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MmuHHCTEPCTBO 31paBoOOXpaHEHAA
Poccniickoii ®enepanuu

®EJEPAJIBHAS CJIY)KEA IO HAI3OPY
B COEPE 3JIPABOOXPAHEHUS
(POC3IPABHA/I30P)

N

Ab cenmsdpi ACLS SALA

| MHHHCTEPCTBO IOCTHIMA POCCHACKOR @E}IEPAJI;%)H
SAPEFACTPHPOBAHO

Perucrpaunonnnii i D746
o1 2 Ocedee J IST.

O6 yTBep:kaeHHH (POPMBI 3aKJIIOYEHHS 0 COOTBETCTBHH CEPHH HJIH
NapTHH HMMYHOOHOJIOrHY€CKOro JIeKapCTBEHHOr0 NMpenapara TpeGoBaHusAM,
YCTaHOBJIEHHBIM NPH €ro rOCYAapCcTBEHHOH PperHcTpalHyu WIH PerucTpanum,
(¢opMbI BLINMCKH H3 peecTpa pa3pelleHHi Ha BBOJ B rpaskAaHCKHii oGopoT
Ka’KIA0H CepHH HJIM KaXKI0H NapTHH Npou3BeJeHHOro B Poccuiickoii
Penepanuu Hau BBo3uMoro B Poccuiickyio @exepanuio

HMMYHOOHOJ/IOTHY€CKOro JIEKapCTBEHHOT0 npenapaTta u GopMbl yBe1OMJIECHHS
3asiIBHTEJISA O IPHHSATOM pellleHHH 00 0TKa3e B BblAaye pa3pelleHHsl Ha BBO/ B
rpaxIaHCKHil 000poT KakI0# cepuH HJIH KaXKI0i NapTHH NPOU3BEIEHHOIO B

Poccuiickoi ®eaepannu uin BBo3umoro B Poccuiickyio @eaepauuio

HMMYHOOHO0JIOTHYECKOr0o J1eKapCTBEHHOr0 Npenapara

B cooTrseTcTBHHM ¢ ab3aueM nepBbIM ITyHKTa 12 1 ab3aleM YeTBEPTHIM IIYHKTA
19 TlpaBun BBIDA4YM pa3pelIeHHds Ha BBOA B TPaXIAHCKHl 000pOT CepuH WM
INapTd HMMMYHOOHOJIOTHYECKOro JIEKapCTBEHHOrO Ipernapara, a TakXe BBIIayuH
dbenepaabHBIMU FOCYAapCTBEHHBIMU GIOMKETHBIMH YUPEXKICHUAMM, YKA3aHHEIMH B
yacth 4 crateu 52! DepmepanbHoro 3akoHa «O6 06GpalieHMH JE€KapCTBEHHBIX
CpelCTBY, 3aKITIOYEHUS 0 COOTBETCTBHUU cepuu WU HapTUU
UMMYHOOHOJIOTHYECKOT0 JIEKapCTBEHHOTO penapara TpeGOBaHUSM,
YCTQHOBIIEHHBIM IIPH €r0 TOCYJapCTBEHHOH pEerucTpalMyl WM pPEerucTpalud,
YTBEpXIEHHBIX IocTaHoBieHHueM IlIpaButensctBa Poccuiickoit  ®Denepanuu
o731 Masg 2025 r. Ne 815, npu ka3 bI B a I0:

1. Y1Bepauts:

1.1. ®opMmy 3aKkiIOYE€HHUS O COOTBETCTBUM CEpUH HJIH TAPTUH
UMMYHOOHO0JIOTHYECKOT0 JIEKapCTBEHHOTO npenapara TpeGoBaHUsIM,
YCTAaHOBJIEHHBIM IIPH €T0 TOCYJapCTBEHHOH pEerucTpauvyi WIH PerucTpaiuH,
COTJIaCHO IpUNOoXeHUIo Ne 1 Kk HacTosLeMy IpUKa3y;




1.2, ®opMy BBIIHUCKM H3 peecTpa paspelieHMH Ha BBOJA B IpaXKJaHCKHUH
000pOT KaXIOH CepUHM WM KaxJOW MapTUX Mpou3BedeHHOoro B Poccuiickoit
®epepaunu WK BBO3UMOro B Poccuiickyro ®efiepalliio HMMYHOGHONOTHIECKOTO
JIEKapCTBEHHOTO IIpenapaTa COrNIaCHO MPUI0KeHHI0 Ne 2 K HacTosIIeMy IpHKa3y;

1.3. ®opMy yBemOMIEHHS 3aiBUTENs O INPHUHATOM pelleHHH o6 oTKa3e B
BbIla4ye pa3pelieHUs Ha BBOJ B MpaXXIAaHCKHUA 000POT KaXXIOMW CEpHH WIIH KaXIOH
napTuy npousseneHHoro B Poccuiickoit ®enepauuu uinm BBO3UMOro B Poccuiickyro
Qenepanio MMMyHOOHMOJNIOTHYECKOTO JIEKAPCTBEHHOTO IIpernapara COTJIACHO
puiIoxkeHuro Ne 3 k HacTosLIeMY IIpUKa3y.

2. IlpusHate yTpaTuBIIUM cuity npukas OenepanbHO# CiyXObBI 10 HaA30PY B
chepe 3npaBooxpaHeHus oT 29 Hosu6ps 2019 r. Ne 8966 «O6 yTBepKaAeHHH (OPMBI
paspellleHUs Ha BBOJ B rpaxxaaHcKuit o6opot B Poccuiickoit @enepanyu cepun WIx
napTu¥ npoussBeicHHoro B Poccuiickoit ®enepanun uim BBo3uMoro B Poccuiickyto
Denepauyio MMMYHOOHOJIOIMYECKOTO JIEKapCTBEHHOrO TIperiapata W (OpMBI
3aK/IIOYEHUS O COOTBETCTBUH CEpPUM WIM MAapTHH HMMYHOOHMOJIOTHYECKOro
JeKapCTBEHHOTO  IpemapaTa  TpeOOBaHUAM,  YCTaHOBJIIEHHBIM IIPH  €r0
rOCyZapCTBEHHOH peructpanun» (3aperucTpupoBaH MHMHHCTEPCTBOM IOCTHIIMH
Poccuiickoit @eneparuu 5 nexadbps 2019 r., peructpaunoHHsIH Ne 56699).

3. Hactosmuit npukas gericteyer o 10 urons 2031 r.

PyxoBonutens A.B. CamoiinoBa



ITpunoxenue Ne 1
K npukasy ®enepanbHoi Ciryx OBl

10 HaJ30py B cepe 3APaBOOXPaHEHHUs
ot X5 08425 Ne pCZp 0

®opma

3aK/IrOYeHHE O COOTBETCTBHM CEPUH MITH NMAPTHA HMMYHOGHOJIOMMYECKOTO
JIEKapCTBEHHOTO Npenapara Tpe6OBaHUIM, YCTaHOBIEHHBIM IIPH €ro
rOCYJJapCTBEHHOM PETUCTpALK WU PeruCTpaliu
OT Ne

Brigano

(monHOE ¥ COKpaleHHoe (IIPH HAJIMYHH) HAHMEHOBaHHE 3asABUTEJISL, a[peC B IIpeaenax
MecTa HaX0XICHHUS 3aBHTENS, OCHOBHOM rOCYJapCTBEHHBIH PErHCTPaLMOHHEIH
HOMED, HACHTU(HUKAIMOHHEIH HOMEp HAJIOTOILIATEBIUKA)

(HanMeHOBaHHUE (heaepaTbHOro roCy JapCTBEHHOTO GIOKETHOTO YUPEXK ICHHS)

aTTecTaT akKpeJWTallkH OT « » r. Ne ,
BBIJAH

b
Ha IepUON C «___ » L.LII0OK » T.,

PacCMOTPEHBI 3asiBJIEHHE O BblJaye 3aKII0UEHUS O COOTBETCTBHU CEPUH MM MapTHU
HUMMYHOOGHOJIOrHYECKOTO JIeKapCTBEHHOTO npernapara TpeGoBaHUAM,
YCTaHOBJICHHBEIM IIPDH €0 TOCYAapCTBEHHOM PpETHCTpaldy WIA PErUCTpalidH, U
IpUIaraeMele K HeMy JOKYMEHTEHI:

a)  Komus  JOKyMEHTa  INpPOW3BOAMTENS  HMMMYHOGHOIIOIHYECKOTO
JIEKapCTBEHHOT0 MpemnapaTa, COAEpKalero MHPOpMaLuio 0 CTaAusiX IPOH3BOACTBA
M KOHTpOJIE Ka4eCTBa CEPUM MM NapTUH UMMYHOOHOJIOTUYECKOTO JIEKAPCTBEHHOTO
npernapata B COOTBETCTBUM C JOKYMEHTAaMH pEruCTPAlHOHHOIO I0Che Ha
MMMYHOGHOIOTHYECKHUH IeKapCTBEHHEII Mpenapar;

6) KomMis  OOKyMEeHTa  IIPOU3BOAMTENS  HMMMYHOGHOJIOTHYECKOTO
JIEKapCTBEHHOT'O Npenapara, MOATBEPKAAIOIIEro COOTBETCTBIE KaUueCTBa CEPUM I
[apTHH HMMYHOOHOJIOTMYECKOro JIEKapCTBEHHOTO Ipemapara TpeGoBaHUAM,
YCTaHOBIICHHBIM IIPH €T0 I'OCYapCTBEHHON PETHCTPALH WM PETUCTPALIUH;

B) IIOATBEPXKAEHHE yNOJIHOMOYEHHOTO JHLA 3asABUTEINSI COOTBETCTBUS CEPHH
WIM TapTHH UMMYHOOMOJIOTHYECKOrO JIEKapCTBEHHOTO MpernapaTa TpeGOBaHHUAM,
YCTaHOBJIEHHBIM IIPH FOCYAapCTBEHHOH PErMCTpallii WU PETUCTPALIWH;

) KONHUS HOPMAaTHBHOM NOKyMEHTALMH HIIH HOPMATHBHOIO JOKYMEHTa IIO
Ka4yeCTBY Ha HMMYHOOHOJIOrHYECKUH JIEKapCTBEHHBIN TIpENapar;

A) Uil JIEKapCTBEHHBIX IIPENapaToB, 3apEruCTPUPOBAHHEIX B COOTBETCTBHH C
aKTaMH, COCTaBJIIOMMMHU IpaBo EBpasuiickoro S5KOHOMHYECKOTO COH03a, MAKEThI
IEePBUYHOM YMAKOBKH, IPOMEXYTOYHON YMaKoBKH (IIpU HAIWYHH), BTOPUYHOM
(moTpeGuTeNbCKOR) YIIAKOBKH, IPYIIIOBOM YIIAKOBKH (TP HATMYMK);
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e) corjacue nepxarens (BIajeNblila) PETUCTPALMOHHOIO YyAOCTOBEPEHHMS
UMMYHOOHOJIOrHYECKOTO JIEKApCTBEHHOTO IIpernapara Ha MPOBEPKY JOCTOBEPHOCTH
U COOTBETCTBHS IPEICTaBICHHBIX JaHHBIX CBEICHHUAM, COJEpXAIMMCH B
NOKyMEHTaX, cofiep KaIuxcs B PETUCTPALITIOHHOM I0Che Ha
UMMYyHOOHOIOTMYECKUI JIeKapCTBEHHBIN IIpernapaTr, B TOM YHCJE IOCPEICTBOM
HampaBlieHUus  (QenepanbHBIMH  YUpeXXICHHMSMH 3ampoca B (eaepaibHOe
rocyapcTBeHHoe OI0keTHOe yupeXIeHHe, yKa3aHHoe B cTaThe 15 DenepaibHOro
3akoHa oT 12 ampenst 2010 r. Ne 61-®3 «O6 obpamieHnn IeKapCTBEHHBIX CPECTBY,
U TpOBEICHB WCHBITaHUS COOTBETCTBUS KadecTBa HMMYyHOOHOJIOTHYECKOTO
JIKapCTBEHHOTO  IpemapaTa  TpeOOBaHUAM, YCTaHOBJIEHHBIM IIpU €0
rOCYHapCTBEHHON perucTpaluyl WM perucrpauuu (IpoToKoN (IIPOTOKOJIBI)
HCIBITAHHUH OT Ne ):

ToproBoe HaMMEHOBaHHE UMMYHOOHOJIOTHIECKOTO
JIEKapCTBEHHOrO Ipenapara

MC)KI[yHaPOIIHOC HECNAaTCHTOBAHHOC, HJIM I'PYIITHPOBOYHOC,
KA XUMHAYCCKOC HAHMCHOBAHHUC I/IMM}’HO6I/IOJIOI‘I/I‘ICCKOI‘O
JICKapCTBCHHOT'O IpefIiapaTta

JlexapcTBeHHas popMa HMMYHOOHOJIOTHYECKOTO
NEKapCTBEHHOTO TIIpenapara

Jlo3upoBka NMMYHOGHOJIOTHYIECKOTO JIEKAPCTBEHHOTO
npemnapara

Buj ynakoBKH M KOJIHYECTBO B YIAaKOBKE
UMMYHOOHOJIOTHYECKOr0 JIEKapCTBEHHOrO IIperapara

Homep cepun iy napTiu UIMMYHOOHOIOTHYECKOTO
JIEKapCTBEHHOTO IIpenapara

Ob6reM cepuH WIM [apTUH  HUMMYHOOHOJOIHYECKOTO
JIEKapCTBEHHOr'0 IIpenapara

JlaTa Ipou3BOACTBa IMMYHOOHOJIOTHYECKOTO
JEKapCTBEHHOI'0 IIperapara

JlaTa BBIIyCKa HMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO
npemnapara

Cpox rogHoCTH (ToJieH 10) UMMYHOOHOJIOTHYECKOrO
JIEKapCTBEHHOr0 Iperapara

HaumeHOBaHHE U CTpaHa IPOU3BOAUTENS
UMMYHOOHOJIOTHYECKOTO JIEKapCTBEHHOTO IIperapara,
OCYILIECTBIISIOIIETO BBITYCKAIOMIM KOHTPOJIb Ka4eCTBa

HanMmeHoBaHuA 1 CTpPaHBbI HpOI/ISBOJIHTCJIeﬁ
I/IMMYH06I/IOJ'IOI‘I/I‘IGCKOI‘O JICKApCTBCHHOTO ITpeIiapara,
OCYIICCTBIIAOIUX CTAAUH IIPOU3BOACTBA




JlaTa rocy1apCcTBEHHOM PErHCTpallK WM PErHCTPAHK
HMMYHOOHOIOTHYECKOTO JIEKApCTBEHHOTO IIpernapara

Peructpanyonsslit HoMep HMMYHOGHOIOTHYECKOTO
JIEKapCTBEHHOIO Ipenapara

Homep HOpMaTHBHO# JOKyMEHTALUH WA HOPMAaTHBHOTO
JOKYMEHTA II0 KaueCTBY

HaumeHoBaHuE 1 CTpaHa ACpXaTe/Id perucTpaluOHHOI O
YAOCTOBCPCHHUS

HMMMmyHOOHOIOTHYeCKHi IeKapCTBEHHBIH NpernapaT

(ToproBoe HaUMEHOBAHHE)

CEepHH UJIH NTapTHHU
(HOMeEp CepHH MITM TAPTHH)

IIPOU3BOACTBA

(HaMEHOBaHKE M CTPaHa IPOU3BOAUTENS IMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO Iperapara,
OCYIIECTBJISIOLIETO BBITYCKAFOIIMIA KOHTPOJb Ka4eCTBa, HANMEHOBAHHUS U CTPaHbI
IIPOM3BOJUTENEH HIMMYHOOHOIOTHYECKOT0 JIEKAPCTBEHHOTO Mpenapara, OCyIIEeCTBISIOIKX
CTaJMH NIPON3BOJICTBA

COOTBETCTBYET (HE COOTBETCTBYeT) TpeOOBaHMSIM, YCTAaHOBJIEHHBIM IIPH €r0
rOCYAapCTBEHHOH PETUCTpaIH WIH PErHCTPALIUH.

IIpunosxxenue: mpoTOKOJI (ITPOTOKOJIBI) HCIIBITAHHI OT No
(TOMKHOCTP YIOTHOMOYEHHOTO JIMIA (moanuce) (bamumus, ums, oTIECTBO
(enepaysHOrO roCy 1apCTBEHHOIO (npu HaNTHYMK)

OIOKETHOTO YUPEXKICHHUS)




ITpunoxenue Ne 2 |
K npukazy DenepansHoi ciryxObl

0 Haa30py B cepe 3,upaBooxpaHeHHﬂ
or 25,05 L5 o S50

®dopma

Mecto HaHeceHHus
JIBYXMEPHOTO
IITPHXOBOrO KOAa

Brinmcka U3 peecTpa paspelieHHii Ha BBOJ, B IpaxIaHCKHi1 060poT
Ka)KJIOU Cepyr WU K0! NapTUU IPOU3BEICHHOIO
B Poccutickoit @enepaiu umu BBo3uMoro B Pocculickyro ®enepauuro
MMMYHOOHOJIOTHYeCKOro JIEKapCTBEHHOTO Ipenapara

MO COCTOAHHIO HAa

(mata, Bpems)

PeructpaliioHHBIM HOMEP pa3peLIeHHs
Hata BeI1auM pa3pereHus
TonHoe u cokpareHHoe (TpY HAJTMYNKY) HAUMEHOBAHUE 3asiBUTENS

AJlpec B npefieniax MecTa HaXOXACHHUs 3asBUTENA
WnenTnduKaliMOHHBIA HOMEp HAJIOTOILIATENbLINKA 3asBUTES
Jlata rocynapCTBEHHONW pPETMCTpPallMM HJIM PETHUCTpaldH nmmyno6nonomqecxoro

JIEKapCTBEHHOTO IIpernapara "
PerucrpalldOHHBIH HOMEP HMMYHOOHOJIOTHYECKOTO JIEKApCTBEHHOT O TIpernapara

TOpFOBOG HauyMCHOBaHHUC HMMYHO6I/IOJ'IOI‘I/I‘ICCKOFO JICKapCTBCHHOT'O IIpcrapara

Mem;[yﬂaponnoe HENMaTEeHTOBAaHHOC, HIH TIpPYNMHUPOBOYHOE, HIH XHMHUYECCKOC
HanWMCHOBAaHHC I/IMM}’HO6I/IOJIOI‘H‘-ICCKOI‘O JICKapCTBCHHOI'O IIp€Iiapara

dopma BBIIyCKA WUMMYHOOHOJIOTHMYECKOTIO JIEKapCTBEHHOT'O npernapara
(c yka3aHHEM JIeKapCTBEeHHOU (hOpMBI, TO3UPOBKH, BH/@ YIIaKOBKHM U KOJHMYECTBA B
yIIaKOBKE) ‘
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Homep cepur wiv mapTMd WMMYHOOHOJIOTHYECKOTO JIEKaPCTBEHHOTrO IIpenapara

HanmeHnoBanmne u CTpaHa IIPpONU3BOAUTECIIA I/IMMYHOGI/IOJIO,FI/I"ICCKOI"O JICKApPCTBCHHOTO
Inperapara, OCyIeCTBIIAIOLICTO BBIl'lyCKaIOH.II/Iﬁ KOHTPOJIb Ka4CCTBa

HaumenoBaHnus Hu CTpPaHbI HpOPIBBO,Z[PITGJ'ICfI I/IMMYH06I/IOJIOFI/I‘ICCKOFO
JICKAaPCTBCHHOTI'O ITPCIIapaTa, OCYIICCTBIIAIOLINX CTaJIUH ITPOU3BOACTBA

O6beM cepuu WM IApTUH UMMYHOOHOJIOTHYECKOTrO JIEKapCTBEHHOTO IIpenapara

(KOMM4ECTBO YIIaKOBOK)
Cpok rogHoctd (roieH 10) HIMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO IIpemnapara

Pa3pemeHHe BbIJaHO Ha OCHOBAHHH 3aKJIFOUYCHUA

(nauMeHOBaHHE (eepaibHOTO rOCYAaPCTBEHHOTO GI0KETHOTO YUPEIKACHHU)
oT Ne
' (nara) (Homep)

(ycunenHas KBalu¢$ULIHPOBaHHAs NEKTPOHHAS MOAINCH
ymonHoMo4eHHoro juna ®enepanbHoit ciryx05I 10 Ha30py B cepe 37paBoOXpaHEHHS)




IIpunoxxenue Ne 3
K npukasy QenepanbHoii ciryx06sl

TI0 Ha30py B cdepe 34paBOOXpaHEH s
Z2C7

OT 0/5 2 025— No

®opma

YBeOMIIEHHUE 3asBUTENS O IPUHATOM pellieHHH 00 0TKase
B BbIIa4€ pas3pelleHrs Ha BBOJ B IpaxIaHCKUI 000poT
KaXKJ[0¥ CepUH HIIM KaXKI0¥ IapTuu mpoussefieHHoro B Poccuiickoit ®enepanuu
uiy BBo3uMoro B Poccuiickyro @enepanuto
UMMYHOOHOJIOTHHECKOT0 JIEKApCTBEHHOTO IperapaTa

oT No

DenepanpHas ciIyk0a 1Mo Haa30py B cdepe 3ApaBOOXPaHEHHS B COOTBETCTBHI
¢ myHKTOM 16 IlpaBun BeIgauM pa3peleHust Ha BBOJ B TPAXKAAHCKHUM 060pOT cepuu
WK TIapTUY UMMYHOOHOJIOTHYECKOT'0 JIEKAPCTBEHHOTO IpenapaTa, a TakKe BhIAAYH
¢enepanbHEIMU rOCYIApCTBEHHBIMHU OIOKETHBIMH YUPEXKICHUAMH, YKa3aHHBIMU B
yactd 4 crateu 52! @epmepansHoro 3akoHa «O6 O6paleHMH JEKAPCTBEHHBIX
CpeacTB», 3aKIIOYEHUS 0 COOTBETCTBHH cepuu 50078 HapTHU
HAMMYHOOHOIOTHYECKOT0 JIEKapCTBEHHOT'O Ipenapara TpeOOBaHUIM,
YCTaHOBJICHHBIM IIpH €ro TrOCYAapCTBEHHOM pErMCTpalldd WIH pPerrucTpalvH,
YTBEpXIEHHBIX mocTaHoBieHHeM IlpaBurensctBa Poccuiickoit  ®Denepauun
or 31 mas 2025 r. Ne 815 «O mopsgke BBoja B TIpaXAaHCKHH 000pOT
JICKapCTBEHHBIX CPEACTB Ui MEIMIUHCKOTO IIPUMEHEHHS», 10 pe3yJbTaTam
PacCMOTPEHHs 3asBJICHUS O BBIJa4e paspelleHHs Ha BBOA B I'PaXTaHCKHH 060poT
KKIA0W CepvH WM KaX[Ooi MapTHH NpousBeleHHoro B Poccmiickoii ®enepanun
WIH  BBOo3UMOro B Poccuiickyro  ®enmepanuio  UMMYHOGHOJOTMYECKOIO

JIEKapCTBEHHOI'O Mpernapara oT Ne
(nara) (HoMep)

(mosHOE ¥ COKpaIeHHoe (P HATMYUH) HaMMEHOBAHUE 3aBUTENS, aipec B IpeaeaaX MecTa
HaxO0XX/ICHHA 3asBUTENIs, OCHOBHOM roCyIapCTBEHHBIH PErHCTPAallHOHHBIM HOMED,
UIEeHTH(HUKAIIMOHHBIH HOMEp HAJIOTOILIATE BIUKA)

H 3aKJIIFOYCHU S
(HauMeHOBaHKE QeepaTbHOTO rOCY JapCTBEHHOTO GIOXKETHOTO YUPEXACHH)

OT Ne
(nara) (HOMep)
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yBEIOMIISIET O MPUHATOM pelleHHH 00 OTKa3ze B BblAade pa3pelleHHs Ha BBOJ B
rpaxaaHckuii  obopor B Poccuiickoii ®Depepanuu CepuM HWIM  IapTHH
npousBefieHHOro B Poccuiickoit ®enepaiuy wid BBO3UMOro B Poccuiickyro
Denepanyio IMMYHOOHOJIOTHYECKOTO JIEKApCTBEHHOTO TIpemnapara

(TOpProBoe HAaMMEHOBAHUE)

(HOMep cepHH WK TTapTHH)

2
(HaMeHOBaHKE U CTpaHa IIPOM3BOAUTENT HMMYHOOHOIOTHYECKOTO JIEKApCTBEHHOTO IIpenapara,

OCYLIECTBJISIONIEr0 BEIMYCKAIOIIHIi KOHTPOJIb KA4eCTBA)

Hata rocygapcTBEHHOM perucTpaldyd WM PETHCTpalid WMMYHOOHOIOTHYECKOro
JIeKapCTBEHHOTO TIpernapara
PerucrpaliioHHBIA HOMEp HMMYHOOHOJIOTHYECKOTO JIEKapCTBEHHOTO IIperapara

OcHoBaHHA 1 OTKa3a

(MoTHBUpOBaHHOE OOOCHOBAHUE IPHYHH OTKA3a CO CCHUIKOM Ha KOHKPETHBIE HOJIOKEHUS
HOPMAaTHBHBIX [IPABOBBIX aKTOB, SIBJIAIONIMXCS OCHOBAHMEM OTKa3a)

(ycuneHHast KBIH(HUIMPOBAHHAS 3IEKTPOHHAS MOAUCH
YIIOTHOMOYEHHOTO Juia @enepanbHoii ciyKObI 10 Haa30py B cepe 3apaBoOXpaHEHHS)




