AEKJTAPAITUST O COOTBETCTBUHU

AEKJIAPAHT, HPUHUMAIOUMNA AEKJIAPAITHIO O COOTBETCTBUU

AO "ThakcoCyumKasnim Tpenouna"

Ceedenun o peeucmpayuu opeanusayuu: Mexcpaiionias unenexus Pedepanvroii nano206oit cayocine No 46 no
2. Mocree 01.01.2008, OFPH 1027739011486, oama npuceoenus OFPH 24.07.2002.

Adpec: 125167, 2. Mockea, Jlenunzpadckuit npocnexm, 0. 374, kopnye 4, smaxe 3, nox. XV, kovwama 1.
Tenechon:8(495)777-89-00.

B auye: Ienepanvuurit dupexmop Jybanciuii Ones

Hoesepennoe nuyo: Kyzneioe A.A., dosepennocims 60-13.09.2018 om 13.09.2018 2.

| BASIBJISIET, YTO

aexapemeennoe cpedcmeo: Hawxcun, maremicu noxpsumvie naenounoti o6orouxoi 20 me 10 wm., ynaxosxu
suetikosvie konmypuuie (10), nauxu kapmonnwie, PY Ne Il N0O16238/01 om 02.04.2010 {Oama samens

| 21.09.2016) ewdano 340 "TnaxcoCaumKnsiim Tpeiioune”, cepus RF3E, napmus 8532 ynaxoeox, 20den do
05.05.2022, npouseodcmea InaxcoCyumKnsim @apmacviomurans C.A., Honswa, GlaxoSmithKline
Pharmaceuticals S.A., 189 Grunwaldzka Str:, 60-322 Poznan, Poland, koo OKII/{2 21.20.10.2335, kod TH BOIT
3004900002, Jucmpuboiomop. cozramenue 61 om 01.01.2013, unsoiic No 4083195635 om 18.06.2019

COOTBETCTBYET TPEBOBAHUSIM

TTNO16238/01-250416 usn. Ne -2

JAEKJIAPALTHS TIPHHSITA HA OCHOBAHUU

npomoxon ucrvtmaiuit Ne 3565: om 02.07.2019 HII OO0 HI] "OAPMOEOPOHA", ammecman
arkpedumayuu POCC RU.0001.21DJI40, Cepmughuxam POCC PL.OMOS.C43270 om 02.07.2019
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| CBEJEHWSI O PETUCTPAITIH

OPI'AH IO CEPTH®UKALMH, BAPEFMCTPUPOBABIITHI JEKJIAPAIIUIO

RA.RU.11DPMO8 OPTAH ITO CEPTHOHKALIHH ITPOYKIJHH OBIECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTbIO "OKPYKHOU IJEHTP KOHTPOJIS KAYECTBA",

adpec opzanusayuu: 113280, 2. Mockea, yn. Macmeproaa, 8. 4, om. 3, nom. 1, xoar. 1, adpec opeana no
cepmuchurayuu: 115280, POCCHA, 20poo Mocxea, y1. Macmeproea, 0. 4, am. 5., men.:(495)788-02-88, sed-
catint. oykr.pah.

AEKJIAPAIIUSA O COOTBETCTBUH 3APETUCTPUPOBAHA M POCC RU JI-PL. ®M08.A.28928/19
JAATA PETHCTPALLUH 02.07.2019
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Boigau:

GlaxoSmithKline Pharmaceuticals
ul. Grunwaldzka 189

60-322 POZNAN

NOJIbWA

i

Ten: +48 618601200  Qakc: +48 61 867 57 17 Aata ceprudurata Homep ceprudurara
31-MAI-2019 1000237285

Cpadnga 1 w3z 1

Onucanne matepuana:  [lakcun Tabn. nokp/o6. 20mrx100

Homep matepuana: 12858
Toprosoe HasgaHue: NAKCUN®, TabneTkn NOKPLITHIE NACHOYHOM obonoukon, 20 M
Mpumevanune:;

HacToRwmM yLOCTOBEPSIO, UTO BbIWEYTIOMAHYTaA MHOOPMALIUSA NOSAUHHA
v TouHa. Cepus npopykTa 6bina NpoM3BeaeHa, BKNOYanA YMAaKoBKY M
KOHTPOJIb KayecTBa B NOSIHOM COOTBETCTBUYM ¢ TpebosaHuamu GMP
NoKansHOro PerynAaTopHOro opraHa u co cneuudrKauuamuy
PerucrpauuoHHol JoKyMeHTaLmMy UMNOpTUPYIONLed CTpaHbl.

flokyMeHTbI N0 NPOU3BOACTBEHHOMY NPOLIECCY CEpUY, YNaKoEKa
NPOAYKTa U pe3yNbTaThl KOHTPONA KaYecTsa Cepuy NpoBepeHs

1 HaxofaaTca B cooteeTcTaun ¢ GMP.

Cepun RF3E CpoK rogHocTH: 05.05.2022
Hata usrotoBnesus: 06.05.2019

Wmnoprupylowas crpana

RU
Onucanue Cneyndurayun PesynbTartsi

OBarbHble BOAKOBLINYKNbIE TabNeTKM, NOKPbITbie

Onucaxue nneHouHol obonoukoit 6enoro uBera, ¢ rpasuposkolt «20» CootBercTByer
Ha O[HOW CTOpOHE TabneTky W PUCKOI Ha APYrol CTOPOHE.
Bpems yfiepXuBaHuA OCHOBHOrO NUKA HA XpOMaTorpamme

s o SR G
CTaH[lAPTHOTO PacTBOPA NAPOKCETUHE MMAPOXNoPUAa.

NopnunnocTb: YO-cnektpodotometpus YD-CrIEKTP AOMOUIEHAA WCTINITYEMOTO PACTEOPA AOMKEH CootsetcrByeT
CO0TBETCTBOBATL YP-CrekTpy CTaHAAPTHONO pacTBopa.

Cpegunan macca TabneTku Ot 344,6 go 369,5 mr. 3544

OpHopoaHOCTL [O3UpOBaHNA Coorsetcreyet TpeGoBativam Eep. @, Coorsetcrayer

KonuuecrseHHoe onpegeneHue Ot 19,0 no 21,0 mritab. 19,4

KonuuectsenHoe onpegenexue Ot 95,0 go 105,0 % ot 3aneneHHoro CoAepKaHua 96,9

PacTeopesme Pesynbrate ucnsitanua npu Q = 75 % vepes 30 mun 90
AOMUKHBI COOTBETCTBOBATL KpuTepuam @, CLUA 711.

KeanuduumpoBaHHbIA COTPYAHUK

OpobpeHo 3neKTPOHHOW NOANIKCHI0
Damunua NOANKUCAHTA YKa3aHa Huwke

Ewa Juszczak, 31-MAIN-2019 10:47:13
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