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Material Description: DUAC gel 15¢g tube #1

HalimenyBaHHs npoaykuil:  OYAK rens no 155 s TyGi Ne1

Material Number: 10000000095882 Dosage Form: Gel

Homep npogykry: 10000000095882 Nikapcska hopma: lenb

Package size / type: 159 Tube Strength: 5 Y%wiw 1 1 %wiw

Posmip / Tun NaKyBaHHA: no 15 r & Ty6i Cuna pii: 5 %mim 1 1 %mim

Marketing Authorisation Number: UA/8202/01/01

Howmep Peecrpauiisoro nocsigyeHus: UA/8202/01/01

Manufacturing Authorisation Number: MIA4

Homep niuensii Ha BURPOOHUYTBOG: MiA4

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

Quality Control:

DL12 8DT, United Kingdom

3aBoa-BUPOGHHK: I'nakco OnepewHe KOK Nimires, Xapwmip Poyg | Baprapp Kacrn,

DL12 8DT, Benuka Bpurauis

I hereby certify that the information provided within this certificate is authentic and accurate.
Liama nimﬁepmcy}o, o iHdpopmalin, HajaHa B LLoMy ceptudpikaTi, e AOCTOBIPHOIO Ta TOYHOH,

| hereby certify that all the manufacturing stages of this batch of finished product has been manufactured, including
packaging/labeliing and Quality Control at the above-mentioned site(s) in full compliance with the GMP

requirements of th

e 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 to be in

compliance with G

MP,

Linm = ATBERMKYIO, WO BCf eTany BUpoSHUYTBE Wict napTii roTopof NpoAykuil Synu suroTosneHi, BKIIOYA0YK

YNaKkosky / mapkys
GMP £C Ta micye
00pobka, nakyean

Active drug subs
AkTuBHa piloya p

19 of gel contains:

AHHA Ta KOHTPOMb SKOCT Ha BuULEsranadomy cari {calitax) y noswiii BiANoBigHOCTI g0 BUMOF
BOI'O perynaTopHoro OpraHy cneuncbikaLyit 8 o3soni Ha MapKeTUHr kpattu-imnoprepa. Naketna
bHI Ta aHaNITUYHI 3anuck Bynu NePernaHyTi Ta BU3HaH] BiAnoBigHMMU GMP.,

tance: anhydrous benzoyl peroxide as hydrous benzoyl peroxide, clindamycin as
. clindamycin phosphate
€YOBUHa: BeHaoiny nepokcus GessoaHmia (y BUrNAAi Gexsoiny nepokcuay soaHoro),

KIliHAamiLUmMH (y BUrNAAi KntHaamiuuHy tocdary)
50mg anhydrous benzoyl peroxide as hydrous benzoyl peroxide, 10myg clindamycin as

clindamycin phosphate,
1rremo micruts GeHaoiny Nepokcuay SeasogHoro (y BUrNALi 6eHaoiny Nepokcuay BoaHoro) SO0Mr: KniHaamiumny (y

BarnAai kningamiy

WHY cbocdary) 10mr.

Quantity of the batch (packs): 15800
Pasmip cepii (ynaxkosok): 15800

CofA generated manually by Emma Taylor on 13 March 2024 14:02
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Lot/Batch: KX3J Date of Expiry: 08-2025
Cepia { Cepin: KX3J Tepmin npupatHocTi: 08-2025
Date of Manufacture: 02-2024
Hara BUROOHUUTRA; 02-2024
Importing Country; Ukraine
Kpaina iMnopTep: Ykpaixa
Test [ Specification Results
Tecr Crneundpikauin PesynbTatu
Description — Colour White to slightly yeliow
Gnuc ~ Konip Big 6inoro go KOBTYBaTOro Bianosigae evumoram
Bescription — Form Homogeneous gel Complies
Onuc -~ dopma lomMorer Uiz rens Binnosigace sumoram

Benzoyl Peroxide Identification

lasHTUikavis Gensoiny nepokeugy

First identification of
Phosphate by HPLC

Clindamycin

Mepura igeHTUdikayis KhiHAaMiLmAy
docdary metogom BEPX

Second identification
Phosphate by TLC

of Clindamycin

Apyra iAeHTUDiKaUin KniH,aniuwHy
thocdaty meTogom TLUX

CofA generated manually

Rf of Benzoyl Peroxide
reference standard

Rf spaska Gensoiny nepokeuay
Bignosinae Rf CraHaapry
Retention time for Clindamycin
Phosphate similar to reference standard
Hac ytpumysanns ANs KniHAamiyHy
Pocary y Spasky eignosigae uacy
YTPUMYBAHHS y cTanaapri

The principal spot in the chromatogram
obtained with the full test solution is
similar in position, colour and size to the .
principal spot of the reference solution A | COMPlies
and not present in the intermediate test

solution
OcHoBna nnama, OTPUMaHa Ha
XpomaTorpami nosHoro BunpoBysanoro
PO3YUHY cx0xa ro posTaliyeanHio,
KOMbOpY Ta posmipy 3 ocHoBHOID
NIAMOlo, AKy oTpUMany Ha
XpoMaTorpami cTaHaapTHoro PO3UMHy A
Ta BiACYTHA Ha XpoMmaTorpami
NpoMixHoro BUNpoByBaHoro Po3yuHy

sample similar to Complies

Biancsigae sBumoran

Bignosigae Bumoram

Bignosinac sumoram

by Emma Taylor on 13 March 2024 14:02
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Specification Resuits
Cneuudrikayis Pesyneraru

Second identification of Clindamycin
Phosphate by Diode array

-

Apyra inexmudikayis kniHAaMiLLy
ocdary MeTogom fioana marpuus

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

Y® cnekrp AocnigyysaHoro spaska
KniH,aniutu—Z—¢>oc¢aTy, BUAINeHMH y
BEPLIWHI NiKy B Mexax BiA 200 go 400
HM, Bignosigae UbOMY 3K NOKa3HMKy
CTaHAAPTHOT AiloYoi peyosuHy

pH
pH
Benzoyl Peroxide content Y%whv

Bmict GeHaciny nepokcuay %m/m

PyTuHHo He nposoauThes

Content of Clindamycin Phosphate as
Clindamycin %wfw

Bwmict KniHAamiLHy thochary, y

NepepaxyBaHHi Ha kniHaamiumy % MM

Content of unspecified Clindamycin
Phosphate reiated substances as
Clindamycin %w/w

BMICT HeBMaHaueHmx CYNYTHIX AoMilrok
KniHaamiLjiny tbacehary, y nepepaxysanHi
Ha KNiHAAMILH % MM

Content of Clindamycin Phosphate
Sulphoxide 1 as Clindamycin %wrw

Bumicr KniHaamitny tocary

Cynabokcuay 1, y nepepaxysadHi Ha
KNiHAAMILWH % mim

Content of Clindam
Sulphoxide 2 as CJj

ycin Phosphate
ndamycin %why
BwmicT KniHAaMiLHy cdbocgary
Cynbehokeunay 2, Y NepepaxysaHni vHa
KIiHAaMILMA % m/m

Content of Clindamyein Sulphoxide (C82)
as Clindamycin %wiv

Bwmict KITiHDaMiLHy Cynehokeuny (CS2),
Y NepepaxysanHi Ha KniHgamiumy % amim

CofA generated manually by Emma Taylor on 13 Mayc

40-55 4.8
40-55 4,8
4.75-5.25 4.98
4,75 - 525 4,98
0.97-1.07 1.02
0,97 - 1,07 1,02
Na single substance is greater than 0.02 | 0.00
HognHa 3 ofuHMIHMX BOMilltoK He 000
nepesulyye 0,02 !
<=0.02 0.00
<=0} 02 0,00
<=0.02 0.00
<=0,02 0,00
<=0.02 0.00
<=0,02 0,00
h 2024 14:02
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Specification
Creundgrikauis

Content of Clindamycin Phosphate total <=0.05

Related substances as Clindamyein %w/w

3aranbHuii smicT CYNyTHIX Aomiwok <=0,05

KniHaamiLHy tocepary , y
nepepaxysaHHi Ha KMIHAaMILMH % Mim

Benzoic acid content Yowiw <=0.15
BmicT Genzoinor KMCNoTn % m/m <=0,15

Certificate Number
Homep cepTudbikaTy

BCD_000000268 1

Unspecified degradation products related | No single degradation substance js
to Benzoyl Peroxide content Y%w/iw greater than 0.01

BMicT Hesuanayenmx CYyNyTHIX npoaykTis XogeH 3 NpoAykTie poanagy He
po3nagy SeHaoiny NEPOKeMay % mim nepesuwye 0,01

Total content of degradation products

related to Benzoyl Peroxide excl. Benzoic | <=0.1p

Acid Y%wiw
3arancHui emict CYNYTHIX npofykTia

peanagy Gexsoiny nepokcuay 3a <=0,10

BUHATKOM SeHz0lHoT KUcnoTu % mim

Particle size

Paamip yactok

Penetrometry mm

lMeneTpomeTpis mMm

Microbiological purity for non-sterile products;

Total asrobic migrobjal count cfu/g

lI

3aranbHa KinbkicTs ApiXAXiB | rpusia
KYOfr

ii

Ps. Aeruginosa/g

I

CofA generated manually by Emma Tayler on 13 March 2024 14:02

MikpoBionoriung HACTOTA ANs HeCcTepUnbHMX fpoayKTis:
<=10* (interpreted as <=200}

3aranbHa kinbkicTs aepoBHnx —t 2 _
MiKpoopranismis KYO/r =107 (inTepnperyetacs sk <=200)
Total yeast and mouid count cfu/g =

=10" (interpreted ag <=20}

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

Poamip He meHure 80% MaCTOK cKriagae
He Binbiue 60 mkm

15.0-35.0
15,0- 35,0

<=107 (iHTepnpeTyeThen gk <=20)

Aosert T
Soyw

4 offs 5
Results
Peaynutarm
0.00
0,00
0.01
0,01
0.00

Bianosigae sumoram

Blanosigae Bumoram

| Complies "

Bianoeigae Bumoram

Bigriorifae sumoram
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Qualified Person/ YnoBHoBaxeHa ocoba

as stated in the document.
Dats: 2024-03-13 14:42:592

Digitally signed by SHELLY EDGAR
QS‘J ;c‘ z :[_Ly E@GAP Reascn: | am signing for the reasons

Signature/ Mignuc
Name/ Mpissuwe
Date / faTa

CofA generated manually by Emma Taylor on 13 March 2024 14:02




