NEKJAPAIIUA O COOTBETCTBHHA

JEKJAPAHT, IPUHUMAIOIIHI JEKJAPAITHIO O COOTBETCTBHH

AQ "ThaxcoCyumKasiin Tpetiounz"

Caedenus o pecucmpayuu opzanuzayuu: Meicpationnas uHcnexyua Dedepansroti Hanozo8oi cayachvr Ne 46 no
2 Mocxse 01.01.2008, OI'PH 1027739011486, dama npucéoenus OI'PH 24.07,.2002.

Adpec: 125167, 2. Mocxea, Jenunzpadckuii npocnexm, 0. 374, xopnye 4, smavic 3, nom. XV, xomnama 1.
Tenechon:8(495)777-89-00.

B nuye: enepanvuuviii Qupexmop Jybancruti One2

Hosepennoe nuyo: Kysneyos A.4., dosepennocmy 1 8-09.08.2019 om 09.08.2019 2.

3ASIBJISIET, UTO

nexapemeennoe cpeocmeo. Haxcun, mabremxu noxpeimsie nnenounot obonouroti 20 M2 10 wm., ynaxoexu
Auetixoguie konmyprsie (3), nauku kapmonnvie, PY Ne IT N016238/01 om 02.04.2010 (0ama 3amensi
16.04.2019) gmdano AQ "ThaxcoCwmumKnaiin Tpeiiounz", cepus CG4Y, napmus 39048 ynaxosox, 200€eH 00
06.08.2022, npouseodemea IaxcoCmumKasiiin Papmacviomuxans C.A., Ilonvwa, GlaxoSmithKline
Pharmaceuticals S.A., 189 Grunwaldzka Str., 60-322 Poznan, Poland, koo OKIT[{2 21.20.1 0.235, koo TH B3]
3004900002, Tucmpubsiomop. coznauenue 6/n om 01.01.2013, uneotic Ne 4205287194 om 16.09.2019

COOTBETCTBYET TPEBOBAHHSIM

ITNO16238/01-250416 usm. Ne 1-3

JEKJIAPALIHS IPHHSTA HA OCHOBAHUH

npomokon ucnsimaruti Ne 6007m om 04.10.2019 HJT OO0 HLJ "DAPMOFOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21DJ140, Cepmugpuxam POCC PL. OMO8.C50179 om 04.10.2019

JATA FEPHHSTHSI IEKTAPALIH 04.10.2019
JEEKJTAPALTHS Thg;ﬁcmm‘;ufm-  06.08.2022
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CBEJEHUS O PETUCTPAIIMH

OPTAH 10 CEPTH®UNKAIIAH, 3APErMICTPHPOBABINHI JEKJIAPAITHIO
RA.RU.11®MO8 OPI'AH 110 CEPTH®UKALIHH ITPOLVKI[HH OFLJECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTbIO "OKPY)KHOH LJEHTP KOHTPOJIA KAYECTBA",

adpec opeanuzayuu: 115280, 2. Mockea, yn. Macmeprosa, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmugpurayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepioéa, 0. 4, sm. 5., men.:(495)788-02-88, eeb-
caum: OYKK.pep.
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Boiga#:

GlaxeSmithKline Pharmaceuticals
ul. Grunwaldzka 189

60-322 POZNAN

MONbLIA

Ten: +48 61 860 12 00

Onucanve maTtepuana:
Homep marepuana: 12831
ToproBoe HazBaHuUe!

Mpumeuanue:

(dakc: +48 61 867 57 17

06-CEH-2019

ctpatuya 1 w3 1

1000255706

Jara ceprudukara Homep ceprudurara

Nakcun Tabn. nokp/o6. 20mrx30

MAKCUN®, Tabnetky NoKphiThie NnexnoyHol oBonoukon, 20 M

HacTtoawmm yocToBEPAID, YTO BbIEYTIOMAHYTaA UHGOPMaUUA NOANIMHHA
v TouHa. Cepus npoaykra Gbina NpousBefeHa, BKNIOYAA YNaKoBKy W
KOHTPOMb KayecTsa B NONHOM COOTEeTCTBUM ¢ TpeGosaHuamu GMP
noKanbHoOro PeryfiaTopHOro opraHa 1 co cneuudukalmuamu

PerncrpaloHHOR JOKYMEHTALUWW UMNOPTURYIOWEN CTPEHBI.
[loKyMEeHTBI NO NPOU3BOACTEEHHOMY MPOLEBCCY CEPUM, YNAKOBKA
NPOAYKT3 i PE3yNbTaThi KOHTPONA KauecTsa cepui NposepeHbi

1 Haxogatca B cooTeetcTeum ¢ GMP.

Cepusn
Data narorosneHun.

WMmnopTupyiowan crpana

CG4Y
07.08.2018

Cpox rogHocTIe:

RU
Onucanue CﬂEI.il‘lt;)biKal;“SI PESyﬂbTaTbl

OBanbtible ABOAKOBLINYKNbie TaONETKK, NOKPbITEIE

Onucatue nneHoyHol ofonoukoit Genoro UpeTa, ¢ rpaBUPoBKoN «20» CootseTtcTRyeT
Ha OAHOW CTOPOHE TABNETKM U PUCKON Ha APYIOn CTOPOHE.
BDEMR yAepMMBaHWA OCHOBHOIO NKKa Ha XpomaTtorpamme
WCTIBITYEMOTO PacTBOPa AOMKHO COOTBETCTBOBATL BpeMeH!

MoanuHHoCTL: BIKX Y P PR 7 a CooTBeTCTBYET
YOepKUBAHWA OCHOBHOMO NUKAa Ha XPOMaTorpamMmme
CTaHJapTHOrC PacTBOPa NapoKCeTUHa MMAPOXIOPUAA.
YO-CnekTp noroweHnus UCHbITYEMOro PacTBOpa [OMKeH

MNogmHHOCTL: YO-cnexTpodoToMeTpus p " y P paa CootsetcTayeT
COOTBETCTBOBaTL YP-CneKTpy CTaHAapTHOro pacTeopa.

CpeaHAan macca TabneTtkm Ot 344,6 o 369,5 wmr. 355,0

OpHOpOoaHOCTE [O3MPOBaHUA Cootsercrayet TpeGosarinam Esp. @, CootBetcTByeT

KonuuecreeHHoe onpegenenue Ot 19,0 po 21,0 mr/Tab. 19,3

KonuuectseHHoe onpegenexne Ot 95,0 o 105,0 % OT 338BNEHHOr0 COQepXKaHus 96,4
PesynbTaTbl ucnbitadua npy Q = 75 % vepes 30 muH

PactBopenue 91

[OMKHb! COOTBRTCTBORATh KpuTepuam . CLUA 711,

KeanuduuuposaHHbi COTPYAHUK

OpobpeHo 3neKTPOHHON NOANUCHIO
Qamunun nognucaHTa yKasaHa Huxe

Magdalena Dominiczak, 06-CEH-2019 10:49:10
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