NHOOPMAINNMOHHO-AHAJIMTUYECKASA CITPABKA
0 MOCJIEACTBUAX BIMAHHUSA NPOCKTA pelieHus
EBpa3uiickoil JKOHOMHUYECKO KOMHCCHU HA YCJI0BUA
BeJAeHHUS NpPeINPUHUMATEIbCKON NeATeIbHOCTH

HauMeHoBaHMe npoekTa pemeHns: TpoekT pacnopskenus Komnernn EBpasuiickoi
sKOHOMHUYecKoll komuccun «O mpoekte pemenus Cosera EBpasuiickoi
skoHOMHYecKor Komuccun «O IlpaBunmax mnpoBeneHus GdapMareBTUUECKUX

UHCIICKIINI).

1. ITpoGnema, Ha perieHre KOTOPOil HarpasiieH npoekT penieHuss EJK:

Paznmuuuss nopsaka M METOAMKM  IPOBEAEHUS  (hapMaleBTUUECKHX
WHCIIEKIUMA  HAa  COOTBETCTBHE  TpPEOOBAaHUSIM  MPaBWI  HaJIekKallen
IIPOU3BOJICTBEHHON MPAKTUKHU IPUBOAAT K HEBO3MOKHOCTH B3aMMHOI'O IIPU3HAHUS
pe3ynbTaToB  (apMaleBTUYECKUX  MHCHEKUMH, YTO BJI€YeT 3a  coOoi
HEOOXOIMMOCTh MpOBeJeHUd (apMalEeBTUYECKOM HHCIEKIUU MPOU3BOJICTBA
JIEKapCTBEHHBIX CPEACTB HMHCIIEKTOpaTaMu KaKIOro TOCylapCcTBa — 4YIEHA
EBpa3uiickoro 3KOHOMHUYECKOI'O COI03a (J1ajjee COOTBETCTBEHHO — TOCYJapCTBO-
e, Coro3).

2. llens perynupoBaHus:

Lens pa3pa®OTKU NpoOeKTa TMpaBHI NPOBEACHUS (PapMalleBTUUECKUX
uHCTeKIni EBpa3uiickoro KOHOMHMYECKOTO Coro3a (Jajiee - TMPOEKT MpPaBHII
NpoBeNeHUs (PapMalleBTUYECKUX HHCIEKUUNA) 3aKII0YaeTcsl B YCTAHOBJICHUU
€AUHBIX MpaBUJ  WHCIEKTUPOBAHMS  (hapMaleBTHUUECKOrO0  IPOU3BOJICTBA,
0o0ecreunBaIIUX JOMYyCK Ha PHIHOK (apMaleBTUUECKUX MPOU3BOJAUTENEH
CO CTAaOWJIbHBIM BBIITYCKOM MPOAYKUHMHM C 33JaHHBIMHM MapamMeTpamMu KadecTBa
Y TO3BOJSIOIIMX MHUHHMHM3UPOBATh PHUCK OTKJIOHEHHUS IapaMeTpOB KayecTBa

MNPpOAYKIIMM OT 3aJaHHbIX HCXOAHBIX TMPCACIOB, a TaKXE II03BOJIAIOININX
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HCKJIFOYUTh BO3MOKHOCTh TPEACTaBIEHUS HEIOCTOBEPHBIX JAaHHBIX O KadyecTBE
JEKApCTBEHHBIX  MpenapatoB, H  IEPCOHAIU3UPOBATH  OTBETCTBEHHOCTH
MPOU3BOJIUTEIIS 32 BBIITYCK HEKAYE€CTBEHHOM MPOTYKIINH.

Enunbie npaBuna npoBeacHus (papMmarieBTUUECKUX HHCIEKITUH MO3BOJISIOT
JIOCTUTaTh COMOCTaBUMBIX PE3YJIbTATOB IMPU MPOBEICHUM (PapMalleBTUUECKUX
WHCIICKIIUA pa3HbIMU HHCIEKTOPaMU TOCYJapCTB-WICHOB W, BCJEACTBUE 3TOTO,
SIBJISIETCS OCHOBOM JUIsI B3aMMHOTO TPHU3HAHUS PE3YIbTaTOB (papMalleBTUHYCCKUX
MHCIICKIIUM, 4TO o0ecreunBaeT HEOOXOAUMBIM YPOBEHb KaueCTBa JIEKAPCTBEHHBIX
mpenapaToB M CHwkaeT B pamkax Coro3a aJIMUHUCTpPaTUBHBIC Oapbepbl IS
MIPOM3BOJUTEIICH JIEKAPCTBEHHBIX CPEJICTB.

3.'pynma num, Ha 3aUTYy WHTEPECOB KOTOPBIX HAMNPABICH TIPOEKT
pemenus EQK:

[Ipoekt mpaBusl mpoBeAeHUs (HapMalleBTUUECKUX MHCIEKIMI HampaBjeH B
MIEPBYIO OYEpE/Ib Ha 3aIUTy HHTEPECOB MAIlMEHTOB (KaK KOHEYHBIX MOTpeOuTenei
JICKApCTBEHHBIX IIPENapaToB), a TAKKE CUCTEMBI 3JIpAaBOOXPAHEHUS B 1I€JIOM (Kak
MEPBUYHOIO MOTPEOUTEINS IEKAPCTBEHHBIX MPENapaToB) MOCPEICTBOM JOMYCKa Ha
(dbapMalieBTUUECKUH PBIHOK JIEKAPCTBEHHBIX IPEMApaToB, YIOBICTBOPSIONINX
YCTAaHOBJICHHBIM €IMHBIM CTaHAapTaM KauecTBa.

Kpome Toro, mpoekTt mpaBuil mpoBefeHus (apMaleBTUUECCKUX HHCIEKIIUI
MO3BOJIIET  YCTPAHUTh  M3JUIIHUE  aJMHHUCTpPATUBHBIC  Oapbepbl IS
MIPOU3BOJIUTENICH JICKAPCTBEHHBIX CPEACTB 3a CUET YCTpaHEHUs HEO0OXOIUMOCTH
MPOBOJIUTh MHCIICKIIMIO TPOU3BOJICTBA JIEKAPCTBEHHOTO CPEACTBA KaXKJIbIM
WHCIIEKTOPAaTOM  TOCyJapCTBa-4ieHa, Ha pPBIHKE KOTOPOro  oOpariaercs
JIEKapCTBEHHOE CPECTRO.

4. Anpecarbl peryJaupoBaHUs, B TOM YHCJIE CYOBEKTHI NPEANPHUHUMATEIIBCKON
JESITeTLHOCTH, U BO3JICHCTBHE, OKAa3bIBAEMOE Ha HUX PETYJIMPOBAHUEM:

AJlpecatamMul peryjJupoBaHUsl SBISIIOTCS (papMaleBTHUECKUE MHCIIEKTOPATHI
YIOJIHOMOYEHHBIX OpPraHoB TocyaapcTB-uieHOB (Coro3a, OCYIIECTBIISIONINE

HHCIICKTUPOBAHNC (bapMaHCBTI/IqCCKOFO IMPpOU3BOJACTBA Ha COOTBECTCTBHUC
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cranaapty GMP u mnpousBoauTENNd JEKAPCTBEHHBIX CPEICTB, KaK CyOBEKTbI
WHCIIEKTUPOBAHUA.

5. ComepxaHue  yCTaHaBIMBAeMBIX JJII  aJIpecatoB  PEryJIMPOBAHUS
OrpaHUYEHUM (00s3aTEIBHBIX MPABUII IOBEJICHUS):

B pamKax peryIupoBaHUs npeanoiaraercs OCYIIIECTBJICHHUE
(dapmalleBTUUECKUMU WHCIIEKTOPAMH OLEHKH (papMaleBTUYECKOTO MPOU3BOJICTBA
Ha cooTBeTcTBUE cTaHAapty GMP myTem BBINOJHEHUS WHCIEKTUPOBAHUS
MIPOM3BOCTBEHHBIX IJIOMAA0K (DapMaIieBTHUECKOTO TPOU3BOIUTEIIS.

B uwactHOCTH, perynupoBaHue NpoBeAeHUs (papMaleBTUHUECKUX MHCIEKIUN
OpeIycMaTpUBaeT MPEABAPUTEIbHOE HW3YYEHHE HWHCIEKTOpaMU JOKYMEHTOB
U HHOM HHPOpMauUH OO0 HHCIEKTUPYEMOW JI€ATENbHOCTH, oOOecleueHne
pa3pabOTKu MpPOrpaMMbl HWHCHEKIIMM U TOJATOTOBKY KOHTPOJIBHBIX JIUCTOB,
pacnpenenenue  GyHKIUHA B~ WHCHOEKIMOHHOW  Tpymme,  MPOBEACHHE
BCTYIUTEIHHOTO COBEIIAHUS C MPEJICTABUTEISIMA UHCIIEKTUPYEMOM OpraHu3alluy,
OCMOTpP NPOBEPSEMBIX OOBEKTOB B COOTBETCTBUU C MPOrpaMMON HHCHEKIUH,
OTMPOC OTBETCTBEHHBIX JIHII, HAOIOIEHUE 32 JACSITEIbHOCTHIO Ha PabounX MecTax,
IPOBEJCHUE MPOMEKYTOUHBIX COBEIIAHUNA MHCIEKTOPCKOM TPYIIIbI, IPOBEICHUE
3aKJIFOUMTEHHOTO COBELIAHUS C TPECTAaBUTENSIMU TPOBEPSIEMON OpraHHU3aIlHH,
BO BpeMs KOTOPOrOo OOCYXTArOTCs TpeABapUTEIbHBIE HWTOTH WHCHEKIIUU
U TIEpEUHCIIAIOTCSA Bce OOHApYKEHHbIE B X0OJI€ MHCIIEKIIMY HECOOTBETCTBUSI.

B pamkax perynmupoBaHUs MpeANoIaraeTcsi yCTAHOBICHHUE €IUHBIX TPABHIL,
MpoLeyp MPOBEACHUS M JTOKYMEHTUPOBAHUSI PE3YJIbTATOB MHCIEKIIUU, a TaKkKe
€IMHBIX KPUTEPUI OLIEHKH MPOLIECCOB MPOU3BOICTBA JIEKAPCTBEHHBIX CPENICTB.

6. Mexanusm paszpemieHus: mpoOIemMbl U JOCTHKEHUS 1IETTH PEryIMpOBaHHUS,
NpeAyCMOTPEeHHBIM mpoekToMm pemreHuss EDK (ommcanue B3aUMOCBS3H MEXKTY
npeajiaraeMbIM PEryJupoBaHUEM U periaeMoil mpoosieMoi):

JlocTmKeHHe 1€ PEeryJIUpOBAaHUS  OCYIIECTBISIETCS C  TOMOIIBIO
WCIIOJIb30BAaHUSI ~ MOAPOOHONW  HOPMATMBHOW  perjaMeHTAIllud  MEXaHHW3Ma
npoBefeHUs  (apMalleBTUYECKOW  HMHCIEKIHH  (BKIIIOYAIOLIETO  MPOIEAYPY

HHCIICKOWH, ITOPAOOK OTYCTHOCTHM W OTBCTCTBCHHOCTH I/IHCHGKTOPOB), a TaKiKe
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OyTeM YCTAHOBJEHUS CUCTEMBI MeEp, KOTOpas TMO3BOJUT  OOECHEUUTh
OOBEKTUBHYIO, IIPO3pavHYIo, CUCTEMHYIO OLICHKY CIIOCOOHOCTH
(dapMalleBTUUECKOTO  MPOU3BOAUTENSA OOECHeurnBaTh CTAOMJIBHBIA  BBITYCK
IPOAYKIMH C 33JaHHBIMU NTapaMeTpaMH KauecTBa.

/.CBelleHHsI O  PAacCMOTPEHHBIX  albTEPHATHBAX  MPEIaracMoMy
PEryIUPOBAHUIO:

B kauecTBe anbTepHATUB JaHHOMY PETYJIUPOBAHUIO PACCMOTPEHBI:

—  JIEKJIapUPOBAaHUE COOTBETCTBHsS  (hapMalleBTUUYECKUX IMPOU3BOJCTB
crangapty GMP;

— UCIOJIB30BAaHUE CUCTEMBI JJULEH3UPOBAHUS ITPOU3BOCTBA.

JlaHHble aNbTEpHATUBHBIE BUJBl PETYJIUPOBAHUS HMEIOT CYIIECTBEHHBIE
HEJOCTAaTKU. JleKIapupoOBaHUE COOTBETCTBUSA NPOU3BOJCTBA JIEKAPCTBEHHBIX
npenaparoB crangapty GMP s neneit 3akmoyaer B cebe KOH(MIUKT UHTEPECOB
JUIsL TIPOM3BOJUTENS, B CIy4ae HECOOTBETCTBUSA IpoM3BOACTBa craHaapry GMP.
KauecTBO BbIyckaeMoil MPOIYKIMN U €r0 CTAOMIBHOCTh B TAKOM CIIydae TPYIHO
IPOTHO3UPYEMBI, YTO MOKET MOBJIE€Yb 3a COOOM NpPUYMHEHUE BpeAa >KU3HU
Y 3I0pPOBBIO MAIlUEHTOB.

Cucrema  JIMIIEH3UPOBAHMS  NPOU3BOJACTBA B  KadyecTBe  OOBEKTa
PEryIMpPOBAHUS MOAPA3yMEBAET OPraHU3ALMIO Mpoliecca MPOU3BOACTBA B IIEJIOM,
YW MOTYT HE BKJIOYaTh NPOBEPKY KAayECTBA MPOU3BOJCTBA KOHKPETHOM TI'PYIIIbBI
JIEKapCTBEHHBIX MpernapaToB. Bmecte ¢ TeM JMIEH3UOHHBIE TpeOOBaHUs
K  TPOW3BOJACTBY  JIEKAPCTBEHHBIX  CPEACTB B  rocyAapcTBax-wieHax
YCTaHABIMBAIOTCS  3aKOHOJATENBCTBOM  TOCYAApCTB-YJI€HOB, M  UMEIOT
HAIIMOHAJILHBIE OCOOEHHOCTH.

VYka3aHHblE albTEpHATUBHBIE BapUaHThl HE OOECHEYMBAIOT JIOJKHOTO
KOHTPOJISI KAUeCTBA BBIITYCKaEMOW MPOIYKIMH, a TAKKE €ro CTAOMIBHOCTH.

8. HopmaTuBHO-IpaBOBOE€ OCHOBAHHWE Jisi MPUHATUS MPOEKTa pEeLIECHUs
EDOK:

Crarps 30 JloroBopa o EBpa3suiickoMm 3KOHOMHUYECKOM COO3€ OT 29 mas

2014 ropa, cratem 7 u 10 CornaimieHuss O €IUHBIX NPUHIMNAX M MpPaBUIaX
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oOpallieHusi JEKapCTBEHHBIX CPEICTB B paMkax EBpa3uiicKoro 3KOHOMHYECKOTO
coro3a oT 23 nmekabps 2014 ronma, nmyHkt 96 ®OyHkumii u nomHomouuit CoBeTa
EBpa3uiickoil 3KOHOMHYECKOW KOMHUCCUH, YCTAHOBJIEHHBIX NpuiiokeHrnem Ne 1
Kk Pemenuto Briciiero EBpasuiickoro 3KOHOMHYECKOTO coBeTa OT 23 nexadps
2014 r. Ne 98 «O Pernamente pabotsl EBpa3uiickoil S3KOHOMUYECKON KOMUCCHI,
Pemenue Briciero EBpa3zniickoro 3k0HOMHUECKOro coBeta ot 23 nexadps 2014 r.
Noe 108 «O peammzanuu CornameHuss O €AUWHBIX NPUHLMIAX M IIpaBHIaX
oOpalleHusl JeKapCTBEHHBIX CPEJCTB B paMkax EBpa3uiicKoro 3KOHOMHYECKOTO
COI03ay.

9. Cdepa nonnomounit EQK, k koTopoii oTHOcHUTCs npoekT periennst EDK:

PerynupoBanue oOpalieHus JIeKapCTBEHHBIX CpeJICTB B paMkax Coro3a.

10. ®uHaHCOBO-?KOHOMUYECKHE TOCIEACTBUS MPUHATHS MPOEKTa PEIICHUs
EOK s cyOBbeKTOB NpeapUHUMATENBCKOMN 1€ATEbHOCTH:

Homyck QapManieBTHUeckux npousBoauteneii Ha pbelHOK Coroza 6e3
IPOBEJCHUS JONOJHUTENbHBIX WHCHEKUUH (hapMalleBTUUECKUM HHCIEKTOPAaTOM
KOKJIOTO M3 TOCYJapCTB-WICHOB COKpAaIlaeT W3AEPKKA IPOU3BOAUTENEH
JIEKapCTBEHHBIX CPEJCTB IO BBIBOY JIEKAPCTBEHHBIX CPEICTB HA PhIHOK Coro3a.

11. TlpennonaraeMele CpoKU BCTyIieHUs poekTa pewmenuss EJK B cuy:

1 staBaps 2016 rona.

12. OxxkunaeMblit pe3yJbTaT PeryJIUPOBAHNUS:

Co3manve  €OIMHOM  CHCTEeMbl  HHCIEKTUPOBAHMS  MPOU3BOJICTBA
JIEKapCTBEHHBIX  cpenacTtB  Ha  Tepputopun  Coroza,  oOecreunBaromien
OOBEKTUBHOCTb M TPAHCIAPEHTHOCTb  PE3YyJbTaTOB  (hapMalleBTUUECKUX
WHCIIEKIINI, TPOBEICHHBIX PA3IMYHBIMU MHCIEKTOPAMU TOCYJIapCTB-UJIEHOB, YTO
YIPOCTUT BBIBOJ JIEKAPCTBEHHBIX CPEICTB HA PbIHOK Coro3a.

13. Onucanue onbiTa rocy1apcTB — YieHOB EBpa3zniickoro 3KOHOMUYECKOTO
COI03a M MEXKAYHApPOJHOTO ONBITA PETyJIUPOBAHUS OTHOIICHUM, SIBISIOLIUXCS
npeaMeroM npoekTta pemieHuss EQK (¢ o6ocHOBaHHMEM €ro MpOrpecCHBHOCTH U

NPUMEHUMOCTH):
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B rocynmapctBax-usieHax B HacTosiliee BpeMs JEUCTBYIOT HAIIMOHAJbHBIE
npaBuia MHCIIEKTUPOBAHUSA JIEKapCTBEHHBIX penaparos,
B pPa3NUYHON CTENEHU TapMOHU3ZUPOBAHHBIE C TPEeOOBAHUSIMU CHUCTEMBbI
dapmanestuueckux uncnekropatos (PIC/S) (Pecnybnuka benapycs, Pecriybnuka
Kazaxcran, Pecny6muka Apwmenus, Keipreisckas PecnybGmmka) u cucrema
WHCIICKTHPOBaHUS  (apMaIleBTUYECKUX  MPOM3BOACTB C  CYIICCTBEHHBIMHU
HalMOHANBHBIMU 0coOeHHOCTsIMU (Poccuiickas deneparius).

[Ipennaraemple  mpaBuia  WHCIEKTUPOBAHUS  TapMOHU3MPOBAHBI  C
TpeOboBaHUsIMU  cucTeMbl  (apmareBTuueckux uHcnektopatoB (PIC/S) wu
npeaycMaTpuBaeT TpeOOBaHMS HA YpPOBHE CTPaH C XOPOIIO PETYyIUPYyEeMbIM
PBIHKOM.

14. CBenenus 0 NPOBENIEHUU IMyOJUYHOTO OOCYKICHUSI MPOEKTa PEIICHUS
EOK:

Jlata pasmemienust: 29 mas 2015 rona.

https://docs.eaeunion.org/ru-ru/Pages/DisplayRIA.aspx?s=e1f13d1d-5914-
465c-835f-2aa3762eddda&w=9260b414-defe-45cc-88a3-eb5¢73238076&I1=d709
84cf-725d-4790-9b12-19604c34148c&Entity|D=273.

Cnoco0 mpencraBiieHUs NPEIJIOKEHUM K MpoekTy pemeHus Komuccuun
1 MHOOPMALIMOHHO-aHAJIUTUYECKON CHpaBKe, a TaKXKe 3alOJIHEHUS OMPOCHOIO
JUCTAa: C HCIOJIb30BAaHUEM COOTBETCTBYIOIIETO cepBUCa O(QUIMATBLHOTO CcaiTa
Coro3a, I04TOM.

Cpoxk nipencraBiaeHus npeioxenuid: 30 qaei.

15. CBegeHus o 3aKIIOYCHUHM OO0 OIGHKE PETyJIHUPYIOMIEro BO3JCHCTBUS
Ha npoekT pemennsa EOK:

[To mpoekty pemenuss Komuccuum monydeHO 3akiioueHHe 00 OIeHKe
peryJupyromiero Bo3neucTBus ot 24 ceHtsops 2015 r. Ne 49.

16. nas undopMmanus, oTHOcAIAsAci, MO MHeHUIO aenaprameHTa EODK,
OTBETCTBEHHOTO 3a MOJATOTOBKY IpoekTa pemenus EDK, Kk OCHOBHBIM CBEICHUSAM

o npoekTte pemenus EQK u (wim) o ero noaroToBke:
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[Tpoekt pemenuss Komuccun pazpabotan u onodpen Paboueit rpymnmoit mo
bopMUPOBAHUIO OOITUX MOAXO00B K PETYJIMPOBAHUIO OOpAIICHHS JIEKAPCTBEHHBIX
CpeICcTB B paMkax EBpa3uiicKoro 3KOHOMHUYECKOTO COI03a, CPOPMUPOBAHHOU TIPH
Kosuterun EBpa3uiickoil 5KOHOMMYECKOW KOMMCCHH, B COCTaB KOTOPOM BXOJSAT
NPEACTABUTENIM  YINOJHOMOYEHHBIX  OpraHoB  rocyjapcts-ujiecHoB  Coro3a

U TIPEJICTaBUTENN OU3HEC-COOOIIECTRA.



