TIEP’)KABHA CJIVKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH Y KHiBCBKI OBJIACTI

npos. Ceitmuanoi Hapit, 3, m.Kuis, 02099, Ten/daxc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BUCHOBOK
Npo sAKicTL BBe3eHOro B YKpaiHy JikapcbKoro 3acody

01.09.2025 Ne 41333/25/10

JAYAK

(HaliMeHyBaFHs TiKapCLKOTO 3ac00y 3rijIHO 3 peecTpauiinim NOCBIIMCHHAM)
reas; mo 13 r remo B Ty6i; o 1 TyGi B kapToRHil Kopo6ui

(opMa BHMYCKY, 1O3YBaHHS, BUJ IAKYBAHHS JliKapCLKOrO 3acoby)
Homep peecrpauiiinoro nocsinuenns UA/8202/01/01 crpox aif peectpauiiinoro nocsinyenns 01.01.2099
Cepis nikapcskoro 3aco6y Ne JPOL KimskicTs BBeaenoro fikapeskoro 3acoty 10000

BupoGuux I"'naxco Onepeitnc FOK Jlimiten, Benuka Bputatis

(HaiiMeHyBaHHs BUPOOHHMKA J1ikapeskoro 3aco0y, KpaiHa 110XOKEHHS )

Bseseno B Yxpainy ToBapucTBO 3 00MeXKEHOI0 BiANOBIAANLHICTIO "TnakcoCmiTKasiin
dapmacbloTikaic Yipaina', inent. xon: 35619519

(H'IHMCHyBaHH}l Ta koA 3a €JIPTIOY topumuuHoi ocaby abo npizsutie, iM's, 1o Gatbiosi (isiuol
ocolu - mianpremus, ii Micue NpoKHBANIIA TA pccm‘pammnm tiomMep 0ONIKOBOT KapTKH TUIATHHKA
nozaTkis abo cepis Ta HOMEp NacropTa)

Tporokon Bisyanskoro kontpomo six 28.08.2025 Ne 2667/3.

3a  pesynbTaTaMy  JIepKABHOTO KOHTPONO BCTAHOBJICHO, WO JIKApCHKHHA 3aci6 BBeseHo B VYkpainy 3

JOTPUMAHHSAM BUMOT 3aKOHO/aBCTRA 1010 3a6e3rnedenHs AKOCTi JIKapchknx 3acobin.
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Material Description: DUAC gel 15g tube #1

HaitmenyBaHHs npoaykuii:  OYAK renk no 15r B Ty6i Ne1

Material Number: 10000000095882 Dosage Form: Gel

Homep npoaykry: 10000000095882 Nikapckka popma: enb

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

Poamip / TN nakyBaHHA: no 15 r B Ty6i Cuna gii 5 %m/m /1 %mim

Marketing Authorisation Number: UA/8202/01/01

Homep PeecTpauitHoro noceigueHHs: UA/8202/01/01

Manufacturing Authorisation Number: MIA4

Homep niueHsii Ha BUpObHUUTEO: MIA4

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

Quality Control: DL12 8DT, United Kingdom

3aBop-BUPOBHUK: Inakco OnepeiiwHce FOK Nimites, Xapmip Poya , bapHapa Kactn,

DL12 8DT, Benuka BpuraHis

| hereby certify that the information provided within this certificate is authentic and accurate.
Lium s nigTeepaxyto, Wo iHopmaLiis, HaaaHa B LiboMy cepThdikaTi, € JOCTOBIPHOIO Ta TOYHOI.

| 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 to be in
compliance with GMP.

Livm 8 nigTBEpMAXYI0, WO BCi eTany BupoBRULTBa el napTii roTosoi NpoayKuii Bynu BUroToBMEHI, BKIKOYaHHN
yNaKkoBky / MapKyBaHHsi Ta KOHTPOINb AKOCTI Ha BULLEaraaHoMy CauTi (caitTax) y noBHilt BiANOBIAHOCTI A0 BUMOT
GMP €C Ta MicLieBoro peryfsTopHoro opraHy cneuudikadii B Aossoni Ha MapKeTUHT KpaiHu-imnopTepa. MNakeTHa
0BpobKa, nakyBanbHi Ta aHaniTu4Hi 3anvcn 6ynu neperrsHyT Ta BU3HaHI sianosigHumu 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.

Bci AocrimKeHHs, AKLLO TakKi €, BiAHOCATLCS A0 NapTil (BKIIOUaIOUM BiAXUNEHHs, 3annaHoBaHi 3MiHK Ta / abo
BiOXUNEHHs TemnepaTypy) 6ynn 3apeecTpoBaHi Ta 3aBepLieHi Ha AOCTaTHLOMY piBHi AnsA NigTPUMKY cepTudikadlii.

Active drug substance: anhydrous benzoyl peroxide as hydrous benzoyl peroxide, clindamycin as
clindamycin phosphate
AKTUBHa Qlitoya pevoBUHa: Hensoiny nepokcua BessoaHUN (y Burnagi Gensoiny nepokcuay BOAHOrO),

KniHaamiuuH (y BUrnsAi knivaamiuvky cocdaty)
1g of gel contains: 50mg anhydrous benzoyl peroxide as hydrous benzoyl peroxide, 10mg clindamycin as
clindamycin phosphate.
1 r renio MicTUTH BeH3oiny nepokcuay BeasoaHoro (y surnaai Gexsoiny nepokcuay BoaHoro) 50Mr; KnikaaMiLuHy (y
BUrnaAi kKnivgamiunHy docdaty) 10mr.

Quantity of the batch (packs): 10000
Poamip cepil (ynakoBok): 10000
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Lot/Batch: JPOL Date of Expiry: 12-2026
Cepis / Cepis: JPOL TepmiH npuaaTHocTI: 12-2026
Date of Manufacture: 06-2025
Harta Bupo6HuuTRa: 06-2025
Importing Country: Ukraine
Kpaixa imnoprep: Ykpaina
Test Specification Results
Tecrt Cneuudixauis PeaynbTatn
Description — Colour White to slightly yellow Complies
Onwuc — Konip Big 6inoro go *oBTYBaTOro Bianosinae sumoram
Description —Form Homogeneous gel Complies

Onuc — dopma

FomMmoreHHui renkb

Bianosinae sumoram

Benzoyl Peroxide ldentification

Rf of Benzoyl Peroxide sample similar to
reference standard

Complies

laeHTudbikauis 6eH3oiny nepokcuay

Rf spaska 6eHsoiny nepokcugy
signosigae Rf craHaapty

Bignosinae sumoram

First identification of Clindamycin
Phosphate by HPLC

Retention time for Clindamycin
Phosphate similar to reference standard

Complies

Nepwa ineHTUdIKaLis kNiHAaMIUUHY
docaty merogom BEPX

Yac yTpuMyBaHHS Ans kniHAaMILUHY
docdaTy y 3pasky Bignosigae yacy
YTPUMYBaHHS Y cTaHAapTI

Bionoeinae sumoram

Second identification of Clindamycin
Phosphate by TLC

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
and not present in the intermediate test
solution

Complies

Hpyra igeHTudikauis kniHgamiLmHy
cocchaty metogom TLUX

OcHoBHa nnsiMa, oTpUMaHa Ha
XpomaTorpami nosHoro eunpobysaHoro
PO3YUHY CXOXa NO PO3TaLLYBaHHIO,
KONbOPY Ta PO3MIPY 3 OCHOBHOK
nNsMoto, AKy OTpUManu Ha
XpOMaTorpami CTaHAapTHOroO Po3dnHy A
Ta BIACYTHA Ha XpoMaTorpami
NPOMIXHOro BUNpoByBaHOro po3ynHy

Bignoeinae Bumoram
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Test Specification Resuits
Tecr Cneuundpikauis PesyrbTatu

Second identification of Clindamycin
Phosphate by Diode 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

[pyra igeHTudikauis KniHaaMiLMHY
tochaty meTomom [iogHa maTpuus

Y® cnekTp AochiaKyBaHOro 3paska
KriHAaMiLnHy-2-docdaTy, BuaineHnin y
BepLUKHI Niky B Mexax 8ig 200 fo 400
HM, Bignosigae LbOMY X MOKasHUKY
CTaHL4apPTHOT Ailo4oi pevoBUHA

PYTWHHO He NPoBOAUTLCS

pH 40-55 4.8

pH 4,0-55 4,8

Benzoyl Peroxide content %w/w 4.75-5.25 5.03

Buict 6eH3zoiny nepokcuay %mim 4,75-5,25 5,03

Content of Clindamycin Phosphate as

Clindamycin %w/w 0.87-1.07 1.03

BmicT kningamiumHy drocdaty, y

nepepaxyBaHHi Ha KniHaamiuuH % m/m 0,97=1,01 103

Content of unspecified Clindamycin

Phosphate related substances as No single substance is greater than 0.02 | 0.00

Clindamycin %w/w

BMiCT HEBU3HAYEHWUX CYNyTHIX JOMILLOK )

KniHaamiliHy docdaty, y nepepaxysaHHi 2KOAHE 5.ORVHASHIX pemILlio) Be 0,00
. . N nepesuwye 0,02

Ha KniHAaMiUvH % m/m

Content of Clindamycin Phosphate -

Sulphoxide 1 as Clindamycin %w/w <=0:02 0.99

BMicT kninaamiuvHy docdary

cynbgokeuay 1, y nepepaxysaHHi Ha <=0,02 0,00

KniHgaMiuuH % mim

Content of Clindamycin Phosphate .

Sulphoxide 2 as Clindamycin %w/w <=0.02 0.00

BmicT kniHgamiuuHy docdary

cynbhoKkeKay 2, y nepepaxyBaHHi Ha <=0,02 0,00

kniHaaMiuunH % m/im

Content of Clindamycin Sulphoxide (CS2) <=0.02 0.00

as Clindamycin %wiw ’ '

BmicT kninaamiumHy cynbdokeunay (CS2), <=0,02 0,00

y NepepaxysaHHi Ha KIiHAamiLMH % M/M
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Test Specification Results
Tect Cneundikauis PesynbTtaTtu
Content of Clindamycin Phosphate total <=0.05 0.00
Related substances as Clindamycin %w/w
3aranbHuiA BMICT CYNyTHIX SOMILLOK <=0,05 0,00

KniHaamiuuHy docdary , y
nepepaxysaHHi Ha KniHgamiLwH % M/m

Benzoic acid content %w/w <=0.15 0.01
BmicT 6eH30MHOT KUCHOTU % M/M <=0,15 0,01
Unspecified degradation products related | No single degradation substance is 0.00
to Benzoyl Peroxide content %w/w greater than 0.01 '
BmicT HeBU3HauYeHuX cynyTHIX npodykTie | dKofeH 3 npoaykTis poanady He 000
posnaay 6exsoiny nepokcuay % m/m nepesuulye 0,01 '
Total content of degradation products
related to Benzoyl Peroxide excl. Benzoic | <=0.10 0.00
Acid %wiw
3aransHui BMICT CynyTHIX NpoayKTiB
posnaay GeHsoiny nepokcugy 3a <=0,10 0,00
BUHSATKOM BeH30AHOT KUCHoT % M/M

o :
Bzl wize Not less than 80% of particles are not Complies

more than 60um

Posmip He MeHLwe 80% uacTok cknagae

Po3mip wacTok .
O3MIp He Binbiue 60 MKM

Bignosinae sumoram

Penetrometry mm 15.0 - 35.0 215

MeHeTpomeTpis MM 15,0 - 35,0 21,5

Microbiological purity for non-sterile products:
MikpobionoriyHa uucToTa Ans HecTepUIbHUX NPOAYKTIB:

Total aerobic microbial count cfu/g <=102 (interpreted as <=200) Complies
z?}(f;;:;:'g;ﬁc;;g?f BOHis <=102 (iHTeprpeTyeTbea Ak <=200) Bianosinae Bumoram
Total yeast and mould count cfu/g <=10" (interpreted as <=20) Complies
ﬁsgﬁwa KEKIETE APDERIIE, | rpuGis <=10" (iHTepnpeTyeTbea Ak <=20) Bignoeigae BuMoram
S. aureus/g Absent Complies
S. aureus/r BiacyTHi Bionoeinae sumoram
Ps. Aeruginosalg Absent Complies
Ps. Aeruginosalr BigcyTHi Bianosinae sumoram

CofA generated manually by Ka Keung Fong. on 1 August 2025 10:31




Issued by:

GlaxoSmithKline
Harmire Road
BARNARD CASTLE
Durham DL12 8DT
UNITED KINGDOM

Tel: +44(0)1833 690600

Fax:

+44(0)1833 692300 31-JUL-2025

L

Batch Certificate / Ceprucikat sikocTi cepii

Certificate Date Certificate Number

[ata cepTucbikaty  Homep cepTudpikaty
BCD_0000002750
Page/Crop. 5 ofs 6

Qualified Person/ YnosHoBaxeHa ocoba

Digitally signed by DARREN
PAUL WALLIS

Reason: | am approving the
‘DAWEN @AUL WALL/ content of this document and

authorize its issuance.

Date: 2025-08-01 14:16:34+01:00

Signature/ MNianwc
Name/ lNMpissuwe
Date / aTa
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