NHOOPMAIMOHHO-AHAJIMTUYECKASA CITPABKA

0 MOCJICICTBUSIX BJIUSIHUS NMPOEKTA PelleHUus
EBpa3uiickoii 3KOHOMHYECKOH KOMUCCHH HA YCJIOBUS BeACHUS
NpeANPUHUMATEILCKOM eI TeJIbHOCTH

HanmvenoBanme mpoekra pemenus: O mnpoekre pemenus Kosuternn
EBpa3uiickoil 3KOHOMHYECKOW KoMHcCMU «(O BHECEHHH W3MEHEHHUI
B HoMeHkiatypy nexkapcTBeHHBIX (Opm»

1. [Ipobniema, Ha pelieHre KOTOpOi HampasieH npoekT pemeHus EQK

KitoueBpiMu mpoOsIeMaMH, Ha pPEIICHHE KOTOPBIX HAMpaBiIeH MPOEKT
pelieHus, IBIseTCI HEOOXOIUMOCTb.

aKTyaJIu3allud  TEPMUHOJOTMYECKOrO  amnmapaTta  HOMEHKJIATYphbl
JIEKapCTBEHHBIX ()OPM C YyUETOM OIbITa MPABONPUMEHEHUS] U MPUBEICHUE
K eauHooOpasuio ¢ (HOpMyJIHpPOBKAMHU, BBIPAOOTAaHHBIMH MpHU pa3zpadboOTKe
Q®apmakonen EBpazuiCKOrO 3KOHOMHYECKOTO COK03d, YTBEPKICHHOMN
Pemennem  Koiutermun ~ EBpasuiickOM ~ 3KOHOMMYECKOM  KOMHUCCHH
or 11 aBrycra 2020 r. Ne 100 (manee — dapmakomness Coro3a), C yuyeToM
BHECEHHBIX U3MEHECHUM.

2.1lenb perynupoBaHus

AKTyanu3amusi HaMMEHOBAHWM  JIGKAPCTBEHHBIX (GOpM H  HX
OTpENeJICHUN C Y4YeTOM OIbITa NPABOMPUMEHEHUS W HUX YHUDUKAIUS
B cooTBeTcTBUM ¢ Papmakornieerd Coro3a B LIENIIX €IMHO00pa3HOro moaxoaa K
IPOBEACHUIO JKCIEPTU3bl PETUCTPALMOHHOTO JOChE, KOHTPOJIS KauecTBa
JIEKapCTBEHHBIX  MpEnapaToB B TOTOBBIX JIGKAPCTBEHHBIX  (PopMax,
eAMHOOOPAa3HOTO YKa3aHWs JIEKapCTBEHHBIX (OpM TpHU BEACHUU pPeecTpa
3apEerucCTpPUPOBAHHBIX JICKAPCTBEHHBIX npenapatoB Coro3a.

3. 'pynna nui, Ha 3alIUTy HWHTEPECOB KOTOPBIX, HAMPABJICH IMPOEKT
pemenuss EOK

[IpoekT perieHus HaNpaBJIeH HA 3aIIUTY KU3HU U 3I0POBbS TMalMEHTA

(KaKk KOHEYHOTO TOTPEeOWTENs JIEKAPCTBEHHBIX MPEMapaToB), YUPEKICHHM
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CUCTEMBI 3JpaBOOXpaHEHUsT B 1eJoM (KaK TEPBUYHOTO MOTPEOUTEINS
JIEKapCTBEHHBIX  NIPenaparoB), 3alUTy  HMHTEPECOB  MPOU3BOAMUTEINECH
JIEKapCTBEHHBIX NPENapartoB M HHTEPECOB YIOJHOMOYEHHBIX OpPraHOB
(3KCMEpPTHBIX OpraHu3aiui) rocygapctB — wieHoB Coro3a, KOTOpbIE
BBIMIOJIHAIOT MPOLEAYPY OLUEHKH PETHCTPALMOHHOTO AOCHE JIEKAPCTBEHHOTO
npernapara ¢ MO3UIMU JI0Ka3aTeIbCTBA €ro 0e30MacHOCTH, COOTBETCTBHUS
3alaHHOTO0  CTaHJapTa  KayecTBa, Hawiaydmedl  3(Q(EeKTUBHOCTH U
0JIaronpHUsITHOrO MPO(PHIIS COOTHOLIEHHUS MOJIB3bI U PUCKA.

4. Anpecatsl peryaupoBaHus, B TOM qyuCcIe CyOBEKThI
IpEeANPUHUMATENBCKON JESTEIbHOCTH, U BO3JICHCTBUE, OKA3bIBAEMOE HA HUX
pPETryJIMPOBAHUEM.

Anpecatamu peryaupoBaHus ABJISIFOTCS IPOU3BOAUTENH
JIEKApCTBEHHBIX MPENApPaToB, YINOJHOMOUYEHHbIE OpraHbl (dKCIEPTHHIE
OpraHu3aluM) rocyaapcTB — wieHoB Cor03a, OCYIIECTBIISIONINE PETUCTPALUIO
JIEKQpCTBEHHBIX MPENApaTOB U JKCIEPTH3Y MATEPUATIOB PETHCTPALMOHHOIO
J0ChE JIEKAPCTBEHHOTO IIpenapara.

[IpuHsATHE POEKTa PEICHUS TTO3BOJIUT YCTAHOBUTD:

IUISL TIPOU3BOAMTEINICH JIEKAPCTBEHHBIX CPEACTB — €AWHBIC MPUHIIMIIBI
(dbopMHUpOBaHMS HAMMEHOBAHWI JIEKAPCTBEHHOW (OPMBI JIEKaPCTBEHHOIO
npenapara ¥ HCTHOJb30BaHUE YHU(DUIIMPOBAHHBIX TEPMHHOB, 0003HAYAIONINX
nekapcTBeHHbIe (POopMBI B cooTBeTCTBUU ¢ Dapmakoneit Coro3a;

JUIsL  YIOJHOMOYEHHBIX OPraHoB (PKCIEPTHBIX OpraHu3auudii) —
€AMHOOOpa3HbI MOJAXO0JA K TMPOBEICHUIO OLEHKH KAayeCTBa JIEKAPCTBEHHBIX
dbopM u enuHOOOpa3HOE YyKa3aHUE JEKAapCTBEHHbIX (OPM MpPU BEACHUU
peecTpa 3aperucTpUpPOBaHHBIX JIEKAPCTBEHHBIX cpeacTB Coro3a.

5. ConepkaHue yCTaHABIMBAEMBIX JUIsI aJpPECATOB PEryJUPOBaHUSA

orpaHr4eHui (00s13aTEeNIbHBIX MPABUII MOBEJCHUS)



B  pamkax  perynupoBaHuA ~— NOPEANOJAraeTcss  aKTyaln3alus
HaUMEHOBAHUI JICKAPCTBEHHBIX (POPM C YUETOM ONBITA MPABONPUMEHEHUS U
uX YHUpUKaus B coorBeTcTBUU ¢ Papmakoneein Coro3a.

6. Mexanusm  paspemieHuss TOpoOJIeMbI W JIOCTHXKEHHUSA  IENH
peryJaupoBaHusi, MPEayCMOTPEHHbIN mnpoekToM pemenus EDK (ommcanue
B3aUMOCBSI3M  MEXAY [MpEIJaracMbiM PEryJUPOBAHUEM U  PEIIAEMOU
poosIeMOit)

JIOCTMKEHNE LEeAu PEryJMpOBaHUs OCYIIECTBISETCS C IMOMOIIBIO
aKTyajlv3allid HAauMEHOBAHUM JIGKAPCTBEHHBIX (OpPM C ydyeToM OIbITa
NpaBONMPUMEHEHUS M UX YHUUKanus B cooTBeTCTBUU C Dapmakoreeit
Coro3a.

7.CBelleHMSI O PACCMOTPEHHBIX allbTEpPHATHBAX IIpeiiaracMomy
PETYJINPOBAHUIO.

AJIbTEpHATUBOW HACTOSAIIEMY PETYJIUPOBAHUIO ABJISCTCS:

COXpaHEHHE ACHUCTBYIOIIEH PEJAKUUM HAWUMEHOBAHUM JIEKAPCTBEHHBIX
dbopM, B KOTOpbIE BHOCSATCA W3MEHEHHS, YTO HE OTpPaKaeT OIMbITa
MPaBONPUMEHEHHUS, HE COOTBETCTBYET HauMeHOBaHUsIM B @apmakonee Coro3a
U CHIXKaeT 3P(HEeKTUBHOCTD MTPABOBOIO PETYIUPOBAHUS.

8. HopMaTtuBHO-TIpaBOBOE€ OCHOBAHME JJIsl MPUHSTUS MPOEKTA PEIICHUS
EDK

Crarbst 30 [oroBopa o EBpa3uiickoM 3KOHOMHYECKOM COO3€
oT 29 mas 2014 rona, nyHkT 3 ctateu / CoriameHus o €AMHbIX TPUHIUNAX U
nmpaBWiax oOOpAIlleHUs] JICKAPCTBEHHBIX CPEJICTB B paMkax EBpasuiickoro
SKOHOMHUYECKOTro coro3a oT 23 naexadbps 2014 roga, nmyHKT 26 NpUIIOKEHUS
Ne 2 k Permamenty pabGoTel EBpasmiickoi 3KOHOMHYECKOW KOMHCCHH,
yTBEPKAECHHOTO PemenneM Boiciero EBpaznilckoro 3kOHOMUYECKOTO COBETA

ot 23 nexabpst 2014 1. Ne 98.
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9. Cdhepa nmomromounii EDK, Kk KOTOpOl OTHOCHUTCS TPOEKT PEIICHUS
EDK

PerynupoBanue oOpaleHust JIEKapCTBEHHBIX CPEACTB U (POPMUPOBAHUE
obmiero peiHKa B pamkax (Coro3a, Ha OCHOBE €JMHBIX akTOB EBpazuiickoit
AKOHOMHUYECKOW KOMUCCHUH.

10. ®uHaHCOBO-’KOHOMUYECKHE TOCIEACTBUS IPHUHATUS  IPOEKTA
petienust EQK mist cyObeKTOB npeInpUHUMATENbCKON AEATEIbHOCTH

KonuuecTBeHHas M KauyeCTBEHHAasl OIEHKA COKpAICHUs OXKHUIaeMBbIX
u3ziepkeK (MpsSIMBIX U KOCBEHHBIX ) aJIpecaToOB PEryJIMpOBaHus, UX JTUHAMUKA U
y4eT npu (POPMHUPOBAHMU CTOMMOCTH JICKAPCTBEHHBIX MpENapaTtoB MOTYT
OBITb TIPOBEACHBI TOJBKO KOHKPETHBIM CYOBEKTOM XO3SHCTBOBAaHHS, JHUOO
YIOJIHOMOUYEHHBIM OPraHOM roCy/IapcTBa-4jieHa B cpepe IKOHOMHUKHU.

JlaHHBIN BUJI OLICHKM HE MOKET OBITh OTPa)XEH B HACTOSIIEH CHpaBKe,
MIOCKOJIbKY TMPOBOJMTCS HAa OCHOBAHMM JAHHBIX (DMHAHCOBOU AESATEIHLHOCTH
IPEANPUATUS, OTHOCSIIUXCA K KaTeropur KoH(GUICHIIMAILHON MH(OpMaIuu
(komMMepueckasl TailHa) U HEe JOCTYIHBIX B OTKPBITHIX MCTOYHHMKAX M 0azax
JAHHBIX.

11. ITpeanonaraembie CpoKHu BCTyIUIeHHs TpoekTa pemenuss EJK B cuity

[To ucteyenun 30 KajeHIApHBIX JHEW C JaThl €ro O(UIMAIBLHOTrO
oy OJIMKOBaHMS.

12. Oxxunmaemblii pe3yiabTaT PeTryJIUPOBAHMUS.

[Ipumenenne B pamkax Coro3a eAUMHBIX MpaBWI (HOPMUPOBAHUS
HAaMMEHOBAHUM JIEKapCTBEHHBIX (OPM, CIOCOOOB YyKa3aHUS COJECpPKAHUS
NEUCTBYIOIIUX BEIIECTB B COCTaBE JIEKAPCTBEHHOUW (PopMbl U (HhOpMUPOBAHUS
HAaMMEHOBAHUI TEPBUYHBIX W MOTPEOUTEIHCKUX (BTOPUYHBIX) YIAKOBOK
JIEKapCTBEHHBIX CPECTB.

13. Onucanme ombiTa TOCYZapcTB —  4ieHOB  EBpaswmiickoro

O9KOHOMHUYCCKOIo COr3a MW MCKAYHAPOAHOI'O OIIblTa PCryJupOBAHUA



OTHOILIEGHUW,  SBISAIOIIUXCA  OpeAMeToM  mpoekta  pemenuss  EDK
(c 000CHOBaHUEM €r0 MPOTPECCUBHOCTU U TPUMEHHUMOCTH )

He mnpumeHumMo, TOCKOIBKY W3MEHEHUS BHOCATCS B IMPOIIECCHI,
yCTaHOBJIEHHBIE B IIpaBe Cor03a, peryaupyromnme oopalleHne JeKapCTBEHHbIX
CPEICTB.

14. CBeneHust O TIPOBEACHUM IMYOJIMYHOTO OOCYXKIEHHUS IMPOEKTa
pemenust EOK.

15. CBeneHus 0 3aKIIOYEHUU 00 OLEHKE PEryJupYIOLIEro BO3JEHCTBUS
Ha npoekT pemennst EOK

16. nas uadopmariys, OTHOCAIIAICS, IO MHCHUIO JemapramenTta EDK,
OTBETCTBEHHOI'O0 3a MOJArOTOBKY mHpoekta pewmeHuss EDK, Kk OCHOBHbIM
cBelleHUsIM 0 TipoekTe pemienuss EQK u (unm) o ero noAaroroBke

[IpoekT pelieHUss pPacCMOTPEH U OH00peH paboueil Tpynmoi 1o
dopMHUpOBaHKMIO  OOLIMX TMOAXOJOB K  PEryJHPOBAHHIO  OOpalieHus
JIEKapCTBEHHBIX CPEICTB B paMkax EBpa3uilckoro sKOHOMHYECKOIO COI03a, B
COCTaB KOTOPOM BXOJAT MPEICTaBUTEIH YIOJIHOMOUYEHHBIX OPIaHOB rOCY/IapCTB
— uwiaeHoB Corw3a U TNPEACTaBUTEIM  OW3BHEC-COOOINECTBa, a TaKXkKe
HaOmonarensmu ot PecriyOnvku Y30ekucran u PecryOnvku KyoOa.

Penakiuus mpoekTa NpoXoauT OLIEHKY B pamkax HoTh(ukaimu BecemupHoit

TOPrOBOW OPTraHU3ALNN.



