmenbueHue,

npoceusanue)

2.A.6.

IepBuyHas yriakoBKa

2.A7.

BTOpUYHAA YHHAKOBKaA

2.A8.

TTPOU3BOACTBO CTEPUIILHOM
cyb6cTaHImK, eCiv PUMEHNMO
NPOM3BOACTBO B aCeNTUYECKMX
YCIOBMSIX;

MPOU3BOACTBO € UCTOJIb30BAHUEM
GuHMLIHONM CTepUIM3aLMK

dapmaneBTUUeCKue
cy6cTaHmm,
noryyaeMble
MeToJaMu
BblZl€IEHNST

M3 UCTOYHUKOB
PacTUTEILHOTO
MIPOMCXOXKAECHMUSA

2.A.1.10

BBIIESIEHUE hapmauesTMIeCKoi

cyBCcTaHIUKY U3 MCTOYHUKOH
PacTUTETLHOTO TPOUCXOKAEHMS,

wm

BBIZIEJIEHME ChIPbsl, TIPOMEKYTOYHBIX]
HIPOJIYKTOB U3

pacTUTEJIbHOI'O NPOUCXOXKIEHNUS

NCTOYHUKOB

IPOU3BOACTBO HEOUMILICHHOM
dapmanesTrueckon cyberanumu’!

2.A.2.

MoauduKkauus

2.A3.

OYUCTKA

2.A4.

ripouee (ykasarn)

2.A5.

006paboTKH
(Hanpumep: cywika, u3meabueHue,

cragnn  PU3MYECKON

npoceusauue)

2.A.6.

NepBMYHAs YIIaKOBKa

2.A.7.

BTOpUUHASA YITAKOBKaA

2.A8.

IIPpON3BOLCTBO CTepMHbHOﬁ

cybCTaHLIMM, €I TIPUMEHNMO

8 IlpousBojcTBeHHAs! Oriepauys — CMHTE3.
B ciiyuae npou3sBoacTBa papMaleBTUYeCKOM CyOCTaHIMM U3 ChIPbS WM IIPOMEKYTOYHBIX [IPOAYKTOB,

TMOJIYYEHHBIX M3 UCTOYHUKOB IIPUPOIHOTO NMPOUCKOKIEHUS.

10 TTpousBoaCTBEHHAS ONepanust — CUHTe3.
1 B cnyyae npousBOACTBa (papmMalieBTUUECKON CYOCTaHIIMM U3 ChIPbst MJIU IIPOMEKYTOUYHBIX ITPOJYKTOB,

NOJYYECHHbIX N3 UCTOYHUKOB TIPUPOJHOTO IPOUCKOXKIIEHNA.




Npou3BOACTBO B aCeITUYCCKHUX

YCIIOBMSIX;
NPOU3BOACTBO C UCTIOJIb30BaAHUEM
GbvHUMLIHONM cTepuM3anumn

dapmanestuyeckue | 2.A.1.12 BBIJIeJIEHKE hapMareBTUECKOM
cybcTaHuuM, cybcTaHumH, NOJTy4aeMOM
0JTyYyaembie BBl eJ/IeHNeM u3 VCTOYHUKOH
MeToIamMu SKMBOTHOT'O TIPOUCXOKIEHMS,
BbIJIeJIEHVS] U3 78178

UCTOYHUKOB BbIZle/IeHUE ChIPbS, TPOMEKYTOYHBIX
JKMBOTHOI'O [IPOLYKTOB u3 UCTOYHUKOB
MIPOUCXOXKIEHUS SKMBOTHOT'O MPOUCXOXIEHNS

IPOU3BOAICTBO HEOUYMILIEHHOM
dapmarieBTUYeCcKoi cyberaHnmu'’

2.A.2. MoauduRaimst

2.A.3. OYMUCTKA

2.A 4. npouee (ykazatb)

2.A.5. cTaguu  pu3nUeckoit  06paboTky
(Hanpumep: cywKa, U3MenbyeHue,
npoceusauue)

2.A.6. repByUYHAS YIIAKOBKA

2.A.7. BTOpUMYHAY YTIaKOBKA

2.A.8. TIPOU3BOJCTBO CTEPWILHOM

cybcraHimm, eciv NPUMEHUMO
MPOU3BOACTBO B aCEITTUYECKNX
YCJIOBYSIX;

MIPOM3BOJICTBO C MCIOIH30BaHUEM
(GUHUILHOM cTepuIU3aLIUM

dapmauestuueckue | 2.A.1.14 BBIfI€JIEHME (dapmaneBTMYeCKO
cyoCcTaHUMH, cyBCTaHUUY, TIOIy4aeMOi MeToJaMu
1oIyvyaembie BBIZIESIEHUST M3 OpraHoB (TKaHew
MeToJaMM1 yesloBeKd, WIM BbIIEJIEHUE ChIPbS,
BbIJEJIEHUS U3 [POMEKYTOYHBIX IIPOYKTOB
OpraHoB (TKaHe) NOJIyyaeMblX METONAMM BbIZEe/IeHMS]
YyeJIOBeKa U3 OPraHoB (TKaHei) YeoBeKa

HIPOU3BOACTBO HEOUMIIIEHHOM
dapmauesTueckon cyberanumm'®

2.A.2. mMoauduKauns

2.A.3. OYUCTKA

2 TTpou3BoICTBEHHAs ONeparys — CUHTE3.

13 B ciiyuae npou3BoACcTBa (apMaleBTUYECKOM CYBCTaHIIUM M3 Chipbst WM NPOMEXKYTOYHBIX IPOSYKTOB,
MOJIYYEeHHbIX U3 UCTOYHUKOB [IPUPOJHOTO NMPOUCKXOXKIECHMU.

14 TIpomnsBogCcTBEHHAst onepanus ~ CUHTES. ,
15 B ciyyae npousBoAcTBa papMaLeBTMYECKOW CyOCTaHIMY U3 ChIPbSI WM TIPOMEXXYTOUHBIX ITPOAYKTOB,
MOMYYEHHBIX U3 UCTOUHMKOB NMPUPOSHOTO ITPOUCXOXKIAECHUS.




2.AA4. npoyee (yxasarb)

2.A.5. cragum  pusmyeckoid  06paboTKy]
(Hanpumep: CYWKAd, U3MebYeHUue,
npoceusdanue)

2.A.6. NepBUUHAs YIIAKOBKA

2.A.7. BTOpUYHAs YIIAKOBKA

2.A.8. MPOU3BOACTBO CTEPUIIBHOM

CcyBCTaHLINM, eC/TU TIPUMEHUMO
TPOM3BOJCTBO B aCEIITUYECKUX
YCHAOBUSIX;

IPOU3BOICTBO C UCHOJIH30BaHUEM
OUHMIITHON CTEpUIM3aLUU

dapmauenTuyeckue | 2.A.1.16 MPOM3BOJICTBO METOMIOM Ppa3BeleHus]
CcyOCTaHUIMM CIIUPTA BOJION OYMILIEHHOM
3TUAOBOTO PEeKTU(PUKOBAHHOTO 3TUJIOBOTQ)
(sTanona) CIIMpTa U3 TIMUIUEBOTO  ChIPbS,
TIPOU3BEEHHOTO o MecCTY]
OCYUIECTBJIEHNS TIPOU3BOJICTBY
tbapmaLieBTHUYECKOM cybcTaHumMy
CIIMPTA 3TUJIOBOTO (ITAHONA)
2.A.2. TepBUYHAS YIIaKOBKA
2.A3. BTOPUYHAS YIAKOBKA

2.B.) mpoM3BOACTBO JIEKAPCTBEHHOro IpernapaTta (BbIOpaTb HeOOXOAUMbIE CTafAuU

MIPOU3BOACTBA):
JlexkapcrBenHoe |[IpousBopcrsenHsie | CrTagyuy TeXHOJIOMYECKOTO Mpolecca MecTto
CpencTBo onepanumu TPOU3BOACTRA
(cTpaHa, Ha3BaHue
TPOU3BOLCTBEHHOM
TIJIOLIAAKM, afpec
TIPOU3BOACTBA
YKa3bIBAIOTCA
IJISL KOKAOM CTajgnyn
TEeXHOJIOTUYECKOTO
ripotecca)
JlekapcrBenssi | 2.B5.1. MPOU3BOJICTBO ITPOMEKYTOUHOI'O
mpenapar TPOAYKTA
2.B.2. ‘ TIOJTyYeHUe TOTOBOM JIeKapCTBEHHOMN
topmbl
2.B.3. NnepBUYHas YIIaKoOBKa
2.64. BTOpPUYHAS YTIAKOBKA
2.B.5. MPOU3BOACTBO CTEPUIBLHOMN

16 TIpousBoaCTBEHHAs! OIepaius —~ CUHTeS.



JIEKAPCTBEHHOU (OPMDI,

€CJin TIPUMEHUMO

MIPOU3BOLCTBO B aCEIITUYECKUX
YCIIOBUSAX;

TIPOU3BOLCTBO € UCTIOJIb30BAHUEM
dmHMITHOM CTepuUIM3aumm

CBG,U,@HI/ISI O 1mpeacTaBUTe/IC MTPOU3BOANTEIIA JICKAPCTBEHHBIX CPEICTB (BaHBMTeJIﬂ)I

HAUMMeEHOBaHue:

cTpaHa:

’

ajgapec OpUAN4YeCcKoro JINIIa B npeaenax ero

mMecTa HaXOXOeHust.

.
’

UaeHTUPUKALMOHHbBINM HOMEp HaJIOrOIJIaTe/bIIMKa:

TTOYTOBBIN aapec opraHU3auun.

tenedoH:

daxc (npu HaUMIUM):

azipec 37eKTPOHHOM IMOYTHI (MpU HAIMUMU TAKOTO ajpeca):

CBefeHMsI O KOHTAKTHOM JiMIle TIPEICTaBUTEISE TTPOU3BOAMUTENS
(3asBuTENN):
dbamuwnst, UMSI, OTUECTBO (ITPY HAJIMYUMM):

JIEKapCTBE€HHbIX CPelCTB

JOJDKHOCTD:

TesieOH:

daxc (npu HAIMUUM):

agpec BJIeKTpOHHOﬁ NOYTbI (l'IpI/I HaJIMYUUM TAKOIO ap;peca):




®OPMA nng Bl, B2, B3, B4

Haumenosanmne OopraHa BJ1aCTH:

Or:
(HaMMeHOBaHMe JOJIKHOCTY IPeACTaBUTES
IOPUONIECKOTO JINIA):

Damunus, umst, oTYeCTBO (TIPU HANUYMM):

3asiBiieHue
00 MCIIpaBJIeHMM ONEUYaTOK U (MJI1) OIIMOOK, JOMYILEHHBIX B pe3yJbTaTe IMpeaOCTaBIEHNS
Ycnyru

ITpoury McrnpaBuTh AOMylIeHHbIe ONevYaTKu M (WIM) OLIMOKM B BbIJAHHBIX B pe3yJibTare
NpefoCcTaBieHust Y CJIyTrU JOKYMEHTaXx:

Ne nokymenra: ;
JaTa BbIgauu. >
CPOK JIeMCTBUS: ;
HaMMEeHOBaHMe MM HOMEpP NMYHKTA, B KOTOPOM COJAEPXKUTCS orevyaTka U (Wim) ormbka
B BbIIAHHOM JOKYMEHTE: ;
CBeJleHMsI, YKa3aHHbIe B BbIIAHHOM JOKYMEHTe, Mo iexkalme UCIIpaBJIeHHIO: ;
KOPPEKTHbIE CBeIeHMSI: ;
OCHOBaHue JJ1s1 BHECeHUS] USMEHEHUM:

CaeneHnst 0 MpoU3BOAMUTENE JIEKAPCTBEHHOTO CpefCTBRa:
CBeJleHMs O KOHTAKTHOM Jinie TPOU3BOAUTEIIS:
dbamunus, umsi, OTYECTBO (MPU HAIMUUM): ;
IOJIKHOCTb: ;
TenedoH: ;
azipec 3JeKTPOHHOM MOoYThI (MPU HAJIMYMM TAKOTO azpeca): ;
MOJTHOE HAMMEHOBaHME I0PUANYECKOro JIULA: ;
CTpaHa: ;
afipec IPUAMYECKOTo JIMIA B Mpefesax ero MecTa HaXoXAeHUs: ;
afipec MeCTa OCYILeCTBJIEHUSI JEesITeIbHOCTH: ;
reyiedoH: ;
dakc: ;
azipec 3JIeKTPOHHOM MOYThI (ITPY HAJIMYMM TAKOTO afpeca):

CBefieHus O MpeCTaBUTesie IMPOU3BOAMUTEIS JIEKAPCTBEHHBIX CPENICTB (3asBUTENS):

HaMMeHOBaHMe: ;
cTpaHa: ;
afipec IPUAMYECKOro JIMIA B NpeiesiaXx ero MecTa HaxoXKIeHus: ;




TIOYTOBBIN ajipec opraHu3saimnm: ’

tenedoH: ;
afipec 3JIEKTPOHHOM MOUTHI (IIpY HAIMUMM TAKOTO afpeca):




2. ®opMbI JOKYMEHTOB:

1)  [mOKyMeHTBI O CTagusiX TEXHOJIOTMYECKOro T[polecca NpOM3BOLICTBA
JIEKaPCTBEHHBbIX  CPEeACTB  IJIsI MEOMIMHCKOTO IIpMMEHEHMSI —  IIPOMbIlIEHHbIe
pernaMeHThbi'’ B IpOM3BOJILHOM hopMe;

2)  JOKYMEHTbI O CTaAusIX TeXHOJIOTMYECKOro IIpolecca IPOU3BOJCTBA
JIEKapCTBEHHBbIX CPEACTB [JI1 MEAMIMHCKOTO IIPUMMEHEHMSI - perJiaMeHTUPYIoIIye
noKyMeHThI'® B mpousBobHOM dopme;

3) dopma cepruduMKarta cepuM JIEKAPCTBEHHOTO CcpenctBa (B OTHOLIEHUU
akKTUBHOM  (apMaueBTUYECKOM  CcyOCTaHUMM M JIEKapCTBEHHOTO  Iperapara)
npeagycmorpeHa riaBou IV pasmena III TlpaBun Hapmieskaiied MNpPOM3BOACTBEHHOMU
MpakTMKY EBpa3suickoro 3KOHOMMUYECKOTrO CO103a, YTBepXAeHHbIXx pemneHuem CoBera
EBpasuitckoii 3KOHOMIUYECKOi Komuccum ot 3 Host6ps 2016 r. Ne 771%;

4) ¢opma perMcTpaluMOHHOTO YJIOCTOBEPEHMUsI JIeKapCTBEHHOIo Iperapara
IJIsT MeIVIIMHCKOTO TpUMeHeHUsl TpepycMmoTpeHa mnpuioxkeHuem Ne 17 k IlpaBuiam
PermMcTpauMy U SKCIIePTU3bl JIEKAPCTBEHHBIX CPENCTB IS MeOUIIMHCKOrO NMPUMEHEHMS,
yTBepkaeHHbIM  Pemiennem  CoBera  EBpasuicKOM  3KOHOMUYECKOM  KOMMUCCUM
or 3 Hos6ps 2016 r. Ne 78%9;

5)  dopma 6naHka ceprMdmKaTa COOTBETCTBUS IPOU3BOMCTBA JIEKAPCTBEHHBIX
cpenctB TpedoBanusiM IIpaBwt Haasiekallei MpOU3BOACTBEHHOM MPpaKTUKM EBpasuitickoro
SKOHOMMYECKOTO COi03a TnpegycMoTpeHa npuoxenuem Ne 6 k IlpaBunam npoBepeHust

(dapmaneBTMYECKUX MHCIEKLMMA Ha COOTBeTCTBME TpeboBaHusiM [IpaBui Hapieskaiien

7 Tlyukr 3 crathu 45 QegepanbHoro 3akoHa ot 12 anpens 2010 r. Ne 61-03.

18 TTynkr 4.3 Tlpaswi HajJiexaleil npousBONCTBEHHON NPAKTMKM EBPasuilcKOro 3KOHOMMYECKOTO COM03d, YTBEPKIEHHBIX
peiteneM Coseta EBpasuiickoil 3KOHOMMUECKOW Komuccuun ot 3 nostopst 2016 r. Ne 77 (Bcrymmio B cuny 6 mas 2017 1.,
apisieTcs obssarenbHsM Ans Poceuiickont ®epepauny B coorsercramm ¢ JJorosopom o EBpasuiickoM 3KOHOMUYECKOM COI03€,
patubuimpoBaHHbiM DetepaibHbIM 3aKOHOM OT 3 okTsiOps 2014 r. Ne 279-D3 «O parudukaumu Jorosopa o Espasuiickom
3KOHOMUYECKOM COlo3e» (BCTYNIWA B cuity iist Poceuiiekoit Depepaumu 1 susaps 2015 r.).

19 Berymuio B ety 6 mast 2017 ., asnsietcs obsisatenbHbM 11t Poccuiickoit Penepaumu 8 cooTsercTBum ¢ JIoroBopom
o Espaswiickom aroHoMmueckoM corose, parubuumuposaHHpiM DesepanbHbIM 3aKOHOM OT 3 okrsibps 2014 r. Ne 279-03
«O parudmxaumu [foroopa o EBpasuiickoM 3KOHOMMUYECKOM cCoio3e» (BCTymua B cwiy aast Poccuiickoit Pepmepanmu
1 siaBaps 2015 r.).

W Berymuno B cuny 6 mas 2017 r., asagercs obssaTensHuM 1ist Poceniickoit Pepepalyum B COOTBETCTBMM C JLOroBOpOM
o Espasuiickom 3xoHOMMYECKOM coio3e, parnduiupoBaHHbiM DenepanpHbiM 3aKOHOM OT 3 okrtabps 2014 r. Ne 279-D3
«O pamndukaumuu [oroBopa o EBpasuiickoM 3KOHOMMYECKOM coio3e» (BCTynua B cwiy st Poceuitckoin Pepepaumm
1 ssumaps 2015 r.).




HpOMSBOﬂCTBeHHOﬁ MpakKTUKU EBpaBMﬂCKOFO 3KOHOMMYECKOIr'0 COH3a, YTBEPXKIACHHBIM

Perennem CoBeta EBpasuiicKoii 3KOHOMMUYECKON KomMuceun oT 3 Hosbps 2016 r. Ne 832!;

6) pasperienne (JIMLIEH3MsI) Ha [IPOM3BOACTBO JIEKAaPCTBEHHBIX  CPENCTB,
BbIIAHHOE YIIOJIHOMOYEHHbIM OPraHOM CTPaHbI-IIPOU3BOAUTEIIS, B IPOU3BOJIBHOM HOpMeE;

7)  HOKYMEHT, TMOATBEPXKIAIOLIMNA COIjlacue TMPOM3BOIUTENS JIEKapCTBEHHbBIX
CPeLCTB Ha MCIIONIb30BAHME CBEIEeHMM, — JOBEPEeHHOCTb ITPOU3BOAUTEIS JIeKapCTBEHHbIX
CPeiCTB i1 MEIMIMHCKOTO TIpMMeHeHMs1 (JiJii BCeX 3asiBJeHHbIX IPOU3BOAUTEIIEN)
B IPOU3BOJIbHOI dopme;

8)  corjacue Biajesiblia PErMCTPALIMOHHOTO YIOCTOBEPEHMs Ha JIeKapCTBEHHbBIN
npernapar B Npou3BOJILHON GoOpMme;

9)  HOBEpPEeHHOCTb, MOITBEPXKAAIOLIAS TIOJHOMOYMS IpPeNCTaBUTeNsl 3asiBUTENS,
B IIPOM3BOJILHOM opme;

10) noxymeHTbI; MOATBEPXKAAIOlIME IPaBO IpefCTaBUTENbCTBA WM (uinana
MIPeCTaB/ISITh MHTEPEChI IOPUAMUYECKOTO JIMIIA, B ITPOU3BOJIBHOU (OPME;

11) ¢opma Beimucku U3 EqMHOro rocyiapcTBeHHOro peecTpa IOpUANYECKUX JIUL]
ycraHosjieHa mnpukasom MwuHouHa Poccum or 5 asrycra 2019 r. Ne 121 «O6
YTBEePXKAEHMM TMOpsAaKa, GopM M CPOKOB MNpeNoCTaB/ieHus copepskaiumxcs B EguHom
roCyJapCTBEHHOM peecTpe HpUAMYecKuX i M EOMHOM rocypsapCcTBEHHOM peecTpe
MHIOMBUAYAIbHBIX TIpeATpUHMMATesel CBeJleHU U JOKYMEHTOB, a Takxke MHbopMaluu u
CIIPaBKM, YKas3aHHBIX B IYHKTaX 5 m 6 crateu 6 (DepmepajpbHOro 3akoHa ot 8 aBrycra
2001 r. Ne 129-®3 «O rocymapCcTBEeHHOM pPETUCTpalMM IOPUAMYECKUX JIUIL U
MHOVBUAYAJIbHBIX IIpeAnpuHumaTenei» (3apeructpyupoad Munioctom Poccemm 11
oktsiops 2019 r., perucrpaumonsbit Ne 56206) ¢ usMeHeHUSIMU, BHECEHHBIMY TIPUKA30M
Mundmna Poccun ot 10 okrsabps 2023 r. Ne 1621 (3apeructpupoBad MuHwocrom Pocenn

10 Hosi6pst 2023 r., peructpaiorHbit Ne 75920).

A Berymuio B cwiry 6 maa 2017 r., ssasercs obsizatenbHbiM miist Pocemitckoit Penepaimu B coorBercTBum ¢ Jlorosopom
o EbpasuifckoM KOHOMMUYECKOM cOlo3e, patuduumpoBannbiM DenepanbbiM 3akOHOM oT 3 oktsibps 2014 r. Ne 279-03
«O parudpurkauun orosopa o EBpasuiickoM 3KOHOMMUECKOM cowse» (Betymua B cwiy aasi Pocomitckont ®epepaunm
1 stusapst 2015 r.).



