HHOPOPMAIINOHHO-AHAJIUNTHYECKASA CIIPABKA
0 MOC/IeACTBHAX BJHAHUA NPoeKTa pemiennsi EBpasuiickoii
IKOHOMHYECKOH KOMHCCHH HA YCJIOBHS BeJleHHs NpeAllpUHIMATEIbCKOI
AeATEIbHOCTH

HaumeHoBaHue IpoeKTa peleHus:
«O dapmakxornee EBpazuiickoro "KOHOMHYECKOT'O COKO3a»

(amee — IIPOEKT pereHwsl).

1. ITpobnema, Ha pelieHHe KOTOPOHM HAMpaBlieH MPOEKT pelleHHUs
EBpasuiickoii skoHOMHUYecKoH Komuccuu (aanee — Komucceus):

[Tpunstue @apmakonen EBpasuiickoro 3k0OHOMUYECKOTO COr03a (J1aee
— ®apmakomnes Coro3a) NO3BOJUT MPEOJONIETH MPOOJIEeMY  paziIdyus
CTaHAApTOB OIEHKH (MPOBEPKH) KauecTBa JICKAPCTBEHHBIX CPEACTB IPH
BBIIIYCKE HMX IPOU3BOAMUTENEM, JOMYCKEe HA PBIHOK YIOJHOMOYEHHBIM B
cepe 3apaBOOXpaHEHHUS OPraHOM TIoOCyAapcTBa — ujeHa EBpasuiickoro
DKOHOMMYECKOro coro3a (manee — Coro3), a Takke IPH OCYIIECTBICHUU
PYTHHHOIO (perynsipHoro, BBIOOPOUYHOTO) KOHTPOJISI Ka4yecTBa
JIEKapCTBEHHBIX CPE/JCTB, OOpamaloImuxcsi Ha pblHKe. [‘apMoHH3aIMs
BOIIPOCOB KOHTPOJIsS Ka4yeCcTBa JIEKAPCTBEHHBIX CPEJICTB M CTAHJAPTOB JJIs
oOecrieyeHus1 €IMHCTBA ATUX MOJXOJ0B C YU€TOM MEXIYHapOJHOTO OIbITa
[IO3BOJIUT BBIBECTH JIEKAPCTBEHHBIE CPEACTBA HE TOJNBKO B OOpalleHue Ha

pbiHOK Coro3a, HO U, B [IEPCIIEKTHUBE, HA BHEIIHNE PHIHKU.

2. llenb peryaupoBaHHUsL:

Ilenb NpUHATHS HpOEKTa peLIeHHs 3aKIIYaeTcs B TapMOHHU3AIIUH
o0mmx ¥ 4YacTHBIX  (apmakomeWHblx  crated  (MoHorpaduii)
rocyJapcTBEHHBIX (apMakorneil rocygapctB-uwieHoB (Coro3a, 3TO MO3BOJIUT
CO3/1aTh OOIIMK PBIHOK OOpallleHus! JIEKapCTBEHHBIX CPENCTB, O0ECIeuuTh

cBOOOAHBIM JocTyn K Oe3omacHbIM, 3((EKTUBHBIM M KauyeCTBEHHbLIM
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JICKapCTBCHHBIM CPEACTBAM M YKPEHOUTL 3J0POBLE HACCJIICHUA IOCyAapCTB-

yienoB Corosa.

3. I'pynna nuu, Ha 3alUTy MHTEPECOB KOTOPHIX HANPaBE€H IIPOEKT
petenus EQK:

ITIpoexT pelienus HampaBiaeH Ha OOeCleYeHHE 3allUThl WHTEPECOB
MALUEHTOB (KaK KOHEYHBIX MOTpeOHTeNel JeKapcTBEHHBIX IMpenapaTtos), a
TaKXKE€ CUCTEMBI 3][PABOOXPAHEHUS, CUCTEMBl HaJ30pa B BETEPUHAPHH, U
(papMmaleBTUYECKOH MPOMBIIIJICHHOCTH B IIENIOM, ITOCPEACTBOM 00ecredeHus
BBITyCKa U MCIIOJIb30BAHKS JIEKAapCTBEHHBIX MPEnapaTroB, YAOBIETBOPSIIOLIKX

[IPHU3HaHHBIM (yCTaHOBﬂeHHBIM) CAWHBIM CTaHAApPTaM KadeCTBa.

4. AnpecaTsl  peryjivpoBaHHs, B TOM  4YHCIE  CYOBEKTHI
IPeIINPUHUMATENBCKON NesATeIbHOCTH, U BO3/IHCTBHE, OKA3bIBAEMOE Ha HUX

peryiaupoBaHUEM:

Anpecaramu peryJupoBaHus SIBIISIOTCS IPOU3BOIUTENN
JIEKapCTBEHHBIX CPEACTB M BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJICTB,
AaKKpEeIUTOBAaHHbIE HCIbITATEbHBIE JaO0OpPaTOPUM KOHTPOJISL Ka4vecTBa
JEKapCTBEHHBIX CPEACTB W BETCPHHAPHBIX JICKAPCTBEHHLIX CPEICTB
(KOHTpOJIbHO-aHAJIUTHYECKUE Ja00paTOpHH), a TakKe VIOJIHOMOYEHHBIE
Opraibl 31paBOOXPAHEHUS M OpraHbl Haa3opa B cdepe JIeKapcTBEHHBIX
CPEJICTB U BETEPUHAPHH.

B pamkax perysiupoBaHusi peAIonaracTcs:

Uil 1abopaTopuil KOHTPOJsSl KauyecTBa JIEKAPCTBEHHEBIX CPEICTB,
OTJEJIOB  KOHTPOJISI  KauyecTBa MPOU3BOJUTENed W pa3paboTYMKOB
JIEKapCTBEHHBIX CPEACTB — YCTAHOBJEHHME €IMHBIX OOIMMX TpeboBaHM K
METO/JIaM M METOJUKaM BBIIIOJIHEHHUS UCCIeIoBaHUuH, TpeOOBaHMH K KaYyecTBY

M XapaKTepUCTUKaM MHCIOJb3YEeMBIX PEaKTUBOB, (hapMaleBTUUECKUX



CyOCTaHLUM, BCIIOMOIaTe/IbHBIX BEIIECTB W TOTOBBIM JIEKAPCTBEHHBIM
bopmawm;

AJIsL YTIOJTHOMOYEHHBIX OPraHoB B c(epe 34paBOOXpaHeHHS U B cdepe
BCTCPUHAPUKM — YCTAHOBJIEHUWE EAMHBIX KPUTEPHEB OICHKH IOKa3aresei
Ka4yecTBa MO TMOMIMHHOCTH, KOJIMYECTBEHHOMY COAEPIKAHUIO JIEHCTBYIOIINX
BCIECTB U IOCTOPOHHHX IIPUMECEH, TEXHOJIOIMYECKUM XapaKTepPHCTHKAM

JIEKapCTBEHHBIX (QOpM.

5. Cozmepkanye yCTaHABAMBAEMBIX [UIS aqpecaTtoB peryJupoBaHMs
orpaHuyeHui (00a3aTeNbHBIX IPABUIT TOBEICHUS ).

B paMKax  peryJupoBaHHS npeanosaraeTcss  yHU(pUKanus
rapMOHM3UPOBaHHBIX [ 'OCylapcTBEHHBIX (apMakonel TocyaapcTB-4/IeHOB
Coroza Ha ocHoBe o0mumx (GapmakonelHex cratedt (MoHorpadmii),
cocrapisiionx  Papmakonero Corosa, kotopas OyIeT HOCHTH CTaTycC
pEruoHanbHOR (hapMaKoOIled W HCHONB30BaThCs KaK OCHOBA HOPMHUPOBAHUS
KayecTBa JIEKAPCTBEHHBIX CPEJCTB, CTAHAAPTU3ALMH TPOIECCOB XUMUKO-
AQHAIMTHYECKUX HCIBITAHUH JIEKAPCTBEHHBIX CPEICTB JJIS IENel co3iaHus
00I11eT0 PBIHKA JIEKAPCTBEHHBIX CPEICTB.

IlpoekTom pellleHust Ha NMPOU3BOAMTENCH JIEKAPCTBEHHBIX CPEJACTB U
BETEPUHAPHLIX JIEKAPCTBEHHBIX CPEJCTB BO3JIAaraeTcs OO0S3aHHOCTH 10
MPUBEJICHUIO HOPMATUBHBIX JIOKYMEHTOB II0 KAyeCTBY JIEKapCTBEHHBIX
CPENICTB UL MEIULIMHCKOrO NPUMEHEHUS] U BETePUHAPHBIX JIEKAPCTBEHHBIX
CPEICTB, 3apeTMCTPUPOBAHHBIX 1O mpaBwiaM Cor3a, B COOTBETCTBHE C

TpeboBaHuAMH 00IIUX GapMaKonelHbIX cTarei mpoekta PapMaKoIeH.

6. MexaHu3M  paspelieHuss TpOOJIeMBl M JOCTUIXKEHHUS  IIEJIH
peryiupoBaHus, MpeayCMOTPEHHbIM npoekToMm petteHus EDK (onucanue
B3aUMOCBSI3H  MEXJy IpeIJIaraéMbIM pPeryJlupoBaHHEM U  peliaeMoi

npo0IeMoii):
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B pamkax peryiupoBaHMsl IpeANoNiaraeTcsi YCTAHOBUTH EIHHYIO
CUCTEMY TPeOOBAHMI K KaueCTBY JIEKAPCTBEHHBIX CPEJICTB, IIyTEM CO3/aHMSI
rapMOHM3UPOBAHHBIX  cTareil  (MmoHorpaduii) @apmakonen  Corosa,
pemIaMEHTHPYIOIIUX TpPeOOBaHUS K METOAaM M METOAHKAM IPOBEIEHMUS
XUMHUKO-aHAJIUTHYECKUX U (PapMalleBTUKO-TEXHOJOTHIECKUX HCCIICIOBAHMIA,
papMakOrHOCTUYECKHX MCCIIeIOBAaHU I (uccnemoBanuii KauecTBa
JICKApPCTBEHHOTO PACTUTENBHOTO CHIPBSI), a TakkKe perjiaMeHTHPYOUIMX
TpeOOBaHMUs K IMOUIMHHOCTH W YHUCTOTE (hapManeBTHYECCKUX CyOCTaHIIMM,
KOJIMYECTBEHHBIM [TOKA3aTeNISIM BCIIOMOTaTelIbHBIX BEIIECTB M PEaKTHBOB.

OTO IO3BOJIAT O0OECNEYUTh KOHTPOJIb KauecTBa JICKAPCTBEHHBIX
CPEACTB IIPU MX BBITYCKE NPOU3BOJUTEIEM U JIOMYCKE Ha OOIIMH PBIHOK €O

CTOPOHBI YIIOJJHOMOYEHHBIX OPraHoB B cpepe 30paBoOXpaHEHUSI.

7.CBefieHMs O pacCMOTPEHHBIX —aJbTepHATHBAX Ipe/IaracMoMy
peryJiipoBaHuIO:

B kauecTBe anbTepHATHB AAHHOMY pETYJIHMPOBAHUIO PACCMOTPEHBI
CHUCTEMBI:

JEeKIapUpOBaHus IIPOU3BOIUTENIEM KauecTBa JIEKAPCTBEHHOI'O CPe/ICTBA
IIPH €ro perucTpaLuu;

MCIIOJIb30BaHUsl TOCY/IapCTBEHHBIX (hapMakorned rocyIapcTB-uaeHOB
Coroza ¢ ycraHoBieHMEM MNpUOpUTETHOCTH (apMakorned pehepeHTHOro
rocy/1apcTBa IIPU PErUCTPaLMK JIEKAPCTBEHHBIX MPEnaparToB.

JlexiiapupoBaHue KadyecTBa JIEKAPCTBEHHOTO CPEJICTBA COJEPIKHT B
cede KOH(IMKT HHTEpecoB sl (apMalleBTUUECKOTO IIPOU3BOIAUTEIIS,
IOCKOJIBKY JIEKAPCTBEHHBIM Ipernapar paccMaTpuUBaeTcsi UM B TEPBYIO
o4yepelb ¢ TOYKM 3pEHHMs TOBapa, LEHHOCTh KOTOPOTO OMpeaesisieTcs

MCKJIFOUMTENIBHO BO3MOXKHOCTBIO OOecreYeHUs pcaiu3aln, B TO KE BpCMs
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OlleHKa  moTpeOutesieM  (MAaLUEHTOM, BpauoM, (papMaleBTHUYECKUM
pabOTHUKOM) KauecTBa JEKapCTBEHHOIO Mpernapara Kak ToBapa HEBO3MOXKHA.

Hcrnosnb30Banue rocyqapcTBEHHBIX (hapMakoreil rocyaapCTB-4JIeHOB
Corosa ¢ yCTaHOBJIEHMEM IPUOPUTETHOCTH MOMKET ObITh pPEaTU30BAHO B
TEUCHHUE OIMPENEIEHHOIO (MEePEeXOAHOr0) MEePHOAa B BHIY HCIOJL30BAHUS
rocynapcTBamu-aieHaMu Coro3a pasiHyuHbIX MOAXOA0B MpH (HOPMHPOBAHUH
Gapmakonell W paznMUMd B HMEIOIMXCS KOJMYECTBEHHBIX OIIEHKAX
MOKasaTeJe KayecTBa M METOAMKAX  BBINONHEHWS  HCCIET0BAHUM

JIEKapCTBEHHBIX CPEICTR.

8. HopMaTnBHO-ITpaBOBOE OCHOBAHUE JUISI IPUHSATHS IIPOEKTA PEIIeHHUs
EIK:

OcHoBy 1 opMHUPOBAHUS 3aKOHOIATENBHOM Ga3kl B JAHHON 00/1acTH
cocTaBisitoT cratbd 30 m 56 JloroBopa o EBpasmiiCKOM 5KOHOMHUYECKOM
coroze oT 29 wmas 2014 roma, nmynkt 14 Ilporokora o mnpumeHeHHH
CAaHUTAPHBIX, BETEPUHAPHO-CAHUTAPHBIX U KAPAHTHHHBIX (PUTOCAHUTAPHBIX
mep (Ilpunoxenne Ne 12 k JloroBopy o EBpasuiickoM 3KOHOMUYECKOM
cotoze ot 29 mas 2014 roga), crates 5 CornamieHus 0 eIUHBIX IPUHLMIAX U
npaBWjlaX PeryJMpOBaHus OOpaIlEeHUs! JEKAPCTBEHHBIX CPEICTB B paMKax
EBpasuiickoro skoHoMu4eckoro corosa ot 23 jaexkabps 2014 roga wu
Konuenuus  rapMoHM3aluu  (apMakomei  rocyJapcrs —  UYJIEHOB
EBpasuiickoro = 5KOHOMHYECKOTO  COH03a, YTBEpKieHHas PelneHnuem
Komernn Eppasuiickoli skoHOMHueckod Komuccuu oT 22 cenTsopss 2015
rojga No 119.

9.Cdepa nonnomoumit EDK, K KOTOpOH OTHOCHTCS NpPOEKT
pewenust EQK:

peryupoBaHue 0OpalleHus JIEKAPCTBEHHBIX CPEJCTB U (hOPMUPOBAHUE

06[].[1/1)( PBIHKOB JICKAPCTBCHHBIX CPEACTB IJISI MEAUIIUHCKOro IpHMEHEHHUS U
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BETCPUHAPHBIX JICKAPCTBCHHLIX CPCACTB B paMKax Coro3a Ha OCHOBe CAHNHBIX

aktoB EDK.

10. ®uHAHCOBO-3KOHOMHUUYECKHE TMOCIEACTBUS MPHHSATHUS IPOEKTA
pewienust EOK miist cyObekToB npeAnpuHUMATEILCKOR NesTeTbHOCTH:

AKTyanuzauusi 4 MOJIEpHH3AIMS TMOJXOJ0B K KOHTPOJIIO KauyecTBa
(papmarnieBTUUECKOH MpPOJYKIMH, TepeocHaleHne madopatopuit (0Tiesos)
KOHTPOJSl KauecTBa JIEKAPCTBEHHBIX CPEACTB Yy  (apMameBTHUECKUX
MPOU3BOJUTENEH, KOTOpBIE HE OTBedaloT (papMakorelHbIM CTaHAapTam ¢
yd4eToM TpeOoBaHUM K 0€30MacHOCTH M KavyeCTBY JIEKAPCTBEHHBIX CPEJICTB;
JOMyCK (papManeBTMUECKUX MPOU3BOJIUTENEH Ha PHIHOK TOCYIAapCTB-UICHOB
Coroza, a Tawke Ha pbeIHKM EBpomelickoro corosza, Kananwl, Snonuw,
JlatTuHCKOM AMEpPHUKM M HMHBIX CTpaH, HCIIOJB3YIOUIUX aHAJOTHYHBIE
(apmakoneifHble MO/IX0/(bl, OCHOBAaHHBIE Ha CHCTEME OOECIIeUeHHs KauyecTBa
JIEKapCTBEHHOTO CPEJICTBA B IPOIIECCE €ro pa3padoTKu.

Pa3paboTraHHblii IpoeKT PemieHus: mpUBEJET K COKpAIIeHHIO 3aTpart
IPOU3BOJMTEIIEH JIEKAPCTBEHHBIX CPEJICTB U BETEPUHAPHBIX JIEKAPCTBEHHbBIX
CPEICTB, CBSI3AHHBIX C OTKa30M OT JyOJupoBaHus (apMaKoTeHHbIX
UCCIICJOBAaHUN HAUMOHANbHBIX (apmakonell ¥ YMEHBIICHHIO 3arpaT
NPOU3BOAMTENEH, CBS3aHHBIX C AyOJUpOBaHMEM HCCIEAOBAHUN IpH
pErucTpalMyi JIEKAPCTBEHHBIX CPEJICTB M KOHTPOJIEM KadecTBa IpHU

cepTU(HUKALUN BeTepPHUHAPHLIX JIeKAPCTBEHHBIX CPEICTB.

11. Ilpennonaraemble CpOKH BCTYIUIEHUS Ipoekta petieHust EDK

B CHIIY:

Ilo wucreuennn 30 guel mociie OQUIMANIBHOTO ONYOJMKOBAHUS C

YHE€TOM YCTAHOBIIEHHOT'O B IIPOEKTE PCIICHHUH IICPCXOJHOIO IIECPpHOAA.

12. Oxxuaemplil pe3yibTaT peryJupoBaHust:
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Cospnanue nepporo Beinycka I toma ®@apmakoneun Coroza ¢ yuyerom
TpeOGOBaHM TrocyaapcTBeHHBIX (apmakoneidl rocygapcrs-wienoB Coioza u
0azoBoit (apmakornen — EBporeilickoit ¢apmakornen, co3gaHue eJUHBIX
TpeboBaHuil K OOECHEUEeHHI0 KauecTBa JIEKApPCTBEHHBIX CPEACTB IS
MEIMIIMHCKOTO MPUMEHEHHSI M BETEpUHAPHBIX JIEKAPCTBEHHBIX CPENCTB B

pamkax Coro3za.

13. Onucanue ombiTa rocygapctB-uieHoB Coro3a M MeXIyHapOJAHOIO
OMBITA PEryJUPOBAHMSI OTHOIICHHH, SBISIONIMXCS MPEJAMETOM MPOEKTa
pemrenust EOK (¢ o6ocHoBaHuEM ero NporpecCuBHOCTH U IPUMEHUMOCTH ):

Pecniybnuka benapycs, PecnyOnmuka Kazaxctan u  Poccuiickas
denepanus B HACTOSINEE BpeMs MMEIOT TOCylIapcTBEHHBIE (apmakornen B
TOM WJIM MHOM CcTeleHu rapMoHu3upoBaHHbie ¢ EBpornelickoii papmakorneei.

dapmakorness Coro3a cooTBeTcTBYeT mpuHuunaM Hamiexamiei
dapmakomneitnoii mnpaktuku BO3 (GPhP) w yuuteiBaer TpebOoBaHus
EBporneiickoii papmakorien, cofepsKamiei CBEIEHUSI O METOJAMKaX XUMHUKO-
(dapmaneBTHYCCKUX, (apMaleBTUKO-TEXHOJIOTHUYECKUX UCTIBITAaHUH,
TpeOOBaHMUs K JIGKAPCTBEHHBIM (pOopMaM, BCIIOMOTAaTeIbHBIM BEIIECTBAM H
peakTHBaM, aKTHUBHBIM (hapMalleBTHUECKUM CYOCTaHIMSIM, OTBEYaIOIIUM
HOMEHKJIaType JIeKapCTBEHHBIX CpPeICTB, oOpaIarmmxcs Ha

(hapMalLeBTUYECKOM PhIHKE.

14. CBeleHrss O TpOBEJIeHUM IYOJUYHOTO OOCYKIEHUSI MPOeKTa

pemenus EDK:

[IybnuuHoe  oOCy)XJeHue  MpoeKTa  pelleHuss  IPOBOJAMJIOCH

c 11 uromnst 2018 r. mo 9 centsidps 2018 r.

[IpoekT pemieHus, HWHQOPMAIMOHHO-aHATUTUYECKAs] CIpaBKa U

ONPOCHBIH JIUCT pa3MelleHbl Ha oduimanbHoM caiite Coro3a.
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ITo pesynbraram nmyOaMuHOro OOCYXKIEHHS MOCTYIM/IN 3aMeuYaHus OT
6 yuacTHMKOB 00cyxjaeHusi. Beero mocrynmino 38 3amevanuii, W3 KOTOPBIX
yureHo 18, e yureno 20.

15. CBenenus o 3akitoveHuM 00 OlEHKE PEryIUPYIOLIErO BO3AEHCTBUS
Ha 1poekT pewenus EDK: Oynyr mpencraBieHbl 1O 3aBEPIIEHHIO
[IPOLIEAYPBI OLEHKH PEryJMPYIOIIeTo BO3ACHCTBHSI.

16. Mnas wmnpopmanus, OTHOCSLIAsCS, 1O MHEHHUIO JernapTaMeHTa
EDK, orBercTBEHHOrO 3a MOArOTOBKY NpoekTa perienus EDK, Kk 0cHOBHBIM
CBEICHHUAM 0O IpoekTe peuenust EDK u (un) o ero nojJrotoBke:

IIpoekt  pewenuss  EBpasmiickoll =~ 3KOHOMHMYECKOW  KOMHCCUU
«O ®apmakorniee EBpasuiickoro sKOHOMHYECKOro COO3a» paspaboran u
o100peH YIICeHAMU dapmakoreiHoro KOMHTETA EBpasuiickoro

SKOHOMHYCCKOI'0O COrO3Aa.



