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‘Material Description: DUAC gel 25g tube #1 3
HaimeHyBaHHsi npogykuit: -OYAK renb no 25r B Ty6i N1 |
‘Material Number: 60000000009898 Dosage Form: Gel
‘Homep npoaykry: -60000000009898 Nikapcuka thopma: Tenk. |
Package size / type: 25g Tube Strength: 5 %wiw /1 Y%wiw
‘Posmip / Tun nakysaHMa:  no.25 r B Ty6i Cwuna fit: 5 %mim /1 %mim J- #
‘Marketing Authorisation Number: UA/8202/01/01 1
Homep PeecrpauiitHoro noceigueHes: UA/8202/01/01 =
‘Manufacturing Authorisation Number: MIA4
‘Homep niueH3sii Ha BUpOBHULTBO: MiA4
Site of Manufacture, Packaging and Glaxo Operations UK Limited, Harmire Road, Bamard Castle, 1’ .
‘Quality Control: DL12 8DT, United Kingdom il
‘3aBoA-BMPOBGHHKK: 'makco OnepeiwHc KOK Jlimiten, Xapmip Poya, , BapHapa Kacti; 1o
DL12 8DT, Benuka Bputania "
|  hereby certify that the information provided within this certificate is authentic and accurate.
Livm A nigreepaxyto, Wwo iHopmauisa, HagaHa B Uubomy cepTudikaTi, € 4OCTOBIPHOK Ta TOYHOIO.
| il
| hereby certify that all the manufacturing stages of this batch of finished product has been manufactured, including ‘x
‘packaging/labelling and Quality Control at the above-mentioned site(s) in full compliance with the GMP I

Tequirements 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.

Lnm s nigreepakyto, Wwo Bci.etann smpoGHULTBa Uiel napTii roToBOT Npoaykuil 6y BUroTOBNEHI, BKITHONAIOYK
‘YnakoBKy / MapKyBaHHA Ta KOHTPOMbL AKOCTI HA BULLie3ragaHomMy caiTi (caittax) y nosHiii signosinHocti oo Bumor
‘GMP €C 1a MicLieBoro perynaTopHoro opraHy cneuudikadil B 403BOM HA MAPKETUHT KpaTHN-iMnopTepa. MNakeTHa
0bpobxa, nakysarnbHi Ta aHaniTMYHI 3anuck 6ynu nepernauyTi Ta Bu3HaHi BianosiaHumn 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 gocnizpkeHHs, AKIWO Taki €, BIQHOCATLCA A0 NapTii (BKIIOYAYW BiXMNEHHN, 3arnadosadi smiiu 7a/ abo
BiAXVNeHHs TemnepaTypu) 6yiiu 3apeecTpoBaHi Ta 3aBepLUeHi Ha 4OCTAaTHBOMY piBHI 4Ns NIATPUMKK cepTUdiIKAL|i;

‘Active drug substance: anhydrous benzoyl peroxide as hydrous benzoyl peroxide, clindamycin as i
clindamycin phosphate i

AKTUBHA giloYa pevyoBnHa: GeH30iny nepokcunp HGessoaHui (y Burnaai 6eHsoiny nepokcuay Bo,u,Horo) 1
KniHaamiuuvH (y surnaagi kningamiumuy docoarty) £ TR —

1g of gel contains: 50mg anhydrous benzoyl peroxide as hydrous benzoyl| peroxide, 1Gmg ¢ f_ _- in 55.-._

clindamycin phosphate. 4 _"' 3’@};? N

1 r renio MicTUTL O8H30INY nepokenay 6essoaHoro (y BUrNAAi 6eH30iny nepokcuay 867 f.
BUrNAAI KniHgamiymny chocdaTy) 10mr.

Quantity of the batch (packs): 9900
Po3mip cepii (ynakoBok): 9900

L3
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Lot/Batch: AD2S Date of Expiry: 01-2024
Cepin / Cepin: AD2S TepMid npuagaTHoOCTI: 01-2024
Date of Manufacture: 07-2022 |
Hata BupobHuuTBa: 07-2022
1
Importing Country: Ukraine EE
Kpaina iMmnoprep: YkpaiHa 1
Test Specification Results
TecT Crnieundpikayin Peaynerarmn
Description — Colour White to slightly yellow Complies L
| Onuc ~ Konip Bin, 6inoro Ao XoBTyBaTOrO Bianosigae sumoram ’ i
Description — Form Homogeneous gel Complies ] '
Onuc — dopma ToMOreHHui rersib Bianoeigae sBumoram s

Rf of Benzoyl Peroxide sample similar to

Benzoyl Peroxide Identification reference standard

Complies

Rf apaska GeH3oiny nepokcuay
Bianosigae Rf cravaapry

First identification of Clindamycin Retention time for Clindamycin

laeHTUdIiKaLia 6en3oiny nepokcuay Bignosianae Bumoram

Phosphate by HPLC Phosphate similar to reference standard Complies
- o - - “Yac yrpumyearHa ona Kknivaamiunsy

lepua |,u,eHanJmau|ﬂExn|H,uaM|L|tu (pocchaTy y 3pasky Bianoeiaae vacy Bianosigae snmoram

Pocepaty METO'D'UH BEPX YTPUMYBEHHA ¥ CTaHgapTi |
The principal spot in the chromatogram 1
obtained with the full test solution is ;“

Second identification: of Clindamycin sirmilar in position, colour and size to the Complies

Phosphate by TI.C principal spot of the reference solution A P
and not present in the intermediate test
solution

(QOcCHOBHa nnama, OTPUMaHa Ha
Xxpomartorpami noBHOro BUNpoOyBaHOro 1
PO34YNHY CXOXA NO PO3TALLYBAHHIO, 1
fpyra iaeHTudbikauin KniHaamMiLuHy KONLOPY Ta PO3MIPY 3 OCHOBHOIO |
ocaTty meTogom TLUX MNAMOIO, AKY OTPUMANKN HA
Xpomartorpami CTaHAapTHOrO PO3ynHy A
Ta BIACYTHA HA XpOMaTOrpami
NPOMIKHOro BUNPoGYBaHOro po3unHy

Bignosigae svmoram
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Test — “Specification “Results
Tect Cneuudbikauis PeaynbTatn -
The UV spectrum of Clindamycin-2- | E'
o - . phosphate test sample extracted at the |
ﬁﬁggng;?:gtlﬂsia;gg;J:Imdamwm apex of the peak between 200 and 400 | Not routinely tested |8
P y Y nm, matches that of the drug active -
substance reference
Y@ cnekTp A0CHiaXyBaHOro apaska -
. o : : KnivgamiuuHy-2-tpochaty, BUAINEHKA y P
E‘b%ig;'n‘eﬁ:ﬂﬁiﬂ?ﬂ?;l:'ia:::T"":y : BEPLUWNH| niky B Mexax Bia 200 go 400 PYTUHHO He NpOBOAWTLCA : |
Y A a Put HM, BiAMOBIAAE LbOMY XK NOKA3HMUKY i
CTAHZAPTHOI Ait0UO0T peyOBUHN | b
pH 4.0-55 | 4.7
pH 40-5,5 4,7
Benzoyl Peroxide content %w/w 4.75-5.25 4.97 o
ii
Bmict GeHaciny nepokcuay Y%om/m 4,75 - 5,25 4,97 E g
Content of Clindamycin Phosphate as g
Clindamycin Y%w/w 0.97-1.07 1.03 b
BmicT kniHgamiyuny doccary, y 0.97 - 1.07 103

nepepaxyBaHHi Ha xniHaamiynH % m/m

Content of unspecified Clindamycin

Phosphate related substances as No single substance is greater than 0.02 | 0.00 | g
Clindamycin %w/w |

BMIiCT HEBU3HAYEHUX CYNYTHIX AOMILLOK
KniHaamiuiHy cpocaTy, ¥ nepepaxyBaHHi
Ha KNiHAAMIUWH Y% m/m

>KoaHa 3 0gMHUYHUX AOMILLIOK He

nepeeuulye 0,02 0,00

Content of Clindamycin Phosphate

Sulphoxide 1 as Clindamycin Y%w/w <=0.02 0.00

BmMicT KniHaamiluHy cocdary
cynechokeuay 1, y nepepaxyBaHHi Ha <=0,02 0,00
KniHoamiumH % m/m

Content of Clindamycin Phosphate

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

BmicT kniHgamituHy dhocdarty

cynbdpokeuay 2, y nepepaxysaHHi Ha <=0,02 0,00
KkniHgamiyuH % mim it
Content of Clindamycin Sulphoxide (CS2) _

as Clindamycin %w/w <=0.02 0.00

BmicT KniHgaMiLMHy cynbdokcnay (CS2), <=0 02 5 0.00

y nepepaxyeanHi Ha KniHaamiLnH % m/m
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Test Specification Results
Tecr Cneuudixauis PesynbTtaru

Content of Clindamycin Phosphate total <=0.05 0.00

Related substances as Clindamycin %w/w

3aranbHWn BMICT CYNYTHIX J{OMILLIOK <=0,05 0,00

KniHpamiuvHy chocdarty |y

nepepaxyeaHHi Ha KniHgaMiuvH % m/im

Benzoic acid content Y%wiw <=0.15 0.02

BmicT 6&H30iHOT xnecnoTu % mim <=0,15 0,02

Unspecified degradation products refated | No single degradation substance is 0.00

to Benzoyl Peroxide content %w/w greater than 0.01 '

BmicT HeBu3HaueHux cynyTHiX npoaykTis | YKoaeH 3 MPOAYKTIB po3naay He 0.00

posnaay. 6eHsoiny nepokenay % m/m nepesulye 0,01 ’

Total content of degradation products

related to Benzoyl Peroxide excl. Benzoic | <=0.10 0.00

Acid %w/w N

3aransHWiA BMICT CYNyTHIX npoaykrie

pos3najy beHsoiny nepokcuay sa <=0,10 0,00

BUHATKOM OeH30iHOT KNCnoTu % m/M

: : Not less than 80% of particles are not .
Particle size more than 60pm Complies
: Poamip He meHwe 80% 4YacTok cknapae , :

Po3mip yacTok He BinbLue 60 MkM Bignoeigae sumoram

Penetrometry mm 15.0-35.0 218

[leHeTpoMeTpia MM 15,0 - 35,0 21,8

Microbiological purity for non-sterile products:

MikpoBionoriyna ynctoTa ans HEeCTEPUNIbHUX NPOAYKTIB

Total aerobic microbial count cfu/g <=10? (interpreted as <=200) Complies

| 3aranbHa KinbkicTb aepobHUX
MikpoopraHiamis KYO/r

<=107 (iHTepnpeTyeTben Ak <=200)

Binnoeigae Bumoram

Total yeast and mouid count cfu/g

<=10" (interpreted as <=20)

Complies

JaranbHa KinekicTb apixaxis i rpubie
KYO/r

<=10" (iHTepnperyeTbca Ak <=20)

Bignosiaae Bumoram

Complies

S. aureus/g Absent SRHA % 5
| S. aureus/r BIACYTHI * N& n
- % - % 3
| Ps. Aeruginosa/g Absent I ﬁ % - ﬁih*’*
Ps. Aeruginosa/r BigoyTHi g ﬁeﬁﬁi *
*@ﬁ@ ‘Ea o b

CofA generated manually by Ka Keung Fong. on 20-September 2022 11:55 &%__g onve e

BianoBinac syumoram

Complies

Bianosinae sumoram

i rrrnibibled - .-
R
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Qualified Person / YnosHosaxeHa ocoba -
e O _
&g Hgﬁiy E @642 m g;% 1:1:?;_ tomrare i
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Date ./ NaTa

CofA generated manually by Ka Keung Fong: on 20 September 2022 11:55-




¥/
JEPHUIKCIIVKBA
AEPKABHA CIIYVKBA 3 JIKAPCHBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMU Y KHIBCBKIN OBJIACTI
fnipocriexT Banepia JloGanorcekoro, 51, M. Kuir, 03110, ten/dake: (044) 363-06-50

E-mail: dis ko@dls.gov.uahttps:/www.dls.gov.ua, Kog €JIPIIOY 37078774 l
BUCHOBOK |

1O AKICTH BRe3eNoro B Ykpainy JikapcsKoro 3acody

25.10.2022 Ne 45016/22/10

(HaiiMeHyBaHHA NikapcsKoro 3acofy 3riHO 3 peccTpanifHiM moCcBiTICHH M)
reqis; mo 25 r reyio B Ty6i; mo 1 Ty6i B kapTouniii xopo6ui
(popma sunycky, nosyBaHHA, BHA NAKYBAHHA NiKAPCHKOTO 3ac00y)

_ i
Homep pecerpaniitroro noceinuenns UA/8202/01/01 crpox nii peectpaniitnoro noceimuenns 01.01.2099 il&l
Cepis nikapcekoro 3acoby No AD2S KijibkicTs BBE3eHOM0 Jikapeskoro saco6y 9900 B
Brpo6uuk I'nakco Onepetiurie JOK Jlimiten, Benuka Bputanis o 1
(HalfiMEHYBaHHS BUDOGHUKA NTIKAapCHKOTo 3acoby, KpaiHa 110X0,mKeHHs)
B
Beeseno B Yikpaiy TosapHcTBO 3 06MexeHow0 BiAMOBINANLHICTIO ' TaakcoCmiTK nstiin §
®apmMacsTIKAJIC YKpaiHa', inenr. xox: 35619519
(HafiMedyBauns Ta koA 3a €JIPTIOY 1opummriHol ocobu abo tpisenme, iM's, o 6aTbKOBI
¢13nurol 0cobH - ninnpreMIs, i Micue MpOKMBAHHA Ta peecTpaliiityit HOMEp 0ONIKOBOL
KapTKy [MAaTHHKA NOAATKIB a0 Cepid Ta HOMEP maciopTa)
Mporokon Bisyanbuore Kewrponio rix 21.10,2022 N 2733/4. M |
.
14
3a pesynsTaTaMu ACPKABHOIO KOHTPOMO HCTAHOBIEHO, 1IN0 MKAPCEKHET 34ci6  HEE3EHO B Ykpainy 3
AOTPHMAHHAM BUMOT 3aKOHOAABCTRA ITOA0 3a6e3MeUeRHI AKGCT] AIKAPCHKHX 3ac06iB.
i
 Ipana TTAJIAMAP '

{issitdany Ta npisaume)

"’




