NHOOPMALIMOHHO-AHAVIMTUYECKAS CIIPABKA

0 IOCJIEeACTBUAX BIUAHNUA NMPOEKTA pelie HUs
EBpasuiickoil 95KOHOMHYECKOM KOMHMCCHHU HA YCIOBHUA BeJleHUS
npeanpuHUMAaTEIbCKOH AeATeJJbHOCTH

HaunmenoBanme nnpoekta pemenusi: O npoekre pemenus Cosera EBpazuiickon
PKOHOMUYECKOW KOMHUCCHM «O BHECEHHMM HU3MEHEHUS B TMOJIMYHKT «a»
nynkra | Pemennss CoBera EBpa3uilcKoil 3KOHOMHYECKOW KOMHCCHUH

oT 10 urors 2022 r. Ne 96y

1. IlpoGnema, Ha pellieHMEe KOTOPOU HampaBiieH TpoeKT peteHust EOK

KntoueBoii mpoOiiemMoil, Ha pelieHHe KOTOPOM HampaBiIeH MNPOEKT
peleHusi, SBISIETCA BEPOSTHOCTHh JAEPEKTYPhl JIEKAPCTBEHHBIX CPEJCTB,
CHIDKCHHE YPOBHS  oOOecreueHusl JIeKapCTBEHHOW O€30MacHOCTH U
BO3HMKHOBEHHE IMepedoeB C oOecreueHreM OOpaIleHusl JIeKapCTBEHHBIX
CpeICTB B pamMKax EBpa3uiickoro 3KOHOMUYECKOTo coro3a (nanee — Coro3) B
YCJIOBUSIX HECTAOUIIBHOM T'€ONMOJUTUYECKON 00CTaHOBKH.

2. llens peryaupoBaHus

[lens mpuHATUS MPOEKTA PEUICHUS 3aKJII0YaeTCsl B MPOJICHUU CPOKa,
B TEUEHHE KOTOPOTO YIOJIHOMOUYEHHBIE OpraHbl rocyapcTB — wieHoB Coro3a
(manee — rocyaapcTBa-yjeHbl) BIPABE YCTaHABIUBATh BPEMEHHBIMA MOPSIOK
oOpallieHus JIEKapCTBEHHBIX cpeiacTB ¢ 1 siBaps 2024 r. no 31 nmexaOps
2024 r. mis obecriedeHus MPOIecca PETUCTPALNK JIEKAPCTBEHHBIX CPEACTB
B YCJIOBHUSX HECTAOWJILHON I€ONMOJMTUYECKON OOCTAaHOBKH, B IIEJISX OXPaHbI
KU3HA W 3JI0pOBbsI  HACEJEHUS TOCYJAapCTB-UJIEHOB, OOECIEeUCHUS
JIEKapCTBEHHOM 0€30IMacHOCTH M OecrepeOoMHOro ooecrnedeHus: oOpalieHus
JIEKapCTBEHHBIX CpelicTB B pamkax Coro3a.

3. 'pynna num, Ha 3a0MTy UHTEPECOB KOTOPHIX, HAMPABICH MPOEKT
pemenust EQK

[IpoekT pelieHUsi HaMpaBjieH B MEPBYIO OYEPE/]b Ha 3aIMTY KU3HU U

300POBbA  ITAIIMCHTA (KaK KOHCYHOI'O HOTpe6I/IT€J'I$I JICKaApCTBCHHBIX



IpenaparoB), 3alMTy UHTEPECOB CUCTEMbI 3/I[PaBOOXPAHEHUS B LEJIOM (Kak
NEPBUYHOTO TMOTPEOUTENS JIEKAPCTBEHHBIX MPENapaToB), MPOU3BOJIUTENECH
JIEKapCTBEHHBIX CPEJCTB, 3asBUTEICH.

4. Anpecatbl  peryaupoOBaHUS, B TOM  YHCJI€  CYOBEKTHI
IpeANPUHUMATENBCKOM IEATEIbHOCTH, U BO3JIEHCTBUE, OKA3bIBAEMOE Ha HUX
pErylIMpoOBaHUEM

Anpecaramu peryJlnupoBaHUs SABJIAIOTCS POU3BOJUTEIU
JI€KapCTBEHHBIX IpEnapaToB M YINOJHOMOYEHHbIE MMM JHIA, 3asBUTEIH,
YIIOJTHOMOYEHHBIE OpraHbl (3KCIEPTHBIE OpraHU3alyi) roCyAapCTB-UJICHOB,
OCYILECTBIISIIOIME PETUCTPALIUIO JIEKAPCTBEHHBIX MIPENApaToB U SKCHEPTUIY
MaTepUaJIOB PETUCTPALIMOHHOTO J0CHE.

[IpuHsATHE NpoOEKTa peleHUs] MO3BOJUT YINOJIHOMOYEHHBIM OpraHaM
roCyJIapCTB-4wIEHOB B c(hepe oOpalleHus JIeKapCTBEHHBIX CPEACTB B paMKax
NPEBEHTUBHBIX Mep  ycTaHaBnuBath 10 31  gekabps 2024 r.
B 3aKOHOJIATEIBbCTBE T'OCYJApCTB-UJIECHOB BPEMEHHBIN MOPSIAOK OOpalleHUs
JEKAPCTBEHHBIX  CPEJICTB, BKJIKOYAas  PETUCTPALMIO  JIEKAPCTBEHHBIX
npenapartoB M BHECEHHE M3MEHEHHH B PEruCTpPalMOHHOE JO0ChE
JIeKapCTBEHHBIX MPENapaToB;

5. ConepkaHue YCTaHAaBIMBAEMBIX [JIsl AJPECaTOB PEryIUPOBAHUS
orpaHn4eHUN (00sA3aTEIbHBIX MPABUI TTOBEICHHS)

B pamkax mpennaraeMoro peryivpOoBaHHs MPEANoiaaraeTcsi IpoaanuTh
10 31 nexabpst 2024 r. cpok, B T€UEHHE KOTOPOTO YIIOJTHOMOUYECHHBIE OPTaHbl
roCyJapCTB-UJICHOB BIIPaBE YCTAHABIMBATH BPEMEHHBIN MOPSAIOK OOpalleHUs
JEKAPCTBEHHBIX CPEICTB i1 OOECledYeHusi IMpolecca perucTpanuu
JIEKapCTBEHHBIX CPEJACTB B YCIOBUAX HECTAOMJIBHOM TI€OMOIUTHYECKOM
OOCTaHOBKHM, B ILIEJNSX OXPAHBI KU3HU U 3JI0POBbsSI HACEJEHUSI TOCYNapCTB-
YJICHOB, OOECIIEUEHHMS JIEKAPCTBEHHOM Oe30MacHOCTH U OecrepeOoiHOro

oOecriedueHust oOpareHust JIeKapCTBEHHBIX CPeACTB B pamkax Coro3a.
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6. Mexanu3M paspemieHus MpoOJeMbl H  JOCTIDKCHHUS  IIENH
perylupoBaHusi, MPeayCMOTPEHHbI TpoekToM peiieHuss EDK (onucanue
B3aMMOCBSI3M  MEXKJy NpeIara€MbIM pPETYJIHMPOBAHUEM U PENIAEMOU
npoosIeMOit)

JlocTuXKeHHe UEeIu PEeryJlupoBaHUS OCYIIECTBISETCS C IMOMOUIBIO
npomienus 10 31 nekabps 2024 r. cpoka, B TEUEHUE KOTOPOTO
VIIOJJHOMOYEHHBIE OpraHbl TOCYAapCTB-UJICHOB BIIPaBE YCTaHABIMBATh
BPEMEHHBIN TOPSIJIOK OOpaIlieHus IEKapCTBEHHBIX CPEJICTB ISl 00eCTIeUeHUsI
npolecca PErucTpalnu JEKapCTBEHHBIX CPEJCTB B YCIOBUSAX HECTAOMIBLHOM
r€ONOJUTUYECKON OOCTAaHOBKH, B LEJIAX OXpaHbl >KU3HU U 3I0POBbS
HACEeJICHHS TOCYIapCTB-WIEHOB, O0eCIIeueH s IEKAPCTBEHHOW 0€30MacHOCTH
u OecnepeOoiiHOro obecriedeHus oOOpallleHUs JIEKapCTBEHHBIX CPEJCTB B
pamkax Coro3a.

7.CBefleHHSI O PACCMOTPEHHBIX AJIbTEPHATUBAX MPEAJIaraeMomMy
pEryJIMpOBaHUIO

OtcyrcTBHE BO3MOXHOCTH  YCTAHOBJIIEHUS B 3aKOHOJIaTEJILCTBE
rOCy/IapCTB-YWICHOB BPEMEHHOTO TOpsAKAa OOpallleHUs JIeKapCTBEHHBIX
CPEICTB B YCJOBHUSX HECTAOMIBHON T'€OMOJUTUYECKON OOCTAaHOBKH MOJKET
MPUBECTU K JeDUIUTY UIIK OTCYTCTBUIO JIEKAPCTBEHHBIX CPEACTB HA PhIHKAX
rOCyJIlapCTB-YICHOB, MPEKPAICHUIO OKa3aHHUs BCEX BUIOB MEIUIIUHCKOU
MIOMOIIM, COKPAIIEHUIO MPOJOJKUTEILHOCTH )KU3HU HACEJICHUSI TOCYIapCTB-
YJICHOB.

8. HopmaTuBHO-1paBOBOE OCHOBAaHME VISl TPUHATHS MPOEKTA PEIICHUS
EDK

Craress 30 J[loroBopa o EBpa3uiickoM 3>KOHOMHUYECKOM COO3€
ot 29 mas 2014 ropa, crateu 4, 7, 8 u 10 CornameHus 0 € IMHBIX IPUHIIATIAX

" IIpaBUjIax O6paIH€HI/I$I JICKAPCTBCHHBIX CPCACTB B paMKax EBp&?;PIfICKOFO
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PKOHOMHYECKOTOo coro3a oT 23 mekadpst 2014 ronma, pacnopsikenue Coera
EBpazuiickoi s5koHOMHYeCcKOr komuccuu oT 17 maprta 2022 1. Ne 12.

9. Chepa nmomnomounit EDK, Kk KOTOpOil OTHOCHUTCS MPOEKT pEIICHUS
EOQK

PerynupoBanue oOpareHus JIEKapCTBEHHBIX CpPEACTB 151
COBEPILEHCTBOBAaHME OOIIEro pelHKa B pamkax Coro3a, Ha OCHOBE €IUHBIX
akToB EBpa3uiicKol 5KOHOMUYECKON KOMUCCUU.

10. ®uHAHCOBO-PKOHOMUYECKHE TIOCJIEACTBUSI TPUHATHUS TMPOEKTa
pemienus EDK st cyObeKkTOB NpeanpuHUMAaTENbCKON IEATEIbHOCTH

[IpuHsSATHE NPOEKTA PEIICHUS] HE OKAaXKET OTPULIATEIBLHOIO BIUSHUSA Ha
(bHHAHCOBO-X035HCTBEHHYIO NEATENbHOCTD dbapmaleBTHYECKUX
IPOU3BOJAMTENEN, MOCKOJIBKY UM NPEAYCMATPUBAETCSA NPOMJICHUE CPOKa,
B T€UCHUE KOTOPOTO YIOJIHOMOYEHHBIC OPTraHbl IOCYIApCTB-YWICHOB BIIPABE
YCTaHABIMBAaTh BPEMEHHBIM MOPSIOK OOpaleHUs! JIEKApCTBEHHBIX CPEJNICTB
B rocyaapcTBax-wieHax ¢ 1 saBaps 2024 r. no 31 nexadps 2024 r., KOTOpbIi
(B ciyuae ycTaHOBIEeHHs) OyaeT JeicTBOBaTh mapawienbHo ¢ [IpaBunmamu
PETUCTPAlMM U DKCIEPTU3bI JICKAPCTBEHHBIX CPEACTB JUISI MEIUIIMHCKOIO
NpUMEHEeHUsA,  yTBepxkJIcHHbIMU  Pemennem  CoBera  EBpasuiickoit
YKOHOMHYECKON Komuccuu ot 3 HosiOps 2016 1. Ne 78.

KonuuecTBeHHass U KayeCTBEHHAsl OLEHKA COKPALICHUS OXUIAEMbIX
u3IepxKeK (IPSIMBIX U KOCBEHHBIX) aJ[pecaToB PEryJIMPOBAHUS, UX JUHAMUKA
U y4eT npu (POpMUPOBAHUM CTOMMOCTH JICKAPCTBEHHBIX MPENapaTOB MOTYT
OBITh MPOBEJCHBI TOJBKO CYOBEKTOM XO3SMCTBOBaHMS. Takasi OIlEHKa HE
MOJIUIC)KUT OTPAXKECHUIO B HACTOAIIEH CIIPABKE, MOCKOJBKY IPOBOJIUTCS Ha
OCHOBAaHMU JIAHHBIX (PUHAHCOBOW JIESITEIBHOCTU MPEANPUSITHUS, KOTOPHIC
OTHOCSITCSl K KaTeropuu KoH}uaeHIManbHol nHGOpPMAIUU U HE JOCTYITHBI

B OTKPBITBIX UCTOYHUKAX U 0azax JaHHBIX.



5

11. Ilpeanoniaraemble CpOKM BCTYIUIEHUs mpoekTa penieHuss EDK B
CUITY

[lo ucreyenun 30 kaneHIApPHBIX AHEH C JAaThl €ro O(PHUIHUAIBHOTO
OMYyOJIMKOBaHUSI W PACHPOCTPAHSACTCS Ha MNPABOOTHOIICHMS, BO3HUKIIME
c 1 suBaps 2024 r.

12. OxxumaeMsblii pe3ysnbTaT PeryIupOBaHUS

[IpenorBpamieHrie  BO3HUKHOBEHUsI Aeduiiura WIM  OTCYTCTBUS
JIEKAPCTBEHHBIX CPEJICTB Ha PBIHKAX TOCYJAPCTB-UYICHOB, MpPEKpaIicHUs
OKa3aHWsl  BCE€X  BHJIOB  MEOUUMHCKOM  TNOMOLM,  COKpAILEHUS
NPOAOJKUTENBHOCTH WU3HH HACEJIEHHUS TOCYJAapCTB-YIEHOB B YCJIOBHSX
HECTaOMIIbHOU T€OTIOJIUTHIECKON 0OCTAaHOBKH.

13. Onucanue omnbiTa TOCYyIapcTB — wWieHoB  EBpasuiickoro
SKOHOMHUYECKOTO COK3a M MEXKIYHAPOJHOIO ONbITa PETYIHPOBAHUS
OTHOLIICHWM,  SBISIIOUMXCS  OpeaMeToM  Ipoekta  pemeHus EOK
(c 000CHOBaHHEM €T0 MPOTPECCUBHOCTH U MPUMEHUMOCTH )

[logoOHOrO  oOmbITa B  PEryAATOPHOM MPAKTHUKE  OOpalleHus
JIEKAPCTBEHHBIX CPEACTB TOCYAapCTB-WICHOB M TOCYAApPCTB, BXOASIIMX B
MexyHapoaHbIii COBET IO TapMOHM3AIMU TEXHUYECKUX TPEOOBaHUM K
JIEKApCTBEHHBIM CPEJCTBAM JJIsl YEJOBEKAa KaK MOJHOIpPABHbIC YJICHBI, HE
UMEETCS.

14. Ceenenust 0 TPOBEACHUH IMYOJUYHOTO OOCYKICHHUS TMPOEKTa
pemienust EQK

[lybnuunoe oOCyXIeHHE MpOeKTa peleHus mpoBoauiaoch ¢ 19
nexadpst 2023 roma no 18 sHBaps 2024 1.

[IpoekT  pemieHus, UHPOPMAIMOHHO-AHAIUTUYECKAsT  CIpPaBKa
U ONPOCHBIM JHUCT OBbUTM pa3MmenieHbl Ha odunuanbHoMm caite Corosa

B I/IH(I)OpMaI_II/IOHHO-TGHGKOMMYHHK&HHOHHOﬁ CCTH I/IHTepHeT.
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15. CBegenus o 3aKJIIOYECHUH OO OIEHKE PETYIUPYIOMIETO BO3ACHCTBUS
Ha npoekT pemeHus EOK

16. lnas wHdopmanus, OTHOCAIIASCSA, IO MHEHHIO JerapTamMeHTa
EDK, oTBEeTCTBEHHOrO 3a MOATOTOBKY ITpoekTa pemieHuss EDK, Kk 0CHOBHBIM
cBeZIeHUsM o rnpoekTte pemenuss EJK u (unu) o ero noaroToBke

[IpoekT pelieHUsT PacCMOTPEH Ha 3acelaHuM padoyeld Tpymnmbl IO
dbopMupoBaHu0 OOUMX TOAXOJOB K  PEryJUpOBaHUIO  OOpalleHus
JIEKAPCTBEHHBIX CPEJICTB B paMKax EBpa3suiickoro ’KOHOMHUYECKOIO CO03a.

[IpuHsATHE TPOEKTA PEIICHUS B LIEJIOM NOJJIEPKAHO BCEMHU CTOPOHAMH,
BKJIIOYAsl MPEJICTaBUTENICH YIMOJIHOMOYEHHBIX OpPraHOB TOCYAApCTB-UYJICHOB,
npeacTaBuTeNeld OM3HeCc-coo0IIecTBa U MPO(heCCHOHANBHBIX U MEAUITUHCKUX

00bEIMHEHUIA.



