NHOOPMANMNOHHO-AHAJIUTUYECKAS CITPABKA
0 moc/IeICTBUSX BJIANSHHSA IPoekTa pemenus Eppasuniickoii
IKOHOMHYECKOH KOMHCCHH HA YCJIOBHS BeleHHs NPeAnPpHHAMATENbCKOH
AesITeILHOCTH

Hamvenosanue mpoekra pemenus: O Tlopsake GopMUPOBaHUS U BEICHHS peecTpa

YIIOTHOMOYCHHBIX JIMIT HpOI/I3BO,[[HTeJ'[ei:I JICKapCTBECHHBIX CPEICTB

1. IlpoGema, Ha pemenue KOTOpoii HarmpasiieH IpoekT pemerus EDK:

Ilpoekr pemenus Cosera EBpasuiickolfl 9SKOHOMITYECKOH KOMHCCHH
«O Ilopanke QOpMHpPOBAaHMA U BENEHHS pEECTPa  YIIONHOMOYEHHBIX JIHII
IPOU3BOIUTENCH JIEKAPCTBEHHBIX CPEACTBY HANpaBlIeH HAa YCTPAaHEHWE IIPOOIEMEL,
CBA3aHHOM C OTCYICTBHEM B paMKaX EBpasuiiCKOro SKOHOMHYECKOTO COM03a
(manee - Coro3) erHOrO HHGOPMAIMOHHOIO PECypea, CONEPIKAIIEro HHMOPMAIIHIO
00 YTIOMHOMOYEHHBIX JUIAX MPOM3BOAMTENEH JIEKAPCTBEHHBIX CPENCTB MPHUBOIHT
K HEBO3MOXXHOCTH IPENOCTaBIEHHMA OOBEKTUBHOM M JOCTOBEPHOH HHGMDOPMAIUH
O COTPYIHHKAX MPOM3BOIUTENS JIEKAPCTBEHHEIX CPEICTB, OCYIIECTRISIONINX BhIIATY
paspelleHHd Ha BBIIYCK MPONYKIMM, a TaKKe 3aTPyNHSIET MHepPCOHATU3ALMIO
OTBETCTBEHHOCTH IPOM3BOAMTENSA 3a BBIUIYCK HEKAYeCTBEHHBIX JIEKAPCTBEHHBIX
Cpe[CTB.

2. Lens perynupoBaHus:

OCHOBHOM LIENBIO IPENNAracMOro PeryiHpOBAHUS SBIAETCS yCTAHOBICHHE
€IMHOr0 IOpAfKa (OPMHMPOBAHUS M BENEHWUS PEECTpa YIOJIHOMOYEHHBIX JIHI]
¢apmaneBTHUecKUX —Tpom3BomMTeNed B rocymapctBax — wireHax Corosa
1 obecredeHre BO3MOXKHOCTH €I0 CBOEBPEMEHHOTO OOHOBIEHMS, 00€CIeUHBAIOIIEr0
NPefIOCTaBIeHHE HMH(QOPMAIMK  YIIONHOMOYEHHBIM OpraHaM TrOCYIapcTB-4leHOB
U WHBIM 3aHHTCPECOBAaHHBIM JIMIAM, 4TO OyHeT CcrmocoOCTBOBATL OOECIICUSHUIO
HAJUISKAIIETO  KavyecTBa  JIEKAPDCTBEHHBIX IIPENapaToB M OCYIIECTBIICHUIO
HaJJIeXAIIEro KOHTPOJIA 32 000poToM B pamkax Coro3a.

3.'pynma Wi, Ha 3alIUTy MHTEPECOB KOTOPHIX HATPABIEH IPOEKT

pemenns EQK:
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JlaHHBIM MPOEKT pEIICHWs HalmpaBleH B IIEPBYI0 OdYepenb Ha 3allluTy
HHTEPECOB MAI[MeHTOB (KaK KOHEYHBIX [I0TpeOuTeNeil ieKapcTBEHHBIX TIPEIapaToB).

4. AnpecaTsl perymMpoBaHNs, B TOM YHCIE CYOBEKTHI MPEANPHHUMATEBCKOH
IEeATENBHOCTH, M BO3IEHCTBHE, OKA3bIBAEMOE Ha HIX PETYIMPOBAHHEM:

AnpecataMy  perylHpOBaHHSA SBILTOTCS IIPOM3BOMHUTENH JIEKAPCTBEHHBIX
CPEJICTB (B YacTH KIXOYEBOTO IepPCOHANA IPEAIPUITHI), U YIIOITHOMOYEHHEIE OPTraHbl
WA OPraHu3allikl TOCymapcTs - 4ieHoB Coro3a, OCyLIeCTRILTONIME (POPMUPOBAHE
U BEICHHE PEECTPOB YITOMHOMOUEHHBIX JIUI] IPOH3BOAUTENEH TeKapCTBEHHBIX CPE/ICTB.

5. ConepkaHue  yCTAaHABIMBaGMBIX JUIA  aJpEecaToB  PeryIUpOBAHU
orpaHH4YeHUH (00sA3aTENbHBIX IPABKIT IIOBEIEHUS):

B pamxax perynupoBaHus IpeANoNaraeTcs yCTAaHOBUTH eIMHbBIE TpeOOBaHMs
K o00beMy MpefocTaBlsieMod uH(opMmamwy 00 YIIOMHOMOYEHHBIX JIHIAX
IIPOU3BONHUTENEH JIEKAPCTBEHHBIX CPEACTB MO KAKIOH U3 IPOU3BOJCTBEHHBIX
IJIOIIA0K C BBIJEICHHEM OTKPBITOM M 3aKpBITOM YacTell peecTpa, a TakkKe
TIOPs/IKA BEACHUA PEECTPa, COAEPIKAIIero YKasaHHy0 HHGOPMALIHIO.

6. MexaHu3M paspelleHus NpoOiIeMbl i JOCTIKEHHUS TIeNH PEryIMpPOBAHNA,
IPeyCMOTPEHHBIA MpoekToM pemenus EOK (ommcaHue B3anMOCBS3M MEXIY
IpeUlaraéMbIM PEryIHpPOBAHHEM U perIaeMoi mpodaemoii):

JlocTIKeHHe el PeryTHPOBaHUS OCYIIECTBIASTCS IIPH IIOMOIIH CO3JaHKSA
€UHOr0 peecTpa, KOTOPBIM ITO3BONUT OOECNEUUTh IOIYdeHHE He0OXO0IUMOMH
MHQOPMAMY OTHOCHTENIBHO COONIONEHHS IPOM3BOJUTENAMU JIEKAPCTBEHHBIX
cpencts TpeboBanui Hamnexamel npousBoncteenHoit npaktuku (GMP) Coroza
B 4acTH o0ecIieueHHs KayecTBa JIEKapCTBEHHBIX CPEICTB.

7.CeefeHuss O  PacCMOTPEHHBIX  albTepHATHBAX  PEIIAracMoMy
peryIupOBaHuUIO:

IMonoxenusamu CornameHus 0 eWHBIX NPUHLIKIAX U IIPABAIAX 00paIleHus
JIEKapCTBEHHBIX CPEACTB B paMKax EBpa3suiicKoro 3KOHOMHYECKOI'O COH3a

oT 23 nexabps 2014 roga He IpemycMOTPEHO AalbTEPHATHUB IIPEIAraeMOMY

peryIpOBaHHUIO.
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8. HopMaTHBHO-IpaBOBOE OCHOBAHWE ISl IPUHATHS [POEKTa pelleHHs
EQK:

Crates 30 JloroBopa o Eppa3sumiickoM 3KOHOMHYECKOM  CONO3E
otT 29 mag 2014 roxa, ctates 9 Cornamenus o eIUHBIX NPUHIUNAX W TPaBHIAX
oOpallleHHsl JIEKapCTBEHHBIX CPENCTB B paMKax EBpa3suiickoro SKOHOMHYECKOIO
coro3a oT 23 mexabpsa 2014 rona, myrxt 89 mpunoxenus Ne 1 x Permamenty
pabotel EBpazuiickoif SKOHOMHYECKOW KOMHCCHH, YTBEPXKIeHHOro PemmeHuem
Bricmero Epasmiickoro skoHoMuueckoro coseta oT 23 nexadps 2014 r. Ne 98,
Pemenue Briciiero EBpa3suiickoro 3KkoHOMH4YECKOro coBeta ot 23 mexadps 2014 .
Ne 108 «O peammzamuu CorjameHus O €IUHBIX NPUHIMIAX W MpaBHIax
oOpallieHHs JIeKapCTBEHHBIX CPEICTB B paMKaX EBpasuiiCKoro 3KOHOMHYECKOIO
COI03a».

9. Cdepa nonmromounii EDQK, x koTopoit oTHOCHTCS NPoeKT permenns EDK:

PerynupoBanue oOpamieHus JIeKapCTBEHHBIX CPEACTB U (HOPMHPOBAHKE
o0Iero peIHKA JeKapCTBEHHBIX CpencTB B pamkax Coro3a Ha OCHOBE €IMHBIX
aktoB EOK.

10. ®uHAaHCOBO-2KOHOMHYECKHE MOCIEACTBHUS IPHHATHS MPOEKTa PEIIeHMS
EQK 1 cyObeKkToB IpeApHHUMATENBCKOH IesSTeTbHOCTH:

[lpunaTue  mpenmaraeMoro  MpoOeKTa  peIleHHs  He  IIOBIEYET
(MHAHCOBO- S9KOHOMHMYECKHUX ITOCIEACTBUH st CYOBEKTOB MPEATIPHHAMATENLCKON
NesTeIbHOCTH.

11. IlpenmonaraeMele CpOKH BCTyIUIeHUs NpoekTa pemerus EOK B cumy:

1 suBaps 2016 roxa.

12. OxxupaeMbIit pe3ynbTaT PeryaupOBaHHUS:

Co3nmanne emuHOTO peecTpa YIOTHOMOYEHHBIX JIMI [POM3BOAMTENS
JIEKapCTBEHHBIX CPENCTB C TPUBA3KOH K KOHKPETHOM MpPOM3BOACTBEHHOM
IIIOIIAfKe; NEPCOHANU3aNs] OTBETCTBEHHOCTH IPOW3BOIMTENS JIEKAPCTBEHHEBIX
CPEICTB 3a BBIIYCK HEKAYECTBEHHOM IPOIyKIMH Ha 001Inii peiHOK Coro3a.

13. Onucanue onbITa rocy1apcTB — WieHOB EBpa3zuiickoro sKOHOMHUYECKOTO

COMO3a H MEKIOYHAapOOHOT'O OIIbITa PETyIUpOBaHMA OTHOIHGHHfI, ABISFOIHXCA
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npeameToM npoekta pemeHuss EDK (¢ obocHoBaHWEM ero mporpeccHBHOCTH
U TIPUMEHUMOCTH ):

B Hacrosimee Bpemst B rocygapcreax - wienax Coroza  yder
YIIOJHOMOYEHHBIX JTHIL IPOU3BOAUTENCH JIeKapCTBEHHBIX CpPeJICTB
OCYLIECTBIAETCA CaMOCTOSTENbHO mpousBoauTeneM. Ilpennaraemas Hopma
HE HMMEET IMPAMBIX AaHAJIOrOB B 3aKOHOJATENbCTBE 3apyOeXHBIX CTpaH.
B 3apy0OexHBIX cTpaHax, Kak INpaBuiO, CBelIeHUS 00 YMOJHOMOYEHHOM JTHIIE
BKITIOYAIOTCA B PErHCTPALMOHHOE Y/IOCTOBEPEHHE JIEKapCTBEHHOTO IIperapaTta,
YTO B Clydae 3aMeHBl YIOJHOMOUYEHHOTO JIMIAa BJIeUeT HEOOXOIUMOCTH 3aMEHE]
PETUCTPAI[HOHHOIO yAOCTOBEPEHUS U HEBO3MOXKHOCTH BBIIYCKA JIEKAPCTBEHHBIX
IIpPEernaparoB [0  BbAAYH  HOBOTO  PETUCTPAI[MOHHOIO  YAOCTOBEPEHHSI.
ITpennaraemast pefakius BeJIEHUSI peecTpa MO3BOJIAET 00ECIeYUTh He3aBUCUMEIH
O0O0BEKTUBHBIN yUeT YIOJIHOMOUEHHBIX JIUI] POU3BOJIUTENECH U 00€CIIeYnTh JOCTYII
YIIOJTHOMOYEHHBIX OpraHOB U OpraHM3aIii rocyaapcTs - wieHoB Coro3a KO BCEM
JaHHBIM PEecTpa, & OCTAJIbHBIM 3aWHTEPECOBAHHBIM JHIAM IOIYYMTH JOCTYII
K OrpaHHYeHHOMN 9acTH HHMOOpMaui 00 yIIOJTHOMOYEHHOM JIHIIE.

14. CBeneHus 0 NpOBeAECHUH TIyONUYHOTO OOCYXIEHHS MPOEKTa pPEIleHHs
ESK:

Hara pazmerenus: 26 utons 2015 ropga.

https://docs.eaeunion.org/ru-ru/Pages/DisplayRIA.aspx?s=el {13d1d-5914-
465c-835f-2aa3762eddda&w=9260b4 14-defe-45cc-88a3-eb5c73238076&1=d7098
4c¢ct-725d-4790-9b12-19604¢34148c& EntitylD=442.

Cnocob mpencraBieHUs TPEUIOKEHWH K MpoekTy pelenus Komwuccun
U MH(OPMALMOHHO-aHATUTHYECKOH CIpaBKe, a Tak)Ke 3alloTHEHUS OTPOCHOIO JIMCTA:
C UCIIOB30BAHMEM COOTBETCTBRYIOIIETO cepBHca odurmanpHoro caiita Corosa, mouToi.

Cpoxk npezacrasneHus npeuioxkenuii: 30 nueit.

KoMmMeHTapreB ¥ 3ameuaHuil B paMkax NyOJHYHOrO OOCYXKIOEHHSA II0

MPOEKTY He MOCTYMAJO.

15. Ceenennst 0 3aKirO4eHMH 00 OLIEHKE PEeryJHpyOIIEro BO3AeUCTBUS

Ha npoekT pemenus EDQK:
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16. Mnast mHdopMamus, OoTHOCSAIIAsCs, 0 MHEHHIO Aemapramenta EDK,
OTBETCTBEHHOTO 32 IOArOTOBKY IpoekTa pemieHus EDK, K OCHOBHBIM CBeneHUAM
o npoekte pewmeHus EOK u (unu) o ero moaroroske:

Ilpoekr  pemenws paspabotaH U  omobpeH  pabouelt  rpymmoit
mo  (GOopMHpOBaHMIO OOIMX MOAXONOB K pEryIHPOBAHUIO  OOpAIIeHHS
JIEKaPCTBEHHBIX CPEACTB B paMKaX EBpasmiicKOro SKOHOMHYECKOIO COI03a,
copmuposanHoi Tpu Komnerun EBpasuiickodl 3KOHOMHYECKOH KOMUCCHH,

B COCTaB KOTOpOﬁ BXOAT IIPEACTAaBUTEIN YIIOTHOMOYCHHBIX OpPraHoOB rocynapcTtB

— ueHoB Coro3a U mpeacTaBUTeNTd OU3HEC-COOOIECTBA.



