NHOOPMAINNMOHHO-AHAJIMTUYECKASA CITPABKA

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

HammvenoBanue npoekra pemenus: O npoekre pemenuss Cosera EBpaszuiickon
DKOHOMHUYECKONM Komuccun «O BpPEMEHHBIX Mepax II0 YCTaHOBJICHUIO
0COOEHHOCTEH OOpallleHusl JEKapCTBEHHBIX CPEACTB I MEAUIIMHCKOTO
IIPUMEHEHUSD)

1. [Ipo6nema, Ha penieHrEe KOTOPOM HampasieH npoekT pemieHus EQK

KitoueBoit mpobiiemMoid, Ha pEIICHHEe KOTOPOMl HampaBieH MPOEKT
pelieHus, SBISETCA  HEOOXOIMMOCTh  OecrepeOoiHOro  obecreyeHus
oOpalieHus JEKApCTBEHHBIX CPEACTB B YCIOBUSIX MPUMEHEHUS CIIELIMAIbHBIX
SKOHOMHYECKUX MEp MNpH OTCYTCTBUHM WM BO3HUKHOBEHUU YIPO3BI
OTCYTCTBHSI JIEKApPCTBEHHBIX CPEACTB Ha PBIHKE TOCYJAapCTB — YJIEHOB
EBpa3uiickoro 3kOHOMHUYECKOT0 COr03a (Jajnee — rocyaapcrBa-uieHsl, Cor3)
B IEJSIX OXpaHbl XKM3HU U 3/I0POBbS HACENICHUS] TOCYIApPCTB-UJICHOB U
o0ecrnevyeHust IEKapCTBEHHOM 0€30MacHOCTH.

2. llenps perynupoBaHus

Lens TIPUHSATHS IPOEKTa pelIeHus 3aKJII0YaeTCs B
coBepulieHcTBOBaHUM MpaBa Coroza B cdepe oOpallleHus JIeKapCTBEHHbIX
CPEICTB B YCIIOBUSX OOECHEUEeHMs MpOoIlecca PEerucTpaluu JeKapCTBEHHbIX
CPEICTB B IMEpUOA JEHUCTBHS CHELHUAIBHBIX 3KOHOMUYECKHX MEp IpHU
OTCYTCTBMUM WJIA BO3HUKHOBEHUM YIPO3bl OTCYTCTBUS JIEKAPCTBEHHBIX
CPEIICTB Ha PBIHKE TOCYJApPCTB-WJICHOB B LEJSAX OXPAHbI KU3HU U 3I0POBbs
HacCeJIeHUs TOCYAapCTB-UJIEHOB, 00ECIeUeHUs JEKapCTBEHHOW 0€30M1acHOCTH
u OecnepeboiiHOrO oObOecrieueHus: oOpareHus JEKApCTBEHHBIX CPEACTB B
pamkax Coro3a.

3. 'pynmna nui, Ha 3alIUTy MHTEPECOB KOTOPBIX, HAIMPAaBIEH MPOEKT

pemenunst ESK
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ITpoekT pelieHus HaMpaBieH B MEPBYIO OYEPEb HA 3aIUTY >KU3HU U
3MI0POBbsSI  MalMeHTa (Kak KOHEYHOTO TOTPEOUTENs] JIEKApCTBEHHBIX
MpernapaToB), 3alUTy UHTEPECOB CUCTEMBI 3JpABOOXPAHEHUS B 11€JIOM (Kak
MEPBUYHOTO IMOTPEOUTENSI JICKAPCTBEHHBIX IMPENapaToB), MPOU3BOIUTEINICH
JIEKapCTBEHHBIX  CPEJACTB,  3asBUTEJICH,  YIOJHOMOYEHHBIX  OPraHOB
(3KCMEPTHBIX OPTaHW3alMii) TOCYIApCTB-WICHOB, KOTOPBIC BBIMOJIHSIOT
NPOIEAYPY OLEHKH PETUCTPAIMOHHOIO JIOChE JIEKAPCTBEHHOTO TMpernapara.

4. Aapecatsl  peryiMpoBaHusi, B~ TOM  4YHUCJI€  CYOBEKTHI
NpeANPUHUMATEIBLCKON AEATETLHOCTH, U BO3JACHCTBHUE, OKa3bIBAEMOE Ha HUX
peryJIMpoOBaHUEM

Anpecaramu pEeryJInpoBaHus SABJISIFOTCS POU3BOIUTENH
JIEKApPCTBEHHBIX IMPENapaToB M YIMOJHOMOYCHHBbIE MMHU JIUIIA, 3asBUTENH,
YIOJTHOMOUYEHHBIE OpraHbl (9KCIEPTHBIE OpraHU3allliKi) roCyAapCTB-YICHOB,
OCYILIECTRIISIIONINE PETUCTPAIUIO JICKAPCTBEHHBIX MpenapaToB U SKCIEPTU3Y
MaTe€pUaJIOB PETUCTPALIMOHHOTO JOChHE.

[IpuHsITHE TPOEKTA PEILICHHS TTO3BOJIUT:

a) YIIOJJHOMOYEHHBIM ~ OpraHaM  TroCyJapCcTB-4JIeHOB B  cdepe
oOpallleHHs JICKAPCTBEHHBIX CPEJICTB B pAMKax MIPEBEHTUBHBIX Mep:

YCTaHABJIMBATh B 3aKOHOJATEIBCTBE T'OCYJIaPCTB-UJICHOB BPEMEHHBIM
MOPSIIOK  OOpaIIeHusl JICKAPCTBEHHBIX CPENICTB, BKJIIOYAs PETHCTPAIHIO
JIEKAPCTBEHHBIX MPENapaToB U BHECEHHE W3MEHEHHH B PETHCTPAIMOHHOE
JIOChE JIEKAPCTBEHHBIX TPEIAapaToB;

NPOMJINTh JACHUCTBUE CIEAYIONMX JOKYMEHTOB, CPOKH KOTOPBIX
ucrekaroT B mepuon ¢ 1 saBaps 2022 roma mo 31 nmekabps 2022 r.,
Ha 12 Mecs1ieB:

PETUCTPAIMOHHBIX YJIOCTOBEPEHUM JIEKApPCTBEHHBIX MpernapaToB IS
MEJUIIMHCKOTO TPUMEHEHUS, BBIJAHHBIX B TMOPSJKE MPEIyCMOTPEHHOM

npaBoM Coro3a, CPOK KOTOPbIX UcTekaeT B 2022 r.;
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cepTU(UKATOB COOTBETCTBUS Mpou3BoAUTENs TpeboBaHusMm [IpaBui
HAJJIEXKAILEH MPOU3BOJACTBEHHONW MPAKTUKKU EBpa3uiCKOro 3KOHOMUYECKOTO
coro3a (Jajiee — cepTUu(hUKaThI);

BHOCUTh W3MEHEHUSI B CEpTU(PUKATHI HA OCHOBAHUHU CBOMX PEIICHUU
0e3 MpoBeCHUSI UHCTICKTUPOBAHUS B TIEPUO]T CPOKA EUCTBUS CepTU(DUKATOB
B Clly4ya€ M3MEHEHHUS HANMEHOBAHUS WU (WJIH) aJpeca MECTa HaXOXKIACHUS
MIPOU3BOJAUTENS Wi UHOCTPAHHOI'O MPOU3BOIUTEIS, nepeyHs
MPOU3BOJMMBIX Ha TOW K€ MPOU3BOACTBEHHOM IUIONIAJKE U B TEX XKE
YCJIOBUSIX JIEKAPCTBEHHBIX CPEJICTB;

0) YIOJIJHOMOYEHHBIM ~ OpraHaM  TOCYJapCTB-WICHOB B  Clyuae
BO3HMKHOBEHMsI pUCKA Je(UIINTA JEKAPCTBEHHBIX MPENapaTOB Ha PBHIHKAX
rOCy/IapCTB-WICHOB (B TOM YHCIIC B CBS3U C BBEJACHHEM YKOHOMHUYCECKHUX MEp
B OTHOIICHWHM OJHOTO WU HECKOJbKO TIOCYIapCTB-4ICHOB), IOBTOPHO
IPOJIUTh AeicTBUE cepTU(UKATOB, HO HE Oosiee yeM 10 31 nexadps 2024 r.

B) 3aSBUTEJISIM HA PETHCTPAIMIO JIEKAPCTBEHHBIX MPENAPATOB B CIIy4Yae
HEBO3MOXHOCTHU pEeACTaBICHUS JEUCTBYIOIIETO JIOKYMEHTA,
MOATBEPIKIAIOIIETO COOTBETCTBHUE MIPOU3BOJICTBEHHOM MJIOIIAIKU
(TIpOU3BOICTBEHHBIX TJIOIIA/I0K) TpeOOBaHUSIM HaJlJIe)KaIIen
MPOU3BOJICTBEHHOU mnpakTuku Coro3a, npu nojgaude g0 31 nexadbps 2023 r.
3afBJICHMSI O PETUCTPAllMU  JIGKAPCTBEHHOrO Ipemapara (BHECCHHUH
U3MEHEHH B PErUCTPAllMOHHOE JOChE, MOATBEPKIACHUH PETrUCTPALUU
(mepeperucTpaliii) WJIX O TPUBEACHUM  PETUCTPALMOHHOTO  JIOCHE
JICKapCTBEHHOr0 Ipernapara B COOTBEeTCTBHE ¢ TpeboBaHusmu Coro3a)
BMECTO JAHHOT'O JOKYMEHTa MPEJCTaBJISITh B COCTABE PErUCTPAIMOHHOTO
JIOChE 3aSIBJICHUE O MPOBEJACHUM WHCIEKIHMH MPOU3BOJCTBEHHOU IMIIOMIAKH
(IpOU3BOJICTBEHHBIX IUIOMIA0K) JEKAPCTBEHHOTO IIpenapara B MEPHO/
NPOBEJICHUS  PETHCTpPallii  JICKAapCTBEHHOTO  mperapara  (BHECCHUS

U3MCHCHHUU B PETUCTPATMOHHOC JOCHEC UJIN IMPUBCIACHUA €TI0 B COOTBCTCTBUC
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¢ TpeboBanusiMu Cor03a), HA OCHOBAaHMH KOTOPOTO TaKash MHCIICKIIUS MOYET
OBITh IIPOBEJICHA B MEPUOJ PETUCTPAIIMOHHBIX MPOIIEAYpP WM BKIIOYEHA B
IJIaH  TPOBEJACHUS HMHCHEKIUMNA  (DapMaleBTUYECKUM  MHCIEKTOPaTOM
rocyJ1apcTBa-4JICHa.

5. CoaepkaHue YCTaHABIMBAEMbIX JUIA aJpECcaToOB PEryJIHMpOBAHUS
orpaHnueHUM (00s13aTEIbHBIX TTPABUIT IIOBEICHNS )

N3noxeHo B MyHKTE 5 HacTosmed MH(OPMaUMOHHO-aHAIUTHYECKOM
CITPaBKH.

6. Mexanuam  paspemieHuss 1poOjieMbl W JOCTHKEHHUS — LIENU
pEeryJMpoBaHusi, MNPeayCMOTPEeHHbIM mpoekToM pemeHus EDK (onucanue
B3aHMMOCBSI3M MEXKJYy IMpEIJIaraéMbIM PETryJIMPOBAHUEM M  pPEIIAEMOU
po0JIeMOi)

JIOCTHMKEHHE WENN PETYJIUPOBAHUS OCYILECTBISETCA C ITOMOUIBIO
YCTAHOBJICHHS B YCJIOBUSIX NMPUMEHEHUS CHEUHUAIBHBIX YKOHOMUYECKUX MEP
IIPU OTCYTCTBUM WJIA BO3HUKHOBEHUH YIPO3bl OTCYTCTBUS JIEKAPCTBEHHBIX
cpeactB Ha peiHKe Coro3a, H3JI0KEHHBIX B TYHKTE S5 HacToslieh
MH(pOPMaIMOHHO-aHATUTUYECKOM CITPaBKHU.

7. CBelleHUsI O PACCMOTPEHHBIX aJbTEPHATHBAX MPEIJIaracMoOMy
PETYJIMPOBAHUIO

OtcyTcTBME BO3MOXHOCTM  YCTAHOBIIEHHSI B  3aKOHOJATENIbCTBE
roCyJapCTB-4JICHOB BPEMEHHOTO TMOpSAKa OOpamieHusi JeKapCTBEHHBIX
CPEACTB B YCJIOBHUSIX MPUMEHEHUS CHEIHATBHBIX SKOHOMHUYECKUX MEP MOXKET
MIPUBECTH K MePUIIUTY UM OTCYTCTBHUIO JIEKAPCTBEHHBIX CPEJICTB HA PHIHKAX
roCy1apCTB-4JICHOB, MPEKPAILCHUIO OKa3aHUs BCEX BUIAOB MEIUIIMHCKON
ITOMOILH, COKPAIIEHUIO MPOIOJKUATEINBHOCTH KU3HA HACEJIEHUS TOCYyAapCTB-
YJICHOB.

8. HopmaTuBHO-TIpaBOBOE OCHOBAHUE JJISl IPUHSATHS TIPOCKTA PEIICHUS

EOK
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Cratess 30 JloroBopa o EBpa3uiickoM 3KOHOMHYECKOM COO3€
ot 29 mas 2014 rona, crateu 4, 7, 8 u 10 CornameHust 0 eAMHBIX MPUHITATIAX
U TpaBwiIax oOpalieHus JIEKapCTBEHHBIX CPEICTB B pamkax EBpaszuiickoro
PKOHOMMYECKOTro coro3a oT 23 nekadbps 2014 roga, pacnopsixenue CoBera
EBpa3ulickoil 3xoHOMHUUYeCcKOM Komuccuu oT 17 mapra 2022 r. Ne 12.

9. Chepa monnomounit EDK, Kk KOTOpoil OTHOCUTCSI MPOEKT PEIICHUS
EDK

PerynupoBanue oOpaiieHus JIEKapCTBEHHBIX CpeACTB u
COBEPIIICHCTBOBAHUE OOIIEro pbiHKa B pamkax Coro3a, Ha OCHOBE €JIMHBIX
akTOB EBpa3zniickoi 5KOHOMUYECKOW KOMUCCHH.

10. ®uHaHCOBO-9KOHOMHYECKUE TIOCIEACTBHUS TMPHUHATUS IPOCKTA
pemenust EQK njist cyObeKTOB npeInpUHUMATEIbCKON AeSTEIbHOCTH

KonuuecTBeHHas M KayeCTBEHHasl OIIEHKA COKPAILCHUS OXHIAeMBbIX
U3JIEPKEK (MPSIMBIX U KOCBEHHBIX) aJpecaToB PETryJIUPOBaHUS, UX JUHAMHKA
U y4eT mpu (POpMHUPOBAHUU CTOMMOCTHU JICKAPCTBEHHBIX MPENaparoB MOTYT
OBITh TPOBENICHBI TOJBKO CYOBEKTOM XO3AWCTBOBaHHUS. Takas OIleHKa HE
MOJJICKUT OTPAKEHUIO B HACTOSIIECH CHpaBKe, MOCKOJbKY MPOBOJUTCS Ha
OCHOBAaHHUM JIaHHBIX (PUHAHCOBOM JIEATEIHHOCTU MPEANPUSATUS, KOTOPbHIC
OTHOCSITCA K KaTeropuu KoHGUICHIIMAIbHON UH(OPMAIIMU U HE JOCTYIHBI B
OTKPBITBIX UCTOYHUKAX U 0a3ax JaHHBIX.

11. Ilpennonaraemble CpOKH BCTyIUIeHUSI mpoekTa pemieHuss EDK B
CUITY

[IpuHsiTHE TpPOEKTa pEIICHUS OXHUIACTCA PETYyJIATOpaMH  BCeEX
roCyJIapCTB-UJICHOB M TMPO(ECCHOHAIBHBIM COOOIIIECTBOM M, TOCKOJBKY
NpEACTABISIET BO3MOXHOCTh BBecTH B mpaBo (Coro3a paHee He
MPUMEHSIBILIUECS MPOLEIYPhl, CPOK BCTYIUICHUS B CHUJIy MPOEKTa PEUICHUS
cokpamieH g0 10 KalleHmZapHbBIX JHEH C JaThl €ro  Oo(QUIIMaIbLHOTO

onyOJIMKOBAHMUSI.
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12. Oxunaemblil pe3ysibTaT PeryJIupOBaHMUS.

[IpenoTBpailieHrie  BO3HUKHOBEHHUS JepUIIMTAa WIM  OTCYTCTBUS
JIEKAPCTBEHHBIX CPEJICTB HA pPBIHKaX TOCYJAapCTB-UJICHOB, MPEKPaICHUS
OKa3aHHs BCEX BHJIOB MEIUITMHCKOH IIOMOIIIH, COKpaIeHUS
MPOJOJKUTEIIBHOCTH JKW3HU HACEJICHHS TOCYJapCTB-WICHOB B CBS3U C
BBEJCHUEM MEp SKOHOMHUYECKOTO XapakTepa B OTHOILIEHHH TOCYJIapCTB-
yiieHoB Coro3a.

13. Onucanue ompiTa TrOCylapcTB —  4jieHOB  EBpasuiickoro
PKOHOMHUYECKOTO COK03a U MEXKIAYHApOJHOrO OMbITa PEryJupoBaHUs
OTHOILIEHUM,  ABJISAIOIIMXCS  NpeaMeToM  npoekra pemenus EOK
(c 0bocHOBaHUEM €0 MPOTPECCUBHOCTU U IPUMEHUMOCTH )

[logoOHOrO oOmMBITAa B  PEryilsATOPHOM MpakTHKe OOpalieHus
JIEKapCTBEHHBIX CPEACTB TOCYJAapCTB-WICHOB, a pPaBHO M TOCYAapcTB,
BXOJSIIIMX B MEXTyHapOIHBIN COBET IO TAPMOHU3ALNH KAK IOJHOIPABHBIE
YJICHbI, HE UMEETCH.

14. CBeneHust O TPOBEACHUM IyOJMYHOTO OOCYXKIEHUS NPOEKTa
pemenus EOK

15. CBeneHus 0 3aKIIFOYEHUU 00 OLEHKE PEryJMPYIOIIEr0 BO3AEHCTBUS
Ha npoekT pemrennss EQK

16. Unas wuHdopManus, OTHOCAIIAACS, MO MHEHHUIO JenapTaMeHTa
EDK, 0TBETCTBEHHOIr0 3a MOATOTOBKY npoekTa pemenus EDK, k ocHOBHbIM
cBelleHusM o ipoekte pemenuss EQK u (unm) o ero noaroroBke

[IpoekT pemieHusi paccCMOTpEH Ha 3aceJaHuu padoyeil Trpynmel 1O
dbopMHUpOBaHUIO OOMMX TMOAXOJO0B K PETYJIMPOBAHHWIO  OOpaIieHUs
JIEKapCTBEHHBIX CPEJICTB B paMKax EBpa3uiickoro 3KOHOMHUYECKOTO COI03a.

[IpunsaTHE IpOEKTa PEIICHUs B LIEJIOM MOJAEP>KaHO BCEMU CTOPOHAMM,

BKJIHO4Yas HpeHCTaBHTeHCﬁ YIIOJJHOMOYCHHBIX OpPraHOB IoCyaapCTB-4JICHOB,
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npeacTaBuTeNeil On3Hec-coodIecTBa U MPoPeCcCUHOHANBHBIX U MEAUITTHCKHUX
O0OBEIMHEHU.

Penaknys npoekra pemenus nNpoXoauT NMapajuIeIbHYIO OLIEHKY B paMKax
HoTu(uKauuu  BcemupHOl  TOpProBoil  opraHu3alMd W pealu3aluu
Memopanayma O B3aMMOINOHMMAHMM MEXAY EBpasUUCKOW 3KOHOMHYECKOM
KoMmuccue u EBponeiickuM permoHaiibHbIM Oropo BcemupHoOM opranuzaruu
30PABOOXPAHEHUS.

IIpoexr Pemenus HampaBieH B YNOJIHOMOYEHHBIM opraH Poccuiickon
@enepanuu Uisl BHECEHHs] B MHHUILIMATUBHOM TOpsJKe Ha 3acenaHue Cosera

Komuccun.



