8l

Ha3ssa nikapcbkoro 3acoby:

Registration certificate in Ukraine:
PeecTpauiiHe NoCBigHeHHA B
YKpaiHi:

Strength/Activity:

Cvna ajifakTMBHICTL:

The size and type of packaging:
Po3mip i 814 NaKkyBaHHA:

The dosage form:

NikapceKka dopma:

Country - producer:

KpaiHa - BUpobHMK:
Manufacturer & Quality control:
BMpOBGHUK Ta KOHTPONL AKOCTI:
Confirmation of GMP certificate:
BMCHOBOK BignOBIiAHOCTI BMPOB-
HUUTBa Bumoram GMP:
Manufacturing license:

NliueHsis Ha BUPODHULTBO!

Batch:

Cepia:

Date of manufacture:
Aata supobHuuTBa:;

A

ZERKALIN®

cutaneous solution 1%, 30 ml in glass bottle, 1 bottle in a cardboard box
3EPKAJIIH®

PO34MH HawKipHuK, 1 % no 30 mn y ckaaHomy dnakoHi; no 1 GpaakoHy B
KapTOHHIN Kopobui

Noe UA/12443/01/01 validity is unlimited

No UA/12443/01/01 tepmin A4ii HeobmexeHun

1 ml of solution contains: clindamycin - 10 mg, in the form of clindamycin hydrochloride
1 MA po3UMHY MICTUTB: KAiHAaMIUMH - 10 mr, vy 8urasgi kaivgamiumHy rigpoxnopuay

30 ml in glass bottle, 1 bottle in a cardboard box

no 30 mn y cknaHomy Gaaroti; no 1 GnakoHy B KAPTOHHIN Kopobui

cutaneous solution 1%

PO3YMH HaWKipHnn, 1 %

Croatia Country of destination: Ukraine

XopBaTin KpaiHa nprv3HayeHHA: YKpaisa

Jadran-Galenski Laboratorij d.d., Svilno 20, 51000 Rijeka, Croatia

AapaH-TaneHcekuh flaboparopiin a.4., CeinbHO 20, 51000 Pieka, Xopsaria
Ne 060/2023/C-93 dtd. 30.01.2023

Ne 060/2023/C-93 8ig 30.01.2023

UP/I-530-01/13-03/09 dtd. 03.10.2019
UP/1-530-01/13-03/09 sia 03.10.2019

06023 Batch size: 14.160
06023 Po3mip cepti: 14.160
06.2023. Exp. date: 06.2026.
06.2023. lpugartHnn go: 06.2026.

CERTIFICATE Ne 170000033473/23
CEPTU®PIKAT Ne 170000033473/23

PARAMETERS REQUIREMENTS RESULTS
NAPAMETPU BUMOIU PESYNILTATHU
CHARACTERS Clear, colourless liguid, ethanol-like odour, Complies
(Visual)
onuc Ipo3opa besbapeHa pianHa i3 3anaxom eTaHony. Bianosigae
 (BizyanbHwn#)
pH From 3.5t0 5.0 4.0
(Ph.Eur.2.2.3.)
pH Big 3,5 no 5,0 4.0
(€ep.®apm.2.23}y o+  HEX[
RELATIVE DENSITY From Q.875 to 0.885 0.881
{Ph.Eur.2.2.5.)
BIAHOCHA NYCTUHA Bin 0,875 ao 0,885 0.881
(€8p. Papm.2.2.5.) j
IDENTIFICATION CLINDAMYCIN The retention time of peak of dRedd#9en®o4Ae chromatogram Complies
{HPLC) obtained with the test solution must correspond to the retention
time of peak of clindamycin in the chromatogram obtained with
the standart solution.
{AEHTURIKALIA KNIHOAMIUMHY | Yac yTpumyBaHRa RiKYy KAIHAIMILUHY Ha Xpomarorpami Bignosiaae
(BEPX) BUNPOOYBAHOTO po3uuHY NOBUHEH BIANOBIAATK Yacy

YTPHUMYBAHHA NiKY KAIHAAMILMHY HA XpomaTorpami cTaHgapTHOro
PO34YMHY.
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IDENTIFICATION OF ETHANOL The retention time of peak of ethanol in the chromatogram Complies

(GC) obtained with the test solution must correspond to the retention

time of peak of ethanol in the chromatogram obtained with the

reference solution.
IAEHTU®IKALIR ETAHONY Hac yrpumyBaHHA NiKY eTaHONY Ha XPOMaTOrpami Bignosinae
(IX) EMAPCOYBaHOrD PO3UUHY NOBMHEH BIANOBIAATH Yacy

YTPUMYBaHHA NiKYy eTAHDAY HA XPOMATOTPami PO3UNHY

NOPIBHAHHA.
IDENTIFICATION OF PROPYLENE The retention time of peak of propylene glycol in the Complies
GLYCOL chromatogram obtained with the test solution must correspond
(GC) to the retention time of peak of propylene glycol in the

chromatogram obtained with the reference solution.
IAEHTHDIKALIA Hac yrpumyBaHHA NiKY NponineHrAiKoAKD Ha XpomaTtorpami Bignoeinae
APONWIEHT KOO BMNPoOYBaHOro PO34YMHY NOBMHEH BIANOBIAATH Yacy
(IX} YTPUMYBAHHA iKY NPONINEHrAIKONIO Ha XpomaTorpami posumnny

NOPIBHAHHA.
ASSAY OF CLINDAMYCIN 95.0 % - 105.0 % of the stated amount 100.4 %
(HPLC) (9,5 -10,5 mg/ml) 10.04 mg/ml
KUTbKICHUA BMICT Bia 95% no 105 % 8ig 3aA80€HOI KiAbKOCTI 100.4 %
KNIHOAMILUWHY {8in 9,5 ao 10,5 mr/mn) 10.04 mr/mn
(BEPX) |
ASSAY OF ETHANOL 30.0 % - 110.0 % of the stated amount 96.1 %
(GC)
KIIbKICHUMIA BMICT ETAHONY Big 90% o 110% sig 3asaBaeHOT KibKOCTI 96.1 %
{rX)
ASSAY OF PROPYLENE GLYCOL 20.0 % - 110.0 % of the stated amount 100.1 %
{GC)
KINBKICHUW BMICT Big, 90% no 110% 8ig 3aABNEHOT KiNbKOCT] 100.1 %
APONIAEHTAIKOAO
(rX)
RELATED SUBSTANCES :
(HPLC )
Impurity B (clindamycin B) Not morethan 2.0% 0.48 %
Impurity C {7-epiclindamycin) Not more than 4.0 % <0.1%
Other individual impurities Not more than 1.0 % 0.25%
Total related substances Not more than 6.0 % 0.88 %
CYNYTH! AOMILLIKA
(BEPX)
Aomiwxa B (kniHaamiumH B) He Binbuie 2,0 % 0.48 %
domiwka C (7-enikninaamitiitH) He bGinbwe 4,0 % <0.1%
[HWi AOMILLKWK He 6insvwe 1,0 % 0.25 %
3aranbHUA BMICT He 6inbwe 6,0 % ]
FILLING VOLUME Not less than the nominal
(In-house method)
OB'€EM HANMOBHEHHA He meHwe HomiHanbHoOro ,
(meTog Komnawii) I § O
MICROBIOLOGICAL PURITY Total number of aerobic microbial count: not more t LFI 3
(Ph. Eur. 2,6.12, 2.6.13) CFU/ml 2

Total combined yeasts/moulds count: not more 10 CFURIRS®

Pseudomonas aeruginosa: absent in 1 m! "

Staphylococcus aureus: absent in 1 ml -
MIKPOBIONOTIYHA YHUCTOTA 3aranbHa KinbKicTb aepobHKUx BaxkTepii: He Ginbwe 100 8 1 mn Bianoeinae
(€ep. Papm. 2.6.12, 2.6.13) 3aranbHa KinbkicTb rpubis | gpimaxis: He Binswe 10 8 1 mn

Pseudomonas aeruginosa: sigcytHi s 1 ma

Staphylococcus aureus: BiacyTHI B 1 mn

Certification statement. | hereby certify that information above is correct and precise. This batch was manufactured
(all production stages including packing and marking) and quality controlled in exact compliance to the GMP
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guidelines implemented by local regulatory body as well as specification included into the registration dossier.
Protocols of packing and analysis were revised and GMP compliance is identified.

3anea npo ceprudikauiro. Lium a 3aceigyyio, wo HaseaeHa BuLLe iHPOPMaLLA € 4OCTOBIPHOIO Ta TOUHOO. Lito Cepio
npoaykuii 6yno supobneno (BKNOualouM naxysaHHA/Ma PHYBAHHA) Ta nNpPOBELEHO KOHTPOAb i AKOCTI Ha
BUILE3a3HAYeHIH AiNbHMUI ¥ NOBHIA BIANOBIAHOCTI 3 BUMOramu GMP, BCTAHOSAEHUMM MICLLEBUM PEIYAATOPHUM

OPraHom, a TakoX BiANOBIAHO A0 crneuubikaui, Wo MICTATLEA Y peecTpa uivHoMmy Aocbe. MpoTokonu BupoGHULTSa,
NaKYBAHHA Ta aHaNi3iB ByNo nepernAnYTO Ta BCTaHOBAGHO BianosigHictb GMP.

" Stamp Qualified Person L L/’ L
leqatka YnoeHoBaxeHa ocoba err:a el .I)C -
Date of signature: " B W% . b Signature i «&"{"L”i/i”‘*";
Aata nignucy: M O, Qﬂg& e Nignwc /
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