NHOOPMAILMOHHO-AHAJIMTUYECKAS CITPABKA

O TIOCJIEICTBUSAX BJIMSHUS MIPOEKTA pelIeHUs EBpa3suiicKor 3KOHOMUYECKOU
KOMHUCCHHM Ha YCIIOBHUS BEACHUS NPEANIPUHUMATEIBCKOU IEATEIbHOCTU

HanmenoBanue mnpoekra pemenus: O mnpoekre pemrenuss Coseta
EBpa3zniickoil sKoHOMHYECKOW Komuccuu «(O BHECEHHMHM W3MEHEHHUH B
Pemenne CoBera EBpa3suiickol 3KOHOMHYECKONM KOMHMCCHUM OT 3 HOSIOps
2016 r. No 83»

1. IlpoGnema, Ha pelieHre KOTOPOU HampasiieH MpoekT pemenns EQK
KitoueBbiMu TIpoOJieMamMHu, Ha PEINICHUE KOTOPHIX HAMpaBiI€H MPOEKT
pelIeHusl, SIBJISFOTCS:

[Ipyu3Hanue pe3ynbTaTOB JOKIMHHYECKHUX HUCCIEIOBAHUN BCEMU
rocyaapcTBamMu-ujieHaMu EBpPa3zuicKOro 3KOHOMUYECKOTO CO3a BO3MOYKHO
TOJIBKO TPU YCIOBUU YJOCTOBEPEHHUS] COOTBETCTBHUS TMPOIEAYp HX
npoBeaeHuss TpedoBanusM [IpaBun Hamsexanen 1a00paTOPHOU MPAKTUKU
EBpazuiickoro 3K0OHOMHUYECKOTO COr03a B chepe oOpalieHusl JeKapCTBEHHbBIX
cpeacTB, yrBepkaeHHbIM Pemennem CoBera EBpasuiicko SKOHOMHUYECKOM
komuccun oT 3 HosiOpst 2016 1. Ne 81 (mamee — IlpaBuna maGopatopHoOit
NpaKkTUKH). Takoe COOTBETCTBUE TapaHTUPYET JOCTOBEPHOCTh CBEICHUH,
MPEJCTABIICHHBIX 3asBUTEJIEM B PErUCTPAIMOHHOM JOCh€ B OTHOIICHUU
MPOBEJICHHBIX JOKJIMHUYECKUX HCCIEIOBAaHUIN, a TakKe OTCYTCTBUE
MaHHUIYJUPOBAHUSI  MEPBUYHBIMU  JA@HHBIMM C  LEJIbI0  MOJYYEHHS
HEOOXOIMMOTO PE3yIbTara.

B uensix ompeneneHus COOTBETCTBUS JOKIMHUYECKUX HCCIIECTOBAHUIN
TpeboBanusM [IpaBus 1adbopaTOpHON MPAKTUKH, YIOJTHOMOUYECHHBIE OPTaHbI
rocyJlapcTB — wieHOB ((apMalrleBTUUECKHE WHCIEKTOparhl) EBpaszuiickoro
AKOHOMHYECKOr0 coro3a (majmee — rocyaapcrBa-uieHbl, Coro3) MPOBOJST
WHCIICKITUM  UCIBITATENBHBIX ~ IEHTPOB  (y1abopaTtopuii,  IUIOMIAOK),
MPOBOJISIIMX Takue ucciaenoBanus. KirodeBoi mpoOiieMoil, Ha pelieHue

KOTOpOﬁ HaIlpaBJICH IIPOCKT PCHICHUA SABJIACTCA YCTAHOBJIICHHUC CIWHBIX
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MOAXOAOB K TMOJTOTOBKE M TMPOBEICHUIO HWHCIEKIUU, KIacCUuPUKaiuu
HEJI0OCTaTKOB (HECOOTBETCTBHI), MOATOTOBKE MHCIEKIIMOHHOTO OTYETa, YTO
rapaHTUpPyeT pU3HAHUE pEe3yIbTaTOB WHCIIEKTUPOBAHUS
YIOJHOMOYCHHBIMH OpPTaHAMH JPYTHX TOCYIaPCTB-UICHOB.

2. llens perynupoBaHus

[lens mpUHATHS TPOEKTa pEIICHUS 3aKI0YaeTCs B TapMOHU3AIMH
MOJXOA0B K MpOIEeAypaM MPOBEACHUS UHCIICKIIUHU WCIIBITATEIbHBIX IIEHTPOB
(;maGoparopuii, IUIOMIAZIOK) HA COOTBETCTBUE TpeOoBaHusiM [IpaBuin
7a00paTOpHOM TMPAKTUKM HA TaMoOKeHHOM Tepputopun Coro3a U Ha
TEPPUTOPUHU TPETHUX CTPaH.

3.I'pynma nuil, Ha 3aIIUTy WHTEPECOB KOTOPHBIX, HAIPABIEH MPOEKT
pemenus EOK

[IpoekT pelieHuss HampaBieH B TEPBYIO OYepelb Ha 3allUTy
POU3BOJIUTENCH  JIEKAPCTBEHHBIX  MpenapaTroB, 3allUTy HHTEPECOB
YIOJIHOMOYCHHBIX OpPraHOB (SKCHEPTHBIX OPTraHW3allWid) BBITIOHSIONINX
WHCIICKIIMM HWCTBITATENIbHBIX I[IEHTPOB (Jabopartopuii, IUIOMIA0K) Ha
cooTBeTCTBUE TpeOoBanusM [IpaBui 1abopaTopHOI MPAKTUKH.

4. AnpecaTsl ~ peryiWpoOBaHHMs, B  TOM  YUCIE  CYOBEKTHI
PEANPUHAMATEIBCKON AEATEIHPHOCTH, M BO3/ICHCTBHE, OKa3bIBaeMOE Ha HUX
peryJupoBaHHEM

Anpecaramu pETyIUpPOBaHUS SIBJISTFOTCSI TIPOM3BOIUTEIH
JCKAPCTBCHHBIX  CPEJICTB  (CIIOHCOPHI  JOKIMHHYCCKHX HCCIICIOBAaHUK),
WCCJIEIOBATEINN [IEHTPOB, OCYIIECTBISIONINX JOKJIUHUYECKAE UCCIICIOBAHMSI,
UCIIBITAaTeNIbHBIC IEHTPHl (JTabopaTopuy, IUIOMIAIKK) PACIIOJIOKCHHBIE B
rocygapcTBax-4jieHaX W B TPETbUX  CTpaHax, (apMareBTUYSCKHE
WHCITEKTOPATHI TOCY1apCTB-UJICHOB.

[TocpencTBoM TpPHHATHS pPEMICHUS OYyIyT YCTAHOBJICHBI EIUHBIC

I[IpaBujia U IpoHcaAypbl IMPOBCACHHA HHCHGKHHP'I HCIIBITATCIIbHBIX LCHTPOB
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(;1aboparopuii, IUIOMIAZOK) HA COOTBETCTBUE TpeOoBaHusiM [lpaBuin
7a00paTOPHON MPAKTUKH, KOTOpPBIE OYAyT SBISITHCA OOS3aTEeIbHBIMHM IS
UCIIBITATeNIbHBIX ~ IIEHTPOB  (Jtaboparopuii,  IUIOMIAJOK),  CIIOHCOPOB
JOKIMHUYECKUX HCCIEAOBaHUM u  (hapMaleBTUUECKUX HMHCIEKTOPATOB
rOCy1apCTB-4JICHOB.

5. CopepxaHue yCTaHABIMBAEMBIX [UJISI aapecaToB pETyJIUPOBAHMUS
orpaHnueHUM (00s13aTEIbHBIX MTPABUII IIOBEIACHNS )

B  pamkax mpemyiaraeMoro  peryJjupoBaHHS  MPEINojaraercs
YCTAaHOBUTH E€JIMHBIE TOAXOALI K TMPOIEAYypaM MPOBEACHUS WHCIEKIINH
UCIIBITATeNIbHBIX ~ IIEHTpOB  (JtabopaTropuii,  IUIOMIAI0K),  CIIOHCOPOB
UCCIEeIOBaHUl Ha cooTBeTcTBHE TpeOoBanusM IlpaBun nabGopartopHoit
MPaKTUKH.

6. MexanusMm  paspemieHus TpoOJeMbl U JOCTIDKCHHS  IIENU
peryiupoBaHusi, MPeaycMOTpeHHBIM mpoektoM pemenus EDK (ommcanue
B3aMMOCBSI3M MEXIy TMpeajaraéMbiM peryJupoBaHUEM U pelraeMoin
po0JIeMOi)

JlocTuKeHUe Leau PeryjaupoBaHUs OCYUIECTBISIETCS € TOMOUIbIO
YCTAaHOBJICHUSI TPEOOBaHWN K MpOIEAypaM TMPOBEACHUS HHCIEKIIUA
UCIIBITATENIbHBIX IIEHTPOB (1aboparopuid, IUIONIAJ0K), CIIOHCOPOB Ha
cooTBeTcTBHE TpeboBanusM [IpaBuin 1abopaTopHO NPaKTUKH (B TOM YHUCIIS
K 00bEKTaM MHCIEKTHPOBAHMS M 00bEMY WHCIICKIUI, MTOPSAKY Ha3HAUYCHHSI
UHCIEKUMN, MpoleaypaM  MpOBEACHUS  MHCHEKUUW,  COCTaBICHUIO
MHCIEKIMOHHOTO OT4YeTa U 0030py HECOOTBETCTBUH IO pe3yJibTaTaM
WHCIIEKIIHH ).

7.CBenmeHuss O pPacCMOTPEHHBIX albTEpHATUBAX IIpeljIaraeMomy
pPETYJIMPOBAHUIO PACCMOTPEHAa CHCTEMa PEKOMEHIATeIbHBIX HOPM TIO
KOHTPOJIIO CUCTeMBI (apMaKOHAA30pa JepiKareiel perucTparmoHHOrO

YI0CTOBEPECHHSL.
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B xauectBe AJIbTCPHATHBHLIX BAPUAHTOB PACCMOTPCHLI:

a) COXpaHEHHE HallMOHAJIbHBIX paBUII WHCIEKTUPOBAHUS
UCIIBITAaTeNIbHBIX IEHTPOB (J1abopartopuil, Iuiomanok). B manHoM ciydae
WCIIOIBb30BAHUE OTIMYAIOIINUXCA TOAXOAOB B TIOCYJAapCTBax-wieHax K
WHCIIEKTUPOBAHUIO TMPUBEIECT K HENPU3HAHUIO PE3YJIbTaTOB  OICHKU
MPOBEICHHBIX JIOKIMHUYECKUX HCCIEAOBAaHHWM, a, CJIEAOBATEIbHO, U
pe3y/bTaToOB CaMHUX HCCIENOBAHUM, YTO YBEIWYUT KOJUYECTBO OTKA30B B
NPU3HAHUMA PETUCTPALMU  JIEKAPCTBEHHBIX IMPENaparoB CcO  CTOPOHBI
rOCy/lapCTB-IPU3HAHUS U COOTBETCTBEHHO  IMOTpPEOyeT  MOBTOPHOTO
IIPOBEAEHUS UCCIEN0OBAHUS CIIOHCOPAMU;

0) OTKa3  OT  BBINOJHEHUS  WHCHEKTUPOBAHUS  JOKJIMHUYECKUX
yccClIeIoBaHnN. [JaHHBIN CleHapUi IIPUBOJIUT K PE3KOMY POCTY BEPOSTHOCTHU
MPEICTABICHNUS] CIIOHCOPOM HENOCTOBEPHBIX JAHHBIX MO O€30MacHOCTH U
3G (HEKTUBHOCTH JIEKAPCTBEHHOIO Ipernapara B pe3yJibTaTe HEKaueCTBEHHO
MPOBEICHHBIX UCCIEIOBAHUM, UYTO MOXKET MPUBECTU K BBIMYCKY B OOpallieHHue
JIeKapCTBEHHOTO Tpernapara 3h(PEeKTUBHOCTh U OE30MACHOCTh KOTOPOTO HE
MOATBEPKICHbI W TMPUMEHEHUE KOTOPOTO HAHECET BpEI 3I0POBBI0 U
OIaronoIy4Yrio HACEICHU.

8. HopMaTtuBHO-TIpaBOBOE€ OCHOBAHUE JJISI IPUHATHS MIPOEKTA PEIICHUS
EOQK

Cratess 30 J[loroBopa o EBpa3uiicCkoM 3SKOHOMHYECKOM COKO3€
ot 29 mas 2014 rona, craten 6 u 10 CornameHus o eIUHBIX MPUHIMIAX U
MpaBWIax OOpAIllEeHUs] JICKAPCTBEHHBIX CPEJICTB B pamkax EBpaszuiickoro
AKOHOMMYECKOT0 coro3a oT 23 nexadps 2014 rona.

9. Chepa nmonnomounit EDK, Kk KOTOpOi OTHOCHUTCSI MPOEKT pEeLICHUs

EOK
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PerynupoBanue oOparteHus JIEKapCTBEHHBIX CpEIICTB u

dbopmupoBanue oOmiero peiHka B pamkax Coro3a, Ha OCHOBE €/IMHBIX aKTOB
Komuccum.

10. ®uHAaHCOBO-?KOHOMHUYECKHE TMOCIEACTBUSL TMPUHATHA TPOEKTa
pemennss EOK niis cyObeKTOB peApUHUMATENBCKON AESTEIbHOCTH

[IpuHsATHE TpOEKTa  pEIIEHUA  I[O3BOJUT  YCTPAHUTh  PHUCKH
BO3HUKHOBEHHSI JIOMOJHUTEIBHBIX 3aTpaT MPOU3BOAUTENEHN JIEKAPCTBEHHBIX
CpPEICTB Ha IIPOBEACHUE IOBTOPHBIX JOKIMHUYECKUX HCCIICIOBAHUM,
HEOOXOAMMOCTh IOBTOPHOTO BBINOJHEHHUSI KOTOPBIX OyJIeT BO3HUKATh B
cllydya€ HENPHU3HAHUS YMNOJHOMOYEHHBIMH OpraHaMu TOCyAapCTB-YJICHOB
pPE3yNbTAaTOB TAKUX MCCIIEIOBAHMIA.

KonuyecTBeHHass M KayeCTBEHHAs OLICHKA COKPAILEHUS OKUIAEMBIX
U3JIepKeEK (MPSMBIX U KOCBEHHBIX) apeEcaToOB PEryJIUPOBaHUs, UX THHAMHUKA
U y4eT npu (HOPMUPOBAHUU CTOMMOCTH JIEKAPCTBEHHBIX IMPENapaTOB MOTYT
ObITh TIPOBEIEHBI TOJBKO KOHKPETHBIM CYOBEKTOM XO3SMCTBOBaHUS, JHOO
YIOJIHOMOYEHHBIM OPTaHOM IOCYyJIapCTBa-ujieHa B cepe IKOHOMUKH.

JIaHHBIN BUJT OLICHKH HE MOXET ObITh OTPa’KEH B HACTOSIIEH CIPaBKE,
MOCKOJIbKY MPOBOJUTCS HA OCHOBAaHUHU JITAHHBIX (PMHAHCOBOW NIEATEIHLHOCTU
OPEANPUSITHUS, OTHOCAIIUXCSA K KaTEropuu KoHGUAEHIMaIbHON nHpopManuu
(koMMepueckas TailHa) U HE JOCTYNMHBIX B OTKPBITHIX MCTOYHUKAX M 0azax
JAHHBIX.

11. IIpennonaraemble CpOKH BCTyIUICHHS NpoekTa peuieHuss EDK B
CUITY

Uepez 30 KajmeHIAapHBIX [JHEW MeCSIeB C Jarhl O(PUIHAIBHOTO
onyOJIMKOBaHMS.

12. Oxkunaemblid pe3yiabTaT peryJIupOBaHUS.

BrlsiBiIeHME, OLIEHKA M PETHCTPALMS. HECOOTBETCTBUM JOKIMHUYECKUX

uccnenoBanuil TpedoBanusaM [IpaBui mabopaTopHOM MPAKTUKH, U HE JOMYCK
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B oOpalleHHe JIEKapCTBEHHBIX IMPENapaToB, KOTOPhIE MOTYT IMPEICTABISATH
OMAaCHOCTb JJIS1 3I0POBbsI HACEJICHUS.

B3anmoneiicTBrE yIOJTHOMOYEHHBIX OPraHOB TOCYJAapCTB-WICHOB B
4acTH BBIPAOOTKM M COBEPUICHCTBOBAHMS OOILIECTIPUHSTBHIX CTAHAAPTOB
UHCIIEKTUpOBaHUsl  coOmoaeHuss  [lpaBui  mabopaTopHO  IPaKTHKH,
o0ecIeunBaroIe MpPU3HAHUE PE3YyJbTaTOB JOKIMHUYECKUX HCCIEAOBAaHUMN
BBITIOJIHEHHBIX Ha TeppuTopuu Coro3a WK Ha TEPPUTOPUH TPETHUX CTPAH.

13. Onucanue ombiTa TrocyJapcTB — wWieHOB  EBpaswuiickoro
PKOHOMHUYECKOTO COI03a M MEXKJIYHapOJHOIO OIbITa PEryJupOBaHUs
OTHOLIEHUM,  SBJIAIOIIMXCS  NpeaMeToM  mpoekra pemeHus  EOK
(c 0bocHOBaHUEM €0 MPOTPECCUBHOCTU U IPUMEHUMOCTH )

B HacTosmiee BpeMs YIIOJIHOMOYEHHBIE OPraHbl I'OCYJapCTB-YJICHOB
OCYLIECTBIISIIOT IPOBEPKY COOTBETCTBUS JOKIMHUYECKUX HCCIECAOBAHUN
TpeboBanusiM IlpaBun nabopaToOpHOW NPAKTUKM B COOTBETCTBUU C
3aKOHOJIaTEeNIbCTBOM rocyJapcTB-wieHoB. [Ipennaraemas pepakuus IlpaBun
rapMOHU3UPOBaHAa C akKTyaJdbHON pemakuuend mnoaxonoB OpraHuzanuu
DKOHOMHUYECKOIO COTPYAHMYECTBA W PA3BUTHS K HHCIEKTUPOBAHUIO
HCCJIEOBATEILCKUX  IUIOMIAZOK W OCHOBaHa Ha  00O0OIIEHWH U
UCIOJIb30BAHUM ONBITA OLEHKU MPOBEICHMS MHCHEKLIMN HMCHBITAaTEIbHbIX
HEHTPOB (1abopaTtopuid, MJIONIAJ0K) HAa COOTBETCTBUE TpeOoBaHusIM [IpaBui
1a00paTOPHON MPAKTUKU UMEIOIIETOCS B TOCYJapCTBaX-uJIeHaX.

14. CBengenust 0 MOPOBEACHUU MYyOJIMYHOTO OOCYXIEHUSI TMPOEKTa
pemenuss EQK

15. Ceenenust 0 3aKI0YEHUU 00 OLICHKE PETYJIHUPYIOLIEro BO3ACHCTBUSA
Ha rpoekT pemrennss EOK

16. Unas uHdopmanus, OTHOCAWIASCA, [0 MHEHHMIO JlerlapTaMeHTa
EODK, OTBETCTBEHHOTO 3a MOArOTOBKY IpoekTa pemenns EDOK, Kk OCHOBHbIM

cBelleHusiM o mipoekte pemieHuss EQK u (unm) o ero noAroroBke
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[IpoexT pemenus paccMOTpeH W ofoOpeH paloueil Tpynmoi 1o
dbopMUpOBaHHIO OOIIMX TMOAXOAOB K  PEryJUpPOBAHUIO  OOpaIieHus
JIEKAPCTBEHHBIX CPEICTB B paMKax EBpa3uiiCKOro 3KOHOMHUYECKOI'0 CO03a, B
COCTaB  KOTOPOM BXOIAT NPEACTABUTEIM  YIOJIHOMOYEHHBIX  OpPraHOB
rOCY/IapCTB-WIEHOB W  MPEICTAaBUTENH OWU3HEC-COOOIIECTBA, a TAaKXKe
HaOmronarensimMu ot PecryOnviku Y3oekucran u Pecryonmku KyOa.

Pepakiysg mpoekTa IIPOXOAWT IAPALIEIBHYIO OLIEHKY B paMKax
HoTu(uKaimu  BcemupHOW  TOpProBod  opraHu3alii W peav3alud
MeMopanayma O B3aMMONOHMMAaHUM MEXAYy EBpasuiicKO 3KOHOMHYECKOU
KoMuccuel u EBpomnelickuM pernoHasibHbIM O0po BceMupHO#M opraHuzanuu

3PaBOOXPAHCHHSI.



