NHOOPMAINNMOHHO-AHAJIMTUYECKASA CITPABKA

0 MOCJICICTBUSIX BJIUSIHUS NMPOEKTA PelleHUus
EBpa3uiickoii 73KOHOMHYECKOM KOMUCCHH HA YCJIOBHS BeACHUS
NpeANPUHUMATEILCKOM eI TeJIbHOCTH

HanmenoBanue mnpoekra pemenus: O mnpoekre pemenuss Coseta
EBpa3uiickoil 3KOHOMHYECKOW KoMHccUU «(O BHECEHUM HW3MEHEHUU
B [IpaBuna peructpaiuu u 3JKCIEPTU3BI JEKAPCTBEHHBIX CPEACTBY

1. [Ipo6nema, Ha penieHHE KOTOPOM HampasieH npoekT pemenus EQK

KitoueBbiMH Mpo0OJieMaMH, Ha PEIICHUE KOTOPBIX HAMpaBieH MPOEKT
penieHus, IBISIOTCS:

HEO0OXOAMMOCTh 00ECTIEUNUTh B CKAThIE CPOKH MEPEX0]T 3HAUUTEIHHOTO
(6onee 17000) konmuecTBa MPOU3BOACTBEHHBIX IUIOMIAIOK Ha TPEeOOBAaHUS
Hannexamei npousBoactBeHHoU npakTuku Coro3a B nepuog 2020-2024 rr,
NpEAyNpeXICHUE BO3HUKHOBEHUSI Oyepeled Ha  HHCIEKTHPOBAHUE
MIPOU3BOJCTBEHHBIX IJIOMIAIOK M CBA3AHHBIX C 3THM IMEepe00eB B MOCTABKE
NPOAYKIIUU Ha (hapMalleBTUUECKUN PHIHOK;

HE ONTUMAaJbHbIE TPEOOBAHUS K 00BEMY PETUCTPALIMOHHOTO JTOChE JJIS
€ro MPUBEACHUSI PETUCTPALMOHHBIX JI0OChE€ B COOTBETCTBUE ¢ IpaBoM Coro3a
pu OOpaIIeHUH JICKaPCTBEHHOTO Mpernapara Ha phIHKE OJJHOTO ToCydapCTBa-
YJICHA,;

OTCYTCTBME  BO3MOXHOCTM BB03a Ha  Tepputoputo  Coroza
Hepac(hacoBaHHOTO TPOAYKTA B IEISAX JaJbHEUIIET0 €ro HCIOJb30BaHUS
OTEYECTBEHHBIMU MPOU3BOJUTEIIMU B TEXHOJOTMYECKOM IMpOLEcce MpHU
(dacoBKe U YIaKoBKE JEKAPCTBEHHBIX MPENapaToB.

2. llenpb perynupoBaHus

[{enb MpUHATHS NPOEKTA PEIICHUS 3aKII0YACTCS B!

NpoJICHUU Ha 4 roja MEPEXOJHOr0 IMEepHojia, B TEUCHHE KOTOPOTO
3asBUTENIb TIPU T0Jlaue 3asBJICHUS Ha PErUCTPalio, IOJITBEPKICHUE

peructpauuu (MepeperucTpaiuo), MPUBEAECHUE PETUCTPALMOHHOIO OCHE
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JIEKapCTBEHHOI0 TIpenapara B COOTBETCTBUE ¢ TpeOoBaHus MU EBpaszuiickoro
PKOHOMHUYECKOTO coro3a (nanee - Coro3) BOpaBe NPEICTABUTH JAOKYMEHT,
TIOATBEPIK TAFOTIIHIA COOTBETCTBHUE TpeOOBaHUSAM Ha/JIeXxKAaIIeH
MIPOU3BOCTBEHHON MPAKTHUKH, BBIIAHHBINA MTPOU3BOIUTENIO JIEKAPCTBEHHOTO
npenapara ynoJHOMOYEHHBIM OPraHoM rocynapctB - uiaeHoB Corosa, ¢ 31
nekabps 2020 roga Ha 31 nexadps 2024 rona;

BBEJICHUM BO3MOXKHOCTH TOJA4YM COKPAIEHHOTO PETUCTPAIIMOHHOTO
J0Cbe TpU TPUBEIEHUHM B cooTBeTcTBUEe C mpaBoMm Coro3a paHee
3apETUCTPUPOBAHHOTO JIEKAPCTBEHHOI'O TIpemapara s oOpalieHus Ha
PBIHKE OJHOTO TOCYIapCTBA-UJICHA,

BBCJICHMM yKa3aHUs (opMbl yImakoBKH HepacdacoBanHoro (in bulk)
IPOJYKTa B PETHCTPAIIMIOHHOE YJOCTOBEPEHHE, YTO TIO3BOJIUT 00ECIICYHBATh
BBO3 Ha Tteppuroputo Coro3za HepacpacoBaHHOTO MPOJAYKTa B LEIAX
JTATbHEHIIIETO €r0 HWCIOJB30BAaHUS OTECYSCTBEHHBIMU IPOM3BOIUTEISIMU B
TEXHOJIOTHYECKOM Tpoliecce Mpu (acoBKE M YIMAKOBKE JIEKAPCTBEHHBIX
penaparos.

3. 'pynma jim, Ha 3amIUTy WHTEPECOB KOTOPBIX, HAIPaBIEH MPOEKT
pemenust ESK

[IpoekT pemieHus HaMpaBieH Ha 3alIUTY HHTEPECOB MPOU3BOAUTEICH
JICKapCTBEHHBIX TMpernapaTtoB (CyObEeKTOB (apMarieBTUYECKOTO PBIHKA,
KOTOPBIE 3aHUMAIOTCS KOMIUJIEKTOBAHHEM PETHUCTPAIMOHHOTO  JIOChE),
YIOJIHOMOYCHHBIX ~ OpraHOB  (DKCIEPTHBIX  OpraHu3aiuii), KOTOpPBIC
BBITIOJTHSIIOT MPOIEAYPY OLEHKH PETUCTPAIMOHHOTO JOChE JIEKAPCTBEHHOTO
npenapara ¢ THO3UMLMU JOKa3aTelbCcTBa €ro 0e30MacHOCTHU, COOTBETCTBUS
3aJJaHHOTO  CTaHJgapTa KadecTBa, Hawirydmed dPPEeKTHBHOCTH |
OmarompusiTHOTO  NpO(WIs  COOTHOIIEHWS  TOJB3BI W PHCKa,

dbapmareBTHIeCKui HHCIIEKTOPAT TOCYAapCTB-UICHOB.



4. AnpecaTbl  peryjaupoBaHHs, B  TOM  4YHClI€  CyOBEKTHI
IpEeANPUHUMATENBCKON NEATEIbHOCTH, U BO3ACICTBUE, OKa3bIBAEMOE HAa HUX
peryampoBaHUEM

Anpecaramu peryjaupoBaHus SBIISFOTCS MIPOU3BOJUTENH
JIEKapCTBEHHBIX IMpENapaToB, YIOJHOMOYEHHBIE OpraHbl (IKCIEPTHHIC
opraHuzanuu) rocymapctB — ujgeHoB (Coro3a,  OCYLIECTBIISIIOIINE
pPETHCTPALMIO JIEKAPCTBEHHBIX MPENaparoB W JKCIEPTU3Y MaTepHUalIOB
PErHCTPAllMOHHOTO JIOChE, a Takxke (apMalEeBTHUECKUN HHCIIEKTOPAT
roCcyAapCTB-UJIEHOB.

5. ConepxaHue yCTaHaBIMBAEMBIX /I aJpPECaToOB peryIupOBaHUs
orpaHudeHut (00sA3aTENbHBIX TPABUII OBEACHUS)

B paMkax npejiaraeMoro peryjiupoBaHus MPeaoIaraeTcs:

OPOJJIUTh CPOK TPEACTABICHHUS JOKYMEHTOB, MOJTBEPKIAIOIINX
COOTBETCTBHUE MPOU3BOJCTBA TPEOOBAHUAM HaJIeXkKalIEH MPOU3BOJCTBEHHON
IOPAKTUKWA, BBUIAHHBIX  TNPOM3BOAMUTENIO  JIEKAPCTBEHHOrO  Ipernapara
YIOJHOMOYEHHBIM OPraHOM T'OCYapCTB-uJieHOB Ha 4 roja — 1o 31 gexadps
2024 rona;

BBECTH BO3MOXHOCTb MOJIa4yd COKPAIIEHHOTO PETrUCTPAlMOHHOTO
J0Che TpU TNpPUBEACHUU B cOOTBeTcTBHE ¢ mnpaBoMm Coro3a paHee
3apEruCTPUPOBAHHOTO JIEKAPCTBEHHOI'O Ipernapara s oOpalieHus Ha
PBIHKE OJTHOTO rOCYyJapCTBA-YJICHA;

o0ecreynThb BO3MO>KHOCTh yKa3aHus dbopMbI yIaKOBKU
Hepacgacoannoro (in bulk) npoaykra B perucTpalmoHHOM yJIOCTOBEPECHHUH,
4TO  MO3BOJUT  obOecrneunBaTh  BBO3  Ha  Teppuroputo  Corosza
Hepac(hacoBaHHOTO MPOAYKTAa B HENSIX JajJbHEHIIEro ero HCMOJIb30BaHMUS
OTEYECTBEHHBIMHM IPOU3BOJIUTEISIMA B TEXHOJIOTMYECKOM IIpoLEecce MpHU
(acoBKe U YIaKOBKE JICKAPCTBEHHBIX MPENapaToB.

6. MexaHusm Pa3pCICHUA HpO6JI€MBI )51 JOCTHUKCHUA neiaun
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peryaupoBaHusi, MpeayCMOTpeHHbIN mnpoekToM pemieHuss EDK (ommcanue
B3aUMOCBSI3H MEXKITY peaIaracMbiM peryupoBaHuEM
U perraeMoi mpooJiemMoii)

JlocTmokeHue Lend pPeryJMpoOBaHUs OCYLLIECTBISAETCA C ITOMOIIBIO
ycTaHoBJieHHUs B lIpaBunax perucrpauuu M SKCIEPTU3bI JIEKAPCTBEHHBIX
IpernapaToB il MEAULIMHCKOTO IPUMEHEHUS:

€IMHBIX MOXO0/I0B K  MPEICTaBICHUIO MPOU3BOIUTEISIMH
HallUOHAJIBHBIX cepTU(UKATOB cooTBeTcTBUs [IpaBuiam Hamexaiieu
MIPOU3BOJACTBEHHOM MPAKTUKHU,

COKpAIIECHHOTO  PETUCTPALMOHHOIO  JIOChE IS  JIEKAPCTBEHHBIX
npenaparoB, KOTOpheie OyayT oOpalmiarbcsi Ha PBIHKE OJHOTO TOCyAapcTBa-
YJICHA;

yKa3aHUsT B PETUCTPAIMOHHOM YJIOCTOBEPEHHH (POPMBbI YIAKOBKU
HepachacoBanHoro npoaykra (in bulk).

7/.CBelleHHsI O PACCMOTPEHHBIX AalbTEPHATHUBAX IMPEIJIAracMOMY
PETYIUPOBAHUIO

CoxpaHeHue IeMCTBYIONIETO PEryJIMPOBAHUS B HACTHU:

IIPEACTABIICHUSA cepTU(UKATOB COOTBETCTBHUSA Hapnexamen
MPOU3BOJICTBEHHOM TpakTuku (Coro3a TMOBJIEYET 3a CO0OHM YyBEIMYCHUE
Harpy3kd Ha (apMaleBTUYECKUNA HWHCIEKTOpaT TOCYJIapCTB-4YJICHOB,
oOpa3oBaHHe oOuepe/eldl Ha WHCICKTUPOBAHWE, BO3MOXKHBIE TIiepedbou B
MOCTaBKax TMPOJAYKIMK W HaApYIICHUE JIEKapCTBEHHOTO OO0ECIeueHUs
HaceneHns Coro3a;

MIPEICTABJIEHUS TTOJHOTO PEFMCTPALMOHHOTO JOChE Ha JIEKAPCTBEHHBIE
nmpenaparsl, OOpalIaroIIrecs B OJHOM TOCYAapCTBE-djieHE TOBJICYET 3a
coOOi  yBEIMYEHHUE  PACXOJIOB  MNPOU3BOJMUTENEH Ha  MOATOTOBKY
PETUCTPALMOHHBIX JIOCHE;

OTCYTCTBHMSI ~ yKa3zaHuss  (oOpMbl  yNmakoBKM  Hepac(hacoOBaHHOMU
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NPOAYKIWA B PETrUCTPAlMOHHOM yaocToBepeHnn Coro3a HE MO3BOJIUTH
OpraHU30BbIBATH HA €ro TeppuTOpuH (GapMalleBTUUECKUE TMPOU3BOJICTBRA,
3aHUMaroNmMecs GacoBKON M yNAaKOBKOW JAHHOTO BUJIa MPOIYKIIHUH.

8. HopmaTuBHO-TIpaBOBOE OCHOBAHUE JJISl IPUHATHS TIPOCKTA PEIICHUS
EDK

Cratess 30 JloroBopa o EBpa3uiickoM 5>KOHOMHYECKOM COKO3€
ot 29 mas 2014 roga, myHkT 2 ctaTbu 3, ctaths / CoryamieHus O €IUHbIX
NpPUHLMIAX M TpaBUiiax OOpallleHUsl JIEKApCTBEHHBIX CPEJCTB B paMKax
EBpazuiickoro skoHoMH4ecKoro corosa ot 23 nexadps 2014 rona, nyHkT 84
npwioxenus Ne 1 k Permamenty pabotel EBpasuiickoli 3KOHOMUYECKON
KOMHUCCUM,  yTBEpkIAeHHOro  Pemenumem  Beicmiero — EBpasumiickoro
PKOHOMMYECKOT0 coBeTa oT 23 nexadpst 2014 r. Ne 98.

9. Chepa nmonnomounit EDK, Kk KOTOpOil OTHOCHUTCSI MPOEKT PELICHUS
EQK

PerynupoBanue oOpaiiieHust JIEKapCTBEHHBIX CPEJICTB U (POPMUPOBAHUE
oO1mrero peiHKa B pamkax Coro3a, Ha OCHOBE eIMHBIX akToB Komuccumu.

10. ®UHAHCOBO-2KOHOMUYECKUE TOCIEJACTBUSL TMPUHATUS TPOEKTA
pemenust EQK mjist cyObeKTOB npeInpUuHUMATEIbCKON AESTETbHOCTH

[IepecMOTp CpOKOB NEPEXOAHOIO IMEPHUOJIA B CTOPOHY YBEIMYECHUS,
oOecreynT IUIaBHBIA  TEpexoJ  OT  HAIMOHAIBHBIX  JIOKYMEHTOB,
MOATBEPKIAIOIINX COOTBETCTBUE MPOM3BOJICTBA TPEOOBAHUSAM HaJJICKAIIICH
MPOM3BOJICTBEHHON MPAaKTUKU K €AUHBIM JOoKyMeHTaMm Coro3a U MOMOKET
MPOU3BOIUTENSIM JIGKAPCTBEHHBIX MPEnapaToB MaKCUMajIbHO KOM(OPTHO
aJanTHPOBATHCSI K HOBBIM TPEOOBAHUSIM.

CokpaiieHue o0beMa PErucTpPalMoOHHOrO JOChEe ISl JIEKAPCTBEHHBIX
npenaparoB, OOpAIAIOMIMXCS HA PBIHKE OJIHOTO W3 TOCYJapCTB-UYJICHOB
CHU3WUT  W3JCPKKM  MPOU3BOJIMTENEH, CBSI3aHHBIE C  IOJATOTOBKOWU

PETUCTPALIMOHHBIX TOCHE.
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VYkazanue YIIaKOBKH HepachacoBaHHOU IPOAYKIUHU B
PErHCTPALIMOHHOM YJIOCTOBEPEHHUH MO3BOJIUT Pa3BUBATh (PapMalieBTUYECKHE
IPOMU3BOJACTBA,  3aHMMAIOIIMECS  CTaauel  (acoBKM W YINAKOBKHU
Hepac(acoOBaHHBIX JIEKAPCTBEHHBIX ()OPM MpenaparoB, MOCTABISIEMBIX Ha
Tepputoputo Coro3a U3 TPETbUX CTPAH.

11. IIpennonaraemple CpOKH BCTYyIUIEHUS mpoekTa pemeHuss EOK B
CUITY

Yepes 6 mecsiieB nocie AaTbl 0QUINATEHOTO OMYyOINKOBAHUS.

12. Oxxupaemblid pe3yiabTaT peryJIupOBaHHUS.

Onrumuzanus npouecca nepexoaa

ONTHUMU3ALMS Tepexoaa (apMarleBTUYECKUX MPOU3BOJUTENCH Ha
TpeboBanus Hanmnexanield nmpous3BoCTBEHHON MpakTuku Coro3a B Mepuo/]
2020-2024 rr, npeaynpexAeHUE  BO3HUKHOBEHUS  ouepeAeil  Ha
WHCIICKTUPOBAHUE TMPOU3BOJICTBEHHBIX IUIOMIAJOK W CBS3aHHBIX C 3TUM
nepeboeB B MOCTABKE MPOAYKIMHU Ha (hapMalleBTUUYECKUN PHIHOK,

YOPOILEHUE MPOUEAYpPbl MNPUBEACHUS PETUCTPALMOHHBIX JOChE B
cooTBeTcTBUE ¢ IpaBoM Coro3a nmpu oOpalieH!H JeKapCTBEHHOro Ipenapara
Ha PbIHKE OJTHOTO rOCyAapCTBa-4JICHa,;

o0OecrieueHre BO3MOXXHOCTA BBo3a Ha  Tepputoputo  Coro3a
HepachaCOBaHHOTO MPOJYKTa B IENSIX MaJbHEUIIEro €ro HMCIOJb30BaHUS
OTEYECTBEHHBIMH ITPOU3BOJUTEISIMU B TEXHOJIOTMYECKOM IPOLECCE MpHU
(acoBKe U YIaKOBKE JIEKAPCTBEHHBIX MPENapaToB.

13. Onucanue ombiTa TrOCYyIapcTB —  WiIEHOB  EBpasuiickoro
HPKOHOMHUYECKOTO COI03a W MEXKIYHApOJHOrO ONBITa PETryJIUPOBAHUS
OTHOLICHHWM,  SBISIIOIIMXCSA  NpeaMeToM  npoekra  pemenHus  EOJK

(c 000CcHOBaHHEM €T0 TPOTPECCUBHOCTH 1 MIPUMEHUMOCTH )



He mnpuMeHMMO, NOCKOJNBKY H3MEHEHUS BHOCSTCS B IPOIIECCHI,
ycTaHoBJieHHble B mpaBe  (Coro3a,  peryaupyromuMm  oOpalleHue
JIEKapCTBEHHBIX CPEJICTB.

14. CBeneHust 0 MPOBENECHUHM MYyOJIMYHOIO OOCYXAEHUS IPOEKTa
pemenust EOK.

[Iy6nuyHoe  oOcCyXaeHHWe  TpPOEKTa  pelieHus  MPOBOJMIIOCH
¢ 30 okts6pst 2020 roga o 29 Hosa0ps 2020 r.

[Ipoexkt  pemienus,  HUHPOPMAIIMOHHO-aHATUTUYECKAs]  CIpPABKa
Y OMPOCHBIN JIUCT ObUIN pa3MellleHbl Ha opulnanbHOM caite Coro3a.

[lo pe3ynpbraraM myOIMYHOTO OOCYXACHHMSI MOCTYMWIM 3aMeyaHus
or 5 yuactHukoB (/lemaprameHT pa3BUTUS OPEAIPUHUMATEIBCKOM
NeATeIbHOCTH, JlenapTaMeHT TEXHUYECKOTO PEryJIUpPOBaHUs U aKKPEIUTALNU
EBpa3uiickoil 3KOHOMHYECKOM KOMHCCUH, ACCOIMALMSA MEXKIYHAPOIHBIX
(bapMalieBTUUECKUX IIPOU3BOAUTEIIEH, Acconuanuu Poccuitckux
dapmarieBTHUeckux  npousBogutencii, Cateibanmua  O. A.). Bce
NOCTYTIHMBIINE 3aMEUYaHUs YUTECHBI.

15. CBeneHust 0 3aKIIOUYEHUU 00 OLICHKE PETYIUPYIOIIETr0 BO3ACUCTBUS
Ha rpoekT pemenns EOK

16. Mnas wuHdopmanus, OTHOCAILIAACS, MO MHEHHUIO JernapTaMeHTa
EDK, oTBETCTBEHHOr0 3a MOArOTOBKY npoekTa pemenus EDK, k ocHOBHbIM
cBelleHusM o mipoekte pemenuss EQK u (unm) o ero noaroroBke

[Ipoekt pemieHuss paccMOTpeH W OA0OpeH pabouel rpynmod 1o
dbopMUpOBaHUIO OOLIMX TMOAXOJOB K  PEryJMpPOBAHHMIO  OOpaIieHus
JIEKapCTBEHHBIX CPEJICTB B paMKax EBpa3uiickoro 3KOHOMHUYECKOTO COI03a, B
COCTaB KOTOPOW BXOIAT MPEACTABUTENM  YIOJIHOMOYEHHBIX  OPIraHOB

TOCY/IapCTB-YWICHOB M MIPEICTAaBUTENN OM3HEC-COOOIIECTRa.



