NHOOPMAINNMOHHO-AHAJIMTUYECKASA CITPABKA

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

HanmenoBanue mnpoekra pemeHus: «O BHeceHMH u3MeHeHud B [lpaBuia
NPOBEACHUSI HCCIEAOBAaHUN OWOJOTHYECKUX JIEKAPCTBEHHBIX CPEACTB
EBpa3zuickoro 3kOHOMHUYECKOTO COH03a»

1. [Ipo6nema, Ha penieHHE KOTOPOM HampasieH npoekT pemenus EQK

KiroueBoii mpoOnemoii, Ha pernieHne KOTOpOW HampaBieH IPOCKT
pelieHus, ABISIeTCSI HEOOXOUMOCTh YCTAaHOBJICHUS €IUHBIX TPEOOBAHUM IS
JI0Ka3aTeJIbHOr0 U3y4eHUsl 0€30MaCHOCTH M KauecTBa B LIEJSAX MOCIEAYIOIIEn
pEruCTpalid U MEAUIMHCKOTO MPUMEHEHHUS JIEKAPCTBEHHBIX MPEnapaTroB Ha
OCHOBE COMATHMYECKHX KJIETOK YEJIIOBEKAa M JIEKAPCTBEHHBIX IPENapaToB,
coJiepKaIiX TeHETUYECKU MOTUDUIIMPOBAHHBIC KIIETKH.

2. llenb perynupoBaHus

Ycrpanenue — paznuuuii B TpeOOBaHUSX, PEbSBIISIEMBIX
K (QapmaneBTUYeCcKO pa3paloTKe, IUJIAHUPOBAHUIO M  IPOBEACHUIO
WCCJIEIOBaHNI 0€30MacHOCTH W KauecTBa JIEKApPCTBEHHBIX MpENapaToB Ha
OCHOBE COMATHMYECKHX KJIETOK YEJIOBEKAa M JIEKAPCTBEHHBIX IPENaparoB,
coIepkKalluX  TEeHETUYEeCKH  MOAU(PUIMPOBAHHBIE  KIETKH,  IyTeM
YCTAHOBJICHUSI  €IMHBIX, OOBEKTUBHBIX U TPAHCHAPEHTHBIX IPABUII
pa3paboTKH, MPOBEACHUS HUCCIEIOBAHUI W TPOU3BOACTBA JIAHHBIX TPYIII
JIEKApPCTBEHHBIX MPENAPATOB.

3.'pynna nui, Ha 3amIUTy WHTEPECOB KOTOPBHIX HAMPABICH MPOEKT
pemenuss EQK

[IpoekT perieHus: HampapjieH B NEPBYIO OYepe/lb HA 3alUTYy KU3HH,
3I0POBbSl M Onaronoiyyusi NalUMEeHTOB (Kak KOHEYHOro MOTpeduTtesns
JIEKapCTBEHHbBIX penaparos), 3aIlUTy UHTEPECOB CUCTEMBI

3IpaBOOXPAHEHHUS B 1I€JIOM (KaK MEPBUYHOTO MOTPEOUTENS JIEKAPCTBEHHBIX
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pernaparoB) MOCPEACTBOM OOECIEUYEHHUsI HCIOJIb30BaHUSI KAYECTBEHHBIX U
0€30MacHbIX JIEKAPCTBEHHBIX MpenapaToB IMYyTeM YETKOW perjaMeHTalluu
pONEAYpbl MPOBEACHUS JOKIMHUYECKUX W KIMHUYECKUX HUCCIECAOBAHUU U
dbapMalleBTUUECKON  pa3paOOTKU  yKa3aHHBIX TPYyNIl  JIEKAPCTBEHHBIX
penapaToB U OTPaXKEHUS 3TOM HHPOPMALIMK B PETUCTPAIMOHHOM JOCHE.

4. AnpecaTbl  peryJaupoBaHUs, B TOM  4YHCIe  CyOBEKTHI
NpeAIPUHUMATEIBCKON JEATeIbHOCTH, U BO3JIEUCTBUE, OKA3bIBAEMOE Ha HUX
peryJupoBaHUEM

AJllpecataMu peryJUpOBaHUsl SIBISIOTCS TMPOU3BOJIUTENN YKa3aHHBIX
IPYII JEKAPCTBEHHBIX IMPEMAPATOB (a4 TAKKE UX YHNOJHOMOYEHHBIE JIMIA),
yIOJHOMOYEHHBIE  OpraHbl  (9KCIEpTHBIE  oOpraHu3anuu) B  cdepe
3JIpaBOOXPAHEHUs TOCYJIapCTB — WIEHOB EBpa3uiiCKOro 3KOHOMHUYECKOIO
coro3a (J1asiee — rocyiapcrpa-uieHsl, Coro3).

B pesynbrare npeasiaraeéMbIX HOPM PETryJIUpOBaHUs OyAeT oOecrnedeHo
NpU3HAHUE  pEe3yJIbTaTOB  OLEHKA W  MOATBEPXKACHUS  KayecTBa
JIEKApPCTBEHHBIX MPENAapaToB HA OCHOBE COMATHYECKHUX KIIETOK YElIOBEKa U
JIEKapCTBEHHBIX Mpernaparos, COJIepIKaIIHNX T€HETUYECKHU
Moau(UITMpOBaHHbIE KIETKU. Takke OyJeT HCKIHYeHa HE0OXOIUMOCTh
TyOJIMPOBaHUS UCCIETOBAHUI MPOU3BOIUTENIEM ATUX TPYII JICKAPCTBEHHBIX
mpenaparoB, YTO OyJEeT COMPOBOXKAATHCS CHIDKEHHEM 3aTpaT, CBS3aHHBIX C
dapmareBTUUECKOM  pa3pabOTKOW  yKa3aHHBIX TPYII  JIEKaPCTBEHHBIX
pernaparos.

5. ComepxaHue YCTaHABIMBAEMbIX JUISI aJpEecaToB peryJIMpOBaHUs
orpaHuueHu (00s13aTEIbHBIX MTPABUII MIOBEICHNS )

B  pamkax npemiaraemMoro  peryjJdpoBaHHS  IPEANOJIaraeTcs

YCTaHOBHUTH €JIMHBIC IIPaBHJIA.
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pa3pabOTKU U MPOU3BOJICTBA JIEKAPCTBEHHBIX IMpENapaToB Ha OCHOBE
COMATHYECKUX  KJICTOK 4YeJlOBeKa ©  JIGKQPCTBEHHBIX  IpEnapaTos,
coJiepKaIuX TeHETHIECKA MO (DUITMPOBAHHBIC KIIETKH,

OPOBEACHUS  JOKIMHUYECKUX W  KIMHUYCCKUX  HCCIEIOBAaHUU
yKa3aHHBIX FPYIII JEKAPCTBEHHBIX MPENapaToB.

6. Mexanu3M  paspemieHus: MpoOJeMbl W JOCTHXKEHUS  IeIu
pEeTyIMpOBaHus, MPEIyCMOTPEHHBIM TpoekToMm pemeHus EODK (omucanue
B3aMMOCBSI3M  MEXKAY TMpejiaraéMbIM PETYJIUPOBAaHUEM U  PeIIaeMou
po0JIeMOi)

B pamkax perynaupoBaHus MPEANONaracTcsi yCTaHOBUTh CUCTEMY Mep,
KOTOpasi MO3BOJIUT OOECMEYUTh MPOU3BOJCTBO JIEKAPCTBEHHBIX MPEMapaToB
Ha OCHOBE COMATHMYECKHX KJIETOK YEIOBEKa M JIEKAPCTBEHHBIX MPEMapaToB,
coJiepKaliX TE€HETUYSCKU MOAU(UIIMPOBAHHBIC KIETKH CO CTaOWMIbLHBIMHU
3aJIaHHBIMU TTapaMeTpaMu 0€30MMaCHOCTH M Ka4eCTBA U YIIPABJIATh PUCKAMH B
OTHOIIIEHUHU 0€30MaCHOCTH MPOTYKIIHH.

7/.CBemeHUsT O PACCMOTPEHHBIX aJbTEPHATHBAX IMpeIaraeMoMy
PETYIUPOBAHUIO

ANbTEpHATUBON HACTOSIIEMY PETYJIUPOBAHUIO SIBISETCS NMPUMCHCHHE
JUISL  YKa3aHHBIX TPYIIT JICKAPCTBEHHBIX IperapaToB TpeOOBaHWHA K
dapmareBTHUECKOM  pa3pabOTKe,  HMCCICAOBAaHUIO W OpraHU3aIluu
MPOU3BOJACTBA  JICKAPCTBEHHBIX  MpEMapaTroB, TMOJYYEHHBIX  METOJOM
XUMHUYECKOTO  CHUHTE€3a WU  OWOTEXHOJOTMYECKUM  METOJOM.  ITO
COIPOBOXKIACTCS PUCKAMU:

a) HEBBISIBJICHUS He0E30IMacCHOW PO IYKIIHH,

0) momycka Ha PHIHOK HEd(P(HEKTUBHON TIPOTYKIIHH;

B) IOMyCKa Ha PBIHOK TNPOAYKIHUH, OTIMYAIOMICHCS 10 CBOUM

II0Ka3aTCJIsIM Ka4CCTBa.
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8. HopmaTuBHO-TIpaBOBOE OCHOBAHUE ISl IPUHATHS TIPOEKTa PEIICHMUS
EQK

Cratess 30 JloroBopa o EBpa3suicKOM 3KOHOMHYECKOM COIO3€
oT 29 mas 2014 ronma, nyHKT 2 crateu 3, crathd 6 CornameHus O €IUHBIX
OPUHIMIIAX M TMpaBWIaX OOpalleHus JEKAPCTBEHHBIX CPEACTB B pPaMKax
EBpazuiickoro skoHOMHYECKOro coro3a ot 23 aekadbps 2014 roma, nmyHKT 88
npuwioxeHuss Ne 1 k Permamenty pa®otrel EBpa3uiickoli 3KOHOMUYECKON
KOMUCCUM,  YyTBepKIeHHOMY  Pemenuem  Beicmiero — EBpasuiickoro
PKOHOMMYECKOT0 coBeTa oT 23 nexadpst 2014 r. Ne 98.

9. Chepa momnomounit EDK, Kk KOTOpOil OTHOCHUTCSI MPOEKT PEIICHUS
EDK

PerynupoBanue oOpallieHus JIEKapCTBEHHBIX CPEJICTB U (POPMUPOBAHUE
oOmiero peiHka B pamkax (Coro3a Ha OCHOBE €AMHBIX akTOB EBpasuiickoii
AKOHOMHUYECKOU KOMHUCCHH.

10. ®uHaHCOBO-9KOHOMHYECKUE TIOCIEACTBHUS TMPUHATUS IPOCKTA
pemenust EDK nis cyObekTOB peAnpHHIMATENBCKON ACSITEIHHOCTH

IIpennonaraercs COKpAaIlEHHE U3JIEPIKEK MIPOU3BOJIUTENEN
JIEKAPCTBEHHBIX IIPENApaTOB HA OCHOBE COMATHYECKHX KIIETOK YEJIOBEKA U
JIEKAPCTBEHHBIX MIPEINaparToB, COJIEPIKAIINX TE€HETUYECKHU
MOAUGUIIUPOBAHHBIE KJIETKHM 3a CUET HCKIIOYEHUS HEOOXOIUMOCTH
IIOBTOPHOTO IPOBENCHUS BAIUJALMOHHBIX MCCICI0OBAHUM, HCCIEAOBAHUMN
0€30MacCHOCTH U KadyecTBa B Ka)XJOM TIOCYJapCTBE-WIEHE U BO3MOKHOCTHU
MPU3HAHUA PE3YIbTATOB MCCIEAOBAHMI YKAa3aHHBIX TPYIII JIEKAPCTBEHHBIX
IIPENapaToB Ha TEPPUTOPUU BCEX TOCYAAPCTB-YJIEHOB U B TPETHUX CTpaHaX.

KonnuecTBeHHAass W KayeCTBEHHAs OLIEHKA COKPAIICHUS OXHIACMbIX
U3JIEPKEK (MPSIMBIX U KOCBEHHBIX) aJpECaTOB PEryJIUPOBAHUS, UX JUHAMHKA

U y4eT mpu (POpMHUPOBAHUM CTOMMOCTH JICKAPCTBEHHBIX MPENapaTtoB MOTYT
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OBITh NPOBEACHBI TOJBKO KOHKPETHBIM CyOBEKTOM XO034KWCTBOBaHUSA, JIMOO
YIOJIHOMOYEHHBIM OPTaHOM I'OCYJIapCTBa-uwieHa B chepe IKOHOMUKH.

JlaHHBIN BUJI OLIEHKHW HE MOXET OBITh OTPA)KEH B HACTOSIIEH CIIpaBKe,
IOCKOJIbKY MPOBOJUTCS HAa OCHOBAHWUM JAHHBIX (DUHAHCOBOU IESATEIBHOCTH
OPEANPUITHS, OTHOCSIIUXCA K KaTEropuu KOH(HUISHIMAIbHOW MH(pOpMauu
(koMMepuecKkas TallHa) U HE JIOCTYNEH B OTKPBITBIX HCTOYHUKAX M 0azax
JAHHBIX.

11. Ilpennonaraemble CpPOKM BCTYyIUIEHHMsS] mpoekta pemeHuss EOK
B CUITY

Yepes 30 kaneHgapHBIX JHEH C AaThl OQUIIUATBEHOTO OMyOJIUKOBaHUSI.

12. Oxxupmaemblii pe3yibTaT peryIMPOBaHUS

[Ipumenenne B pamkax Coro3a eAMHBIX MPaBWI IUIAHUPOBAHUA,
OpraHu3ally,  MPOBEIECHUA U  JOKYMEHTHUPOBaHUS  PE3yJIbTaTOB
UCCJIeI0BaHUI 0€30IaCHOCTH M KauecTBa JIEKAPCTBEHHBIX MPENapaToB Ha
OCHOBE COMAaTHMYECKMX KJIETOK YEJIOBEKAa M JIEKAPCTBEHHBIX MPENapaTros,
COJIEp)KalUX TEHETUYECKH MoAu(UIMpOBaHHBIE KiIeTKH. VckimoyeHue
HEOOOCHOBAHHOTO AYOJUPOBAHUSI TAKUX HCCIEHOBAHUN, CTUMYJIUPOBAHUE
pPa3BUTHSI CUCTEMBI pa3pabOTKHU U U3yUYE€HHsI HOBBIX MTPENapaTosB.

13. Onucanue ombITa TrOCYyIapcTB —  WIEHOB  EBpa3uiickoro
DKOHOMHUYECKOIO COK3a M  MEXIYHAapOJHOIO ONBITA PETYIUPOBAHUS
OTHOIIIEHUM,  SBISAIONIMXCSA  OpeamMeroM  mpoekta  pemieHus  EOK
(c 060CHOBAaHUEM €r0 MPOrPECCUBHOCTH U MPUMEHUMOCTH )

B rocymapcTBax-ujieHax B HAcTOsIIEE BpeMsl  OTCYTCTBYIOT
HallMOHAJbHBIE TpeOOBaHUS K QapmalleBTUYECKOW pa3paboTke, 00beMy
IUTAHUPOBAHUS W TPOBEACHMSI HUCCIIETOBAaHUN O€30MacHOCTH M KayecTBa
JIEKapCTBEHHBIX NPENapaToB HAa OCHOBE COMAaTMYECKHUX KIIETOK YEJIOBEKa U
JIEKapCTBEHHBIX Ipenaparos, CoJIepKaIINX T€HETUYECKU

MOI[I/I(I)I/II_II/IpOBaHHBIG KJICTKH, YTO IMPUBOAUT K HpaBOBOﬁ HCOMNMPCACICHHOCTU



OpyU  JIONYCKE JTUX TPyHn JIEKapCTBEHHBIX MpenapaToB B KaXIOM
rocyAapcTBe-ujieHe B 0OpallleHuE.

14. CBeneHust 0 MNPOBENECHUHM MYyOJIMYHOIO OOCYXACHUS IPOEKTa
pemenust EQOK.

15. CBeneHus 0 3aKJIFOYEHUU 00 OIIEHKE PEryJHUPYIOIMIETO BO3ACHCTBHS
Ha rpoekT pemrenuss EQK

16. Unas wundopmamusi, OTHOCSIIAsICS, MO MHEHUIO JemnapTaMeHTa
EDK, 0TBETCTBEHHOI0 3a MOATOTOBKY npoekTa pemenus EOK, k ocHOBHBIM
cBelleHusiM o Tipoekte pemeHus EDK u (uam) o ero moaroroBke

IIpoexkr pemieHnss BHECEH Ha paccMOTpeHue MHHHUCTEPCTBOM
3apaBooxpaneHusi Poccuiickoit denepanmu, nopadotaH u omodpeH pabdbodeit
rpynmnoii mo  (GOopMUPOBaHUIO OOIMX MOAXOAOB K PEryJIHMPOBAHUIO
oOpamieHusi  JIEKapCTBEHHBIX  CpPEACTB B paMkax  EBpa3uiickoro
DKOHOMHMYECKOTO COK3a, B COCTAaB KOTOPOM BXOAAT MPEACTaBUTEIH
YIOJIHOMOYEHHBIX OPraHOB TOCYJapCTB-WIEHOB W MPEICTaBUTENM OHU3HEC-
cooOmmiecTBa, a Takke HabmomarensiMmu oT PecnyOnuku — Y30ekucran
u Pecniyonuku Kyoa.

Pepakuys npoekra pemeHrs npoxXoauT NMapajuieIbHY0 OLUEHKY B paMKax
HoTu(uKauuu  BcemupHOl  TOpProBod  opraHuzali W pealu3aluu
MeMopanayma O B3aMMOINIOHMMAaHUM MEXIy EBpa3suicKOM SKOHOMHYECKOU
xomuccuert u EBpomelickuMm pernoHaibHbIM Or0po BcemupHo# opranuzanuu

31PaBOOXPAHCHHSI.



