JNEKJIAPAITASI O COOTBETCTBUHA

JAEKJIAPAHT, IPHHUMAIOIHANA JEKJIAPAIIMIO O COOTBETCTBHH

AO "ThakcoCmumKnsaiin Tpetiounz"

Ceedenus o pecucmpayuu opzanusayuu: Mescpaiionnan uncnexyun ®edeparsroii Hanozoeoii cayocbor Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739011486, dama npuceoenus OI'PH 24.07.2002,

Adpec: 125167, 2. Mocxea, Jlenunzpadexuii npocnexm, 0. 374, xopnye 4, smaxc 3, nom. XV, kommnama 1.
Teneghon:8(495)777-89-00.

B nuye: I'enepanenerii dupexmop dybancruii Onez

Hosepennoe nuyo: Kysneyos A.A., dosepennocms 60-13.09.2018 om 13.09.2018 >.

3ASABJISIET, UYTO

nexapemeennoe cpedcmeo: Ilaxcun, mabnemiu noxpeimyie nieroyroi o6onoyxoti 20 m2 10 wm., ynaxoexu
Aveiikoavie konmyprete (10), nayxu xapmonnvie, PY Ne IT1 NO16238/01 om 02.04.2010 (dama 3amens
21.09.2016) ewioano 340 "ThaxcoCmumKnsiin Tpeiidune", cepus KG5C, napmun 6783 YNaKkoeoK, 200eH 00
27.03.2022, npouseodcmeaa IaxcoCmumKnsiin @apmacsiomuranz C.A., Honvwa, GlaxoSmithKline
Pharmaceuticals S.A., 189 Grunwaldzka Str., 60-322 Poznan, Poland, xod OKITJJ2 21.20.10.235, koo TH B3J]
3004900002, Jucmpubeiomop. coznawenue 6/u om 01.01.2013, uneoiic Ne 4083195165 om 07.05.2019

COOTBETCTBYET TPEBOBAHHSIM
II NO16238/01-250416 uzm. Ne 1-2

AEKJIAPAITUSA IPUHSITA HA OCHOBAHHH
npomokon ucneimarui Ne 2766m om 27.05.2019 HIT OO0 HI] "®PAPMOBOPOHA", ammecmam
axxpeoumayuu POCC RU.0001.21DJI40, Cepmugpuxam POCC PL.®OMO8.C40701 om 27.05.2019

HATHS JEKIAPAITAH 27.05.2019
URJEACTBUTENLHA JO 27.03.2022
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[MsI O PETACTPALIAM

OPTAH IIO CEPTH®HUKAILIHH, SAPETUCTPHPOBABIINH JEKTAPALIMIO

RA.RU.11®M0O8 OPI'AH ITO CEPTHO®HKALIHH ITPONVKI[HH OFL[ECTBO C OI' PAHUYEHHOH
OTBETCTBEHHOCTBIO "OKPYXHOH LEHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu: 115280, 2. Mocksa, yn. Macmeprosa, 0. 4, sm. 5, nom. 1, xom. 1, adpec opzana no
cepmugpurayuu: 115280, POCCHA, 20poo Mockea, yn. Macmepxosa, 9. 4, sm. 5., men.:(495)788-02-88, ee6-
catim: oyrx.pep.

AEKJIAPALIASI O COOTBETCTBHUH 3APETHCTPHPOBAHA M2 POCC RU [J-PL.®M08.A.25150/19
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Boigan:

GlaxoSmithKline Pharmaceuticals
ul. Grunwaldzka 189

60-322 POZNAN

NOHNbWA

Ten: +48 61 860 12 00

takc: +48 61 867 57 17

26-AlP-2018

ctpaHmya 1 w3 i

1000231251

fava ceptudukata Homep ceprudumrara

Onucanue marepuana: [lakcun aén. noxp/o6. 20mrx100

Homep matepuana: 12858
Toprosoe HasBaHue!

Mpumeyanue:

NAKCUN®, tabnetku nokpbiTeie nneHovHol obonovkoit, 20 MIK

HacTonium ynocToBepaio, 4TO BbilieynomMAHYTas UHGoPMaUMa NOANUHHA
¥ TouHa, Cepua npogywTa Gbina NPoWaBeeHa, BIUIIOYAA YNAKOBKY 1
KOHTPOAb KaYeCTBa B NOAHOM cooTBETCTBUM ¢ Tpebobaruamn GMP
NoKansHoro PerynatopHoro oprala u co cneuudukayuamm
PerucrpaloHHON OKYMEHTALMM UMIIOPTUPYICULelt CTPaHbl.

JlokymeHTsl N0 NPOW3BORCTBEHHOMY NPOLECCY Cepul, YNaKoBKa
NPORYKTa U Pe3ynbTaThl KOHTPONA KauecTsa cepu NpoBepeHbl

1 HaXofaTca B cooTseTcTeun ¢ GMP,

Cepun KG5C Cpox rogHocTi: 27.03.2022

JAara usroroBneHna: 28.03.2019

WmnopTupytouan crpaMa

RU

Onucanue Cneyndurayma Peaynbrartnpi

OBanbHbe JBOAKOBLINYKNbIE TaBNeTku, NoKpLITLle

Onucanue rineHouHolh oGonouKoi 6enoro LBeTa, € rpasupoBKoR «20» CootsetciByeT
Ha ofHoli CTopoHe TaBRETKU U PUCKO Ha Apyrod cTapoHe.
Bpema yRepXuBaHuA CCHOBHOTO MWKA HA XpOMaTorpamme

. VCNBITYEMOrC PacTBOpPa JOMKHO COOTBETCTBOBATH BPEMEHW c

Monmitiocts: B YASPHMBAHWA OCHOBHOMO NUKA Ha XpomaTorpamme OOTRETCTBYET

CTaHpapTHOrO PacTBOpa NapoKceTUHa ruapoxXnopuaa.
. YD-cnekrp NOrNOLWEeHWA UCNBITYeMOro PacTBopa JOMKEH

Nopnurnoctb: YO-cnexrpodotomeTpus cooTBeTCTBOBATH Y(-CriekTPY CTaHAAPTHOTO PACTBOPA. Coorsercrayer

CpenHan macca TabneTku Ot 344,6 po 368,5 mr, 353,0

OAHOPOAHOCTE [O31MPOBaHUA Cooteercrayet TpeGosanunm Esp. ©, Cooteercrayer

KonuyecTeeHHoe onpegeneHue Ot 19,0 go 21,0 mr/ra6. 19,9

Konuuectoennoe onpegenexue Ot 95,0 o 105,0 % or 3asBneHHOro CopepXKaHua 99,4

7 yepes 30 MuH
|, Pesynbrarel ucnbitadua npu Q = 75 % vep 93

noakHb! cooTBeTCTBOBaTL KpuTepuam @. CLUA 711,

KeanudumpoBaHHbii COTPYAHUK

OpofipeHo 3N1eKTPOHHOW NOANKUCHIO
DamMunna NOANKCaNTA yKasaHa Huxe

Ewa Juszezak, 26-ANP-2018 10:39:16
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