[IporpamMma cemunapa

«PeI‘I/lCTpaHI/IH (l)apMaKOJIOFI/I‘{eCKI/IX BETCPUHAPHLIX JICKAPCTBCHHLIX IIPENapaToB B

coorBercTBHU ¢ [IpaBuiaamu odpamenuss EA9C»

Bpems
IPOBEACHUS
MCK

Tema

Kor-
BO
4acoB

1 1eHnb

10.00-11.30
11.45-13.15

OcoOeHHOCTH TEPEeXOAHBIX TMEPUOJOB IO  COOIIOJCHUIO
00s3aTeNbHBIX  TpeOOBaHMI MO  PEruCTpaluu  JIEKapCTBEHHBIX
IpenapaTroB, IO WHCIEKTHPOBAHUIO MPOU3BOJICTBEHHBIX IUIONIAI0K
BETEPUHAPHBIX  JIEKAPCTBEHHBIX IpPENapaToB Ha  COOTBETCTBHE
TpeboBanusim GMP.

OcCoOEHHOCTH pErucTpaluy BETEPUHAPHBIX JIEKAPCTBEHHBIX
npenapartoB  Ha  TaMOXEHHOM  tepputopun  EBpasuiickoro
SKOHOMHUYECKOTO COI03a B COOTBETCTBUM C HaJHAIMOHAIbHBIMHU
TpeOOBaHUSAMH, peanu3anus 005S3aTeIbHBIX TPEOOBAHMM K KayecTBY,
0e3omacHOCTH U 3((PEKTUBHOCTH BETEPUHAPHBIX JIEKAPCTBEHHBIX
CPEACTB HA TEPPUTOPUAX TOCyHapcTB-uieHOB  EBpasuiickoro
SKOHOMHMUYECKOI0 CO03a U UX coOmoeHut0. OCHOBHBIE OTIMYMS OT
HallMoHanbHOM peructpaunn B Poccuiickoir ®Denepamuu. Cpoku
nmepexoJa Ha  HaJHAIMOHAIBHOE  PEryJUpOBaHHE  OOpalleHUs
BETEPUHAPHBIX JIEKAPCTBEHHBIX MPENAapPaTOB.

[IpaBoBBIE acmeKTbl MEPBUYHON PErHUCTPallid BETEPUHAPHBIX
JIEKapCTBEHHBIX MpPENaparoB, YIPOIIEHHON MPOLEAYpPbl PETUCTPALUU
BETEPUHAPHBIX  JIEKAPCTBEHHBIX  IpenapaToB,  MOATBEPKACHUS
perucTpaly BETEPUHAPHBIX JIEKAPCTBEHHBIX IpEnaparoB, OOMIMA
MOPAIOK  BHECEHUS HW3MEHEHMH B  PErucTpalMOHHOE  J0Che
BETEPUHAPHOIO JIEKapCTBEHHOTO npenapara, IPUBEACHMUS
PETUCTPALMOHHOIO JOChE BETEPUHAPHOTO JIEKAPCTBEHHOIO Mpernapara,
3aperuCTPUPOBAHHOIO B  COOTBETCTBMM C  3aKOHOJATEIbCTBOM
rocygapcTBa-wieHa EBpa3suMHCKOro HSKOHOMHYECKOTO  COK3a B
coorBercTBUU C Pemennem CoBera EBpa3uiickoil 3KOHOMHUYECKOM
komuccun ot 21.01.2022 Ne 1 «O [IlpaBwiax peryiaupoBaHus
oOpallleHHs BETepUHAPHBIX JIEKAPCTBEHHBIX CPEJCTB HA TaMO>KEHHOM
Tepputopur EBpazniicKoro 3KOHOMHUYECKOTO COK03a».

TpeGoBanus k opopMIICHHIO JOKYMEHTOB PETHMCTPAIMOHHOTO
JI0Cb€ Ha BETEpUHApHBIEC JIEKAPCTBEHHbIE MpenapaThl B LENSIX MOAauu
JUISI OKa3aHMSl yCIIyTH.

OcHoBaHMs A1 HPUHATUS OTPULATENIBHOIO pPEIICHUs IpHU
perucTpaiuu BETEPUHAPHBIX JIeKapCTBEHHBIX Mpenaparos,
YIPOIIEHHON MPOLEype PErucTpalii BeTepUHAPHBIX JIEKAPCTBEHHBIX
IIpenaparos, HOJTBEPKACHUU perucrpanuu BETEPUHAPHBIX
JIEKapCTBEHHBIX IIpenaparos, BHECEHUU U3MEHEHUN B
pErUCTpaIMOHHOE JIOChE BETEPUHAPHOIO JIEKAPCTBEHHOI'O Mpernapara,
MIPUBEACHUU PErUCTPAIIMIOHHOTO J0Che BETEPUHAPHOTO
JIEKapCTBEHHOI'0 Ipenapara, 3aperucCTPUPOBAHHOIO B COOTBETCTBHHM C
3aKOHO/IaTEJIbCTBOM rocy/apcTBa-4jieHa EBpasuiickoro
HKOHOMHMYECKOI0 COI03a, B cOOTBETCTBHH ¢ [IpaBunamu.

4

14.00-15.30

DKcnepTu3a MaTepuaioB PErHCTPALMOHHOIO JOChe Ha BETEpUHAPHBIN




15.45-17.15 | nexapcTBeHHbI  IpenapaT B cooTBercTBUM ¢ llpaBuimamu
peryaupoBaHusl 0OpallleHus BETEPUHAPHBIX JIEKApCTBEHHBIX CPEJCTB
Ha TAMOXXEHHOW TeppUTOpuH EBpazniiCKOro 5JKOHOMHUYECKOTO COK03a.
Peructpaunonnsie mnpouenypsl B IlpaBunax coroza. Omimuus
perucTpaiMoHHbIX npouenyp B IlpaBmimax coro3a U poccuiickoMm
3aKOHOJATEIIbCTBE.

@opMUPOBAHUE  PETUCTPALMOHHOTO JIOChE HA  BETEPUHAPHBIN
JIEKapCTBEHHBIM NpernapaT B LEISIX PETUCTpalM, IOJITBEPKICHUS
pEerucTpalul M IPHUBEAEHUS [O0Che B COOTBETCTBHE TpPEOOBAHUSAM
[IpaBuir.

2 1eHb

10.00-11.30 | IIpencraBneHne AOKYMEHTAIIMUA MO JOKIMHHUYECKUM M KIMHHYECKUM 6
11.45-13.15 | uccrneoBaHUSM B COCTAaBE PETUCTPAIIMOHHOTO JJOChE B COOTBETCTBHUU C
14.00-15.30 | [TpaBunamu.

O6cyxaenne. OTBETHI Ha BOMPOCHI.

JIvueH3us Ha MPaBO OCYIIECTBICHUS
CEPTHOUKAT oOpa3zoBarenbHO nesTenbHocTH OT 09 aBrycra

N 0001
HACTOAULHM CRHACTENLCTRYET, UTO

2012 1. Ne 0297 Boinana denepanbHO Cityx00i
10 HaJa30py B cpepe oOpa3oBaHUS U HAYKU
Poccuiickoit denepanun

[IpenonaBaTenu Kypca: JOJKHOCTHBIE auna LHEHTPAIbHOTO anmnapara
Poccenpxo3nanzopa, corpyaauku ®I'bY « BITHKW».

[To wutoramMm OCBOEHHS MPOrpaMMbl CIyIIATENIH MONYy4aT CepTH(PHUKAT YyIaCTHUKA
YCTaHOBJIEHHOTO 00pas3ua.

CTtoMMOCTh yYacTHsl OJHOIO CIeluaiucTa B O4YHON ¢opme oOyueHHS COCTaBISET
26 087,00 pyo.Jeii, B popmaTe BeduHap — 23 236,00 pyo.eii.

Jns  ywactuss B OoOydyaromieM MEpOIpPHUSATUU HEOOXOIMMO  HaIlpaBUTh 3asBKY Ha
3JIEKTPOHHYIO MOYTY UMo@vanki.ru.



http://vgnki.com/assets/files/zayavka-obrazec(2).docx
mailto:umo@vgnki.ru

