JAEPIKABHA CJIVIKBA 3 JIIKAPCbKHX 3’ACQBIB TA KOHTPOJHO 3A
HAPKOTHKAMM Y KHIBCBKIN OBJIACTI

ripos. Caitananoi Hanil, 3, m.Kuiz, 02099, ten/dakc: (044) 363-06-50
E-mail: dls ko@dls.gov.ua, Koa €APTIOY 37078774

BHCHOBOK
HpO SKiCTH BEe3€HOI0 B YKpalHy JiKapchEKoro 3acody

19.04.2024 No'18546/24/10

_  3EPKAJIIH® e
(naiimenysaHig MKapeLkoro 3acoby arijHe 3 peecTpaniiiHuM oCBiATeHH:M)
po3umy pamkipuuit, 1 % mo 30 M y ckasHomy diaxoni; no 1 gaaxony B kapToHniil
" _ Kopobui
(dhopMa BHIOYCKY, A03YBAHHS, BHI NaKyBaIHHA AiKapceRoro 3acofy)

Homep peecrpaniiisoro nocsizuenns UA/12443/01/01 crpoxk nii peectpauiitnoro nocsinuenns 01.01.2099

Cepia nixapeskoro 3acoGy Ne 10323 KiaskicTs BReseroro mikapeskoro sacoby 5280
Bupobuuk SInpan-Tajiexcbxuit JIabopaTopift 1.1., XOpBaTis
(HaiiMeHyBaina BHDOGHHKA JIKapCEKOro 3acoby, kpaiHa NOXOJLKEHHS)
Beeseno B Yrpainy CroinsHe yKPaiHCHKO0-eCTOHCBKE MANPHEMCTEO ¥ (hopmi ToBapHCTR2
3 oOMexenoIo BignosigaasHicTio "Onrima-®apm, JITH", inenr. xon:
21642228

(HaitMeryBanAs Ta ko 3a EAPTIOY wopuanuHoi ocobu abo npizeume, iM'a, no Gatexosi izl
ocofn - niampuemus, 1i Miclie ApeXHBAHHA Ta peecTpadiffunil HoMep oBnIKOBOT KAPTKY KHIATHHKA
negaTKiB 400 Cepi Ta HOMep nachopra}

Tiporokas sisyansnore kontpoitio siff 18.04.2024 Ne 0995/2.

3a  pesyneTaTaMH [epiKaBHOTO. KOHTPOJIO BCTAHOBNEHO, INO. Nikapceimit 3aci6 mpeseno B Vipainy 3
HOTpHMaHHHM BHMOT 3aK0HOAABCTRA 100 3a0e3HeYeHHs AKOCTI KapeLKHX 3acobis.

e Bixrop CTE®KIBCBKMH

(iniuiaum Ta npissuie)

(o il 24 Op&ﬁgmm : o
il 235 ﬂDKyMEHJfB? eg
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Product name:

Hazea Aikapcskoro 3acoby:

Registration certificate in Ukraine:

PegcTpaUiriHe noceiAYeHHA &
YrpaiHi;

Strength/Activity:

Cwna ail/akTveHICTE:

The size and type of packaging:
Poamip i Bu nakyBaHHA:

The dosage form:

Nikapecbka dopma:

Country - producer:

Kpaina - BupobHmk;
Manufacturer & Quality control:
BupobHux Ta KoHTpoAL AKOCTI:
Confirmation of GMP certificate:
BucHOBOK BignosigHocTi BUpoB-
HWULTBA Bumoram GMP:
Manufacturing license:-
fiveHsia Ha eMpoSHKUTED!

p

ZERKALIN®

cutaneous solution 1%, 30 mlin glass bottle, 1 bottle in a cardboard box
3EPKARIH®

PO34MH HawkipHni, 1 % no 30 mn y cknaHomy dnakoHi; no 1 ¢nakony &
KapToHHIA Kopobui

Ne UA/12443/01/01 validity is unlimited

N2 UA/12443/01/01 Tepmin afi HeoBMeneHnh

1t of solution cortains: clindamyein - 10 mg, in the form of clindamycin hydrochloride
1'MA pO3UMHY MICTUTb: KNIHAAMIUKH - 10 mr, y BUMASAT KniHgamiurHy riapoxaopray
30 ml in glass bottle, 1 bottle in a cardboard box

na.30-Mn y ckARHOMY GNaKOHI; Mo 1 dAaKoHy B KapToHHIA Kopobui

cutaneous sofution 1%

PO34YMH HalWKipHWH, 1%

Croatia Country of destination: Ukraine

Xopearin KpaiHa npu3aHaderHR: Yipaiva
ladran-Galenski Laboratorij d.d., Svilno 20, 5100C Rijéka, Croatia
fapan-TaneHcsknid Nabopatopii a.4., Cainsko 20, 51000 Pieka, XopeaTia |

Ne 023/2024/C-65 dtd. 19.01.2024

Ne.023/2024/C-658in 19.01.2024

UP/1-530-01/13-03/09 dtd. 17.05.2022
UP/1-530-01/13-03/09 sip 17.05.2022

Batch: 10323
Cepiar 10323

Batchsize:. 14.124
Poamip cepii: 14,124

Date of manufacture: 09.2023. Exp. date: 09.2026.

data sBupobHuuTea: 09.2023. NpuaaTHuil go:  09.2026.
CERTIFICATE N2 170000035291
CEPTUDIKAT Ne 170000035291
PARAMETERS REQUIREMENTS RESULTS
MAPAMETPU BUMOIH PE3YIBTATH
CHARACTERS Clear, colourless liquid, ethanol-like odour. Complies
{Visual)
onuc Nposopa GesbapsHa piarHa i3 2anaxom etaHony. Bignoginae
(BizyaAbHWiA) R I .
pH From3.5t0 5.0 4.0
{Ph.Eur.2.2.3.}
pH | Big 3,5405,0 A0
(Esp.Papm.2.2.3)) . . _
RELATIVE DENSITY From 0.875 to 0.885 0.88
{Ph.Eur.2.2.5.}
i BIAHOCHA TYCTUHA Bia 0,875 no 0,885 0.88
(EBp. ®apm.2.2.5.) L _ L
IDENTIFICATION CLINDAMYCIN The retention time of peak of clindamycin in the chromatogram Complies
1 (HPLQ) obtained with the test solution must correspond to the retention
time of peak of clindamycin in the chromatogrami obtained with
‘the standart solution.
IAEHTUGIKALIA KATHAAMIUMHY | Yac yTpumyBanms niky kIHAaMIGWHY Ha xpomatorpami
{BEPX) BMNpODyBAHOrO PO3UHHY NOBUHEH BiANOBIgaTM Hacy 4
' YTRUMYBAHHA NIKY KAIHASMILAHY Ha XpOMaTOTpami cTag
DO3YMHY. 15

——JADRAN~ GALENSKI-LABORATORL d.d—3-51000 RIFEKA = Svilno 20-5 CROATIA-C- +385 ok

Zerkalin.cutaneous. solution 1% 30 mi - 10323 - UA 1/3
Referance CoA: vl
200324
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{Ph. Eur. 2.6:12, 2.6.13)

MIKPOBIOROMMMHA YUCTOTA
{Esp. Papm. 2.6.12, 2.6.13)

CFU/ml

Total combined yeasts/moulds count: not more 10 CFU/ml
" Pseudomonas aeruginosa. ahsent in 1 mi

Staphylococcus aureus; absent in 1 ml

{ 3aranbHa KinsKIcTL pUbis | i Apisakie: He 6iabwe 108 1
L. Pseudomonas aeruginosa: BigcyTHi B 1 mn /
Staphylococcus gureus: sincythi 8 1 ma

JADRAN - GALENSKI LABORATORLI d.d. » 51000 RIJEKA = Svilno 20 CROATIA = +385 51

Zérkalin cutaneous solution 1% 30ml - 10323~ UA 2/3

Reference CoA: vl
RONIR RS

IDENT{FICATION OF ETHANOL The retention time of peak of ethano! 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

3. reference solution,

IAEHTURIKALLIA ETAHO Y 1 Yac yTpumyBsaHHA MKy eTaHony Ha XpomaTtorpami Bigriosifae
{rX) 1 BUNPOBYBAHOMO POIYMHY NOBUHEH BiAnosi,anw-Hacy

YTPUMYBAHHA NIy €TaHOAY Ha XPOMATOIPAMI pO3UMHY

— | 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) -tothe retention time of peak of propylene glycal in the

chiromatogram obtained with the reference solution.

AEHTUDIKALIA -Hac yTpumyBaHHA niky NPONNEHrAIKO/O Ha XpoMaTorpami Bignoeinae

NPONIAEHIHKOND | BMApoGyBaHoro po3unMHY NOBMHEH BiANOBIAATH Yacy )

(T} YTPHUMYBEHHA NiKy NPONIAEHINIKOAID HA XPOMaTOrpami poIuMHyY

MOPIBHAHHA.

ASSAY OF CLINDAMYCIN 85.0 % - 105.0 % of the stated armount 1003 %

{HPLC) {9,5-10,5 mg/ml) 10.03 mg/ml

KINBbKICHWIA BMICT Bif 95% a0 105 % sig 3asenenol KinbKoCTI 100.3 %

KNIHOAMILUHY {810 9,5 5o 10,5 mr/mn) 10.03 mr/mn

(BEPX)

ASSAY OF ETHANOL 90.0 % - 110.0 % of the stated amount 969 %

(GC)

KINLKICHWA BMICT ETAHOMY Big 90% no 110% sig 3assneHoi KiabkocTi 969 %

() _

ASSAY OF PROPYLENE GLYCOL 90.0 % - 110.0 % of the stated amount 96.6 %.

{GC)

KITBKICHUIA BMICT Big 90% no 110% ig 3aneneHoi kinskocTi 96.6 %

MPOMAEHTRIKOAKD

(rx}

RELATED SUBSTANCES

{HPLC)

Impurity B {clindamygin B) Not more than 2.0% 0.55 %
Imgurity C (7-epiclindamycin) Not.more than 4.0 % <0.1%
-Other individual impurities Not more than 1.0 % 0.30%

Total related substances Not more than £.0 % 1.0 %
"CYNYTHI AOMILLIKM

{BEPX)

Aomiwka B (KnisgamiumH B) He Binbuie 2,0 % 0.55%
Homiuika C{7-enixaingamiumn) He Binbwe 4,0 % <0.1%

IHLWT AOMILLIKY He 6inbwe 1,0% 0.30 %

1 3aranbHuit emict He Ginbwe 6,0 % . 10 %
FILLING VOLUME Not less than the nomlnal Complies
{In-house method)

OB'€EM HANOBHEHHA He MeHLWe HOMIHAABHOro Bianosigae

{meToa komnawii)

MICROBIOLOGICAL PURITY Total number of aerobic microbial count: not more than 100 Complies

3aranbHa Kinekicts aepobHmrx GaxTepii: He 6inbwe 100 8 1 MN o5




el

Certification statement. | hereby certify that information above is ¢otrect and precise. This batch was manufactured (all preduction
stages including packing and marking) and quality controlled in exact compliance to the GMP guidelines implemented by local
regulatory body as welt as specification included into the registration dossier.

Protocals of packing and analysis were revised and GMP compliance is identified.

‘3ansa npo ceprudikauilo. Lium A 3acsinuyio, Wo HaseaeHa euule inbopMaLLiA € gocToripHDIC Ta TolkHoo, Lk cepie NpoayKuii 6yno
SUPOGAEHO (BKAIOYEIOYM NAKYBAHHA/MADKYBAHHA) Ta NPOBEAEHO KOHTPOAL i JKOCTI Ha BULLe3asHaYeHli AlnbHuul ¥ nosHi
BignNosiaHoCT 3 Brmoramn GMP, BCTAHOBAEBHVMMI MICLEEBMM PeryNATORHUM opraHom, a Takow signosigHo Ao cneundikauiil, wo

MICTATBCA y peecTpaujiiHomy. focee. MpoToKoNk BUPOGHULTER, NakyBaHHA Ta aHanizie Byno NePernAHYTO ta BCTaHOBAEHC
signoeigHicts GMP.

Stamp Qualified Person / /

Meuarxa Mirna Simicic¢
YnosHoeaxena ocoba
Date of release: i . Signature £ yr.j .»LV
5 i ¥
Hara euvnycky cepii: 8/( (/M {’ZO <3 Mianunc C(

Date of CoA signature: / »
. -
Aara nignucy ceptudikata: £ € (05 ZCDZ'C'\

38 14
gl €9 L

Rijeka

JADKAN - CALENSKI LABORATORIJ d.d. 8 51000 RUEKA @ Svilnio 20 & CROATIA 8 4385 59 660 7603 Www.IgLAr
Zérkalin cutaneous 86lution 1% 30 mi - 10323 - UA -3/3

Reference CoA: vl

03
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Haaea nikapcbkoro 3acoby:

Registration certificate in Ukraine:
PeecTpaljifive nocsigueHHs s
YKpaiHi:

Strength/Activity:

Cvina giifaxTvenicts:

The size and type of packaging:
Poamip i BuA nakysadHa;

The dosage form:;

fNivapceka dopma;

Country - preducer:

KpaiMa - supoBHuk:
Manufacturer & Quality control:
BupoBhuk Ta KaHTpoab AKocTi:
Confirmation of GMP certificate;
BucHoBsok BignoeigHocti Bupo6-
HuLTBa sMmoram GMP:
Manufacturing license:

NiyeHsia Ha BUpoBHKUUTRO:

ZERKALIN®

cutaneous solution 1%, 30 m! in glass bottle, 1 bottle in a cardboard box
3EPKANIH®

PO34MH HawkipHniA, 1 % no 30 mn y cknanomy dnakoni; no 1 dnakoHy 8
KapTOHHIH Kopobui

No UA/12443/01/01 validity is unlimited

Noe UA/12443/01/01 Tepmid aii Heobmemenuii

1 mi of solution contains: clindamycin - 10 mg, in the form of clindamycin hydrochloride
1 MA pO34MHY MICTUTB: KATHAAMILMH - 10 Mr, ¥ BUFNRAT KAIHAAMILKHY rigpoxnopray
30 ml in glass bottle, 1 bottle in a cardboard box

no 30 mA ¥ cknsHomy daakoni; no 1 bNaAKCHY B KAPTOHHIN Kopobu

cutaneous solution 1%
PO34MH HaWKIpHKE, 1 %
Croatia

Xopsearia KpaiHa npusHayeHHa: Yrpaida
Jadran-Galenski Laboratorij d.d., Svilno 20, 51000 Rijeka, Croatia
Apapan-TaneHcbruid Nabopatopiit o.4,, CeiabHO 20, 51000 Piexa, Xopeatia
Ne 060/2023/C-93 dtd. 30.01.2023

Ne 060/2023/C-93 Bin, 30.01.2023

Country of destination: Ukraine

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

Batch: 06123 Batch size: 14,520
Cepin: 06123 Poamip cepii:  14.520
Date of manufacture: 06.2023. Exp. date: 06.2025.
data supobunursa; 06.2023. MpuaatHuii po:  06.2026.
CERTIFICATE Ne 170000033491/23
CEPTUDIKAT No 170000033491/23
PARAMETERS REQUIREMENTS RESULTS
NAPAMETPH . BMUMOIn PE3VIILTATH
CHARACTERS Clear, colourless liquid, ethanol-like adour., Comglies
(Visual)
onmc (fposopa Besbapeta piguHa iz 3anaxom eTaHony. Bianosinae
{BizyanbHuit)
pH From 3.5t0 5.0 4.0
(Ph.Eur.2.2.3.)
pH Bin 3,5 8o 5,0 40
Esp.Mapm.2.2.3.)
RELATIVE DENSITY From 0.875 to 0.885 0.881
{Ph.Eur.2.2.5)
BIAHOCHA NYCTUHA Bin 0,875 no 0,885 0.881
€ap. Papm.2.2.5.) PO 0
IDENTIFICATION CLINDAMYCIN The retention time of peak ReQWHEAB 3 [ chromatogram | Complies
{HPLC}) obtained with the test solution TEs zorrespond to the retention
time of peak of clindamycin in the chromatogram obtained with
the standart solution.
IAEHTUSRIKALIA KNIHOGAMIUMHY | Yac YTPHMYBaHHA NiKky KAHAAMILMHY Ha xpomaTorpami Bianosinae
(BEPX} BANPOGYBAHOTO POIUMHY MOBMHEH BIANOBIOATH Yacy
YTPMMYBAHHA Niky KATHAAMILMHY Ha XpoMmarorpami cTaHgapTHoro
po34uhy,

JADRAN - GALENSKI LABORATORIJ d.d. =« 51600 RIJEKA = SVILNO 20 = CROATIA = +385 51 660 700 = www.jgi.hr

1209.23

Zerkalin®, cutaneous solution 1%, 30 mf - 06123-UA 1/3

fb}‘cQHA/ZZ‘%ooTQ ZOZZQ’%
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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.
IBEHTUGIKALLIA ETAHONY Hac yTpumyBaHHA niky eraHoAy Ha Xpomarorpami Bianosigae
{rx) BMNPo6YBaHoro po3umMHY foBHHEH Bianosigath Yacy

YTPHMYBAHHR NiKY €TAHONY Ha XPOMATOrpami PO3UMHy

FIOPIBHAHHA,
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 cbtained with the reference solution.
IAEHTUDIKALLIA Hac yTpumysaHHa niky NponineHrAIKoND Ha Xpomatorpami Bianosigae
NMPOMIAEHTIIKONO) BUNPOGYBAHOIO PO3UMHY NOBKMHEH Bianosinati yacy
(rx) YTPUMYBAHHA MiKy NPONINEHAIKOAK Ha XpomaTtorpami posumnHy

NopiBHAHHS.
ASSAY OF CLINDAMYCIN 1 95.0 % - 105.0 % of the stated amount 100.6 %
{HPLC) (9,5 -10,5 mg/mi) 10.06 mg/ml|
KITbKICHUIA BMICT Bia 95% Ao 105 % sin 3as8neHGl KibKOCTI 100.6 %
KMiHQAMILUHY {gin 9,5 a0 10,5 mr/mn) 10.06 mr/mn
(BEPX)
ASSAY OF ETHANOL 90.0 % - 110.0 % of the stated amount 96.1 %
(GC)
KINbKICHWIA BMICT ETAHONTY Big 90% a0 110% Big 38ABNeHOT Ki/IbKOCT 86.1%
{rx)
ASSAY OF PROPYLENE GLYCOL 90.0 % - 110.0 % of the stated amount 1003 %
(GC)
KINILKICHWMIA BVICT Bia 20% no 110% Big 39881eHOT KinbKoCT] 100.3 %
NPORINEHTAIKONID

{rX)

RELATED SUBSTANCES
(HPLC)
Impurity B {clindamycin B) Not more than 2.0 % 0.49 %
Impurity C {7-epiclindamycin) Not more than 4.0 % <0.1%
Other individual impurities Not more than 1.0 % 0.26 %
Total related substances Not more than 6.0 % 0.89 %
CYNYTHI AOMILLKA
{BEPX)
fomiwka B (knivaamiumH B) He Ginbiue 2,0 %
Aomiwka C (7-enikaiHgamiumn) He Ginbwe 4,0 %
[HWI JoMiLIKK He Ginbwe 1,0 %
3aranbHuit emict He Binbuie 6,0 %
FILLING VOLUME Not less than the nominal
(In-house method)
OB'€M HAMOBHEHHA He meHue HomiHansHoro ‘
{meTog Komnanii) ] [
MICROBIOLOGICAL PURITY Total number of aerobic microbial count: not more tIES Zb@
(Ph. Eur. 2.6.12, 2.6.13) CFU/ml \'Xl

Total combined yeasts/moulds count: not more 10 CFNE I’

| Pseudomonas aeruginosa: absent in 1 ml

Staphylococcus aureus: absent in 1 ml -
MIKPOBIONOMYHA YHUCTOTA 3aransHa KiNbKIiCTb aepobHux HaxTepiit: He Binbwe 100 8 1 ma Bignosigae
{€ap. dapm. 2,6.12, 2.6.13) 3aransHa KinbKicTb rpubis | gpisakis: He Giabwe 108 1 mn

Pseudomonas aeruginosa: BiACYTHI B 1 Mn

Staphylococcus aureus: sincythi 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

JADRAN - GALENSKI LABORATORII d.d. o 21000 RIJEKA = SVILNO 20 a CROATIA o +385 51 660 700 = www.jgi.hr
Zerkalin®, cutaneous solution 1%, 30 m| - 06123-UA 2/3

12,0923




gl

guidelines implemented by local regulatory body as well as specification included into the registration dossier,
Pratocols of packing and analysis were revised and GMP compliance is identified,

3anBa npo cepTudikavjito. Lum a 3acsiguyto, wo HaBefeHa BULLE iIHPOPMALIA € AOCTOBIPHOIO Ta TOMHO, Lo cepito
npogykuii Byno Bupobneno (BxnoHaOuM NaKyBaHHA/MapKYBaHHA) Ta nposegeHo KOHTPOL §i AKOCTI Ha
BMUE3a3HAYEHIA AiNbHULT ¥ NOBHIW BiANOBIAHOCTI 3 BUMOramy GMP, BCTaHOBAEHUMM micueBum PErYAATOPHUM
OpraHom, a Tako BIATIOBIAHO A0 cneuudikauiid, 1o MicTAThCA Y peecTpauiiiHomy aocee. MpoToKonu BMpoBHUUTBa,
NakyBaHHA Ta aHanizis 6yN0 nepernanyTO Ta BCTAHOBAEHO BifNosigHicTs GMP.

Stamp Qualiffed Persbg;;;f.m_m. oy
MNeuatka YioBHOBaWEHD DCOBA™ "m._a;} ;-IOE -
Date of signature: 4 ] Qo Signature LW’ M
AaTa nignucy: 1-*9 ‘ 13) Mignwvc

JADRAN - GALENSKI LABORATORI) d.d. » 51000 RIJEKA = SVILNO 20 = CROATIA = +385 51 660 700 « www . jgl,hr

Zerkalin®, cutaneous solution 1%, 30 ml - 06123-UA 3/3

12.09.23




JTEPXKABHA CJIYXFBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH
Y JHIIMPOIIETPOBCBHKIM OBJIACTI

Iuinpo, w1.CoGopHa,4, x. 601-605, 49005, Ten. (066)3454171
E_-mail: dls.dp@dls.gov.ua, Kon EAPTIOY 37070665

BHCHOBOK
Npo AKicTh BBe3eHOro B YKpainy JiKkapcbKkoro 3aco0y
06.09.2024 Ne 44615/24/04
3EPKAJIIH®

(HaitMeHyBaHHS ikapchKOro 3acoly 3rilHO 3 peecTpallifHUM NOCBiA4YEHHIM)
po3unH HamKipHuii, 1 %, no 30 Ma y ckiasHoMy ¢iakoni; no 1 paakoHy B KapToHHI#
Kopooui :

(dopma BuUnNYCKY, 103yBaHHS, BHI NaKyBaHHs Jlikapcbkoro 3aco6y)

Howmep peectpauittnoro nocsizaenns UA/12443/01/01 crpox aii peecrpauiitrnoro nocsiguenns 01.01.2099

Cepis nixapcskoro 3aco6y Ne 11323 KinbkicTs BBe3eHOr0 Jtikapcbkoro 3acoby 6322
BupoGHuk S npaun-I"anencekuit Jlaboparopiit a.4., XopBartis
- (natiMeHyBaHHS BHPOOHHKa JliKapChKOro 3acoly, KpaiHa NOXOIKEHHA)
BaeseHo B Vkpaiy ToBapucrBo 3 06Mexkenor0 BinnosinaasnicTio "BaJIM", inenr. xon:
31816235

(natiMenyBaHHA Ta xozt 33 €JIPTIOY 1opunu4Hoi ocobu abo npi3BHiLe, iM'a, 110 GaTEKOBI
¢izn4Hoi 0coGH - ninmpyeMu, il MicLe POXUBAaHHA Ta peecTpallilinui HoMep 06TiKoBOT
KapTKH ILTATHHKA NOJATKiB a60 cepis Ta HOMep macnopra)

TpoTokon Bisyansnoro kourpomo Bix 03.09.2024 N 07-01/2225/1.

3a pesyJpTaTaMH JIEPXKABHOTO KOHTPOJNIO BCTAHOBJIEHO, IO JIKapChKuH 3aci6 BBezeHO B VYkpainy 3
AOTPHMAHHSAM BHMOr 3aKOHOAABCTBA IIOKO 3a6e3nedeHH AKOCTi JiKapChbKHX 3ac00iB.

B. 0. HauanpHHKa JlepxxaBHOT Ciryx0H 3
JiKapchKUX 3aco0iB Ta KOHTPOJIIO 3a

HapKOTHKaMH Y JIHimponeTpoBCcHKil Mapis BPE3ILIbKA
obnacri
(noCanGE OvUa 0 ; ) (iuinianu Ta npizeuLe)

Hixkirtiuesa Okcana +38(066)345-41-71
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Product name:

Hassa nivapceKoro zacoby:

Registration certificate in Ukraine:

PeeCTpaLiiHe NocBigNeHnn &
Yrpaini;

Strength/Activity:

Cuna afifanTueHicTs:

The size and type of packaging;
PoaMmip i g nakypaHHa;

The dosage form:

Nikapceka dopma:

Country - producer:

KpaiHa - supobrume
Manufacturer & Quaiity controb:
BHEPOGHUK T3 ROHTPONL AKOCH:
Confirmation of GMP certificate;
BUCHOBOK BIANORIAHOCT BMpOG-
H¥LTEa BHMOTam GMP:
Manufacturing license:
Nigengin H3 enpobruyTso:

ZERKALIN®

cutaneous solution 1%, 30 ml in giass bottle, 1 bottle in 2 cardboard box

3EPKANIH®

PO34HH HAWKIPHKA, 1 % no 30 mAa y ckarnomy dnaxoHi; no 1 dnakony a

KAPTOHHIR Kopobui
Ne UAS12443/01/01 validity i3 unlimited
No UAS12443/01/01 repmin Al neoBmemennit

1 mi of solution contains: clindamycin - 10 mg, in the form of clindamycin hydrochloride
1 ma pagunHy MicTHTL: kaivgaMiunH - 10 M, ¥ BWNsAI KAIMAGMILMHY fRPOXAOPIEY

30 mlin glass bottle, 1 bottle in 3 cardboard box

no 30 ma y crassomy daanoki; ne 1 gaakory o ksprouuil kopobui

cutaneous solution 1%

POIUMH HBWKDHWE, 1 %

Croatia Ceuntry of destination: Ukraine
Xopszaria KpaiHa NpHIHANEHHA: Yipaina
Jadran-Galenski Laboratorij d.d., Svilno 20, 51000 Rijeka, Croatia

fapan-Tanencexud NaSopatopiil 4.4., Coineno 20, 51000 Picka, Xopeatia

Ne 023/2024/C-65 did. 19.01.2024
Ne D23/2024/C-65 Bin 19.01.2024

UP/1-530-01/13-03/09 dtd, 17.05.2022
UP/1-530-01/13-03/09 sia 17.05.2022

Batch: 11323 Batch size: 14,242
Cepin: 11323 Poamip cepii; 14.242
Date of manufacture: 10.2023. Exp. date: 10.2026.
flara supobuuyrea: 10.2023, ApuaatHuii go: 10,2026,
CERTIFICATE N2 170000035775
CEPTUDIKAT Ne 170000035775
PARAMETERS REQUIREMENTS RESULTS
MAPAMETPU BUMOI'H PE3YNBTATH
CHARACTERS Clear, colourless liquid, ethanotlike odour. Comglies
{visual)
onmc Fipe3opa Ge36apona pignm i3 3ananom eTanoay. Bignouaipac
{Biayansnni) .
gH From 1.5 to 5.0 4.0
{Ph.Eur.2.2.3.}
pH Bin 3,5 4o 5.0 —= 4.0
(E8p.93pm.2.2.3) m’ D s
RELATIVE DENSITY s ' o’
{Ph.Eur.2.2.5.) VMEHT
BIBHOCHA MYCTHHA BORE N £ 0.88
| {€np. Dapm.2.2.5.)
IDENTIFICATION CLINDAMYCIN Complies
{HPLC) :
the standart solution |
IAEHTUBIKALLIR KMTHBAMILKHY | Yac yTpumyeansn niky : | 8ignoeigae
{BEPX} BUNpoSyBaHOro POSYKHY NORRREH-ELTT08);
YTPUMYBAHHA NiKY KABOAMILWKY Ha XPOMITOFpami CTANAIPTHOrD !
POTUMHY. e et e v et e e 1 _mi ________ S

JADRAN - GALENSKI LABORATORI} did. = 51000 RUEKA + Svilne 20 © CROATIA & +385 41660 700 ° www jgihr

Zerkatin cutaneous solution 1% 30 md -

Reference CoA: vl
10,0524

11323 - UA 1/3



Staphyiocacrus aureus: sincyTHi o 1 mn VP

JADRAN - CALENSK] LABORATORIS A .d. » 51000 RIJEKA @ Svilng 20 = CROATIA = +385 51660 700 7 www.jglhr

Zerkalin cutaneous solution 1% 30 mi -
Reference CoA; vi
13,08 24

11323 - LA 273

MEEENTIFICAHOEMEF“E\'HANOL “The retention time of peak of ethanol in the chromatogram Comphes
() obtained with the test sofution must correspond to the retention |
time of peak of ethanol in the thromatogram obtained with the |
| reference solution,
IAEHTHDIKALIR ETAHONY Hac YTPMMYBaHHA NIKY Er2HoAY K3 XpOMaTOrpami | Biancainae
{FX) BXNIPOGYBAHOND PAIUMHY NGZNMKEH BIRNGBIAaTH uaCy :
YIPUMYBIHHA Riky T3HOAY Ha XPOMATOrPami PO3HMAHY
—— nopissaums,
IDENTIFICATION OF PROPYLENE The retention time of peak of propylene giycoi in (he . Complies
GLYCOL chromatogram obtained with the test solution must correspond
{c]n} to the retention time of peak of propylene glycol in the
chromatogram obtained with the reference solution, -
LAEHTHOIKAUIA Hac yTPHMYBAHHA NiKY NPONIREHFAIKGAIO Ha XPOMATOT DAl i Bianosinae
NPOAIRERTAIKORID BHAPGSYBAHOIO POINMHY NOBHHEH BIANORIAITH Yacy
(X} YIPMMYBAHHA AIKY NDOMINGHFAIKONIO HA XPOMATOIPaMI POFUMHY [
_ NORIBHRHHA, e e e b s
ASSAY OF CLINDAMYCIN 95.0 % - 105.0 % of the stated amount I‘ 100.6 %
{HPLC) {9,5 -10,5 mg/ml} i 10.06 mg/m
KINLKICHUA BMICT Blg 95% Ao 105 % siq 2ansAexol klaskocTi | 100.6%
KAIHBAMILWHY {wig 9.5 ao 10,5 mr/mn) 10.05 mr/ma
(BEPX} o g
ASSAY OF EYHANOL 90.0 % - 110.0 % of the stated amount | 96.9%
{ec) ‘
KINSKICHWR BMICT ETAHGAY Bia 90% o 110% sig 3aReNeHo! KINBKOCT j 96.9 %
{rx)
ASSAY OF PROPYLENE GLYCOL 90.0 % - 110.0 % of the stated amount 58.0%
{GC) i
KUIBKICHYA BAMICT | Bla 90% a0 110% sin sansnenol xinskocti ' 98.0%
RPONAEHTNIKONIO
A I
RELATED SUBSTANCES i
(HPLC } i
Impurity B (clindamycin 8) Not more than 2.0 % a.s0%
impurity C (7-epiclindamycin) Not more than 4,0 % | <c.1%
Other individual impurities Not more than 1.0 % L 015 %
Total refated substances Not more than 6.0 % {085 %
CYNYTHI ROMHLEY
{BEPX) |
Homiwa B {wrinaamiumn B) He binnwe 2,0 % [ 0.50%
HAomiwka € {7-enikainpamiymn) He Glabtue 4,0 % ] <0.1%
{HWi gomiwrn He Ginvwe 3,0 % : 0.15%
Jaranchuii smicr He Ginvwe 6,0 % CHOO N | 0.85 %
FILLING VOLUME Not less than the nominaiZ,. /1" =\ ‘ Complies
{in-house method) i
OE’€EM HANOBHEHHS He mMeHwe HDMIHAAL, ¢ Bianosigac
Amevop womnawir) i o
MICROBIOLOGICAL PURITY Total number of aer t@ m [ Compliess
{Ph, Eur. 2.6.12, 2.6.13} CFU/mi .
Total combined yeas'
Psevdomonas oerugi .
Staphylotoccus aureus:
MKPOBIOAOTIMHA YUCTOTA 3aranuHa KinkKicTs aeposu (Ui ue Bisfowe 100 6 1 | Bignosigae
(Esp. dapm. 2.6.12, 2.6.13) 3aranoHz KineicTy rpwbia | Apimamin: ve Giaswe 108 1 mn
Pseudomongs ceruginoso: siacyT™i e 1 ma i



8l

Certification statement. | hereby certify that information above is correct and precise. This batch was manufactuored {all production
stages including packing and marking) and quality controfled in exact compiiance to the GMP guidelines implemented by lacal
regulatory body as well as specification included into the registration dossier.

Protocols of packing and analysis were revised and GMP compliance is identified.

3ansa npo cepmdinauho. Lnm A sackiguyio, Ko HIAEAEHD Brite inGopmMauis € Z0cToBIPHOI Ta Tounow. Lio cepilo npoayxuii byno
supobnena {Bxaouacun NAKYRAHHA/MBDKRYBAHHA) Ta NpoBeReMO KOHTRONE 1T AKOCTT HA SMlle3aIHAHEHIR Aifbrnui ¥ noesid
BIANOBIAHOCTI 3 BUMOTaMu GMP, BCTIHOBASHUMM MiCU2EMM ARMYARTODHUM OPraHOM, 3 TakoM BignoeigHo o creundikayif, wo
MICYATBEA ¥ peECTPaUifinOomy JochE, Hpowm ﬁﬁbuﬁi*u’rnd:' ﬁaﬁﬁuauun Ta aHaniis Syasc NepernANyT0 Ya BCT3HOBAGHO
sinnaBiaHicTL GME, ;-s"” % I !

Stamp Qualified Person i I

Nesatxa Mirna Simiti¢ il 3{:».-‘-.-1,-‘:. A
YrosxosaneHa ocoba |
Date of release: 'I‘* b i » Signature
Bata emnycky cepii: o Mignwe
Date of CoA signature

o, 05 Aoy
fats nignucy ceprudikara: ho o ~3 i

'7&(‘}{2‘{(} By
L o g
o

S nnd

-

JADRAN « GALENSKI LABORATORIS d.d, o 51000 RUEKA © Syilng 20 % CROATIA o +385 516680 7005 www gl hr

Zerkalin cutaneous solution 1% 30 m - 11323 - uA 3/3
Reference CoA: vl
108 24




HAEPKABHA CAVYKBA 3 JIKAPCBEKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMHA Y KAIBCHKIA OBJACTI

npos. Ceitmrunol Hanii, 3, m.Kuis, 02099, ren/daxc: (044) 576-4041
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BYICHOBOK
1P 5IKiCTH BBE3CHOTO B YKpainy JlikapchbKoro 3acody

26.12.2024 Nt 67462/24/10

3EPKAJIIH®

(HniiMeryBasuR Aikapekxoro 3acoby 3riaHo.3 pecoTpalifingM nocnixseRmm)
po3unn Hanikipaui, 1 % no 30 mu y ckannomy aaxoni; oo 1 fiakony B Kapronuii
Kopoomi

((bopma BRIYCKY, AO3VEAHHA, BITA MAKYBIHEA JIKAPCHROTD 3ac0dy)

Honep peectpauifinoro nocsiguennsn UA/12443/01/01 erpox aii peeerpauiiinoro noceiguennsz 01.01,.2099

Cepin aikapcsroroe sacoby Ne 03324 Kinexicrs Beesenoro mikapcekoro sacoby 720
BupoGuux . _Slnpan-Tanencukuit JJa6oparapiit x.x., Xopsatis
{nafinenyransg Bpo0HIKa JiKAPCBKOTo 3ac00Y, KpaiHa NOXOAKEHHR)
Bgeaero B Vipainy CninsHe ykpailchKo-eCTOHCEKE RIAOPHEMCTRO ¥ (Gopai TOBAPHCTBA
3 o0MesreHO0 BinnosigaasuicTo "Onrima-Oapn, JITHY, inenr. xox:
21642228

(mafivenyBadAs Ta ko 3a CAPTIOY wopuanyset ccobu abo npizsmiue, in'e, no Gatbkasi HismHol
ocabit - nianpHesin, I Micoe NpoANBIKAA T8 peecTpamiiiniil HoMep o6aixoa0T KapTHY NNATHAKS
negaTkik ado cepif Ta HOMED NacmopTa)

Tpotokon siayansuore xonrpome sia 20.12.2024 Ne 4049/4.

3a pesyinTaTaMy [EPKABHOLO KOWTPONIO BCTAHOBAEHO, INO. Nixapeexuii 2acib beeseno 8 VYipaiuy 3
JAOTPHMAHHAM siMor 3aK0HOIABCTES UIOZ0 3a0e3teyeHHs AKoCTi NiKAPCEKIX 3ac0BiB.

Onera €PEOMEHKO

{nimruc) {ininiame ta pplaswme)




Product name:

Hazsa nikapcbkoro 3acoby:

Registration certificate in Ukraine:

PeecTpauinie nocsigveHHn 8
Yrpaiui:

Strength/Activity:

Cuna pli/akTmeHicTs:

The size and type of packaging:
PO3MIp | BUA NAKYBAHHAL

The dosage form:

Nikapcwrka dopma:

Country - producer:

Kpaiva - supobHuk:
Manufacturer & Quality control:
BUpOoBHUK Ta KOHTPOAL AROCTE
Confirmation of GMP certificate:
BucHosok signosigHocTti aupob-
HULTBa BUMOram GMP:
Manufacturing license:

JliueHsia Ha aupobHnuTeo:

ZERKALIN®

cutaneous sofution 1% 30 mi in a glass bottle
FEPKAIH®

PO3YUH HaWKIpHUiA, 1 % no 30 mn y cknaHomy Gnakowi

Ne UA/12443/01/01 validity is unlimited
No UA/12443/01/01 Tepmin aii HeoBMEREHMUN

1 ml of solution contains: clindamycin - 10 mg, in the form of clindamycin hydrochloride

1 MA POZHMHY MICTATD: KATHAAMILKH - 10 MF, y BUTARAL KATHAGMILWHY TAPOXN0pUAY
30 mlin a glass bottle, 1 bottle in a cardboard box

10 30 M y ckaaromy GAaroHi; No 1 GAakoHy 8 KaPTOHHIA KopoBui
cutaneous solution 1%

POIUMM HAWRIpHKK, 1 %

Croatia Country of destination: Ukraine
Xopsartisa KpaiHa npu3HaueHHn: Ykpaina
Jadran-Galenski Laboratorij d.d., Svilno 20, 51000 Rijeka, Croatia
Aapan-fanencokmii Nlabopatopin a.n., Cainbro 20, 51000 Piexa, Xopsartin
Ne 486/2024/C-957 dtd. 21.06.2024

No 486/2024/C-957 sin 21.06.2024

UpP/1-530-01/13-03/09 dtd. 17.05.2022
UP/1-530-01/13-03/09 sip 17.05.2022

Batch: 03324 Batch size: 14.395
Cepin. 03324 Poamip cepii:  14.395
Date of manufacture: 05.2024. Exp. date: 05.2027.
[fava supobuuurea: 05.2024. Mpuparkuniz no:  05%.2027.
CERTIFICATE No 1700000293593
CEPTHMMIKAT alp 170000 :

PARAMETERS REQUIREMENTS i RESULTS
! .. NAPAMETPU BUMOTU | PE3V/ILTATU
- CHARACTERS Clear, colourless liquid, ethanol-like odour. - Complies
. {(Visual) ’
- Onrc Npozopa 6e3bapBH PIAMHA (3 33M3XOM €TARONY. Bianosinae
(Bisyanewair) |
. pH From 3.5t0 5.0 4.0
¢ {Ph.Eur.2.2.3))
‘ pH Big 3,5 40 5,0 4,0
C (Eap.Gapm.2.2.3.)
| RELATIVE DENSITY From 0.875 to 0.885 0.881
- (Ph.Eur.2.2.5.)
. BIAHOCHA IYCTUHA Bin 0,875 po 0,885 0,881
- {Esp. ®apm.2.2.5.) » » »
" IDENTIFICATION CLINDAMYCIN ! The retention time of peak of clindamycin in the chromatogram Complies
C(HPLO) obtained with the test solution must correspond to the retention
: time of peak of clindamycin in the chromatogram obtained with

the standart solution.

INEHTUDBIKALLIA KATHAAMILUKHY | Hac yTpumyBaHHa Niky KAHAGMILMHY Ha XPOMBTOrpami | Bignosipnae
(BEPX) BUNPOOYBAHOro PO3UMHY NOBUHEH BiANOBIAATH Hacy
! YTPUMYBBHHA iKY KATHAAMILAHY HA XPORMATOPaMI CTAHAIPTHOTO :
P S Lo, ; . P :
- IBENTIFICATION OF ETHANOL The retention time of peak of ethanol in the chromatogram Complies
: {GC) obtained with the test solution must correspond to the retention

JADRAN - CALENSKI LABORATORII (el » 51000 RUJERA © Svilne 200 CROATIA » «3R5 51 BH0 700 www i b

Zerkaling, cutareous solution 1%, 30 mi - 033224 - UA Y]
Reference (ol vi /Q)\é Core uf&) 5

231024
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time of peak of ethanol in the chromatogram obtained with the
reference solution.
IBEHTUGIKALLIA ETAHOAY Yac yTpUMYBaHHA NIKY €TAHOAY HA XPOMaTOrpami Bianosinac
(rx} BUNPOOYBAHOO PO3UMHY NOBUHEH BIANOBILATH Hacy
YTOUMYBSHHA NIKY 8TAHOMY Ha XPOMATOTRAMi PO3UMHY
......... . o NOPIBHAHHA, . e
IDENTIFICATION OF PROPYLENE The retention time of peak of propylene glycol in the Complies
GLYCOL chromatogram obtained with the test solution must correspond
(GC) ta the retention time of peak of propylene glycolin the
chromatogram obtained with the reference solution. ;
LOEHTURIKALLIA Yac yTpUMmMysarHa NiKy NPONINEHTNIKOMO Ha XpomaTorpami Bignosinae
MPOTINEHIIKOAO BUNPOBYBAHOTO PO3UMRY NOBUHEH BIANOBINATY Hacy ’
{rX) YTPUMYBaHHA NiKy DPORINEHINIKOAD Ha XPOMATOTPAMI POIUKY
- nopigRARHR. I I
ASSAY OF CLINDAMYCIN 95.0 % - 105.0 % of the stated amount 1012 %
{HPLC) (9,5 10,5 mg/ml} 101.2 mg/ml
KINBKICHUM BMICT Big 95% 210 105 % 8ig 388BAEHOT KIALKOCT 1012 %
KIHOAMILHY {8in 9,5 a0 10,5 mr/mn) 101.2 mr/man
(BEPX) o | _ .
ASSAY OF ETHANGL 90.0 % - 110.0 % of the stated amount 94 2 %
(GO) ;
KITbKICHWI BMICT ETAHONTY Bia 90% a0 110% sig 33987eHOT KINLKOCTI L GA %
{rx)
ASSAY OF PROPYLENE GLYCOL 90.0% - 110.0 % of the stated amount 99.1 %
(60) .
KINBKICHWIA BMICT Big 90% 40 110% 8if 3aABAEHOT KINLKOCTI [ 991 %
NPOMINEHT KOO
P (HPLC) ‘
Impurity B {clindamycin 8} Not more than 2.0 % 0.53 %
Impurity C {7-epiclindamycin) Not more than 4.0 % P <D %
Other individual impurities Not more than 1.0 % [ 0.23%
Total related substances Not more than 6.0 % | 0.90 %
CYNYTHI JOMILLKK ‘
(BEPX) :
Nomitwxa B (kningamiupn B) He Binbwe 2,0 % L 0.53%
Homiwxa C (7-enikninaamiumH) He Binbwe 4,0 % <01 %
{HLWIT BoMilLKK He 6inbwe 1,0 % 0.23 %
BaraspHmid emict | HeBinbwe 6,0 % B ...030%
FILLING VOLUME Not less than the nominal ' CComplies
(In-house method)
Ob'€M HAMOBHEHHA He MEHLIE HOMIHBIBHOTC
(verokomnani) ,A T
MICROBIOLOGICAL PURITY Total number of aerobic microbial count: not more than 100 i Complies
(Ph. Eur. 2.6.12, 2.6.13) CFU/mi
Total combined yeasts/moulds count: not more 10 CFU/rl f
Pseudomonas aeruginosa: absentin 1 ml
Staphylococcus aureus: absent in 1 ml
MIKPOBIONOTYHA YHUCTOTA 3aranbHa KibKict aepobHux Gakrepii: He Hinbwe 100 8 1 rmn | Bignosigae
{€pp. Gapm. 2 6,12, 2.6.13) IaranbHa KbKICTs rpubis i apbrakie: He Binvwe 106 1 ma ‘
Pseudomonas oeruginosa: BIACYTHI B 1 mA ‘
Staphylococcus aureus: BiacyTHi 8 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 guality controlled in exact compliance to the GMP 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 identificd.

JADRAN - GALENSKI LABORATORI dud. © 51000 RUEKA o Sviing 2o v CROATIA © 5385 51560 700 0 avve i e
Zerkaling®, cutaneous solubion 1%, 30 mi - 03324 - UA Pra]

Referonce Colc 2

231024
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32783 PO CEPTUPIKALTIO. LIMm A 33CBIAUYIO, L0 HABEAEGHA Britle IHGOPMALLIA € AOCTOBIDHE® Ta TOUR0K, Lho cepiia npoaykill byao
BUPOBACHO (BKAIOUAIOHM MAKYBAHHA/MAPKYBAKHA) Ta NPOBRAEHO KOHTPOAL 11 AKOCTI Ha BULLE3IAZHAYEHIK AIALHALL Y NOBHIN
BIAFROBIAHOCTI 3 BUMOramn GMP, BCTAHOBAGHMMU MILLLEBUM DETYARTOPHUM ODFaNOM, 3 TAKOX gignosinro fo cneymdirkauil, wo
MICTHTHCR Y PRECTPAUIMHOMY A0CHE. TPOTOKOAM BUPGEHMUTRN, AAUVBAKHA T AHAATIR BYAD A0peranayrn 1r nem s
gigrosiguicTe GMP,

" Stamp Qualified Person

Mirna Simicié

Nevareg YnosHosakena cioba

Date of release:

Lara sunycky cepli:

Date of CoA signature:
Lara nipnucy ceprudikarta:

Signature

Mianue

i

DOATIA 0 3R S e e

JADRAN - GALENSKILABORATORI dud. @ graon GLIEKA © 9

Zerkalin®, cutaneous soiution 1%, 30 mi - 03324 - UA 3/3
Reference CoA: v2
23,1024



NEPKABHA CHVYIKBA 2 JJIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM VYV KHIBCBKIA OBJIACTI

npos. CriTmrguoi Hagil, 3, m.Kais, 02099, ten/daxc; (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €JIPIIOY 37078774

BHUCHOBOK
Apo AKICTH BBE3CHOI0 B YKpainy JiKapcbKoro 3acody

26.12.2024 Ne 67461/24/10

SEPKAJIH®

{uafiMenypanid AikapekKaro 3acofy srinko 3 peccTpaliiinuy NOCBITIEHHIAM)
po3umi HawKkipunii, 1 % ne 30 ma y ckasuomy daaxoni; mo 1 duakony B xapronmiii
Kopo0iil

{thopma BumyCICy, AOIYRANHA, BUH NAKYBARIA JHKAPCLKOrD 35c0By)

Houep peecrpauiiinoro nocsimmenns UA/12443/01/01 crpox afi peecrpauiiitora nocsigsenns 01.01.2099

Cepis nikapceroro sacoty Ne (16242 Kinrxics Ree3enoro aikapeskoro sacoby 5047
BupoGHHK SAnpay-I'anescpruit Jlabopatopiit 4.4., XopBaTis
{yafivenypanus BHpoOHIIKA NiKapckkoro sacofy, KpaiHa NOXORKCHHA)
Breacno B Yxpainy Criiene yRpaiHChKO-eCTOHChKE NIANPHEMCTBO ¥ thopsi ToBapHCTBA
3 ofmexrenoro Bignosizansuictio "Onrima-Papm, JITAY, irenr. xom:
21642228

(nafisenyrasuns Ta ko 31 €APTIOY sopnanuroi ocobn abo npizemute, iMa, no Gaterosi Gizusuoi
ccobir - nigrpHENIA, TT Miciie IPOKIEAREA Ta peccrpanifini HomMep obnikosol KAPTRH TIATHRKA
neAaTKiB abo cepif Ta HOMep nactiopTa}

Nporokon Bisyanniore ronrpome nia 20.12.2024 N: 4049/3.

3a pesysbTaTaMM JICPAABHOTO KOHTPOLKO BCTAHOBNEHO, MmO fikapeesufi 3aci® seeseno 8 Ykpainy 3
AOTDHMARHAM BIMOT 3aK0OHOAABCTEA W00 3a083NeHEHH R AKOCTI NKaPCRKIIX 33C0GiB.

Onsra EPEOMEHKO

- {zrigmae) (iniian Ta apissnme)




Product name:

Hasga nikapcokoro zacoby:

Registration certificate in Ukraine:

PeecTpauiiite nocsigyeHHa 8
Ypaini:

Strength/Activity:

Cuna pii/aktvsRicTe:

The size and type of packaging:
Pogmip | B NaKyBaHHA

The dosage form:

Nikapcoka dopma:

Country - producer:

Kpaina - supobHuK:
Manufacturer & Quality control:
BUPOBHUK Ta KOHTPO/Ib AKOCTI:
Confirmation of GMP certificate:
BUCHOBOK BignosigHocTi Bupob-
HULTBA BUMOTam GMP:
Manufacturing license:

JTgensia Ha BupobHULTBO!

ZERKALIN®

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

pPO3UMH Hawkipruil, 1 % no 30 ma y ckasHomy Gnakori; no 1 pnakoHy s
KapTOHHRIN Kopobui

Ne UA/12443/01/01 validity is unlimited

No UA/12443/01/01 tepmin gii HeobOmexeHni

1 ml of solution contains: clindamycin - 10 mg, in the form of clindamycin hydrochleride
1 MA POFUMHY MICTHTL: KAHAIMILMRA - 10 Mr, ¥ BUrAAAT KATHASMILUHY TIADOXAO DAY
30 mlin glass bottle, 1 bottle in a cardboard box

No 30 ma y cranHomy Gaakoui; no 1 Gaakemy 8 kspToHHk Kopobui

cutaneous solution 1%

PO3UMH HBIWKIpHUHA, 1 %

Croatia Country of cestination. Ukbgine

Xopsatia Kpaita npuanaueHHa: YrpaiHa
ladran-Galenski Laboratorij d.d., Svilno 20, 51000 Rijeka, Croatia
Aapan-Tanevcsrnit Nlaboparopiid A.a., Cainero 20, 51000 Piexa, XopsaTia

Ne 023/2024/C-65 dtd. 19.01.2024

Ne 023/2024/C-65 Bin 19.01.2024

UP/1-530-01/13-03/09 dtd. 17.05.2022
UP/1-530-01/13-03/09 8in 17.05.2022

Batch: 016242 Batch size: 8.367
Cepia: 016242 Po3zmip cepiis  9.367
Date of manufacture: 03,2024, Exp. date: 03.2027.
Larta supobruursa: 03.2024. Mpuaathini go:  03.2027.
CERTIFICATE Ne 170000038043
CEPTUGDIKAT Ne 170000038043
PARAMETERS REQUIREMENTS RESULTS ,
. NAPAMETPY B e e, BAMIOTHL __ PE3YILTATH |
i CHARACTERS Clear, colourless liquid, ethanol-like odour. Complies i
{(Visual) ;
Onuc Mposopa 6esbapsHa pianKHa i3 3anaxom eTaHony. . Bignosigae ‘
pH From 3.5 t0 5.0 o - S 4.1
(Ph.Eur.2.2.3)) f
pH Bi 3,5 40 5,0 4l
(€sp.®apm.2.2.3,) . o -
RELATIVE DENSITY From 0.875 to 0.885 - 0.879
(Ph.Eur.2.2.5.) d
BIAHOCHA I'YCTUMA Big 0,875 po 0,885 - 0.879
(€sp. ©apm2.2.5.) i
IDENTIFICATION CLINDAMYCIN The retention time of peak of clindamycin in the chromatogram  * Cormplies
(HPLC) obtained with the test solution must correspond to the retention
time of peak of clindamycin in the chrematogram obtained with |
" the standart solution. 5
EMTHOIKALIA KATHOAMILMHY | Yac yrpumysanHs niky KAHAGMIUMHY Ha XpomaTorpami . Bignosigae i
(BEPX) BUNPOOYBaHOIro PoO34MHY NOBUHEH BIANDBIAATH Yacy
YTPUMYBAHHA NiKY KHHAAMILMHY 43 XPOMATOTPami CTaHaapTHOro 5
e POBHUHY

Zerkalin cutaneous solution 1% 30 ml - 016242 - UA 173 “Yeog
2ference CoAl v

23.06.24

/3 ¥ oo o
(3 12 el




IDENTIFICATION OF ETHANOL
{(GQ)

IREHTUDIKALLIA ETAHONY
(rx)

IDENTIFICATION OF PROPYLENE

GLYCOL
{GC)

IAEHTU®IKALIA
NPONINEHTIKOMO
(rX)

ASSAY OF CLINDAMYCIN
[HPLC)

KUABKICHKA BMICT
KIMHAAMULAHY

(BEPX)
ASSAY OF ETHANOL

{GQ)

| KINBKICHWIA BMICT ETAHONY
LX) |

ASSAY OF PROPYLENE GLYCOL
(GC)

KINLKICHWIA BMICT
NPOTINAERTAIKOMO
o
RELATED SUBSTANCES
(HPLC)

‘ impurity B {clindamycin B)
impurity C (7-epiclindamycin)
Other individual impurities
Total related substances
CYNYTHI AOMILUKH

{BEPX)

Aomika B (kaivpamiuvH B)
Lomituga C (7-enikaiHpamium)
[HWw qomitKu

| Jaranchuii smict

¢ FILLING VOLUME

{in-house method)

OB'EM HATIOBHEHHA

(meTon Komnatii)

i MICROBIOLOGlCAL'PURIYY
(Ph. Eur. 2.6.12, 2.6.13)

| MIKPOBIOJIOTIYHA YUCTOTA
¢ (Emp. dapm. 2.6.12, 2.6.13)

JADRAN - GALENSKI LABORATORIJ d.d. » 51000 RIJEKA ¢ Svilno 20 » CROATIA » +385 51 660 700 »

- The retention time of peak of ethanol in the chromatogram
obtained with the test solution must correspond to the retention

time of peak of ethanol in the chromatogram obtained with the
- reference solution.

© 4ac yTPUMYBAHHS MiKY ETAHONY Ha XPOMATOrpami

© BrnpobyBanOro po3unKHy NOBUHEH BIANOBIAATH vacy

C YTPUMYBAHHA NIRY eTAHOMY H3 XPOMATOrpami po3duty

| NOpigHARKS. T , S
| The retention time of peak of propylene glycol in the

: chromatogram obtained with the test solution must correspand

to the retention time of peak of propylene glycoi in the
chromatogram obtained with the reference solution.

HYac yTprmyBaHHs Niky NPORIAeHrNIKONW Ha xpomaTtorpami
BUNPOBYBaHOro po3uuHy NOBUHEH BIANOBIAATK Hacy
YTPUMYBaHHA NIKY NPONINEHI/IKOAD HA XPOMATOrpami poaynny

| MOPIBHANHA.

95.0 % - 105.0 % of the stated amount
(9,5 -10,5 mg/ml)

Bin 95% no 105 % aig 3aaBAeHO! KINbKOCTI
(8ig 9,5 0o 10,5 mr/mn)

90.0 % - 110.0 % of the stated amount
Big 90% 40 110% 8ig 3aABACHOT RINBKOCTI

90.0 % - 110.0 % of the stated amount

Bin 90% no 110% sin 3annnerol kKinskoor

. Not more than 2.0 %
" Not more than 4.0 %

Not more than 1.0 %
Not more than 6.0 %

He 6inbwe 2,0 %
He Ginvuie 4,0 %
He Ginbuwe 1,0 %

 Hebinowe 6,0%
. Not less than the nominal

He meHiue HOMIHaAbHOTO

Total number of aerobic microbial count: not more than 100

CFU/ml

| Total combined yeasts/moulds count: not more 10 CFU/ml

* Pseudomonas weruginosa: absent in 1 mi

Staphylococcus aureus: absent in 1 mi

3arantHa KIALRICT aepobhux Gakrepiv: ve Binbwe 1008 1 man
© 3aranpHa KinbkicTh rpubin i apiskaekis: e Oinewe 106 1 ma
Pseudomonas aeruginesa: sipcyTHi B 1 mn

- Staphylococcus aureus: siacytHi B 1 mn

i

Complies

: Bignosinac

- Complies

Binnosina¢

39.6 %

9.96 mg/ml
95.6 %

9.96 mr/mn

L 96.6 %

L 96.6 %

- 102.2%

102.2 %

. 0.50 %
<01 %
L 0.29%
£ 0.94 %

C050%

<Q.1 %

029 %

094 %

Complies

Bianoninae

Comphes

Binnosinae

Zerkabn cutaneous selubion 1% 30 mi - 016242 - UA 2/3
Reference CoAL vl

250624



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 guidelines implemented by local
regulatory body as well as specification included into the registration dossier.

Protacols of packing and analysis were revised and GMP compliance is identified.

3ansa npo ceprudikanio. Lum 9 3ac8inHyio, WO HaBeaeHa suue inGOoPMAaLin € AOCTOBIPHOKD Ta TOUHOK. L0 CEPID NBOLYKLI OyAO
BUPOBAEHO (BRAOUAOUM MNAKYBIHHA/MAPKYBAHHA) T8 NPOBEAEHO KOHTPOL T AKOCTI Ha BUMUle3A3HAYeHiR AiAbHULE ¥ NOBHIA
BiAnoBIAHOCT 3 BUMOramu GMP, BCTAHOBNEGHUMM MICUEBUM DETYASTOPHUM DPraHoM, a TaKOM BIANOBIANO A0 cneundikauii, wo
MICTATBCH Y PeecTpauitHOMY 20Cbe. MPOTOKONM BUPODHMUTEa, NAKYBAHHA 14 aHaniZie Oyno NeperiRHyTO T3 BCTAHCBARHU
ginnosigHicre GMP,

Stamp Qualified Person
MevaTka Biserka Londar
Yriosnesakeno ocoha
Date of release:
flara snnycry cepil:
Date of CoA signature:
data nignucy ceprmdikara:

Signature

W, |Gl NN A ST R

F Suilne 20

Rijeka

JADRAN - GALENSKI LABORATORIJ d.d. = 51000 RIJEKA « Svilno 20 = CROATIA » +385 51 660 700 « www.jgl.hr

Zerkalin cutaneous solution 1% 30 mi - 016242 - UA 3/3
Reference CoA: vl
25.06 24
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JEPXKABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBChKIN OBJACTI

mpos. Ceitnuunoi Hami, 3, mKuis, 02099, ten/haxe: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BHCHOBOK
Npo AKiCTH BBE3EHOr0 B YKpainy JikapebKoro 3acoby

12.03.2025 Ne 10884/25/10

3EPKAJIIH®

(naiisemysan nixapenkoro 3aco0y 3riatoe 3 pecerpaniifiin nocsigaen )
po3uni Hamxipunit, 1 % mo 30 ma y crasxonmy duaxoni; mo 1 puaxoHy B KapToHmii
Kopo0ni

{(ropya pHnYCKY, ROSYBRHEA, BILT NAKYBAHHA AiKapcokoro 3acoby)’

Homep peectpauiitoro nocsiauennn UA/12443/01/01 crpoxk aii peccrpauiiinoro noceimuenrs 01.01.2099

Cepis aikapcexoro sacoby Ne 07424 Kinvkicrs ree3enoro nixkapesxoro 3acoby 1200
Bupobnuk Snpau-Tanencekuii JlaGopatopiii x.4., Xopsatia
(maiimerynanug BipobHIKa Aikapeskoro sacely, kpaina noxoaxenns)
Beeseo B Ypaiuy Cniapre ykpaiHChbKO-eCTOHCHKE MIANPHEMCTBO Y HOPMI TOBAPHCTB2
3 oOnexxenoo BignoBigansuictio "Onriva-®apa, JITHO", izenr. koa:
21642228

{naiivenysanus Ta kop 32 €JIPTIOY opuairiaol ocobu afo npilsuwte, iM's, no Garsxosi disHdkHol
ocoGi - migupreMud, Il MiCIe IPOXAITBAREA Ta peecTpauiiinit HoMep o6aixoBe] KAPTKH INaTHAKE
noAATKIB 460 cepix Ta Homep nacropra)

[TpoToros Bisyaasroro xowrponrn sig 10.03.2025 N 0690/1.

3a pesyneTaTeMit JAEpAKABHOTO KOHTPOMNO BCTAHOBAEHO, WO JHKApchxuii 3acif  speseno B Yapalwy 3
AOTPHMAHHAM Biiror 3A4K0HOAABCTEA 1010 320€3MEUCHHS SKOCTI NiKapesaHX 3ac06in,

Qnsra EPEOMEHRKO

{initany Ta:npizeume)

| uuwﬂ’:% N\
Bactymgfiha)ibnma NS oN
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Product name:

Hassa ninapcekoro 3acoby:

Registration certificate in Ukraine:

PReCTpauidne NoCBinueMms B
Yrpaini:

Strengti/Activity:

Cuna alifaKTnenicTy:

The size and type of packaging:
Passtip | o, NaKYEIRHAL

The dosage form:

Aivapebra dopma:

Country - producer:

Kpaina - supobunk;
wtanufacturer & Quality controfb:
Bupobrun Ta KOHTPOAbL AROCTE
Confirmation of GMP certificate:

ZERKALIN®
cutaneous solution 1% 30 mi in a glass bottle
IEPKANIH®

PO34KH HaWkipHih, 1% no 30 ma y crAAHOMY DAAKOHI
o UA/12443/01/01 validity is unlimited
Ne UA/12443/01/01 vepamin ail seobmemenii

1 mi of solution containg: clindamycin - 10 mg, in the form of clindamycin hydrochioride

1 A7 POFUMHY MICTHTH: RatRaamiupn - 10 war, ¥ 8urARAT sAIHASMULINY TIApoXACPHAY
36 vt i a glass bottle, 1 botthe in g cardboard box

Ao 30 ma y cxaaromy GRakos; no 1 GAaRONY B Kapronnil kopoli
cutaneous solution 1%

POIMUH Halkipeuid, 1%

Croatia Country of destination: Ukraine
Xapaartia Kpaiva NpruIsaen s Yrpaina

Iadran-Galenski Laboratori] d.d., Svilno 20, 51000 Rijeka, Croatia
fapan-Tanencerwi Naloparopiit g.4., Ceinpro 20, 51000 Picka, Xopratia
N 486/ 2024/C-957 did. 21.06.2024

Bucxogor sianosigHocr supol- Ne 486/2024/C857 wig 21.06.2024
HULTRS BUMGTam GMP:
mManutacturing license:

Higensin va supobuuiyreo:

UR/-530-01/13-03/09 did. 17.05.2022
UP/-530-01/13-03/09 sig 17.05.2022

Batch: 07424 Batch size: 14.388

Cepis: 07424 Posmip cepii: 14.388
Date of manufacture:  11.2024, Exp. date: 112027,
Hata supobuuuyrsa:  11.2024. Npuaoaraui o 11,2027,

CERTIFICATE Ne 1700060042807
CEPTHGIRAT Ng 170000042502

PARAMETERS REQUIREMENTS ! RESULTS

. DAPAMETPM s o o mumord | PE3YABTATA

CHARACTERS Clear, colourtess liguid, ethanol-like odour. | Conplies

{(Visuall

Oonuc fposope Sesbapera plauna 13 200300 e5aHoNY | Bignosinac
(Bisyoswund) I o

pH From 3.5 to 5.0 a1

{Ph.Eur.2.2.3.) .

pH L 8ia 35 a0 50 N
{Epp.dapn.2.2.3.) - :

RELATIVE DENSITY { From 0875 to 0.885 S 0.881
[Ph.Eur.2.2.5)) ,
BIAHOCHA FYCTUHA | Bin 0,875 po 0,BES © 0,881 ]

{€8p. Gapn.2.2.5)

IDENTIFICATION CLINDAMYCIN ¢ The retention time of peak of cindamycin in the chromatogram Complies

{HPLC) obtained with the test sulution must correspond 1o the retention :
time of peak of clindamyein in the chromatogram obtsined with
| the standart solution.

[AEHTHEIRALUIR KATHOAMILMHY Yar yYpsmy g NiKY KAHRamiLrHy 43 xpemMarorpamv Bignosigae

[BEPR) | BMRPOBYBEHOID POIMHY NOBKHER BIANOBIAATA Hacy
YTRMMyBaHH iy sATHAAMILMHY 1S XPOMETOrPaMI CTaHAAPTHOTD

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

FAORARN - LALENDE LABORATORIE G

sofunon 19 30wl - D7484 - Us FY
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time of peak of ethanol in the chromatogram obtained with the

refarence solution,
IBEHTHOIHALLIA ETAHORY Hae yrpMyBanea riky eTaH0MY Ha XPOMATOrpami Bignosigae
(rx} BURPOBYRAHOIO POSUKMHY NOBUHEH BIANOBIAGTY Hacy

YTPUMYBEHHA NIKY BTRHOAY HA XPOMATOrPAMI POSUMHY
IDENTIFICATION OF PROPYLENE The retention time of peak of propylene glycol in the Complies h .
GLYCOL chromatogram obtained with the test solution must correspond

(cle] to the retention time of peak of propylene glycol in the

chromatogram obtained with the reference solution.
AEHTUGIKALIA Hae yVIPUMYBAHIG! NIRY NDONIASHEATKOAKY 1 XPomaTor pami Binnosigae
NPOMMAEMIIROMC SUNPOBYBIHOMD POIMMHY HOBUHEH RIANOBILNTH Yacy

s YTPMMYBAHHA NIKY BROMASHIAIKONIO HA XPOMATOrDaMI pLRRY

e nopiuHAHHA, .

ASSAY QF CLINDAMYCIN 95.0 % - 105.0 % of the stated amount 101.5 %
(HPLE) {9,5 -10,5 mg/ml) 10,15 mg/mi
KINBKICHWIA BMICT Bin 85% g0 105 % sig aangneHol xisskocri 1015 %
KAHOAMIL{UHY (8in 9,5 40 10,5 smr/mn) 10,15 mr/mn
ASSAY OF ETHANOL 90.0 % - 110.0 % of the stated amount 86.7 % '
(GC)

KINBKICHWIA BMICT ETAHOAY Big 90% po 110% sig 2aneseHol Risbrocr 6.7 %

{rX)

ABSAY OF PROPYLENE GLYCOL 90.0 % - 110.0 % of the stated amount 98.2 %

{GC)

KINbKICHWA BMICT Big 90% po 110% sig sassneHol Rinekoor $8.2 %
NPOTHAEHTBIHONO
) .

RELATED SUBSTANCES

{HPLC ) :

¢ mpurity B {clindamycin 8) C et more than 2.0 % COER %

mpurity C (7-epiclindamycin) Mot more than 4.0 % TR0 %

. Other individual impurities Mot more than 1.0% 023 %
Total related substances Hot more than 6.0 % 0.47%
CYRYTHI JOMILLKY
{BEPX)

Jomiwga B (kaingamiuun B} He Binowe 2,0 % 0.58 %
Homiwxa C {7-emivaimnamiypm) He Binswie 4,0 % <01 %
fHU BOMILRG He Binwvtue 1,0 % 023 %

Jdarapprd emicy Hebinbwe 6,0% . 037 % .
FILLING VOLUME Not fess than the nominal Complies
{In-house method)

OB'€M HANOBHEHHS | He menwe Hominansoro Bipnosigas

(weropromnanil) Lo B
MICROBIOLOGICAL PURITY Total number of aerobic microbial count: not more than 100 Complies
{Ph. Eur, 2.6.12, 2.6.13) CHU/ml

Total combined yeasts/moulds count: not more 10 CFU/mi
Pseudomonas ceruginosa: absent in 1 mi
Stoghylococcus oureus: absent in 1 sl
MIKPOBIONONYHA YUCTOTA 3aranpka KiALKIcTy aepobinux Saxrepilt ne Binsuwe 100 8 1 ma Binnoginae
¢ {€sp. Dapm. 2.6.12, 2.6.13) ZaranuHa ginsuicrs rpubis | gpbrgoris: we Binswe 108 1 ma
: Pseudomonus aeruginosa: BiagyTH B 1 mn
.Staphyloceccus aureus: sipcythi e 1 mn

Certification statement. | hereby certify that information above is correct and precise, This batch was manufactured {aff production
stages including packing and marking} and guality controlled in exact compliance to the GMP 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.

JADRAN - GALEMSKILABORATORL dudd. © %1000 RUEKA » Svilng 20 9 CROATIA v +385 51 6680 700 ¢ www. il hr
Zerkaling, cutsneaus sclution 1%, 30 mi - 0724894 - UA 273

Reference Cofc v2

120028



Ignea npo ceprrdivaniio. LM g 33C814YI0, 10 HABEAEH SrLE IMGORMALIR € JOCTOBIRHOIO Ta TOUHOI, LK) Ceplio dpoayrull Gyno
supobneno (BRAYANU NAKYBIHKA/MBPRYBAKHA) T3 NHOBEACHO KOHTPRAL I AKOUY Ha BUMULe3a3HAYERIA AlabHuy ¥ NOSHIN
sLAnORIAHOCTT 3 sumorami GMP, BUTIHOBASHUMY MICLEEBUM DEFYIRTODHIM OPIHOM, d TAROK EiANCEIANO 10 cnegndirauii, wo
MICTATLES Y peccTpauifinemy gocee. TIpOTOROAY BUPOOHUUTEY, MOKYBaBH? Ta ananizis OYA0 NEperANYTO T4 BCTEHOBABHO
sianosigHicrs GMP.

Stamp Qualified Person e Ak
Mowoma . Ynosuobasmens ocoGa Mig3 S*m,w
Date of release: Signature
flara surnycky cepit Nigrc ;

Date of CoA signature:
Qara nignucy ceprudivara:

JADRAN - GALENSKE LABORATORY dud. # 55000 RUEKA ¢ Svilno 20« CROATIA © +385 41 660 7009 www.jghhe

Zerkshn®, cutanecus solution 1%, 30 ml « 07824 - UA 373
Reference CoA: ¥2
1248025
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