NHOOPMAINMOHHO-AHAJIMTUYECKAS CIIPABKA

0 TIOCJIEICTBUAX BJIUSHHUSA NPOEKTA pelIeHUs EBpa3uiickon
DKOHOMHUYECKOW KOMUCCUU HA YCIIOBUS BEICHHUS NPEANIPUHUMATEIILCKON
JESITEIIbHOCTU

HaunmenoBanue mnpoekra pemenus: O mnpoekre pemrenuss Coseta
EBpa3uiickon »KOHOMHYECKOM Komuccnu «(O BHECEHWM HW3MEHEHHW B
[IpaBuna  Hamiexamed  KIMHUYECKOM  IPAKTUKA  EBpasuiickoro

O9KOHOMHUYCCKOI'O COr3a»

1. IlpoGnema, Ha pelieHre KOTOPOU HampasiieH MpoekT pemenus EQK
KitoueBpiMu TipoOJieMaMy, Ha pelieHWe KOTOPBIX HAMpaBlIeH MPOEKT
peLIEHUs], SIBISFOTCSA:

KinHnueckue ucciaenoBaHus JEKApCTBEHHBIX MPENapaToB C y4acTHEM
YelioBeKa, KaKk CyObeKTa  HCCIENOBaHUs, TpeOyloT  NpUMEHEHUs
COOTBETCTBYIOIIMX COBPEMEHHOMY YPOBHIO HAayUYHBIX 3HAHUN €IUHBIX
MOJXOJIOB K HUX MPOBEACHHUIO, YTO JIOJDKHO CIIOCOOCTBOBAaTh B3aHMMHOMY
NPU3HAHUIO JAHHBIX KIWHUYECKUX UCCICAOBAHUN  YIOJTHOMOYEHHBIMU
OpraHaMy TOCyJapCTB — YJICHOB EBpa3sMKCKOr0 3KOHOMHYECKOTO COH03a
(manee — rocynapctBa-wieHbl, Cor03), a TakKe MPU3HAHUIO KIMHUYECKHUX
UCCJIeI0BaHM, BBIMOJHEHHBIX Ha TeppuTopun Coro3a U 3a ero npejeaamu.

2. llens perynupoBaHust

[lenb NpUHATUA MPOEKTA PEIICHUS 3aKJIFOYAETCA B!

aKTyaJau3aluyd  €IWHBIX TMpPaBUI  KIMHUYECKOTO  HCCIIEIOBAHUS

s¢dexTuBHOCTH U O€30MACHOCTH JIEKAPCTBEHHBIX MPENapaToB C Y4ETOM
NEPEeIOBOr0  MEXAYHAPOIHOIO OMbITa JJisi O00EeCrnedYeHus: BO3MOXKHOCTH
MPOBEICHUA KIMHAYECKUX HCCIeAOBaHMM B pamkax (Coro3a B OJHOM U3
rOCyJapCTB-WICHOB U  MOCJIEAYIOIlee IpPU3HAHUE UX  PEe3yJIbTarToB
YIOJHOMOYEHHBIMU OpraHaMy JApPyrHMX TOCyJapCTB-wiIeHOB. [lonoxenus

IMPOCKTA PpCIICHUA HAITPABJICHBI HAa NCKIIFOYCHHUEC BO3MOKHOCTH IMPCACTABIICHUA
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HEIOCTOBEPHBIX  JAHHBIX O  Oe30macHocTd Wi 3(PPEKTUBHOCTU
JIEKapCTBEHHBIX MPENaparoB, HAPYLUIEHUS MpaB CyOBbEKTOB MCCIENOBAHUS MIPU
IIPOBEACHUN KIIMHUYECKUX UCCIIEA0BAaHNN JIEKAPCTBEHHBIX IIPENIapaToOB.

3. 'pynma nui, Ha 3alIUTy HHTEPECOB KOTOPBIX, HAMPaBIEH MPOCKT
pemenust EOK

[IpoekT pelieHUsT HaNpaBI€H Ha 3allUTy HMHTEPECOB CYOBEKTOB
KJIIMHUYECKUX UCCIIEIOBAHUN U IPOU3BOAUTENIEH JICKAPCTBEHHBIX CPEZCTB.

4. AapecaTbl ~ peryjJupoBaHMs, B~ TOM  4YHClI€  CyOBEKTbI
IIPEANPUHUMATEIIbCKON IEATEIBHOCTH, U BO3JAEHUCTBUE, OKa3bIBAEMOE HA HUX
peryJampoBaHueM

Anpecaramu peryaupoBaHus SABJISAFOTCSA IIPOU3BOIUTEIHN
JIEKapCTBEHHBIX IPENApPaTOB (CHOHCOPHl KIMHUYECKUX HCCIEAOBaHUN),
JKCIIEPTHBIE COBETHl MEAULMHCKUX OpraHU3aluil (He3aBUCHUMbIE 3THYECKHE
KOMHUTETbl MEIUIMHCKUX OpraHu3aluil) U MCCIEN0BAaTeNM MEAUIIMHCKHUX
OpraHu3alyu, OCYILIECTBIISIOINE KIMHUYECKUE UCCIIEIOBAHMUS.

5. ConepkaHue yCTaHaBIMBAEMBIX ISl aJpecaToOB PETyJIUPOBAHUS
orpaHudeHui (00s3aTEIbHBIX TIPABUII IIOBEICHHS)

[TocpencTBoM npuUHATHA perieHust OyAyT aKTyalu3UPOBAHBI C yUETOM
S5-TU JIeTHEW NPaBONPUMEHUTEIBHON MPAKTUKU U M3MEHEHH B 00JacTu
TEXHOJIOTUW TNPOBEACHUS KIMHUYECKUX HCCIIENOBAHUN YCTAHOBJICHHBIE
€AUHBIE TOAXObI K:

NOPANKY TpeAcTaBieHus HHPopManud 1o Oe30MacHOCTH B XOe
KJIINHUYECKUX UCCIIETOBAHNUN;

TpeOoBaHUsIM K QopMe TMoJayd MEePUOAMYECKOTO OTYeTa IO
0e30macHOCTH pa3padaThIBAEMOI0 JEKAPCTBEHHOTO IIpenapara.

6. Mexanu3aMm  pazpemieHuss NOpoOiaeMbl U JOCTHXKEHHS  LIEeNU

peryJMpoBaHus, MPEIyCMOTPEHHbIM TpoekToM pemieHuss EDK (onmucanue



3

B3aMMOCBSI3W  MEXKIYy TpelaraéMbiM PETyJIUPOBAaHHUEM U  pelraeMoin
po0JIeMOi)

JlocTKEHHE 1EeTu PEeryJupOBaHUS OCYIIECTBIISIETCS C IOMOIIBIO
YCTaHOBJICHHS:

CIMHBIX TPEOOBAaHMM K YyYAaCTHHKAM KIMHUYECKUX WCCICIOBAHUN
(CTIOHCOPY, DJKCHEPTHOMY COBETY OpraHW3alid WIA HE3aBUCHUMOMY
IKCIIEPTHOMY KOMHUTETY), HCCIENIOBaTeNl0, MPOTOKOIY KIMHHYECKOTO
WCCJIEIOBAaHUS U TOMPABKaM K MPOTOKOITY, OpOIIIOpe UccieaoBarers,

MEPEUHs] OCHOBHBIX JIOKYMEHTOB Il TPOBEACHHUS KIMHHUYECKOTO
WCCJICIOBAaHUS, CTPYKTYpbl M COACP)KaHMHM OT4YeTa O KIMHHYECCKOM
WCCJICIOBAaHUM.

CUCTEMBI Mep, OO0eCleYnBAIIMNUX MPOBEACHUE OOBEKTUBHOTO M
OeCIpUCTPACTHOTO W3YYEHHUS HOBOTO JIEKAPCTBEHHOTO IMpernapara ¢ TOYKHU
3peHusi ero 3(PGHEKTUBHOCTH, OE30MACHOCTH M TMEPEHOCHMOCTH, KakK B
aOCOJTIIOTHOM BBIPQXCHHH, TaK M B CPaBHEHUHU C JPYTUMH JICKAPCTBEHHBIMHU
cpenctBaMu (cpaBHUTEIbHAS 3P(HEKTUBHOCTh U OE301MaCHOCTb).

[IpunsaTHe MpoeKTa pelieHus, MO3BOJUT BBIABIATh HEOE30TACHBIE H
(nn) Herh(heKTUBHBIE JIEKApPCTBEHHbIE penaparsl Ha
IpEeIPEruCTPAIMOHHOM dTalle U He JOIMYCKaTh BBIITYCK TAKWX JICKAPCTBEHHBIX
pernaparoB B 0OpallleHue.

7.CBeneHUsT O PAcCMOTPEHHBIX allbTepHATHBAX MpeIIaracMoMy
pEeryaupoBaHUIO

B kadecTBe albTepHATHB [aHHOMY PETYJIUPOBAHUIO PACCMOTPEHBI
CHUCTEMBI:

npencTaBiieHne (apMaleBTUYECKUM TPOU3BOIUTEISAM BO3MOKHOCTH
IMPOBEICHUSI TEOPETUUYCCKUX HW3BICKAHUH B YacTH  TOJATBEPKICHUS

sddexTuBHOCTH, OE30MAaCHOCTU U  MNEPEHOCUMOCTH  JIEKAPCTBEHHBIX
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IpEnapaToB Ha OCHOBE JAHHBIX MAaT€MarH4ecKOro MOJEIUPOBAHUS,
MPOTHO3UPOBAHUS U aHAJIM3a JINTEPATYPHBIX HCTOYHUKOB;

pEKOMEHIaTeIbHbIE HOPMBI OpraHu3anud padoT, MO0 U3YUYEHHUIO
3¢(HEeKTUBHOCTH, OE30IaCHOCTM M  MEPEHOCHUMOCTH  JIEKApCTBEHHBIX
Ipenaparos.

[IpennaraeMplii B MNPOEKTE pEUICHUS BapHAHT PETYIUPOBAHUSA
MO3BOJISIET MHUHUMHU3UPOBATH KOH(JIUKT HHTEPECOB, MYTEM YCTAHOBIEHUS
€IMHBIX NPABWJI OPraHW3alWN U MPOBEACHUS KIMHUYECKUX HMCCIIENOBaHUM,
a TakXe WX BBIIOJIHEHUI0O Ha 0a3e KIMHUYECKUX MCCIEI0BATENbCKUX
LHEHTPOB (HE3aBUCUMO OT MPOU3ZBOJUTENS JIEKAPCTBEHHOIO CPENCTBA).
AJbTEepHATUBHBIE BAPUAHTHI PETYIUPOBAHUS COAEpPKAT B ceOe KOHQIUKT
UHTEPECOB AJi (apMalleBTUYECKOTO MPOU3BOIUTEINA. ITO 00YCIOBIECHO TEM,
YTO JIEKAPCTBEHHBIN IperapaTr paccMaTpuBacTCs MMPOU3BOAUTEIIEM B IIEPBYIO
ouepellb KaK TOBap, LIEHHOCTb KOTOPOTO OMNPENENseTCs] HCKIIOUUTEIbHO
BO3MO)KHOCTBIO pean3alii U U3BJICUEHUS! TPUOBLIN, TOI/IA KaK €ro OLEHKa
NOTpEeOUTENSIMA U OpraHaMu TOCYIapCTBEHHOW BJIACTH, YIMOJIHOMOYEHHBIMU
Ha OCYILIECTBIEHHWE U (WIM) KOOPAMHALMIO JEITEIbHOCTH B cdepe
oOpallleHus JIEKAPCTBEHHBIX CPEACTB, OCYUIECTBISIETCS C MO3ULMH HEHHOCTH
JEKapCTBEHHOIO TMpernapara, KakK CpeACTBa, MPEIHA3HAYCHHOrO IS
COXpPaHEHUS! MU YKpPEIUIEHHUsI 30pOBbsl MOTpEOUTENs, U, CIEIOBATEbHO,
MOJIpa3yMEBAET MPEAOCTABICHUE MAaKCUMallbHO OOBEKTHBHBIX CBEJIEHUM IO
aOCOTIOTHOW ¥ 10 CpPaBHUTEIBHOM TMEPEHOCHUMOCTH, O€30MacHOCTH U
3¢ (HEKTUBHOCTH O KaXKJOM HOBOM JICKAPCTBEHHOM TIperapare.

8.HopmaTuBHO-TIpaBOBOE OCHOBAHUE /JIsl MPUHATHUS MPOEKTA PELICHUS
EOQK

Cratess 30 J[loroBopa o EBpa3uiicCkoM 3SKOHOMHYECKOM COKO3€
oT 29 mas 2014 roma, crates 6 CornamieHus O €IWHBIX NPUHIUANAX M

MpaBWIax OOpAIlleHUs] JICKAPCTBEHHBIX CPEJICTB B pamkax EBpaszuiickoro
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PKOHOMHYECKOT0 coro3a oT 23 nekadbps 2014 roga, myHKT 83 mpHIIOKEHHS

Ne 1 k Permamenty pabGoTel EBpasuiickoil SKOHOMHUYECKOW KOMMCCHH,
yTBEpkKJIeHHOrO Pemennem Breiciero EBpa3suilckoro 3KOHOMHUYECKOTO
coBeta oT 23 nexadpst 2014 r. No 98.

9. Cepa monnomounit EDK, Kk KOTOpOil OTHOCUTCSI IPOEKT pEIICHHUS
EDK

PerynupoBanue oOpaiiieHus J1eKapCTBEHHBIX CPEACTB U GOPMHUPOBAHHE
oOuiero peiHka B pamkax Coro3a, Ha OCHOBE eIMHbIX akToB KoMuccuu.

10. ®uHaHCOBO-3KOHOMHMYECKUE TMOCIHEACTBUS MPUHATHUS MPOEKTa
pemiennst EOK niis cyObeKTOB peANpUHUMATENBCKON ASSTENbHOCTH

B pesynbrare NmpUHATHSA CO3/AIOTCSl YCIIOBUS JJI CHMXKEHMs 3aTpar
Ha MPOBEICHUE KIMHUYECKUX HCCleoBaHUi B paMkax Coro3a. MckimtoueHune
HE0OpPOCOBECTHOW  KOHKYPEHLMH, CBS3aHHOM ¢ (HOpMHpOBaHUEM
HEOOBEKTUBHOIO MHEHHUSI B Cpele MEIUIMHCKUX U (papMaleBTUUECKUX
pabOTHUKOB OTHOCHUTENBHO 0Oe30macHOCTH, 3((EKTUBHOCTH M KayecTBa
JIEKAPCTBEHHBIX CPEJICTB, BBIMYCKAEMbIX HAIIMOHAIBHBIMU U 3apyOCKHBIMU
MPOU3BOIUTENSIMU JIEKAPCTBEHHBIX CPEACTB.

KonnuecTBeHHas M KayeCTBEHHAs OLIEHKA COKPAILECHUS OXKUIAEMbIX
u3JIepKeK (MPSAMBIX U KOCBEHHBIX ) aJ[pECaTOB PETYJUPOBAHUS, UX TUHAMUKA
U y4eT Npu GOpPMUPOBAHUM CTOMMOCTH JICKAPCTBEHHBIX MpernapaToB MOTYT
ObITh MPOBEJICHBI TOJBKO KOHKPETHBIM CYOBEKTOM XO3SHCTBOBAaHMS, JHOO
YIOJHOMOYEHHBIM OpraHOM rocyaapcrBa-uiena Corosa B cepe SKOHOMUKH.

JlaHHBIN BHJ OIICHKH HE MOXET OBITh OTPa)XKEH B HACTOSIICH CIpaBKe,
MOCKOJIbKY MPOBOJAUTCS HA OCHOBAHUMU JIaHHBIX (DMHAHCOBOW NESITEIbHOCTU
NPEANPUATHS, OTHOCSIIUXCS K KaTEropun KOHPUAEHIIUATIbHON nH(pOopMaIuu
(koMMepueckas TailHa) WU HE JOCTYIHBI B OTKPBITBIX MCTOUYHHMKAX U 0azax

JTAHHBIX.
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11. Ilpennonaraemble CpoKH BCTyIUleHUs mpoekta pemieHus EOK B
CUITY

I[To wucreuenun 180 KalmeHAApHBIX TOCIE JaThl O(HUIIMATBHOTO
onyOJIMKOBaHMS.

12. Oxxumaemblii pe3yibTaT PeryIUPOBAHUS.

B pesynbrare peryinupoBaHHs —OpeaIoiaraercs —IUIAaHUPOBAHHE,
OpraHH3alusl, IPOBEACHUE U IOKYMEHTUPOBAHUE PE3YIbTAaTOB KIMHUYECKUX
UCCIIEIOBAHUN JIEKAPCTBEHHBIX IIPENApaTOB HAa OCHOBE E€IWHBIX IPABUII,
o0OecrieyeHne JOKYMEHTAJIbHOM  MPOCIEKUBAEMOCTH BCEX MPOLEAYP
KJIIMHUYECKOTO UCCJIEI0BAHMUS, HCKIIIOUEHUE HEOOOCHOBAHHOTO
NyOnMpOBaHUS KIMHUYECKUX UCCIIEI0BAHUI B TOCydapCcTBax-ujieHax.

13. Onucanue ombiTa TOCYJapcTB — ujleHOB  EBpasmiickoro
SKOHOMHYECKOTO COK3a MW MEXAYHApOJHOrO OIbITa PETryJIUPOBAHUS
OTHOLIEHUM,  SBJISAIOIIMXCS  NpeaMeToM  mpoekra pemeHus  EOK
(c o00CHOBaHUEM €r0 MPOTPECCUBHOCTU U TPUMEHUMOCTH )

[Ipenyaraemast pepakuusi MpaBUil TapMOHU3UPOBAHA C aKTyalbHOM
penakuuern PykoBoACTBA 1O  HAUICKAIIEW KIWMHUYECKOM  MPAKTHUKE
(Guideline for Good Clinical Practice) (E6 (R2)) Bepcuu 4 MexayHapoIHOTO
COBETa IO TapMOHHU3AIMU TEXHUUYECKUX TPeOOBaHUM K (hapMalleBTUUECKUM
npermapatam Ui MeauimHckoro npumenenus (ICH). IlepecMoTpenbl
NOAXOAbl K MOPSAKY Mpe/cTaBlieHus] MHPOpMAaIMU MO 0€30MaCHOCTH B XOJI€
KIIMHUYECKHUX MCCIEOBAHUN C YUETOM YCTOSBUICHCS MTPABONPUMEHUTEIBHON
MPAKTUKH B TOCYJaPCTBAX-UJICHAX.

14. CeeneHust 0 TMPOBEICHUU MYOJUYHOTO OOCYXIECHHS MPOEKTa
pemenust EQK.

15. Ceenenust 0 3aKJIIOYEHUHN 00 OLICHKE PEryJIUPYIOIIET0 BO3ACHCTBUSA

Ha
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16. Unas uHdopmanus, OTHOCAMIASCA, [0 MHEHHMIO JenapTaMeHTa
EDK, oTBETCTBEHHOr0 3a MOArOoTOBKY IpoekTa pemeHuss EOJK, Kk 0CHOBHBIM
cBesieHusIM 0 TipoekTe petienuss EQK u (nnn) o ero mnoarotoBke

[IpoekT pemieHus paccMOTpeH W ofoOpeH pabouel Tpynmoil mo
dbopMHUpOBaHUIO OOLIMX TMOAXOJOB K  PEryJMpPOBAHHUIO  OOpalieHUs
JIEKAPCTBEHHBIX CPEJICTB B paMKax EBpa3niiCKOro SJKOHOMUYECKOIO CO03a, B
COCTaB KOTOPOM BXOIAT NPEACTABUTENM YHNOJIHOMOYEHHBIX OpPraHoOB
rOCyIapCTB-WIEHOB M IMPEICTaBUTENN OW3HEC-COOOIIeCTBa, a TaKke
HaOmonarensamu ot Pecriyonuku Y36ekucran u Pecniyonuku Kyo6a.

Penakiuss npoekra pelmeHuss NPOXOAUT MAPAJUIEIBHYIO OLEHKY B
pamMkax HOTH(UKauMK BceMHpHON TOpProBOW OpraHu3alMyd U peanu3aluu
Memopanayma O B3aMMONIOHUMAaHUU MEXAY EBpazuiicKol 3KOHOMHYECKOU
xomuccueit u EBponeiickum pervoHanbHbeIM 010po BecemupHoil opranuzaiuun

37paBOOXPAHCHHSI.



