JEPKIIKCIIYXBA YKPAIHU
JEPIKABHA CJHYKEA 3 JIKAPCHKIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMY V KHIBCBKIN OBJIACTI

npocrnekr Banepis Jlo6anoscekoro, 51, M. Kuis, 03110, ter/ake: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kog €JIPTIOY 37078774

BUCHOBOK
HpO AKICTH BBe3eHOro B Y kpainy Jikapcskoro 3acoby

21.04.2020 Ne 19715/20/10

IVAK

(abiMenyBaHES MiKapCBKOTO 3ac00yY 3TIOHO 3 PECCTPALIHHIM HOCRITIEHHSM )
reyin o 25 r rejaw B Tv6i; no 1 Tv6i B kapronHiii KopoOui

{(GopMa BEITYCKY. N03YBaHWS, BHA NMaKyBaHUA TiKapCLKoro 3acofy)
Howmep peecrpartitoro nocsimaenns UA/8202/01/01 crpox if peectpaniiinoro roceimuenns 01.01,2099
Cepig nikapeeroro zacoby Ne DG3IT Kimskicts BBeseHoro tikapcbkora sacefy 20400

BupobHuK I'naxco Onepetimac TOK Jlimiten, Bennka bpuranis

(mafmMenysanHa BHpOOHUKa TiKAPCEKOT0 3acoby, kpalHa MOoXOJXeHHA)

Bgesero B Vipainy TosaprcTeo 3 06Memxenoro gignosigamsmicTio "TnaxcoCrmitKnaia

PapmaceloTikaic Yipaiga'', izenr. won: 35619519

(nadiMenysassa Ta ko1 3a €OPIIOY opummynol ocofu abo npizsuine, im's, no Harexosi Giziuxol
ocobu - mianpremuy, i Miclle BPOKEBAHI TA peecTpalifsmil HoMep 0BnikoROT KapTKH NNATHHKE
nozatkis afo ceply Ta HOMEp MAacnopra)

Hperoxoa isyansuore keurpoumio six 09.04.2020 Ne 1193/2.

3a  pe3yaETATAMM JpIKARHOTO KOHTDONI) BCTAHOBIEHO, 1o JNkapchkwii 3acif BBessHo B Yipaiuy 3
JOTPUMAHHAM BHMOr 3aKOHOAABCTBE MO0 3a0e311eTeHAA AKOCTI Mixapesxux 3acodis.
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Certificate Date Certificate Number
Nara ceprucpikaty  Howmep ceprudinary

Tel +44(0)1833 690600 Fax: +44(0)1833 692300 16-Mar-2020 BCD 0000001557
Page/Crop. 1 oils 5

Niaterial Description: DUAC gel 25¢ tube #1

Hanmedysauna npoaykuii:  BYAK renk no 255 6 1y61 Net

Vlaterial Number: 60000000009898 Dosage Form: Gel

HomMmep npoayury: B80000000000858 Nikapckia dopma: fene

Package size / type: 259 Tube Strength: 5 Y%wiw [ 1 Y%ewhw

Poawmip / Tun nakyeauns: no 25 r B 1yBi Cuna gii: 5 %mfra f 1 Yonali

Marketing Authorisations Number: UA/B8202/01/01

Howmep Peectpauiiinore nocaipyeHs: UA/B202/01/01

Manufacturing Authorisation Number: MiA4

Homep niuensii Ha BUPOBHULTEO: MiA4

Site of Manufacture, Packaging and Glaxo Operations UK Limited, Harmire Road, Barnard Castle,

Quality Control: DL12 8DT, United Kingdom

3aBog-BUpoSHUK: I'makco Onepeitwnc KK Nimited, Xapnip Poya , Bapnapg Kactn,

DL12 8DT, Benuka bputatis

| hereby certify that the information provided within this certificate is authentic and accurate.
Ll 7 nigTeepmKylo, LG iHopMaLlia, Hagara B UboMmy cepTudikari, LOCTOBIDHOK T& TOYHOO.

| hereby certify that all the manufacturing stages of this batch of finished product has been manufactured, including
packaging/labelling and Quality Control at the above-mentioned site(s) in full compliance with the GMP
requirements of the EU and the local Regulatory Authority with the specifications in the Marketing Authorisation of
the importing country. The batch processing, packaging and analysis records were reviewed and found tc be in
compliance with GMP.

Lium 8 nigTBEpAKYIO, WO BCi eTany BupobHuuTEa Liel napTil rorosof npoayKuii Bynu BUroToBNEK], BKIK4YAKMN
ynakosky / MapKkyBaHHA Ta KOHTRONb AKOCTI HA BAWE3raaHoMy caiiTi (calfrax) y noewii BignosigHoCT] A0 BAMOT
GMP €C Ta MicLIeBOra perynsTopHoro opraHy creldikallii 8 4o3BONI HA MaPKETUHT kpalHu-imnoprepa. MaxkeTha
oBpoBka, nakysanbhi Ta aHanitTkisl sanucy Bynu nepernsaHyTi Ta BusHaHi gignoeigrumun GMP.

All investigations, if any, pertaining to the batch (including deviation, planned changes and/or temperature
deviations) have been recorded and completed to a sufficient level to support certification.

Bei focnimieHHs, aKkWo Taxi €, BifHoCATECS A0 NapTil (BKioUayi BiAXUNeHH, 3annadoBaHi aminm Ta / ado
sifxuneHHs TemnepaTypu) Gyny 3apeecTpoBaHi Ta 3aBepLieH] Ha [oCTaTHBOMY pieHi onA nigypumkn ceprudixaull.

Active drug substance: anhydrous benzoyl peroxide as hydrous benzoyl peroxide, clindamycin as
clindamycin phosphate
AxTnBHa phiova peyoBuHa: Benaoiny nepokong Gessogxu (y Burnagi bexsoiny nepokcnay BOJHOr0),

niHAzMiLmMH (Y Burnadi kniHgamiguey docdaty)
1g of gel contains: 50mg anhydrous benzoyl percxide as hydrous benzoyl peroxide, 10mg clindamycin as
clindamycin phosphate.
1 remo micTHTb BeHaoiny nepokeuay GessoaHoro (y surnsai Bexaciny nepokengy soaHoro) S0mMr, KaiHgamiguiy (v
surnani knidgamiuuny ocdary) 10mr. N
ot R :\i\%
%\‘

Quantity of the batch (packs): 20400

Posmip cepil (ynakoBok): 20400

Cofa generated manually by rl169054 on 16 March 2020 09:41
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GlaxoSmithKline
Harmire Road
BARNARD CASTLE
Durham DL12 8DT
UNITED KINGDOM

Certificate Date
Hata ceptudsikaty

Batch Certificate / Cepridiikar axocTi cepil

Certificate Number
Homep ceptudikarty

Tel:  +44(0)1833 690600 Fax. +44(0)1833 682300 16-Mar-2020 BCD 0000001557
Page/Ctop. offs 5
Lot/Batch: bG3v Date of Expiry: 07-2021
Cepis [ Cepia: DG3y Tepmid NnpUAaTHOCTI: 07-2021
Date of Manufacture: 01-2020
Darta pupoGunyraa: 01-2020
Importing Country: Ukraine
Kpaina imnoprep: Yipaita
Test Specification Results
Tecr Creuudsikauin Pezynktatu
Description ~ Colour White to slightly yellow Complies

Cnuc - Konip

Big Binoro f0 XXOBTYRATCOrO

Bianosigae BumMoram

Description — Form

Homogeneaous gel

Complies

Onuvc — ®opua

[omoresHui renb

Bignosinae sumoram

Benzoyl Peroxide Identification

Rf of Benzoyl Peroxide sample similar {o
reference standard

Complies

|laenTudhikauis GeHaoiny nepokcugy

Rf apaaka GeHzoiny nepokcugy
pignosigae Rf crakgapTy

Bianosinae sumoram

First identification of Clindamycin
Phosphate by HPLC

Retention time for Clindamycin
Phosphate similar to reference standard

Complies

Mepula ineHTudikadis kNiHgamiLuRy
chocdhaty metogom BEPX

Yac yTpumyaaHHa Ans Knisgamiynsy
chocdhaty ¥ 3pasky sianosigae Yacy
YTPUMYBAHHA Y cTaHAapTi

Bignoeigae BuMoram

Second identification of Clindamycin
Phosphate by TLC

The principle spot in the chromatogram
obtained with the fuil test selution is
similar in position, colour and size to the
principal spot of the reference solution A
and not present in the intermediate test
solution

Complies

Opyra ipentudbikauis kningamiumny
hocthary meTonom TLUX

OcHoBHa nrsma, oTpuMana Ha
XpomarorpamMi NoOBHOTo BURPOBYRAaHOro
PO3YUHY CXGHE NG PO3TALLYBaHHID,
KOMbOPY T3 POSMIPY 3 GOHOBHOW
NNAMOLG, SKY OTPUMENN Ha
XpOMATOrpami CTaHAZPTHOTO PO3UMHY A

‘| Ta BIICYTHS Ha XPOMATOrPaMI

MpoMiXHOro BUNPOBYBAHOTO PO3UNHY

Binnosigae BUMOram

CofA generated manually by 11169054 on 16 March 2020 09:41
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Test Specification Resulis
Tecrt Cneundpikayis Pesynbratu

Second identification of Clindamycin
Phosphate by Dicde array

The UV spectrum of Clindamycin-2-
phosphate test sample extracted at the
apex of the peak between 200 and 400
nm, matches that of the drug active
substance reference

Not routinely tested

Npyra inedtudhikauis knidganiyuHy
docdaty meTonom JiogHa mMaTpuus

YO cnekTp KOCHIMKYBAHOrD 3paska
KNiHgamiuuHy-2-hocdaty, BuaineHui y
BepLUMHI niky B Mexax Big 200 o 400
HM, BINNOBIRAE LBEOMY XK OKAZHUKY
cTaHgapTHaT pilcyol peuoBlHA

PYyTUHHO He NPoBoaAnTbLCH

y nepepaxyaaHHi Ha kniHaamitud % mim

pH 40-55 4.8
pH 40-55 4,8
Benzoyl Peroxide content %wiw 4,75-525 4,97
Bmict SeHaginy nepokeugy Y%oem/v 4,75 525 497
Content of Clindamycin Phosphate as

Clindamycin %w/w 087107 1.04
BuicT kninaamiuuny docdaty, v

nepepaxyBaHHi Ha kWiHgamiLmH % miv 87 -LA7 e
Content of unspecified Clindamycin

Phosphate related substances as No single substance is greater than 0.02 | <0.01
Clindamycin Yow/w

BmicT HeBM3Ha4YeHUX CYNYTHIX JOMILLOK .

kniHaamiuivy docdary, y nepepaxysanHi iéoigi - OSEHSZ' KX AChHHORHE <0,01
Ha kniHgamiunH % mim HEAMEYS 4

Content of Clindamycin Phosphate _

Sulphoxide 1 as Clindamycin Y%w/w . S04
BuicT wiinaamiuudy docdaty

cynbokeuay 1, ¥ nepepaxysaHHi Ha «<=0,02 «<0,01
wringamiywe % m/m N
Content of Clindamycin Phosphate _

Sulphoxide 2 as Clindamycin %w/w =02 <001
BuicT wnirgamiumnHy gocdary

cynbrokouay 2, ¥ nepepaxybaHyi Ha <=0,02 <0,01
gringamiuns % mim

Content of Clindamycin Sulphoxide (C52) =

as Clindamycin Y%w/w <=0.02 <04
BwmicT knisgamituHy eynshorenny (CSZ), | __ 0,02 <0.01
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Test Specification Results
TecT Crnepudirayis PesynbraTi
Content of Clindamycin Phosphate total <=0.05 <0.01
Related substances as Clindamycin Y%w/w
3aransHU BMICT CYNYTHIX SOMILIOK <=0,05 <0,01
kniHgamiuuiy hoodary |
nepepaxysaHHi Ha kniHaamiuwH % miv
Benzoic acid content Y%w/iw <=0.15 0.02
BmicT GeHsolitol kucnotn % mim <=0,15 0,02
Unspecified degradation products related | No single degradation substance is <0.0025
to Benzoyl Peroxide content Yow/w greater than 0.01 ’
BmicT HeBUaHaueHUX CynyTHIX npoaykTia | »KogeH a npoaykTie posnagy He <0.0025
posnapny Bexsoiny nepokcnay % miM fiepesitiiye 0,01 :
Total content of degradation products
related to Benzoy! Peroxide excl. Benzoic | <=0.10 <0.0025
Acid Yowlw
JaranesHull BMICT CynyTHIX NPOAYKTIS
poznagy SeHaoiny nepokeuay 3a <=0,10 <0,0025
BRAHATKOM BeH301H0T xnenoTy % mim
™ 3
Pt sive Mot less than 80% of particles are not Complies

more than 60um

Poswmip yacTok

Poamip He meHwe 80% vacTok cunanas
He binbwe 60 MKrM

Binnoeigae Bumoram

Penetrometry mm 15.0-35.0 245
MeneTpomeTpia MM 15,0 -350 245
Microbiological purity for non-sterile products:

MirpoBionoriuia 4ueToTa AN HecTEPUbHWX NPOAYKTIB

Total aerobic microbial count cfufg <=10? {interpreted as <=200) Complies

3aranobHa KinskicTs aepobHMx
mikpoopranizmis KYO/r

<=10? (iHTepnpeTyeTben Ak <=200)

Bignosinae Bumoram

Total veast and mould count cfufg

<=10" (interpreted as <=20)

Complies

SaranbHa KinbKicTs Apbrakis i rpubie
KYOir

<=10" (i[HTepnpeTyeThC RK <=20)

Bignosigae Bumoram

S. aureusg Absent Complies

3. aureusit BiacyTHi Bignoeigae Bumoram

Ps. Aeruginosalg Absent Caomplies

Ps. Aeruginosalr BigcyTHi SEEDaHG %, Bignosinae BumoramM
: 2 %ﬁ"@\}a
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