NHOPOPMAINMOHHO-AHAIUTHYECKAS CIIPABKA
0 MOCJICACTBUAX BJIUSHUA MPOEKTA pPelIeHUs
EBpa3uiickoil 53KOHOMHUYECKOl KOMUCCHH HA YCI0BUSA
BeeHU NPeANPUHUMATEIbCKON AeATEIbHOCTH

HanmenoBanne  mpoekra  pemienusa: O IlpaBuimax — Hamiexaieu

MIPOU3BOJICTBEHHOM MTPAKTUKHU EBpa3uiCKOT0 SKOHOMHUYECKOTO COK3a.

1. ITpoOnema, Ha pelieHre KOTOpoil HanpasiieH poekT pemenus EDK.

[IpobmeMoit Ha pernieHHE KOTOPOM HAMNpaBJICH MaHHBIA TMPOEKT
pemenust EQK sBnsiercst oTcyTcTBHE B3aMMHOIO MPU3HAHUS JOKYMEHTOB O
MOATBEPKJICHUH COOTBETCTBUSI JICKAPCTBEHHBIX CPEJACTB TPeOOBAHUSIM
HaJJIekKaIel MPOU3BOACTBEHHON IPAKTUKH, SBJISIONICECS MPEMSATCTBUEM IS
CBOOOJIHOTO OOpallleHusl JIEKApCTBEHHBIX CPEACTB Ha phiHKE Bcero Corosa.
[TocpencTBOM TMpPUHSTUS TIPOEKTAa pEIICHUsT OYIyT CO3JaHbl YCIOBUS,
HEOOXOAMMBIE JIJISl PEIICHHS YKAa3aHHOU MPOOJIEMBI.

[Tpon3BOACTBO SBISETCS OJHOM M3 KIIOUEBBIX CTaAUN OOparieHus
JIEKApPCTBEHHBIX CpelcTB. (OCHOBHBIE XapaKTEPUCTUKH JIEKAPCTBEHHOTO
CpE/ICTBa HAXOIATCS B IPSIMOM 3aBUCUMOCTH OT YCJIOBHI Ka)J0TO U3 TAIOB
ero POU3BOJICTBA. CnenoBaTenbHO, J00bIe OTKJIOHEHUSI
MPOU3BOJCTBEHHOTO Mpollecca OKa3blBAIOT HEMOCPEICTBEHHOE BIIUSHHE
Ha 6€30MacHOCTh, 3P(HEKTUBHOCTH U KaueCTBO JIEKAPCTBEHHOT'O CPEJICTRA.

[1pu 3TOM, KOHTPOJIH TIPOIIECCa MPOU3BOJICTBA JICKAPCTBEHHBIX CPEJICTB
MO3BOJISIET CBOEBPEMEHHO BBISBJISITh OTKJIOHEHUS IPOU3BOJICTBEHHOIO
mporecca, B pe3ysibTaTe KOTOPHIX KOHEUHAs MPOAYKIUS OyleT mpu3HaHa
HEKAYECTBEHHOM, YTO CHIXKAET 3aTpaThl MO CPABHEHHUIO C OCYILIECTBICHUEM
KOHTPOJISI TIPU BBIITYCKE TOTOBOM MPOTYKIIUH.

Kpome Toro, BbIyck B o0OpallleHHE JIEKApPCTBEHHBIX CPEJCTB,

IMPON3BCIACHHBIX B COOTBCTCTBHNHU C Tp€6OBaHI/I$IMI/I Haﬂnemameﬁ



IIPOM3BOJCTBEHHOW NPAaKTUKH, NPUHATBIMA B TOCYJAapCTBAX — YIEHAX
EBpa3uiickoro s3kOHOMHUYECKOro coro3a (ganee — Coro3), 3aTpyAHSIET IpoLece
BBIBOJIa HOBBIX JIGKAPCTBEHHBIX IpenaparoB Ha oOmuil psriHOK Coro3a.
B sTom ciiyyae mnpou3BOAMTENIO JIEKAPCTBEHHOTO CPEACTBA HEOOXOAMMO
OPOXOAWTh TPOLEAYPY MOATBEPKICHUS COOTBETCTBUS  TpEeOOBAHUAIM
HaJJIeKaleH MPOU3BOACTBEHHON IPAKTUKHU B Ka)KJIOM I'OCYIapCTBE.

2. Llenb peryiaupoBaHusi.

[IpoexT mnpaBuin  HaWIEXKAIIEW  MPOU3BOACTBEHHOMW  IMPAKTUKHU
pazpaboTaH B LENSAX YCTAaHOBJIEHUS €AMHBIX MPaBUJI OpraHU3aluU
IPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB, Ha OCHOBE KOTOpPBIX OyleT
OCYILECTBIISTHCA BbIJIa4a YHU(PULIHUPOBAHHBIX JOKYMEHTOB
O MOATBEPKJACHUN COOTBETCTBUS JIEKAPCTBEHHBIX CPEACTB TpeOOBAHUIM
HaJUIeKaAEd IIPOUM3BOJACTBEHHOW IIPAKTUKH, YTO IIO3BOJIUT YCTPAHUTH
OpemsITCTBUSL ~ JUIsl  CBOOOJBI  OOpalieHusi  JIeKapCTBEHHBIX  CPEACTB
Ha TeppuTopuu Bcero Coro3a, 00ecrneunuT CTaOMIIbHBIN BBITYCK MPOIYKIUU
C 3aJJaHHBIMU TIapaMETPaMM KayecTBa M NO3BOJIUT MUHHUMHU3HPOBATH PUCK
OTKJIOHEHHUsI TAapaMETPOB KadyeCcTBA MNMPOAYKLUHUH OT 3aJaHHBIX HCXOIHBIX
IpEeNenoB, a TaKXKe  HCKIIOYEHUS  BO3MOXXHOCTH  NPEACTABIICHUS
HEJIOCTOBEPHBIX  JAHHBIX O  KAa4eCTBE  JICKAPCTBEHHBIX  CPEJHCTB,
IIEPCOHANM3AMM  OTBETCTBEHHOCTHM  IPOM3BOAMTENS  3a  BBIIYCK
HEKaYECTBEHHOM ITPOLYKIIUHU.

3. 'pynna nun, Ha 3alUTy MHTEPECOB KOTOPBIX HAIMpPABIEH MPOEKT
pemenus EDOK.

IIpoekt pemenus KoMmuccun HanpasieH B IEPBYIO OYEPEAb HA 3AIUATY
UHTEPECOB MAIMEHTOB (KaK KOHEYHBIX TMOTPEOUTENeH JeKapCTBEHHbBIX
penaparoB), a TaKXe OpraHU3alMN CHUCTEMbl 3IPABOOXPAHEHHUS B IIEJIOM
(kaKk TEpPBUYHOrO NOTPEOUTENST JIEKAPCTBEHHBIX IMIpenapaTroB) B YacTu

JCKAPCTBCHHBLIX CPCACTB JUIA MCAUIOHMHCKOI'O IIPHUMCHCHUA, CY6I>€KTOB
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NPEANPUHUMATEILCKON  JEITEIIbHOCTH,  3aHUMAIOIIUMXCA  PA3BEICHUEM
CEJIbCKOXO3SIMCTBEHHBIX KUBOTHBIX I IPOU3BOACTBA KUBOTHOBOJYECKUX
MPOJYKTOB, a TAaKXKE BETECPUHAPHBIX KIWMHUK B YacTH BETECPUHAPHBIX
JEKApCTBEHHBIX  CPEJICTB  IOCPEJICTBOM  OOECIICUCHHS  BBIIyCKa |
HCIOJIb30BaHUS JIEKapCTBEHHBIX [Ipenaparos, YZOBJIETBOPAIOLINAX
MPU3HAHHBIM (YCTAHOBJICHHBIM) €IMHBIM CTaHJapTaM KayecTBa.

B ygacTtu 3amutel HHTEPECOB IPOU3BOJAUTEIIEN JIEKAPCTBEHHBIX CPECTB
CIEIyeT OTMETHUTh, YTO IOCJIE BCTYIUIEHHS B CHWJIy MHPaBWIl HaJJICKaIICH
MPOM3BOJICTBEHHON mpakTuku Coro3a W JOKYMEHTOB II0 BOMIpocam
MIPOBEICHUSA (dhapManeBTUUECKUX WHCICKIUH, MIPOU3BOAUTEISAM
JIEKApPCTBEHHBIX CPEACTB OyAET JOCTaTOYHO IMOJATBEPJIUTh COOTBETCTBUE
MPABWJI HAJJIS)KAIIEW IPOU3BOACTBEHHOM MNPAKTUKA B OJHOU W3 CTpPaH
Coro3a, a ux pe3yJpTaThl OyAyT MPHU3HAHBI APYTHUMH TOCYAapCTBAMH —
ynenamu Coro3a.

4. Anpecatsl pEryJIupoBaHus, B TOM YHUCIIC CyOBEKTHI
[PEANPUHUMATEIILCKON  JEATENIbHOCTH, W  BO3JIEUCTBHUE, OKa3bIBAEMOE
HA HUX PETYJIUPOBAHUEM.

AnpecaTamu pETYJIMPOBAHUS SIBJIISIFOTCS IIPOU3BOAUTENH
JICKAPCTBEHHBIX CPEICTB, B TOM UYHCJIE OTHACIbHBIE CTPYKTYPHBIC
noApas3ieieHus] MPOM3BOAUTEIEH JICKApPCTBEHHBIX CpEJICTB (J1abopaTopuu
KOHTPOJISI KauecTBa JICKAPCTBEHHBIX IMPENapaToB U OTACNIbl 00ecreYeHUs
KayecTBa), (papManeBTHYECKUE MHCIIEKTOpaThl TocyaapcTB — wieHoB Coro3a,
OCYILIECTBIISIFOIIAE WHCIICKIHN (hapManeBTUUECKUX MIPOU3BOJICTB
¥ TOJATBEPXKJAIONINE CTAOMILHOCTh KAadecTBa BBITYCKACMON MPOTYKIIHH,
MIPOU3BOJUTEIN BETEPUHAPHBIX JICKAPCTBEHHBIX CPEJICTB.

BozaelictBue OKa3pIBaEMOE PETYJIMPOBAHUEM: IMPOEKTOM PEIIEHUS
YCTAaHABJIMBAIOTCS €IWHBIE TIPAaBUJIa BBINOJHEHUS BCEX MPOLECCOB U

npoucayp, OCYIICCTBILICMBIX B pPaMKax IIPOMU3BOACTBA JICKAPCTBCHHBIX
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CpPEICTB JUIsi MEIWIIMHCKOTO TIPUMEHEHHWS, a TakKe BeTepUHAPHBIX
JICKapCTBEHHBIX CPEJICTB.

5. ConmepxaHue YyCTaHABIMBAEMBIX [IJIsi aJpPECAaTOB pPEryJUpOBaHUs
orpaHnueHuU# (00s13aTEeIbHBIX MTPABHII IIOBEIACHUS ).

[TpoexT mpaBwiI HaJIeKaIEH MPONU3BOJACTBEHHON MPAKTHKHU SIBIISETCS
KOMIUIEKCHBIM JOKYMEHTOM, IPEIyCMaTpPHUBAIOIIUM OCHOBHBIE TPEOOBAHUS
K (apMaleBTHYECKON CHUCTEME KauyecTBa MPOMU3BOJACTBA, IEPCOHANTY,
MOMEIICHUSIM U O0OpYJOBaHUIO, JIOKYMEHTAIlMHM, KOHTPOJIO KayecTBa
IPOU3BOICTBA, CaMOMHCTIEKIIMSIM, OpraHu3aIuu NeSATEILHOCTH,
nepeaaBaeMoil Ha ayTCOPCHUHT. Takke MPOEKTOM YCTAaHOBJICHBI MPOIETYPhI
pETHCTpalliK, OICHKH, pAcCICIOBAaHUSI W PACCMOTPEHUS MPETCH3UM,
B TOM YHCJI€ TIOTCHIIMAIBHBIX JAC(EKTOB KauecTBa, W MPHU HEOOXOIUMOCTH
no S(QQPeKTUBHOMY U OINEpPAaTUBHOMY OT3BIBY U3 CETH paCIpeIeTICHUs
JIEKapCTBEHHBIX CPEJICTB.

B oTHomieHWHM NPOU3BOAUTENSI JIEKAPCTBEHHBIX CPEICTB MPOEKT
pemerns Kommccnmu mpemycMarpuBaeT OOIIUE IS TOCYIapCTB — WICHOB
Coroza TpeOoBaHus K TmiepcoHany ¢GapMaleBTUUECKOTO IPOU3BOJICTBA,
o0OpYIOBaHUIO W  OpraHW3allMd  MPOU3BOICTBEHHOIO  MpOIEcca,
JOKYMEHTAllMHU, COMPOBOXKJAIONIEH BBIMYCK KaXJ0W cepun (MapTUH)
MPOIYKIIMH, KaK B I1€JIOM, TaK U B YaCTH OTIEIHHBIX BUIOB MPOU3BOICTB
(Harpumep, TMPOM3BOACTBO CTEPUIBHBIX (OpPM, HECTEPUIBHBIX (hopMm,
MEIUITMHCKUX Ta30B, paauodapMaIieBTHIECKUX MPerapaToB).

B oTHOmeHMn (apManeBTUUECKUX HMHCIEKTOPATOB TOCYIapCTB —
yienoB  Coro3a  MOJOXKEHWsIMH — mpoekTta  pemeHus — Komuccun
MPEAYCMOTPEHBI 00s3aTeNIbHBIC K MPUMEHEHUIO €IMHBIC KPUTEPUU OICHKU
MPOU3BOJACTBA, OpPraHU3allMd TEXHOJOTMYECKOTO IPollecca, CHUCTEMBbI
KOHTPOJII KadecTBa JICKAPCTBEHHBIX CPEJICTB IPOU3BOJIUTENS, a TaKKe

CUCTEMBI YIIPABIICHUS PUCKAMU.
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B pamkax perynupoBaHusi MpearnoaaracTcs 4€TKoe Onpe/iesieHUe MpaB
1 00A3aHHOCTEHN KJIIOYEBOIO MepcoHaa (papMalieBTUYECKOro MpOU3BOJICTBA,
TpeOOBaHUN K COAEPNKAHUIO MPOU3BOACTBEHHBIX IUIOMIATOK, 0OECIICUCHHIO
CTaOMJIBHOCTH TEXHOJOTUYECKOr0 Tpoliecca, B3aUMOJICUCTBUIO C WHBIMU
OpraHM3alusiMd B paMKax ayTCOPCHUHIa, OOpalieHuI0 ¢ Kajmodamu
(pexnaManusiMu),  JOKyYMEHTAIlME€d  MOATBEPKIAIONIEH  BBITIOJIHEHHUE
TEXHOJOTMYECKOTO Mpollecca W COOTBETCTBHE MPOAYKIUU KPUTEPHUSIM
Ka4ecTBa.

6. MexanusMm  paspeiieHds NpoOJeMbl W JOCTHIXKEHUSA  LEJu
peryJnpoBaHusi, NPEAyCMOTPEHHbIN mnpoekToM pemenus EDK (onucanue
B3aMMOCBSI3U MEXKITY npeiaraeMbImM peryJMpoBaHUEM
U perraeMou mpooiemMoi).

B pamkax perynaupoBaHHs MPEIONAracTcsi yCTaHOBUTh CUCTEMY Mep,
KOTOpasi TO3BOJUT OOECIEeYUTh MPOU3BOACTBO JIEKAPCTBEHHBIX CPEICTB
CO CTaOMJIBHBIMHU 33JJaHHBIMHU TApaMETpPaMH Ka4deCTBa, YMPABIATh PUCKaAMU
B OTHOUIEHUM KayecTBa MPOJIYKIIMM W KOHTPOJUPOBATH BCE CTAJIUU
MPOU3BOJICTBEHHOTO TPOIECCa C TOUKHU 3PEHUS MPEIYNPExKICHUS BhITyCKa
HEKA4YeCTBEHHOW WJIM CyOCTaHAAPTHON MPOTYKIIHH.

[TocpencTBOM yCTaHOBJEHUS NPOEKTOM PELICHHUS] E€OUHBIX MPaBHII
OpraHHu3allyi MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB, HA OCHOBE KOTOPBIX
OylleT OCYyIIECTBIATHCS BblAa4a YHU(PUIMPOBAHHBIX JOKYMEHTOB O
MOATBEPKIECHUN COOTBETCTBUSl JICKAPCTBEHHBIX CPEJACTB TpeOOBAHUSAM
HaJJIeKaIEH MTPOU3BOJCTBEHHON MPAKTHKU, Oy/IeT 00eCIIeYeHO yCTpaHEHUE
NPENsSTCTBUMA IS CBOOOIBI OOpalieHuss JIGKapCTBEHHBIX CpPEICTB Ha
Teppuropun Bcero Corosa.

7/.CBelleHHsT O PAcCMOTPEHHBIX aJbTEpPHATHUBAX IMpeIaracMoMy

pPEryJIMPOBAHUIO.
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B kadecTBe anbTEpHATUB AAaHHOMY pPETrYJIUPOBAHUIO PACCMOTPEHBI
CUCTEMBI:

— IEKJIApUPOBAHUS MIPOU3BOIUTEIIEM KadecTBa MPOAYKIHUH,
WCIIOJIb30BaHUSI POMBIIUICHHBIX PETJaMEHTOB B KA4e€CTBE OCHOBHBIX
JOKYMEHTOB KOHTPOJI CTA0MIBHOCTH MPOLIECCa;

— MCIOJIb30BAHUE CHCTEMbl CIUIOUIHOTO BBIOOPOYHOTO  KOHTPOJIS
NoKa3aTesie KauecTBa B KaXKJ0M BBIMYCKAaeMOM cepuu (IapTuu) NpOayKIUU
U YNpaBlICHUS CHUCTEMOW KaudecTBa MPHU BBIABICHUH CyOCTaHAApTHOU
MPOAYKIIHH.

B ommume or nmpemiaraeMoro  BapuaHTa — PEryJIMpPOBaHUS,
HaIPaBJICHHOTO HA MPEJOTBPAILICHUE BBIITYCKA MPOAYKIIMU C HECTAOUIbHBIMU
MOKa3areasiMA KauyecTBa, YKa3aHHbIE HOPMbI MO3BOJISIIOT OTCJICKUBAThH JIMIIb
olue KpUTHYECKUE H3MEHEHHUs I0Ka3areseil KauyecTBa MOCHEe BbITycKa
cepud (IapTUH), U HE MEPCOHAIM3UPYIOT OTBETCTBEHHOCTh MPOWU3BOIUTEI,
YTO CHH)KAET CTENEHb OObEKTUBHOCTH U MOJIHOTHI KOHTPOJISL.

8. HopmaTuBHO-TIpaBOBOE OCHOBAHUE ISl IPUHATHS TPOEKTA PELICHUS
EDK.

Cratbss 30 JloroBopa o EBpa3uiickoM 3KOHOMHYECKOM COO3€
or 29 mas 2014 roma, craress 9 CornameHuss O €AUHBIX TMPUHIUIIAX H
mpaBujax oOpalieHusl JIEKapCTBEHHBIX CPEACTB B pamkax EBpasmiickoro
PKOHOMHUYECKOTO c0t03a0T 23 nekabpsa 2014 rona, nmyHkT 82 @DyHKUUN
u nonHomounit CoBera EBpasuiickodl SKOHOMHYECKOM  KOMUCCHH,
yCTaHOBJICHHBIX npuiioxkeHneM Ne 1 k Pemenunto Beiciero EBpasuiickoro
PKOHOMHUYECKOTO coBeTa OT 23 gekadpst 2014 1. Ne 98 «O permamente
padoTel EBpa3uiickoll SKOHOMHMYECKOW KoMHCccuuU», Pemienue Briciiero
EBpasuiickoro skoHomMu4eckoro coera oT 23 paekabps 2014 r. Ne 108
«O peanuzanuu CorjameHus: 0 €IUHbIX MPUHIHUIIAX U MPaBUIIaX O0OpallleHUs

JIEKaPCTBEHHBIX CPEJICTB B paMKax EBpa3niiCKOr0 3KOHOMHYECKOTO COK3a».
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9. Chepa momromounii EDK, Kk KOTOpOl OTHOCHUTCS TIPOEKT perIeHUs
EODOK.

PerynupoBanue oOpalieHus JeKapCTBEHHBIX CPEACTB U (OPMHUPOBAHUE
OOIIIEro pbIHKAa JIGKAPCTBEHHBIX CPEACTB B pamMkax EBpa3uiickoro
HKOHOMUYECKOTO COH03a.

10. ®uHAaHCOBO-?KOHOMHUYECKHE TOCIEICTBUS MPHUHATHS TMPOEKTa
pemennst EOK niis cyObeKTOB MpeAnpUHUMATENBCKON AESTENBHOCTH.

Cokpaiienue  pacxonoB  ¢apMaleBTUUECKUX  MPOU3BOAUTENEH
110 BBIXOy Ha peIHOK COr03a, a TakKE€ Ha BHEIIHUE PBIHKU CTPaH, BXOMISIIHNX
B cucreMy (apmanertuueckux wuHcnekropatoB (PIC/S), ucmonp3yromnryro
aHAJIOTUYHBIE MOAXOAbl K OpPraHu3alMyd U OLIEHKHM OOECleueHUs KadecTBa
(dbapManeBTHUECKOr0 IPOU3BOICTBA.

11. Ilpennonaraembele CpOKM BCTYIUIEHHS mpoekTa pemenns EJK
B CHILY.

1 auBaps 2016 roxa.

12. Oxxupmaemblid pe3yabTaT peryJIupOBaHHUS.

Co3pmanuve enuMHBIX MpaBWJI  OpraHu3auud  (papMaleBTUYECKOTO
IPOMU3BOJACTBA  JIEKAPCTBEHHBIX  IMPENAPATOB,  BHEIPEHUS  CUCTEMBI
o0OecrieyeHnsl KauecTBa M yMNpaBJIEHUs pUCKaMHU Ha MPOU3BOJICTBE, a TAKXKE
pa3paboTka TpaBWUi OpraHU3alMi  MPOU3BOJCTBA OCHOBHBIX TPYII
JIEKapCTBEHHBIX (POPM (CTEpUIIbHBIE, HECTEPUIIbHBIE JIEKAPCTBEHHBIE (DOPMBI,
MEIUIMHCKUE Tra3bl, paguodapMaleBTUUECKUE MpenapaThl, Mpenaparbl
U3 PACTUTEIBHOTO ChIphs, OMOJOTMYECKHE Mpenaparbl, Mpenaparsl s
IPOBEACHUS KJIIMHAYECKHUX UCCJIEIOBAHMI), IPUBJICUCHHE
Ha (apMaleBTUUECKUII PBIHOK HOBBIX 3apyOEXHBIX HWIPOKOB, BBIXOJ
HAllMOHAIBHBIX MPOU3BOAUTENCH JIEKAPCTBEHHBIX CPEJICTB HA BHEIIHUE

PBIHKH.
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13. Onucanue ombiTa TOCYJapcTB —  wWieHOB  EBpasuiickoro
DKOHOMHMYECKOIO COI03a M  MEKIYHApOAHOTO ONbITa PETyJIUPOBAHUSA
OTHOILICHUM,  SBISAIOLIMXCSA  OpeamMeroM  mpoekta  pemeHus  EOK
(c o0ocHOBaHMEM €T0 IPOTPECCUBHOCTH U MPUMEHUMOCTH).

I'ocymapctBa-wsiensl  Coro3a B HACTOSAIIEE  BpPEMsS  UMEIOT
HallMOHAJbHBIE IMpaBUJia MPOU3BOJACTBA JIEKAPCTBEHHBIX IPENaparos,
B Pa3JIMYHOM CTEIIEHUW TapMOHU3UPOBAHHBIE C IpaBuiiamMu EBporeinckoro
coro3a W BcemupHOW opraHuzauuu 3apaBooxpaHenus. [lpenmaraemas
penakius MpaBuJl TaApMOHU3UPOBaHa ¢ TpeOoBaHUIMHU EBporieiickoro coro3a
2014-2015 rr., w B HacTosfIee BpeMms, SABISICTCA  HaumboJlee
J€TATM3UPOBAHHBIM PYKOBOJICTBOM, PEATU3YIOIIUM MPUHIUIBI YIPABICHUS
puUcCKamMu i1 oOecredeHHs CTAaOMJIBHOCTH KAyecTBa  BBIITYCKaeMOU
MPOAYKIIHH.

14. CBeneHust O TPOBEACHUHM IMyOJIHMYHOTO OOCYXKIEHHUS IPOCKTa
pemenus EDOK.

Hara pazmewmenus: 6 mas 2015 rona

Cpok mpoBeaeHus mnyonuyHoro oocyxaenus: 30 aHedt (mo S5 uroHSA
2015 rona).

CBofika OT3BIBOB, 10paOOTaHHbBIE MMPOEKT PEIIeHUsI U HHHOPMAITMOHHO-
aHAWTHYECKas CIpaBKa pa3MeIeHbl MO cchUIke: https://docs.eaeunion.org/
ru-ru/Pages/DisplayRIA.aspx?s=e1f13d1d-5914-465c-835f-2aa3762eddd
a&w=9260b414-defe-45cc-88a3-eb5¢73238076&1=d70984ct-725d-4
790-9b12-19604c34148c&EntityID=180.

Croco0 mpencTaBieHus MPEAJIOKEHUN K MpoeKTy pemenusi Komuccnn
U UH)OPMAIMOHHO-AaHAIMTUYECKOW CIpaBKe, a TakKe 3aloTHEHUs
ONPOCHOTO JIUCTA: C HCIOJIb30BAHUEM COOTBETCTBYIOLIETO CEPBHUCA

O(l)I/II_II/IaJIBHOFO caura C0}03a; IMyTe™M 3allOJIHCHHA OIIPOCHOI0 JIMCTA
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Ha OyMaXHBIX HOCHUTENSAX, U (WJIH) TOCPEACTBOM BJIEKTPOHHOM TOYTHI
Ha ajpec: dept techregulation@eecommission.org.

B pamkax  myOmuuHOrO — OOCYXKIEHHMS C  HMCIIOJIb30BaHHEM
COOTBETCTBYIOIIETO cepBUca odunuanpHoro caita Coro3a MOTyYEHbI
3amedanusi Cnounkoro Onera Po3ymbOaeBuua, bpyckuna Ajekcanapa
bopucopuua (®MBIl wum. A.WM. bypnassna), Careibanguna Omxkaca
(Accormanust  MEXIyHAapOJIHBIX (DapMalleBTUUECKUX MPOU3ZBOJIUTEIICH).
[IpencrasneHHbie 3aMeUaHus YYTEHBI B TIOJTHOM OObEME.

B pamkax mnyOnu4HOrO O0OCYXIeHUS Ha OyMa)XHOM HOCHTEIE
noctynuio npennoxxkenne Kaprieea AWM. (Ilpencemarens HammonanbHOrO
coBeTa 1o romeonarun). [Ipeanoxenue OTKIOHEHO.

KomMeHTapueB u NnpejioskeHUil ¢ UCIOIb30BaHUEM OMPOCHOTO JIUCTA
HE MOCTYIAJIO.

3amMeuaHuil W TPEMIOKEHHM K UH)OPMAIMOHHO-aHAIUTUYECKON
CIIPaBKE HE MOCTYNAaJo.

15. CBeneHust 0 3aKJIIOYEHUU 00 OIIEHKE PEryJIMPYIOLIEro BO3AEHCTBUS
Ha rpoekT pemenns EOK.

3akmodueHrue 00 OIEHKE PETyJIHPYIOIIETO BO3JASHCTBUSA OT 27 HIOJSA
2015 1. Ne 25 [lemapraMeHTa pa3BUTUA IPEANPUHUMATEIBbCKOU
NEeATENbHOCTH EBpa3niiCKOM 3JKOHOMUYECKON KOMUCCHHU.

16. Mnas wuHdopmManus, OTHOCAILIAACS, MO MHEHHUIO JenapTamMeHTa
EDK, oTBeTcTBEHHOro 3a TMOATrOTOBKY mnpoekra pemenus EOK|
K OCHOBHBIM CBeleHUsSIM O npoekre pemenuss EOK wu  (wim)
O €ro MOJAroTOBKE.

ITpoekT pemenns Komuccnu paspadoran n ogodper Paboueii rpymmoit
no (GOpPMUPOBAHUIO OOIIUX TMOJXOJOB K PEryJHMPOBaHUIO OOpalieHus
JIEKApCTBEHHBIX CPEJICTB B paMmKkax TamoxkeHHOro cor3a u EmauHoro

PKOHOMHUYECKOTO  TPOCTpaHCTBA, copmupoBanHord mnpu  Komteruu
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EBpa3niickoil 3KOHOMHYECKOW KOMHCCHHM, B COCTaB KOTOPOHM BXOHSAT
IIPEACTABUTENN YIOJHOMOYEHHBIX OpPraHOB ToCyaapcTB — wieHOB (Coro3a
U TIpEJICTaBUTEIN OM3HEC-COOOIIECTBa.

CretyeT OTMETUTBD, YTO MO MPEITI0KEHUAM YIIOJTHOMOYEHHBIX OPTraHOB
Poccuiickonn ®enepanii B 4YAaCTU  PEryJMPOBAaHUSA  JIEKApCTBEHHBIX
MpenapaToB, HCMOOJb3YEMbIX B BETEpPUHApPUM B IyHKTE S5.29 rnaBel 5
«IIponsBomcTBO» wactu | JOKyMEHTa MPEIIIOKEHO  YKECTOUYEHHUE
perynsTOpHBIX  TpeOOBaHMI B  dYacTH  0Os3aTEIbCTBA  MPOBEIACHUSA
IIPOM3BOJIUTENIEM BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEICTB ayAUTOB BCEX
MPOU3BOAUTENCH M AUCTPUOBIOTOPOB (PapMarieBTUYECKUX CYOCTaHIUH,
a HE OCYLIECTBJIECHHWE WM J[aHHBIX BHUJIOB PadOT HAa OCHOBE KOHIIEHIUU
«aHAIU3a PUCKOBY.

Kpome Ttoro, wu3 mnpunoxenus 4 k IlpaBunam Hamnexamen
MIPOU3BOJCTBEHHON MPAKTUKH HCKIIOYeH pazaen «lIpons3BoacTBO 1006aBOK
K  JIGKAPCTBEHHBIM  KOpMam», Kak  [OPOTUBOPEYAIM  HOpMam

(¢uTOCaHUTAPHOrO 3aKOHOAaTeIbCTBa Cor03a U rocy1apcTB — wieHoB Coro3a.



