NHOOPMAIMOHHO-AHAJIMTUYECKASA CITPABKA

0 MOCJICICTBUSIX BJIUSIHUS NMPOEKTA PelleHUus
EBpa3uiickoii 3KOHOMHYECKOM KOMUCCHH HA YCJIOBHS BeACHUS
NpeANPUHUMATEILCKON eI TeJIbHOCTH

HanmenoBanue mnpoekra pemenus: O mnpoekre pemenuss Coseta
EBpa3uiickoil 3KOHOMHYECKOW KoMHcCcMUM «(O BHECEHUM H3MEHEHUU
B IlpaBwma Hamnmexameld npakTuku (apmakoHam3opa EBpaszuiickoro
SKOHOMHYECKOTO COKO3a»

1. ITpoGnema, Ha pelieHre KOTOPOM HampaBlieH MpoeKT perieHus: EQK

KitoueBbiME Mpo0OJieMaMu, Ha PEIICHUE KOTOPBIX HAMpaBleH MPOEKT
pelIeHusl, SIBJISIOTCS:

B pamkax oOpamieHuss 3aperuCTpUPOBAHHBIX  JIEKAPCTBEHHBIX
penaparoB CyIIECTBYET PUCK BO3ZHMKHOBEHHUS HEXEJIATENbHBIX PEaKIUd U
3 PeKTOB, MNPUUMHSIOMMX  BpeI  3J0POBBI0  YEIOBEKa,  CIydYacB
HeR((PEKTUBHOCTH JICKAPCTBEHHBIX MPENapaToB, MPEACTABIAIONINX yTrpo3y
KU3HU WM 3[I0POBbIO YEJIOBEKA. DTHU Cllydau TPeOyIOT pa3pabOTKU €IUHbBIX
NOAXOAOB K HUX BBISBICHUIO, YYETy, aHalu3y U MOCIEAYIOIIEMY
NpeayNnpexaCHUI0 ¢ yueToM (opMHUpoBaHUs oOiiero peiHka EBpasuiickoro
SKOHOMHUYECKOI'O COH03a.

2. llenp perynupoBanus

Lenp npUHATHUS IPOEKTA PEIICHUS 3aKJIF0YAETCs B!

rapMOHMU3AIUU METOJO0JIOTMUYECKUX MOJIXO0JI0B K BBISBICHUIO PEIKHX
HEeXeNaTelbHbIX 3()@PEKTOB, YrpOXKaIOIIMUX XU3HU U 3J0POBBIO YEIIOBEKA,
CBSI3AHHBIX C PUCKAMH OOpallleHUsI U IPUMEHEHHEM HOBBIX U YK€ N3BECTHBIX
JEKapCTBEHHBIX  MPENApaToB; OOBEKTUBHOW  OLICHKW  COOTHOLIEHUS
OXKHUJIAEMOM  TOJB3bl  MPUMEHEHUS  JIEKQpCTBEHHOTO  Ipernapara K
NOTEHI[MAIBLHOMY BpE€Iy, KOTOPBbI OH MOXET HAHECTH YEeJOBEKY u3-3a

HaJIM4UA HCKCEIATCIIbHBIX (HO6OIIHBIX) ﬂeﬁCTBHﬁ; BBIABJICHUA HA PbIHKE
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JIEKapCTBEHHBIX CPENICTB HEIPPEKTUBHBIX JIEKAPCTBEHHBIX NPEeNapaTtoB u
UCKIIIOYEHHUSI MX M3 JajdbHEHIIero o000poTa; YCTAaHOBJIEHHE EIUHBIX
TpeOOBaHUI K OIIEHKE OE30MaCHOCTH JICKAPCTBEHHBIX IIPENapaToB.

3. 'pynna nui, Ha 3alIMTYy MHTEPECOB KOTOPBIX, HANPABJIEH MPOEKT
pemenust EDOK

[IpoekT perieHus: HampaBieH B MEPBYIO OYEpe/lb Ha 3aLIUTY KU3HU U
3I0pOBbSl  MalMeHTa (KaKk KOHEYHOTO TOTpeOuTEeNs JIEeKapCTBEHHBIX
IpenaparoB), 3alIUTy UHTEPECOB CUCTEMBI 3IpAaBOOXPAHEHHMS B 1IEJIOM (Kak
NEPBUYHOTO NOTPEOUTENS JIEKAPCTBEHHBIX MPENApPaToOB),

4. Anpecatbl ~ peryiudpoBaHHs, B~ TOM  4HCI€  CYOBEKTHI

HpCHHpHHHM&TGJ’IBCKOﬁ ACATCIIBHOCTHU, " BO3,Z[€I>’ICTBI/I€, OKa3bIBACMOC Ha HHUX

pEryJIMpOBaHUEM
Anpecatamu peryupoBaHus ABJISIFOTCS MPOM3BOIUTEITN
JIEKapCTBEHHBIX npenapaToB (mepkarenu PErUCTPAIMOHHBIX

yJAOCTOBEPEHUI), YIMOJTHOMOUYCHHbBIE JHIAa MO (PapMakoOHAA30py. a TaKKe
yIOJHOMOYEHHBIE  OpraHbl  (9KCHEPTHBIE  oOpraHu3anuu) B  cdepe
31paBOOXPAHEHUS TOCYAApPCTB — wWieHOB Coro3a.

5. CoaepkaHue YyCTaHABIMBAaE€MbIX IS aJ[peCcaToB peEryJUpOBaHUs
orpaHuueHui (00s13aTeNbHBIX MTPABUII IOBEACHUS )

[Ipenmnomaraercs cO3JIaHue KaXXJIbIM u3 MIPOU3BOAUTENIEH
JIEKapCTBEHHBIX CPEJICTB CIEIHAIBHOTO (PYHKIIMOHATHLHOTO TMOAPA3ACIICHUS
WU YIOJHOMOYEHHBIX CHEIUMAaIUCTOB, KOTOpbhle OyayT MPOBOJIUTH COOD,
00pa0OTKy ¥ aHadu3 CBEJCHUM OTHOCUTEIHLHO 0E€30MacHOCTH U
3(PEKTUBHOCTH BBIMYCKAEMbIX HWMH JIEKQPCTBEHHBIX IIpENaparoB, B
YCIOBHSIX WX PEATBHOTO HCIOJb30BaHUs motpebutensmu. [locraBmmkamu
nH(OpMaIlMd B paMKax PEryJIHpPOBaHMs OyAyT BBICTYyNaTh MEAUIIMHCKHE U
dapmarieBTHUECKHE PAOOTHUKM KaK HAIMPSMYIO, TaK M 9epe3 MyOIHKyeMbIe

UMM OTYCTBI, CTAaTbHU, 4 TAK)XKXC MHHBIC HH(bOpMaHHOHHBIe HNCTOYHUKMU.



KoHeuHnblM moTpeOuTENIeM yKa3aHHBIX CBEACHUN OyayT BBICTYIATh
YIOJIHOMOYEHHBIE OPTaHbl TOCYAapCTB-WICHOB.

B Hesax MOATBEPKICHUS cOOJII0IEHHUS JepKaATEIAMU
PErHCTPALIMOHHBIX  YAOCTOBEPEHHM  TpeOOBaHMHW M BBINOJHEHUSA
00s3aTeNbCTB MO (hapMaKOHAI30py YIOJIHOMOUYEHHBIE OpraHbl rOCY/IapCTB-
YJICHOB 0053aHbl MPOBOAUTH MHCIEKIMHU MO (PapMakoHAI30py HepKaresen
PErMCTPALlMOHHBIX YAOCTOBEPEHUN MM MHBIX OpraHU3alMi, IPUBICYEHHBIX
JEpKATeJIeM  PErHCTPAllMOHHBIX  YAOCTOBEPEHHMM  JUIsl  BBINOJHEHUS
00s13aTeNbCTB 10 (hapMaKOHA30pY .

6. Mexanu3m  pazpelieHuss NpoOJeMbl U JOCTHXKEHHUS LU
peryJnpoBaHusi, NpeAyCMOTPEHHBIN mMpoekToMm pemieHus EODK (omucanue
B3aUMOCBS3U MEXIY npeajiaraeMbIM peryaupoBaHUEM
U perraeMoi mpooJiemMoi)

JlocTikeHre LeNu PEeryJMpOBaHUsl OCYIIECTBISIETCS C IOMOIIBIO
YCTaHOBJIEHUS TPeOOBaHUI K CHCTEME KayecTBa CUCTEMbI (hapMaKoHa130pa,
K CTPYKTYpPE U COAEpKaHUIO MacTep-(paiisa cuctemsl hapmMakoHaA30pa, LU
Y TUIBl MHCHEKIHUI cUCTEMBbI (apMakoHaa30pa (0OBEKThI U O0BEM ATHUX
MHCIIEKIMH, poLeaypa IPpOBEACHUs ), TpEOOBaHUS K CTPYKTYype, mpoleccam
aynura CUCTeMbl (apMmakoHa30pa, oOmue TpeOOBaHUS K CHUCTEME
YOpaBJICHUS PUCKaMHU, OpraHu3and padoTel ¢ HUHPOpMAIHEH O
HEXEJATEeNIbHBIX PEAKIMAX Ha JIEKapCTBEHHBIC MpemnapaThl, TpeOOBaHUS K
COCTABJICHUIO TMEPUOJMYECKOr0 OT4YeTa Mo Oe30MacHOCTH, TPeOOBaHUS K
YOPABJICHUIO CUTHAJIAMH O HEXENAaTeNIbHbIX pPEeaKIusiX, OCOOEHHOCTH
MOCTPETUCTPALIMOHHBIX ~ MCCJIEIOBAHUI  O€30MaCHOCTU  JIEKAPCTBEHHBIX
penaparoB, OCOOEHHOCTH B3aMMOJECHCTBUS aApPECAaTOB PETyJIHPOBAHUS B
pamkax nHGOPMHUPOBaHUS O 6€30MACHOCTU TOCYJapPCTB-UJICHOB, TPEOOBaHUS
K MepaM MHUHHMM3aUMA pPUCKA W OCOOEHHOCTHM  MPOBEICHHUS

AOITIOJIHUTCIIbHOTO MOHHUTOPHUHIA.



4

7.CBeneHusi O PAcCMOTPEHHBIX AJBTEPHATUBAX MPENIAracMOMY
PEryJINPOBAHUIO

B kayecTBe aibTEpHATUB [aHHOMY pPETYJIHPOBAHUIO PACCMOTPEHBI
CUCTEMBI:

100pOBOJIBHOTO U3bITUSA NPOAYKIHUH bapmaneBTUUYEeCKUM
MIPOU3BOJIUTENEM;

PEKOMEHIaTeIbHbIE HOPMBI OpraHU3aldd padOT, IO BBISBICHUIO
Hed(PhEeKTUBHBIX U (MIM) HEOE30MaCHBIX JICKAPCTBEHHBIX MPENapaToB.

VYKka3zaHHblE HOPMBI coJepXaT B ce0e H3HAYalbHO 3aJI0’KEHHBIN
KOH(DJIUKT UHTEPECOB s (hapMalleBTUYECKOTO MPOU3BOIUTENS, TOCKOIBKY
JIEKapCTBEHHBIN MpENapaT pacCMaTPUBACTCSA UM B MEPBYIO OUEPEIb C TOUKU
3peHHsl TOBapa, TOTJIa KaK €ro OIleHKa MOTpeOuTensiMu (MarueHTaMu |
OpraHu3aALMIMU 3PABOOXPAHEHUS) MPOBOJUTCS C MO3UIIMU O€30MACHOCTU U
3 PEeKTUBHOCTH NPUMEHEHHS.

8. HopMaTtuBHO-ITpaBOBOE€ OCHOBAHUE ISl IPUHSTHUSL IPOEKTA PEILICHUS
EDK

Cratess 30 JloroBopa o EBpa3uiickoM 3KOHOMHYECKOM COO3€
oT 29 mas 2014 roma, crates 12 CormnaimieHus O €QUHBIX NPUHLIHUNAX U
npaBuiax oOOpallleHHs] JIEKapCTBEHHBIX CPEACTB B pamkax EBpasuiickoro
PKOHOMHUYECKOTO coro3a OoT 23 mekabps 2014 roma, myHKT 81 mpuiioxeHus
Ne 1 x Pernmamenty pabGoTel EBpa3uiickoil 3KOHOMHYECKON KOMHUCCHH,
yTBEepKACHHOro Pemenuem Beiciiero EBpa3sulickoro 3KOHOMUYECKOIO
coBera oT 23 nexadps 2014 1. No 98.

9. Chepa nomnomouunit EJK, Kk KOTOpOil OTHOCUTCSI MPOEKT PEIICHUS
EOK

PerynupoBanue oOparieHus JIeKapCTBEHHbBIX CPEACTB U (POPMUPOBAHUE

obmiero pelHKa B pamkax Coro3a, Ha OCHOBE €UHBIX akToB KoMuccum.
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10. ®uHAHCOBO-?KOHOMUYECKUE TMOCJIEACTBUSL TPUHATUA MPOEKTA
pemiennst EOK niis cyObeKTOB IpeANpUHUMATENBCKON AESITENbHOCTH

Coxpanenne B  oOpameHun Ha  (papMalleBTUYECKOM  pBIHKE
JIEKapCTBEHHBIX MPENapaToB, OO0JaJAIOMIMX JOKA3aHO MOJIOKUTEIbHBIM
npouiIeM COOTHOIIEHUSI «I0Jb3a — PUCK» M HCKIIOYEHHUE M3 000poTa U
MPOU3BOJACTBA  JIEKAPCTBEHHBIX  CPEACTB, MPEJCTABIAIONINX  YIPO3y
OOILIECTBEHHOMY 3/JI0POBBIO M OJIAromoJiyuuto HaceseHus. VckimoueHue
HEeZOOPOCOBECTHOM  KOHKYpPEHLIMHM, CBSI3aHHOM ¢  (OpMHpOBaHHUEM
HEOOBEKTUBHOIO MHEHHSI B Cpele MEAUIMHCKUX U (apMaleBTHUECKUX
pPaOOTHUKOB OTHOCHUTENIBHO KadecTBa, A((PEKTUBHOCTH M OE30MaCHOCTH
JIEKapCTBEHHBIX CPEICTB, BBITYCKAEMbIX HAI[MOHAIBHBIMHU U 3apyOekKHBIMU
POU3BOAUTENSIMU JICKAPCTBEHHBIX CPEJICTB.

11. Ilpennonaraemele CpOKM BCTyIUIEHHsA Ipoekra pemieHnss EOK B
CUILY

Yepes 6 MecsitieB ocie 1aThl OPUITHaTbHOTO OMyOIMKOBAHMUS.

12. Oxupaemblil pe3yabTaT peryJupoOBaHUSI.

BrisiBiienue, o00paboTka ¥ OILIEHKA CUTHAJOB O MOTEHI[MAILHOU
HeOe30nmacHOCTH U (i) Hed(PEKTUBHOCTH JIEKAPCTBEHHBIX IpEenapaTos,
BBEJICHUS MEp MO MHMHHMH3ALMH PUCKOB B OTHOILIEHWU OOILIECTBEHHOTO
3M0pOBbS M OJaromoyiyuusi MNOTpeOUTesel JIeKapCTBEHHBIX CpPEICTB B
COOTBETCTBUM C €IMHBIMH IPAaBWIAMH M 10 €AUHBIM MPOLEAypaM, 4YTO
o0neruut  B3auMoneuWcTBUe  rocyaapctB-wieHoB Cow3a B cdepe
dbapmakoHazopa.

13. Onucanue ombiTa TOCyIapcTB — 4iI€HOB  EBpa3uiickoro
SKOHOMHYECKOIO COK3a M MEXAYHApOJAHOTO OMbITa PEryJMpOBaHUs
OTHOUICHHWM,  SBIAIOIIAXCS  OpeaAMeToM  mpoekrta pemenus EODK

(c obocHOBaHMEM €0 MPOTPECCUBHOCTH U TPUMEHUMOCTH )
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[Ipenyiaraemast penakiusi MpaBUJl TapMOHU3UPOBAHA C AKTyaJbHOU
penakiuenn EBponeiickux npasui uznanus 2014 — 2016 rr. u ocHOBaHa Ha
O00OOIIEHNH W HCIOJb30BAHUM ONbITA OIEHKH pPEAIbHBIX MpoOiIeM
0e301macHoCTy U 3(PGHEKTUBHOCTH JIEKAPCTBEHHBIX CPEJICTB, HAXOASIIUXCS B
obopote Ha (apmaneBTudeckoM pbiHke ¢ 2005 mo 2010 rr., yuuThIBaeT
OCOOEHHOCTH HAIIMOHAILHOTO 3aKOHOJATENbCTBA TOCYIAapCTB — YJICHOB
Coro3a B 00J1aCTH 3/paBOOXPAaHEHHUS.

14. CBeneHust 0 MPOBEAEHUU MMYOIMYHOTO OOCYXKIECHHS IPOCKTa
pemenust EQK.

15. CBeaenust 0 3aKJIFOYEHUHN 00 OIEHKE PEryJHUPYIOIIEro BO3ACHCTBUSA
Ha rpoekT pemrennss EQK

16. Unas undopmanus, OTHOCAMIAACS, IO MHEHHUIO JelapTaMeHTa
EDK, 0TBETCTBEHHOIr0 3a MOATOTOBKY npoekTa pemenus EDK, k ocHOBHBIM
cBelleHusiM o Tipoekte pemieHus EQK u (uam) o ero moaroroBke

[Ipoekt pemeHuss paccMOTpeH U OA0OpeH paboded rpymnmoi 1o
dbopMupOBaHUIO OOMIMX TMOAXOJOB K  PETyJIMPOBAHHMIO  OOpaIieHUs
JIEKapCTBEHHBIX CPEJICTB B paMKax EBpa3uiickoro 3KOHOMHUYECKOT0 CO03a, B
COCTaB KOTOPOW BXOMAT MPEACTABUTENM  YIOJIHOMOYEHHBIX  OPraHOB

rOCY/IapCTB-YIEHOB U MIPEACTaBUTENN OU3HEC-COO0IIECTRA.



