JEKJIAPAITUA O COOTBETCTBHUH

JIEKJTAPAHT, MPHHHMAIO LM JEKJIAPALMIO O COOTBETCTBHH:

Q00 "HosaMeouxa"

C'gedenun o pezucmpayuu opzarusayuu: Mexcpaiionnas unenexyus Dedepansroil Ha1020801 cayicbor Ne
46 no 2. Mockee 10.05.2012, OI'PH 1127746365119, oama npucsoenwn OF'PH: 10.05.2012

Adpec: 125196, 2. Mockaa, yn. 2-2 Bpecmexaa, 9. 8. Tenepon:8(495)230-02-90.

B nuye: I'enepansuwii Oupexmop Kyzun A.B.

Hosepennoe nuyjo: 3auuenxo A.B. Josepennocme: Ne 82 om 28.12.20172.

3AABJISIET, UTO

nexapcmsennoe cpedemeo: Cony-Medpoa® , ruoguauzam Ona npueomoenen s pacmeopa ois
GHYMPUBEHHOZO U SHYMPUMbliLeuH020 saedenun 250 M2, hraxonwi dayxvemxocmunie Act-O-Vial {1
emxocme.: auoghuauzam 250mz, 2 emxkocms: pacmeopumens 4mn (1), nauxu xapmounsie, pe2.yo.Ne IT
NOI14983/01 om 12.08.2009, cepusa X30676, napmua 17542 ynaxosox, 2odex 0o 31.05.2022,
npouseodcmea Igpaiizep MOI™. berweus H.B., Beavaus, xod OKII[A2 21.20.10.180, koo TH B3
3004320009, doeoeop nocmasiku 6/u om (04.05.20172., uneovic Ne 9771477284 om 22.11.20182

COOTBETCTBYET TPEBOBAHHSIM
IT NO14983/01-120809 uzm. Ne -2

JEKJIAPALIASA [IPHHATA HA OCHOBAHHH

npomoxon ucnsimanuii Ne 10404/] om 03.12.2018 HIT 00O "lenmp xonmpons xavecmea buonaigp”,
ammecmam axxpedumayuu RA.RU.21LIKOI om 22.07.2015 2., cepmucpuxam ananuza Ipatisep MPI"
Bemveun H.B. om 30.10.20182., Cepmughuxam POCC BE.OMO5.C03792 om 03.12.2018

JATA IPHHATHA JEKJTAPAIIHH 03.12.2018

3auuenko A.B.
$.H.0

CBEJEHHUS O PETUCTPAIIMH

OPTAH 1O CEPTHO®HKAILIMH, 3APETMCTPHPOBABIIHA AEKJIAPAIMIO

Opean no cepmugpuxayuu npodyxyuu

Ofujecmea ¢ 0zpanusernoii omeemcmaeennocmsio «OKpYICHOU yermp cepmugpurayuu,
adpec: 620014, POCCHA, Cseponoscxas obracmy, Examepunéype, Xoxpaxosa, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam akKpeoumayuu Ne RA.RU.II@MOS

JEKJIAPALIHS O COOTBETCT BL}H N POCC RU JI-BE.PM05.4.09120/18

ERAITHH 03.12.2018 | -
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Ceptndukar aHanusa
PFIZER MANUFACTURING BELGIUM NV
B-2870 MIOPC (BENBIUA)

TEM: +32 (0)3 890.92.11
PAKC: +32 (0)3 889.65.32

Crpavmnua 1ua 2

M:opc Homep cepun: X30676 [ara cosganua: 10-2018
Haumenosauue npoaykra: CONY-MEAPON S 250MT AQV
(METUNNPEHU3ONOH CYKUMHAT HATPMA)

Homep maTepuana: F000124223

fara uarorosnenns: 06-2017

FaT1a ucTeweHun Cpoka rogHocTu: 05-2022 HaumenoBaHue cneunduKaumu: P3131002004RU

UCMBITAHUE PE3YALTAT Eq. MPEAEN
U3IMEDEHNUA
BeH3uA0BbIA CupT 9,5 Mr/mn Or8,1 a0 10,4 mr/mn 8 MOMEHT BbiNyCKa, 0T 5,0 40
10,4 B KOHUE CPOKa rOAHOCTH
Mpo3padyHocTL CoorseTcrayer He 6oaee yem PexomeHgaunu il
HUCNbITAHWIO
User Coorsercrayer He bonee yuem Y5
WCTIBITAHWIO
Onucarune CoorBercrayer fpo3pauHbii, HecuBeTHblit pacreop, benvii nau
UCIBITaHUID Geno-cepuif cyGnumuposarHeli anoduausar
JHAOTOKCHHDBI Coorsercrayer He 6onee yem 0.17 EU/MG
MCNBITAHUIO MeTHANPpeAHUICAOH CYKUWHAT HATPHA
W3asnexaemblii o6bem Coorsercrayer CoorseTtcrayer TpebosaHuam EBponeidcion
HACNBITAHUIC dapmaronen
CsoBoaHbid meTnaAnpegHH3on 1.0 % He 6onee yem 3,0% Ha MOMEHT BbINYCKa
He 6onee yem 5,5% Ha MOMEHT OKOHY3HUA CPOKA
rOAHOCTH
UoeHTuduKkaumua 6eH3MN0BOro CNUPTa  NOACHMTENbHAA NOAOMUTENbHARA
UoeHTHOUKaUMA NOAOMUTENBHAR NONOMKUTENBHAA
MeTnAnNpeaHU30NoH 0,2 % He bonee yem 2,0%
21-reMUCYKUMHAT
fOTEPA B M3CCE NPH BbICYLWHBIHWM
CpegHas macca 411 mr Or 351 a0 454 mr/dnakoH
MetuanpeaHn3on 252 Mmr/amn Ot 225 no 275 rp/4mn
Hactuupst >= 10 MkMOAb 1231 Yacruua/ He Bonee yem 6000 yacTuy
COAEPMUMOE
Yactuupl >= 25 MKMOAbL 18 Yactuua/ He Bonee yem 600 vacruiy,
copepmumoe
PH 7,5 017,0308,0
ConyTcTBylowne npumecu / npoayktel 2 % He Gonee uem 6%
pacnaaa
PacTBORUMOCTL 18 cex He 6onee yem 60 ceryHa, sBu3yansHoe
onpegeneHue ¢ pericTpaumnen Bpemenn
CTepunsHOCTD CooTBeTcTByeT Coorsercreyer TpefosaHuam EBponeickon
MCTIBITAHKIO papmakonen (membparHan PuALTPALMA)
O4HOPOAHOCTD MACChi, BbICWUA 1 Y COOTBETCTBYET TEKYWMM TpeboBaHuAMA
npeaen Eaponeickoit dapmakonen
OAHOPOAHOCTD MACChi, HU3WKH 0 % CooTBETCTBYET TeKylwMm TpeboBaHnAMM

npeaen

CEPMA: T06071

Esponeiickoi dpapmakoneu

RokymenTtauns senaetca KOHPHUAEHLWAN bHOW 1 npegocTasnsetts s paﬁof;u M NPOBEPKA COTPY/AHHUKEMM U
KOHTRONMPYIOWMMM Oprakamiu, [peAoCTaBneHre TPeTbiM cToponam bes NpeABapuTeALHOID paspeilienns 3anpelenc.



CeptudmKar aHanusa
PFIZER MANUFACTURING BELGIUM NV
B-2870 MHOPC (BENLIMAA) Crpanunua 2 u3 2
TEN: +32 (0)3 890.92.11
PAKC: +32 {0)3 889.65.32

Mwopc Homep cepuu: X30676 Dara cozpanua: 10-2018
HaumerosaHue npogykta: CONY-MEAPON S 250MF AQV
{(METUNNPEQHW3ONOH CYKLMHAT HATPHA)

Homep matepuana: FO00124223

[Lara usrotosnenun: 06-2017
[ata ucTedeHun cpoka rogriocm: 05-2022 HaumenosaHue cneuunduxaumm: P3131002004RU

HACTOALIMM Al NOATBEPHIALD, YTO YKASAHHAR BbILLIE MHOOPMALIUA ABNAETCA NOAIMHHOA U TOYHORA.
[JAHHARA NAPTUA NPOLYKTA 5bINA U3rOTOB/EHA, BR/TIOMAR YITAKOBKY W KOHTPO/Ib KAYECTBA, B NONTHOM COOTBETCTBMM C
TPEBOBAHUAMM GMP MECTHbIX KOHTPONUPYIOLLMX OPTAHOB, A TAKHE CNEUHOUKALMAMMY B PAMKAX PETUCTPALMOHHbIX

Y,0CTOBEPEHUIR CTPAHBI-MMMNOPTEPA.

POCCHIACKAR DELEPALAA — RU

CEPUMHOE NPOU3BOACTBO/YNAKOBKA M AHA/IU3 BblIM NPOBEPEHDI U COOTBETCTBYIOT GMP.

BCE PABOTHl  OCYWECTBNEHBI  KBAVOULWPOBAHHLIM  NEPCOHAZIOM NO4  PYKOBOACTBOM
KBAMUOULIMPOBAHHOTO CNELMAANCTA.

JNeKTPOHHAR NoAnNMch: Meepr LLleneHc BoiNyCK napTi OTMETK3 O NOKa/bHOM Bpemenu: 30 okTa6pA
2018r. 10:30:02 OTmeTka cepsepa o spemenu: 30 oxrabpa 2018r. 10:29:56



