JEKJIAPAIIUSI O COOTBETCTBHUM

AEKJIAPAHT, TPHHUMAION{HI AEKJAPAIINIO O COOTBETCTBHH

340 "TharxcoCumumKasiin Tpetiounz"

3apezucmpuposaro : Mexcpasionnas uncnexyus MHC Poccuu Ne 39 no 2. Mockee OI'PH 1027739011486 om
24.07.2002

Adpec: 119180, 2. Mockea, Hxumancrasn Hab., 9. 2.Teneghon:8(495)777-89-00.

B nuye: I'enepanvuvrii Oupexmop Buwruyruii [T A.

Hosepennoe nuyo: Kysneyos A.A., dosepentocmb 39-25/05/2018 om 25.05.2018 2.

3ASIBJISIET, YTO

flexapcmeentoe cpedcmeo: Kymueeiim maze ons Hapyarcnoz2o npumenenun 0.005% 15 2, my6u anomunuessie
(1), nauxu xapmonnwie, PY Ne IT N012556/02 om 16.07.2009 (0ama nepeogopmnerus 13.05.2014) ewidaro 340
"ThaxcoCmumKnsiin Tpeiiounz", cepus LV3R, napmus 14000 ynaxoeox, z00en do 18.03.2020, npouszeodcmea
ThaxcoCrumKnaiin @apmacsiomuxans C.A., Tonvwa, GlaxoSmithKline Pharmaceuticals S.A., ul.
Grunwaldzka, 189, 60-322, Poznan, Poland, kod OKIT/]2 21.20.10.157, ko0 TH B3] 3004320009,
Hucmpubslomop. coznawenue 6/n om 01.01 .2013, unsotic Ne 4083191056 om 22.05.2018

COOTBETCTBYET TPEBOBAHHSIM

HJ 42-13104-04 usm. Ne -3

AEKJIAPAITHS IPUHSTA HA OCHOBAHUH

npomoxon ucnermanuti Ne 3830 m om 25.06.2018 HJT 000 HI] "®APMOFOPOHA", ammecmam
axxpedumayuu POCC RU.0001.2 1 ®JI40, Cepmugpuxam POCC PL.®MO8.C16773 om 25.06.2018

AATA TIPUHATHS TEKJIAPALIMH 27.06.2018

ST Ry

AL JEHCTBUTEJBHA JO 18.03.2020
B '

/ / Ky3HeLos AA.

[IOATHCE D.HU.O

\
CBEI{}I&HM O PETUCTPAIIUUA

OPTAH 10 CEPTHO®HKAIIUH, SAPETHCTPHPOBABIIHH AEKJIAPALIUIO

RA.RU.11PMO8 OPTAH I10 CEPT. HOHKALIHH ITPOIVKI[HHA OBL[ECTBO C OI' PAHHYEHHOMH
OTBETCTBEHHOCTBIO "OKPY)KHOE HEHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu: 115280, 2. Mocksa, yn. Macmeprosa, 0. 4, sm. 5, nom. I, xom. 1, aopec opzana no
cepmugpuxayuu: 115280, POCCHA, 20po0 Mockea, yn. Macmepxosa, 0. 4, sm. 5., men. 1(495)788-02-88, ee6-
caiim: oykx.pg.

AEKJIAPALTASI O COOTBETCTBUHA 3APEI'HCTPHUPOBAHA X POCC PL. DM08./105138

JATA PE@CTPWH 27.06.2018

e /{/{7 p
. ﬁ/ Hunenxo M.B.

NOAMHKCE Pykosoautens OC




Bbigan:

GlaxoSmithKline Pharmaceuticals
ul. Grunwaldzka 189

60-322 POZNAN

MOJbLIA

Ten: +48 61 860 1200  (Qaxc: +48 61 867 57 17

cpaHmMuya 1 U3 1

lata cepmpukata Homep ceprudmkara

16-MAIA-2018 1000171561

Onucavue marepnana:  Kyruseidt Mass 0,005% 15rx Ty6

Homep matepnana: 281188
Toproeoe HasBaHue: KYTUBENT® ma3b gns HapyxHoro npumereHus 0,005 %
Npumeyakue:

HacToAuum yaoctosepsio, 4To BbllweyromaHyTan UHOOpMaL1a NoanvHHa
1 TouHa. Cepus npoaykTa 6bina npousseneHa, BKNKOYAA YNaKoBKy W
KOHTPO/b Ka4ecTBa B NOSIHOM COOTBETCTBUM ¢ TpeGosaHuamu GMP
NOKaNLHOro PerynaTopHoro opraa u co cneyudukaLmami
PerucrpauuonHoit fokymerTamm UMNOPTUPYIOLLEH CTPaHBI.

HoKyMeHTEI Mo npousBofCTBEHHOMY Npolieccy cepuu, yrnakoBKa
NPOAYKTa U pe3ynbTaTbl KOHTPONA KAYECTBa CepUM MPOBEpPEH b

U HaxofAaTca B cooTeetcTtBUM ¢ GMP.,

Cepun LV3R Cpok rogHocTI: 18.03.2020

Aara usrotoBneHus: 19.03.2018

MmnopTupylowan crpana

RU

Onucaxue Cneundukayua Pesynbrathi

OAHOPOAHAA NoNynpo3payHas mMaib BNOro UKW NouTh

Onucatue AHOPOA FHROR CooteeTcreyeT
6enoro useTta
Bpems ypepxuBaHua ocHoBHOro nuka Ha Xpomarorpamme
MCNbITYeMOro pacTeopa fOMKHO COOTBETCTROBaTL BpeMeH!

MopnuHHocTe BIMX 2y P pa A P CooteetcrByeT
YAEPKUBAHNA OCHOBHOMO NKa Ha XpOMaTorpamme
CTaHAAPTHOro pacTBopa.
OcHoeHOe NATHO Ha XpoMaTorpamme UCTbITYeMOoro

[MoanuHHocts TCX PacTBOPa IOJNKHO COOTBETCTBOBATL OCHOBHOMY NATHY Ha CoortsercreyeTt
Xpomatorpamme CTaHAApTHOrO pacrscpa

Macca copepumoro Ty6bi COOTBETCTBYET Tpe6oBaHuAM CootBeTcrByeT

KonuuecreeHHoe onpegeneHie: BIXKX ot 0,00450 po 0,00525 % (Bec/Bec) 0,00492

KonuuecteenHoe onpegeneHue: B3KX ot 90 o 105 % ot 3asBneHHoro copepKaHus 98

Mukpobuonoruueckas yncrora coorseTcTByeT TpebosaHuam M X| CooteeTcTByeT

KeanuduuuposaHHbIit coTpyaHuK

OpobpeHo 3nekTpoHHON noanucsio
®amunua noanucaHTa ykasaHa Huxe

Mariusz Kopras, 16-MAI-2018 13:02:07
Importing Country: R\/SS | A
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