JNEKJAPATIASI O COOTBETCTBUU

AEKJIAPAHT, IPHHUMAIOIHI JEKJTAPAIIHIO O COOTBETCTBHU

AQ "ThaxcoCaumKnniin Tpeiiounz"

Ceedenun o pezucmpayuu opeanusayuu: Meacpationnas uncnexyus Pedepansroii nano2oeol caycovt Ne 46 no
2. Mocxse 01.01.2008, OI'PH 1027739011486, dama npuceoenus OPH 24.07.2002.

Adpec: 125167, 2. Mockaa, Jlenunzpadcxuii npocnexm, 0. 374, xopnye 4, smaoic 3, nom. XV, xosmama 1.
Tenedhon:8(495)777-89-00.

B nuye: I'enepanvuuiii dupexmop dybanckuii Onez

Hoaepennoe nuyo: Kysneyoe A.A., dosepennocms 60-13.09.2018 om 13.09.2018 2.

SASIBJISIET, UTO

nexapemeennoe cpedemeo: Jamuxman, mabnemxu 50 m2 10 wm., ynaxogxu syetikogsie Kowmyphoie (3), nauxu
kapmonnere, PY Ne Il NO14213/01 om 25.06.2010 (dama samenm 29.03.2012) evrdaro 340
“ThaxcoCyumKnaiin Tpeiidune", cepus VISH, napmus 16332 ynaxoeox, 20den oo 07.11.2021, npou3eaocmea
ThareoCyuumKasiin Qapmacsiomuxanz C.A., Honwwa, GlaxoSmithKline Pharmaceuticals S.A., 189
Grunwaldzka Street, 60-322, Poznan, Poland xod OKIIJ2 21.20.10.233, koo TH B3I 3004900002,
Hucmpubsiomop. coznawenue 6/n om 01.01.2013, unsoiic Ne 4083193714 om 07.01.2019

COOTBETCTBYET TPEBOBAHUSIM
ITNOI4213/01-290312 uzm. Ne [-2

HEKJTAPAITUS ITIPUHSITA HA OCHOBAHUU
npomoxox ucnvimantii Ne 200m om 18.01.2019 HIT 000 HI] "PAPMOBOPOHA", ammecmam axxkpedumaruu
POCC RU.0001.21DJI40, Cepmuchuxam POCC PL.PMO8.C31852 om 21.01.2019
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CBEJIEHUSI O PETUCTPAIIAN

OPTAH IIO CEPTU®HUKAIUY, BAPETHCTPHPOBABIIHI AEKJIAPAIIUIO

RA.RU.11DMO8 OPTAH ITO CEPTH®HKAIIHH TPONYKIJHH OFLJECTBO C OI' PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH HEHTP KOHTPOJISI KAYECTBA",

adpec opeanusayuu: 115280, 2. Mockea, yn. Macmeproaa, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmucpurayuu; 115280, POCCHA, 20pod Mockaa, yi. Macmepxosa, 0. 4, sm. 5., men.:(495)788-02-88, ae6-

catim: oykx.pe.

Hunenxo U.B.
Pykosopurens OC




Buigan:

GlaxoSmithKline Pharmaceuticals
ul. Grunwaldzka 189

60-322 POZNAN

NONbLUA

: -
Ten: +4861 860 1200  Qaxc: +48 61 867 57 17 HRara cepTudukata Homep ceptudurara

18-AEK-2018 1000210984

Crpadmua 1 w3 1

Onucanue marepuana:  Jlamukran tabn. 50 mr 30 Tabn.

Homep martepnana: 264889
ToproBoe HaszgaHue: NAMUWKTAN tabnerku 50 mr
Mpumeyanne:

Hacroswmm yRoCToBepAaio, HTO BLILEYNOMAHYTAA MHGOPMALIMA NOANMHHA
1 TouHa. Cepun NpoaykTa Gbina NpoussefeHa, BKAICYaA YNAKOBKY 1
KOHTPO/b Ka4ecTsa B NOMHOM COOTBETCTBUM ¢ TpebosaHuamu GMP
NOKanbHOro PerynaTopHoro oprata u co cneuudukayuamm
PerncrpaunoHHoi AOKYMEHTALMI UMNOPTUPYIOW e CTPaHBL.

FloKyMeHTbI N0 NPOU3BOACTBEHHOMY MPOUECCY CEpUiA, YNakoBKa
NPOAYKTa U pe3ynbTaTbl KOHTPONA Ka4YecTsa Cepuid NPoBepeHsi

W HaxoaaTca B cooteeTcTeum ¢ GMP.
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Cepun V85H Cpok rognocTu: 07.11.2021
Harta usrorosneHus: 08.11.2018
OnucaHue Cneynduxayns Peaynbrarbl

TabneTkut OT BNeAHO-XENTOFO 4O XKENTO-KOPUYHEBOTO
UBETA, KBAJJPaTHLIE CO CKPYrNeHHbIMU yriamu. OgHa

Onucanuve CTOPOHa NNOCKan ¢ BoijaBneHHon Hapgnucsio "GSEE1", CootBetcrByer
APYran CTOPOHa MHOTOTPaHHas, C BbIFYKIbIM KBapaToM ¢
BbifjasneHHol yudpoin 50

MopanuuHocTb: TCX (namoTpupuHa) cooTBeTCTBYET TpeGoBaHMAM Cootsercrayer

flognuHHOCTL: YO {(namoTpumKuHa) cooteeTcTayet TpebosaHuaM Coorsercrayer

Konuectsennoe onpenenenue: YO {namoTpupxuna) 95,0 - 105,0 % or 3ansneHHoro 1010
cofiepxaHusA

KonuyecrseHHoe onpegenenne: YO (namoTtpugxuHa) 47,5 - 52,5 mritab 50,5

OnHOpOOHOCTE AO3UPOBAHUA Cootsetcrsyet tpeGosanuam Qapm. Espon. CooTBetcTayer
(KonuuecTBO NaMOTPUIKIMHA BbICBOGOAUBLLETOCA U3

PacreopeHue TabneTku uepes 30 mun) CooTeetcTayeT TpebosaHUAM 92
®apm. Espon. Q=75 %x

Mwukpobuonornyeckas Yncrota CooTeercTByeT TpebosaHusm CooteeTcTRyeT

KeanuduumposaHHbii cOTPYAHUK

Opobpeto anexTpoHHOM NOANNCHI0
Qamunua NoANUCaHTA yKasaHa Huxe

Magdalena Dominiczak, 18-0EK-2018 11:44:37  (soba Wykwalifikewana/
Qualified Person

importing Country: RUS S (0 D d/w ptrgl, A5 422018

Magdalena Dominiczak




