NHOPOPMALNNOHHO-AHAIUTHYECKASA CITPABKA
0 MOCJIeACTBUSAX BJIMSHUSA NpoeKkTa pemieHusi EBpasuiickoii
IKOHOMHYECKOH KOMHCCHHU HA YCJIOBHS BeleHHH
NnpeNpHHAMATENbCKON 1eITeTbHOCTH

HaumenoBanue mnpoekra pewenusi: «O @apmakonee Eppazuiickoro

HKOHOMHYECKOr0 COI03a» (fajee — MPOEKT PEeLIEHUs).

1. Ilpobrnema, Ha pelnieHHMe KOTOPOH HampaB/ieH MPOEKT pelleHUs
EBpazutickoii sxoHOMHYeCcKO# komuccuu (fanee — Komuccus):

[Tpunsitue @apmakornen EBpazuiickoro s5KOHOMUUYECKOTO cOI03a (zajee
— @apmakoriess Coro3a) TO3BOJIMT YCTPaHUTH MpodiieMy  pazindus
CTaHJapTOB OLEHKH (IIPOBEpPKH) KayecTBa JIEKAPCTBEHHBIX CPEICTB IPU
BBIMTYCKE MX MPOM3BOJUTENEM, JOMYCKE Ha PBIHOK YIIOJHOMOYEHHBIM B
cepe 3/paBOOXpaHEHHMs] OpraHOM TrocyjapcTBa — wieHa EBpasuiickoro
SKOHOMMYECKOro coro3a (namee — Coro3), a TakkKe IPH OCYLIECTBICHUM
PYTHHHOTO (perymsipHoro, BBIOOPOYHOTO) KOHTPOJIS KayecTBa
JIEKapCTBEHHBIX cpelcTB. [‘apMoHM3anMs BOIPOCOB KOHTPOJISL KadecTBa
JIeKapCTBEHHBIX CPEICTB M CTAaHAApTOB sl oOecredeHHs] €IMHCTBA 3THUX
NOAXOJ0B € Y4Y4eTOM MEXKIYHAapOJHOIO OIbITa IIO3BOJIAT  BBIBECTHU
JIeKapCTBEHHBIC CpeICTBa HE TOJILKO B oOpaleHnue Ha peiHOK Coro3a, HO U, B

I[ICPCIICKTHBC, HA BHCIIHHUC PBIHKH.

2. Ilenw perynupoBaHusi:

Ilear TPHHSATHS TPOEKTa PEIISHMs 3aKJIIuaeTcs B TrapMOHHU3AIMU
[0]03111%0:¢ 7 YaCTHBIX (apmakoneitHbIX cTarei (MoHOTpaduii)
rocygapcTBEHHBIX (papmakormeit rocynapcts — uiaeHoB Coro3a, 3TO MO3BOJUT
co3JaTh OOIIUH PBIHOK OOpallleHHus JIEKapCTBEHHBIX CPEACTB, 0OecTeYeHUH

CBOOOJIHBIH JocTynn K Oe3omacHbiM, A3(Q()EKTHUBHBIM M KayeCTBEHHbIM
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JICKAPCTBCHHBIM CPEACTBaAM MW IO3BOJIMT YKPENHUTH 3J0POBBE HACCJ/ICHUS

rocyzapcts — wieHoB Coro3sa.

3. I'pynna 5un, Ha 3alIMTy HMHTEPECOB KOTOPBIX HAMpPAaBJIEH MPOEKT
pewenust EDK:

IIpoekT peuieHust HampaBieH Ha paszpabotky Papmaxonen Corosa,
KOTOpass IO3BOJUT OOECHEeUUTh 3allUTy MHTEPECOB MAlMEHTOB (Kak
KOHEUYHBIX NOTpeOUTENeH JIeKapCTBEHHBIX INPENapaToB), a TAKKE CHCTEMbI
3paBOOXpaHEHUs] U (papMaleBTUYECKOH MPOMBIIIJIEHHOCTH B  LEJOM
IOCPEJCTBOM O0ECNEeUeHus] BBINYCKAa U HCIOJIb30BAHMS JIEKAPCTBEHHBIX
npenaparos, yJOBJIETBOPSIOIIUX IPU3HAHHBIM (YCTaHOBJIEHHBIM) €IHHBIM

CTaHIapTaM KaueCTBaA.

4. AnpecaTsl ~ peryJupoBaHHs, B TOM  4HClle  CyOBEKTBHI
[peAIIPUHUMATENILCKON IEITENIBHOCTH, U BO3/IeiCTBHE, OKa3blBaeMOe Ha HUX

PErYJIHPOBAHHUCM!

Anpecatamu peryJIupoBaHUs SIBIISIFOTCS MPOU3BOAUTEINN
JIEKapCTBEHHBIX CPENCTB, aKKPEAUTOBAHHBIC HCIBITATENbHBIE JTAOOPATOPUU
KOHTpPOJII KauecTBa JIEKapCTBEHHBIX CPeJICTB (KOHTPOJIBHO-aHAIUTHYECKHE
1abopaToOpun), a TAKIKE YIIOJIHOMOYCHHBIE OPTaHbl 3/IPAaBOOXPAHEHUS.

B paMkax peryjaupoBaHus peanosaraercs:

I 1abopaTopuil KOHTPOJsSL KayecTBa JICKAPCTBEHHBIX CPEICTB,
OTZENIOB  KOHTPOJIS  KauecTBa [pPOU3BojAUTeNeld U pa3paboTUMKOB
JIEKapCTBEHHBIX CPEACTB — YCTAHOBJICHHE €AMHBIX OOIMX TpeOOBaHMH K
METOJIaM U METOIUKAM BBIIIOJIHEHUS UCCleloBaHui, TpeOOBaHUN K KauecTBY
M XapaKTepUCTHKaM  MCIOJIb3YEeMbIX PEaKTHBOB, (hapMaleBTHUYECKUX
CyOCTaHLIMH, BCIIOMOTaTe/bHBIX BEIIECTB W TOTOBBIM JIEKAPCTBEHHbLIM

bopmam;



JUlsl  YIIOJJTHOMOYEHHBIX OpraHoB B cdepe 3IpaBOOXpaHeHUs —
YCTaHOBJIEHUE €IMHBIX KpPUTEPHEB OLEHKM IIOKazaTeleld KadecTBa IO
MOJJMHHOCTH, KOJIMYECTBEHHOMY COIEPXKAHUIO JEHCTBYIOLIMX BeHIeCTB U

[IOCTOPOHHUX MPUMECEH, TEXHOJIOTMUECKUM XapaKTEPUCTUKAM JIeKapCTBEHHbBIX

bopm.

5. ConeprkaHue yCTaHABIMBAE€MBIX JUISL aApEcaToB peryJIUpOBaHHMS
orpaHu4eHuil (00s13aTeNIbHBIX TPABUIT TTOBEJICHHUS ).

B pamKax peryiIMpoBaHuUs pernoaraercs yHHDUKALMS
rapMOHH3UPOBAaHHEIX [ OCyJapcTBeHHBIX (DapMakoneil rocyaapcTB-WICHOB
Coro3za Ha ocHOBe 00mMX QapMakonelHslx craTteld (MoOHOrpaduwuii),
cocrasyisgromux  Papmakonero Coroza, koTopas OyAeT HOCUTH CTaTyc
pErnoHaNbHOK (papMakoNen M MCIOJb30BaThCSA KaKk OCHOBA HOPMHUPOBAHMSI
KauecTBa JIEKapCTBEHHBIX CPEJICTB, CTaHAAPTH3alMU MPOIECCOB XUMHMKO-
AQHAIMTUYECKUX HCIBITAHWN JIEKAPCTBEHHBIX CPEACTB ISl LEJeH co3aaHust

06]]_[61"0 PBIHKA JICKAPCTBEHHBIX CPCACTB.

6. MexaHusM  paspemieHuss HpoOJieMbl U JIOCTHIXKEHHUS  IIEJTH
peryaupoBaHusi, MpeaycCMOTpeHHBIH mnpoekToM pemienuss EDK (omucanue
B3aMMOCBSI3U MEXIy MpeAjaraéMbIM peryjupoBaHHEM U  peliaemMoin
pobsIeMoit).

B pamkax perynupoBaHus TIpeANoiaraeTcs YCTAaHOBUTH CIHMHYIO
cucTeMy TpeOOBaHUH K KayeCTBY JIEKAPCTBEHHBIX CPEJNICTB, IyTEM CO3/IaHHs
rapMOHM3HMPOBAaHHBIX  cTaredt  (MoHorpaduii) @apmakoneu  Corosa,
perIaMeHTUPYIOIMX TpeOoBaHUs K MeToAaM M METOJUKAM IPOBEACHMUS
XUMHKO-aHAIUTUYECKUX U (PapMaleBTHKO-TEXHOJOTHYECKUX HCCIIe0BAHHA,
(hapMaKOrHOCTHUYECKHIX UCCIieI0BaHU I (uccnenoBaHui KauecTBa

JICKAPCTBEHHOI'O pPACTUTEIBHOTO CBIPBS), a TaKkKe perIaMeHTHPYIOMIHX
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TpeOOBaHUS K MOJJIMHHOCTH M 4UCTOTE (hapMaleBTHYECKUX CyOCTaHIIMH,

KOJIMYECTBEHHBIM [10KA3aTeJIsIM BCIIOMOIaTe/IbHBIX BELLECTB U PEaKTHBOB.
OTO MO3BOJIMT OOECHEYUTh KOHTPOJb KayecTBa JEKapCTBEHHBIX

CPEICTB IPHU MX BBHIMYCKE NMPOU3BOAUTEIEM U AOIMyCKe Ha OOMIMI PBIHOK €O

CTOPOHEI YITIOJITHOMOYCHHBIX OPTI'aHOB B C(bepe 3APaBOOXPAaHCHHA.

7.CBeieHUsT O PAcCMOTPEHHBIX aJbTepHATHUBAX IIpeJljIaraeMomy
peryJIMpOBaHHUIO.

B kauecTBe aNbTepHATHB JIAHHOMY PEryJHPOBaHUIO PACCMOTPEHBI
CUCTEMBL:

JeKJIapUPOBaHUs IIPOU3BOUTEINIEM KauecTBa JEKAPCTBEHHOTO Cpe/ICTBa
IIPY €ro perucTpaluu;

MCIOJIb30BaHUS TOCYIAPCTBEHHBIX (hapMaKore rocyaapcTB-4YJeHOB ¢
YCTAHOBJICHHEM TMPHOPUTETHOCTH (apMakornen pedepeHTHOro rocyapcraa
IIPU PETUCTPallMU JIEKAPCTBEHHBIX MPENapaToB.

JlexnapupoBaHue KadecTBa JIEKAPCTBEHHOI'O CpPEICTBA COACPIKUT B
cebe KOH(IMKT HHTepecoB [Uis (hapMaleBTUYECKOro MPOU3BOIUTEIS,
MIOCKOJIBKY JIEKAPCTBEHHBIH TMpenapaT paccMaTpUBaeTcsi UM B IEpPBYIO
ouepenb C TOYKH 3peHHUs TOBapa, LEHHOCThL KOTOPOTo OmperelisieTcs
UCKJIIOYUTENILHO Yepe3 BO3MOXKHOCTH OOecleueHusl peali3aliu, B TO JKe
BpeMsi OlleHKa MoTpeduTeneM (MalMeHToOM, BpayoM, (apMaleBTHUECKUM
pabOTHHUKOM) KadecTBa JIEKapCTBEHHOTO CPeICTBA KaK TOBapa HEBO3MOXKHA.

Hcnonp3oBanue rocyaapcTBEHHBIX (papMakornel rocynapcTB—uWICHOB
C YCTAQHOBJIEHHEM MPUOPUTETHOCTH MOJKET OBITh pPEeajM30BaHO B TEUCHHUH
onpenesieHHoro  (ImepexoqHoro) Iepudoja B BHAY  HCIIOJIb30BaHMS
rocygapcTBaMu-4wieHaAMH  Pa3IMUHBIX  MOAXOAOB Mpu  (HOPMUpPOBAHUU

dapMakoneil W pazIMUMM B HMMEIOIIMXCS KOJMYECTBEHHBIX OIIEHKaX



roKasaresei KadyecrBa H METOJHKAax BBITTOJTHCHH A HUCCIICIOBAHU

JICKAPCTBCHHBLIX CPCICTB.

8. HopMatuBHO-ITpaBOBOE OCHOBAHUE JJISl IPUHSITHS TPOEKTA PEIIECHUsI
EDK:

Craresa 30 [loroBopa o EBpa3uiickoM 3KOHOMHYECKOM COmO3e OT 29
mast 2014 ropa, cratess 5 CornaineHus O €IMHBIX IPUHIUIAX W MPaBUIIAX
peryJIMpoBaHusl  OOpallleHHsl  JIEKAPCTBEHHBIX  CPEJICTB B paMKax
EBpasuiickoro skoHomuyeckoro corosa ot 23 pexadpst 2014 r. u Konuemnmmst
rapMoHM3aluu  (apmakorned rocymapcTB — WiIeHOB EBpasmiickoro
SKOHOMHYECKOTro coro3a, yreepxkaeHHas Pemenuem Koseruun EBpazuiickoit

9KOHOMHYECKOM KoMUccHM OT 22 ceHTsi0ps 2015 . Ne 119.

9.Chepa mnonnomoumit EDK, Kk KOTOpo#l OTHOCHTCS TIPOEKT
pewenus EDK:

PerynupoBanue oOpallieHus JIeKApCTBEHHBIX CPEACTB B (popMHpOBaHUe
00I1lero phIHKa JIEKapCTBEHHLIX CpeAcTB B pamkax Coro3a Ha OCHOBE €IMHBIX

akTtoB EDK.

10. ®UHAaHCOBO-3KOHOMHYECKUE TMOCTEJCTBUS TMPUHATUS IPOEKTA
pemenuss EDK miist cyObeKTOB MpeANPHHUMATETECKOM IeATEILHOCTH.

AKTyanusaluss M MOJEpPHHU3AIUS IOAXOJ0B K KOHTPOJK KauecTBa
(apMareBTHUYEeCKOH MPOTYKIMU, MEepPEeoCHAICHHE JIabopaTopHii (OTHEIOB)
KOHTPOJISI KayecTBa JIEKAPCTBEHHBIX CPEACTB y  (apMalieBTHUIECKHX
NPOU3BOJIUTENEH, KOTOpBIE HE OTBEYAIOT (papMakoMeHHBIM CTaHIapTaM C
Yy4eTOM TpeOOBaHHMH K 0e30MacHOCTH M Ka4yeCTBY JIEKAPCTBEHHEIX CPEICTB;
JIOIYCK (hapMaleBTUYECKUX MPOU3BOAUTENCH HA PBIHOK IOCYAapCTB-UYJIEHOB

Coroza, a Takxke Ha pBIHKH EBpomeiickoro corosza, Kananwl, Snonun,
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JlaTuHCKOM AMEpHUKHM W WHBIX CTpaH, MCIOJNb3YIOMINX AaHAJOTUYHbIE
(apmakormneiiHble MOIXO0/1bl, OCHOBAaHHbIE HAa CHCTeME OOEeCIIeueHHs KauecTna

JIEKApCTBEHHOTO CPeJ/ICTBA B mpotecce ero papabotku (QbD-ctpaterun).

11. IlpeamnonaraeMele CpPOKH BCTYIUIeHUs1 mpoekrta perwieHus EDK

B CHIIY:

[To ucreyenun 30 nHed mocie oduIMATBHOrO ONYOJIMKOBaHUS C

y4eTOM YCTaHOBJICHHOTO IIEPEXOAHOTO NEPUOIA.
12. OxkuaemMblii pe3ybTaT PeryjIupOBaHusL:

Coznanue mepBoro Beimycka I Toma ®apmaxonen Coroza ¢ ydeTom
TpeboBaHU# rocynapcTBeHHBIX (apmakorneil rocymapcTB-uneHoB Coroza u
6azoBoii hapmakonen — EBponeiickoii hapmaxoneun (nznanue 8.0), cozganue
eJIMHBIX TpeOOBaHU oOecreyeHUI0 KayecTBa JIEKapCTBEHHBIX NpenapaToB Ha

obmeM peiHKe B pamkax Coroza.

13. Onucanue omblTa TOCYOapcTB —  WIEHOB  EBpa3uiickoro
HKOHOMHYECKOIO €033 K MEXIYHApOJHOrO ONBITa PEryjIMpOBaHMs
OTHOULICHHWH, SBISIIOIIMXCS TpeaMeToM mpoekta pemeHuss EDK (¢
00OCHOBAHHEM €ro POrPECCUBHOCTH U MPUMEHUMOCTH):

Pecnyonuka benapych, PecnyOmuka Kaszaxcran u Poccuiickas
denepaiidss B HACTOsIIIEe BpeMsi UMEIOT TOCY/NapCTBEHHble (dapMmakollen B
TOW WJIM WHOM CTENeHU TapMOHM3MpOBaHHbIe ¢ EBporelickoil hapmakoneei.

@apmakorniess Coro3a cooTBeTcTByeT npuHuunaMm Hajuexainei
papmakoneiinoii npaktuku BO3 (GPhP) u yunteiBaer TpeboBanus
EBponelickoii dapmakorien, cojaepixalieil CBeleHUss 0 METOJMKaX XUMHUKO-
(GapmaleBTHYECKHUX, (hapMaIeBTUKO-TEXHOJIOTMYECKUX MCIIBITaHUH,

Tp€6OBaHHH K JICKapCTBECHHBIM d)OpMaM, BCrnoMorarci/ibHGIM BECIICCTBAM H
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peakTHBaM, AaKTUBHBIM (papMalleBTHYECKUM CYOCTaHIIMSIM, OTBEYAIOLHUM
HOMEHKIIaType JICKApCTBEHHBIX  CPEJCTB, oOparnaromuxcs Ha

(dapmMaleBTHYECKOM PhIHKE.

14. CBelenust 0 mpoBefeHUH IMyONMYHOro OOCYXICHUS TPOeKTa
pemenust EQK:

15. CBenenus o 3akitoyeHnn 00 OlIEHKe PeryJUpYIOIEro BO3AEHCTBHS
Ha NpoekKT pewenus EDK:

16. Unas uHbopmanus, OTHOCSINASACS, MO MHEHHIO JerapTramMeHTa
EDK, oTBercTBeHHOro 3a moAroToBky npoexra pemenus EDK, k ocHOBHBIM

cBefieHusM o npoekTe pewenus EDK u (wim) o ero nojaroroske.



