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MuHHCTEPCTEO 3APaABOOXPAHEHHS
Poccniickoii ®enepanuu

®EJIEP,
B

Mnnucrﬁpwffl poggficof QETEPAIIH
SAPETCTPUPOBAHO
AL Cesep.epf ADLS PemmpauuonumﬁaNeg oo S #

ot 22 o feehl WZ5T.

O6 yrBep:kaenun Ilopsaka oneHKH 00beMa HCNIBITAHUI KaYecTBa
HMMYHOOHOJO0TrHYeCKHX JIeKapCTBEeHHBIX NpenapaTos Komuccneii
DenepanbHO c1y:k0bI IO HAA30pY B cdepe 3APABOOXPAHEHHUS M0 KAYECTBY
HMMYHOOHOO0THYECKHX JIEKAPCTBEHHBIX NMpenapaTos

B coorBercTBHHM ¢ a63aneM BTOpbIM IIyHKTa 8 IIpaBuil Belmaum paspelleHus Ha
BBOJA B TpaXAaHCKUH 0OOpPOT cepUM WM IApTHH HMMYHOOHOJIOTHMYECKOTO
JIEKapCTBEHHOI'O IIpernapara, a TakKe BBIAaud (elepallbHBIMH TOCYyHapCTBEHHBIMU
OIOMKETHBIMU YYPEXIEHUSMH, YKa3aHHBIMH B 4acTd 4 cratb 52.1 denepansHOro
3akoHa «O6 ob6pamnieHnH JIeKapCTBEHHBIX CPEJCTBY», 3aKJIIOYEHHS O COOTBETCTBHH
CepUM MM TApTUH  MMMYHOOHOJIOTMYECKOTO  JIEKapCTBEHHOTO  IIperapara
TpeOOBaHMAM, YCTaHOBJEHHBIM NpPH €ro TroOCYJApCTBEHHOM pErHCTpalldd WU
pETMCTpalliM, YTBEPXICHHBIX MocTaHOBIeHHeM IIpaButenscTtBa Poccuiickoii
Denepammu ot 31 mast 2025 r. Ne 815, npukaspiBaro:

1. YTBepauts npunaraemsni Ilopsnox oumeHkn o0bemMa HCHBITAHHE KadyecTBa
MMMYHOGHOJIOTHYECKUX JIEKapCTBEHHBIX npenapatoB Kommccueit ®enepanbHoit
Cy>0BI 110 HaA30pY B cepe 3MpaBOOXPaHEHUS 10 KAUeCTBY HMMYHOGHOIOTHYECKHX
JIeKapCTBEHHBIX NpenapaToB.

2. IIpusHaTh yTpaTHUBIUIKUM CUIy IpHKa3 Poc3npaBHamzopa ot 17 nekabps 2019 r.
Ne 9452 «O6 ytBepxaenun Ilopsimka oueHKH o0beMa MCIBITAHMM KadecTBa
HMMYyHOOHOJIOTHYECKUX JIEKapCTBEHHBIX IpemnapatoB Komuccueit ®epepanbHoil
cIry k051 110 Hag30py B cepe 3MpaBOOXpaHEeHHs [0 KaueCTBy HMMYHOOHOIOTHYECKHX
JIEKapCTBEHHBIX MpenapaToB»  (3aperucTpUpoBaH MUHHCTEPCTBOM  IOCTHIIMM
Poccutickoii ®enepanyu 30 gexabps 2019 r., peructpaunonssiit Ne 57071).

3. Hacrosimuuii mpukas aeicteyer ao 10 urons 2031 r.

PyxoBoautens A.B. Camoitnosa




YTBepxkaeH
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IMopaaok oueHkH 00beMa HCNLITAHUH KaYecTBA HMMYHOOHOJIOTHY€eCKHX
JieKapcTBeHHbIX npenapaTtoB Komuccueit @eaepaibHoil ci1y:k0b1 10 HAA30py B
cepe 31paBoOXpaHeHUs N0 Ka4YeCTBY HMMYHOOHOJOrHYECKHX J1€KAPCTBEHHBIX

npenapaToB

1. Hacrosmmit Ilopsmok omeHkd oObeMa  HCOBITAaHWM  KadecTBa
HMMYHOOHOJIOTHYECKUX JIeKapCTBeHHBIX mpenaparoB Komuccuenn PenepanabHOM
ciryxG6BI 110 Haa30py B cepe 3paBoOXpaHeHHs 110 Ka4eCTBY UMMYHOOHOIOTHIECKHX
JIeKapCTBEHHBIX IMIperapaTroB yCTaHABIMBaeT MpaBuia IposeleHus Komuccuei
denepanbHOi  CTykObl 1O Hax3opy B cdepe 3ApaBOOXPAHEHHS IO KayeCTBY
MMMyHOOHOJIOTMYECKHX JIeKapCTBEHHBIX IpenapartoB (fanee — Komuccus) ananusa
CBeJIeHHH C WENbI0 ompezeieHHss o0beMa NPOBOJUMBIX MCIBITAHUHM KayecTBa
HMMYHOOHOJIOTHYECKOT0 JIEKAPCTBEHHOIO Npenapara KOHKPETHOTO HAMMEHOBaHH U
 IPOM3BOAMTENA (C YUETOM JIeKapCTBEHHOH (DOPMBI U JAO3HMPOBKH) Ha COOTBETCTBHE
TpeOOBaHMUSAM HOPMAaTHUBHOW NOKYMEHTALMHM WM HOPMATMBHOIO MOKYMEHTa IO
KaueCcTBY B paMKax INpoBeAeHus (emepalbHBIMH OCyAapCTBEHHBIMU OOIKETHBIMU
yUpeXIeHUSIMH, HAaXONAIIMMUCA B BeAeHHMM MUHMCTEPCTBA 3ApaBOOXPaHEHHUA
Poccuiickoit ®enepaiuu u (unn) PenepanpHoit ciayxObl mo Hamsopy B cdepe
3[paBOOXpaHEHHs, aKKpPEOUTOBAaHHBIMM B COOTBETCTBHH C 3aKOHOJATEIbCTBOM
Poccuiickoit @enepaiuu 00 aKkKpeAUTallUX B HALIMOHAIBHON CHCTEME aKKpeUTALlHH,
HCIBITaHUI KayecTBa HMMYHOOHOJIOTHYECKHUX JIEKAPCTBEHHBIX MPENapaToB C LEJIbI0
BBIJJAY 3aKJIOUYEHHS O COOTBETCTBMH CEPHH WJIM MapTHH MMMYHOOHOJIOTHYECKOTO
JeKapCTBEHHOTO  IpemapaTa  TpeOOBaHWAM,  YCTAaHOBICHHBIM  IIPH  €ro
rOCY/IapCTBEHHOW PpETHCTpAllMi WM perucTpanuu (manee — oO6bEM HCIBITAHHI
Ka4ecTBa HMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOrO Ipenapata, ¢(enepaibHble
YUpEXICHHUS ).

2. OmeHka o0beMa HCOBITAHMM  KauyecTBA  HMMYHOOHOJIOTMYECKHX
JIEKaQpCTBEHHbIX MpenapaToB IPOBOAMTCA B OTHOIICHHH 3apErHCTPUPOBAHHBIX |
UMMYHOOHMOJIOTMYECKHX JIEKApCTBEHHBIX IPENapaToB, BBEACHHBIX B IPAXIaHCKUA
ob6opor Ha Teppuropun Poccuiickoii ®Penepauum, HHPOpMANKA O KOTOPHIX
CONIEPXKHUTCS B aBTOMATU3MPOBAHHOMU “HPOpMaLUOHHOH cucteMe PDenepanbHOi
CITy>KObI MO0 HA30pY B chepe 3ApaBOOXPaHEHHS.

3. IlpuHsaTHe peleHWs MO ONpeAeNeHUI0 00beMa HCIBITaHHKW KadecTsa
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MMMYHOOHOJIOTHYECKOTO0 JIEKAPCTBEHHOTO Npernapara KOHKPETHOTO HAMMEHOBAHHUA U
IPOU3BOJIUTENS (C YYETOM JIeKapCTBEHHOH (hOPMBI M JO3BMPOBKH) OCYILECTBIAECTCS
Komuccreli Ha OCHOBaHUHM NMPOBOAMMOrO (elepabHBIMM YUPEXKICHUAMH aHaIu3a
KayecTBa UMMYHOOUOJIOTHIECKHX JIEKapCTBEHHBIX MPENnapaToB, NPEACTABIIEMOro B
Komuccuro exerogHo no 1 Mapra, m Cc y4eToM CBeIEHHH, IONy4YE€HHBIX OT -
¢enepanbHBIX OPraHOB HCIOJHUTEIBHOW BIACTH, OpPraHW3allMii, OCYIIECTBIAIOIINX
IIPOU3BOJICTBO UMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX IpenapaTtoB B Poccuiickoii
Qenepauyy, oOpraHu3aldii, OCYIIECTBIAIOIIMX BBO3 HMMYHOOHOJOrHYECKHX
JIEKapCTBEHHBIX IIpenapatoB B- Poccmiickyio ®epepaiuio, APYyrHX CYOBEKTOB
obpaliieHusi UMMYHOOHOJIOTHYECKHX JIEKAPCTBEHHBIX IperapaToB, B TOM YHCIIE:

pe3ynbTaToB (pefepalbHOr0 roCydapCTBEHHOTO KOHTpoJisA (Haa3opa) B chepe
obpallleHUs] JIEKapCTBEHHBIX CPENCTB, CBEAEHHWH 00 OT3BIBE MPOU3BOAMTEISIMH
(mepxaTemsiMH  PETrMCTPALIOHHBIX  yIOCTOBEPEHHH)  HMMMYHOOHMOJIOTHYECKUX
JIeKapCTBEHHBIX TIPEHapaToB;

pe3yJIbTAaTOB MHCIEKTUPOBaHHS CyOBEKTOB oOOpallleHHs JIeKapCTBEHHBIX
CPEeICTB Ha COOTBETCTBHE TpeOOBaHUSM MpaBHJ HaJyIeXkKallel IPOHU3BOACTBEHHOM
NPaKTUKH', JIMLIEH3UOHHOTO  KOHTPOJsS  JEATENbHOCTH IO  NPOU3BOJICTBY
JIEKapCTBEHHLIX CPEACTB;

BBISIBJICHHBIX ~ HECOOTBETCTBUN  TpeOOBaHMAM IpH  TroOCydapCTBEHHOM
perucTpalyd  WJIM  pErucTpalMd 1O  pe3yjbTaTaM  aHajlu3a  KayecTBa
MMMYHOOMOJIOTHYECKMX JIEKAPCTBEHHBIX TpENaparoB ¥ aHajlW3a JOKYMEHTa
IPOM3BOJMTEII HUMMYHOOHOIOTHYECKOTO IEKapCTBEHHOI'0 IIpernapara, coJepiKalero
UH(OpPMALMIO O CTagusIX NMPOU3BOACTBA U KOHTPOJS KAaueCTBa CEPUH MM IapTHH
MMMYHOOHMOJIOTHYECKOTO0  JIEKAPCTBEHHOI'O  IIpermapaTa B  COOTBETCTBHHM €
TpeOOBaHUAMU PErHCTPALMIOHHOTO JOChe HA MMMYHOOHOIOTHIECKHIt JIEKapCTBEHHBII
rpenapar;

pe3yJIbTaTOB CTAaTHCTUYECKOTO aHallh3a 3aKOHOMEPHOCTEH KOJHMYECTBEHHBIX
JJaHHBIX, MOJNyYEHHBIX B pe3yJbTaTe MPOBEACHHBIX MCIIBITAHMN  KauecTBa
HMMYHOOHMOJIOTHYECKHX JIEKApCTBEHHBIX MPENapaToB.

4. B TedyeHue 7 pabouux AHeH mocie IHS MMONy4YeHHS CBEICHHH, YKa3aHHEBIX B
nyHkTe 3 Hactoswero Ilopsnka, oTBeTcTBEHHBIM cekperapeM Komuccum ¢ ydgetom
nyHkTa 2 Hacroduero Ilopsaka dopMmupyercs nepedeHb UMMYHOOHOJIOIMYECKUX
JIEeKapCTBEHHBIX MpenapaToB, B OTHOLIEHNH KOoTopbix Komuccureli Oynet mpoBoaUThECS
OIleHKa 00beMa HCITBITaHUI KayecTBa.

5. Ha ocHoBaHuu mMeromuxcs cBeeHu KoMuccus exxeroaHo He mosaHee 1

! Pemenne Cosera EBpasmiickoii 3koHOMU4ecKol koMucCHE OT 3 HOsGps 2016 1. Ne 77 «O6 yrepxnenun Ilpasun
HaJuIexalleil Ipon3BoACTBEHHO npakTHkyu EBpa3suiickoro 3kOHOMHYECKOTO CO03a», ABILIOLIEECS 0043aTeNbHbIM I
Poccuiickoit ®enepaunu B coorBercTBuM ¢ JloroBopoM o EppasuiickoM 3koHoMu4eckoM cotose ot 29 mas 2014 r,
paruduumpoBaHHbiM DenepanbHbIM 3akOHOM OT 3 okTiabps 2014 r. Ne 279-03 «O parudpuxamuu [loroopa o
EBpasnifickoM 3KOHOMHYECKOM COIO3E».




ampejsl roja, CIeIyloINero 3a MNpoOIUEAIINM, MPOBOAWT 3acefaHHe W TPHHHUMAET
pelieHre Mo ONpeleNieHru0 00beMa MCTIBITaHHi KauyecTBa MMMYHOOHOJIOTHYECKOTO
JIEKapCTBEHHOIO IIpenapaTa KOHKPETHOIO HAUMEHOBaHMS ¥ IPOU3BOIUTENS (C yUETOM
JIEKapCTBEHHOM (GOpPMBI U JO3UPOBKHM) W MEPUOJUYHOCTH IPOBEACHHSA HCIIBLITAHUM
MMMYHOOHONIOTUYECKUX JIEKAPCTBEHHBIX IIpEMapaToB II0 BCEM IOKA3aTellsIM
KayecTBa, IPENyCMOTPEHHBIM HOPMAaTUBHOM [MOKyMEHTalued, Wi TpeGOBaHHSIM,
yCTaHOBJICHHBIM IIPU PETUCTPALIUU B COOTBETCTBHHU C aKTaMH, COCTaBJISIFOLIAMH IIPaBO
EBpa3uiickoro 5JKOHOMU4eCKOro Cor3a.

6. Pemienue Komuccuu mno cokpameHuiro o0bema HCIBITaHWM KavyecTBa
MMMYHOOHOJIOTHYECKUX JIEKapCTBEHHBIX MpPenaparoB (3a MCKIIYEHHEM 3HAYHUMBIX
HOKa3aTeNed, XapakTEpU3YIOIUX Ka4yeCTBO) NPUHUMAETCS IPH OJHOBPEMEHHOM
OTCYTCTBHH: ‘

MHQOpMaIlMH O BBISBIEHMM HECOOTBETCTBHS TPeOOBAaHUSIM K KadyeCTBY IIpH
roCyJapCTBEHHOM PErUCTPaLMU UIIH PErUCTPaLiii;

MHQOPMALM O CEPHE3HBIX HEXENATeNbHBIX PEAKIHAX, NpPeACTABISIONMINK
MOTEHLIUAIIBHYIO yIpO3y >KM3HH, O ClydasX HaHECEHHs Bpela >KU3HHM U 3I0POBBIO
IpaK[aH, O KJIIACTEPHBIX ClIy4asiX HEJOCTaTOYHOI TepaneBTUYeCKoi 3P HEKTHBHOCTH;

pE3yIbTATOB CTAaTUCTHMYECKOTO0 aHaliu3a 3aKOHOMEPHOCTEH KOJIMYECTBEHHBIX
JAHHBIX, IONy4YaeMbIX B pe3yJbTaTe MPOBEACHHBIX WCIBITAHHH KadyecTBa
MMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX IMpENapaToB, BBIXOIAMIMX 32 MpPeEIbl
JIOCTOBEPHOCTH;

rpyOBIX HApyLIeHWH JIMIEH3HUOHHBIX TpeOOBaHWi?, BEIABICHHBLIX @pH
JIMLIEH3MOHHOM KOHTPOJIE JEATENBHOCTH IO IIPOM3BOICTBY JIEKAPCTBEHHBIX CPEACTB,
a TaKkXKe KPUTHYECKUX HECOOTBETCTBHM MO pe3ysibTaTaM HHCIEKTUPOBAHHSA Ha
COOTBETCTBUE TPEOOBAHUIM MPABIIT HAIEKALIEH POU3BOICTBEHHOMN PAKTHKH®,

7. Pemenne Komuccuu mno omnpeneneHuro oObeMa HCMBITAHHN KadyecTBa
MMMYHOOHMONOTHYECKUX JIEKApCTBEHHBIX IpenaparoB OQOpMIISETCI B OJHOM
3K3EeMILIIpe, MOANUCHIBAeTCS BCeMHU WieHamu Komuccud, MpHCYTCTBYIOIIUMH Ha
3aceJaHUH. ,

Konuu pemenus Komuccun HampasnsioTcs B GeepaibHbIe YUPEKICHHS I
opraHu3zaliii  paboT MO TMpPOBENEeHUIO HUCHBITAaHHH HMMMYHOOHOJOTHYECKUX
JIeKapCTBEHHBIX MPENapaToB.

8. ®enepanpHas ciayx0a mo HaJg30py B cdepe 34paBOOXpPAHEHHUS pa3MellaeT

2 [Tyskr 6 TToNOXKEHU O JTHUEH3UPOBAHUH POU3BONCTRA NIEKAPCTBEHHBIX CPE/CTB, YTBEP)KACHHOTO NIOCTAHORIEHHEM
Ipasutensctsa Poccuiickoit ®@enepaunn ot 6 uronsa 2012 . Ne 686,

3 Pemienne CoBera Eppasuiickoli 5KOHOMHUECKOH KoMHCCHH OT 3 HOAGps 2016 r. Ne 7 «0O06 yTtBepxnenuu IlpaBun
HaJuiexalleil npon3BoAcTBeHHOM npakTHkU EBpasuiickoro 5KOHOMHUYECKOTO COK03a», ABIAIOLIEECS 00s3aTeNbHBIM M
Poccniickoit ®enepaunn B cootBeTcTBUU ¢ JloroBopoM o EBpa3miickoM 3KOHOMHYECKOM colo3¢ oT 29 mas 2014 r,
parnduuupoBaHHbiM DefepaibHbIM 3akOHOM OT 3 okTa0ps 2014 r. Ne 279-@3 «O paru¢uxamuu JloroBopa o
EBpasuiickoM 3KOHOMHYECKOM COIO3€».
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pemienue Komuccun Ha cBoeM oOQUIMaIbHOM caiiTe B HH(DOPMAIHOHHO-
TEJIEeKOMMYHUKaMOHHON ceTH «MHTepHeT» ¢ coOnoneHHeM TpeOoBaHMI
3akoHoAaTenscTBa Poccuiickoil denepaury 0 KOMMEPYECKON M MHOM OXpaHseMoin
3aKOHOM TaiiHe B TeueHHe 5 pabouux qHel co AHs NpUHATUSA pemteHus KoMuccuei.

9. IlnanoBeie 3acenanus KoMuccuu mpoBoAgTCs He pexe oaHoro pas B rof. Io
Mepe HEOOXOAMMOCTH (BHECEHHE HM3MEHEHM B HOPMATHUBHYIO JOKYMEHTAILIHIO
JIEKapCTBEHHBIX CPEACTB, PETMCTPalisl HOBBIX JIEKAPCTBEHHBIX CPEJCTB, YXYALIEHHE
Ka4yecTBa, POOIIEMBI c 3¢ (eKTHBHOCTBIO WU 0€e3011aCHOCTHIO
MMMYHOOHOJIOTHYECKOTO JIEKApCTBEHHOTO IHperapara) MOTrYT OBITh IPOBEAEHBI
BHEIUTaHOBEIE 3aceqanus Komuccuu.

10. Pemenne KoMuccuu o cokpaileHHH 0ObeMa HCIBITAaHWHA B OTHOIIEHHH
BIIEPBBIC€ IPOM3BOAMMOIO MM BIEpPBBIE BBO3UMOIO0 HMMYHOOHOIOTHYECKOTO
JIEKapCTBEHHOTO Ipernapara NIpHHUMAETCS MOCIe IPOBEAEHUS KaXIbIM (eepaibHbIM
ydpexaeHueM (OOHOBPEMEHHO WM IOCJeI0BaTeIbHO) MCIBITAHWHM KadecTBa He
MeHee [ATHAALATH CepU WIM DNapTUd yKa3aHHOTO HMMYHOOHOJIOTHYECKOTO
JIEKapCTBEHHOro IIperapara MO IIOKas3aTelnsiM Ka4decTBa, MPeLyCMOTPEHHBIM
HOpPMaTHBHOMH JOKyMeHTaluel, Wik TpeOOBaHUAM, yCTAHOBJIEHHBIM ITPH PErHCTPALIMK
B COOTBETCTBUU C aKTaMH, COCTABIAIOIIMMU MpaBo EBpa3uiickoro 3KOHOMHYECKOTO
coro3a.

11. Opranuzanuy, OCyIeCTBISIOUIHME MPOU3BOACTBO HUMMYHOOHOJIOTHYECKUX
JIEKapCTBEHHBIX IpenapatoB B Poccuiickoii @®enepanuu, HIM OpraHU3allyy,
OCYILECTBIIAIONIME BBO3 HMMMYHOOHMOJOTMYECKHX JIEKAPCTBEHHBIX IIpernapaTtoB B
Poccuiickyro ®enepannio, MOIyT oJiaTh 3asiBieHHe B Poc3npaBHaa30p 0 BHECEHHH
u3MeHeHuil B pemesne Komuccuu.

INoctynuBimme 3asBieHUs paccMarpuBaioTcsi Komuccueir B Cpok, He
NPEBBIIAOMIMA  ABYX KaJCHIApPHBIX MeECALleB C MOMEHTa pErucTpaiuu B
aBTOMAaTU3HpPOBaHHOW HH(poOpMaUMOHHONH cucteme Poc3apaBHam3opa. Perienus
Komuccun pasmemiarorcs Ha OQHIMAIFHOM caiite B HMH(DOPMAIHOHHO-
TeJIeKOMMYyHUKallmoHHONH ceth «MHTepHeT» ¢ cobmopeHueM TpeGoBaHmit
3aKkoHoJarenbcTBa Poccuiickoll ®Penepaliid 0 KOMMEPUYECKOW U HMHOM OXpaHseMoi
3aKOHOM TaiiHe W HAIpPaBISIOTCA 3asBUTENIO MOCPEICTBOM JJIEKTPOHHBIX CPEACTB
CBS3H.

12. B cnyuyae nocrymneHust B Komuccuto unndopmanuu oT ¢enepaibHBIX
OpraHoB MCIOJHUTENbHOW BJIACTH, OpraHU3aluii, OCyIIECTBISIOMHUX MPON3BOACTBO
MMMYHOOHMOJIOTHYECKHX JIeKapCTBEHHBIX mpenapatoB B Poccuiickoit ®enepaium,
OpraHu3alyii, OCYILECTBISIIOIIMX BBO3 HMMYHOOHOJIOTMYECKUX JIEKAPCTBEHHBIX
mpenapatoB B Poccuiickyro @efepanuio, OpraHu3alui, OCYIIECTBISIOMIUX
UHCIIEKTHPOBAaHKE CYOBEKTOB OOpAILEHHS JIEKAPCTBEHHBIX CPEACTB HA COOTBETCTBHE
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TpeGOBAaHMAM TPaBHJI HaIJIeXKallell MPOM3BOCTBEHHON IPAKTHKKY, HCIBITATENBHBIX
nabopaTopuil (LIEHTPOB), aKKPEIUTOBAHHEIX B COOTBETCTBHH C 3aKOHOJATENLCTBOM
Poccuiickoit @enepaiun 06 akKpeAUTALMH B HALHOHAIBHOM CUCTEME aKKpeTUTAIHH,
Apyrux cy6nekToB oOpalieHHs HMMyHOOHOIOTHYECKHX JIEKAPCTBEHHBIX MpeapaToB
O BBISBJICHUH HECOOTBETCTBHSA MMMYHOOHOIOTHYECKOTO JIEKAPCTBEHHOTO TIperapara
YCTaHOBIECHHBIM TpeOOBaHMAM K Ka4deCTBY, CEphe3HBIX HEXeNIaTeJbHBIX peakiusiX,
IPEACTaBJIAIOMIMX MOTEHIMANBHYIO YIPO3y KU3HH, ClIydasX HaHeCEHUS Bpela KHU3HH
M 30pOBBIO TPAXIAH, KIACTEPHBIX CIyYasX HENOCTATOUHOM TepaleBTHYECKOH
3¢ deKTHBHOCTH, I'PYObIX HAapYyIICHH! JHIECH3MOHHBIX TPeOOBaHM, YCTAHOBIEHHBIX
IIPH JIMLIEH3MOHHOM KOHTPOJE JEeATEIbHOCTH IO MPOU3BOACTBY JIEKAPCTBEHHBIX
CPEJCTB, a TAKXKEe KPUTHYECKUX HECOOTBETCTBHI MO pPe3ysbTaTaM HHCIIEKTHPOBAHHS
Ha COOTBETCTBHE TpeOOBaHUAM NpPaBWI HaJjexalled MpOU3BOJACTBEHHOM HPAKTHKH,
Komuccueit mpunumMaetcs pernieHue 00 yBeJIM4eHHH 00beMa MPOBOIUMBIX HCIIBITAHUM
Ka4ecTBA HMMMYHOOHONOTHYECKOro JIEKapCTBEHHOTO IMperapara KOHKPETHOIO
Ha¥MEHOBaHMs ¥ POU3BOIUTEN (C yUETOM JIeKapCTBEHHON (GOPMBI M JO3BUPOBKH).

* Pemenne Cosera EBpasuiickoil skoHOMHM4ECKOM KoMHCCHHE 0T 3 HoaGps 2016 . Ne 77 «O6 yTBepxkaenun [lpaBun
HajliexKalliei npousBoICTBEHHOH NpakTUKK EBpa3zuifickoro SKOHOMHYECKOro COM03a», ABISIOMEEcS 00M3aTeNLHEIM UIA
Poccuiickoii ®enepaunn B cootBercTBiM ¢ JloroBopoM o EBpasuiickoM 3k0OHOMHYecKoM corose oT 29 mas 2014 r,
parauuuposanbiM DenepanbHLIM 3aKOHOM 0T 3 OkTAGps 2014 r Ne 279-®3 «O parudukammu Jlorosopa o
EBpa3HiickoM 5KOHOMHYECKOM COI03EY.




