NHOPOPMALIMOHHO-AHAJIUTUYECKAS CITPABKA
0 NOC/IEACTBUAX BIMAHNUA NPOEKTA PelleHUs
EBpasuiickoii 3JKOHOMHYECKO KOMUCCHHU HA YCJIOBUS BeACHUSA
NpeInpUHIMATEILCKON 1eATeIbHOCTH

HaumeHnoBanue npoekra pemeHus: O TpeOOBaHUSAX K MHCTPYKIMH IO
MEIULMHCKOMY TMPUMEHEHUIO JIEKapCTBEHHBIX IMpErnaparoB M  OO0mIen

XApAKTEPUCTUKE JIEKAPCTBEHHBIX IPEINAPATOB I MEAULIMHCKOTO IIPUMEHEHHUS.

1. Ilpobnema, Ha pelieHrne KOTOpo HarpasieH npoekT pemenns EJK.

KiroueBoii mpoOneMoil, Ha pelieHrue KOTOPOW HalpaBlIeH MPOEKT
pEIICHUSI, SIBJISIETCS YCTPAHEHHE pa3IMuMil B TPEOOBAHUSX K H3JI0KECHUIO
uHbopMmari B  OOIIEH  XapaKTepUCTUKE JIEKAPCTBEHHOIO Ipernapara,
€€ MOHATHOCTU U JOCTYITHOCTH B UHCTPYKIIUU 110 MEIUIIMHCKOMY MPUMEHEHUIO
(JTMCTKe-BKIIQABIIIE) JUISI UACHTUYHBIX JIEKAPCTBEHHBIX MPENapaToB (C y4EeTOM
COCTaBa, MOKa3aHUM K MPUMEHEHUI0 U 0coOeHHOCTel BBeaeHUs). [Ipu 3ToM,
CYILIECTBEHHON MPOOJIEMOM SIBISIETCS HMCHOIb30BAaHUE PA3JIMYHBIX MOIAXOO0B
ITPOU3BOAUTEISIMU TOCYAAPCTB — YIEHOB EBPa3HICKOr0 SKOHOMUYECKOTO COK03a
(Tarmee COOTBETCTBEHHO — rocynapcrBa-wieHbl, COr03) K MOATOTOBKE TEKCTOB
oOmieli  XapakTepUCTUKU  JIGKAPCTBEHHOTO TIpermapara W HMHCTPYKIUU
M0 MEIUIIMHCKOMY TTPUMEHEHHIO, YTO MPEMATCTBYET CBOOOTHOMY OOpAIICHHUIO
JIeKapCTBEHHBIX TpenaparoB B pamkax (Coro3a, CO37JaeT YCIOBUSA IS
HETOOPOCOBECTHOM ~ KOHKYPEHIIMM TIPU  TOCIUTAIBHBIX  3aKymKax  JyIs
MPOU3BOJUTENIEH MO CYTH HJCHTUYHBIX JICKAPCTBEHHBIX IPENaparoB
(c yueToM cocTaBa, MoKa3aHUW K MPUMEHEHUIO U 0COOCHHOCTEH BBEICHMS ).

2. llenb perynupoBaHusl.

Lenb mpeayiokeHHOTO B MPOEKTE PEILICHUS! PEryIUpOBaHUS 3aKII0UAETCs
B YCTpPaHEHUM Pa3jIvu4hili B YCTAHOBIICHHBIX 3aKOHOAATEILCTBOM TOCYIApPCTB-

YJICHOB TPEOOBAHMAX K MBJIOKEHUIO WH(GOpMAIMK B OOIIEH XapaKTEPUCTHKE



JIEKaPCTBEHHOIO TIperapara B MHCTPYKLMM IO MEIULIMHCKOMY HPHUMEHEHHIO
JUI UJIEHTUYHBIX JIEKQPCTBEHHBIX IMPENaparoB (C YYETOM COCTaBa, MOKa3aHUi
K IPUMEHEHHUIO U OCOOCHHOCTEW BBEICHUS), KOTOPBIE SIBIAIOTCS OaphepOM IS
oOpaiieHusi Ha enuHoM pbiHKe (Coro3a, CBS3aHHOTO C  HEOJAMHAKOBBIM
U3JIOKEeHHeM HHGopMmalu (HampuMmep, B 4YacTH €€ o0beMa U TOJHOTHI)
O JIEKAPCTBEHHOM IIpErapare WU HEBO3MOXHOCTBIO B CBSI3HM C JTUM IPOWUTH
IIPOLEAYPY IKCHEPTU3BI YIIOJIHOMOYEHHBIM OpPraHOM TI'OCYIapCTBa-dji€Ha IPU
€0 PErUCTPALUH.

IlonoxkeHnss mNpoeKTa pemeHus CO34al0T OCHOBY [UIL  B3aMMHOIO
NpU3HAHUA TEKCTOB OOIIEeH XapaKTEpPUCTUKU JICKApPCTBEHHOTO IIperapara
U MHCTPYKIMH N0 MEIULIMHCKOMY IIPUMEHEHHIO, a TaKXKE pPE3YyIbTaToB
UX SKCIEPTU3bI, UYTO OyJIeT CHOCOOCTBOBAaTh IMOBBIIICHUIO YPOBHS KauecTBa
JIEKapCTBEHHBIX IIPENApaToB M TPAHCIAPEHTHOCTH HX O0OpOTa B pamKax
Coroza.

3. I'pynma mum, Ha 3alIMTY WHTEPECOB KOTOPBIX HAIMPABICH IMPOEKT
pemenus EDK.

[Ipoekr pemienust EBpasuiickoil 3KOHOMHUYECKOM KOMHUCCHM (fajiee —
Komwccust) HanpaBiieH B IEPBYIO O4epe/Ib Ha 3allUTy HHTEPECOB MallMeHTa (Kak
KOHEYHOTO MOTPEOUTENS JIEKAPCTBEHHBIX MPENaparoB), a TaKXKE CHUCTEMbI
37PaBOOXPAHEHHS] B IEJIOM (KaK TEPBUYHOTO TOTPEOUTENs JIEKapCTBEHHBIX
npenaparoB) IMOCPEACTBOM YCTAHOBJICHHMS E€AMHBIX TpeOOBaHUM K oOIei
XApAaKTEPUCTUKE JIEKAPCTBEHHOTO TMpernapara W HMHCTPYKUMHA MO  €ro
MEIUIMHCKOMY MPUMEHEHUIO JI1 HWJECHTUYHBIX JIEKAPCTBEHHBIX CPEJNCTB,
MIPOU3BOUMBIX PA3IMUYHBIMU (hapMalleBTUUESCKUMU MPOU3BOAUTEIISIMHU.

4.  Agjpecarbl  peryaupoBaHds, B  TOM  4HCI€  CYOBEKTHI
IIPEIITPUHUMATEIIBCKON JESITEIBHOCTH, U BO3JEHUCTBUE, OKa3bIBAEMOE HA HUX

PErYITUPOBAHUEM.
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AnpecaraMu perylMpoBaHUS SIBISIOTCS TPOU3BOAUTENN JEKAPCTBEHHBIX
npenaparoB, a TaKXKE YIOJIHOMOYEHHBIE OpPraHbl B cepe 3apaBOOXpPaHEHUS
rOCYJapCTB-4YJICHOB.

5. CoxpepxaHue YCTaHABIMBAEMbIX [JIsi aJpEecaTtoB PEryIUPOBAHUA
orpaHuuYeHul (00sS3aTEIBHBIX MPABUJT TIOBES/ICHNSA).

B pamkax mpemiaraeMoro peryaupoBaHUS JUIS  TIPOU3BOAUTENEH
JIEKapCTBEHHBIX IMPENapaToB MPEAINOoIaracTcs yCTaHOBUThH €AMHbIE TPEOOBAHMS
K 00beMy M TpaBWIaM TMpeICTaBIeHUs] WHPOPMAIMU O JIEKaPCTBEHHOM
npenapare M OCOOCHHOCTSIX €ro NpPUMEHEHHsT B OOUIel XapaKTepUCTUKE
JIEKapCTBEHHOIO Mpernapara U UHCTPYKLUUU MO METUIIMHCKOMY NPUMEHEHUIO
(TMCTKe-BKJIAJBIE) C  YYeTOM IMOTEHIMAJIbHOTO  PHUCKA, CBSI3aHHOTO
C MMPUMEHEHHEM KOHKPETHOTO JIEKaPCTBEHHOTO Iperapara.

VYIOTHOMOUEHHBIE OpPraHbl TOCYIAPCTB-WICHOB COMIACHO MOJIOKEHUSIM
NPOEKTa PELIeHUsl JOJDKHBI OyldyT HCIOJB30BaTh €AMHOOOPA3HBIA IOIXOM
K TPOBEICHUIO OLIEHKM TEKCTOB OOIIEH XapaKTepUCTUKU JIEKAPCTBEHHOTO
npenapara ¥ MHCTPYKIIUH 10 MEIUITUTHCKOMY ITPUMEHEHHIO.

6. Mexanu3sm paspenieHds NpoOieMbl UM JIOCTHDKEHUS — LENU
pErylIMpoBaHMs, TMPETyCMOTPEHHBIN TpoekToM pemienus EDK (omucanue
B3aMMOCBSI3M  MEXIY TMpelaraéMblM  PEryJupOBaHMEM U pellacMoi
pooIemMoin).

JIocTiKeHHE 1LEeNM  PEryJupOBaHUsl OCYUIECTBISIETCS C I[OMOIIBIO
YCTAHOBJICHUS CIUHBIX TOIXOMOB, JETAILHO PErIAMEHTHPYIOIMX O0BbeM,
TOPSIIOK M TIpaBWJIA TIPEICTABICHUST MH(POPMAIMH O JIEKAPCTBEHHOM Ipernapare
U YCIOBUAX €ro MNPUMEHEHUS B OOIIEH XapaKTePUCTUKE JIEKAPCTBEHHOTO
npenapara ¥ MHCTPYKLIMU 10 MEAWLUMHCKOMY MPUMEHEHHIO C Y4EeTOM
NOTEHIIMATbHOTO ~ PUCKA, CBSA3aHHOTO C TMPUMEHEHHUEM  KOHKPETHOTO

JICKAPCTBCHHOI'O ITpCIiapara.
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7. CBemeHHs O pPacCMOTPEHHBIX aJbBTEPHATUBAX MPEAJIAraeMOMY
pEryIHpPOBAHHUIO.

[Tonoxxkenusamu CornamieHuss O €IUHBIX MPUHIMIAX W MOpaBHIAX
oOpalleHHs JIEKApCTBEHHBIX CPEACTB B paMkax EBpa3uiickoro sJKOHOMHYECKOTO
coroza ot 23 ngekabps 2014 roma He MNPETYCMOTPEHO aJbTePHATHUB
npeIaraeMoMy peryiIupOBaHHUIO.

8. HopmaruBHO-IIpaBOBOE€ OCHOBAHUE JIJIsl MPUHSITUSI IPOCKTA PELICHUS
EDK.

Crarpst 30 JloroBopa o EBpazuiickoM SKOHOMHYECKOM CO103€ OT 29 mas
2014 rona, crarem 4 m 8 ComnamieHuss O €IWHBIX NPHUHIMIAX W TpaBUjIax
oOpallleHusl JIEKapCTBEHHBIX CPEJCTB B paMKax EBpa3zuiickoro 3KOHOMHUYECKOTO
coro3a ot 23 nexadbps 2014 roga, myHkT 98 @yHkiui u nonHoMmouuit CoBera
EBpa3uiickoil 5JKOHOMHYECKON KOMHUCCHH, YCTAHOBJIEHHBIX IpUiiokeHneM Ne |
Kk Pemenuto Briciiero EBpa3uiickoro 3KOHOMHUYECKOTO COBETa OT 23 neKadps
2014 . Ne 98 «O Permamente pabGotrel EBpasmiickoii SKOHOMHYECKOU
Komuccum», Pemenue Beiciiero EBpa3suiickoro 3KOHOMHUYECKOIO COBETa
or 23 nekadpst 2014 . Ne 108 «O peamuzaruu CornaiieHuss O €IUHBIX
NpPUHIMIAX M TpaBWIax oOOpalieHusi JIEKapCTBEHHBIX CPEICTB B paMKax
EBpa3zuiickoro 3JKOHOMHUYECKOTO COFO3a».

9. Chepa momnomounii EJK, x koTopoit otHocutcst mpoekt perienns EDK.

PerynmupoBanue oOpariieHus JIEKapCTBEHHBIX CPENCTB U (HOPMUPOBAHHUE
OOIIEero phIHKA JIEKAPCTBEHHBIX Cpe/CTB B pamkax (Coro3a Ha OCHOBE €IMHBIX
aktoB Komuccun.

10. ®uHAHCOBO-9KOHOMHYECKHE  TIOCIEACTBUS  MNPHUHATHAA  TPOEKTa
pemenust EQK ist cyObeKTOB NpeANpUHUMATEIBCKON JACSITEIbHOCTH.

[Ipennonaraercs COKpalIeHHE U3JIEPIKEK MIPOU3BOJIUTENCH
BOCITPOU3BEICHHBIX JIEKAPCTBEHHBIX CPEJCTB IO TIOJITOTOBKE HECKOIBKUX

BApUAHTOB MAKCTOB O6IJ.I€I>1 XAPAKTCPUCTHUKU JICKAPCTBCHHOI'O IIpcIIapara



U UHCTPYKIMH [0 MEIULIMHCKOMY MPUMEHEHHUIO IPU MOAAYE€ JOKYMEHTOB
Ha PETUCTPALMIO B HECKOJIBKHUX TOCYIAPCTBAX-UICHAX.

11. Tlpeanonaraemble CpOKHU BCTyIuIeHUs poekTa pemenust EJK B cuy.

1 suBaps 2016 roxa.

12. OxunaeMblii pe3ynbTar peryJIupoBaHHUS.

ITpumenenue B paMKax Coro3a €IUHBIX TpeOOBaHUH,
pemIaMEHTHPYIOIUX 00bEeM, MOPSIIOK U MpaBuila NPeACTaBIeHUS HH(OPMAIIU
O JIGKAPCTBEHHOM IIpernapare M YCJIOBHUSX €ro IMpPUMEHEHHs B OOIIen
XapaKTEPUCTUKE JIEKAPCTBEHHOIO MIPenapara U MUHCTPYKIUHU IO METULUHCKOMY
IPUMEHEHUIO C yYETOM MOTEHIUAJIBHOTO PUCKA, CBA3aHHOIO C IMPUMEHEHHEM
KOHKPETHOT'O JIEKAPCTBEHHOTO Mperapara.

13. Onucanne  ombiTa  TrocygapcTB —  wWieHOB  EBpasuiickoro
DKOHOMHYECKOTO  COK03a W MEXKAYHAPOOHOTO  ONBITA  PErYIUPOBAHUS
OTHOIIICHHUI,  SIBISIIOIIMXCA ~ MpeAMEeToM  mpoekta  pemenus  EOK
(c 000CHOBaHKEM €r0 MPOrPECCUBHOCTU U IPUMEHUMOCTH).

B rocymapcrBax-wieHax B HACTOSIIEE  BpeMs  MPUMEHSIOTCS
YCTaHOBJICHHBIE HA YPOBHE UX 3aKOHOAATENBCTBA NPABUIIA IMOATOTOBKH TEKCTOB
MHCTPYKIMH 110 MPUMEHEHUIO JIEKAPCTBEHHBIX MIPENaparoB.

B npoekre pemenus Komuccnn ydTeH ONBIT, NPUMEHSEMBIA B PAMKax
PETHOHANBHBIX HWHTETPAllMOHHBIX OOBEIMHEHUH, a TakKe pPEeKOMEHIAINU
BcemupHo# opranuzainuu 30paBoOXpPAHEHUS.

14. CBenenusi 0 NpoBEICHUH MMYOIUYHOTO OOCYKIEHHS MPOEKTa PEIICHUS
EDOK.

Jara pasmemenus: 14 urons 2015 roaa.

Cpok npoBeAcHUS MyOInIHOTO 00CyXkaeHus: 30 qHEH.

CBonka OT3bIBOB M jAopaboTaHHas WH(GOPMAIMOHHO-aHATUTHYECKAs

CIIpaBKa pasMCUICHEI 110 CCBIJIKC:
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https://docs.eaeunion.org/ru-ru/Pages/DisplayRIA.aspx?s=e1f13d1d-591
4-465c-835f-2aa3762eddda&w=9260b414-defe-45cc-88a3-eb5¢73238076&I=
d70984cf- 725d-4790-9b12-19604c34148c&EntityID=503.

Crioco0 mpeacTaBieHusl MPeIoKeHUH K Mpoekty perneHus Komuccun
¥ MHQOPMALIMOHHO-aHAJIMTUYECKOM CIpaBKe, a TaK)Ke 3alOJIHEHUSI OMPOCHOTO
JIUCTA: C UCIHOJIb30BaHUEM COOTBETCTBYIOIIETO CepBUCa OPUIMATIBHOIO caiTa
Coroza; myTeM 3alojIHEHUsI OMPOCHOTO JIUCTAa HAa OyMa)XHbIX HOCHUTEIISIX,
151 (1n) MOCPENCTBOM AIEKTPOHHOM TTOYTHI Ha aapec:
dept_techregulation@eecommission.org.

B pamkax my6nuuHOro 00CYy>KIeHUSI KOMMEHTapUH C UCIIOIb30BaHUEM
OMpPOCHOTO  JIuCcTa  mpeacTaBieHbl  OOMECTBOM ¢ OTPaHUYCHHOMN
OTBETCTBEHHOCTHIO «Takena PapmMacblOTUKAIICY.

B pamkax  nyOaum4yHOro - OOCYXKIEHUS C  HCIOJIb30BAHHEM
COOTBETCTBYIOIIETO cepBuca oduimanpHoro caiita Coro3a TOJTyYEHBI
3aMeuaHusi OT  AccCOoIManuyd  MEXKIYHapOIHBIX  (apMaleBTUUECKUX
npousBoauTeneit, OOlecTBa ¢ OrpaHUYCHHOM OTBETCTBEHHOCThIO «Takena
@apmacerotukanc», Kommanun MCJl, Hapxapsna Anpuana BukropoBuya.

15. CBenenust 0 3aKiIIOYEHUH OO OLIEHKE PETYIHMPYIOIIErO BO3AECHUCTBUS
Ha npoekT pemenus EQK.

[TonydeHo 3akimoueHHMEe 00 OIEHKE PETYIHPYIOMET0  BO3ICHCTBHSA
oT 23 HosiOpst 2015 1. Ne 63, cormacHO KOTOpOMY, IO MHEHHIO paOouell TpyMIbl
EBpa3niickoii 5JKOHOMHUYECKOM KOMUCCHH TIO TTPOBEJICHUIO OLIEHKU PETYIUPYIOLIETO
BO3JCUCTBUS TMPOEKTOB peleHUuM EBpa3zuicKol HSKOHOMHYECKOM KOMHUCCHH,
B IOCJIOM IIPOCKT PCIICHUA KoMuccun okakeT MO3UTHBHOE BIMSHHE Ha YCIIOBUA
BCIACHUA HpGlIHpHHI/IMaTCJIBCKOﬁ ACATCIIBHOCTH.

3aMeanH;1, H3JI0KCHHBIC B  YKAa3aHHOM  3aKJIHOYCHHU 00 OIICHKEC

pEryIupPYIOIIETro BO3ACUCTBUS B MPOEKTE peleHus Komruccuu B 11€JI0M yUTEHBI.
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16. Nuas uadopmalusi, OTHOCSIIAsACA, 110 MHEHMIO JenapTramenTta EDK,
OTBETCTBEHHOI'O 3a IMOATOTOBKY IIpoekra pemenns EODK, k OCHOBHBIM
CBe/ICHUsIM O Tipoekte perienust ESK u (1n) o ero noaroToBke.

[Tpoekt pemenuss Komuccun paspabotan u 0og00peH pabodeit rpymmoi
no GOpMUPOBAHHIO OOIMX TIOAXOAOB K PEryJUPOBaHUIO OOpaIieHus
JIEKapCTBEHHBIX CpelCcTB B pamkax Corosza, copmupoBanHor npu Komieruu
Komuccun, B COCTaB KOTOpPOWM BXOIAT TNPEACTABUTEIN YIOJIHOMOYECHHBIX

OpraHOB I'OCYJapCTB-WIECHOB U MPEICTAaBUTEIN OM3HEC-COOOILIECTBA.



