TEKJIAPALIUSL O COOTBETCTBUM

JEKJAPAHT, IPHUHUMAONIUH JEKJTAPAIIUIO O COOTBETCTBUM

AO "ThakcoCmumKnsaiin Tpetioune"

Ceedenus o pezucmpayuu opzanuzayuu: Meacpaiionnas unchexyus PedepanbHoil Hano2060l ciyschvl Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739011486, dama npuceoenus OI'PH 24.07.2002.

Aodpec: 125167, 2. Mockea, Jlenunepadckuii npocnexm, 0. 374, kopnye 4, amaoic 3, nom. XV, xomnama 1.
Tenegpon:8(495)777-89-00.

B nuye: I'enepanvusiti Qupexmop Buwnuyxuii J.A.

Hoeepennoe nuyo: Kysneyos A.A., dosepennocmo 60-13.09.2018 om 13.09.2018 e,

3ASIBJISIET, UTO

nexapcmeentoe cpedcmeo; Kymueeiim, kpem 0ns napyaicnozo npumenenus 0.05% 15 2, mybvi anomunuesoie
(1), nauxu xapmonnwie, PY Ne IT N012556/01 om 15.07.2009 (0ama 3amenwr 30.05.2018) ewidano 340
“I'nakcoCmumKnsiin Tpeiiounz", cepus HI7R, napmus 15760 ynakoeok, 20den 0o 02.10.2020, npouseoocmea
IakcoCyumKnsiin @apmacviomuxans C.A., Honvwa, GlaxoSmithKline Pharmaceuticals S.A., ul.
Grunwaldzka, 189, 60-322, Poznan, Poland, koo OKITJ]2 21.20.10.157, koo TH B3] 3004320009,
Jucmpubviomop. coznawenue 6/n om 01.01.2013, uneoiic Ne 4083193033 om 06.11.2018

COOTBETCTBYET TPEBOBAHUSAM
IT N012556/01-300518

JEKJIAPAIIUSI IPUHSITA HA OCHOBAHHHU
npomoxon ucheimanuti Ne 7273m om 28.11.2018 HJT OO0 HL] "@APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®JI40, Cepmughuram POCC PL.®>MO8.C28653 om 29.11.2018

Kysnenos A.A.

( no;lnﬁ ®.1.0
/

CBEIEI‘H}[/IH O PETUCTPAIIUA

OPI'AH 110 CEPTU®HUKAIIAU, 3APETHCTPUPOBABIIHIA TEKJIAPAITUIO

RA.RU.11®MO08 OPIAH 110 CEPTH®HKAIJHH ITPOJYKIJHH OFLJECTBO C OI'PAHHYEHHOH

OTBETCTBEHHOCTBIO "OKPY)KHOH IIEHTP KOHTPOJIS KAUECTBA",

adpec opeanuzayuu: 115280, 2. Mockea, yn. Macmepxkoesa, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no

cepmucpurayuu: 115280, POCCHA, 2opod Mockea, yn. Macmeproea, 0. 4, am. 5., men.:(495)788-02-88, ee6-

catim: oz;mc po.
AIIAS O COOTBETCTBHUH 3APETHCTPUPOBAHA A POCC RU J-PL. ®M08.A.08694/18
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GlaxoSmithKline Pharmaceuticals
ul. Grunwaldzka 189

60-322 POZNAN

NONbLA

Nara ceptudukata Homep ceptudukara

Ten: +48 61 860 12 00 (Makc: +48 61 867 57 17
25-0KT-2018 1000200842

cTpanmya 1 m3 2

Onucanuve matepuana:  Kytuselt kpem 0,05% 15r x 11y6

Homep matepuana: 281172
ToproBoe HasBaHue: KYTUBEWT® kpem ans HapykHoro npumeHerus 0,05 %
Mpumeuanne:

HacrosAwmm yaocToBepAlo, YTO BblleyNoMAHYTaA MHGopMaLMA NogNuHHa
1 TouHa. Cepua npoaykTa Gbina Nnpov3gefieHa, BKIOYanA YNakoBKy 1
KOHTPOMb Ka4yecTsa B MOHOM COOTBETCTBUN ¢ Tpebosanuamu GMP
NoKanbHOro PerynaTopHOro opraHa u co cneyudukayuamm
PerncrpauuoHHoN JOKYMEHTaUMU UMMNOPTUPYIOLLEI CTPaHbI.

[lOKYMEHTBI N0 NPOU3BOACTBEHHOMY NPOLIECCY Cepui, YnaKkoBKa
NpoLyKTa 1 pe3ynbTaThl KOHTPOJA KadecTBa Cepun NpoBepeHb

W HaxopnaTca 8 cootseTcTBun ¢ GMP.

Cepun HJ7R Cpok rogHocTu: 02.10.2020
HAara usroroBneHus: 03.10.2018
OnucaHue Cneyudukayua PesynbTarh!

OHOPOAHLIA MATKWIA Kpem Benoro unu noutu Genoro

OnucaHue Cooteetcrayer
yBeTa
He MeHee 3aABNeHHOTo (Hu B ofHow 13 10 cnyvainHo

Macca copepxumoro Tybb! oTobpaHHbIX Ty6 KONMYECTBO Kpema He QOoMKHO ObiTb CootBetcrayeT

MeHbLUe 33aABNEHHOI0)

Bpemn yaepkuBaHuA OCHOBHOO NUKa Ha XpOMaTorpamme
MCNbITYEMOTO PacTBOpa LOMKHO COOTBETCTBOBATL BPEMEHU

NopgnuHHocTe BIXKX Coorsercrayer
YAEPKUBAHUA OCHOBHOTO MUKa Ha XpoMaTorpaMme
CTaHAapTHOro pacTeopa
OcCHOBHOE MATHO Ha XPOMATOrPamMMe UCIbITYEMOro

NognuHHocTe TCX pacTBOpPa AOIMKHO COOTBETCTBOBATH OCHOBHOMY MATHY Ha CootseTcrayer
XpoMaTorpaMme CTaHgapTHOro pacrtsopa

pH or 4,5 06,5 53

nyTukazoHa nponuonata) ot 0,0475 po 0,0525 % (sec/
KonuuyecteeHHoe onpefeneHue: BIXKX S;C;IT P ) . Ao, . p 0,0500
95 po 105 %

Konuyecrtsentoe onpegenedue: B3XKX SRR LRRTRCHE Y 2R 0 S 100
3aABNEHHOIO COflePXKaHWA

KonuuecraeHHoe onpepenexue (vmugmouesunbl) ot 0,15 po 0,22 % (Bec/sec) 0,20

: (mmngmouesuHbl) ot 75 go 110 % ot 3assnexHoro

KonuuectseHHoe onpepeneHvie 99

cofiepxaHua

Mukpobuonoruyeckas Ynucrora coorseTcryeT TpedosaHuam IO X Cootsetcrayer




BeigaH:

GlaxoSmithKline Pharmaceuticals
ul. Grunwaldzka 189

60-322 POZNAN

MONbLA

Nata ceptudmkata Homep ceprudurara
25-0KT-2018 1000200842

Ten: +48 61 860 12 00 dakc: +48 61 867 57 17

cTpaHuya 2 w3 2

KsanuduumpoBaHHbIil COTPYAHUK

OpobpeHo 3neKTPOHHOI NOANUCHIO
Damunmua nognucaHTa yKasaHa HukKe

Ewa Juszczak, 25-0OKT-2018 08:13:22
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