JNNEKJAPAIIASL O COOTBETCTBUH

JEKJAPAHT, IMPHHHAMAIOUUH JEKJAPALIUIO O COOTBETCTBUH

AO "ThaxcoCmumKaniin Tpetiounz"

Ceedenus o pezucmpayuu opeanusayuu: MedcpaiionHas UHCnexyus Dedepansnoil Ha1020801 caydicobl Ne 46 no
2 Mocxae 01.01.2008, O'PH 1027739011486, oama npuceoenus OI'PH 24.07.2002.

Adpec: 125167, &. Mocxea, Jlenunzpadcxuii npocnexm, O. 374, xopnyc 4, amaoic 3, nom. XV, komnama 1.
Tenegpon.8(495)777-89-00.

B nuye: Tenepanvnsiti Qupexmop [dybanckuii Onez

Jlosepennoe nuyo: Kysneyos A.A., dosepennocms 60-13.09.2018 om 13.00.2018 2.

3ASIBJSIET, HTO

nexapemeennoe cpedemeo: Jlavuxman, mabnemxu 100 m2 10 wm., ynaxoexu aueiikogbie koumypHwie (3), nauxu
xapmonnwie, PY Ne IT N014213/01 om 25.06.2010 (0ama 3amernvl 09.10.2018) ewioano 340
"ThaxcoCyumKniin Tpetiounz", cepus USSP, napmua 8767 ynaioeox, 200en 0o 16.05.2022, npouszsodcmea
TaxcoCyvumKnaiin @apmacviomuxans C.A., lMomewa, GlaxoSmithKline Pharmaceuticals S.A., 189
Grunwaldzka Street, 60-322, Poznan, Poland, xod OKITJ2 21.20.10.233, koo TH B3/ 3004900002,
Jlucmpubsiomop. coanawenue 6/n om 01.01.2013, uneoiic Ne 4083195843 om 05.07.2019

COOTBETCTBYET TPEBOBAHHSIM

IT N014213/01-091018

JNEKJIAPAIIUASA IPUHATA HA OCHOBAHHUH

npomoxon ucneimariuti Ne 3914m om 17.07.2019 HJT OO0 HIJ "QAPMOBROPOHA", ammecmam
axxpedumayuu POCC RU.0001.21PJ140, Cepmugpuxam POCC PL.OMO8.C44286 om 17.07. 2019

JATA [TPHHATHA JAEKJIAPATIUH 18.07.2019
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CBEJIEHUSA O PETUCTPAIIMHA

OPTAH IO CEPTHO®HKAIIMH, 3APETHCTPUPOBABIIUH JEKJIAPALIHIO :

RA.RU.11®OMO08 OPIAH 110 CEPTH®HKALJHH ITPOAYKLHH OBIECTBO C OI'PA HHYEHHOH

OTBETCTBEHHOCTEIO "OKPY)XXHOH [[EHTP KOHTPOJIA KAYECTBA’,

adpec opzanuzayuu: 115280, 2. Mockea, yn. Macmepxoga, 0. 4, m. 5, nom. I, xom. 1, adpec opeana no

cepmucpuxayuu: 115280, POCCHA, 20pod Mocxea, yi. Macmepioga, 0. 4, am. 5., men.:(495)788-02-88, seb-

catim: oyxx.pQ.

JIEKJIAPAIIMSI O COOTBETCTBHUH 3APETMCTPUPOBAHA M POCC RU 4-PL. DPM08.A.30453/19
PEFPHEEPALIMN 18.07.2019
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BoipaH:

GlaxoSmithKline Pharmacetuticals
ul. Grunwaldzka 189

60-322 POZNAN

NonbUIA

e ki L
Ten: +48 618601200  Qac: +48 61867 5717 [lata cepriguata Homep cepTuuiara
27-W0H-2019 1000242631
crpanmya 1 w3 1

Onucanue matepuana:  Jlamukran +abn. 100 mr 30 Tabn.

Homep marepuana: 264888

Toprosoe HasBaHue: NAMUKTAN Tabnetku 100mr

MNpumeuanne:

Hacronaum yA0CTOBEPAIO, YT0 BbileyNOMAHYTaR MHGOPMaLWR noanuHHa

1 TouHa. Cepus npoaykTa 6sina npou3sefeHa, Brnioyan yNakoBKY v

KOHTPOSib Ka4ecTsa B NOMHOM cooTseTcTuM ¢ TpeboBaHnaMU GMP

noKanbHOro PerynaTopHOro Oprata u co cneyuduKalUAMIA

PerncTpauMoHHON AOKYMeHTaLMU UMAOPTUPYIOWEN CTPaHBI.

[lokyMeHTbl 1o NpOU3BOACTBEHHOMY NPOUECCY cepuit, yNakoBKa

NPORYKTa U PesynbTaThl KOHTpONs KauecTsa cepun NpoBeperbl

1 HAXOARTCA B COOTBETCTBUAW C GMP.

MuKpoBUOROrtecKan HnucToTa - PYTUHHO HE NPOBORATCA

[lns TecTos, KOTOPLIE PYTUHHO He NPOBOJATCA = CoOTRETCTRYET Q3HAUAET,

4TO faHHbIA NapameTp rapaHTUpyeTca npeussopuTesem nakcoCmutKnanH

MapmacbioTUKan3 C.A., Nonbwa

Cepus usgpP CpoK ropHoCTU: 16.05.2022

[ata usroTosneHun: 17.05.2019

Onucanue Crneyundpuxayus PeaynbTatbl

Tabnerku oT CBETNO-KenToro 1o MEJITO-KOPM‘-&HQBGY‘O
{BETa, MHOTOTPaHHbIE, cynepanaunTuyeckue, rnagKon

Onucadue NOBEPXHOCTEIO, C BbiAARNEHHON HAANNCEI0 "GSEE5" ¢ CooTsercTByeT
oaHow cTopoHbl, 0603Ha4eHWEM «100» n dackoin — C
npyrow.

MopmurHocts: TCX (namoTpumimHa) CooTBeTCTBYeT TpebosaHUAM CooTBeTCTBYET

MoanuHHocTs: YO (namoTpumkuna) CooTBeTCTByer TpebosaHnam CooTBeTCcTBYET

- 0,

KonwaecTaeHHoe onpeaenenue:; ¥ o (namomummua) 95,0 - 105,0 % oT 3aABneHHOro 99,8
copfiepxaHus

KonuuecTseHHoe cnpepeneHiue: yo (namoTpUIKUHa) 95,0 — 105,0 mr/rab 99,8

OfHOPOJHOCTE A03UPOBAHWA CooraercTayeT TpefoBaHMAM ®apm. Espon. CooTBeTCTBYET

0,

PacTBOpeHHe He menee 75 % (Q) oT 3aRB/IEHHOTO COAEPKAHNA 97
namoTpumkuHa yepes 30 muH.

MuKpo6MONorM4eckan YuCToTa CooTBeTCTRYET TPeOOBaHUAM CoorseTcrByeT

KeanuuuuposaHHbii COTPYRRUK

OpobpetHo 3NEKTPOHHON NoANUCHI0
Mamunua NOANMUCAHTA YKa3aHa HINKE

Ewa Juszczak, 27-WI0H-2019 08:50:03

importing Country: [FR M E'Nfﬂ)} Lussin

ww/za’; 06 2]




