NHOOPMAINMOHHO-AHAJIUTUYECKAS CITPABKA
0 MOCJIEACTBUAX BIMAHMUSA NPOEKTA peleHus
EBpa3uiickoil JKOHOMUYECKON KOMHCCHH HA YCJIOBHUS BeCHUSA
NPeANPUHUMATEIbCKON AeATeIbHOCTH

HaumenoBanue mipoekta pemienusi: «O IlpaBunax omnpeneneHus KaTeropHid
JIEKapCTBEHHBIX CPEACTB, OTIYCKaeMbIX O€3 pelenta U Mo peuenty» (naisee —

MPOEKT pelICHUs)

1. IlpoGnema, Ha pelieHre KOTOPOI HanpasiieH NpoekT pemenns EQK.

KiroueBoit mpo6iieMoi, Ha pelieHre KOTOpOil HalpaBJieH MPOEKT peleHus,
SBIISIETCS OTCYTCTBHE €IMHOOOPA3HBIX MPaBWI OMPECICHUS KaTErOpHH OTITYCKa
3apEruCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaTtoB. JTO BJIEUET HEOOXOIUMOCTh
yKa3aHUs PA3IMYHBIX CBEICHUN B MaTepuanax pEerucTPallMOHHOIO JIOChE, B TOM
guclie B OOIIeH XapaKTepUCTHKE JEKAPCTBEHHOTO TMpernapara JJisi OJWHAKOBBIX
JIEKapCTBEHHBIX IpenaparoB (C Y4YeTOM COCTaBa, IOKa3aHUN K HPUMEHEHUIO
¥ OCOOEHHOCTEH BBEACHMSI) NPU PETUCTPALMH JICKAPCTBEHHBIX MpENnapaToB
B HECKOJIBKUX TOCyJapcTBax —ujeHaXx EBpa3uiickoro 3KOHOMHYECKOTO COI03a
(mamee — Coro3). B 9r0#f CBsA3M  HCIONB30BaHHE IPOU3BOIUTEIIIMU
JEKapCTBEHHBIX  MpemapaToB  Pa3lWYHBIX  TMOAXOAOB,  yCTAHOBJICHHBIX
B 3aKOHOJIATENIbCTBAX pa3HbIX rocyAapcTB — wieHoB (Coro3a, MpensiTCTBYET
cBOOOTHOMY OOpaIeHHUIO JIEKapCTBEHHBIX IIpenapaToB B pamMkax Coro3a.

2. Llenb perynupoBaHus.

Lenbp npunsTHS TpoekTa perieHuss Komuccuu 3akiitoyaercsi B yCTPaHEHUU
pa3nuunii B TpeOOBaHUAX, MPEIBSBISEMBIX MPH PETUCTPAIMH JIEKAPCTBEHHBIX
npernapaToB Jisi oOpaleHust Ha eAMHOM pblHKe Cor03a, CBA3aHHBIX C Pa3IMYHBIMU
NOpSAIKAMU  OMNpENEJIeHUs] KaTeropui OTIMYCKa JIEKApCTBEHHBIX IpPenaparos,
YCTaHOBJICHHBIMHU B 3aKOHOJIATEIHCTBAX rocyAapcTB — uieHoB Cotro3a.

3. 'pynmna nuiy, Ha 3a1UTy HHTEPECOB KOTOPBIX HAMPABJICH MPOEKT PEIICHUS
EDK.

[Ipoexkt pemenuss Komuccun HampaBleH Ha  3alllUTy HUHTEPECOB
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MIPOU3BOJIUTEINIEH JIEKAPCTBEHHBIX IPENApaTOB IMOCPEACTBOM MPUHATHS E€OUHBIX
MIPABUJI OIPENIEIICHNUS] KATETOPUH OTIYCKA 3aPErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX
npenaparoB B pamkax Coro3a. Kpome toro, mpoekt pemenus Kommuccus
HaMpaBjJICH Ha 3alUTy HWHTEPECOB TMAIMCHTOB (KaK KOHCYHBIX MOTpEOUTENCH
JIEKAPCTBEHHBIX MPENapaToB) 32 CYET MOBBIIIEHUS JOCTYIMHOCTH JIEKAPCTBEHHBIX
IpenapaToB MOCPEICTBOM OOECIEYEeHUsI CBOOOJHOTO OOpaIleHHs JIEKapCTBEHHBIX
npenapatoB B pamkax Coro3za.

4, Anpecatsl pEryIMpPOBaAHUS, B TOM yuUCIe CyOBEKThI
IIPEAIIPUHUMATEIILCKON JEATEIbBHOCTH, W BO3JECUCTBHE, OKa3blBAEMOE Ha HHX
PEryJINPOBAHUEM.

AJnlpecaTaMu pEryJUpOBAHUS SIBISIOTCA NPOU3BOJUTENN JIEKAPCTBEHHBIX
IpernapaToB, a TaKKe YIOJIHOMOYEHHBIE OpraHbl B c(epe 31paBOOXpAHEHUs
rocynapcts — uieHoB Coro3a.

5. CopepxaHue YCTaHaBIMBAEMbIX JJIs aJApPECaTOB PEryIMpOBaHUsA
orpaHHyYcHUH (00s3aTEIBHBIX TPABUI IOBEACHUS).

JIns  TpOW3BOIMTENIEH  JIEKAPCTBEHHBIX  IIPENapaToB B paMKax
IIPEAJIaraéMoOro PEeryJupoBaHusl IMPEANOJIaracTcs YCTAaHOBUTH €IHMHBIE IPABUIIA
YCTAaHOBJICHHS KaTErOpUH OTIYCKA JIEKAPCTBEHHBIX MpenaparoB B pamkax Corosa
(«mo pemenTy», «0e3 perenta», <« CTAlMOHAPOB») W KPUTEPUEB IS
IIPUMEHEHUSA KaXJOr0 U3 MIPABUII C YYETOM IMOTEHLMAIBHOTO PUCKA, CBA3AHHOIO
C MPUMEHEHUEM KOHKPETHOTO JIEKAPCTBEHHOTO Mpenapara.

JUis ~ yNOJIHOMOYEHHBIX  OpraHoB B cdepe  34paBOOXpaHEHUs
IpearoiaraeTcsl MPUHATh €AUHOOOpa3HbIM MOAXOA K TPOBENEHUIO OLEHKU
YCTAaHOBJIEHHOTO MTPOU3BOJMTENIEM MOPSIKAa OTIIYCKa JIEKAPCTBEHHOTO Mpenapara
B JOKYMEHTAalWH, MOJABAEMOM JUIsl JKCIEPTU3bl B COCTABE PErMCTPALMOHHOIO
JOCBE.

6. MexanusMm paspenieHust mpooIeMbl U TOCTHXKEHUS 1eJId PEryIupOBaHus,
NpeayCMOTpEeHHBIN npoekToM pemiennss EDK (omucanue B3auMOCBSI3H MEXIY

npe/iaraeMbIM peryJIupOBaHUEM U PEIaeMOi TpoOIeMOit).



JlocTikeHre 1eNid  PEeryJIMpOBaHUSl  OCYIIECTBISIETCS €  IOMOIIBIO
YCTAHOBJICHHS €UHBIX MOJXOJIOB K MpaBUiIaM OMNpe/eNIeHUs KaTeropui OTIycKa
JICKapCTBEHHBIX MPEMAPaTOB U KPUTEPUEB UX IIPUMCHCHHSI.

/. CpemeHHs O PpAaCCMOTPEHHBIX aJbTEPHATHBAX MpEIaraeMoMy
PETYIUPOBAHHUIO.

[Tomosxkenusimu CormanieHrs: 0 €IWHBIX TPUHIIAIAX W MPpaBUIax oOparieHus
JICKQpCTBEHHBIX CPElICTB B pamkax EBpa3uiickoro »KOHOMHYECKOIO COI03a
or 23 nekabps 2014 roma He TPETYCMOTPEHO albTEPHATHB TPEAIaraeMOMY
PEryJIMPOBAHUIO.

8. HopMmaruBHO-TIpaBOBOE OCHOBaHWE I TPHHATHS IPOCKTa PEIICHUS
EDK.

Cratpst 30 JloroBopa o EBpa3uiickoM 3KOHOMHYECKOM COl03¢ OT 29 mas
2014 rona, ctaths 4 CornamieHus: 0 eAUHBIX MPUHIUIIAX U MpaBUax oOpalieHus
JICKapCTBEHHBIX CPEJICTB B pamMKax EBpa3suiickoro 3KOHOMHYECKOTO COM03a
ot 23 nexadpsi 2014 roma, nynkr 30 IlepeyHsi 4YyBCTBHUTENIBHBIX BOIPOCOB,
no kotropeiM Pemenusa Komnernn EBpasulickol SKOHOMHYECKOM KOMHUCCHH
NPUHUMAIOTCST KOHCEeHCycoMm (mpuioxkeHne Ne 2k Permamenty paOoThl
EBpa3suiickoi 3KOHOMUYECKOW KOMHMCCHH, YTBEPKAEHHOMY Pemennem Bpicuiero
EBpasuiickoro skoHomuueckoro copeta ot 23 aekadps 2014 r. Ne 98), Pemienne
Bricmiero EBpaswmiickoro sxoHommuueckoro copeta oT 23 nekabps 2014 r. Ne 108
«O peamuzanuu CorjameHuss O €IWHBIX NMPUHIMIAX W TIPaBHIIAX OOparieHus
JIEKapCTBEHHBIX CPEICTB B paMKax EBpa3zniickoro 3KOHOMHYECKOTO COI03a».

9. Cdepa nonmnomounii EJK, k koTopoit oTHOcHTCs TTpoekT pemieHust EDK.

PerynupoBanue oOpalieHus JIEKapCTBEHHBIX CPEACTB W (OPMHUPOBAHUE
0O0IIero phIHKA JIEKAPCTBEHHBIX CPEACTB B pamMkax Coro3a Ha OCHOBE €IUHBIX aKTOB
Komuccun.

10. ®OuHAHCOBO-DPKOHOMHYECKHE  TOCJICACTBUS  TMPUHATAS  MPOEKTA
pemernst EQK nist cy0BeKTOB IpeAMpUHUMATEIbCKOU IS TeTLHOCTH.

Cokpalenue M3JIEpKeK Ha J0pabOTKy MaTepualioB PErUCTPalMOHHOTO



4

JOCBE IPU €ro I0Jade Ha PErucTpaluio JIEKapCTBEHHOIO IIpernapara
B HECKOJIBKHX rocyzapcrax — uieHax Corosa.

11. TlpennosiaraeMele CpOKH BCTyIUIEHUA MpoekTa pemenns EQK B cuny.

1 auBaps 2016 roxa.

12. OxumaeMblil pe3yabTaT peryIupoBaHusl.

[Ipumenenne B pamkax Coro3a €IMHBIX NMPABHJI YCTAHOBIICHHSI KaTErOpuil
OTIIyCKa JICKapCTBEHHBIX IIPENapaToB M KPUTEPUEB Uil NPUMEHEHUS KaKI0TO
U3 MPaBWJ C YYETOM IIOTEHUMAJIBHOTO PHCKA, CBSI3aHHOIO C NPUMEHEHUEM
KOHKPETHOT'O JIEKAPCTBEHHOT'O Iperapara.

13. Onmcanue omnpiTa rOCYAapCcTB — WieHOB EBpa3suiickoro S3KOHOMUYECKOTO
COI03a U MEXJAYHApOJHOIO ONbITa PEryJIHPOBAHUS OTHOIIEHWH, SBISIOIIMXCS
npenMeroMm npoekta pemeHuss EDK (¢ o6ocHOBaHHMEM €ro mHporpecCMBHOCTU
Y IPUMECHUMOCTH).

B rocymapcrBax — uinenHax Coro3a B HAcTOsIIEE BpeMsl IPUMEHSIOTCSH
IIpaBUja YCTAHOBJICHHsS KaTE€ropui OTIIyCKAa JIEKapCTBEHHBIX IPENaparos,
IPEAYCMOTPEHHBIE 3aKOHOIATEILCTBOM rOCY1apCTB — WieHOB Coro3a.

B Pecny6nuke Kazaxcran u PecnyOnuke benapych ycTaHOBJIEHBI epeYHU
JIEKapCTBEHHBIX IPENapaToB MO KaTeropusMm otiycka. Kpurepunm ormycka s
dbopMHpOBaHMS YyKa3aHHBIX NEepeuHeld ycTaHoBiIEeHbl B PecnyOnuku benapyce,
Poccuiickoit ®enepanuu u Pecyonrke ApmeHust.

B mpoekre pemennss Komuccnu ydyTeH ONBIT YCTAHOBIIEHUS KaTErOpHUM
OTIyCKa  JIGKapCTBEHHBIX  NPENapaTroB, PEKOMEHAOBAHHbIM  BcemupHoOU
OpraHu3alMe 3ApaBOOXPAHEHMS, a TaKKE OMNbIT, NPHUMEHSIEMBbI B paMKax
PETHOHANIBHBIX MHTETPAMOHHBIX 00bEIMHEHUM.

14. Cenenus o0 MPOBEACHUN IMYOJIHMYHOTO OOCYXKJICHHS TTPOCKTA PEUICHUS
EJK.

Harta pazmemienus: 1 urons 2015 rona.

Cpox mpoBeieHust myoauaHoro oocyxaeHus: 30 qHeit.

CBoaka OT3BIBOB M jJopa0oTaHHas HWHGOPMAIIMOHHO-aHAIUTUYECKAs
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crpaBKa pa3MmelneHbl 1o ccbuike: https://docs.eaeunion.org/ru-ru/Pages/Display
RIA.aspx?s=e1f13d1d-5914-465c-835f-2aa3762eddda&w=9260b414-defe-45cc-88a
3-eb5¢73238076&I1=d70984cf-725d-4790-9b12-19604c34148c&Entity|ID=463.

Crnoco®  mpeacTaBlieHUs — NPEAJIOKEHMM K TPOEKTY  pelleHUus
¥ MH()OPMAIIMOHHO-aHAJTUTUYECKON CIIpaBKe, a TaKXKe 3alOoJHEHHs] OMpPOCHOTO
JUCTA: C HCIOJIB30BAHUEM COOTBETCTBYIOLIErO CEpBHUCA O(UIMAIBHOIO caiTa
Coro3a, myTeM 3arloJHEHUS ONPOCHOTO JKHCTa HAa OyMaXXHBIX HOCHTEIX,
U (WIM) MOCPEICTBOM BJIEKTPOHHOMN TOYTHI Ha aapec:
dept_techregulation@eecommission.org.

B pamkax myOauyHOro o0CyXaeHUs ¢ UCIOJIb30BAHUEM COOTBETCTBYIOIIETO
cepBuca odurmansHoro caiita Coro3a MOJY4YeHBl 3amMedyaHus OT Accoluaiuu
MEXIYHapPOIHBIX (bapmaleBTUUECKUX IIPOU3BOIUTENIEH, KOMITaHUH
I'makcoCmutKisiin  Xenckep, OO0 «llIdaiizep», xomnanuum Pekutt benkusep
Xanckap, Hexommepueckoit — opranuzanumum — «Cowo3  NpoQeccCHOHaTbHbBIX
(apMaleBTUUECKUX OpraHUu3alui.

15. CBenenust 0 3aKiIOY€HUH OO OILIEHKE PEryJupyIOIIEro BO3AEHCTBUS
Ha npoekT pemenus EQK.

Ilo mnpoekry pemenus Komuccuum mnoiaydeHO 3akitodyeHue o0 OIEHKE
perynupyroiiero Bo3aeictus ot 23 Hosiops 2015 . Ne 68.

16. Mnas wndopmamus, oTHOcsAmascs, Mo MHeHHIO Aenapramenta EDK,
OTBETCTBEHHOTI'O 3a IOATOTOBKY mpoekra pemeHuss EDK, K OCHOBHBIM
cBegeHusAM o mpoekTe perieHus EJK u (mnm) o ero moaroToBke.

[Tpoext pemennss Komuccun paspabotaH U ogo0peH paboueil rpymmoi
no (GopMHpoBaHHMIO  OOIIMX  TOIXOAOB K  PEryJMpOBAHHUIO  OOpalleHUs
JIeKapCTBEHHBIX cpencTB B pamkax Coroza, chopmupoBanHoil npu Komeruu
Komuccun, B coctaB KOTOPOM BXOJAT NPEACTABUTENM YIOJIHOMOYEHHBIX OPraHOB

rocynapcts — uieHoB Coro3a U MpeacTaBUTENN OM3HEC-COO0IIECTRA.



