- JAEPXKIUKCITYKBA
AEP)KABHA CJIYIKBA 3 JIIKAPCBKIX 3ACOBIB TA KOHTPOJIIO 34
HAPKOTHKAMH Y KAIBCBKIA OBJACTI

npocnext Banepis JloBanosckkoro, 51, m. Kiig, (3110, Tea/haxc: {044) 363-06-30
E-mail: dls.ko@dls.gov.ua hitpsy/www.dls.gov.na, Kox €JPIIOY 37078774

BHCHOBOK
PO SIKICTH BBE3EHOI0 B YKpaiHy JIKAPCLKOro 3acofy

30.11.2022 Ne 49965/22/10

3EPKAJIIH®

{nattuenysatins Aikapesroro sacoGy riano 3 peceTpauiinmgM FIOCBI MEHHAN)
PO3HH HAWKipHuit, I % mo 30 M y ckianHoMY (uiaxoHi; no 1 dnaKoHy B KapTOHHii
KopoOiui

{(topMa BHIYCRY, ROIYBAHEA, BIA [AKYBIHES AIKAPCRKATQ 3acoly)

Howmep peectpauiiiaoro nocsizvenns UA/12443/01/01 crpox aii peectpauiiinoro noceinuenns 01.01.2099

Cepis aikapebkoro sacoby No 00822 KiapkicTs BBe3eHOro Aikapeskore sacofy 14204
Bupodnnk Anpan-Tanenceruil JlaGoparopii 1.4., Xopearis
{Haiisenysauns pupobnuka nikapeskore sacody, xpaiHa NOXOTKCHRA)
Bseseno & Yipainy Crninbue yrpallesnKo-eCTONCHKE MANPHEMCTRO ¥ thopmi ToBapucTaa
3 obatesrenoro BiinosixansuicTio "Onrima-@apn, ATH", inewr, xom:
21642228

(nafinenyponns Ta xon sa CAPITOY wpsummol ocobn abo Episemue, iM%, 0o Gatakoni diznynoi
oGt - pignpuemg, i siclie NpRKUBaUIS TA percTpaniiizmil HOMep 0BAIKeBOT KAPTRIN IWIRTHIKA
nojarkin abo.cepis Ta Homep nacnopTad

Iiporesoa gisyansmoro keurpome pig 23.11.2022 Ne 3077/6.

3a  pelyAbTATAMI HEPHKABHOLO KOHTPOMO  BCTAHORIACHO, 110 nikapcekBii  3acif  ssesemo B Yipainy 3
AOTPHMAHHHM BuMOT 3aK0HO2BCTBS INOA0 3a0CINEHEHAN AKOCT] AKAPCLKITX J0COBiE.

B.o. nasanshug opsh Ipisa TIAJIAMAP

{nocatona ocofs &)

fistiinmy fm npianpie)
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Product name: ZERKALIN®
cutaneous solution 1%, 30 ml in glass bottle, 1 bottle in a cardboard box
HasBea nikapcbkoro 3acoby: 3EPKAJIIH®

pPO34MH HawKipHui, 1 % no 30 MA y ckAsHOMY nakoHi; no 1 iakoHy B KapTOHHIN Kopobui
N2 UA/12443/01/01 validity is unlimited
N2 UA/12443/01/01 Tepmin aii HeobMexeHnin

Registration certificate in Ukraine:
PeecTpauiiHe nocsifgveHHs B
YKpaiHi:

Strength/Activity:

Cuna pjii/akTUBHICTb:

The size and type of packaging:
Po3Mip i BUA nakyBaHHSA:

The dosage form:

JNikapcbka dopma:

Country - producer:

KpaiHa - BUpOOHUK:
Manufacturer & Quality control:
BnpobHuk Ta KOHTPOJIb SIKOCTI:
Confirmation of GMP certificate:
BucHOBOK BigNOBIAHOCTI BUPO6-
HUuTBa BUMoram GMP:
Manufacturing license:

NiueHsis Ha BUPOBHULITBO:

1 ml of solution contains: clindamycin - 10 mg, in the form of clindamycin hydrochloride
1 MJ1 pO3UMHY MICTUTb: KiiHAaMiumH - 10 Mr, vy BUrNsa4i KniHgamiuuHy rigpoxniopuay
30 ml in glass bottle, 1 bottle in a cardboard box

rno 30 M1y cknsiHOMY bf1akoHi; Mo 1 (iakoHy B KapTOHHIN Kopobui

cutaneous solution 1%

PO34MH HawkipHui, 1 %

Croatia Country of destination: Ukraine

Xopsaris KpaiHa npusHavyeHHs: YkpaiHa
Jadran-Galenski Laboratorij d.d., Svilno 20, 51000 Rijeka, Croatia
slapan-TaneHcbkuin abopaTtopin 4.4., CeinbHo 20, 51000 Pieka, Xopsaris

N¢ 291/2022/C-560 dtd. 22.07.2022

N¢ 291/2022/C-560 Big 22.07.2022

UP/I-530-01/13-03/09 N°381-13-04/241-18-71 dtd. 06.11.2018
UP/1-530-01/13-03/09 N°381-13-04/241-18-71 Big 06.11.2018

Batch: 00822 Batch size: 14.204
Cepia: 00822 PosmMmip cepii:  14.204
Date of manufacture: 01.2022. Exp. date: 01.2025.
[aTa BupobHuutea: 01.2022. Mpugathiuin go: 01.2025.
CERTIFICATE N2 0057/22
CEPTU®IKAT N2 0057/22
PARAMETERS REQUIREMENTS RESULTS
NMAPAMETPU BUMOI'n PE3YJIbTATHU

CHARACTERS Clear, colourless liquid, ethanol-like odour. Complies
(Visual)
onuc MNpo3opa 6e3bapsHa piaMHa i3 3anaxoM eTaHony. Bianoeigae
(BizyanbHuit)
pH From 3.5 to 5.0 Complies
(Ph.Eur.2.2.3.)
pH Bin 3,5 00 5,0 Binnogigae
(€EBp.®apm.2.2.3.)
RELATIVE DENSITY From 0.875 to 0.885 0,881
(Ph.Eur.2.2.5.)
BIAHOCHA NYCTUHA Big 0,875 po 0,885 0,881
(€Bp. ®apm.2.2.5.)
IDENTIFICATION The retention time of peak of clyndamicin in the chromatogram Complies
CLINDAMICIN obtained with the test solution must correspond to the retention
(HPLC) time of peak of clyndamicin in the chromatogram obtained with

the standart solution.
IAEHTU®IKALIA Yac yTpuMyBaHHA Miky KliHgaMiuMHy Ha xpomaTtorpami Bignoeinae
KNIHOAAMILIUHY BUNPOOYBAHOIr0 PO3UYMHY MOBMHEH BIAMNOBIAATU Yacy YTPUMYBaHHS
(BEPX) NiKy KiiHgamiuMHy Ha XpoMaTorpamMi CTaHAapTHOrO PO34KHY.

The retention time of peak of ethanol in the chromatogram
IDENTIFICATION OF ETHANOL obtained with the test solution must correspond to the retention Complies
(GO) time of peak of ethanol in the chromatogram obtained with the

reference solution.
IAEHTUDIKALIA ETAHOMTY Yac yTpuMyBaHHS MiKy eTaHoNy Ha XpoMaTorpaMi BUNpoByBaHoro Binnosigae
(™) pPO34YMHY NOBUHEH BiAMNOBIAaTK Hacy YTPUMYBaHHS MiKy eTaHoy

Ha XpoMaTorpami po3dnHy MoOpiBHSIHHS.
IDENTIFICATION OF The retention time of peak of propylene glycol in the Complies
PROPYLENE GLYCOL chromatogram obtained with the test solution must correspes
(GC) the retention time of peak of propylene glycol in the i‘fy 5

chromatogram obtained with the reference solution. !
IAEHTUDIKALIIA Yac yTpuMyBaHHSA Miky nponineHrnikoso Ha -.,fv,.;w Mi
NMPONINEHIMNIKONIO BUNPOBYBAHOIro po3unHy NOBUHEH BigMNOBIiZaTK Yacyl
[(B:9) MiKy MPOrJIEHI KO0 Ha XpoMaTorpami po3yumnHy nclbE
ASSAY OF CLINDAMICIN 95.0 % - 105.0 % of the stated amount
(HPLC) (9,5 -10,5 mg/ml)

Zerkalin®, cutaneous solution 1%, 30 ml - 00822 - UA
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KI/IbKICHWIA BMICT Bin 95% pno 105 % Big 3a9BAEHOT KinbKOCTI 99,9 %
KNIHAAMILIUHY (Bin 9,5 oo 10,5 mr/mn) 9,99 mr/mn
(BEPX)
ASSAY OF ETHANOL 90.0 % - 110.0 % of the stated amount 96,4 %
(GC)
KINNbKICHWIA BMICT ETAHONY Big 90% no 110% Bif 3ad9BNeHOl KislbKOCTI 96,4 %
(X)
ASSAY OF PROPYLENE GLYCOL 90.0 % - 110.0 % of the stated amount 100,5 %
(GO)
KINbKICHUA BMICT Bin 90% po 110% Bia 3asBneHOl KiNbKOCTI 100,5 %
NPONINIEHIIIKOJIO
(rX)
RELATED SUBSTANCES
(HPLC)
Impurity B (clindamycin B) Not more than 2.0 % 0,5 %
Impurity C (7-epiclindamycin) Not more than 4.0 % 0,1 %
Other individual impurities Not more than 1.0 % 0,2 %
Total related substances Not more than 6.0 % 1,0 %
CYIMNYTHI AOMILUKHA
(BEPX) .
Homiwka B (kniHaamiumH B) He 6inbiue 2,0 % 0,5%
Howmiwka C (7-enikniHgamiymH) He 6inbiie 4,0 % 0,1 %
THWI poMilku He 6inbwe 1,0 % 0,2 %
3aranbHuU BMICT He 6inbuie 6,0 % 1,0 %
FILLING VOLUME Not less than the nominal Complies
(In-house method)
OB'€EM HAMOBHEHHSA He MeHLe HoMiHanbHOro Bignosinae
(MeTogh KoMnaHii)
MICROBIOLOGICAL PURITY Total number of aerobic microbial count: not more than 100 Complies
(Ph. Eur. 2.6.12, 2.6.13) CFU/ml

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

Pseudomonas aeruginosa: absent in 1 ml

Staphylococcus aureus: absent in 1 ml
MIKPOBIOJIOINT4HHA YNCTOTA 3ararnbHa KifibKicTb aepobHux GakTepiii: He 6inblie 100 B 1 M Bianoeigae
(€p. dapm. 2.6.12, 2.6.13) 3arasibHa KinbKicTb rpubiB i gpbkaxie: He 6inblie 10 B 1 Mi

Pseudomonas aeruginosa: BigcyTHi B 1 Mn

Staphylococcus aureus: BigcyTHi B 1 Mn

Certification statement. I 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.

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

3asiea npo ceprudikauito. LM s 3acsiguyo, WO HaBedeHa BULLE iH(OPMALIN € JOCTOBIPHOK Ta TouHOW. Lo cepito npoaykuii
6yno BupobeHo (BKIOYaoUM MaKyBaHHS/MapKyBaHHs) Ta MPOBEAEHO KOHTPOSb fi SIKOCTI Ha BULLEe3a3HaueHil AinbHuui y FIOBHIl
BIANOBIAHOCTI 3 BMMOramMm GMP, BCTAaHOBMEHMMW MICLEBUM DEryIATOPHUM OPraHoM, @ TakoX BiAMOBIAHO 40 cneuudikauin, wo
MICTATbCS Y PEECTpauiiHoMy aocbe. MpoTOKOMM BUPOBHUUTBA, MNakyBaHHSA Ta aHanisis 6yno NepernsHyTo Ta BCTAHOBEHO
BiarnosigHicte GMP.

Stamp Qualified Person
MeuaTka Mirna Simici¢ Name
YnosHoBaxeHa ocoba
Date of signature: 04 TN P Signature e
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Product name: Zerkalin®, cutaneous solution 1%, 30 ml in glass bottle N21
Haasa nikapcokoro 3acoby:3epkaniH®, po3uvH Hawkipauit 1% no 30 ma ycknaHomy dnakoHi

N21

Registration certificate of Ukraine: N® UA/12443/01/01 dtd 04.09.2017

PeecTpauivine noceigueHHa B Ykpaidi: N® UA/12443/01/01 sig 04.09.2017

Active substance: Clindamycin hydrochloride

Oiroua peuoewHa: KningamiunHy rigpoxnopwg

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

BupobHuk: Agpad-laneHcskunit Nabopatopin 4.4., CeinkHo 20, 51000 Pieka, XopsaTis
Confirmation of GMP certificate: N2 534/2019/C-1550 from 17.12.2019

BucHOBOK BiANOBiAHOCTI BUpobHULTBa BUMoraMm GMP: N? 534/2019/C-1550 sig 17.12.2019
NiueHsia Ha BupobHuyTBO: UP/I-530-01/13-03/09 N2: 381-13-04/241-18-71 from 06.11.2018
Manufacturing license: UP/I-530-01/13-03/09 N9: 381-13-04/241-18-71 sig 06.11.2018

Batch: 12720
Cepia: 12720
Batch size: 13.280
Po3mip cepii: 13.280
Date of production: 11.2020.
OaTa BupobHuuTBa: 11.2020.
Exp. date: 11.2023.
MpwuaaTHWA 0o: 11.2023.
Date of analysis: 18.12.2020.
HOata aHanisy: 18.12.2020.
CERTIFICATE N° 1022/20
CEPTUOIKAT N2 1022/20
| PARAMETERS REQUIREMENTS ) T RESULTS
| NMAPAMETPU BUMOIru L _ PE3YIIbTATM
- CHARACTERS (Visual) Clear, colourless liquid, ethanol-like odour, - Complies
Onuc (BisyansHuit) Mpo3opa Ge3bapeHa pigvHa i3 3anaxoMm eTaHony. signosigae
IDENTIFICATION OF The retention time of characteristic peak in the complies

| ETHANOL (GC)

IneHTudgixkauin eranony
(rX)

chromatogram obtained with the test solution must correspond to
the retention time of characteristic peak in the chromatogram
obtained with the reference solution

Yac yTpUMMYBaHHS X3paKTepUCTMUHOrO NIKY EeTaHoly Ha | BIANOBIAAE
XpOMaTorpami BunpoByBaHOro PO3YWHY NOBUHEH BIAMOBIAATA vacy |
YTPUMYBAHHA XapaKTepUCTUUHOID iKYy ETEHONY Ha XpOMaTorpaMi
CTaHA@PTHOMO PO3HMHY. i

RELATIVE DENSITY From 0.875 to C.B85 | 0.880
(Ph.Eur.2.2.5.)
BigHOCHA rycrtuna Bia 0,875 no 0,885 Q0,880
(€sp. ®apm.2.2.5.)

. IDENTIFICATION The retention time of characteristic peak in the complies

CLINDAMICIN (HPLC)

- InenTudikayin
kniHpamiuymHy (BEPX)

chromatogram obtained with the test solution must correspond to
the retention time of characteristic peak in the chromatogram
obtained with the reference solution

Yac YTpUMYyBaHHA  XapakKTEPUCTWUHOrO niky iiHAaMiluHy Ha Bignosinae
XpOMaTerpami BUNpobyBaHOre PO3YMHY NOBMHEH BIANOBIAATH HaCY
YTPUMYBaHHA X2paKTepUCTUUHOro  miky  KAiHAaMiumHy  Ha
XpOMaTorpaMi CTaHAapTHOrO PO3YMHY.

JADRAN - GALENSK! LABORATORIJ d.d. = 51000 RIJEKA = SVILNO 20 = CROATIA © +38551660 700 = www.jal.hr
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kniHgamiynny (BEPX)

(sla 9,5 go 10,5 mr/mn)

pH (Ph.Eur.2.2.3)) 3.5=50 4.1
pH (Esp.®apm.2.2.3.) 3,5=-50 4,1
- IDENTIFICATION OF The retention time of characteristic peak in the coemplies
. PROPYLENE GLYCOL chromatogram obtained with the test solution must correspond to
1 (GQ) the retention time of characteristic peak in the chromatogram
obtained with the reference solution
InenTudikauin Yac yTpUMYyBaHHA XS8PakTepUCTHYHOMO MiKy NPONiAeHr KoMK Ha BlANOBIAGE
NponiNeHrniKoo . xpoMaTtorpaMi BunpoSyBaHOro po3YMHY MNOBWMHEH BIANOBIAATA YacY
(rX) YTPHMMYBaHHA XapaKTepUCTUHHOro niky npoflineHrnikon Ha
XPOMaTorpaMi CTaHAZPTHOID PO3UNHY.
ASSAY OF CLINDAMICIN 95.0 % - 105.0 % of the stated amount. 98.6 %
(HPLC) (9,5 -10,5 mg/ml) (9.86 mg/ml)
KinbkicHMA BMicCT Bin 95% ao 105 % Big 3aaenerol KiNeKoCTi 98,6 %

(9,86 Mr/mn)

90.0 % - 110.0 % of the stated amount.

ASSAY OF ETHANOL 896.0 %
(GC)
KinobkicHui BMIiCT eTaHony Big 90% Ao 110% Bia 3aneneHC] KiNBKOCTI 96,0 %
(rX) i
ASSAY OF 90.0 % - 110.0 % of the stated amount. © 955 %
PROPYLENE GLYCOL (GC) i
KinbKicHMiA BMicT
nponineHraikomo {'X) Bia 90 % gpo 110 % sig 3asiBneHol KiNEKOCTI 95,5 %
RELATED SUBSTANCES
{HPLC)
Impurity 8 (clindamycin B) Not more than 2.0% 0.5 %
Impurity C {7-epiclindamycin) | Not more than 4.0% 0.2 %
Other individual impurities Not more than 1.0% 1 0.2 %
Total related substances Not more than 6.0% 1 1.2 %
CynyTHi gomiwkn:{BEPX)
-fomiwka B (kxniHaaMiumx B) He Ginbwe 2,0 % [ 0,5 %
-Jomiwka C He Ginbwe 4,0 % | 0,2 %
(7-enikniHgamiLmH} |
-THWi iHAWBiaYyanbHI AOMILLKK He Ginbwe 1,0 % 1 0,2 %
-3aranbHWii BMICT CYNYTHIX He Ginbwe 6,0 % 11,2 %
LOMILLIOK
FILLING VOLUME . Not less than the nominal | Complies
(In-house method) i
06'eMm HAaNOBHEHHA He MeHWe HOMiHanbHOro Bignosiaae
. (MeToa xoMnaHii)
MICROBICLOGICAL -Total number of aerobic microbial count: Complies
PURITY not more than 100 CFU/ml
(Ph.Eur.2.6.12., 2.6.13.) -Total combined yeasts/moulds count: - Complies
not more than 10! CFU/ml
- Pseudomonas aeruginosa: absent in 1ml| Complies
- Staphylococcus aureus: absent in 1 ml Complies
. Mikpo6ionoriuta uucroTta 3araneHa Kinbkicte aepobHmx GakTepii: Binnoeinac
(Esp.®apm.2.6.12., 2.6.13) He Binbwe 100 B 1 mn
i 3aransHa KinekicTe rpubis [ Apixaxie: Bianosigae
‘ He 6inbwe 108 1 Mn
Pseudomonas aeruginosa: BIACYTHICTE B 1 MN Binnosiaae
- | Staphylococcus aureus: BiACYTHICTL B 1 MA Bianosinac

Zerkalin cutaneous solution 1% 30 ml - 12720- UA

22,1220
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Certification statement. 1 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.

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

3asBa npo ceprrgixatiro. LM 5 3acBigqyio, Wo HaBeAeHa BuLle iHhOPMaUia € AOCTOBIPHOI Ta TOYHOW. L
cepiw

npoaykuii 6yno snpobneHo {BKAOUYAUM NaKYBaHHA/MapKyBaHHA) Ta NpoBeASHO KOHTPOAb iT AKOCTI Ha
BUWLLE3a3HAYEHI AiNbHMLI ¥ NOBHIN BignosigHocTi BuMoraM GMP, BCTAHOBAEHUM MICLEBWM PETyNATOPHUM
OpraHoMm, a TakoxX BiAMOBIAHO A0 creuwdikaLii, Wo MICTATLCA ¥ peecTpalUifiHoMy 40CHE. TIpOTOKONH
BUPOGHULTBA, NakyBaHHA Ta aHanisis 6yno nepernsaHyTo Ta BCTAHOBNEHO BIANOBIAKICTL GMP.

,-‘r'i'z'
o o f@ |GL d.d. Person Qualified
,'3‘;5:3-‘! V. A Sw no 20 Mirna Simicic¢
f Do Rijel:a Signarure Name

'
U Z. Yé;wlf@ YroBHOBa¥eHa ocoba

Mirna Simiéic
Mpissuile I'ms
Date of signature: 77 | il 2et®
[aTa nignucy:
Stamp

JADRAN - GALENSKI LABORATORIJ d.d. = 51000 RIJEKA = SVILNO 20 = CROATIA = +385 51660 700 = www.jalhr
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JIEPXKJIIKCITY KBA
HTPOJIIO 3A

VIKBA 3 JIKAPChKUX 3ACOBIB TA KO
UKAMHA Y KHIBCHKIN OBJIACTI
v Kuis. 03110, Ten/dake: (044) 363-06-50

JTEPKABHA CJI
dls.gov.ua, Koa €/IPIIOY 37078774

HAPKOT

npocnekt Banepis JIo0aHOBCBLKOTO, 51,
E-mail: dis.ko@dls.gov.ua,https://www

BHCHOBOK
po siKiCTh BBE3¢HOro B Ykpainy JIiKapcbKOro 3ac00y
Ne 351/21/10

19.01.2021
3EPKAJIIH®

(HaiiMeHyBaHHA TIKApChROTO 3aco0y 3riaHo 3 peeCTpaLiHHM?
pO34HH HAWKIPHHIL, 1 % no 30 M1y CKASIHOMY daaxoHi;
KopooLi

(hopMa BHIYCKY., A03YBaHHA, BIA maKyBaiHA 1iKapChKOro 3aco0y)
o nocsinuenns 01.01.2099

{ MOCBIAYEHHAM)
no 1 ¢paaxoHy B KApTOHHIH

b

TA/12443/01/01 ctpok aii peecTpautiiitor

HoMep peecTpaliifHoro nocBiaeHH L
KinbKicTh BBE3EHOTO AiKapChKOTO 3aC00Y 12000

Cepis nikapebkoro 3aco0y Ne 12720

Snpan-I"aneHCEKH
(HAHMEHY B

it JlaGopartopiii 1.1, Xopsaris
aliHs BUPOOHMKA 1IKAPCBKOTO 3ac00y. KpaiHa MOXOLKEHH )

BupoOHHK
BeeseHo B YKpaiHy ChinbHe YKPaiHChbK0-eCTOHCBKE nianpueMerBo Y Gopmi ToBapHeTBa
3 0GMeKeHO0I0 BiNOBiAaIbHICTIO nOnrima-Dapm, JTL", izenr. kox:
13BHILIE, iM'A, 10 GATBKOB (hizuuHOT

aiiMeHy BaHHA Ta KO 33 E€JIPTIOY 10pnAnHHOT ocolu abo np
Miciie NpoKHBAHHA Td peecTpailiftHnii

(H
ocofHn - mianpuemus, i
noaarkis abo cepid 1a HOMEp nacnopra)

HoMep 00:IKOBOT KapTRM TLIATHHKD

[pOTOKO Bi3yalbHOr0 KOHTPOIIO gin 11.01.2021 Ne 0024/1.
KOHTPOJIIO  BCTAHOBACHO, IO AikapcbKuit  3acid  BBE3CHO B Vkpaihy 3
eUeHHA AKOCTI JIKAPChEHX 3ac00iB.

3a pesyabTaTami Aep/KaBHOro
J]OTpllMaH HSIM BHMOT 3aKOHOABCTBA LLOAO 3abe3n
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Product name: Zerkalin®, cutaneous solution 1%, 30 ml in glass bottle N21
Hasea nikapcbkoro 3acody:3epxaniH®, po3unH Hawkipinii 1% no 30 Mmn ycknAaHoMy dnakoHi
Ne1
Registration certificate of Ukraine: N® UA/12443/01/01 dtd 04.09.2017
PeecTpauiliHe noceigyeHHs B Ykpaiki: N2 UA/12443/01/01 sig 04.09.2017
Active substance: Clindamycin hydrochloride
Airova pevosnHa: KninaamiuwHy rigpoxnopug
Manufacturer: Jadran- Galenski Laboratoerij d.d., Svilno 20, 51000 Rijeka, Croatia
BupobHuk: AapaH-Fanedcbknid NabopaTtopiid a.a., CeinsHo 20, 51000 Pieka, Xopsartid
Confirmation of GMP certificate: N? 534/2019/C-1550 from 17.12.2019
BucHoBOK BiAMoBiAHOCTI BUpoBHWUTBa BMMoram GMP: N¢ 534/2019/C-1550 Big 17.12.2019
Tlivlenzis Ha BupobHuuTteo: UP/I-530-01/13-03/09 N°2: 381-13-04/241-18-71 from 06.11.2018
Manufacturing license: UP/I-530-01/13-03/09 N9: 381-13-04/241-18-71 sBig 06.11.2018

Batch: 12820
Cepis: 12820
Batch size: 13.994
Posmip cepil: 13.994
Date of production: 11.2020.
HaTa svipobHuuTsa: 11.2020.
Exp. date: 11.2023.
MpugatHUA Ao: 11.2023.
Date of analysis: 18.12.2020.
Jarta ananisy: 18.12.2020.
CERTIFICATE N2 1024/20
CEPTUODIKAT N2 1024/20
PARAMETERS REQUIREMENTS [ RESULTS
NMAPAMETPU BHUMOIv i PE3¥/ILTATH
CHARACTERS (Visual) Clear, colourless liquid, ethanol-like odour. | Complies
Onuc (Bisyanbunin) Mpo3cpa Ge3bapeHa piguKa i3 3anaxoM eTaHoay. | BignoBsigae
IDENTIFICATION OF The retention time of characteristic peak in the complies
ETHANOL (GC) chromatogram obtained with the test solution must correspond to
the retention time of characteristic peak in the chromatogram
obtained with the reference solution ’
IneHTudikayis eraHony Yac yTpuMyBaHHA X3paKTEPUCTHMUHOIC MKy eTaHony Ha ‘ BIANOBIAZE
(rx) XPOMaTOrpaMi BMNpobyBaHOrc PO3UMHY NOBMHEH BiANOBIASTH Yacy
YTDMMYBaHHS XapaKTepUCTUYHOMO MiKY €TAHONY Ha XpoMaTorpami
CTaHA8PTHOMO Po3UUHY.
RELATIVE DENSITY From 0.875 to 0.885 0.881
(Ph.Eur.2.2.5.)
BiaHOCHa rycTtuHa Bin 0,875 ao 0,885 0,881
{€sp. ®apm.2.2.5.)
| IDENTIFICATION The retention time of characteristic peak in the camplies
CLINDAMICIN (HPLC) chromatogram obtained with the test solution must correspond to
the retention time of characteristic peak in the chromatogram
obtained with the reference solution
InenTudiikadin Yac YyTpMMYBaHHS  XapaKTepWCTUYHOIO MNiKy K1IHAAMIUWHY Ha BIAMOBIAAE
KniHgamiuwnnuy (BEPX) Xpomatorpami BunpobyBaHoro po34YnHy TNOBUHEH BIANOBIAATHA 4acy
YTPUMYBaHHA X3PaKTEePUCTHYHOrO  NiKY  KNIHA2MIUWMHY Ha
XPOMATOIPaMi CTaHABPTHOIO PO3YMHY.
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wninpgamiunuy (BEPX)

(Big 9,5 go 10,5 Mr/mn)

ASSAY OF ETHANOL

. pH (Ph.Eur.2.2.3.) 1 3.5-5.0 4.1

| pH (EBp.Papm.2.2.3.) [ 3;5 =50 4,1
IDENTIFICATION OF | The retention time of characteristic peak in the complies
PROPYLENE GLYCOL chromatogram obtained with the test solution must correspond to
(GC) | the retention time of characteristic peak in the chromatogram

vbtdined wilh e refersice sulutivn
IpenTndikadin Hac yTpUMYBAHHA X@pakTERWCTHYHOMO MIKY MPONAEHIIKOAKD HA | BIANOBIAAE
nponin@x{raikoeno . XpoMartorpami BunpobGyBaHOro po34yuHy nNOBMHEH BIQNoBiaaTk yacy
(™) | YTPUMyBaHHA X2PaKTEPUCTUUHOIG MIKY NPONifeHrnikon Ha
| XpOMarorpami CTaHaapTHOro PO34MHY.

ASSAY OF CLINDAMICIN 95.0 % - 105.0 % of the stated amount. 995 %
(HPLC) (9,5 -10,5 mg/ml) (9.95 mg/ml)
KinbKicHHUA BMICT Big 95% ao 105 % sin 3asBAeHO| KiNBKOCTI 99,5 %

(9,95 Mr/mn)

90.0 % - 110.0 % of the stated amount. 96.4 %
(cC)
KinbkicHnin BmicT eTanony Bia 90% ao 110% Bia 3asasneHol KinbKocTi 96,4 %
()
ASSAY OF 90.0 % - 110.0 % of the stated amount. 96.0 %
PROPYLENE GLYCOL (GC)
Kinbkichun BmicTt

nponiaeHraikenio (MX) Big 90 % po 110 % Big 3aABNEHOT KiNBKOCTI 96,0 %
RELATED SUBSTANCES
{HPLC)

Impurity B (clindamycin B} Not mere than 2.0% 0.4 %
Impurity C (7-epiclindamycin) | Not more than 4.0% 0.2%
Other individual impurities . Not more than 1.0% 0.2 %
Total related substances " Not more than 6.0% 1.2 %
CynyTHi poMiku:(BEPX) |

-Aomiwka B (kningamiuwk BY  He Ginewe 2,0 % 10,4 %
-Lomiwka C i He Binbwe 4,0 % | 0,2 %
(7-enikniHaaMitmH) ; }

' -IHWI iHAMBIAYANEHI AOMILKK He Ginswe 1,0 % | 0,2 %
-3araneHMi BMICT CYNyTHIX He Ginswe 6,0 % 1,2 %
AoMiLIoK
FILLING VOLUME Not less than the nominal Complies
{In-house method)
06'eM HanoBHEHHA He MeHwe HoMiIHanLHOro | Bianoeigae
(MeTog, koMnaHii) i
MICROBIOLOGICAL -Total number of aerobic microbial count: | Complies
PURITY not maore than 100 CFU/ml
(Ph.Eur.2.6.12., 2.6.13.) . -Total combined yeasts/moulds count: Complies

not more than 10' CFU/ml
- Pseudomonas aeruginasa: absentin 1ml " Complies
- Staphylococcus aureus: absent in 1 mi Complies
MikpoGionoriuHa yncroTta 3arankeHa KinbKicTs aepobrux GakTepii: Bianosinag
{Epp.®apm.2.6.12., 2.6.13) He Binbwe 1008 1 Mn t
3araneHa KinbKicTs rpubie i gpixaxis: . Bignosigae
He Ginbwe 10 B 1 Mn E
Pseudomonas aeruginosa: BIACYTHICTb B8 1 MA { Bianosigag
- _ Staphylococcus aureus; BiACYTHICTb B 1 Mi1 | Bianosigae
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Certification statement. I 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 regulatery body as well as specification included into the registration
dossier.

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

3anasa npo cepTudikayir. Lum a 3aceiauyto, Wo HasefeHa Buwe iHdopMalis € gocToBipHOW Ta Toukow, Lo
cepik

npoaykuii 6ysno BupobneHo (BKAOYAIOUM NAKYBaHHA/MapKyBaHHS) Ta NPOBEAEHC KOHTPOAL T AKOCTI Ha
BULEe3a3HaYeHii ainkHKUi ¥y NoBHIA BiANOBIAHOCTI BUMOoraM GMP, BCTAHOBNEHMM MICLIEBWUM PErynATOPHUM
OpraHoM, a TakoX BiANCBIAHO A0 cneundikauii, Wo MICTATLCA ¥ peecTpauidHomMy ACChbE. [poToKoM
BUPOBHWLTBA, NakyBaHHA Ta aHanizie 6yno neperndHyTo Ta BCTAaHOBNEHO BiANOBIAHICTE GMP.

Person Qualified
Mirna Simicié
Signarure Name

YnosHoBaxeHa ocoba
Mirna Simicic¢
Mpizenwe I'ma

Date of signature:
fata nignucy: ’[,L( 4’J o0

Stamp
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JAEPXJIIKCJIIV)XBA
AEP)KABHA CJIYIKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHiBCHKIii OBJIACTI

npocnext Banepis JIo6aHoBckkoro, 51, u. KuiB, 03110, Ten/dakc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua,https:f’f\\-'ww.d]s.gov.ua. Kon €EJIPIIOY 37078774

BUCHOBOK
Npo AKICTH BBE3€HOro B Yxpainy jikapcskoro 3acoly

10.02.2021 Ne 4049/21/10

3EPKAJITH®

(HaliMeHyBaHHs Nikapchbkoro 3aco0y 3riIHO 3 peecTpaiiHum NOCBIAYEHHAM)
PO3YHH HamKipHuH, 1 % mo 30 M Y CKiIsHOMY (haakoni; mo 1 dbaakoHy B kaproHmii
KopoOi

(dhopma Bumycky. AO3YBAHHA, BHI NAKYBAHHS NiKAPCLKOr0 3ac00y)

Howmep peectpauiitroro nocsimuenns UA/12443/0 1/01 ctpox niil peectpauiittoro noceiguenns 01.01.2099

Cepis nikapcekoro 3aco6y Ne 12820 Kinekicts BBeseroro nikapcskoro sacogy 1120
BHpoGHuK Snpas-Tanencrkuii JlaGoparopiii 1.1.. Xopaaris
(HaHMEeHyBaHHS BHPOOHUKA JKapeeKOro 3acoby, KpaiHa MoX0/KeHH )
Bseseo B Vipainy CninbHe ykpaincbKko-ecToHChKe MANpPHEMCTBO y dopmi TOBapHCTBA
3 00MeKeHOI0 BiInoBiganLHicTIO "OntimMa-®apm, JITA", inenr. xox:
21642228

(HafMeHyBaHHS Ta ko 3a EPIIOY FOPHIHYHOT 0c06H abo npiseulie, iM'A. M0 GaThROR] iznunoOT
0Co6H - minnpuemuy, ii Micie TPOHBAHHA Ta peecTpauiiHuil Homep 061ikoso] KapTKH MaTHHKa
NOAATKIB abo cepis Ta HoMep nacnopra)

ITpoTokou BisyaneHoro kontpoio siz 03.02.2021 No 0260/2.

3a pesymsTaTamu ACPHKABHOIO KOHTPOIO BCTAHOBIEHO, IO MKapcekHil  3aci6  BBezeHo B Vkpainy 3

AOTPHMAHHSIM BHMOT 3aKOHOJABCTBA MO0 3abe3nedeHns AKQeTi NikapChKHX 3ac00iB.
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Product name: Zerkalin®, cutaneous solution 1%, 30 ml in glass bottie N21

Hasga nikapcbkoro 3acoby:3epkaniH®, poaunH HalwKipHUA 1% no 30 Mn yecknaHoMy dnakoHi
No1l

Registration certificate of Ukraine: N2 UA/12443/01/01 dtd 04.09.2017

PeecTpaudiiiHe noceigueHHs 8 Ykpaini: N® UA/12443/01/01 sig 04.09.2017

Active substance: Clindamycin hydrochioride

HAitoua pevosurHa: KniHAaMilwWHy rigpoxnopua

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

Bupobruk: Sapan-TaneHcekuil Nabopatopiit A.4., CeinsHO 20, 51000 Pieka, XopsarTis
Confirmation of GMP certificate: N© 534/2019/C-1550 from 17.12,2019

BuMCHOBOK BigNOBIAHOCTI BUpOOHMUTBA BuMoram GMP: N2 534/2019/C-1550 8ig 17.12.2019
Niuensin Ha BupobHuuTeo: UP/I-530-01/13-03/09 NO: 381-13-04/241-18-71 from 06.11.2018
Manufacturing license: UP/I-530-01/13-03/09 N?: 381-13-04/241-18-71 Big 06.11.2018

Batch: 13420
Cepis: 13420
Batch size: 14,571
Po3mMip cepili: 14,571
Date of production: 12.2020.
Hara supobHuuyTtea: 12.2020.
Exp. date: 12.2023.
MpyaaTHWA Ao: 12.2023.
Date of analysis: 22.12.2020.
Hata aHanisy: 22.12.2020.
CERTIFICATE N2 1048/20
CEPTU®IKAT N2 1048/20
PARAMETERS ) REQUIREMENTS RESULTS
MAPAMETPH X BMMOIW PE3Y/IbTATH
CHARACTERS (Visual) Clear, cclourless liquid, ethanol-like edour. Complies
Onwnc (BisyanbHuit) lpo3opa 6e3bapBHa piavKa i3 3anaxom eTaHony. BIANOSBIAAE
IDENTIFICATION OF T The retention time of characteristic ﬁé:;[_{mw%"tﬁe compiiesr
ETHANOL (GC) chromatogram obtained with the test solution must correspond to

the retention time of characteristic peak in the chromatogram
obtained with the reference solution

InenTndikadis etaHony Hac yTpUMYBaHHA XapaKTePUCTMYHOTO  NIKY €TaWony Ha BIAAOBIASE
(rx) XPOMBTOrpamMi sUNpotyBaHCro PO3YMHY MNOBWHEH BIANCBIAATK Yacy

YTPUMYBAHHR  XapakTepPUCTUHHOTO MNIKY eTaHOAY Ha XpoMartorpami

CTAHAAPTHOrO PO3YMHY.

RELATIVE DENSITY From 0.875 to 0.885 0.880
(Ph.Eur.2.2.5.)
BigHOCHR2 rycrvHa Bia 0,875 ne 0,885 0,880
(€Eep. ®apm.2.2.5.)
IDENTIFICATION The retention time of characteristic peak in the complies
CLINDAMICIN (HPLC) chromatogram obtained with the test solution must correspond to
the retention time of characteristic peak in the chromatogram
obtained with the reference solution
Igentudiikauin Uac yTpUMYBEHHA XapaKTePUCTUYHOrO MIKY KAIHAAMILMHY Ha BignoBIAaE
kningamiynHy (BEPX) XpoMaTtorpami sunpobyBaHore po3ykHy NOBWHEH BIANCBIAATH YaEcy
YTPUMYBAHHS XaPaxKTEPUCTUYHOIG MKy  KAIHAAMIUMHY — Ha

_ XPOMaTOrpaMi CTaHAaPTHOTO PO3YUHY. R
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T
pH (Ph.Eur.2.2.3.) 35-50 o 4.1 '
pH (€Bp.®apm.2.2.3.) 3,5-5,0 4,1
IDENTIFICATION OF The retention time of characteristic peak in the B corhplies T
PROPYLENE GLYCOL chromatogram obtained with the test solution must corraspond to
(GC}) : the retention time of characteristic peak in the chromatogram
obtained with the reference solution
InenTugikayin Hac yTpMMYBaHHS XapakTEPWCTUYHONO MiKy MPOMNEeHrNiKoA Ha  BIANOBIAAE
NponineHrnikono XpomMarorpami BMNpobYBAHOIO PO3YMHY NOBUHEH BIANOBIZATH Yacy
(rx) YTPUMYBaHHSA XapakTepucTUYHOro niky NPonNeHrnikonky Ha
XPOMBTOTPaMi CTAHAAPTHOrO PO3YKHY.
ASSAY OF CLINDAMICIN 95.0 % - 105.0 % of the stated amount. 998 %
(HPLC) (2,5 -10,5 mg/ml) (9.98 mg/ml)
KinexicHuii BmicT Bia 95% a0 105 % Big 3asBAeHOT KINLKOCTI 93,8 Y%
wkningamiumny (BEPX) (8ia 9,5 Ao 10,5 mr/mn) (5,98 mr/mn)
MES;AYE)F ETHANOL 90.0 % - 110.0 % of theﬂstated ai"ngijnt: T A 96.7 % ...........................
(GC)
KinbkicHWin BMicT eTtaHony Bin 90% ao 110% sig 3aasneHol KinbKocTi 96,7 %
()
ASSAY OF 900 % - 110.0 % of the stated amount. 95.9 %
PROPYLENE GLYCOL (GC)
KinbkicHUH BMiCT
nponineHraikomo (IMNX) Bia 90 % po 110 % elg 3asBneHo’ KinbKocT} 95,9 %
RELATED SUBSTANCES S ' N T
{HPLC)
Impurity B {clindamycin B) Not more than 2.0% 0.4 %
Impurity C (7-epiclindamycin)  Not more than 4.0% 0.2 %
Other individual impurities Not more than 1.0% 0.2 %
Total related substances Not more than 6.0% 1.1 %
CynyTHi goMiwkmn:(BEPX)
-Homiwka B {kniHgamiuud B) He Binswe 2,0 % 0,4 %
-Oomiwka C He Sinswe 4,0 % 0,2 %
(7-enixniHaaMiumK)
-IHwi iHgusigyansHi gomiwkn | He Binbwe 1,0 % 0,2 %
-3araneHUi BMICT CYnNyTHIX - He 6inbwe 6,0 % 1,1 %
AOMILLOK
FILLING VOLUME Mot less than the nominal Complies
(In-house method)
06'eM HANOBHEHHA He MeHwe HoMIHansHOoro Bignoeinae
(MeToa KomnaHil)
MICROBIOLOGICAL " -Total number of aerobic microbial count: ; Complies
PURITY not more than 100 CFU/mI
{Ph.Eur.2.6.12,, 2.6.13.) -Total combined yeasts/moulds count: Complies
not more than 10* CFU/m
- Pseudomonas aeruginosa: absent in 1ml Complies
- Staphylococcus aureus: absent in 1 ml Complies
Mikpobionoriyna yucroTta 3aranbHa KinbKicTb aepobHux GakTepiin: Bianosigae
{(Esp.®apm.2.6.12., 2.6.13) He Ginbwe 100 8 1 Mn
3aransHa Kinbxicts rpubis i Apixaxis: Bignosigae
He Ginswe 10 e 1L MA
Pseudomonas aeruginosa: BiacyTHICTL 8 1 M Bignoeinae
_Staphylococcus aureus: sigCyTHICTb B 1 MA _Bianooinae

JADRAN - GALENSKI LABORATORIJ d.d. = 51000 RIJEKA = SVILNO 20 s CROATIA = +385 51660 700 = www.jal.hr

Zerkalin cutaneous solution 1% 30 ml - 13420- UA 2/3

28.12.20




jgl A

Certification statement. 1 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.

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

3assa npo ceprugpikayiio. Lum 1 3aceiguyo, Wo HasegeHa suwe iHGOPMaLis € 4CCTOBIPHO Ta TOUHOWD. Lo
cepio

npoaykuii 6yno BUpo6ACHO (BKNOYA0OUM NaKyBaHHA/MAPKYBaHHA) Ta NPOBEACHO KOHTPOAL T AKOCTI Ha
silie3azHayeHii ainbHUL y noBHIK BIANOBIAHOCTI BuMOram GMP, BCTAHOBAEHWM MICUEBUM pPeryAsTOPHWM
OpraHoM, a TakoX BiAMOBIAHO A0 cneuudikaliil, Wo MICTATECA ¥ peecTpauiiHOMy aocke. MpoTokonu
BMPOOGHWLTBA, NAKyBaHHSA Ta aHanisis 6y/o NepernaHyTo Ta BCTAHOBMNEHO BiANOBIgHICTE GMP.

Person Qualified
Mirna Simicicé

Signarure Name
\f\*{- ) ) P

YneeHoBaxeHa ocoba
Mirna Simicic¢
Mpizsuiwe I'ma
Date of signature:
AaTa nignvcy:
A, Stamp
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JIEPUJIIKCIIY)XBA
JAEP)KABHA CJIYJKBA 3 IIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KUIBCBKIN OBJIACTI

npocnekt Banepis Jlo6anoscskoro, 51, M. Kuis, 03110, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.uahttps://www.dls.gov.ua, Koa €/IPIIOY 37078774

BUCHOBOK
Npo fAIKiCTHL BBe3eHOro B Y KpaiHy JIikapchbKOro 3acody

17.02.2021 Ne §756/21/10

SEPKAJIIH®

(HaiiMeHyBaHHA 1iKapCEKOTO 3acofy 3TilHO 3 PEECTPALiHHHM MOCBIAYEHHAM)
PO3YHH HAMKipHH, 1 % 1o 30 M y ckasHoMy ¢aKoHi; no 1 paaxony B KapTOHHii
KOpooui

(hopma BUMyCKy, 103YBaHHS, BHI NaKyBaHHA JlikapckKoro 3acoly)

Homep peectpauiiitioro nocsinuenss UA/12443/01/01 crpox aii peectpauiiitoro nocizuents 01.01.2099

Cepia nikapcbkoro 3acoby Ne 13420 Kinbkicts BBe3eHOTO nikapcbkoro 3acody 14000
BHPOGHHK Sppan-Ianencekuii Jlabopartopiii 1.1., Xopsaris
(HaiiMeHyBaHHs BHPOGHHKA JIIKAPCHKOTO 3ac00y, KpaiHa NOXOIKEHHS)
BBe3eHo B YKpaiHy ChinbHe yKpaiHCbKO0-eCTOHChKE NANPHEMCTBO Y GopMi ToBapHCTBA
3 00MekeHOoI0 BignoBinaabuictio "OnrtiMma-®Papm, JITA", inent. xox:
21642228

(HaiimeryBanHs Ta Ko 3a €JIPTIOY opuauyHoi ocobu abo npispuLle, iM'4, 10 6aTEKOBI (i3HHHOT
ocobH - nianpHeMLU, ii Micle MPOAKHBAHHS Ta peecTpauiiinnii Homep 00.1iKOBOT KapTKH MIaTHHKA
noaarkis abo cepis Ta HOMEp nacnopra)

TMpotokon BisyanbHoro koutpomo Bia 12.02.2021 Xe 0362/1.

3a pe3ynbTaTaMH [EPKABHOTO KOHTPONIO BCTAHOBIEHO, IO JIKAapChKHil 3acid BBE3CHO B Vkpainy 3

JOTPHMAHHSAM BUMOT 3aKOHOAABCTBA LIOAO 3a0€3NeYEeHHA A STi JIIKAPCHKMX 3aC00iB.
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