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

HaumenoBaHnue IMPOCKTa PCHICHUA: IMPOCKT PACIIOPAKCHUA Kojnerun

EBpasuiickoii sxkoHOMHYecKOW kKomuccuu «(O mpoekte pemieHus (CoBeTa

EBpasuiickoii 3xoHoMmuyeckod komuccun «O [IlpaBmimax HaJuiexalieu

[IPAKTUKHU (bapmakonamgzopa EBpasuiickoro DKOHOMHYECKOT'O

COI03a».

(moHOE HaMMEeHOBaHUE MpoeKTa petieHus: EBpasuiickoii axkoHoMudeckoii komuccuu (EQK))

1. IIpoOdiiema, Ha penieHHe KOTOPOM HANPABJEH MPOEKT pelieHUs:
EBpa3zuiickoii 3koHOMUYeCcKoil kKoMuccuu (aajee — Komuccus).

B pamkax oOpamieHust 3aperHCTPUPOBAHHBIX  JICKAPCTBEHHBIX
IpernapaToB CyIIECTBYET PUCK BO3HUKHOBEHHUS HEXKENATEIbHBIX PEeaKIIHii
U 3(h(eKTOB, MPUUMHSIONIUX Bped 3J0POBBI0 UYEIOBEKA, TAKXKE CIIydacB
HeA((DEKTUBHOCTU JICKAPCTBEHHBIX TMpemaparoB. OTH cly4an TpeOyIoT
pa3pabOTKU EAWHBIX IOAXOJOB K WX BBIABICHHUIO, YYETy, aHaIM3y
U TOCJEIyIoNIeMy NPEAYNPEXICHUI0 € y4eToM (OpMUPOBAHMS OOIIETO
pbIHKa EBpa3niickoro 5JKOHOMMYECKOTO COH03a.

2. lleab peryJupoBaHmus.

[Ipoexkt mnpaBwia HaaIexKalmed NOPakTUKH ¢dapMakoHaa30pa ObLT
pazpaboTaH B UENSIX TapMOHU3ALUUA  METOJOJIOTUYECKUX  MOIXOI0B
K BBISBICHHUIO PEIKUX HEXKEIaTeNIbHBIX A()PEKTOB, yrpoKaronIuX >KH3HU
U 3[I0pPOBBIO YEIIOBEKA, CBSI3aHHBIX C PUCKAMH OOpallleHUs W MPUMEHEHHEM
HOBBIX M YK€ U3BECTHBIX JIEKAPCTBEHHBIX MPEMapaToB; OObEKTUBHON OIICHKHU
COOTHOIICHHS OKUIAEMOM TOJIB3bl TPUMEHEHHUsI JIGKAPCTBEHHOTO Tperapara
K TOTEHIIMATLHOMY BpEIy, KOTOPBII OHO MOXET HAaHECTH YEeJOBEKY

Hn3-3a HaAJIMUYMUA HEXKCIAaTCIIbHBIX (HO6OIIHBIX) ﬂeﬁCTBHﬁ; BbBIABJICHHA HA PBIHKC
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JIEKAPCTBEHHBIX CPEIACTB HEIPPEKTUBHBIX JICKAPCTBEHHBIX IPENaparoB
U WCKIIOYEHUS] WX W3 JalibHEHIero o0opoTa; ycCTpaHeHHs OapbepoB
B TOPrOBJIE, CBSI3AHHBIX C Pa3MYMAMHU B HAIMOHAJIBHBIX MPAaBUJIAX OLICHKH
0€30MacHOCTH  JICKAPCTBEHHBIX TMPEMapaTroB, HAXOASIIUXCS Ha PBIHKE
JIEKapCTBEHHBIX CPEJICTB.

3. I'pynna Jini, Ha 3aI0UTY HHTEPECOB KOTOPBIX HANPABJICH NMPOEKT
pemienust Komuccumn.

[IpoekT pemenus Komuccnn HanpasieH B NEPBYIO OYEPENb HA 3AIIUTY
WHTEPECOB TAIMEHTOB (KaK KOHEYHBIX TMOTpPEOUTENe JEeKapCTBEHHBIX
MpENnapaToB), a TAKXKE OpPraHU3alMid CHCTEMBI 3JIPABOOXPAHEHUSI B IIEJIOM
(KaK MEepBUYHOTO IMOTPEOUTENS JICKAPCTBEHHBIX MpenaparoB) MOCPEICTBOM
oOecreyeHus: UCIOJb30BaHMs 0€30MacHbIX U 3(PPEKTUBHBIX JIEKAPCTBEHHBIX
MpEenaparos.

4. Axpecarbl  peryJJMpOBaHusi, B TOM  4YHCJIEe CYObeKTbI
NPeANPUHUMATEIbLCKON 1eATeIbHOCTH, H BO3/IeiiCTBHE, OKa3biBaeMoe Ha
HHUX peryJMpoOBaHUEM.

Anpecaramu peryaupoBaHus ABJISIFOTCA CyOBEKThI
OpPEANPUHUMATEIICKON IESTEIbHOCTH — JEpXKarelil PErucCTPalMOHHbBIX
YIOCTOBEPEHHU Ha JIEKAPCTBEHHBIE CPEJCTBA, YIOJIHOMOYCHHbBIC JIHIIA
no (apMakoHag30py, a TaKKe YMOJTHOMOYEHHBIE OpTaHbl TOCYAapCTB —
ysieHoB Coro3a B cdepe 3ApaBOOXpaHEHHUS.

5. Conep:xaHue yCTAaHABJIMBAEMBbIX JJISl AJIPeCaTOB PeryJiupoBaHUS
orpaHuyeHui (00s13aTeILHBIX IPABWJI NOBEICHMS).

IIpennonaraercs cO3/JaHue KaXXIIbIM u3 MIPOU3BOAUTEIICH
JICKapCTBEHHBIX CPEICTB CIENHMAIBHOTO (YHKIIMOHATIHLHOTO IMOApAa3IeIeHUs
WIN YHOJHOMOYEHHOTO(BIX) CHEeHUanncTa(oB), KOTOpPhIE OYyayT MPOBOIUTH
coop, 00pabOTKy ¥ aHajdu3 CBEICHHM OTHOCHUTEIBHO Oe30MacHOCTU

u  3(GGEeKTUBHOCTA BBIITYCKAEMBIX HMMHU JICKAPCTBEHHBIX IMPENaparos,
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B YCJIOBHSIX MX PEaIbHOTO MCIOIB30BaHUS MoTpeduTensmu. [locTaBmukamu
uH(OpMAIIMM B paMKaxX pEryJIUpOBaHHS OYIyT BBICTYIIaTh MEIUIITMHCKHE
U (papmareBTHUYeCKre pabOTHUKHM KaK HaPsIMYI0, TaK M 4epe3 MyOJuKyeMbIe
UMH OTYEThI, CTaThW, a TaKKe HHbIE HMHPOPMALMOHHBIE HMCTOYHUKHU.
KoHeuHnbiM moTpeOuTeNneM yKa3aHHBIX CBEACHHM OyIyT BBICTYIIaTh OPTaHbI
rOCYIapCTBEHHOM BIAacTH rocyaapcTB-uieHoB Coro3a, YMOJIHOMOYCHHbBIE
Ha OCYIIECTBICHHE U (WJM) KOOpAMHALIMIO JEATEIbHOCTH B cdepe
oOpareHus JeKapCTBEHHBIX CPEACTB.

B EeNsX MIOJITBEPIKICHUS coOIroneHUs JepKaTensIMu
PErUCTPAIIMOHHBIX YIOCTOBEPEHUN TPEOOBAHUH U BHITIOJIHEHUS 0053aTEIhCTB
no ¢apMakoHaJ30py PpETYJIATOPHbIE OpraHbl rocynapcTB-wieHoB EADC
00s3aHBI  MPOBOAWTH HMHCHEKIMH TI0  ¢dapMaKOHAA30py JAeprKareieit
PErUCTPAIIMOHHBIX YAOCTOBEPEHUN WM UHBIX OpraHU3AINM, MPUBICYECHHBIX
JepKaTeeM  PErHCTPAIlMOHHBIX  yAOCTOBEPEHUU  JJIi  BBINOJTHEHUS
oOsi3arenscTB Mo (papmakoHan3opy. HWHcemeknuu 1o (dapmMakoHaA30py
JOJDKHBI TIPOBOAMTHCS HWHCIIEKTOpaMH, Ha3HavYaeMbIMH HAIIMOHAJILHBIMA
PETYIATOPHBIMM ~ OpraHaMH, yIOJHOMOYEHHBIMH  IIPOBOAUTH  OCMOTP
MOMEIICHHH, 3HAKOMUTHCSI ¢ MaTepraiaMH, JOKyMEHTaMU U MacTep-Qaitiom
CUCTEMBI (hapMaKOHAI30pa y AEpKaTeisi PETUCTPAIMOHHOTO yI0CTOBEPECHHUS
WIN WHBIX OpraHu3alluii, MPUBICUYCHHBIX JEpXKATeIIeM PETHCTPAMOHHOTO
YAOCTOBEPEHMsI Il BBINOJHEHUSI 00s3aTelnbCTB 1O  (apMaKoHaI30py.
Jlepkarenu perucTparmoOHHOTO YIOCTOBEPEHHS OO0s3aHBI MO TPEOOBAHHIO
PEryISITOPHOTO oprasa MPEACTABIISTH mactep-hann CHUCTEMBI
dbapmakoHa30pa, KOTOPHIA OydeT HCIONB30BaThCA A WH()OPMUPOBAHUS
O TPOBEACHUW WHCIEKIUNA, COCTABICHHBIH B COOTBETCTBUHM C TMPOEKTOM
IpaBWJI HAJIeXKAIEH TPaKTUKK (papMaKoHa130pa.

6. Mexanu3M paspeimneHusi mnpodJjeMbl M JOCTHKEHHUS LU

peryJiupoBaHusi, NPeIyCMOTPEHHbIA mNpoekToM pemennss Komuccuun
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(omucanue B3aMMOCBSI3M MeEKIY MNpeAJaraeMbIM PperyJiupoBaHHeM
U pemiaeMoii mpoo0JieMoii).

[IpoexkroM mpaBun  Haajexamiedl  npakTukd  (dapMakoHaA30pa
YCTAHOBJICHBI TPEOOBaHUSI K CHCTEME KaueCTBa CHUCTEMbI (hapMakoHaA30pa,
TpeOOBaHUSI K CTPYKType M COJAEpXKaHUI Mactep-(ailia cucTemsl
(dapmakoHan30pa, LEJIM W THUMNBl MHCHEKIHWI cHUCTeMbl (hapMaKOHA30pa,
00BEKTHI M 00BEM ITUX MHCHEKLIHM, UX MPOLIEYypPY, TPeOOBaHUS K CTPYKTYPE,
mporieccaM  ayiuta CHCTeMbl  ¢hapMakoHaa30pa, oOmme TpeOoBaHUs
K CHUCTEME YIIPaBJICHUS PUCKAMU, OpraHu3aiuu paboTsl ¢ uHbOpMaImen
O HEXKeNaTeNbHBIX PEaKIUAX Ha JIEKapCTBEHHBIC Ipemnaparbl, TpeOOBaHUS
K COCTaBJICHUIO IEPUOJAMYECKOrO0 OT4YeTa MO OEe30MacHOCTH, TPEOOBAHUS
K YNPaBJIEHUIO CUTHAJIaMU O HEXeNaTrelbHbIX pPeaklUMsIX, OCOOEHHOCTH
HNOCTPETUCTPALIMOHHBIX ~ UCCIEAOBAHUM  O€30IaCHOCTU  JIEKapCTBEHHBIX
IpernaparoB, OCOOCHHOCTH B3aUMOJCICTBUS aJpecaToB pEryJlMpOBAHUS
B paMmkax HH(OpMUpOBaHUS O 0€30macHOCTH rocymapcTB-uieHoB EADC,
TpeOOBaHUSI K Me€paM MHUHUMHU3AIMU PHUCKA U OCOOEHHOCTH MPOBEACHUS
JOTIOJTHUTEILHOTO MOHUTOPHUHTA.

7. CBeieHHsI 0 PACCMOTPEHHBIX AJbTEPHATHBAX MNpPeAIaAraeMomMy
peryJupoBaHuIo.

B xadecTBe anpTepHATHB JAHHOMY PETYIUPOBAHUIO PACCMOTPEHBI
CUCTEMBI:

100pOBOJIBHOTO U3BATHS IPOLYKIUU dapmareBTHIECCKUM
IIPOU3BOJIUTEIIEM;

pEKOMEHJaTeIbHble HOPMBI OpraHu3anuu padoT, MO BBISIBICHUIO
Hen((DEKTUBHBIX U (UITH) HEOE30TIACHBIX JIEKAPCTBEHHBIX MPEMapaToB.

VYKkazaHHble HOpPMBI coAepkaT B ce0e M3HAYaIbHO 3aJI0KEHHBIM
KOHQUIMKT MHTEPECOB ISl (papMalleBTUYECKOr0 MPOU3BOIUTENS, MOCKOIBKY

JIEKQpCTBEHHBIM MpPENapar pacCMaTPUBACTCS UM B IMEPBYIO OYEPENb C TOUKHU



5

3peHHsl TOBapa, TOTJa KaK €ro OlleHKa MnoTpedurtensamMu (manueHTaMu
Y OpraHU3ALMAMU 3PaBOOXPAHEHUS) IPOBOAMUTCS C MO3ULUU OE30MaCHOCTU
1 3O PEKTUBHOCTH MPUMEHEHHS.

8. HopmaTuBHO-IpaBOBOE OCHOBaHHME /ISl NPHHATHS MNPOEKTAa
pemienuss Komuccumn.

Crarpa 30 JloroBopa o EBpa3uiiCkoM 3KOHOMHYECKOM COI03€ OT 29 mas
2014 ropma, crarea 12 ComramieHuss O €AUHBIX NPUHLUIAX WU IMPABUIAX
oOpallleHHsi  JICKAPCTBEHHBIX  CpPeACTB B pamkax  EBpasuiickoro
PKOHOMUYECKOTO coro3a oT 23 nekabpsa 2014 roma, myHkt 81 DyHKIuH
u nomHomounii  CoBera EBpa3uiickoil  SKOHOMHUYECKOW  KOMHUCCHH,
YCTAHOBJIEHHBIX TpuiiokeHnemM Ne 1 k Pemenuto Bricmiero EBpaszmiickoro
SKOHOMHUYECKOro coBeTa oT 23 nexadps 2014 r. Ne 98 «O Pernamente paboThbl
EBpazuiickon AKOHOMHUYECKOU KOMUCCUNY, Pemenue Briciero
EBpasumiickoro skoHomuueckoro coeta ot 23 gekabps 2014 1. Ne 108
«O peanmuzanuu CormiameHus 0 eIUHbIX TPUHIUIAX W MPaBUIIaX 0O0paIIeHUs
JIEKAPCTBEHHBIX CPEACTB B paMKax EBpa3uiicKOro 3KOHOMHUYECKOTO COK03a».

9. Cpepa momnomouunii Komuccnu, kK KOTOpOil OTHOCUTCH TMPOEKT
pewenust EJK.

PerynupoBanne oOparieHus JeKapCTBEHHBIX CPEACTB U (HOPMUPOBAHHE
oOIIero pbhIHKAa JIGKAPCTBEHHBIX CPEACTB B paMkax EBpa3uiickoro
HKOHOMHUYECKOIO CO03a.

10. ®uHAHCOBO-)KOHOMHMYECKHE NMOCICACTBHA NPHHATHA INPOEKTA
pemienuss  Komumcemm  gis cy0ObeKTOB  NpeANPHMHMMATEIbCKOH
e TEeJIbHOCTH.

Coxpanenne B oOpamieHnd Ha  (apMalleBTUUECKOM  PBIHKE
JIEKapCTBEHHBIX IMpenaparoB, OO0NaJaloMKUX JI0Ka3aHO MOJIOKHUTEIbHBIM
npoguieM COOTHOILIEHUS TMOJIb3a/pUCK M HCKJIOUYEHHE u3 000poTa

H HIOPOMU3BOACTBA JICKAPCTBCHHBLIX CPpCACTB, IIPCACTABILIIOINUX  YIPO3Y
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OOLIECTBEHHOMY 3J0pOBbI0 M OJIAromojy4yuio HaceyneHus. VIckiaoueHue
HEAOOpPOCOBECTHOM  KOHKYPEHILIMHM,  CBSI3AHHOW ¢ (popMUpOBaHUEM
HEOOBEKTUBHOTO MHEHHS B Cpele MEIMIMHCKUX U (apMarieBTUYECKUX
pabOTHUKOB OTHOCHUTENIBHO KauecTBa, 3(P(EKTUBHOCTH U 0OE30MaCHOCTH
JIEKaPCTBEHHBIX CPEJICTB, BBIMYCKAEMbIX HAI[MOHAJIbHBIMU U 3apyOEKHBIMU
IPOU3BOIUTENSIMA  JIEKAPCTBEHHBIX  CPENCTB. BO3MOXHOCTH  BBIBOJA
HAa  BHEIIHWE  PBIHKM  JIGKAPCTBEHHBIX  CPEACTB  HAMOHAJIbHBIX
dapmarneBTuyeckux npousBoauteneit. Cosnanue  ¢dapmaleBTUYECKUMU
IPOU3BOAUTENSAMUA pabOYUX MECT ISl BEJEHUS CUCTEMbI (papmakoHaa30pa
OpEeaIpUsATHs U TNEPEHOC aKIeHTa MO (OPMUPOBAHUIO M TMOAJIEPIKAHUIO
JAHHOM CHUCTEMbl C OpraHu3aluil 3IpaBOOXpPAaHEHUS U  aNTEYHBIX
yupexaeHui Ha (hapMaleBTUYECKOTO TPOU3BOAUTEIIS.

11. lIpeanonaraemMpbie CPOKH BCTYIUICHHS TIPOEKTA PpPelIeHHus
Komuccum B cuiry.

1 ssuBapst 2016 roga.

12. O:xkugaemplii pe3yJibTaT peryJiupoBaHuUs.

BroisiBnienue, o0paboTka W OIIEHKAa CHUTHAJOB O MOTEHIMAILHOU
HeOe30macHOCTH U (M) He3(PPEKTUBHOCTH JIEKApPCTBEHHBIX IPENaparos,
BBEJCHUS MEp MO0 MHMHMMM3ALMU PUCKOB B OTHOIIEHHWU OOLIECTBEHHOTO
30pOBbSl M Oyaromosilyuyuss MNOTpeOUTeNed JIEKAPCTBEHHBIX CPEACTB
B COOTBETCTBMU C €IMHBIMU MpaBUJIaMU U 1O €JUHBIM MPOLEAYpaM, 4TO
o0neryuT  B3auMoneWcTBue  rocydgapctB-wieHoB  Coro3a B cdepe
dbapmakonaazopa.

13. Onucanue ombiTa  rOCYyIapcrTB —wieHoB  EBpa3smiickoro
IKOHOMHUYECKOI0 COI03a M MEXKIYHAPOJHOIO ONbITA PeryJupoBaAHUS
OTHOLICHMH, SIBJAKIIMXCH NpeAMeTOM NpoekTa pemenus Kommccumn

(c 000ocHOBaHHEM €ro MPOrpecCUBHOCTH U IPUMEHUMOCTH).
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T'ocynapctBa-unensl Coro3a B HACTOSIIEE BPEMSI UMEIOT HAI[MOHAJIbHbBIE
npaBwia (apMakoHaA30pa, B PA3IUYHON CTENEHU TapMOHU3UPOBAHHBIC
c penakuueit EBpornelickux mpaBwil HajIeKaliel mpakTuku papMakoHa30pa
2005 roma wznanus. Ilpensaraemas pemakiusi NMpPaBUJl TapMOHHM3MPOBAHA
C aKTyalbHOW penakuuerd EBponeirickux mnpaBun usmanus 2013-2014 rr
U OCHOBaHa Ha OOOOIIEHHM W HCIOJIb30BAHUM OIBITA OLEHKU pPeabHBIX
npobieM 0Oe30macHOCTH U A(P(HEKTUBHOCTU  JICKAPCTBEHHBIX CPEJICTB,
HaxOIIUXCs B 000poTe Ha (apMaiieBTHYecKoM pbhiHke ¢ 2005 mo 2010 rr,,
YUYUTHIBAET OCOOCHHOCTH HAIIMOHAIBHOTO 3aKOHOJATENIhCTBA TOCYIApPCTB-
yiieHoB Coro3a B 00J1aCTH 31paBOOXPAHEHUS.

14. CBegeHusi 0 MpoOBeJeHUM NMYOJMYHOIO OOCYKICHHUS MPOEKTA
pemienust Komuccumn.

Hara pazmemenust: 20 anpenst 2015 rona

URL: https://docs.eaeunion.org/ru-ru/Pages/DisplayRIA.aspx?s= e1f13
d1d-5914-465c-835f-2aa3762eddda&w=9260b414-defe-45cc-88a3-eb5c732
38076&1=d70984cf-725d-4790-9b12-19604c34148c&EntityID=128

Cnoco6 npencraBieHus: MPeAJIOKEHUN K MPOeKTy pemieHus Komuccuu
U uH)OPMAIMOHHO-aHAIUTUYECKOW CIpaBKe, a TakKe 3aroIHEHUs
ONpPOCHOTO JIUCTA: C HCIOJIb30BAaHUEM COOTBETCTBYIOLIEIO CEpBHUCA
odpunmansHOTO caiita Corosa.

Cpok nipencrasnenus npeainoxenui: 30 qHen.

15. CBegeHusi 0 3aKJW4YeHMH 00 OLEHKEe peryJUpyruero
BO3/1eCTBUS HA NPoeKT pemieHus Komuccuu.

16. Unass nuaopmanus, OTHOCAIIANCH, 10 MHCHUIO eNIaPTAMEHTA
Komuccun, OTBETCTBEHHOI0 32 MOATOTOBKY TMPOEKTAa pelleHus
Komuccun, Kk OCHOBHBIM CBeleHHSIM O NpoeKkTe pemennsi Komuccnm

U (WIH) 0 ero NOAroTOBKe.
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IIpoext pemenus Komuccun pazpadbortan u ogoopen Paboueit rpymmoit
no (opMUPOBaHUIO OOLIMX MOAXOAOB K PETrYJIMPOBAHUIO OOpalleHUs
JIEKapCTBEHHBIX CPEACTB B paMkKax TamokeHHOro corws3a u EnumHoro
IKOHOMHMYECKOTO  IPOCTpaHCTBa, cdopMmupoBanHod 1pu  Kommeruu
EBpa3uiickol SKOHOMHMYECKOW KOMHCCUHM, B COCTaB KOTOPOM BXOHAT
NPEACTABUTENN YIOJIHOMOUYEHHBIX OpraHoB rocynapcte-uieHoB (Coro3za

U IIPeICTaBUTENN OU3HEC-COO0IIEeCTBa.



