AEKJTAPAITAA O COOTBETCTBUH

AEKJIAPAHT, MTPUHUMAIOUIHI JEKJIAPALIHIO O COOTBETCTBUU
AO "ThaxcoCmumKasiin Tpeiiounz"

Ceedenus o pezucmpayuu opzanwsayuu: Meoicpationnan uncnexyusn Dedepanvoii Hano206oii cayaictvr Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739011486, dama npuceoenus OI'PH 24.07.2002.

Adpec: 125167, 2. Mocxea, Jlenunzpadcxuii npocnexm, 0. 374, kopnye 4, smaoc 3, nom. XV, xomnama 1.
Tenegpon.:8(495)777-89-00.

B auye: Ienepanvhviii dupexmop JlyGancxuii Onez

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

3AABJISIET, YTO

Aexapemeennoe cpedcmeo: Haxcun, mabnemuu noxpeimeie niexroynoii 06onouxoii 20 me 10 wm., ynarkoexu
Avetikogole konmypruie (10), nauxu kapmounsie, PV Ne IT NO16238/01 om 02.04.2010 (dama 3amenvi
21.09.2016) evidano 340 "ThaxcoCumumKnsiin Tpetiounz", cepun FIAD, napmus 2136 ynaxosox, zoden Ao
28.02.2022, npouzeodcmea I'akcoCmumKasiin Dapmacviomurans C.A., Homvwa, GlaxoSmithKline
Pharmaceuticals S.A., 189 Grunwaldzka Str, 60-322 Poznan, Poland, xod OKIIJ]2 21.20.10.235, xod TH B3J
3004900002, Jucmpubviomop. coznauenue 6/u om 01.01 .2013, uneoiic No 4083194864 om 09.04.2019

COOTBETCTBYET TPEBOBAHU M
11 NO16238/01-250416 uam. Ne 1-2

AEKJIAPAITHS ITPUHSATA HA OCHOBAHUH
npomoxon ucnvimanui Ne 2161m om 19.04.2019 HJT OO0 HI] "®APMOBEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®J140, Cepmughuxam POCC PL.®MOS. C38674 om 19.04.2019

AATA NIPHHSITHS JEKTAPAITAM 22.04.2019
IAPATIH PAEHCTBUTEIBHA )1(?02.2022
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OPTAH IIO CEPTH®HUKALIUH, 3APECHCTPUPOBABIIHIT AEKJTAPAITHIO 5
RA.RU.11OMO8 OPTAH ITO CEPTH®HKAIIHH PO VKIJHH OFI{ECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH I[JEHTP KOHTPOJIS KAYECTBA A

adpec opzanusayuu: 115280, 2. Mockaa, yn. Macmeprosa, 0. 4, am. 5, nom. 1, kom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mocxaa, ya. Macmeprosa, 0. 4, am. 5., men.:(495)788-02-88, ee6-
caiim: oyxx.pe.
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Boipau:

GlaxoSmithKline Pharmaceuticals 4
ul. Grunwaldzka 189
60-322 POZNAN
flOnbWA : :

flata ceptudukara Homep ceprudmxara

Ten: +48 618601200  (axc: +48 61 867 57 17 v
04-ANP-2019 1000227806

crpasmia 1 wusz 1

Onucanue maTepuana:
I;iomep marepuana;
Toprosoe rassaHue:

Nakcan Taén. nokp/o6. 20mrx100
12858
NAKCUN®, TabneTiu NOKPLIThIe NneHouHol obonoukoi, 20 MF '

Mpumevanne:

Hacroswum yaocrorepsio, uro BblllleynoMaHyTas nHdopMauva nogniutta
¥ TokHa. Cepun npogyxTa Geina Npou3sefieHa, BRAIOYAs YNaKoBKy v
KOHTPO/Ib Ka4eCTBa B NOAHOM COOTBETCTRUM ¢ TpeGosaruamu GMP
AIOKANLHOTO PeryNATOPHOTo OpraHa 1 co cneyndrkaLMamMm
Perncrpaunontoi foKyMeHTaLM UMNOPTUPYIOWel CTpaHbL.

HoKymMeHTb! 10 NPOM3BOACTBEHHOMY NPOLECCY CepUi, ynakoska
NPOAYKTa W pe3ynbTarhl KOHTPOMA Ka4ecTsa Cepuil NpoBepeHbl

W HAXOAATCA B cooTReTCTBUM ¢ GMP.

Cepus FL4D Cpok rogHocra: 28.02.2022

Hara wsrorosnenun: 01.03.2019

Wmnoprupyouwan crpana

RU

Onucanpe Crieundunayun Pesynsrartst 3

OBanbHbie ABOAKOBLINYKIIbie TabNeTku, NOKPLIThIe .

Onucanue TieHouHol obonoukoli Genoro yeeTa, ¢ rpaBupoRKoil «20» CooreetcTayer
Ha o;wzm CTOPOHE TabieTky W PUCKO Ha Apyrolt CTopoHe.
Bpem YHEPHUBAHWUA OCHOBHOrO NWKA Ha XPOMaTOrpamMme

. UCNLITYeMOro PacTBopa AOMKHO COOTBETCTBOBATL BpemeHM

FloRmHHOCTE: BRKX YAEPXUBIHUA OCHOBHOIO MK HA XpoMaTorpamMme Coorsercreyer

CTaH[apTHOrO PacTBOPa NAPOKCETUHA TMAPOXNIORUAA.
. YD-cnexTp nornotienna UCnuITyemoro PAcTEOPA fionMeH

NopnurHocTL: YO-cnextpodoTomeTpun cooTBeTCTRORATL YO-CreKTpY CTaHEAPTHOrO pacTaopa. Cootsercrayer

Cpeansan macca Tabnetsun Ot 344,86 10 369,5 mr. 356,98

OpHOPOAHOCTE AO3WUpOBaHUA Cootsercrayer tpeGosanuam Esp. @. Cooraercrayer

KonuyecrseHHoe onpegeneHue Ot 19,0 go 21,0 mrfrab. 19,2

KonuyecrsenHoe onpegenetne Ot 95,0 go 105,0 % ot 3ansnexHoro copepXanun 96,0

- Pesynbratel ucnbitatiua npu Q = 75 % yepea 30 mMuH
PacrEnpeiing [LOMKHBI COOTBETCTROBATL KpuTepuam ©. CLUA 711. 93
Keanuduumposanbii cotpynHug

OpobpeHo sneKTPOHHON NOANKCHIO
damunua nofinucaHTa ykasaHa Humxe

Magdalena Dominiczak, 04-ANP-2019 07:52:51
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