: JTEKJAPAIINSI O COOTBETCTBHUHA H
| TEKJIAPAHT, IPHHUMAIOLWHA JEKJAPALIHIO O COOTBETCTBHH '

« QOO "Mlpaiizep Hinosayui" |
~ Coedein o pezucmpaipni op2anuziyun; Mesepaiinan uuenexips Gedepansnoi na1w2o80i c1yxcbu N 46 no | |
2 Mocwae 13.03.2013, OTPH 1157746182936, ouma npucsoenus OFPH 13.03.2015. "

~ Adpec: 123112, 2. Mocksa, Tipecuenckas nap., 0.10, mase 22. Texeon/thaxe:8(495)2875000/8(4952875099.
. B ateye: Tenepansnoiit dupesmop Ipux Kaw Bpancya lHampyinpd i
Tosepenoe quio: HKapos A.H., dvgepeniocmy 6n onr 08.12.20172 1
ZASIBISIET, UTO H
_aekapemeenioe cpeacniso. Ppazatn, pacimsop 018 SHYMPUGLNI0Z0 nuowoxcHozo agedenus 5000 ME fammu- |
Xa /0.2 2, wnpiajel ¢ 12101 4 KOHIRU (31, YITUKOGKY RYEHROEHIE KOIMYPHBLE (2). NANKI KUPIIOHIIIE, PYAr |,
11 NQI4647/01 om 14.01.2008 (dama sayenn PY 22.07.2019) ewiouno Hpaiizep Hnk, CLUA, cepus CM1189, :
napmua 19960 ynaxosox. coden 0o 31.12.2021, npowssoacmea llhaiaep M®I” Bexvan H.B., Betvaus, b
Rijksweg 12, 2870 Purs, Belgium, voo OKIA2 21.20.10.131, oo TH B30 3004900002, konmparm Az
03719PSC om 27.05.2019, uneoiic N> 9771499492 0m 03.10.2019

COOTBETCTBYET TPEEOBAHHAM ‘
TTNOI4647/01-140109 (HT 42-7555-08 wau Ao 1-74 !
JEKJAPALIHA TPHHATA HA OCHOBAHHH &
npamokol uchmairii Ny 43525 om 13, 100,201 9 Aadopamapro yenmp QOO "UKK OHU", cimmecmam iy
axxpedumenun POCC RU.0001.21 PK?5. Cepmuspusam POCC BE.OM]5.C87782 om | 6.10.2019

JATA NPHHSTRSA JEKJAPALMH 16.10.2019 |
AEKAAPALIH S AEARCTBUTEABHA O 3/ /22021 L
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' CBEJEHHS O PETUCTPALIUM

* OPFAH NO CEPTHR HKALIHH, JAPETHCTPUPOBABIUMHA AEKJTAPALIMIO
POCC RU.0001.41@MI15 OPTAH 110 CEPTH®HKALUMH TPOGYKUHH OBLIECTBO C ‘
OrPAHHYEHHOH OTBETCTBEHIOCTHIO “OKPYIKHOH LEHTP KOHTPOJIA KAYECTBA", I
aopec upeanuzayuu: 113280, 2. Mockud, ya. Macmeprosa, 0. 4, sm. 3, nas. 1, kow. 1., aopec opaina 1o
cepmpurari: 143581, Mockoackas olracity, Hempunekuii paiai, oep. Jlewraso. 0. 248, cmp. 1. wer:
| (4935)640-96-69, (495)787-92-78 weB-cainn. pisK.peh. l
REKJAPAUNA QO COQTBEYCTBUMH 3A PETUCTPHPOBAHA A POCC RU A-BE.@M135.A.25187/19 ;
| NATA PECUCTPALIH U i4.(1 2019
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I R PFIZER MANUFACTURING BELGIUM NV
RUKSWEG 12 CTpanuua L u32

B-2870 PUURS (BELGIUM)

| TENEDOH: +32 (0)3 890,92.11
DAKC: +32 (0)3 §89.65.32

Mapvun Ne: CM1189 Jata cospaHua: ceHTROps 2019 rona

®OPAIMWUH, pacTeop ans uHbekuwi 5000 ME (antu-©akrTop Xa) 10x0,2 mn,
OAHOpAa30BkLIe WRPHULI

Homep npoaykuuu: FODDD36860

[ata swinycka; AvBapk 2019

Fonex ao: Aekabpb 2021 Hasganue cneyudukauuu: P5948001002EU
MOKA3ATEJH PE3YJILbTATH! EJWUHMLILI HOPMbI
M3MEPEHUA 3
ONTHYECKASA ILIOTHOCTH 0,05 AU HE BOJIEE 0.40
TIPH 405 HM
AKTHBIIOCTEH AHTUH-PAKTOPA 10450 ME/sn 7700 — 11800 ME/Mn
Ha
AKTUBHOCTh AHTU-®PAKTOPA 24600 ME/wn 22500 — 27500 ME/Mn
Xa
APO3PAYHOCTS COOTB. HE MEHEE PACTBOPA CPABHEHHA |
OINHCAHME COQTB, [IPO3PAYHBIHA, BECL{BETHBIM MJIK C
KENTOBATHIM OTTEHKOM PACTBOP
BBLAEJIGEMOE KOJHECTBO, 5412 ME/KGHT. 4000 - 6000 ME (AHTH-OGAKTOP XA)
ME (AHTH-PAKTOP XA)/ HA EJHHWUYHO JIO3UPOBAHHbBIA
EAWHHUYHO J03APOBAHHBLINA LINPULL
HIMTPHLL
SHIOTOKCHHBL COOTB. HE BOJIEE 2,5 ED/1000ME
'U3BJIEKAEMBIH OFBEM 0,22 MIl/konuT. 0.20-0.23 ma/minpau
Jloas GparvenTos renapuna ¢ 9,5 % 5,0-13,0%
-MOJCRYARPHOI Maccoii vedee 3 000
(% <3 600)
Jdoas GpparmenTon renapuia ¢ 20,7 % 15,0-25.0%
MojeryaapHoil Maccoii Gosee § 000
(% > 8 000)
MOJIEKYJIHPHASL MACCA: 4935 4500 - 5300
CPEAHEE YHCIO
MOJIEKYJISAPHASI MACCA: 6164 5600 - 6400
CPEJ{HSISI MACCA
MEXAHHUYECKWVE BKJIIOMEHWA 13 YHacT./KOHT. He 6onee 6000 YACT/KOHT
HE MFHEE 10 MKP
MEXAHWYECKHE BKJIIQOYEHNASA 0 Uact./konT.  He 6onee 600 HACT/KOHT
HE MEHEE 25 MKP
PH 6,4 50-75
OTHOMEHWUE AHTH-®AKTOP 2.4 1,9-3.2
Xa/ AHTH-PAKTOP Iia
CTEPHJIALHOCTB COOTB. CEPHJIBHO: COOTBETCTBYET

BH3YAJRHBIA OCMOTP COOTB. MPO3PAYHBIH PACTROP,
it NMPAKTHUYECTKH BE3 BUIIUMEIX

MEXAHWYECKHX BKJIIOYEHHA
. sl

CEPHA BLTTEP: AM2295 . "7y -

@

Jloxgsierranis cuptacren COBCTREHTIO T bIO M- APCIOCTARNACTER T4 JGI0BHX NEPALKN H PACCMOTRE K SO IR A eGP
Opranavy. Janpenieno PACHPOCTPANCHRE 'if)‘:ﬂ-li\t croponas 0¢3 npearapITIsHORO PAIPSINCHHA. ;1%3\ i ' Lyt
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(x] PFIZER MANUFACTURING BELGIUM NV
RIJKSWEG 12 CTpaHuLa 2 u3 2
B-2870 PUURS (BELGIUM)
TEJE®OH: +32 (0)3 890.92.11
DAKC: +32 (0)3 889.65.32

MNaprua Ne. CM1189 [Oara cospanva: centabpe 2019 roga
®PAMMUH, pacTeop AnA uHBbekuuit 5000 ME (anTu-dakrop Xa) 10x0,2 mn,
OAHCpa3oBbie WNPpUUbI

Howmep npoayxuuu: FO00036860

[aTta sbinycka: ANBapb 2019
FopeH po: pekabpb 2021 Hassawne cneundukauvn: P5948001002EU

HACTOSHM NOJATBEPKAAIO. YTO NMPEACTAB/IEHHASA BhILIE HHOOPMALUA ABJIAETCH NOMIMHHON U TOYHOH.
NPOMIBOACTRO. B TOM YHCHE YITAKOBKA/MAPKHPOBKA U KOHTPOJIb KAHECTBA, JIAHHOW CEPHH BBITOJHANOCH
B HOJHOM COOTBETCTBHH C TPELOBAHHAMHA HAJUIEKALLER [TPOU3IBOACTBE} QA [PAKTUKH (GMP) MECTHOL'O

PEIYJISTOPHOIO OPIAHA M CHELIMOUKATIMAMM, HPEACTABIEHHBIMA B PEIUC IPAIIMOHHOM Y IOCTOBEPEHHH

CTPAHBI-UMITOPTEPA.

POCCURCKAR ORAEPALIMA - RU
OBPABOTKAYHAKOBKA H AHAJIM3BL J'U\I-!E-{()ﬁ CEPHH BLUIM HPOBEPEHLI H COOTBETCTRYIOT GMP.

CEPHA APL: X94714/X94713

BCE AERCTBUA MPOM3BEJIEH Bl YITOAHOMOYEHHBIMH JTHLIAMH NOJ1 PYKOBO/CTBOM YITOJTHOMOYEHHOTO JIHLIA.

InekTpoHHad noanMes: Siemon Gabriels, BulnyCk napTii Mecrhoe Bpemsi: 27 centadps 2019 roaa, 11:52:01
Bpema cepsepa 27 centabps 2019 roza, 11:51:58.
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Tlowy wexi tatms camnaeics COBCTBEINIOCTLIO 1 APeANSTABASSTER 1% AEA0RRX ORCHAIUI U PACCMATDENIL COTHYAN KN igpfp;nnoﬁﬁdm - ,“
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