NHOOPMAIMOHHO-AHAJIMTUYECKASA CITPABKA

0 MOCJICICTBUSIX BJIUSIHUS MPOEKTA PellleHUus
EBpa3uiickoii 3KOHOMHYECKOH KOMUCCHH HA YCJIOBUS BeACHUS
NpeANPUHUMATEILCKOM eI TeJIbHOCTH

HanmenoBanue mnpoekra pemenus: O mnpoekre pemenus Cosera
EBpa3zuiickoil 3KOHOMHYECKOW KOoMHCCMU «(O BHECEHHH W3MEHEHUU

B Pemenue Coera EBpasuiickoit 3KOHOMHUYECKONW KOMHUCCHU OT 3 HOSIOps
2016 1. No 78»

1. [IpobGniema, Ha perieHrne KOTOpOo# HampasieH npoekT pemieHus EQK

KiroueBbiMu npoOnemamu, Ha peuieHHe KOTOPBIX HAMpPaBJIEH MPOEKT
pelieHusi, SBIseTCs HEOOXOAMMOCTh akTyanuzauuu [IpaBun perucrpauuu u
AKCNEPTU3bl JIEKAPCTBEHHBIX CPEJICTB [JII MEAUIMHCKOTO TMPUMEHEHUS
(mamee — IlpaBmma perucTpani W OKCIEPTH3BI) C YYETOM OIIBITA
IpaBONpPUMEHEHUS yKa3aHHbIX [IpaBui, B yacTu:

oOecrieyeHusl BO3MOYKHOCTH 3aBEPILICHUS IIPUBEICHUS
PErUCTPALIMOHHOTO JOChE JIEKAPCTBEHHOTO Mpemnapara, 3aperucTpupOBaHHOTO
10 HAlMOHAJIBHOM NpOLENype B TIOCyIapCTBax — 4YileHaX EBpa3uiickoro
PKOHOMHUYECKOI0 COI03a (J1ajee — rocyapcrBa-uieHbl, Cor3) B COOTBETCTBUE
c TpeboBanusamu Coro3a (janee — mporeaypa MpuUBEeACHHUS B COOTBETCTBHE) IS
JIEKapCTBEHHBIX IPENapaToB, 3asBJICHHBIX HA YKa3aHHYIO Npoueaypy ao 31
nekadps 2025 roga v He 3aBEPIICHHYIO BO BCEX TOCyAapCTBaxX NMpU3HAHUS;

YCTpaHEHUS 3anpera Ha OJIHOBPEMEHHOE paccMOTpeHHE
PErUCTPALIMOHHOTO JI0Ch€ HECKOJIBKMUMHU TOCYJapCTBAMM NPU3HAHUS TIPU
BHECEHHUH B HETO U3MEHEHUM;

YOPOLIEHUS NOIX0/1a K IPOBEICHHIO aKTyaJIN3al[U1 SKCIIEPTHBIX OTYETOB
OpU BHECEHWUW HU3MEHEHUW B PETUCTPALMOHHOE J0ChE, MOATBEPKIACHHE
PEruCTpaliK, BHITIOJHEHHBIX MOCJIE PETUCTPALIUU JIEKAPCTBEHHOIO IIpernapara
WIH MIPOLEYPhI IPUBEACHUS B COOTBETCTBUE.

2.1lenp perynmupoBaHus
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AxTtyanuzanusi Tekcta [IpaBun peructpaiuu U 3KCIEPTU3BI C YUETOM
ONbITa WX MPABONPHUMEHEHUS M YCTPAaHEHHE pa3Iuyuil B MNOAXOAaX
YIOJIHOMOYEHHBIX OPraHOB rOCYJapCTB-YWICHOB K:

00€CIEUEHNI0 BO3MOXXHOCTH 3aBEPIICHUSI MPOLEAYpPhl MPUBEICHUS B
COOTBETCTBUE JJII JIEKAPCTBEHHBIX IIPEMapaTroB, KOTOpbIE Hadald €€ 10
31 nmexabpst 2025 roma M HE yCHENIM 3aBEPIIMThL BO BCEX TOCYIapCTBax
MIPU3HAHUS,

YCTPAHEHUIO 3amnpera Ha OJIHOBPEMEHHOE paccMOTpeHHe
PErUCTPALIMOHHOTO JI0Ch€ HECKOJIBKMUMHU TOCYJAapCTBAMHM NPU3HAHUS IIPU
BHECEHHH B HETO U3MEHEHUH;

K COCTaBJICHHIO SKCIEPTHBIX OTYETOB IIPM BHECEHUM W3MEHEHUU B
PErUCTPALIMOHHOE JOChE, MOITBEPKICHUE PETUCTPALIUU, BHITOTHEHHBIX MTOCIE
pPEruCTpalK JIEKApCTBEHHOTO IMpernapara WiIM NpoLeaypbl MPUBEICHUS B
COOTBETCTBHUE.

3.'pynna nuu, Ha 3alIUTy UHTEPECOB KOTOPBIX, HAMPABIIEH IMPOEKT
pemenuss EOK

[IpoekT pelieHuss HampaBieH MEPBYIO OYEPENb Ha 3allUTy UHTEPECOB
IPOU3BOAMUTEINEH JIEKAPCTBEHHBIX MPENapaToOB U YIOJHOMOYEHHBIX UMM JIUIL B
4acTM  ONTUMM3ALMUHU  JOKYMEHTOOOOpPOTa B  00JACTH  PErucTpaluu
JIEKapCTBEHHBIX MPENAPATOB, a TAKXKE 3aAIIUTY MHTEPECOB YIOJIHOMOYEHHBIX
OpraHoB  (SKCHEPTHBIX  OpraHM3alWii) TOCYAApCTB-YJIEHOB, KOTOpPBIE
BBINIOJIHSIIOT MPOLEAYPY OLUEHKH PEruCTPALMOHHOTO JOChE JIEKAPCTBEHHOTO
npernapara ¢ TO3UIUU JI0Ka3aTelbCTBa €ro 0e30MacHOCTH, COOTBETCTBUS
3aJlaHHOTO0  CTaHjapTa  KadyecTBa, Hawilydlied  APQPEeKTUBHOCTH U
OJ1aronpusATHOrO MPOGUISI COOTHOUICHHS MOJIb3bI U PUCKA.

4. AnpecaTel  peryjaupoBaHus, B TOM  4YHCIE CYOBEKTHI
MPEANPUHUMATENBCKON NEATEIbHOCTH, U BO3JIEHCTBUE, OKA3bIBAEMOE HA HUX

PEryJIMPOBAHUEM.
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AJlpecaTamMu peryJMpOBaHUS SBJISIOTCS MPOU3BOAUTEINN JIEKAPCTBEHHBIX
MpenaparoB, YIOJIHOMOYEHHBIE OpraHbl  (IKCHEPTHBIE  OpraHU3aIUH)
roCyJIapCTB-WJICHOB,  OCYILECTBISIIONIME  PETUCTPALlUI0  JIEKAPCTBEHHBIX
MpernaparoB W 3KCIEPTU3y MATEPUATIOB  PErUCTPAIMOHHOIO  JIOChE,
YHOJHOMOYEHHbBIE TPOU3BOIUTEIIEM JIUIIA.

[IpunsTHEe TIpOoeKTa pelieHus OyAeT CHoCOOCTBOBATH YCTPAHEHUIO
pa3Iuuni B MOAXOHAaX K:

poIEeype MPUBECHUS B COOTBETCTBUE;

3al0JJHEHUIO  DKCIIEPTHOTO OT4eTa 00 OleHKe Oe30MacHOCTH,
3¢ (PEeKTUBHOCTH U KauecTBa JIGKapCTBEHHOTO Mpenapara (npuioxxenue Ne 16 k
[IpaBunamM perucTpanuu U SKCIEPTU3HI,

a TaKXKe YCTPAHCHHUIO 3allpeTa Ha OJHOBPEMEHHOE PacCMOTPEHHUE
PETUCTPAIIMOHHOTO JIOChE€ HECKOJbKUMHM TOCYyIapCTBAaMM TPU3HAHUS TIPU
BHECCHUU B HETO U3MEHECHUH.

5. ComepkaHUE YCTAHABIMBAEMBIX IS aApecaToOB PEryJIHpPOBaHUS
orpaHudeHui (003aTENBHBIX TPABUII TTOBEACHUS)

B pamkax npejjaraeMoro peryJimpoBaHus MPearnoaracTcs:

U3MEHUTh MPOLEAYypPY NPHUBEICHUS B COOTBETCTBHE, OOO3HAYUB B
KadecTBe (haKTa BBINOJHEHMS JaHHOW MPOIEAYpHl JaTy Haudajga padboT B
pedepeHTHOM TOCyIapCTBE W MPEIOCTABUB 3asSBUTEIIO CPOK 3 roma i
3aBepiieHus paboT B KaXKIOM U3 TOCYAApCTB-WIECHOB (NPU STOM IMOCHE
yKa3aHUsl 3asiBUTENIEM TOCyAapCTBa-TIPU3HAHUS HA BBIMOJHEHUE PabOT B HEM
MPEAOCTaBISACTCS 2 TOJa C JIaThl MOJYUYEHHUs JOCTyNa K PErUCTPAIMOHHOMY
JIOChE U DKCIEPTHOMY OTYETYy) JUIsi OOecreueHus] «OECIIOBHOIO» IMepexoja
JIEKAQpCTBEHHBIX TMPENaparoB, 3aperuCTPUPOBAHHBIX MO HAIMOHAIbHBIM
npaBwiaM B 001uil peiHOK Coro3a;

YAQIUTh 3alpeT Ha PACCMOTPEHUE JAOKYMEHTOB PErUCTPALlMOHHOTO

HO0CbC B IoCyaapCTBax IPU3HAHUSA IMPU BHCCCHUU U3MEHEHHUM 3asBUTEIIEM B



BEPCUI0  PETUCTPAIMOHHOTO JOChE, HaXoJdlerocss B pedepeHTHOM
rocyJIapcTBe M (WJIM) Ha pACCMOTPEHUHU B rOCYyAapCTBax MPU3HAHUS;
aKTyaJu3upoBaTh (HOPMy IKCIIEPTHOTO OTUYETA 00 OlIEHKE O€30MaCHOCTH,
3(PEeKTUBHOCTH U KAYECTBA JIEKAPCTBEHHOIO MIperapara ¢ y4eToM U3MEHEHUH,
BHeceHHbIX Pemennem CoBera EBpa3uiickoi 3KOHOMUYECKOW KOMHUCCHH
oT 29 mast 2024 r. Ne 43 «O BHecenuu usMeHeHui B [IpaBuna peructpanuu u
AKCHEPTU3bI JTEKAPCTBEHHBIX CPEJCTB JIJII MEAUITUHCKOTO MTPUMEHEHUSD.

6. MexanusMm  paspemieHuss NOpoOJIEMbI W JIOCTHXKEHUS  IIEJH
peryJIMpoBaHus, MPEeAyCMOTPEeHHBIM mpoekToMm pemieHuss EDK (omucanue
B3aUMOCBSI3M  MEXAY [MpEIJaracMbiM PEryJUpPOBAHUEM U  PEHIAEMOU
po0JIeMOoit).

JlocTH)KeHHe 1enu PEeryJUpOBaHUs OCYIIECTBISIETCS C IOMOIIBIO
aKkTyanuzanuu Tekcta [IpaBuin perucrpanul U 3KCHEPTU3bI C YUETOM OIbITA
IPaBOINPUMEHEHUS YKa3aHHBIX [IpaBuil 1 BHOCUMBIX U3MEHEHUM, B YaCTH:

oOecrieueHrs BO3MOXHOCTH 3aBEPILICHUs] TPOILEAYpPhl MNPUBEACHUS B
COOTBETCTBHUE JUISl JIEKAPCTBEHHBIX IMPENAPATOB, 3asBJICHHBIX HA YKA3aHHYIO
nporeaypy 1o 31 nexadbpst 2025 roga u He 3aBEPIISHHYIO BO BCEX FOCY1apCTBAX
pU3HAHUS;

yCTpaHEHHUS 3anpera Ha OJIHOBPEMEHHOE paccMOTpEeHHE
PETUCTPALIMOHHOTO JIOChE€ HECKOJbKHMHM TOCYyIapCTBAMH MPU3HAHUS TPU
BHECEHUU B HETO U3MEHECHUM;

YIPOIIEHUS MOIX0/a K MPOBEJICHUIO aKTYaJIM3allUH SKCIIEPTHBIX OTYETOB
IpyU BHECEHUUW HW3MEHEHUHW B PErUCTPALIMOHHOE JIOChE, TIOJTBEPKICHUE
pEerucTpalvu, BBITIOJTHEHHBIX MMOCIE PETUCTPAIIUU JICKAPCTBEHHOTO Ipenapara
WJIU TIPOLEY bl IPUBEACHUS B COOTBETCTBHE.

7.CBeeHMSI O pACCMOTPEHHBIX allbTEpPHATUBAX IMpeiaraeMomy

pEryJIUpOBAHUIO.
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AJIbTEpHATUBOM HACTOSIIEMY PETYJIMPOBAHUIO SIBISIETCA COXPAHEHUE
NEUCTBYIOIIEN penakunu [IpaBun peructpannu U 3KCIEPTU3BI, UTO MPUBENIET K
U3BSATUIO W3 OOpalleHUs] HAa PBIHKE TOCYJapCTB-WICHOB JIEKAPCTBEHHBIX
MpenaparoB, HE 3aBEPUIMBIIMX MPOLEAYPY NPUBEACHUS B COOTBETCTBUE IO
31 nexabps 2025 roga. B KOHEUHOM UTOTE ATO MPUBEAET K BOZHUKHOBEHHUIO
nedeKTyphl JIeKapCTBEHHBIX MPENapaToB Ha PhIHKE 4 U3 5 TOCYAapCTB-UJICHOB,
B KOTOpPBIX HAOMIOJAINUCH 00Jie€ HU3KHUE TEMIIbl BBIMOJHEHUS YKa3aHHOU
MPOLEAYPHL.

8. HopMaTuBHO-TIpaBOBOE€ OCHOBAHME JJIsl MPUHATHUS MPOCKTA PEIICHUS
EDK

Crarest 30 [loroBopa o EBpa3uiickoM 3SKOHOMHYECKOM COIO3€E
ot 29 masa 2014 roxa, myHKT 2 ctatbu 3, ctaTha / CorjamieHus O €IUHBIX
NpUHLMINAX M MpaBWiIax oOOpalieHus JEKAPCTBEHHBIX CPEACTB B paMKax
EBpazuiickoro 3xoHOMH4YECKOro coto3a ot 23 aekadps 2014 roga, nmyHkT 84
npwioxenuss Ne 2 k Permamenty pa0Gotel EBpasmiickoil SKOHOMUYECKOM
KOMHUCCUM,  yTBepxkaeHHoro  Pemenwem  Briciero — EBpasuiickoro
AKOHOMHYECKOTro coBeTa oT 23 nekabpst 2014 r. Ne 98.

9. Chepa nmonnomouuit EDK, Kk KOTOpOl OTHOCHUTCSI MPOEKT pelIeHUs
EQK

PerynupoBanue oOpaiieHus JIEKapCTBEHHBIX CPENCTB B (OPMHUPOBAHHE
obmero peiHKa B pamkax (Coro3a, Ha OCHOBE €IMHBIX akTOB EBpazuiickoi
3KOHOMUYECKOU KOMHUCCHH.

10. ®uHAHCOBO-3KOHOMUYECKUE TIOCICACTBUS  MNPUHSATUS  TPOEKTa
pemenust EQK m1st cyObeKTOB MpeInpUHUMATENbCKON AESATEIbHOCTH

[IpuHsATHE TPOEKTA PEIICHUS HE OKAXKET OTPULIATEIBHOIO BIUSAHUSA HA
(MHAHCOBO-X035HCTBEHHYIO NEATENbHOCTD dapmaneBTUIECKIX
MIPOU3BOAUTENEH, MOCKOIBKY UM MPEIyCMATPUBAETCSI COXPAaHEHUE OOpaIllCHUS

JICKAPCTBCHHLIX IIPCIIAPATOB HC 3aBCPIIMBIINX IIPOUCAYPY HIPUBCIACHHUA B
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COOTBETCTBME HAa HAIMOHAIBHBIX PBIHKAX N0 €€ (haKTUYECKOTO OKOHYAHUA,
COXpaHEHHE BO3MOXHOCTH IMOJIYYEHUsI NPHUOBUIM OT MPOJaX JIEKapCTBEHHBIX
[penaparoB JaHHOM I'PYIIIBL.

KonuuecTBeHHass M KadyeCTBEHHAash OLIEHKA COKpALIEHUS OKUJAEMBbIX
u3ziepKeK (MPSMbIX U KOCBEHHBIX) aJIpEcaToOB PETYJIMPOBAHUS, X TUHAMUKA U
y4deT npu GOpMHUPOBAHUM CTOUMOCTH JIEKAPCTBEHHBIX MTPENapaToB MOTYT OBIThH
MPOBEJICHBl TOJIBKO KOHKPETHBIM CYOBEKTOM  XO3MMCTBOBAaHUS, JIMOO
YIOJIHOMOYEHHBIM OPraHOM IrOCy1apcTBa-ujieHa B chepe IKOHOMUKH.

JlaHHBIN BUJT OLICHKH HE MOXET OBITh OTPa)KEH B HACTOSILEH CIIpaBKe,
MIOCKOJIbKY TMPOBOJMTCS HA OCHOBAHMH JAHHBIX (DMHAHCOBOW NESITEIbHOCTU
NPEANPUITHS, OTHOCSIIUXCA K KaTeropuu KOHPUACHIIMAIbHOU WH()OpMauu
(koMMepueckas TailHa) U HE JOCTYIHBIX B OTKPBITBIX MCTOYHUKAX U 0azax
JTAHHBIX.

11. Tlpennonaraemble CPOKU BCTyIUIeHUs ITpoekTa pemienust EOK B cuity

[To wncreuenun 30 KajmeHAApHBIX JTHEW C JaThl €ro O(UIIMaIBLHOTO
Oy OJIMKOBaHMSI.

12. Oxxkunaemblid pe3yiabTaT peryJIupOBaHHUSL.

UeTkas perjaMeHTaIvs U ONITUMU3AIUS IPOLIETYP IKCIEPTHHIX paboT U
OIIEHKH PETUCTPALIMOHHOTO JI0Ch€ B OTHOIIEHUM MPOUEAYyphl TPUBEICHUS B
COOTBETCTBUE U 3aIIOJIHEHUSI SKCIIEPTHOTO OTYEeTa 00 OlLIEHKE 0€30MacHOCTH,
3¢ (PEeKTUBHOCTH U KaueCcTBa JICKAPCTBEHHOTO TIpenapara,

YCTpOEHUE 3anpera Ha OJIHOBPEMEHHOE paccMOTpeHHe
PErUCTPALIMOHHOTO J0ChE€ HECKOJIBKHUMHU TOCYJAapCTBAMM NPHU3HAHUS TIPU
BHECCHUU B HETO M3MEHECHUH.

MOBBIIIEHUE 00ECIIEUEHHUS] IOCTYITHOCTH JJIsl HACEJICHUSI JIEKAPCTBEHHBIX
Ipenaparos.

13. Onmcanue  ombpITa TOCYyIapCcTB —  4iICHOB  EBpa3miickoro

DKOHOMMYECKOTO COK3a M MEXAYHApOJIHOrO OIbITa PETYJIUPOBAHUS



OTHOILIEHUW,  SBJISIOMIMXCA  mOpeaMeroM  mpoekta  pemenuss  EDK
(c 000CHOBaHUEM €r0 MPOTrPECCUBHOCTU U TPUMEHUMOCTH )

He npumeHMMO B OTHOUIEHMHM OIbITA 3aKOHOJATENbCTBA TOCYAApPCTB-
YJICHOB, TOCKOJIbKY U3MEHEHHUS BHOCATCA B POLIECCHI, YCTAHOBJICHHBIE B IPaBE
Cotro3a, perynmpyroliue oopaiieHre JeKapCTBEHHBIX CPEICTB.

14. CBeneHust O TPOBEACHUM IMyOJIMYHOTO OOCYXKIEHHUS IPOEKTa
pemenust EOK.

15. CBenieHus 0 3aKIIFOUEHUH 00 OLIEHKE PETYIMPYIOIIETO BO3ACHCTBUA Ha
npoekT pemenuss EOK

16. nas uadopmaliys, OTHOCAIIAICS, 0 MHCHUIO JernapramenTa EDK,
OTBETCTBEHHOI'O0 3a NOATrOTOBKY mpoekTa pemeHuss EDK, k oOcCHOBHbIM
cBeJleHUsIM 0 TipoekTe pemienuss EDK u (unu) o ero nmoarotroBke.

[IpoekT pelieHUss PAcCMOTPEH U OH00OpeH paboyeil Tpynmo 1o
dbopMupoBaHHIO  OOIIMX MOAXOAOB K  PEryJIMPOBaHUIO  OOpaleHus
JIEKapCTBEHHBIX CPEJICTB B paMKax EBpa3uilcCKOro 3KOHOMHUYECKOIO COI03a,
B COCTaB KOTOPOW BXOMAT MPEICTABUTEIN YIIOJTHOMOYEHHBIX OPraHOB rOCY/IapCTB
—yjieHoB Coro3a ¥ PeICTaBUTEIN OM3HEC-COOOIIECTRA, a TAK)KE HAOIIOIaTeNsIMu
ot Pecriybnuku Y30ekucran u Pecriyonuku Kyoa.

Penakuust mpoekTa NPOXOAUT TMapauieibHYIO OLIGHKY B paMKax
HoTH(UKayu BceMupHO# TOProBoil opranu3aiuy U peaiusanui Memopanayma
O B3aMMOIIOHMMAaHUM MeXxAy EBpa3suicCKOM 3KOHOMUYECKOM KOMHCCHUEH U
EBponerickum pEruoHaIbHBIM 0ropo Bcemupnon Opra”u3anuu

3PaBOOXPAHEHMUSI.



