JEKJIAPAITUST O COOTBETCTBUHA

AEKJIAPAHT, IPUHUMATOUIHUH JEKJAPAIIAIO O COOTBETCTBAH

AO "ThakcoCrmumKnsiin Tpeiidun2"

Ceedenun o pecucmpayuu opeanusayuu; Mescpationnan uncnekyusn Pedepansioii Harozoeodl caydicbvr Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739011486, oama npuceoenus OT'PH 24.07.2002.

Adpec: 125167, 2. Mockea, Jlenunzpadckuii npocnexm, 8. 374, xopnyc 4, amaxc 3, nom. XV, komnama 1.
Tenegpon:8(495)777-89-00.

B nuye: I'enepansueiii dupexmop Jybsancxkuii Onez

Hosepennoe nuyo: Kysueyoe A.A., dosepennocme 60-13.09.2018 om 13.09.2018 .

3ASIBJBIET, UTO

nexapemeennoe cpedcmeo: Hudokcun, 2env 05 HapyoicHozo npumerenus 50 mz+10 m2/1 2 25 2, myb6ei (1),
nauxu kapmonnvie, PY Ne JIII-000822 om 07.10.2011 (dama samenw: 01.12.2017) swidano 340
“ThaxcoCmumKnniin Tpetiounz", cepus W75F, napmus 41250 ynaxosox, 20dexn do 09,1 2.2020, npouzeodcmea
Thaxco Onepsiimenc Benuxobpumanua Jumumed, Benuxobpumanus, Glaxo Operations UK Limited, Harmire
Road, Barnard Castle, Durham, DL12 8DT, United Kingdom, koo OKIIJ]2 21.20.10.161, ko0 TH Bag
3004200002, Jucmpubvromop. coznawenue 6/n om 01.01.2013 2., unsoiic Ne 4205251171 om 08.02.201 9

COOTBETCTBYET TPEBOBAHHAM

JIT-000822-011217

HAEKJIAPALTHSA ITPHHSATA HA OCHOBAHHH

npomoxon ucneimarnui Ne 1241m om 06.03.2019 HII OO0 HI] "®APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21DJI40, Cepmugpuxam POCC GB.®OMO8.C35682 om 11.03.2019

JATA JIPHHSITHS EKJIAPALHH 11.03.2019
CTLAPAT %:é\ﬁcmmmnA JIO 09,12.2020
]
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- CBE}IE\lﬁﬁH O PETUCTPAIINHA

OPTAH IO CEPTH®HKAILIUH, 3APETUCTPHPOBABIIU U JEKJIAPAIIHIO

RA.RU.11OM08 OPIAH 110 CEPTHOHKALIHH ITPONYKIIHH OBII[ECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH [JEHTP KOHTPOJIS KAYECTBA",

aopec opeanusayuu: 115280, 2. Mocxea, yn. Macmeproea, 0. 4, sm. 5, nom. I, kom. 1, adpec opzana no
cepmughuxayuu: 115280, POCCHA, 20pod Mocksa, yn. Macmeprosa, 9. 4, am. 5., men.:(495)788-02-88, se6-
caiim: oyrk.pg.

Junenxo H.B.
Pyxosogurens OC




[Mporokon/Ceptudhmkar ananusa
Protocol/Certificate of Analysis

7 GlaxoSmithKline

60000000010055 Wupokeun, renb AnNs HAPYKHOTO NpUMeHeHus, 25 r
60000000010055 INDOXYL GEL 1X25G_RU-STF

Homep naprum W75P

Batch Number

Lara uaroroBnenus 10-12-2018 -

Date of Manufacture

Cpok rogHocTy 09-12-2020

Date of Expiry

Test

Description-Colour

Onwucanue - Liger
Description—Form

Onwcatve - dopma

Benzoyl Peroxide Identification
MopnuiHocTe BeHsowna nepokcug

First identification of Clindamycin
Phosphate by HPLC

MoanunrocTs knuHaamuunHa docdara
MeTogom BOMKX

Second identification of Clindamycin
Phosphate by TLC

MognurHocTs knuHgamuiuHa docdara
meTtogom TCX

pH

pH

Benzoyl Peroxide content %w/w
KonudecTeeHHoe onpeaeneHue
Genaouna nepokcuaa Y%mim
Clindamycin Phosphate %w/w
KonwuecreeHHoe onpegenenue
knungamuuuHa goedara %miv
Clindamycin Phosphate Sulphoxide 1
Swiw

KnungamuywHa pocchata cynbgokecus 1
Yora/m

initial CofA Print

Specification

White to slightly yellow

Ot Benoro o enTosaToro UseTa
Homaogenous gel

OpnHopogHblil rens

Similar to reference standard
CooTeeTcTBYeT OCHOBHOMY
cTaHpapry

Similar to reference chromatogram

CooTBetcTRYET XpOMarorpaMmme
CTaHaapTHOro pacTeopa
Similar to reference chromatogram

CooTBeTcTBYET XpomMaTorpamme
CTaHAapTHOro pacreopa

>=4.0 and <=5.5

01400055

»=4.75 and <=6.25

014,75 no 5,25

>=0.97 and <=1.07
010,97 po 1,07

<=0.02

He Gonee 0,02
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Resuit

Complies
CooreeTcrayeT
Complies
CoorseTcrayer
Complies
Coorsetcrayer

Complies
CoorsetcTByeT
Complies
CootsetcrayeT

4.8
4,8
4.96
4,96
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Mpotokon/CepTucpukart aHanusa
Protocol/Certificate of Analysis

Clindamycin Phosphate Sulphoxide 2
Yowiw

Knunaamuyurra dhocata cynbdorcug 2
Yoraim

Clindamycin Sulphoxide (CS2) %wiw
KnuHgamuyuHa cynechokcug (CS2)%mim
Any Other Unspecified Imp as
Clindomycin Y%ow/w

fhoban fpyras eQnHuyHan NPUMECH B
nepecHeTe Ha kKnuHAaMUUrH YamM/v
Total Impurities as Clindomycin %w/w
Obuwjee cofjepanne npumeceii 8
nepecyeTe Ha KAMHAamMuynH Yomim
Benzoic acid content %w/w
beH3oliHas kucnota %mim

Any Other Unspecified deg products
%wiw

NioBas apyrarn eauHUyHas NpuMecs
Yamim

Total deg products exc. Benzoic Acid
Sowlw

Obuee cofepxanve npumecei kpome
BeH3oHHOR KMCNoTLl Yamim

<=0.02
He Bonee 0,02
<=(.02
He Gonee 0,02
<=(.02
He bonee 0,02

<=0.05
He Bonee 0,05

<=0.15
He Gonee 0,15
<=0.01
He Bonee 0,01
<=0.10

He Bonee 0,10

Not less than 80% of particles are
not more than 60pm

He meree 80% yacTuy pasmepom
He Bonee 60 MKkm

Particle size

Paamep yacTuy

Total aerobic microbial count cfulg <=200
O6uwee uncno asapobHbix GakTepui He Bonee 200
KOE/r

Total yeast and mould count cfu/y «=20

Obuwee uncno apoxoied u rpudoe KOE/r  He Bonee 20
S. aureus Absent

S. aureus QOtcytcTRIEe
Ps. aeruginosa Absent

Ps. aeruginosa Oreyrerane

<0.01
<0,01
<0.01
<0,01
<(.01
<0,01

<0.01
<0,01

0.02
0,02
<0.0025

<0,0025
<0.0025
<0,0025
Complies
CooTBeTCTBYET

Complies
CootBeTCTBYET

Complies
CoortpeTtcTayer
Complies
CootBercrayer
Complies
Coorpercrayer

HaxoSmithKline

Initial CofA Print
Generated manually by mac55853 on 29 January 2019 16:43
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MpoTtokon/Ceprudukar aHanusa
Protocol/Certificate of Analysis

CcbinoyHbIn HOMEp W75P-60000000010055-RU

Reference Number

Crpana POCCHA
Country RUSSIA

Initial CofA Print
Generated manually by mac55853 on 28 January 2019 15:43
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A M. Kiveal
B.S¢c, MR.S.C

5,

Aaxosmithidine

Quality Manager — Balch Release
Qualified Person
Barnard Castle

OTBETCTBEHHbIN 38 KAYeCTeo
Quality Manager
BapHapa Kacn
Barnard Castle

Page 3 of 3

Giase Operations UK Lindled
Registared in Fagland & Wates
fe 081

Registered affas
803 Comat Wiz Rood
Brepifng (s daey TWAZGS




