NHOOPMAINNMOHHO-AHAJIMTUYECKASA CITPABKA

0 MOCJICICTBUSIX BJIUSIHUS NMPOEKTA PelleHUus
EBpa3uiickoii 73KOHOMHYECKOM KOMUCCHH HA YCJIOBHS BeACHUS
NpeANPUHUMATEILCKOM eI TeJIbHOCTH

HanmenoBanue mnpoekra pemenus: O mnpoekre pemenuss Coseta
EBpa3uiickoil 3KOHOMHYECKOW KoMHccUU «(O BHECEHUM HW3MEHEHUU

B Pemenne  CoBera  EBpa3uiickoi  3KOHOMHYECKOM  KOMHUCCHH
ot 3 Hos10ps 2016 1. Ne 85»

1. [Ipo6nema, Ha penieHrEe KOTOPOM HampasieH npoekT pemieHus EQK

KitoueBoit mpoOiiemoi, Ha pEIICHHE KOTOPOM HAMpaBIeH MPOEKT
pelIeHus, BIAETCS HEOOXOAUMOCTh YCTAHOBJICHUS €IUHBIX TPeOOBAHUM 1JIs
JI0Ka3aTeJIbHOr0 U3y4eHHUs] paBHON 3((PEKTUBHOCTU U B3aUMO3aMEHSEMOCTHU
BOCITPOM3BE/ICHHBIX U OPUTMHAJIBHBIX KOPTUKOCTEPOUIHBIX JIEKAPCTBEHHBIX
IpenaparoB il MECTHOTO NPUMEHEHUsS W JIEKAPCTBEHHBIX MPENapaToB
C MOAM(DUIMPOBAHHBIM BBICBOOOXKACHUEM, MPUMEHSEMbIX MpPH JEUECHUU U
npoQuIaKTUKe 3a00JIEBAHUI YETTOBEKA, B LENISIX:

BBISIBIICHUS Her (D PEeKTUBHBIX 151 (1n) HEIKBUBAJIECHTHBIX
JIEKapCTBEHHBIX TPENapaToB Ha MPEAPErHCTPAMOHHOM 3Tale W Ha dTare
BBIIyCKa TaKUX IPErnapaToB B 0OpaIleHKe, BCIECICTBUE YETO BOSHUKAET PUCK
HAHECEHHUs BPEJla )KU3HU U 3J0POBBIO YEJIOBEKA,

UCKJIIOUCHUSI HEOOXOAUMOCTH AyOJUpOBaHUS MCCIEAOBAHUN 3THUX
TPy JEKapCTBEHHBIX MPENapaToB B KAXKJIOM U3 rocyaapcT-uiieHoB Coro3a,
4YTO MPENATCTBYET NPU3HAHUIO PE3YJbTATOB YKa3aHHBIX HCCIEIOBAaHUN B
paMkax EBpa3uiickoro s5KOHOMHU4ECKOro coro3a (zanee — Coro3).

2. llenb perynupoBaHus

Ycrpanenue  paznuuuii B TpeOOBaHUSIX, MPEABSABISEMBIX K
IPOBEACHUIO MCCIENOBAHUN OMOAKBUBAJIEHTHOCTH KOPTUKOCTEPOUTHBIX
JIEKapCTBEHHBIX MPENApaToOB sl MECTHOTO NMPUMEHEHHS U JIEKApCTBEHHBIX

IpenapaToB C MOANGUITMPOBAHHBIM BBICBOOOKIEHUEM, IIyTEM
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YCTAaHOBJICHUS!  €MHBIX, OOBEKTHUBHBIX M TPAHCHAPEHTHBIX MPABUII
UCCIIECIOBaHUST  paBHOM  A(P(EKTUBHOCTH U B3aMMO3aMEHSIEMOCTHU
BOCIIPOM3BEJICHHBIX JICKAPCTBEHHBIX TMPENapaToB, TMPUMEHSEMbBIX MPH
JIMarHOCTUKE, JICUCHUHU, NMPOPUIAKTUKE 3a00JICBAHUM YEJIOBEKA, a TaKXKe
UCKJIFOUCHHS] BO3MOXKHOCTH TPEJCTABICHUS HEJOCTOBEPHBIX JIaHHBIX 00
HKBUBAJICHTHOCTH u B3aMMO3aMEHSIEMOCTH BOCITPOU3BE/ICHHBIX
JIEKApCTBEHHBIX MpenapaToB, WJIM HapylIEHUS TMpaB MalMeHTa Mpu
MPOBEJICHUM UCCIIEA0BAHUM JICKAPCTBEHHBIX MPENapaToB.

3.I'pynmna nuil, Ha 3aUTYy HHTEPECOB KOTOPHIX HAIPABICH MPOEKT
pemenus EOK

[IpoekT pemnieHus HampaBJieH B MEPBYIO OYEPEb HA 3alUTy KU3HU U
3I0POBbsSI MalMeHTa (KaK KOHEYHOr0 TOTPEOUTENsl JIEKaPCTBEHHBIX
npernaparoB), 3allUTy UHTEPECOB CUCTEMbI 3JIpaBOOXPAHEHUS B IEJI0M (Kak
MEPBUYHOTO TMOTPEOUTEN JICKAPCTBEHHBIX MpenapaToB) MOCPEICTBOM
oOecrieueHruss  WCIOJb30BaHUS  JIOKa3aHO  paBHOY(PPEKTHBHBIX U
B3aMMO3aMEHSIEMbIX ~ BOCIHPOU3BEACHHBIX  JICKAPCTBEHHBIX  IPEMApPATOB,
3alUTY MHTEPECOB YUYACTBYIOIIMX B HCCIECIOBAaHUU TMAIIMEHTOB IyTEM
YEeTKOW  perlaMeHTallMu  MPOUEIyphl  TMPOBEICHHUS  HCCIECIOBAHUS
OMO’KBUBAJICHTHOCTH JICKAPCTBEHHBIX MPENapaToB.

4. Anpecatbl  peryJHpoOBaHMs, B ~ TOM  4YHCl€  CyOBEKTHI
NpEAINPUHUMATENBCKON NEATEIbHOCTH, U BO3JIEUCTBUE, OKAa3bIBAEMOE HA HUX
peryJiupoBaHuEM

Anpecaramu peryJMpoBaHus SIBJISIFOTCS MIPOU3BOIUTENH
BOCIIPOM3BE/ICHHBIX  JIEKAPCTBEHHBIX  IPEMapaToB, HCCIEI0BATEIIbCKUEC
OpraHH3allNi, OCYILECTBIISIOIINE MPOBEJICHHE KJIIMHUYECKUX
(OMOSKBHUBAJICHTHBIX) HUCCIEAOBAHUM, a TaKXKE YIOJHOMOYEHHBIE OPTaHbl
(9KCTIepTHBIE OpraHu3anun) B chepe 31paBOOXpPaHECHUS TOCYAAPCTB — YJICHOB

Coroza.
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5. CopepxaHue yCTaHaBIMBAEMBIX [UJIsl aJpPECAaTOB pEryJHUpPOBaAHUSA
orpaHnueHuil (00s13aTeIbHBIX MPABUII MOBEJCHUS)

B  pamkax nmpejnaraemMoro — peryJMpoBaHUsA — HPEAIoJiaraercs
YCTaHOBUTh €MHbIC npaBuja IIPOBEACHUS UCCJIEI0BAHUS
OMOSKBUBAJICHTHOCTH  YKa3aHHBIX  BBIIIE TPYNN  BOCIPOU3BEACHHBIX
JIEKapCTBEHHBIX MpenapaToB (B 4acTu 0O0beMa HCCIEIOBAHUN, M3ydaeMBbIX
nokasaresei, 000CHOBaHUs BHIOOPA METOJIOB UX pacueTa U OLEHKH), a TAKKe
nopsiioK (hOPMUPOBAHUS U NPEACTABJICHUS B YINOJHOMOYEHHBIE OpraHbl B
chepe 3ApaBoOXpaHeHUs rocyaapctB — wieHoB (Coro3a  OTYeTHOH
JOKYMEHTAllUY, MOATBEPKIAIONIEH TOKAa3aHHYI0 PaBHYIO 3()()EKTUBHOCTH U
B3aMMO3aMEHIEMOCTh BOCITPOM3BEICHHOIO 17} OPUTMHAJIBHOTO
JIEKapCTBEHHOIO Mpernapara.

6. Mexanusm  pazpemieHuss OpoOJEMbl UM JIOCTUKEHUS  LEIU
peryaupoBaHusi, MPeaycMOTpeHHbIH TpoekToMm peuieHuss EDK (omucanue
B3aMMOCBSI3U MEXY npeJiaraéMbIiM peryaupoBaHuEM
U perraeMon mpooeMoit)

B pamkax peryiupoBaHus MPEANoJiaraeTcsi yCTaHOBUTh CUCTEMY Mep,
KOTOpasi MO3BOJUT 00ECHEUYUTh MPOU3BOACTBO JIEKAPCTBEHHBIX CPEICTB CO
CTaOMJIBHBIMU ~ 3aIaHHBIMM  [MapaMeTpaMu paBHOM 3I(P(EKTUBHOCTU U
0€30MacHOCTH, YMOPABJISITH PUCKAMU B OTHOIICHHH J(OPEKTUBHOCTH U
0€30MacHOCTH NPOAYKIIMU U KOHTPOJIMPOBATh IPOU3BOJICTBEHHBIN MPOLECC C
TOYKH 3pEHHS TPEIYNPEXJACHUS BBIMYCKa HEPaBHOIP(DEKTUBHOW WU
HEPaBHOOE30MACHOM MPOTYKIIUH.

7.CBelleHUsI O pAaCCMOTPEHHBIX albTEpPHATHBAX IMpejiaraeMoMy
pEryaupoBaHUIO

AnbTEpHaTUBOM HACTOSILEMY PETyJIHPOBAHUIO SIBISIETCS BBEJCHUE
HAI[MOHAJBHBIX TPEOOBAaHUN K MU3YYEHHIO OMO’KBUBAJIIEHTHOCTH YKa3aHHBIX

IPYIII JIEKAPCTBEHHBIX MPEMAPATOB. ITO CONPOBOXKAAECTCS PUCKAMMU:
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1) ycraHoBieHus: 6apbepoB JUIsl 1OCTyNa NPOIYKIMHA Ha HALIUOHATELHOM
YPOBHE;

2) HEOOXOUMOCTH JAYOIMPOBAaHUS TPOU3BOJIUTEIIEM HCCIICIOBAHUI
ATUX TPYI JICKAPCTBEHHBIX MPENapaTroB, 4TO OyAET MPUBOJIUTH K POCTY
(UHAHCOBBIX  3aTpaTr, CBSI3aHHBIX C Pa3pabOTKOM  JIEKAPCTBEHHBIX
MPENapaToB, yAOPOKAHUIO T€HEPUUECKUX JIEKAPCTBEHHBIX IPEMAPATOB H, B
1[EJIOM, CHUYKEHUIO UX JJOCTYIHOCTH.

8. HopmaTuBHO-TIpaBOBOE OCHOBAHUE VISl IPUHATHS TIPOCKTA PEIICHUS
EDQK

Cratebss 30 JloroBopa o EBpa3uiickoM 3KOHOMHYECKOM COO3€
oT 29 masa 2014 rona, nyHKT 2 crathu 3, ctaThd 6 CorjameHus O €IUHBIX
NpPUHIMIAX M TpaBWiax OOpallleHus JEKaApCTBEHHBIX CPEJCTB B paMKax
EBpazuiickoro s3KoHOMU4eCcKoro corosza ot 23 aekadps 2014 roxa, nmyHKT 86
npuwioxeHus Ne 1 k Pernamenty pa®orel EBpa3uiickoii 3KOHOMUYECKOH
KOMHUCCUM,  yTBEpkIAeHHOro  Pemenumem  Beicmiero — EBpasuiickoro
YKOHOMHYECKOT0 coBeTa oT 23 nekadbps 2014 r. Ne 98.

9. Chepa nmonnomouunit EDK, Kk KOTOpOil OTHOCHUTCSI MPOEKT PELICHUS
EDK

PerynupoBanue oOpalieHust JIEKapCTBEHHBIX CPEACTB U (POPMUPOBAHUE
oO1rero peiHKa B pamkax Coro3a, Ha OCHOBE eIMHBIX akToB Komuccuwu.

10. ®uHAaHCOBO-9KOHOMHYECKUE TIOCJIEACTBHUS TPHUHATUS IPOCKTA
pemenust EQK mjist cyObeKTOB npeinpUHUMATENbCKON AeATeIbHOCTH

[Ipenmnonaraercs COKpaIllEeHHE U3JIePIKEK MIPOU3BOIUTENH
BOCIIPOM3BEJICHHBIX  JICKAPCTBEHHBIX  CPEACTB  Ha  JyOJUpOBaHUE
NPOBEJICHUSI UCCIEAOBAHUM 3a CUET HCKIIOUYECHUSI HEOOXOJIUMOCTH
MOBTOPHOT'O POBEECHUS UCCIIEIOBAHUI OMOYKBHUBAJICHTHOCTH
BOCIIPOU3BE/ICHHBIX JIEKAPCTBEHHBIX MPENAPATOB U BO3MOKHOCTHU MTPU3HAHUS

pPE3YIABTATOB MCCIEAOBAHUM JIEKAPCTBEHHBIX IPENApaTOB Ha TEPPUTOPHUH
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BCEX rocyaapcTtB — uieHoB Coro3a U 3a €€ NpeaeaaMy, pacliupeHUue pbIHKA
KJIMHAYECKUX  MCCIENOBAHUI  BOCIPOM3BENCHHBIX  JIEKAPCTBEHHBIX
npenaparoB 3a CHET ydyacThs KIMHMYecKMX 1eHTpoB Coro3a B
MEXAYHAPOAHBIX UCCIIEIOBAHUAX JIEKAPCTBEHHBIX MPENapaToB.

11. Ilpennonaraemple CpOKH BCTYIUIEHUS mpoekTa pemieHus EDK B
CUITY

Uepes 6 mecsiieB nocie 1aTbl 0QUIHaIbHOTO OMyOJIMKOBAHUS.

12. Oxxugaemblii pe3yabTaT peryIupOBaHHUS.

[Ipumenenne B pamkax Coro3a €eAMHBIX MPaBWI IUIAHUPOBAHUA,
OpraHu3aluy,  MOPOBEACHUS W JOKYMEHTUPOBAaHUS  pPE3YJIbTATOB
UCCIIEIOBAaHUN OHOAKBUBAJICHTHOCTH BOCHPOU3BE/ICHHBIX JIEKAPCTBEHHBIX
IpenaparoB U3 TPyn KOPTUKOCTEPOUIHBIX JIEKAPCTBEHHBIX MPEMapaToB s
MECTHOTO IPUMEHEHUS u JI€KapCTBEHHBIX npenaparos C
MOAU(PULIHUPOBAHHBIM BBICBOOOKJIEHUEM, HCKIIOUEHHE HEOOOCHOBAHHOTO
nyOnmupoBaHUsl TaKUX HMCCIEIOBAHUM, CTUMYJIHUPOBAHUE PA3BUTHUS CUCTEMBI
pa3pabOTKM M U3Y4YEHUS HOBBIX BOCIHPOU3BEIEHHBIX JIEKAPCTBEHHBIX
penaparos.

13. Onucanue ombITa TrOCYyIapcTB —  WIEHOB  EBpasuiickoro
SKOHOMHUYECKOTO COI03a W  MEXKAYHApOJHOrO ONBITa PETyIUPOBAHUS
OTHOILIEHUM,  SBISAIONIMXCSA  OpeamMeroM  mpoekta  pemieHus  EOK
(c 060CHOBaHUEM €T0 MPOrPECCUBHOCTH U IPUMEHUMOCTH )

B rocynapcrtBax — unenax Coro3a B HACTOsIIEe BpeMsl MPUMEHSIIOTCS
npaBuja IMPOBEACHUS UCCIEI0BAHUI OMOIKBUBAJIEHTHOCTH JIEKAPCTBEHHBIX
penaparoB, B pa3JIMYHON CTENEHU rapMOHU3UPOBaHHbIE ¢ npaBmwiamu BO3
(Pecnybnmuka benapych, PecmyOnmka Kazaxcran), EBpomeiickoro corosa
(Poccmiickas ®enepamus, Pecryonuka Apmenus). Ilpu sTom yka3zaHHBIE
npaBuja HE COAEPXKAT IOJOKEHUN JETANU3UPYIOLIMX HCCIEI0BAHUE U

MNOATBCPIKACHUC IJKBHUBAJICHTHOCTH HWHTAJLINUMOHHBIX KOPTUKOCTCPOUIAOB U
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CUMIIATOMUMETUKOB, & TAKXKE JIEKAPCTBEHHBIX (JOPM C MOAUPUIIUPOBAHHBIM
BBICBOOOKICHUEM.

B 1npoekre pelieHHss YYT€H OIbIT, MPUMEHAEMBIA B paMKax
PErHMOHANIBHBIX ~ MHTETPAllMOHHBIX  OOBEAVMHEHUH, a TakkKe YYTEHbI
OCOOEHHOCTH  HCCJIEIOBAHMM  KOPTHUKOCTEPOUIHBIX  JIEKAPCTBEHHBIX
MpEenapaToB [Jsi MECTHOTO NPUMEHEHUS W JIEKAPCTBEHHBIX IPENApPATOB
C MOAN(PULUPOBAHHBIM BBICBOOOKIEHHEM BOCIIPOU3BEICHHBIX
JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUM C peKoMeHmausamMu BO3.

14. CeneHust 0 MOPOBENECHUM MYyOJIMYHOTO OOCYXACHUS MPOEKTa
pemenus EDK.

[Iybnuunoe  oOCyXJeHHE  TPOEKTa  pEHIeHHs  MPOBOIMIOCH
¢ 12 maprta no 10 utons 2019 rona.

[Ipoexkt  pemienus,  HUHPOPMAIIMOHHO-aHATUTUYECKAs]  CIpPaBKa
Y OMPOCHBIN JIUCT ObUIH pa3MelleHbl Ha opuLnanbHoM caiite Coro3a.

[Io pe3ynbrataM myOIMYHOTO OOCYXACHHSI MOCTYMWIM 3aMeyaHus
or 5 yuactHukoB (/lemaprameHT pa3BUTUS OPEANPUHUMATEIHCKOM
NEeSATeIbHOCTH  EBpasuiickol 3KOHOMHUYECKOM KOMHMCCHUM, JlemapraMeHT
KOHKYPEHTHOM MOJUTUKHU U MOJIUTUKU B 00JIACTH FOCYJaPCTBEHHBIX 3aKyIOK
EBpasuiickol  3KOHOMHYECKOM  Komuccud, JlemapramMeHT — pa3BUTHA
UMHTErpanuu EBpa3zuicKOM 3KOHOMHYECKOW KOMHCCUH, TMPEACTABUTEINA OT
Poccuiickoit enepaiinn)

N3 332 noctynuBILIMX 3aMe4aHuid yuTeHo 162.

15. CBeneHust 0 3aKJIIOYEHUU 00 OLIEHKE PEryIHPYIOIIEro BO3AEHCTBUS
Ha rpoekT pemrennss EOK

16. nas wH(opmMaIrus, OTHOCSIIASACA, 1O MHEHHIO JenapTaMeHTa
EODK, 0TBETCTBEHHOTO 3a MOATOTOBKY MpOeKTa pemenus EDK, kK OCHOBHbIM

cBeJleHusiM o mipoekte petrenns EQK u (unm) o ero noaroroBke
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IIpoekT pemenust Komuiccnn BHECEH Ha paccMOTpeHre MHUHHCTEPCTBOM
3npaBooxpaHeHus: Pecniyonuku bemapych nopabotan M ogoOpeH CO3/1aHHOM
npu Komnernn Komwmccun paboueld rpynmnoid 1mo (GpopMHpPOBAHHUIO OOIIMX
MOJXOJ0B K PEryJupOBaHUIO 0OpaIlleHUs JIEKaPCTBEHHBIX CPEJCTB B paMKax
EBpa3uicKoro SKOHOMHYECKOTO COK3a, B COCTaB KOTOPOM  BXOHAST
NPEICTABUTENN  YNOJIHOMOYEHHBIX  OPraHoOB  TOCYIApCTB-WIEHOB U

NPEACTABUTENN OU3HEC-COO0IIECTRA.



