NHOOPMAINNMOHHO-AHAJIMTUYECKASA CITPABKA

0 MOCJICICTBUSIX BJIUSIHUS NMPOEKTA PelleHUus
EBpa3uiickoii 73KOHOMHYECKOM KOMUCCHH HA YCJIOBHS BeACHUS
NPeANPUHUMATEILCKOM 1eITeJIbHOCTH

HammvenoBanue npoekra pemenus: O npoekre pemenuss Cosera EBpaszuiickon
DKOHOMUYECKONM KOMHCCUM «O BHECEHHMM W3MEHEHHsS B IMOAINYHKT «a»

nyHkta 1 Pemenns CoBera EBpa3ulickoil 3KOHOMHUYECKOW KOMHUCCHH
ot 10 uronst 2022 1. No 96»

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

KiroueBoii mpoOnemMoi, Ha perieHne KOTOpOW HampaBieH IPOCKT
pelieHus, SABISETCA  HEOOXOIMMOCTh  OecrepeOoiHOro  obecreyeHus
oOpalieHusi  JIeKapCTBEHHBIX CpPEJICTB B  YCIOBUSIX  HECTAOWUJIbHOMU
TCONMOJIUTUYECKON OOCTAaHOBKM B IENIAX OXpaHbl JKW3HU U 3J0POBBS
HaceJIeHUsI TOCyJapCTB — 4WICHOB EBpPa3sHiICKOrO0 3KOHOMHUYECKOIO COHO3a
(malee  —  rocyJapcTBa-ujieHbl) W OOECIEUEeHHUs  JIEKapCTBEHHOM
0€30MacHOCTH.

2. llens perynupoBaHus

[lenb MpUHATHUS MPOEKTa PEIICHUS 3aKII0YAETCS B MPOJJICHUU CPOKa
YCTAHOBJICHHS  YMOJHOMOYEHHBIMM  OpraHaMH  TOCYJapCTB-WICHOB
BPEMEHHOTO TOpsijika oOpalieHus jgekapctBeHHbIX CpenctB no 31 aexabps
2024 r. gyist obecriedeHus MpoIecca PEerucTpalfy JEKapCTBEHHBIX CPEICTB B
YCIIOBHSIX HECTAOMIBLHOM TEOTMOJUTUYECKOW OOCTAaHOBKH, B IIENAX OXPaHbI
XKU3HHM W 3J0pOBbS  HACEJIIEHMs TOCYJapCTB-WIEHOB, oOOecreyeHus
JIEKapCTBEHHOU 0€30MacHOCTH U Oecriepe0oiHoro odecrnedueHus ooparieHus
JIEKapCTBEHHBIX CpeacTB B pamkax Coro3a.

3. 'pynma i, Ha 3amIUTy WHTEPECOB KOTOPBIX, HAIMPABIEH MPOEKT
pemenuss EQK

[IpoekT penieHus HampaBJieH B MEPBYIO OYEpE/ab Ha 3aIUTy KU3HU U

3A0POBbA  ITAIIMCHTA (KaK KOHECYHOT'O HOTpe6I/ITeJ'I$I JICKAPCTBCHHBIX
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penaparoB), 3alIUTy UHTEPECOB CUCTEMBI 3IpaBOOXpPAHEHUsS B 1IEJIOM (Kak
MEPBUYHOTO TMOTPEOUTENSI JICKAPCTBEHHBIX IMPENaparoB), MPOU3BOIUTEIICH
JIEKApCTBEHHBIX CPEJICTB, 3asBUTEICH.

4. Aapecatel  peryJdpoBaHusi, B~ TOM  YHCIE€  CYOBEKTHI
IpEeANPUHUMATENBCKON JeATEIbHOCTH, U BO3/ICHCTBUE, OKa3bIBAEMOE HA HUX
peryaupoBaHuEM

Anpecaramu peryJnupoBaHus SBJISIIOTCS MPOU3BOIUTENH
JIEKAPCTBEHHBIX IMPENApaToB M YIMOJHOMOYCHHBbIE UMHU JIUIA, 3asIBUTEIH,
YIOJTHOMOYEHHBIE OpraHbl (9KCIEPTHBIE OpraHU3alluK) rOCyIapCTB-YJICHOB,
OCYILECTBIISIIOIINE PETUCTPALMIO JIEKAPCTBEHHBIX MPENapaToB U SKCHEPTURY
MaTe€pUaJIOB PETUCTPALIMOHHOTO JOChHE.

[IpunsTHe npoekTa pelieHUs MO3BOJUT YIOJHOMOYEHHBIM OpraHaM
rocyJIapCTB-4JICHOB B cdhepe oOpallleHus JEKapCTBEHHBIX CPEACTB B paMKax
IPEBEHTUBHBIX Mep YycraHaBiauBaTh A0 31 njgexabps 2024 r. B
3aKOHOJIaTE€ILCTBE TOCYJAPCTB-WICHOB BPEMEHHBIM TOPSIOK OOpaleHus
JIEKapCTBEHHBIX  CPEJICTB, BKJIOYas  PETHCTPALMIO  JICKAPCTBEHHBIX
npenaparoB W BHECEHHWE HW3MEHEHUN B  PETUCTPAIMOHHOE  JOChE
JIEKApCTBEHHBIX TPEIapaToB;

5. CoaepkaHue yCTaHABIMBAaE€MbIX IS aJ[peCcaToB pEryJUpOBaHUS
orpaHudeHui (00s3aTEIbHBIX IPABUII IIOBEICHHS)

B pamkax mpenmaraemMoro peryjJdpoBaHUs MPEANoaraeTcsi NpouTh
10 31 nexadbpst 2024 r. CpoK yCTAHOBJICHHS YIMOJHOMOYEHHBIMU OpraHaMH
roCyJIapCTB-4JICHOB BPEMEHHOI'0 TMOpsJiKa OOpallleHusl JIEKapCTBEHHBIX
CpenctB muist o0ecrieueHus Mpolecca perucTpaluuy JeKapCTBEHHBIX CPEICTB
B YCJIOBUSIX HECTAOMJILHOW I€OMOIUTUYECKON OOCTAaHOBKH, B LIEJAX OXPaHBI
KU3HH W 3J0POBbS  HACCJICHHUS TOCYJapCTB-WICHOB, OOeCIeUeHus
JICKapCTBEHHOM 0€30IMacHOCTH M Oecriepe0oiHOro odecrneueHus oOpaIieHus

JIEKAPCTBEHHBIX CPEACTB B pamkax Corosa.
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6. MexanusMm  paspenieHuss NOpoOJeMbl W JOCTHKEHUS — IIeNd
peryJiMpoBaHusi, MPeIyCMOTPEHHbIM TpoekToM pemieHuss EDK (onmucanue
B3aMMOCBSI3M  MEXKJYy [MpejaraeMbiM pPEryJupOBaHUEM U  peliacMoi
po0JIeMOi)

JIOCTMKEHHE LENH PEryJIupOBaHUs OCYIIECTBISIETCA C MOMOIIBIO
npoieHus 1o 31 nexabps 2024 r. cpoka yCTaHOBJICHHUS YIIOJJHOMOYEHHBIMH
OpraHamMu  TOCyJapCTB-4JIE€HOB  BpPEMEHHOTO  TOpsiAKka  oOpalieHus
JIEKApPCTBEHHBIX CPEACTB JyUIsi oOecrnedyeHus TMpoliecca PerucTpaiuu
JIEKAPCTBEHHBIX CPEJCTB B YCJIOBUAX HECTAOMIBLHOW TIE€OMOIUTUYECKOM
00CTaHOBKH, B IIEJIIX OXPaHbl KU3HU U 370POBbS HACEJICHHS TOCYIapCTB-
YJICHOB, OOECIEUYeHUs JIEKAPCTBEHHOW O0€30macHOCTH U OecrnepeOoiHOro
obOecrieueHust oOpaIieHus JeKapCTBEHHBIX cpe/cTB B pamkax Coro3a.

7. CBelleHUsT O PACCMOTPEHHBIX aJbTEPHATHBAX MPEAJIaracMoOMy
pEryJIMpOBAHUIO

OtcyTcTBME BO3MOXHOCTHM YCTAHOBIIEHHSI B  3aKOHOJATENIbCTBE
roCyJapCTB-4JICHOB BPEMEHHOTO TMOpSAAKa OOpalieHusi JeKapCTBEHHBIX
CPE/ICTB B YCJIOBHUAX HECTAOWJIBHOW TE€OMOJUTUYECKON OOCTAHOBKH MOXKET
MPUBECTH K IePUIIUTY UM OTCYTCTBHUIO JIEKAPCTBEHHBIX CPEJICTB HA PHIHKAX
roCyJIapCTB-UJICHOB, MPEKPAIICHUIO OKa3aHWsl BCEX BHJIOB MEIUIIMHCKOU
MIOMOIIY, COKPAIICHUIO MPOIOKUTEIBHOCTH )KU3HH HACEJICHUS] TOCY1apCTB-
YJICHOB.

8. HopMatuBHO-TIpaBOBOE€ OCHOBAHME JUIsl IPUHSITUS TIPOCKTA PEIICHUS
EDK

Cratess 30 JloroBopa o EBpa3uilckoM 3SKOHOMHUYECKOM COIO3€
oT 29 mas 2014 rona, ctateu 4, 7, 8 u 10 CornaimieHust 0 €AMHBIX TPUHIANAX
U TpaBwiIax oOpalieHus JIEKapCTBEHHBIX CPEICTB B pamkax EBpaszuiickoro
AKOHOMHUYECKOro coro3a oT 23 aekadbps 2014 roxa, pacnopspkenue CoBeta

EBpa3uiickoil 3xoHOMHUUYECKON Komuccuu oT 17 mapra 2022 r. Ne 12.
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9. Cdhepa momHomounit EDQK, Kk KOTOpPOM OTHOCHUTCSI MPOEKT PEIICHUS
EDK

PerynmupoBanue oOpaiieHus JIEKApCTBEHHBIX CpeACTB u
COBEPIICHCTBOBAHUE OOIIEro phiHKAa B pamkax Coro3a, Ha OCHOBE €IUHBIX
akTOB EBpa3zniCcKOr 5KOHOMHUYECKON KOMHUCCHH.

10. ®uHaHCOBO-9KOHOMHYECKUE TIOCIEACTBUS TMPUHATUS IPOEKTA
pemienust EQK niist cyObeKTOB npeInpUHUMATEIbCKON AeSTEIbHOCTH

KonuuecTBeHHas M KauyeCTBEHHAsl OIIEHKA COKPAIICHUS OXHJIAeMBbIX
U3JIEPKEK (MPSIMBIX U KOCBEHHBIX) aJpecaToB PETryJIUPOBAHUS, UX JUHAMUKA
U y4eT mpu (GOpMHUPOBAHUU CTOMMOCTHU JICKAPCTBEHHBIX MPENapaToB MOTYT
OBITh TPOBENICHBI TOJBKO CYOBEKTOM XO3AWCTBOBaHUS. Takas OIleHKa HE
MOJIJIEKUAT OTPAXKECHUIO B HACTOSIIEH CHpaBKe, MOCKOJIBKY MPOBOJIUTCS Ha
OCHOBAaHUM JIaHHBIX (PUHAHCOBOM JESATEIHHOCTU MPEANPUSATUS, KOTOPbHIC
OTHOCSITCA K KaTeropuu KoHGUICHIIMATbHON UH(OPMAIIMU U HE JOCTYIHBI B
OTKPBITBIX UCTOYHUKAX U 0a3ax JaHHBIX.

11. Ilpennonaraemble CpOKH BCTyIUIEHUsI mpoekTa pemieHuss EDK B
CUITY

ITo ucreuenun 30 KaJeHIApPHBIX OHEH C JaThl €ro OQUIIMATBLHOIO
onyOJIMKOBAHUSI W PACIPOCTPAHSIETCS HAa MPABOOTHOIICHHUS, BO3HHKIINE
c 1 suBaps 2024 r.

12. Oxxupmaemblii pe3yiabTaT PeryIUPOBAHUS

[IpenoTBpaiieHne BO3HUKHOBEHHS JAePUIMTA WIH  OTCYTCTBHUSA
JIEKAPCTBEHHBIX CPEJICTB HA pPBIHKaX TOCYJIAapCTB-UJICHOB, MPEKPaICHUS
OKa3aHWs  BCEX  BHUJOB  MEIUIIMHCKOM  TIOMOIIM,  COKpalleHUs
MPOJOJIKUTEIBHOCTH JKU3HU HACEJIEHUSI TOCYAapCTB-YIECHOB B YCIOBUSIX
HECTAOMJIHLHOM TeOTOJIMTHIECKON 0OCTaHOBKH.

13. Onucanue ombiTa TOCyAapcTB —  WICHOB  EBpasmiickoro

9KOHOMHUYCCKOIo CO3a MW MCKIAYHAPOAHOTO OIlbITa PCTYJIUPOBAHUA



OTHOILICHUM,  ABJSIOIIMXCS  IpeaMeTroM  npoekrta  pemeHns  EOK
(c o00CcHOBaHUEM €r0 TPOTPECCUBHOCTU U TPUMEHUMOCTH )

[logoOHOrO ombITa B  PEryjJsATOPHOM  MpaKTHUKE OOpaleHus
JIEKapCTBEHHBIX CPEACTB TOCYJApPCTB-WICHOB M TOCYAapCTB, BXOJSIIMX B
MexayHapoaHbI COBET MO TapMOHM3AIUM TEXHUYECKHX TpeOOBaHUN K
JIEKAPCTBEHHBIM CPEJICTBAM JUIsl YEJIOBEKAa KaK IOJHONPABHBIC YIICHBI, HE
UMEETCH.

14. CBeneHust O TPOBEACHUM IyOJMYHOTO OOCYXKIEHUS HPOEKTa
pemenunst EOK

15. CBeneHust 0 3aKIIOYEHUN 00 OLIEHKE PETYIHPYIOIIETO0 BO3IEHCTBUS
Ha rpoekT pemrennss EQK

16. Mnas wuHdopManus, OTHOCAIIAACS, MO MHEHUIO JenapTaMeHTa
EDK, 0TBETCTBEHHOIr0 3a MOATOTOBKY npoekTa pemenus EDOK, k ocHOBHbIM
cBelleHusiM o Tipoekte pemeHus EQK u (um) o ero moaroroBke

[IpoekT pemieHuss paccMOTpEH Ha 3aceJaHuu padboyeil rpynmbel 1O
dbopMupoBaHUIO OOMMX TOAXOJ0B K  PETyJIMPOBAHHUIO  OOpaIieHUs
JIEKapCTBEHHBIX CPEJICTB B paMKax EBpa3uiickoro 3KOHOMHUYECKOTO COI03a.

[IpunsTHE MpOEKTa pelIeHus B UEIOM MOAIEPHKAHO BCEMH CTOPOHAMH,
BKJIIOYAsl MPEJCTABUTENICH YMOJTHOMOUYEHHBIX OPraHOB TOCYJapCTB-WJICHOB,
npescTaBuTesIe Ou3Hec-coo01ecTBa U MPOPECCUOHATIBHBIX U METUIIUHCKUX

00BEIMHEHUN.



