NHOOPMAIMOHHO-AHAJIMTUYECKASA CITPABKA

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

HanmenoBanue mnpoekra pemenus: O mnpoekre pemenus Cosera
EBpa3uiickoil 3KOHOMHYECKOW KoMHcCMU «(O BHECEHHH W3MEHEHHUI
B IlpaBmiia peructpaium W SKCHOEPTU3bl JIEKAPCTBEHHBIX CPEICTB IS
MEIULIMHCKOTO TPUMEHEHUS»

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

KitoueBpiMu Mpo0OJIeMaMH, Ha pPEIICHHE KOTOPBHIX HAMpPaBJIEH MPOEKT
penieHus, ABJISIETCS HEO0OXOAMMOCTb aKTyalau3aluu TEKCTa
KJIACCU(PUKAUMOHHBIX ~ TaOJIUL M3MEHEHH  PErucTpPalMOHHOTO  JIOChE,
U3N0KEeHHBIX B gonosHeHusx V. u VI npunoxenuss Ne 19 IlpaBun
PETHCTPAallM M SKCHEPTHU3bl JIEKAPCTBEHHBIX CPEACTB JUISI MEIHUIIMHCKOIO
npumeHeHus (nanee — [IpaBuna peructpanuy ¥ 3KCIEPTU3BI) C YIETOM OIbITa
npaBONpPUMEHEHUsT YKa3aHHbIX [IpaBun u B cBsi3u ¢ u3MeHenuem vactu |l
YKa3aHHOTO TMPUJIOKEHMS, TMpeAyCMaTpUBAIOLIEH €IMHbIE TOAXOAbl K
NpolLielype BHECEHUS B PETUCTPALMOHHOE J0ChE JIEKAPCTBEHHOTO Mpernapara
He3HAYMMbIX u3MeHeHnnil |A tuna u (unu) |Any Tumna.

2.1lenb perynupoBaHus

Axrtyanuzanust Tekcra [IpaBuil peructpanuu U 3KCOEPTU3bl C YYETOM
OMbITa UX MPABONPUMEHEHHUS, YCOBEPILICHCTBOBaHUE KiaccuUKaUU
U3MEHEHUH B PErucCTPAllMOHHOE JIOChE€ JIEKAPCTBEHHOro Ipemnapara,
getanu3anus TpeOoBaHMH UM 00bEMa MPEACTaBISEMbIX JOKYMEHTOB
3asiBUTEJIEM B paMKax MpoLeaypbl BHECEHHMs HW3MEHEHHH B ILENIX
oOecrieueHUsT JOCTYMHOCTH JUIsl HAcelieHWs OOpallaroluxcsi Ha pbhIHKE
EBpasuiickoro skoHomMuueckoro coro3a (naigee — Coro3) JeKapCTBEHHBIX
penaparos, npeaynpexacHue ux nedeKTyphl, OTNITUMHU3AITUS

aIMHUHUCTPATUBHBIX NPOLEAYD, CBA3AHHBIX C YKa3aHHOM MTPOLIETYPOH.
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3.I'pynna nui, Ha 3allUTy MHTEPECOB KOTOPBIX, HANPABIEH IPOEKT
pemenuss EOQK

[IpoekT pemieHHs HampaBji€H NEPBYIO OYEpe/lb HA 3alIUTYy KU3HU U
30pOBbSl  MalMeHTa (KaK KOHEYHOI0 IMOTpeOUTeNss  JIEKapCTBEHHBIX
OpernapaToB),  3alIUTy  HMHTEPECOB  IMPOU3BOAMUTENEH  JIEKAapCTBEHHBIX
IpEenapaToB ¥ YIMOJHOMOUYEHHBIX UMM JIUI] B YaCTH ONTUMHU3ALUU U3JIMLIIHUX
TpeOOBaHUI ~ JTOKYMEHTOOOOpOTa, a  TaKke  3allUTy  HHTEPECOB
YIOJIHOMOYEHHBIX OPTaHOB (3KCIMEPTHBIX OPraHU3alUi) TOCY1apCTB — YJIEHOB
Coro3a (zmamee — rocyaapCTBa-wi€Hbl), KOTOPBIE BBIMOJIHSAIOT MPOUEAYPY
OLICHKA PETHCTPALMOHHOTO JOChE JIEKAPCTBEHHOIO Ipenapara ¢ IO3HUIHU
J0Ka3aTeNnbCcTBa €ro OE30MACHOCTH, COOTBETCTBHSI 3aJJaHHOTO CTaHJapTa
KauecTBa, Hawilydlied 3¢p(EeKTUBHOCTH U OJaronpusaTHOro mnpoduiis
COOTHOUIEHUS MOJIb3bl U PUCKA.,

4. Anpecatsl peryaupoBaHus, B TOM qyucIe CyOBEKThI
IPEANPUHUMATEIBCKON AEATENBHOCTH, U BO3JEHCTBHE, OKa3bIBAEMOE HA HUX
pEryJIupOBaHUEM.

Anpecatamu peryiupoBaHus SABJISIFOTCS POU3BOAUTENH
JIEKApCTBEHHBIX MPEMApaToB, YINOJHOMOUYEHHbIE OpraHbl (dKCIEpPTHBIE
OpraHu3allii)  TOCYJApCTB-WICHOB,  OCYILIECTBIISIIOLUIME  PETUCTPALUIO
JIEKapCTBEHHBIX MPENAPATOB M SKCHEPTH3Y MATEPUAJIOB PETUCTPALMOHHOIO
J0ChE, YIIOJITHOMOYEHHBIE IPOU3BOIUTENIEM JIULA.

[Ipunsatue mpoekTa pelleHus OyAeT CIocoOCTBOBATh YTOYHEHHUIO
KJIACCU(PUKAUMOHHBIX  TOAXOJOB K  psALy HU3MEHEHMH B  COCTaBe
PErUCTPALIMOHHOTO 10ChE, UCKITIOYEHUIO PA3IUUUMA B YCIOBUSX MPUMEHEHHUIX
KJIACCU(UKAIIMOHHBIX MPAaBWJI YHIOJTHOMOYEHHBIMU OpraHamMH (SKCIEPTHBIMU
OpraHu3alMsIMU) TOCYAAPCTB-UJICHOB, MPUMEHEHUIO €IUHBIX TPEOOBAHUM K

00bEMy TIPEIOCTABISAEMON  JOKYMEHTAIlMKW JJI JAHHBIX HU3MEHEHHH,



UCKIIIOUCHUIO U3 KJIaccupukaropa HU3MEHEHUW, KOTopble Ooliee He
peanusyroTcs Ha poiHke Coro3za.

5. CopepkaHue yCTAHABIMBAEMBIX JJISI aJPECaTOB PEryJIUPOBAHUS
orpaHrdeHui (00s13aTEIbHBIX MPABUII MOBEJCHUS)

B  paMmkax m@pemiaraeMoro — peryJiupoBaHUs — MOPEANOJaracrcs
aKTyaJIM3UupOBaTh CHUCTEMY TMOJXO0JI0B (YCJIOBHS TPUMEHEHUs, TpeOyemble
JIOKYMEHTHI) YIOJIHOMOYEHHBIX ~ OpPraHOB rocyJ1apCTB-4JICHOB u
dbapMalleBTUUECKUX MPOU3ZBOAUTENEH K KilacCU(UKAIMKM W3MEHEHUN B
PETUCTPAIIMOHHOE JIOChE JIEKAPCTBEHHOI'O0 TIpenapara ¢ Y4Y€TOM OIbITa
PaBONPUMEHUTEILHON MPAKTUKH M HM3MEHEHUS MPOUEAYypbl BHECEHUS
U3MEHEHH B Jocke B cooTBercTBUU C Pemenuem Copera Komuccun
oT 29 mas 2024 1. Ne 43,

6. MexaHu3Mm  pa3pelieHuss NpooJeMbl UM JIOCTHIKEHHUS  1IEIU
peryJIMpoBaHus, MPEeAyCMOTPEeHHBIN mnpoekTom pemenuss EDK (omucanue
B3aUMOCBSI3M  MEXAY [MpEIJaracMbiM PEryJUPOBAHUEM U  PEHIAEMOU
po0IEMOit)

VYKa3aH B ITyHKTax 2 U 5 HACTOAILIEHW CIIPaBKH.

7.CBelleHMSI O PACCMOTPEHHBIX allbTEpPHATHBAX IIpeiiaracMomy
peryJIMpOBaHMUIO.

AJIbTEpHATUBOW HACTOSIIIEMY PETYIUPOBAHUIO SBIISIETCS:

COXpaHEHHE JEUCTBYHOIIEH penakuuu IlpaBunm  perucrpanuu  u
AKCHEPTU3bl, UYTO HE TMO3BOJsECT (HAapMAIEBTUUECKUM MPOU3BOAUTEISIM,
YIOJIHOMOYCHHBIM OpraHaM (3KCIEPTHBIM OpPTraHU3aIMsIM) TOCY1apCTB-YJICHOB
obecrieunBaTh PACCMOTPEHHE ps/la BHOCUMBIX HM3MEHEHHUM TI0 Kiaccy
He3aMmemmTenbHoro  yBegomiieHus (lApy) B pErHCTPAallMOHHOE  JOChE
JIEKQpCTBEHHOTO MpernapaTta M BBIHYXIA€T OCYLIECTBIISITh PAacCMOTPEHUE
TaKuX M3eMEeHHEeHU! 1o kiaccy IB (¢ mpoBeneHueM sKCEepTU3bl) WU KIACCY

IA (c yrpo3oil u3bsATUS Npenapara ¢ pblHKa IPU HEOJOOPEHUU BHOCHUMBIX
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U3MEHEHUN CO CTOPOHBI pAa3pelIMTENbHBIX OpraHoB). JlaHHBIA TOAXO0A
CONIPOBOXKIAECTCSA 3HAYUTEIIBHBIMU HEONTUMAIBHBIMM C TOYKH 3pPEHHS
pacnpenesieHdst o0beMa padoT 3aTpaTaMu TPY1a BBICOKOKBaIU()UIIMPOBAHHBIX
DKCIIEPTOB  YIOJIHOMOYEHHBIX  OPraHOB  (SKCHEPTHBIX  OpraHu3aIui)
rocyJapCcTB-WICHOB, (papMalleBTUYECKUX MPOU3BOAUTENCH M 3asgBUTENEH, a
TaKX€ B3aUMOITPOTUBOPEUYALIUMH YCIOBUSIMU MOATOTOBKH JIOKYMEHTALIUH.

8. HopMaTuBHO-TIpaBOBOE OCHOBAHME JJIsl MPUHSATHUS MPOCKTA PEIICHUs
EOK

Craress 30 J[loroBopa o EBpasuiickoM HKOHOMHMYECKOM COO3€
oT 29 mas 2014 rona, myHKT 2 ctatbu 3, cTarhsi / CorjamieHus O €IUHBIX
OpPUHIUMIIAX M TpaBUjiaX OOpallleHUus JIEKAPCTBEHHBIX CPEJICTB B paMKax
EBpazuiickoro 3xoHOMHYECKOro coto3a oT 23 aekadps 2014 roga, nyHkT 84
npwioxenuss Ne 1 k Permamenty paOotel EBpasuiickoil 3KOHOMHUYECKOU
KOMUCCUM,  YyTBepKIeHHoro  Pemenunem — Beicmiero  EBpasuiickoro
AKOHOMHYECKOT0 coBeTa oT 23 nekadps 2014 r. Ne 98.

9. Chepa momromouunit EDK, Kk KOTOpOil OTHOCHUTCS MPOEKT pEUICHUs
EDK

PerynupoBanue oOpallleHusl JIEKapCTBEHHBIX CPEJICTB U (POPMHUPOBAHUE
obmiero peiHKa B pamkax (Coro3a, Ha OCHOBE €IMHBIX akTOB EBpaszuiickoi
AKOHOMHUYECKOW KOMHUCCHUH.

10. ®uHAHCOBO-?KOHOMHYECKHE TMOCIEACTBUS  MPUHATUS  IMPOEKTa
pemienust EDK niig cyObekToOB peAnpUHUMATENBCKON AESTEIbHOCTH

[IpuHATHE TPOEKTAa PEUIEHUs HE OKaXEeT OTPULATEIBHOIO BIMSHHUS HA
(MHAHCOBO-XO035CTBEHHYIO NEATEIbHOCTD (dapmaneBTUYECKUX
IIPOU3BOUTENEH, ITOCKOJIBKY CHHKAET BEPOATHOCTh HENIPU3HAHWS U3MEHEHUN
B PErMCTPALIMOHHOE JIOChE, PaHEE HE MMEBIIMX KIACCU()HUKALMOHHBIX KOJOB,

WJIU JOTYCKAIOIIUX BapUAHThI HEOTHOTUITHOM KIacCH(PUKAITUH.
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KonmnuecTBeHHass M KadyeCTBEHHAs OLEHKA COKpPAIIEHUS OXHUIAEMBbIX
u3zepxeK (MpsSMbIX U KOCBEHHBIX) aIpeCcaToOB PEryJIUPOBaHUs, UX JUHAMUKA U
y4eT npu (POPMHPOBAHUU CTOMMOCTU JIEKAPCTBEHHBIX IPENaparoB MOTYT
OBITh TPOBEACHBI TOJBKO KOHKPETHBIM CYOBEKTOM XO3SHWCTBOBAaHMS, JIUOO
YIOJHOMOYEHHBIM OPTaHOM TOCYIapCTBa-WICHA B chepe IKOHOMUKH.

JlaHHBIN BUJI OLICHKH HE MOJXKET OBITh OTPa)XKEH B HACTOSIIEH CHpaBKe,
MIOCKOJIbKY MPOBOAUTCS Ha OCHOBAaHUM JIaHHBIX (DMHAHCOBOW AESATENBHOCTH
MPEANPUITHS, OTHOCSIIMXCS K KaTerOpUu KOH(PUIAECHUMAIBLHON HHPOpMALINU
(koMMepUecKas TailHa) M HE JOCTYIHBIX B OTKPBITBIX MCTOYHUKAX U 0azax
JaHHBIX.

11. ITpeanonaraemeie CpOKHU BCTyIUIeHHs TpoekTa pemenus EJK B cuity

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

12. Oxxunaemblii pe3yiabTaT PEryJIUPOBAHMUS.

AKTyanuzanusi ~ OpoOUENyp  DKCIEPTHBIX  padOT W OLEHKHU
PErUCTPALIMOHHOTO J0ChE€ MO W3MEHEHUSM BHOCHUMBIM B PErMCTPALIMOHHOE
J0ChE JIEKapCTBEHHOI'O Mpernapara C YYE€TOM HOBBIX KJIACCHU(PUKALMOHHBIX
KOJIOB, YTOUYHEHHBIX YCJIOBHI U NIEpEYHEN JOKYMEHTAIUH;

MOBBIIICHUE oOecrieueHus JNOCTYITHOCTH VISt HaceJIeHUs
JIEKapCTBEHHBIX MpenapaToB U ONTUMHU3ALNKU a[IMUHUCTPATUBHBIX MPOLEYD,
CBA3aHHBIX C BHECEHMEM W3MEHEHMM B  PErucCTPAallMOHHOE JOChEe
3apEruCTPUPOBAHHOIO JIEKAPCTBEHHOT 0O IIpenapara.

13. Onucanue ompiTa TrOCyAapcTB —  4ieHOB  EBpasmiickoro
SKOHOMHYECKOIO0 COK3a M MEXKIYHapOJHOTO OIbITa PEryJIUPOBaHUS
OTHOLICHWM,  SBJISIOIIMXCA  NpeaMeToM  mnpoekra  pemeHus  EOK
(c 060CHOBaHUEM €r0 MPOTPECCUBHOCTU U TPUMEHUMOCTH )

He npumeHMMO B OTHONIIEHUHU OIbITA 3aKOHOJATEILCTBA TOCYAapCTB-

YJICHOB, IIOCKOJIbBKY HU3MCHCHHS BHOCATCA B IIPOHCCChI, YCTAHOBJICHHLIC B
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npaBe Coro3a, peryjaupyromue oOpalleHUue JIEKaPCTBEHHBIX CPEJICTB.
W3meHeHns BHOCITCS C Y4YE€TOM HAKOIJICHHOTO OTBITa IMPaBOMPUMEHEHUS
[TpaBun peructpa 1 3KCIEPTU3bI, U B 3TON CBS3H, HE SBIISIOTCS MIEPEHOCOM
AQHAJIOTUYHBIX HOPM TPETHUX CTPaH, WHBIX WHTETPAIIMOHHBIX OOBEAWHEHUU
WM MEXIYHApOIHOTO onbITa B ipaBo Coro3a.

14. CBeneHust O TIPOBEACHUM IMYOJIMYHOTO OOCYXKIEHHUS IMPOEKTa
pemenust EOK.

[IyonuuHOoe 00CyX JeHUEe MPOEKTa PEIICHUs MPOBOJUIOCH ¢ 4 U0 1O
3 aBrycrta 2024 roza.

[Ipoekt penieHus, nH(OPMaAIMOHHO-aHATUTHYECKAs CIIpaBKa
M OMNPOCHBIM JHUCT ObUIM pa3MmelieHsl Ha odunuaabHoM caite Coro3a
B WH(pOPMAITMOHHO-TEIICKOMMYHHUKAIIMOHHON ceTh MIHTepHeT.

15. CBeneHus 0 3aKIOYEHUU 00 OLEHKE PEryJMpYIOUIEro BO3JIECUCTBUS
Ha mpoekT pemennst EOK

16. nas uadopmariys, OTHOCAIIAICS, 0 MHCHUIO JemapramenTta EDK,
OTBETCTBEHHOI'O0 3a TMOJTOTOBKY TmpoekTa pemeHuss EDK, k ocCHOBHbIM
cBelleHUsIM 0 TipoekTe pemienuss EDK u (unun) o ero moarotoBke

[IpoekT pelieHUss PAcCMOTPEH W OH0OpeH paboueil Tpynmo 1o
dbopMupoBaHHIO  OOIIMX MOAXOAOB K  PEryJMpOBaHUI0  OOpalieHus
JIEKapCTBEHHBIX CPENICTB B paMKax EBpa3miickoro »KOHOMHUYECKOTO COI03a,
B COCTaB KOTOPOH BXONAT TMPEACTABUTENINM YIOJHOMOUYEHHBIX OpPTaHOB
rocynapctB — wieHOB (Coro3a U MpecTaBUTeNId OM3HEC-COOOLIECTBA, a TaKKe
HaOmonarensmu ot PecriyOnvku Y3oekucran u Pecryonvku KyoOa.

B mpoekre PenreHuss ydreHbl HOBBIC KJIACCH(UKAITMOHHBIC TO3WIMHA HE
TOJIBKO C Y9E€TOM OIBITa YIOJTHOMOYEHHBIX OPTaHOB (IKCIIEPTHBIX OPTaHU3AIINH )
rocygapcTB-wieHoB Coro3a MpH BBITIOJIHEHUH COIO3HBIX MPOIEAYpP, HO U OMbITA

EBporneiickoro coro3a 1o kiaccupuKauyu HOBBIX TUTIOB U3MEHEHHIA.



Pemakuusa mpoekra Ipoluia [AapajuIeNIbHYIO  OLEHKY B paMKax
HoTu(UKauuu  BcemupHOl  TOpProBoid  OpraHusalud W peaau3aluu
MeMopanayma O B3aMMONIOHUMAaHUUA MexXAy EBpasuiickoli 3KOHOMUYECKOM
komuccueil u EBpornelickuM pernoHalbHbIM Oropo BcemmupHoil opranuzanuu

37PaBOOXPAHEHHUSI.



