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 mpobOsieMaMu, Ha pPEIICHHE KOTOPBIX HAMpPaBJICH MPOEKT
pelieHus, IBJISAI0TCS HE0OOXOAUMOCTD!

pacIIMpeHHsl  JOCTylna  MNAalMEeHTOB K  HE3aperuCTPUPOBAHHBIM
JIEKapCTBEHHBIM MpernaparaM MpPU yrpo3aX BO3HUKHOBEHUS UpPE3BbIYANHBIX
CUTYyaluu, a TaKXe rpymnmnam JIEKapCTBEHHBIX MpenapaToB
BBICOKOTEXHOJIOTHYECKOM  Tepanuu, MpenapataM IPOPHIBHOM Teparuw,
op(aHHBIM JIEKAPCTBEHHBIM MpENapaTam;

COKpAIlIeHUs] CPOKOB PACCMOTPEHHS] PETUCTPAIMOHHBIX JOChE IpHU
OPOBEJACHUM  NPOLEAYypbl  B3aUMHOIO  MpU3HAHUS U OOECHedeHUs
BO3MOYKHOCTH BHECEHHs W3MEHEHHH B JOChE B IPOLIECCE €ro 3KCIEPTHU3BI
rocyapcTBOM NPHU3HAHUS;

oOecreueHrss BO3MOXKHOCTH MOJIayu JOKYMEHTOB Ha PETUCTPALMIO B
JUCTAaHIIMOHHOM PEKHUME U B YCIOBUSX IMUAEMHUOJIIOTMYECKUX OTPaHUYCHUH.

2. llenb perynupoBaHus

Yuudukanus mnoaxoaoB W TpeOOBaHW yMOJIHOMOYEHHBIX OPraHOB
(3KCHEpPTHBIX OpraHu3aluil) TrOCYJapCTB-WICHOB K MpPUEMY JTOKYMEHTOB
PErUCTPAlIMOHHOTO  JIOCh€ MW MPOBEACHUI0O YaCTH  HUCCJIEAOBaHUN B
JUCTAHIIMOHHOM PEXHUME, BHEAPEHHE MPOLEAYp YCIOBHOM pErucTpaiu,
pEruCTpallui B HMCKJIIOYUTEIBHBIX  OOCTOSITENIbCTBAX U YCKOPEHHOM

AKCIEPTU3BI JOKYMEHTOB JOChE B IpaBo Coro3a.
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3. 'pynmna nui, Ha 3alUTy WHTEPECOB KOTOPBIX, HAMPABIEH MPOEKT
pemenuss EOQK

[IpoexT perieHus: HaMpaBJICH Ha 3aIUTY MAMEHTOB C PEAKON W (WUIIH)
0c000 TSDKEJIONW  IAaToJIOTHEH, INIOXO  HOMJAIOIMIMMHUCA  H3JICUCHHIO
3a00JI€BaHUAMH, WHTEPECOB MPOU3BOAMUTENICH JIEKAPCTBEHHBIX IPENapaTos,
YIOJJHOMOUYCHHBIX MPOU3BOAUTENEM JIHI[ (CYOBEKTOB (hapMareBTUUECKOTO
PBIHKA, KOTOPBIC 3aHUMAIOTCS KOMIUIEKTOBAaHUEM PETHCTPAIIMOHHOTO JI0ChE),
YIOJIHOMOYEHHBIX ~ OPTaHOB  (OKCIEPTHBIX  OpraHW3aiuii), KOTOpbIE
BBITIOJTHSIOT TPOIEAYPY OIEHKH PErHCTPAIMOHHOTO JOChE JICKAPCTBEHHOTO
npernapara ¢ MO3UIMU J0Ka3aTeIbCTBA €ro 0Oe30MacHOCTH, COOTBETCTBHUS
3aIaHHOTO  CTaHJapTa  KayecTBa, Hawiaydmed  dPQGEeKTUBHOCTH |
OJIaronpusTHOTO POMHIIST COOTHOIICHHUS TTOJIB3BI U PUCKA.

4. Anpecatsl peryaupoBaHus, B TOM qyuCcIe CyOBEKThI
IPEeANMPUHUMATEIIBCKON JACATEIHPHOCTH, M BO3/ICHCTBHE, OKa3bIBAEMOE HA HUX
peryaupoBaHuEM

Anpecatamu peryaupoBaHus SIBJISTFOTCS IPOU3BOIUTENH
JICKapCTBEHHBIX TPEMapaToB, YIOJHOMOYCHHBIC OpraHbl (dKCIIEPTHHIE
OpraHu3amum) rocyaapcTB — wieHoB CoOr03a, OCYIIECTRIISIONINE PETUCTPAIUIO
JICKapCTBEHHBIX TPEMapaToOB M JKCIEPTH3Yy MATEPUAJIOB PETUCTPAIIMOHHOTO
JOChE.

[TocpencTtBoM MpUHATHS TPOEKTa pemieHuss OyayT paclIdpeHsI
BO3MOYKHOCTH 3JICKTPOHHOTO JOKYMEHTOO00POTA, TNCTAHIIMOHHBIX MTPOIEAYP
Ipy  OIlEHKE KadecTBa JIEKAPCTBCHHBIX TIPEIaparoB, BBEJISHBI 3 BHUA
IPOIIeIyp YNPOIICHHOTO W YCKOPEHHOTO JIOCTymHa BBICOKOA()(PEKTUBHBIX
JIEKapCTBEHHBIX  TpemaparoB Ha  peiHOK  Coro3a, dYTO  TMO3BOJIUT
MPOW3BOIUTENSIM  JIGKAPCTBEHHBIX  MPENaparoB  HUCKIIOYUTh  MOTEPH,
CBSA3aHHBIE C HAPYIICHUEM JIOTUCTUYECKUX aJIMHUHHCTPATHBHBIX CBS3CH

BBI3BAHHBIX He6HaFOHpHﬂTHOﬁ 3HI/I)1€MPIOJIOFI/IIICCKOI>'I CHTyaHHCﬁ B MMHPC,
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IUTAaHUPOBATH pacIpe/iesieHne YacTH PacxoJi0B, CBSI3aHHBIX C pa3pabOTKO u
BBIBOJIOM JICKaPCTBEHHBIX MPEMAPATOB Ha PHIHOK Ha MOCIEPETUCTPAIIMOHHBIHN
3Tal ¥ TEM CaMbIM ONITHMHU3UPOBATH BO3MEIICHNE TTOHECEHHBIX 3aTpar.

5. ComepkaHue yCTaHaBIMBAEMBIX JUISI aApPECaTOB PEryJUpPOBAHUS
orpaHr4eHUH (00s13aTEIBHBIX MPABUIT MTOBECHUS )

B pamkax npejjaraemMoro peryJidpoBaHus MPe/nonaraeTcs:

a) pacHIMpUTh YCIOBUS JOCTyIa BBOMMBIX B rocyaapcTBo-wieH Coro3a
HE3apeTUCTPUPOBAHHBIX  JICKAPCTBEHHBIX  NPEMapaTroB I OKa3aHHS
MEIUITMHCKOW MTOMOIIU TI0 KM3HEHHBIM MMOKa3aHUSAM KOHKPETHOTO IMalleHTa
au00 OKa3aHWs MEIUIIMHCKONW TOMOIIM OrPAaHMYEHHOMY KOHTHHTEHTY
MAIMEHTOB C PEAKOM U (UITK) 0CO00 TSHKENOM MaTOJIOTHEH;

0) IeTanu3upoBaTh YyKa3aHWs, MO TPyIIaM HEe3aperucTpUPOBaAHHBIX
JICKapCTBEHHBIX IPENapaToB K KOTOPHIM MPEIOCTABISIECTCS AOCTYIT B OCOOBIX
YCIIOBHUSX;

B) YCTAaHOBUTH BO3MOXKHOCTH!

napaieIbHOTO PACCMOTPEHHUS 3asBICHUM HECKOJIBKUMHU TOCYIapCTBAMU
PU3HAHUS TIPU TPOIEAYpPE B3aUMHOTO MPU3HAHUSA U BHECCHHUS W3MCHEHUU B
PErUCTPAallMOHHOE JO0ChE€ JI0 Hadajlla €ro pacCMOTPEeHHs B TOCyAapcTBax
IPU3HAHMUS,

y4acThsl MPEJCTABUTENICH IKCIEPTHON OpraHU3alluy MPU TPOBEIACHHUH
OIICHKA  JIA0OPATOPHBIX  HMCHBITAHUN  METOJOB  KOHTPOJS  KadecTBa
JICKapCTBEHHOT'O TIperapara B CIydasX BO3HMKHOBEHHUS CHUTYaIlMi, KOTOpBIE
HECYyT Yrpo3y MPUYUHEHHS BpeIa JKU3HU U 3JI0POBBIO IPEIACTaBUTEIISAM
OKCIIEPTHOM oOpraHu3anuu (Ype3BbIYaHBIC CHTYallUH, pPaclpOCTPAHCHHE
SIIUJICMHUOJIOTHYSCKUX  3a00JeBaHMi, 3a00JeBaHUH W  TOPAKCHUH,
MOJIyYEHHBIX B PE3yJIbTaT€ BO3JCUCTBUS HEOJATOMPHUITHBIX XHUMHYECKHUX,

OMOJIOTHYECKUX, PATUAIMOHHBIX (DAKTOPOB U IP);



VCIIOJIb30BaHUS 3JIEKTPOHHOTO JIOKyMEHTO000pOTa npu
MIPEAOCTABIICHUM MOAYJNsl | pPErucTpalMoOHHOTO JOChE JIEKAPCTBEHHOTO
Ipernapara;

OJJHOBPEMEHHOTO MHUIIMUPOBAHUS NPOLEAYPbl B3aUMHOIO MPU3HAHUS B
HECKOJIbKUX FOCYJJapCTBaX MPHU3HAHUS 10 BHIOOPY 3asiBUTENS,

') JOTIOJIHUTh pa3jiesl 00 YCTaHOBICHUM MOCTPETUCTPALIMOHHBIX MeEp
[IpaBun cienuanibHBIMUA OPOLEAYPAMUA U TPUI0KEHUSIMH MO:

PETUCTPAIMH JICKAPCTBEHHBIX MPENAPATOB B UCKIFOYUTEIBHBIX CIIy4asiX;

YCJIOBHOM PETUCTPAIIMU JIEKAPCTBEHHBIX MMPENAPATOB;

YCKOPEHHOU 3KCIIEPTU3E JIEKAPCTBEHHBIX IIPENAPATOB.

Takxke NOpPOEKT COAEPKUT NEPEYCHb TEXHUYECKUX IPABOK B TEKCTE
[IpaBun perucrpanid W CBSI3aHHBIX [PWIOKEHUM, HAIMPABICHHBIA Ha,
BBEJCHUE €IMHOOOPA3HOIO yKa3aHUs HauMeHOBaHUM akToB Komuccuu B
chepe oOparieHus JIeKapCTBEHHBIX CPEJICTB.

6. Mexanusm  paspemnieHuss OpoOJIeMbl W JOCTHXKEHUSA  IEJH
pEeryJIMpOBaHus, MNPEeAyCMOTPEeHHBIN mnpoekToMm pemenuss EDK (omucanwme
B3aMMOCBSI3M  MEXKJy [MPEIJIaraéMbIM PETyJIUpPOBAHUEM U  pelIaeMon
po0JIeMOif)

JIOCTMKEHNE WENd PEryJIMPOBAHUS OCYIIECTBISAETCS C MOMOIIBIO
yctaHoBiieHUsT B [lpaBuiax peructpauuv M 3KCOEPTU3bl JIEKAPCTBEHHBIX
MpenapaToB I MEAULIMHCKOTO NPUMEHEHHUS: €IUHBIX OAX0I0B K:

pacIIMpPEHUI0  JOCTylMa  TAlMEHTOB K  HE3apEruCTPUPOBAHHBIM
JIEKapCTBEHHBIM TIpernapaTaM IpU Yrpo3ax BO3HUKHOBEHHSI UYPE3BbIYAMHBIX
CUTYaIUH, a TaKkKe rpynmnam JIEKapCTBEHHBIX npenapaToB
BBICOKOTEXHOJIOTUYECKON Tepanuu, IMpenaparaM MPOPHIBHOW  Teparuu,
op(aHHBIM JIEKAPCTBEHHBIM MpeEMapaTam;

COKpAIIICHUID CPOKOB PACCMOTPEHUS PETUCTPAUMOHHBIX JOCHE IIPHU

IMPOBCACHHUHN MpoHucaypPbI B3aMHOT'O IMPpU3HAHUA u oOecrieueHus
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BO3MO>XHOCTH BHECEHUS W3MEHEHHH B JIOChE€ B IPOLECCE €r0 AKCHEPTU3BI
rocyJIapCTBOM MPU3HAHUS;

00€CIEeUEHNI0 BO3MOXHOCTH MOJA4YM JOKYMEHTOB Ha PETUCTPAIUIO B
JMCTAHIIMOHHOM PEXUME U B YCIOBUSIX MUAEMUOIOTUUECKUX OTPAHUYCHUN;

7.CBeleHMSI O pAacCMOTPEHHBIX aJbTEPHATHBAX MPEIIaracMomy
pETryJINPOBAHUIO

CoxpaHeHue IEHCTBYIOLIETO PETyJIUPOBAHUS B YACTH MPE/ICTABIICHUS
JOKYMEHTOB MOJYJIA | pEerucTpaliMoOHHOroO AOChe Ha OyMa)XHOM HOCHUTENE U
BBITIOJTHEHUSI HUCKJIFOYMTENIbHO OYHOW OILIEHKM KauecTBa JIEKapCTBEHHBIX
penaparos, JoCTymna MalKEHTOB K BBICOKOTEXHOJIOTHYECKUM
JIEKapCTBEHHBbIM  IpenaparaM, [penapataM MOpOPBIBHOW  Tepanmuud WU
npenaparamM Jyis JieueHus: op(aHHbIX 3a00JieBaHUN B paMKaxX YCTAHOBJICHUS
PYTHHHBIX MEp IO TMOCTPErucTpaluoHHoMy dapMakoHaa3opy. JlaHHBIN
OAX0J1 OyAET CHUXKATh CPOKHU BBIBO/JIA JICKAPCTBEHHBIX MPEMApaTOB HA PHIHOK
Coro3a, MOXKET MPUBECTU K (POPMUPOBAHUIO 3HAUUMOU NePEKTYyphl PhIHKA U
npoOjieMaM B OKa3aHUM MEIUIIMHCKOW TIOMOIIM OTACIbHBIM KaTErOpUSIM
IpaKJiaH.

[lepeBosi yacTu JIEKApPCTBEHHBIX MPENAapaToOB B KATETOPHUIO MPOAYKIIUU
HE TOJyIeKaIlel TOCyIapCTBEHHOM PErucTpaluy, UCKIIOUEHUE BBIMOJTHECHUS
KOHTpPOJISI KayecTBa NPOAYKIMU MO SMNUAEMUOIOTHYECKUM MNPUYHHAM.
JlaHHBIA ~ TOAXOJ ~ MPUBEAET K  TMOBBIIMIEHWIO  JOJM  HA  PBIHKE
(danbcuUIMPOBAHHONW U KOHTpA(PaKTHON MPOAYKIUH, a TAK)KE MPOAYKIUU HE
yIOBIIETBOPSIOIIEH KpUTEpUsIM 0€30MacHOCTH, KauecTBa U 3P(HEKTUBHOCTH.

8. HopMaTuBHO-TIpaBOBOE€ OCHOBAHME JIJIsl MPUHSATHS MPOEKTA PEIICHUS
EDQK

Crates 30 JloroBopa o EBpa3uiiCKOM 3KOHOMHYECKOM COKO3€
oT 29 mas 2014 rona, myHKT 2 cratbu 3, cTarhsi / CorjameHus O €IUHBIX

IMpUHOUIIAX W IIPpaBHAJIAX 06pameH1/1;{ JICKAPCTBCHHLIX CPCACTB B paMKax
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EBpazutickoro 3xoHoMHueckoro coto3a ot 23 aekadps 2014 roxa, myHkT 84
npuinoxenus Ne 1 k Pernmamenty pa®orel EBpa3uiickoii 3KOHOMHYECKOM
KomMuccud,  yrBepKaeHHoro  Pemennem — Bricmiero — EBpasuiickoro
AKOHOMHYECKOTro coBeTa oT 23 nekadpst 2014 r. Ne 98.

9. Chepa nmonnomouunit EDK, Kk KOTOpOl OTHOCHUTCSI MPOEKT pEeLICHUS
EDK

PerynupoBaHue oOpallleHHsl JIEKapCTBEHHBIX CPENICTB U (POPMUPOBAHUE
oO1w1ero peiHKa B paMkax Coro3a, Ha OCHOBE €AMHBIX akToB Komuccuu.

10. ®uHaHCOBO-3KOHOMHUYECKHE TOCIEACTBUS NPUHATUS  IPOEKTa
pemienust EDK asa cyObekToOB npeAnpUHIMATENBCKON AeSITEIbHOCTH

KonmnuecTBeHHass M KayeCTBEHHAsl OLEHKA COKpPAIICHUS OXKHIAEMBbIX
u3ziepKeK (MPSAMBIX U KOCBEHHBIX) aJIpECAaTOB PETYIUPOBAHMS, UX TUHAMUKA U
yder npu (POPMUPOBAHUU CTOMMOCTH JIEKAPCTBEHHBIX MPENApaToB MOTYT
OBITb TIPOBEACHBI TOJBKO KOHKPETHBIM CYOBEKTOM XO3SHCTBOBAaHHS, JHUOO
YIOJHOMOYEHHBIM OPTaHOM rocyjapcTBa-uwieHa Coro3a B chepe IKOHOMUKH.

JlaHHBIN BHU]I OLICHKH HE MOXET OBITh OTPaXE€H B HACTOSIICH CITpaBKe,
MOCKOJIbKY MPOBOJAMTCS Ha OCHOBAHMM JAHHBIX ()MHAHCOBOW NESITEIbBHOCTU
MPEANPUITHS, OTHOCSIINXCS K KaTerOpuu KOH(PUIACHIIMATLHON HUH(POpMAINH
(koMMepUecKasi TailHa) M HE JIOCTYMHBI B OTKPBITBIX MCTOYHHMKAX M 0azax
JTAHHBIX.

11. ITpeanonaraemblie CpoOKHU BCTyIUIeHHs TpoekTa pemenus EJK B cuiny

[To ucreuenuu 6 MecsuEB ¢ AaThl €r0 OPUIIMATIBHOTO OMYOJIMKOBAHUS.

12. Oxxkunaemblid pe3yiabTaT peryJIupOBaHHUS.

ObecnieueHue (yHKIMOHUPOBAHUSA npoLeayp €IMHOTO
¢apmaneBTuueckoro peiHka Coro3a B YCHOBHUSIX — HEOIAronmpusTHON
ANUJEMHUOJIOTMYECKON CUTyaluu B Mupe. Pacimpenne 1ocTyna HacelneHus K
BBICOKOTEXHOJIOTUYECKHM  JIEKAPCTBEHHBIM  IIpemaparaMm,  CpeAcTBaM

HpOpBIBHOfI TCpalliu U oOecrieueHue ux PAaHHCETO BbIBOJA HA PBIHOK.



Wcknrouenne wiM  MUHUMM3alUUsg  TOTepb  (dapMaleBTHUECKUX
MIPOU3BOUTENEH, CBA3aHHBIX C HapyLICHUEM JOTUCTUYECKUX
aJIMAHUCTPATUBHBIX CBsI3EH BBI3BAHHBIX HEeOIaronpusTHOM
ANUJEMHUOJIOTUYECKON CUTyallueld B MUPE, paclpelereHue 4acTH PacXoioB,
CBSI3aHHBIX C Pa3pabOTKOIl U BBIBOJIOM JIEKAPCTBEHHBIX MPENAPATOB HA PHIHOK
HAa  TOCJIIEPETHUCTPAIIMOHHBIA dTall ©W TEM  CaMbiM  ONTHUMM3AIUA
(hapManeBTUYECKUM IIPOU3BOAUTEIEM BO3MEILIEHUS IOHECEHHBIX 3aTpart.

13. Onucanue  ombiTa TOCyJapcTB —  wWieHOB  EBpasuiickoro
SKOHOMHUYECKOTO0 C€OI03a M MEXKIYHapOJHOTO OIbITa PEryJIUpPOBaHUS
OTHOIIEHUHM,  SBIAIOIIMXCA  OpeaMeTroM  mpoekta  pemenuss  EOK
(c 000CHOBaHUEM €r0 MPOrPECCUBHOCTH U IPUMEHUMOCTH)

He npumeHuMO, MOCKOJBKY HM3MEHEHHUS BHOCSTCS B MPOLECCHI,
yCTaHOBJICHHbIE B ITpaBe Cor03a, peryupyromuM o0palleHne JIeKapCTBEHHbIX
CPEICTB.

14. CBeneHust O TPOBEACHUM MMYyOJMYHOTO OOCYXICHUS IPOCKTa
peenus: EQK.

15. CBeneHus 0 3aKiI0YEHUU 00 OLEHKE PEryJupyIOIIero BO3JECHCTBUS
Ha mpoekT pemennst EOK

16. Nnas undopmariusi, OTHOCAIIAsICS, 0O MHEHUIO Jienaptamenta EDQK,
OTBETCTBEHHOI'0 3a MOATrOTOBKY Ipoekra pemeHus EDK, k ocHOBHbIM
cBelleHUsIM 0 TipoekTe pemienuss EQK u (unun) o ero noarotoBke

[IpoekT pelieHUss PacCMOTPEH W OH0OpeH paboueil Tpynmo 1o
dbopMHUpOBaHHIO  OOLIMX  TMOAXOJOB K  PEryJHPOBAHHUIO  OOpaIieHus
JIEKapCTBEHHBIX CPEACTB B paMmkax EBpa3uiickoro 3KOHOMHYECKOTO €Oi03a, B
COCTaB KOTOPOM BXOAAT MPEICTABUTENN YIIOJTHOMOYEHHBIX OPraHOB FOCYIApPCTB-
YJICHOB W TIPEJCTABUTENN OW3HEC-COOOIECTBa, a TaKXke HaOmomarenei oT

Pecny6mukn Monnosa, Pecrybmmku Y36ekucran u Pecryonmku Kyo0a.
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Pemakius 1poekra IPOXOAWT MApajUIeIbHYI0 OLIEHKY B  paMKax
HoTu(UKauuu  BcemupHOl  TOpProBoid  OpraHusalud W pealn3aluu
MeMopanayma O B3aMMONIOHUMAaHUUA MexXAy EBpasuiickoli 3KOHOMUYECKOM
komuccueil u EBpornelickuM pernoHalbHbIM Oropo BcemmupHoil opranuzanuu

37PaBOOXPAHEHHUSI.



