NHOOPMAINNMOHHO-AHAJIMTUYECKASA CITPABKA

0 MOCJIEICTBUSIX BJIUSIHUS MPOEKTA PelleHUus
EBpa3uiickoii 3KOHOMHYECKOM KOMUCCHH HA YCJIOBHS BeACHUS
NpeANPUHUMATEILCKOM eI TeJIbHOCTH

HanmenoBanue mnpoekra pemenus: O mnpoekre pemenuss Coseta
EBpa3uiickoil 3KOHOMHYECKOW KomHcCUM «(O BHECEHWH W3MEHEHUI
B [IpaBuna perucTpaiuu u 3JKCIEPTU3BI JEKAPCTBEHHBIX CPEACTBY

1. [Ipo6nema, Ha perieHre KOTOPOH HampasieH npoekT pemieHus EQK

KitoueBbiMu mpo0OsieMaMu, Ha peIeHuE KOTOPHIX HAMPABICH MPOEKT
penieHus, IBISIOTCS:

HEO0OXOAMMOCTh 00ECIIEUUTh B CKAThIE CPOKU MEPEXO0 3HAUYUTEILHOTO
(6onee 17000) konuuecTBa MPOU3BOACTBEHHBIX IUIOMIAOK Ha TPEeOOBAHUS
Hannexaniel npousBocTBeHHON npakTuku Cotro3a B nepuon 2020-2024 r.,
NpEAYyNpEeKICHUE BO3HUKHOBEHHUSI Oyepeled Ha  HHCIEKTHPOBAHUE
MIPOU3BOJCTBEHHBIX IJIOMIAI0OK M CBA3AHHBIX C 3THM IMEpe00eB B MOCTABKE
NPOAYKIIUU HAa (papMalleBTUUECKUN PHIHOK;

HE ONTUMAaJbHbIE TPeOOBaHUS K 00BEMY PETUCTPALIMOHHOTO J0ChE IS
€ro MPUBEACHUSI PETUCTPALMOHHBIX JIOChE€ B COOTBETCTBUE ¢ MpaBoM Coro3a
pu OOpalIeHUH JICKaPCTBEHHOTO Mpenapara Ha phIHKE OJHOTO TOCyAapCTBa-
YJICHA,;

OTCYTCTBME  BO3MOXHOCTM BBO3a Ha  Tepputoputo  Corosa
Hepac(hacoBaHHOTO MPOAYKTAa B IENSAX JaJbHEUIIEr0 €ro MCIOJIb30BaHUS
OTEUYECTBEHHBIMU TPOU3BOJUTENSIMU B TEXHOJOTHMUYECKOM IIPOIIECCE MpPH
(dacoBKe M YIIaKOBKE JIEKAPCTBEHHBIX MTPENapaToB.

2. llens perynupoBaHus

[{enb MpUHATHS POEKTA PEIICHUS 3aKII0YACTCS B!

NpOJICHUH Ha 4 roja MepexoJHOro Mepuojaa, B TE€YEHHUE KOTOPOTO
3asBUTENIb TIPU TI0Jlaue 3asBJICHUS Ha PETrUCTPallUio, ITOJTBEPKICHUE

peructparnuu (mepeperucTpaln), ITPUBEASHUE PETUCTPAIIMOHHOTO JOChE
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JIEKapCTBEHHOTO TIpernapara B COOTBETCTBUE ¢ TpeOoBaHusiMu EBpasuiickoro
PKOHOMHUYECKOTO coro3a (nanee - Coro3) BOpaBe NPEICTABUTH JAOKYMEHT,
TIOATBEPIK TAFOTIIHIA COOTBETCTBHUE TpeOOBaHUAM Ha/JIeXKAaIIen
MIPOU3BOCTBEHHON MPAKTHUKH, BBIIAHHBINA MTPOU3BOIUTENIO JICKAPCTBEHHOTO
npenapara ynoJHOMOYEHHBIM OPraHoM rocynapctB - uieHoB Corosa, ¢ 31
nekabps 2020 roga Ha 31 gexadps 2024 rona;

BBEJICHUU BO3MOXKHOCTH TOJIa4M COKPAIIEHHOTO PErHCTPAIMOHHOTO
J0Cbe TpU TpUBEIEHUHM B cooTBercTBUe ¢ mnipaBoMm Coro3a panee
3apErUCTPUPOBAHHOTO JIEKAPCTBEHHOTO Mpemnapara ajisi 00paieHust Ha ppIHKE
OJIHOTO TOCYJJapCTBA-UJICHA;

BBCJICHMM yKa3aHus (opMbl ymakoBku HepacdacoBanHoro (in bulk)
IPOJYKTa B PETUCTPAIIMIOHHOE YAOCTOBEPEHHE, YTO MO3BOJIUT O0ECIIEUnBATh
BBO3 Ha Teppuroputo Coro3a HepacpacOBaHHOTO TMPOAYKTa B LETAX
JTANbHEHIIIETO €r0 HMCITONB30BaHUS OTEYECTBEHHBIMU IPOM3BOIUTEISAMU B
TEXHOJIOTMYECKOM TIpoliecce Mpu (acoBKE M YIAKOBKE JIEKAPCTBEHHBIX
penaparos.

3. I'pynma nmi, Ha 3amuTy WHTEPECOB KOTOPBIX, HAIPABJIEH IMPOCKT
pemenust ESK

[IpoekT pemieHus HaMpaBieH Ha 3aIIUTY HHTEPECOB MPOU3BOAUTEICH
JICKapCTBEHHBIX TMpemnapaTtoB (CyObEeKTOB (papMarieBTUYECKOTO pBHIHKA,
KOTOPHIE 3aHUMAIOTCS KOMIUJIEKTOBAHMEM PETHUCTPAIMOHHOTO  JIO0ChE),
YIOJIHOMOYCHHBIX ~ OpraHOB  (KCIEPTHBIX  OpraHM3aluii), KOTOpPBIC
BBITIOJTHSIOT MPOIEAYPY OLEHKH PETUCTPAIMOHHOTO JOChE JIEKAPCTBEHHOTO
npernapata ¢ TO3WIMH JIOKA3aTeIbCTBA €ro 0e30MacHOCTH, COOTBETCTBUS
33JJaHHOTO  CTaHJgapTa KadecTBa, HawiIydmed dSOPEeKTUBHOCTH U
OmarompusiTHOTO  mpodWIs  COOTHOIIEHWS  TMOJB3BI M PHCKQ,

(dbapMalleBTUUECKUI UHCIIEKTOPAT TOCY1apCTB-YJICHOB.



4,  AgppecaTel  peryJqMpoBaHHs, B TOM  UHCII€  CYOBEKTHI
IpeANPUHUMATENBCKON JEATEIbHOCTH, U BO3/IEUCTBUE, OKAa3bIBAEMOE HA HHUX
peryampoBaHUEM

Anpecaramu peryaupoBaHus SBIISIFOTCS MIPOU3BOJUTENH
JIEKapCTBEHHBIX IMpEnapaToB, YMOJHOMOYEHHbIE OpraHbl (9KCHEPTHHIC
OpraHu3alkK) TocyaapcTB — uieHOoB Coro3a, OCYIIECTBISIONINE PETUCTPALINIO
JIEKapCTBEHHBIX IPENapaToOB M AKCIEPTU3Y MATEPUATIOB PETHMCTPALIUOHHOIO
JI0ChE, a TaKXkKe (papMaleBTUUECKUI MHCIIEKTOPAT rOCyAapCTB-UJICHOB.

5. CopnepxaHue yCTaHABIMBAEMBIX /JIA aJpecaToB pEryJupoBaHUs
orpaHudeHut (00sA3aTENbHBIX TPABUI OBEACHUS)

B pamkax npejiaraeMoro peryjaupoBaHus MPeAnoaaraeTcs:

OPOJJIUTh CPOK MPEACTABICHUS JTOKYMEHTOB, TOJTBEPKIAIOIINX
COOTBETCTBHUE MTPOU3BOJICTBA TPEOOBAHUAM HaJIekKalIeH MPOU3BOJICTBEHHOM
NPaKTUKH, BbLAAHHBIX  [POU3BOJUTENIO  JIEKAPCTBEHHOTO  Ipernapara
YIOJHOMOYEHHBIM OPraHOM T'OCYIapCTB-4JieHOB Ha 4 roja — 10 31 nexadps
2024 rona;

BBECTH BO3MOKHOCTb MTOJAA4YU COKPAILIEHHOTO PErUCTPALIMIOHHOTO JOChE
npu  OpuBEAeHMHM B cooTBercTBUE ¢  mnpaBom  Coro3a  paHee
3apEerucTPUPOBAHHOIO JIEKAPCTBEHHOIO ITpenapara Juisi 00palleHus Ha pbIHKE
OJIHOT'O FOCYJJapCTBA-WICHA;

o0ecreunTh BO3MOKHOCTh yKa3aHUs (dopMbI YIaKOBKU
Hepacdacoannoro (in bulk) npoaykra B perucTpalimoHHOM yJIOCTOBEPCHHUH,
YTO MO3BOJUT 00ECIeuynBaTh BBO3 Ha TeppuTopuio Coro3a HepachacoBaHHOTO
OpOJyKTa B LENSAX JAIbHEMIEr0 €ro HCHOJIb30BaHUS OTEYECTBEHHBIMU
MPOU3BOJUTEISIMU B TEXHOJOTUYECKOM Tpolecce MpH (PacoBKE U YIMAKOBKE
JIEKapCTBEHHBIX MPENapaToB.

6. Mexanusm paszpemieHuss NpoOIEMbI M JOCTHXKEHUS  LIETU

peryaupoBaHusi, MpeayCMOTpPeHHbINH npoekToM pemieHuss EODK (ommcanue



B3aMMOCBSI3U MEXKITY peIaraéMbImM peryJinpoBaHUEM
U perraeMoi mpooJieMoii)

JIOCTMKEHNE LENH PEryJMpOBaHUsl OCYIIECTBISIETCS C IOMOIIBIO
ycTaHOBJeHHUSI B lIpaBunax perucrtpanmm M SKCIEPTU3bI JICKAPCTBEHHBIX
MPENapaToB Il MEIUIIUHCKOTO TPUMEHEHUS:

€OUHBIX  NOAXOJOB K  MPEACTABICHUIO  MPOU3BOAUTEISIMU
HallMOHAJBHBIX cepTU(ukatoB cooTBeTcTBUs IIpaBunam Hajexamen
IIPOM3BOJICTBEHHOMN IIPAKTUKU;

COKpAIlEHHOTO  PErMCTPAallMOHHOTO JOChE€ JJISI  JIEKapCTBEHHBIX
npenaparoB, KOTOphele OyAyT oOpalmarbcsi Ha PBIHKE OJHOTO TOCYy/IapCcTBa-
YJICHA;

yKa3aHUsi B PETUCTPALMOHHOM YJIOCTOBEPEHUH (POPMBbI YHAKOBKU
HepachacoBanHoro npoaykra (in bulk).

/. CBeaeHuss O pPacCMOTPEHHBIX aJbTEPHATHBAX MpeEIaraeMoMy
pPETYIUPOBAHUIO

CoxpaHeHHe IeMCTBYIOIIETO PEryJIUPOBAHUS B YACTHU:

[IPEACTABICHUSA cepTudUKaToB COOTBETCTBHUSA Hapnexamen
POU3BOACTBEHHOM mpakTuku (Coro3a MOBIEYET 3a COOOW YBEJIMYEHHUE
Harpy3ku Ha (apMaleBTUUYECKUd HMHCHEKTOpaT TOCYJapCTB-UYJIEHOB,
oOpazoBaHHe oOdepe/ell Ha WHCICKTHPOBAHWE, BO3MOXKHBIE TIiepedbou B
MOCTaBKaxX TMPOAYKIIMM W HApPYyIICHHE JIEKapCTBEHHOTO OOeCIeueHus
HaceneHns Coro3a;

MPEACTABIICHUS MOJHOTO PETMCTPALMOHHOTO JIOChE HA JIEKAPCTBEHHBIE
npenaparsl, 00palanrecs: B 0O4HOM rocyJapcTBe-4JICHE MOBJIEYET 3a COO0M
YBEIIMYEHNUE PACXOJIOB MPOU3BOAUTENICH HAa MOATOTOBKY PETUCTPALMOHHBIX
TOCKE;

OTCYTCTBUSA YKa3aHusl (POpMbI yIIaKOBKHU Hepac(hacoBaHHOW MPOTYKIIUU

B PCTUCTPAIMOHHOM YAOCTOBCPCHUN Coro3a He MMO3BOJIUTH OpPraHU30BLIBATH
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HA €ro Tepputopuu ¢GapManeBTUUECKUE MPOU3BOACTBA, 3aHUMAIOIIUECS
(dhacoBKOl U YIIaKOBKOW TaHHOTO BUJa MPOIYKIIUH.

8. HopmaTuBHO-TIpaBOBOE OCHOBAHHUE JIJIsl MPUHATHS TIPOCKTA PEIICHUS
EDK

Cratess 30 JloroBopa o EBpa3uiickoM 53KOHOMHYECKOM COO3€
oT 29 mas 2014 rona, nyHKT 2 cratbu 3, crathd / CoryiameHus O €IUHbBIX
NpUHLMIAX M TpaBWiIax OOpallleHus JEKapCTBEHHBIX CPEJCTB B paMKax
EBpazuiickoro skoHoMu4eckoro corosza ot 23 nexadps 2014 rona, nyHkT 84
npuioxenus Ne 1 k Permamenty pa®otel EBpasuiickoii 3KOHOMUYECKOH
KOMUCCUM,  yTBepkAeHHOro  Pemenwem  Beicmiero — EBpasuiickoro
PKOHOMHYECKOTO0 coBeTa oT 23 nekadps 2014 r. Ne 98.

9. Cdepa nonnomounii EJK, Kk KOTOpoli OTHOCUTCS MPOEKT PEIICHUS
EDQK

PerynupoBanue oOparieHust JISKapCTBEHHBIX CPEACTB U (POpMUpOBaHUE
oO1rero peiHKa B pamkax Coro3a, Ha OCHOBE eIMHBIX akToB Komuccumu.

10. ®uHAHCOBO-3KOHOMUYECKHE TIOCICACTBUS TPHUHATHS TMPOEKTa
pemenust EQK njist cyObekTOB npeInpuHUMAaTEIbCKON AeSTeTbHOCTH

[lepecMOTp CpPOKOB MEPEXOAHOTO TEPHUOJIa B CTOPOHY YBEIUYECHUS,
o0ecrieyuT  IUIABHBIM  TEpPeXoJl OT  HAIMOHAIBHBIX  JOKYMEHTOB,
MOATBEPKIAIOIINX COOTBETCTBHE MPOU3BOJICTBA TPeOOBaHUAM HaJIexKallel
MPOU3BOJICTBEHHOW MPAaKTHUKU K €AUHBIM JoKymeHTam (Coro3a U MOMOXET
MPOU3BOIUTEISIM JIGKAPCTBEHHBIX TMpenapaToB MaKCHUMalbHO KOMMDOPTHO
aJanTUPOBATHCSI K HOBBIM TPEOOBAHUSIM.

CokpartieHue o0beMa PErucTpallMOHHOTO J0ChE JUIS JIEKapCTBEHHBIX
MpenaparoB, OOpaIAIOMIMXCS HA PBIHKE OJHOI0 W3 TOCYIapCTB-UYJICHOB
CHU3ZUT  M3JICPKKU  TMPOU3BOJAUTENEH, CBA3AHHBIE C  MOATOTOBKOM
PErUCTPAIlMOHHBIX JOChE.

VYkazanue yIaKOBKHU HepachacoBaHHON IPOYKIUN B
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PErUCTPAIIMOHHOM YJIOCTOBEPEHUH MO3BOJIUT Pa3BUBATh (PapMalieBTUUECKHUE
NpPOU3BOJICTBA,  3aHUMAOIIMecs  craauedl  (acoBKU U YIAKOBKHU
Hepac(acoBaHHBIX JIEKAPCTBEHHBIX ()OPM MpenapaTroB, MOCTABISIEMBIX Ha
Tepputoputo Coro3a U3 TPETbUX CTPaH.

11. IlpennonaraeMble CpOKHU BCTyTUIEHU IpoekTa pemenuss EDK B cuny

Yepes 6 mecsiies nocie aatbl 0QUIHaIbHOTO OMyOJIMKOBAHUS.

12. Oxxumaemblii pe3yabTaT PEeTyIHPOBAHMS.

OnruMu3anus npoiecca nepexoaa

onTUMHU3AIUS Tepexojia (papmMaleBTUYECKUX MNPOU3BOJUTENICH Ha
TpeboBanuss Hamnexaieir nmpon3BoacTBeHHON mpakTuku Coro3a B Mepuoj
2020-2024 1., TpeaymnpexicHHE  BO3HUKHOBEHUS  oOdYepened  Ha
WHCIICKTUPOBAHUE TPOU3BOJICTBEHHBIX IUIOMIAIOK U CBS3aHHBIX C 3TUM
nepedoeB B MOCTaBKE MPOIYKIIMU Ha (papMalleBTUYECKUI PHIHOK;

YOPOIICHUE TMPOUEAYyphl TMPUBEJACHUSI PETUCTPAIMOHHBIX JOChE B
cooTBeTcTBUE ¢ MTpaBoM Coro3a mpu 0OpalieH!H JEKapCTBEHHOTO Mpemapara
Ha PHIHKE OJTHOT0 rOCyAapCTBa-4JICHa,;

o0OecrieueHre BO3MOXXHOCTM  BBO3a Ha  Tepputoputo  Corosa
HepachaCOBaHHOTO MPOJYKTa B ILENAX JajJbHEHIIEro €ro MCIOJIb30BaHUS
OTCUYECTBEHHBIMH TPOU3BOJUTEIIMU B TEXHOJOTHMYECKOM IIpollecce MpHu
(dacoBKe M YIIaKOBKE JIEKAPCTBEHHBIX MTPENapaToB.

13. Onmnucanue ombiTa TOCYyIapCTB — WICHOB EBpa3uiickoro
PKOHOMHMYECKOTO COI03a W MEXIYHApOIHOTO ONbITa PEryJIMpOBaHUS
OTHOIIICHUHM,  SIBISIONIMXCS  mOpeamMeTroM  mpoekta  pemeHus EODK
(c 0bocHOBaHUEM €ro MPOTPECCUBHOCTU U TPUMEHUMOCTH )

He mnpumeHuMO, NOCKOJIbKY WM3MEHEHUS BHOCSTCA B MPOLECCHI,
yCTaHOBJICHHbIE B paBe Coro3a, peryIupyronmM oOpalieHue JeKapCTBEHHbBIX

CpPEICTB.
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14. Cmenenuss O TPOBEACHUU IMYOIMYHOrO OOCYXKICHUS MPOEKTa
pemenust EQOK.

15. CBeneHus 0 3aKJIIOYEHUHN 00 OLICHKE PEryIUPYIOIIET0 BO3AECHCTBUS
Ha rpoekT pemenns EOK

16. nas uadopmariusi, OTHOCSIIASICS, TT0 MHEHHIO AenapTaMmenTa EDK,
OTBETCTBEHHOT'O 3a MOATOTOBKY TpoekTa pemenuss EDK, k ocHOBHbIM
cBesieHusiM o ipoekte pemieHus EQK u (unm) o ero noaroroBke

[Ipoekr pemieHuss paccMOTpeH W OA0OpeH pabouel rpynmnod 1o
dbopMUpOBaHUIO OOIIMX TMOJAXOJAOB K PEryJUPOBAHUIO  OOpalieHus
JIEKapCTBEHHBIX CPEACTB B paMKax EBpazuiickoro 3KOHOMHUYECKOI0 CO03a, B
COCTaB KOTOPOM BXOJIAT MPEACTABUTEINN YIIOJIHOMOYEHHBIX OPTraHOB rOCYy/1apCTB-

YJIEHOB U NPEACTABUTEIN OM3HEC-COO0IIECTBA.



