JEKJIAPAITNSL O COOTBETCTBUM

JEKJIAPAHT, IIPUHUMAIOIIHUH JEKJAPALIAIO O COOTBETCTBHH

OO0 "Hpaiisep Hunosayuu"

Ceedenua 0 pezucmpayuu opeanusayuu: Mexcpationnan uncnexys Pedepanvront riaiozoeou cayacvr Ne 46 no
2. Mocxee 13.03.2015, OI'PH 1157746182956, dama npuceoenus OI'PH 13.03.20135,

Aopec: 123112, 2. Mocxea, Ipecnenckan nab., 0.10, amae 22. Teneqon/ghaxc:8(495)2875000/8(495)2875099.
B nuye: Fenepanvnviii oupexmop Spux Xan Cpancya Hampyiiapd

Hosepennoe nuyo: XXapos A.H., dosepennocns 6/n om 08.12.20172.

3ASIBJISIET, UTO

aAexapemeeHoe cpedcmeo. Ipakcuc, Iuoguanzam s NPUZ0MOGAEHUA KONYEHMPAMA ONf NPUOINOEREHA
pacmeopa o ungysuit 100 Mz, gaaxoner (1), nauxu kapmonnsie, PY Ne JITT-001066 om 27.10.2011 (0ama
samenwt PY 04.07.2018), cepun CLO839, napmus 8642 ynaxosox, 200¢n do 31.03.2022, npoussodcmesa
Dapmajus w Andacon Kavnaun 3n3aCu, CLIA, Pharmacia & Upjohn Company LLC, 7000 Portage Road,
Kalamazoo, M1 49001, USA, o0 OKITA2 21.20.10.192, koo TH B[ 3004900002, konumparxm Ne 05/19PSC om
27.05.2019, uneoiic Ne 9771502213 om 07.11.2019

COOTBETCTBYET TPEEOBAHHSM

JHT 001066-271011 wam. Ne 1-2

JEKJAPAIIHA NPHHATA HA OCHOBAHHH
npomokon ucneimanui Ne 13211 om 25.11.2019 @XTT 000 "T[ "Herema", ammecmam axxpedumanyuu
RA.RU.21HP36, Cepmucpuxam POCC US.@M15.C91790 om 25.11.2019

JATA TIPHHSTHS TEKJTAPALINH 26.11.2019
L{EKJIAI’A] 1 m’i&c TBUTEJbHA 1O 37.03.2022
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CBE}IEHHH O PEFI/ICTPAIII/II/I

OPI'AH 10 CEPTUOHKALIAH, SAPECUCTPUPOBABIIHI JEKJIAPALIUIO

POCC RU.0001.11DMI15 OPTAH IO CEPTHOHKALIHH ITPOOYKIHH OBL[ECTBO C
OFPAHHYEHHOH OTBETCTBEHHOCTAIO "OKPY)XHOH LEHTP KOHTPOJIA KAYECTBA",

adpec opzanuzayuu: 115280, 2. Mocksa, yn. Macmeprosa, 0. 4, am. 3, nom. I, kom. 1., adpec opeana no
cepmudgpuxayuu: 143581, Mockoscxan obracme, Hempuncruii pation, dep. Jlewxoso, 0. 248, emp. 1, mea.:
(495)640-96-69, (495)787-92-78 eed-caiim: oyrr.pe.

AEKJAPALHA O COOTBETCTBHH 3APETHCTPUPOBAHA N2 POCC RU J-US.®M15.4.29259/19
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Hsnenue:
Haumenosanue:

CEPTUDUKAT AHAJIU3A

GAPMALMS U AIIJDKOH KAMIIAHU
(Hovepnss xomnauus kopnopauuu Pfizer Inc)
7000 IMopreiimx Poya
Kanamasy, MU 49001-0199 CLLIA

OdopmneHo:

F482070076
Opakcuc, THoGUIH3AT LIS NPUIOTOBNEHHS KOHLCHTpaTa
Juns pactBopa jis uHdy3uit 100 mr

Cpok rogHocTH: mapt 2022
Hara usroroBnenus:  18.04.2019
Creundmranus: F482070076

Homep napruu: CLO8S9

Caazannas maprus: AY4782-W: AY4782

OxkTa6pp 2019,

HaumenoBanue Hensiranus Crennduxanus Enunnua PesyapTar
H3MepeHns

KonuuecraeHroe onpesenetue 90.0-110.0 % ot 102.3
(BOXX) 3a5BIEHHOrO
PopcTBeRHBIE NpHUMECH;
[Mpumecs B <=].5 % <0.2
Enunnunas He uaentnduuuposannas  <=0.5 Y% <0.2 P
npuMech /
CymMa npumecet <=2.5 % <0.2
CreprnbHOCTD COOTBETCTBVYET Kon! COOTBET TBYET
Baxrepuanbhbie IHAOTOKCHHBI <=2.6 ED/MH &1y, <l 28
IpospauHocTs pacTeopa COOTBETCTBYET  Bryg c:oo*raz:‘r_ TBYET
Moanuuuocts (MK) [MOJIOXKUTEJNILHO 408 5p IIONOMUTENBHO
MoanuunocTs (BIWX) MOJIOXUTEJILHO [TONORMTELHO
Hesuaumble wacTuiibl COOTBETCTBVYET COOTBETCTBYET
OnnopoanocTs ro3upoeanus (B2XKX) COOTBETCTBYET COOTBETCTBYET
Onwucanue COOTBETCTBYET
pH pactBopa 3.5-55

Bpewms pacteopenus <=499 c
Boaa <=3.0 %

Best JoKyMEHTALMA IPOLLIA HAATEKAIIYIO NPOBEPKY H cooTsercTayet [anHomy Peectpy [pomsojiersentoii Joxymenrauun u

HAILTEKALHM COMNALIEHHAM (10 KOHTPONIO KauceTsa. Jannbli MPOLYKT COOTBCTCTRYET CTICLM(HKALIAM, Y NPOBEPKA NPOHIBEICHA B
COOTBETCTRHE C ACHCTRYIOLUMMH ONOGPCHHBIMH NPOLIEAYPAMH KOHTPOZIS.

Aaexrpownas noanucy: Denise Tucker Brinyck naprui, Meertoe speMs 18 oxtaGpa 2019 00:13:26. _
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