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OENEPAJIBHAA CJIY2KBA I10 HAI3OPY
' B CO®EPE 3[IPABOOXPAHEHHA

(POC3JIPABHAJI30P)
NNPUKAS3
Fpeocntdrs. o FHIL

06 yrBepxxaenun [lopsinka oneHkH 00beMa HCNBITAHMIE KadecTBa
HMMYHOOHOJIOrHYeCKHX JieKapcTBeHHbIX npenapaTtoB Komuccueid ®eaepanbHo
Cy:k0blI 10 HAA30PY B cpepe 3APaABOOXPAHEHHS MO KAY€CTBY HMMYHOOHO/J10THYECKHX
JIEKAPCTBEHHBIX MPENapaToB

B cootBeTcTBUU ¢ MyHKTOM 9 [IpaBun Beinauy pa3pelieHus Ha BBOA B FpakKJaHCKUN
000pOT cepuy UM MapTUH UMMYHOOHOIOTHYECKOTO JIeKapCTBEHHOTO IIpenapara, BbLIauyy
3aKJIFOYEHHS O COOTBETCTBHUY CEPUH HJTH IIAPTHH HUMMYHOOHMOIOTHYECKOTO JIEKAPCTBEHHOTO
npenapara TpeOOBaHHAM, YCTaHOBIIEHHBIM IIPH €ro TIOCyJapCTBEHHOH perucTpaLii,
yTBEpXKAEHHBIX ImoctaHoBieHHeM [IpaBurenscrBa Poccmiickoit @enepauuu oT 26 HOSAOpA
2019 1. Ne 1510 (OduumanbHelf HHTEpHET-IOPTNT IIPaBOBOM  HMHGpOpManuu
http://www.pravo.gov.ru, 28 HosOps 2019 r., Ne 0001201911280015), npu ka3 b Balo:

1. YrBepauts Iopsamox olieHkd 00beMa UCIIBITAaHUH KadecTBa HMMYHOOHOJIOTHIEeCKUX
JeKapcTBeHHbIX mpenapatoB Komuccueit ®enepanpHoii ciyxObl 1Mo Hag3opy B cdepe
3[paBOOXPaHEHM 10 Ka4YeCTBY HMMYHOOHOJIOTHYECKHX JIeKAPCTBEHHBIX MPENapaToB.

2. KoHTpob 32 HCIIOJTHEHHEM HACTOSAIIETO MPHUKa3a OCTABIISIO 32 COOOA.
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IIpunoxenue

K npukazy PenepaiabHOi CiTyXObI
IO Ha30py B cepe 3ApaBOOXpaHEHHS

or 7Z7AL 20191 Ne F75R

IIOPSIIOK
OIIEHKH OFBbEMA NCIIBITAHAHM KAYECTBA
UMMYHOBHOJIOTHYECKHX JIEKAPCTBEHHBIX ITIPEIIAPATOB
KOMHMCCHUEHR ®EIAEPAJIBHOMN CJIYXBHI IIO HAI30PY B COEPE
3IPABOOXPAHEHMUSI 11O KAYECTBY HMMYHOBHOJIOTHTYECKHX
JEKAPCTBEHHBIX ITPEIIAPATOB

1. Hacrogmmit Ilopsgox OLICHKU 00BeMa UCHOBITAHUH KadyecTBa
MMMYHOOHONOTYECKHX JIeKapCTBEHHBIX npenapaToB Komuccueit ®enepanbHoit ciryx0bI
No Ham3opy B cdepe 3ApaBOOXpPaHEHMS [0 KauyecTBY HWMMYHOOHMOJOTHYECKHX
JEKapCTBEHHBIX IIPENaparoB yCTaHaBIMBAaeT MpaBwia mpoBedeHHs Kommuccueit
QenepanbHOi  ciykObl MO0 Hag3opy B chepe 3ApaBOOXpaHEHHS MO KavyecTBY
UMMYHOOHONOTHYECKHX JIEKapCTBEHHBIX MNpemapatoB (mamee — Kommuccus) aHamnsza
CBENEHMH ¢ Lenblo ompeneneHus o0beMa MNPOBOIUMEBIX HCHBITAHHH KadecTBa
MMMYHOOHONOTHYECKOTO JIEKAPCTBEHHOTO TMpenapaTa KOHKPETHOr0O HAaWMEHOBAHHS H
NPOU3BOAUTENS (C Y4YETOM JIEKapCTBEHHOH (GOpPMBI M HO3HPOBKH) Ha COOTBETCTBHUE
TpeOOBaHMAM HOPMATUBHOH [MOKyMEHTAallUd B paMKax IpoOBeleHHs (enepalbHbIMH
TOCYAapCTBEHHBIMH  OIOJDKETHBIMH ~ YUPEXIEHHAMH, HAaXONSAIIUMHUCS B  BeACHHH
MuHucTepcTBa 3apaBooxpanenus Poccuiickoit enepanun 1 @enepaibHoil CIyXKOBI 11O
Hag30py B cdepe 3IpaBOOXpaHEHUS, aKKPEOUTOBAHHBIMH B COOTBETCTBHH C
3aKOHOAATeNbCTBOM Poccuiickoii Pepepanuyi B HALMOHAIBHOM CHUCTEME aKKpeAHUTallHH,
UCIIBITaHUM KadecTBA MMMYHOOMOIIOTHUECKUX JIEKAPCTBEHHBIX MPENapaToB C MEJbI0
BBIIaYU 3aKIIOYEHHS O COOTBETCTBHM CEPHM HIM MNapTUH HMMMYHOOHMOJIOTHYECKOTO
NIeKapCTBEHHOTO Mpemnapara TpeOOBaHHUSAM, YCTAHOBIEHHBIM TPH €ro rocyaapCTBEHHOI
peructpauuu (manee — o00BeM HCHBITAHHA KadecTBA HMMYHOOHOJIOTHYECKOTO
JIeKapCTBEHHOI 0 Ipenapara, dhenepaibHble yIpexKIeHIs ).

2. OueHka oObeMa MCIBITAaHUM KauyecTBA UMMYHOOHOIOTHYECKUX JIEKAPCTBEHHBIX
OpenaparoB IPOBOAMTCS B OTHOHMEHHH HMMYHOOHOJIOTHYECKHX JIEKAPCTBEHHBIX
NIPEnaparoB, JaHHbIE O KOTOPBIX BHECEHBI B I OCyIapCTBEHHBIM pEecTp JIEKapCTBEHHBIX
CPEACTB' U BBEJIEHHEIX B IpaXAaHCKUiA 060poT Ha TeppuTopun Poccuiickoit Genepanui?,

ICrates 33 ®enepanbHoro 3axoHa oT 12.04.2010 Ne 613 «O6 obpaiueHuu jiekapcTBEHHBIX cpeAcTB» (nanee — DenepanbHbii
3akoH) (CobpaHue 3akoHozarenscTBa Poccniickoit ®enepanuu, 2010, Ne 16, ct. 1815; 2019, Ne 31, ct. 4456).

Cratbsa 52.1 ®@epepansHoro 3akona (Cobpanue 3akononarenscrtBa Poccuiickoii ®eneparmn, 2010, Ne 16, ct. 1815; 2018,
Ne 49 (uacts I), c1. 7521).
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I/IH(I)OpMaI_II/I}I 0 KOTOPBIX COOEPKUTCA B aBTOMaTHBI/IPOBaHHOﬁ HH(I)OpM&IIHOHHOI’I CHCTEME

@enepanbHOM CITy>k0BI IO HAA30PY B chepe 3APaBOOXPaHEHHS.

3. Ilpunatue pelleHUs MO OIpeleeHUI0 oO0beMa HMCNBITAHUH KadecTBa
AMMYHOOHOJIOTMYECKOr0 JIEKapCTBEHHOTO Ipernapara KOHKPETHOTO HaMMEHOBaHHA H
IpOU3BOAUTENA (C YYEeTOM JIEKapCTBEHHOH (OPMEI M JIO3HPOBKHM) OCYIECTBIIAETCS
Komuccueli Ha OCHOBaHHH MPOBOAMMOTO (efepalbHBEIMU YUpEXKICHUIMH aHAIN3a
Ka4ecTBa HMMMYHOOHOJIOTHYECKHUX JIEKApPCTBEHHBIX IIpENapaToB, IPEACTAaBIIEMOro B
Komuccuio exeronno a0 1 mapra’, u ¢ ydeToM cBeJieHHil, IOJTy4eHHBIX OT (efepaTbHbIX
OpPraHoB = HCIIOJIHUTENIBHON BJIACTH, OpPraHM3alllii, OCYIIECTBIAIOMMX IPOU3BOJCTBO
UMMYHOOHOJIOTHYECKUX JIEKApCTBEHHBIX mpemapaToB B Poccuiickoit ®enepaiu,
OpraHu3alMii, OCYHIECTBIAIOMINX BBO3 HMMYHOOHOJIOTHYECKHX  JIEKAPCTBEHHBIX
npenapatroB B Poccmiickyro  @epepanmio, Opyrux —CyOBEKTOB  OOpallleHHs
MMMYHOOHOJIOTMYECKUX JIEKAPCTBEHHEBIX IIPENapaToB, B TOM YHUCIIE:

pe3ybTaToB (pefepallbHOrO TOCYAApCTBEHHOTO Ham3opa B cdepe oOpamieHus
JIEKapCTBEHHBIX CPEZCTB, BBIOOPOUHOrO KOHTPOJS KadecTBa JIEKAPCTBEHHBIX CPEJCTB,
¢dapMakoHai30pa, CBeleHHH 00  OT3bIBE  MPOM3BOJUTENAMH  (HepKaTeJIIMH
PETUCTPALHOHHBIX YAOCTOBEPEHHUH ) HMMYyHOOHOJIOTHYECKUX JICKAPCTBEHHBIX MPENapaToB;

pe3yIBTaTOB HHCIIEKTHPOBAHUA CYOBEKTOB OOpaIlieHUs JIEKAPCTBEHHBIX CPEACTB Ha
COOTBETCTBHE TpeOOBaHUAM MpPaBUN HAAJeXallell IPOU3BOACTBEHHON IPaKTHUKH,
JHMLIEH3UOHHOT0 KOHTPOJIS AESTEIbHOCTH MO MPOU3BOACTBY JIEKAPCTBEHHBIX CPEJICTB,;

BBISBJICHHBIX HECOOTBETCTBHN YCTAaHOBJIEHHBIM TpeOOBaHHUSAM IO pe3ylbTaTaM
aHalM3a KadecTBA HMMMYHOOHMOJNOTHMYECKUX JIEKAPCTBEHHBIX IIPErapaToB M aHAW3a
OOKYMCHTa IIPOM3BOAMTENS HMMYHOOHONOTMYECKOTO JIEKAPCTBEHHOTO IIperapara,
cofiepXamero MHGoOpMalUIoO 0 CTagUAX MPOU3BOACTBA M KOHTPOJA KaueCTBA CEPHU HIIH
apTHM HMMMYHOOHOJIOTUYECKOr0 JIEKAPCTBEHHOTO Mpemapara B COOTBETCTBHH C
TpeOOBaHHUSAMH PErHCTPALIOHHOTO JOCHE;

pe3yNIbTaTOB CTAaTUCTUYECKOTO aHaliuW3a 3aKOHOMEPHOCTEH KONMYECTBEHHBIX
JNaHHBIX, TIONYYEHHBIX B  pe3yJbTaTe MNpPOBENEHHBIX HCIBITAHHH  KadecTBa
UMMYHOOHOJIOTHYECKHUX JIEKAPCTBEHHEIX IpeNnaparoB.

4. B tedyenue 7 pabouux AHEl mocie MoydYeHHs CBEACHUI, YKa3aHHBIX B IIYHKTE 3
Hacrosmero Ilopsaka, oTBeTCTBEeHHBIM cekpeTapeM KoMHccHHM ¢ ydyeToM IyHKTa 2
Hacrosuero Ilopsaka gopMupyercs nepeueHb HMMYHOOHONIOTHYECKHX JIEKapPCTBEHHBIX
IperaparoB, B OTHOIIEHUH KOTOpeIx Komuccueidl OynmeT mMpoBOAMTHECA OlieHKa 00beMa
HUCIBITAHUH KaueCTBa.

5. Ha ocHOBaHum umMeromuxcs cBefieHuid Komuccus exeronHo He nosaHee 1 ampens
rozia, CIEAyYIOLIEro 3a MpOILIEAIINM, MPOBOJUT 3acellaHHe W NMPHHUMAET PEINeHHe II0
onpefieieHNI0 00beMa HCIBITaHUR KayecTBa MMMYHOOMOJIOTHUYECKOTO JIEKapCTBEHHOTO

3 Myukr 10 Tpaswi BeIZauM paspelieHHss Ha BBOA B IPAXIAHCKUH OGOPOT CEPHH MM NAPTHA HMMYHOOGHOJNOrHYECKOrO
JIEKapCTBEHHOTO Ipenapara, BbIIAYH 3aKIIOYEHHA O COOTBETCTBHH CEpHM WIM MNApTHH HMMYHOGHOJIOMHYECKOTo
JIEKapCTBEHHOTO MpenapaTta TpeOOBaHMAM, YCTAHOBJECHHBIM NpPH €ro TFOCYHZAapCTBEHHOM PErHCTpPalMH. YTBEPHKACHHBIM
nocraHoBneHueM IlpasutensctBa Poccuiickoit @enepanun ot 26.11.2019 Ne 1510 «O nopsaake BBOAa B rpaxaaHCKuil 060poT
JIEKapCTBEHHBIX NPENapaToB I MEAMUMHCKOro mpuMeHeHus» (OdHUManbHpIi HHTEPHET-NOPTAN NPaBOBOH HMH(OpMALMK
http://www .pravo.gov.ru, 28 nos6ps 2019 r., Ne 0001201911280015)




4

npenapara KOHKPETHOIO HAaMMEHOBaHUS WM Hpou3BoAMTENs (C YYETOM JIEKapCTBEHHOU
(OpPMEI U JO3UPOBKH) U MEPUOJUIHOCTH MPOBENECHHUS HCIIBITAHWN HMMYHOOHOIOTHYECKUX
JICKApCTBEHHBIX IIPENapaToB [0 BCeM II0Ka3aTeNIiM YTBEPXKICHHOM HOPMATHBHOM

JIOKyMEHTalUH.

6. Pemenme Komuccuum 1o cokpalleHH0 oOBeMa HCIBITaHUR KayecTBa
HMMYHOOHOJIOTHYECKHX JIEKapCTBEHHBIX IIpernaparoB (3a HCKIIYEHHEM 3HAYHUMBIX
nokasarenei, XapaKTepH3yMOIIUX KauecTBO) MNPUHUMAETCA MpPH OAHOBPEMEHHOM
OTCYTCTBHH:

MHQOpPMAIlMK O BHIABIEHHMH HECOOTBETCTBHS YCTAaHOBJIEHHBIM TPEOOBAaHHUSAM K
Ka4ecTBY;

MHQOPMAIIMH O CEePbe3HBIX HEXeNaTeNbHBIX peakUuaX, MpeACTaBIAIMMX
MOTEHIHAIBHYIO YTPO3Y KU3HH, O Clly4asX HAHECEHHUS Bpe/a )KM3HH U 30POBbIO I'paXkAaH,
0 KJIaCTEpHBIX CIy4asX HeAOCTAaTOUHOM TepaneBTHYecKoii 3¢ GeKTHBHOCTH;

pe3yJIbTaTOB CTAaTUCTHYECKOrO0 aHallu3a 3aKOHOMEPHOCTEH KOJIMYEeCTBEHHBIX
JaHHBIX, TOJy4aeMbIX B  pe3yabTare I[POBEACHHBIX  HCIBITAHWH  KavecTBa
UMMYHOOHMOJIOTHYECKUX JICKAPCTBEHHBIX IpeapaToB, BHIXOMAMIMX 3@ MPEHeNbI
JIOCTOBEPHOCTH;

rpyObIX HAapyIEHUH TULEH3MOHHBIX TPeGOBaHMIA*, BEISBICHHBIX IIPH JTHLIEH3MOHHOM
KOHTpOJIE AEITEILHOCTH IO ITPOU3BOICTBY JIEKAPCTBEHHBIX CPEMICTB, a TAK)KE KPUTHYECKHUX
HECOOTBETCTBH IO pe3ysbTaTaM HHCIEKTHPOBAHHUSA HAa COOTBETCTBHE TPEeOOBaHUAM
IIpaBUJI HAJUIe)KaIEeH MPOU3BOICTBEHHOM IIPAKTUKH.

7. Pemenue Komuccuum 1o ompefeneHH0 o0beMa MCIBITAHUNA KavecTBa
MMMYHOOHOIOTHYECKUX JIEKAPCTBEHHBIX MPEnapaToB 0(OPMIILETCA B OTHOM dK3eMILTApE,
MOJNKCBHIBAETCS BCEMU WieHaMH KoMuccuu, npucyTCTBYIOIMME Ha 3aCeJaHUU.

Konnn pemwenus Komuccum HampaBusorcs B (efepajbHble YUPEKICHHS UL
opraHu3aluy paboT 110 NPOBEJEHUIO UCHBITAHHH UMMYHOOUOJIOIMYECKHX JIEKAPCTBEHHBIX
npenaparos.

8. ®enepanpHas cayx6a o Han30py B chepe 3apaBoOXpaHEeHUS pa3MeNIaeT PelllcHHE
Komuccnn Ha cBoeM o¢uIMAaNbHOM caiite B MHGDOPMAI[MOHHO-TEIEKOMMYHHKAIIMOHHOM
ceth «MHTepHeT» C cobOmomeHneM TpeOoBaHWII 3aKkOHOJaTeNbCcTBA PoccHiickoil
Qenepauuy 0 KOMMEPYECKON U MHOHM OXpaHIEMOH 3aKOHOM TaiiHe B TeueHue 5 paboumx
JHeH ¢ AaTsl IpuHATUs pemeHus Komuccueii.

9. IInanoBsle 3acenanus KoMuccuu poBOATCS HE pexe OXHOro pas B rox. [To Mepe
HE00XO0AMMOCTH (BHECEHHE U3MEHEHUH B HOPMAaTHBHYIO HOKYMEHTALMIO JIEKapCTBEHHBIX
CPEACTB, PErUCTPaLys HOBBIX JIEKAPCTBEHHBIX CPEACTB, yXyILIEHHE KayecTBa, IpoOieMsl
C 3(QQEKTUBHOCTBIO WIX OE30MaCHOCTHI0O HMMMYHOOHOJIOTHUECKOTO JIEKApCTBEHHOTO
npenapara) MOryT ObITh IIPOBEAEHBI BHEIUIAHOBBIE 3aceianus KoMuccuu.

4 Iynxt 6 IlonmoxeHHs O NMLUEH3UPOBAHMHM TIPOM3BOJACTBA JICKAPCTBEHHBIX CPEACTB, YTBEPHKACHHOTO TIOCTAHOBJIECHHUEM
IlpaButensctBa Poccuiickoit ®@enepamuu ot 06.07.2012 Ne 686 «O6 yrBepxknennd I[lonoxeHus O JHUECH3HPOBAHHH
NpOH3BOJCTBA JIEKapCTBEHHBIX cpenctB» (CoOpaHue 3akoHoaaTenbcTBa Poccuiickoit ®enepaunu, 2012, Ne 29, ct. 4116; 2019,
Ne 10, ct. 983).
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10. Pemenne Komuccuu o cokpanieHuu o6bemMa UCTIHITAaHU# B OTHOLIIEHWH BIEPBBIE
MPOU3BOJJUMOTO MM BIEPBBIE BBO3UMOIO HMMYHOOHOJOTHYECKOIO JIEKAPCTBEHHOTO
npenapara IIOCI€ €ro rocyJapcTBeHHOM peructpauuud B Poccuiickoit ®enepanuu
TIpPUHUMAETCS TOCNie MPOBEAEHHUS (elepalbHBIMU YUYPEXIECHHSIMHU (OIXHOBPEMEHHO WM
IIOCeIOBATENbHO) MCIBITAHUNA KadecTBa TATH CEpHi WIM TapTUi  yKa3aHHOTO
HMMYHOOHOJIOTHYECKOI'0 JIEKapCTBEHHOr0 IpenapaTa IO MoKa3aTelsM HOPMAaTHBHOM

JOKYMEHTaLUH.

11. OpraHu3anyy, OCYIIECTBISIONIHE IPOM3BOJACTBO HMMYHOOHMOJIOTHYECKIX
JIEKapCTBEHHBIX npemapatoB B Poccuiickoit ®epepaumu, UM  OpraHU3alMH,
OCYIIECTBIAIONIAE BBO3 HMMMYHOOHMOJIOTHYECKHUX JIeKQpCTBEHHBIX I[IPEIapaToB B
Poccuiickyio ®enepanuio, MOTyT MOJaTh 3asBieHMe B Poc3mpaBHan30p O BHECEHHH
u3MeHeHu# B pemeHne Komuccuu.

IlocTtynusmiue 3agBneHus paccMarpuBaroTes Komuccueil B Cpok, He peBbIIIAIOIIHIA
IBYX KaJleHJapHBIX MecslleB C MOMEHTa perucrpaiMd B aBTOMAaTU3UpPOBaHHOM
uHpopMaLHOHHOM cucteme Poc3npaBHansopa. Pemenns Komuccum pasmemjaroTcss Ha
obuIHaIbHOM caiiTe B MHPOPMAIMOHHO-TENIEKOMMYHUKAIMOHHON ceTH «VIHTepHET» C
cobmoneHieM TpeboBaHUi 3akoHOAaTenbeTBa Poccmiickoit denepaunu 0 KOMMeEpPUECKOM
M WHOM OXpaHsSeMOM 3aKOHOM TaWHE M HaNpaBiAIOTCS 3asIBUTENIO IOCPEACTBOM
3JIEKTPOHHBIX CPEACTB CBS3H.

12. B cnyuae mnocrymieHds HHGopManmuu OT (elepalbHBIX OpraHoB
HCIIOJTHUTEIbHOM BJIACTH, OpraHH3aLuid, OCYIIECTBIIAIOIINX IIPOU3BOICTBO
MMMYHOOHOJIOTMYECKHX JIEKAapCTBEHHBIX IpenapatoB B Poccuiickoit Penepauuy,
OpraHW3alui, OCYIIECTBIAIOIMKX BBO3 HMMYHOOHOJOIMYECKHX  JIeKapCTBEHHBIX
npenapatoB B Poccmiickyto  ®epepaumio, Ipyrux cyOBekToB — oOpamieHHS
AMMYHOOUOJIOTHYECKAX JIEKAPCTBEHHBIX IPEMapaToB O BHIABIEHHH HECOOTBETCTBHS
MMMYHOOHOJIOTHYECKOr0 JIEKapCTBEHHOr0 IIpelapaTa yCTaHOBJIEHHBIM TpeOOBaHHMAM K
Ka4eCTBY, CEpbe3HBIX HEXeNaTeJIbHBIX PEeaKUUsaX, MNPEICTaBISIOMNX MNOTEHLUHANBHYIO
yrpo3y XW3HH, CIydasX HAHECEHHs Bpela XXH3HM U 3JOpPOBBIO Ipak[aH, KJIAaCTEPHBIX
ClyyasX HENOCTaTOYHOW TepaneBTUUeCKOH 3()(eKTHBHOCTH, TIpPyObIX HapyIIeHHH
JIMLIEH3UOHHBIX TPeOOBaHUH, BBIABICHHBIX IPH JIMLIEH3UOHHOM KOHTPOJIE ACSATEIHHOCTH 110
IPOU3BOACTBY JIEKAPCTBEHHBIX CPEJCTB, a TaKXKe KPUTUYECKUX HECOOTBETCTBHU IO
pe3yJbTaTaM HMHCIEKTHPOBAaHHS Ha COOTBETCTBHE TPeOOBAaHUAM MpaBWI HaJyIexallei
MIPOU3BOACTBEHHOM NpakTuku KoMuccueit npuHuMaeTcs peleHrue o6 yBelnnueHnn oobeMa
NPOBOJMMBIX UCHBITaHUI KayecTBa UMMYHOOHMOJIOTHIECKOTO JIEKAPCTBEHHOTO Mpemapara
Npd BBITyCKE HMMYHOOHONOTHYECKOTO JIEKAPCTBEHHOrO IIperapara KOHKPETHOTO
HalMEHOBaHHS W INPOU3BOAMTENS (C YYETOM JieKapCTBEHHON (DOpMBI M JIO3HMPOBKH) B
rpaKAaHCKU# 060poT.




