JEPIKABHA CJIYXKBA 3 JUKAPCHKMX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KRIBCHKIX OBJIACTI

npos. Ceitanynol Haaik, 3, s.Kuie, 02099, ten/dukc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kog CAPIIOY 37078774

BHCHOBOK
Npo AKICTH BBE3EHOr0 B YKpaiHy AikapcsKroro 3acoly

23.09.2025 Ne 45845/25/10

3EPKAJIIH® IHTEHCHB

(saiisenynanns aikapenkors 3acoGy 3riano 3 pecctpaniftuus noceiaeH M)
redtb 19 mr/r + 50 mr/r-no 30 r ress y Ty6i; no 1 1y6i y kaprouniit kopobui

{(ropaa BHIYCKY, 103VBIHHS, BIA [IBKYBAHRES AIKAPCKKOro 3ac0AY)

Hostep peectpauiiinoro nocsiasenns UA/20316/01/01 crpox aii peecrpauiiinore nocsiguenns 15.01,2029

Cepis nikapcsroro 3acoby Ne (055 Kiasxicts BBe3enOrO Rixapoexore sacoby 2140
Bitpo6Huk Sapar-IaneHcexuii JTabopatopiit a.1., Xopearis
(maiimerrysanns rupofuHED Aikapeskore 3acofy, Kpaina NOXOTKEHAN)
Baeaero B Yipainy CrigsHe yKpaiHCbKO0-eCTOHChKe HiRNPHEMCTEO ¥ iOpMi TOB2PHCTRA
3 obmesxenolo BignosinaieaicTio "Ontiva-Gapm, JITHAY, inenr, o
21642228

{Haiimenypania Ta ke 3a CAPIIOY wpuamaol ocofit abo npizsuiie, iM's, no Surexosi Hisnnioi
ccobit - diznpuemua, i Micue NpowiBanKA Ta peectpanifiunit vosep ofitikoRol K2PTKR NAZTHIEA
aoAaTKiR b0 tepid Ta Homep nacnapTa)

Npotoken sizyansuoere xourpoearn sin 22.09.2025 » 2937/3.

3z pesyapTaTAMy  AEPKABHOrO KOHTPOMO BCTAHOBACHO, IO IGKapcexnit 3aci6  sscséno B Yxpainy 3
AOTPHMAHHAM BAMOT 3KOHOAIRCTEN LIOAO 3a5e3NCUeHHA SKOCT] LKRPCREHX 3ac0bis.

Onxra EPBOMEHKO

ROHTpOMQ) {uizauc) {ininiam: a npiznimnue)




Product name:

Hassa nikapcokoro 3acoby:

Registration certificate in Ukraine:
PeecTpaliiiiie nocaifHentn 8
YKpaiHi:

Strength/Activity:

CvAa aii/akTmsHICTL:

The size and type of packaging:
Po3mip i BAA NAKYBaHHA:

The dosage form:

Jlikapcovka dopma:

Country - producer:

Kpaina - BupobHuK:
Manufacturer & Quality control:
BupoBHUK Ta KOHTPOAL AKOCTH:
Confirmation of GMP certificate:
BucHOBOK BIRNOBIAHOCT BUPOG-
HuuTea sumoram GMP:
Manufacturing license:

NiveHsia H3 BUPOBHULTAO:

ZERKALIN® INTENSIVE

gel 10 mg/g + 50 mg/g 30 g of gel in a tube
SEPKANIH® IHTEHCKB

renb 10 mr/r + 50 mr/r no 30 r rens y 1y6i

Ne UA/20316/01/01 valid until 15.01.2029
No UA/20316/01/01 tepmin gii go 15.01.2029

1 g of gel contains clindamycin {in the form of clindamycin phosphate) 10 mg;
anhydrous benzoyl peroxide (in the form of hydrous benzoyl peroxide) 50 mg

1 F re/ito MICTUTL KAiHABMILMHY (Y BUFIAAT KniHAAMILMHY docdary) 10 mr;
Genzoiny nepokcuay Gessogroro (y gurAAl Gens3oiny nepokcuay 8oaHoro) 50 mr
30 g in a tube; 1 tube in a cardboard box

no 30 1y 1y6i; no 1 Ty6i y KapToHHii kopobui

gel

renb

Croatia Country of destination: Ukraine
XopsearTia Kpaita npusHayeHHs: YKpaina

Jadran-Galenski Laboratorij d.d., Svilno 20, 51000 Rijeka, Croatia
AppaH-TaneHcskuit flaGopartopiit A.4., CBiNbHO 20, 51000 Pieka, XopsaTia
Ne 800/2024/C-1644 dtd. 29.10.2024

No 800/2024/C-1644 sin 29.10.2024

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

Batch: 0055 Batch size: 11.492
Cepin: 0055 Posmip cepii: 11.492
Date of manufacture: 01,2025, Exp. date: 01.2027.
Hara supobrunursa:  01.2025. Npupatunia go: 01,2027,
CERTIFICATE Ne 170000044000
CEPTUDIKAT Ne 170000044000
PARAMETERS REQUIREMENTS RESULTS
NAPAMETPH BUMOTU PE3YNLTATH

CHARACTERS White to slightly yellow homogenous gel with visible fine Complies
{Visual) particles
Qnuc FomoreHHuni rens 6inoro abo 3nerka MoBTYBaTOro KOALOPY 3 Bianoginae
(BisyannbHwii) BUAMMUMI ADIBHUMM YACTUHKIMU
pH 4,0-5,5 4.7
(Ph.Eur.2.2.3./€ap.®apm.2.2.3.) |
VISCOSITY (Ph.Eur.2.2.8.) 518 — 702 mPas 571 mPas
B'AZKICTL (Esp.dapm.2.2.8.) 518 —~ 702 mDNa-c 571 mfa-c
PARTICLE SIZE {MICROSCOPY) NLT 80% of particles is <60 um 100 %
(Ph.Eur.2.9.37.)
PO3MIP HACTOK (MIKPOCKOMIA) | He meHwe 80% 4acToK po3mipom <60 mMKm 100 %
(Esp.Papm.2.9.37.)
IDENTIFICATION OF CLINDAMYCIN
PHOSPHATE
a} LC a) The retention time of the characteristic peak in the Complies

chromatogram obtained with the test solution corresponds to

the retention time of the clindamycin phosphate peak in the

chromatogram obtained with the reference solution
b} LC WITH DAD DETECTOR b) The UV spectrum of the characteristic peak in the Complies
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chromatogram obtained with the test solution corresponds to
the UV spectrum of clindamycin phosphate peak in the
chromatogram obtained with the reference solution
IAEHTURIKALLIA KNIHOAMIUNUHY
DOCOATY
a) Piauuka xpomarorpadia (PX) aj Yac yrpumyBaHHA xapaKTepHOro Nika Ha xpomaTtorpami Bignosigae
DOCAILMYBAHOTO PO3YVHY BIANOBIAAE HACY YTPUMYBAHHA 1KY
KNiHpamigmuay GochaTty Ha XpoMaTorpami pozunHy NOpPIisHAHHA,
b} PX i3 piogHoMaTpUYHMM b} YO-cnexTp xapakTepHoro nika Ha xpomaTorpami Bianosigae
nerexkropom (M) OOCNIHKYBAHOTO PO3HUHY BignoBifae YP-criekTpy niky
1 KAHAAMIUMHY POCHATY HA XPOMATOIPAMI POIUUHY NOPIBHAMHS
IDENTIFICATION OF BENZOYL
PEROXIDE
a) LC a) The retention time of the characteristic peak in the Complies
chromatogram obtained with the test solution corresponds to
the retention time of benzoyl peroxide peak in the
chromatogram obtained with the reference solution
b} LC WITH DAD DETECTOR b) The UV spectrum of the characteristic peak in the Complies
chromatogram obtained with the test solution corresponds to
the UV spectrum of benzoyl peroxide peak in the
chromatogram obtained with the reference solution
IAEHTUOIKALLIA BEH30INY
NEPOKCHUAY
a) PX a) Yac yTpumyBaHHA XapaKTepHOro nika Ha xpomarorpami Bianosigae
LOCAIAKYBAHOIO PO3UMHY BIANOBINAE Yacy YTPUMYBAHHA NiKa
GeH30IAY NepoKCUaY HA XPOMATOrPami pO3HMHY NOPIBHAHHA,
b) PX i3 giogHomatpuurum getek- | b} YO-cnekTp XapakrepHoro Nika Ha Xpomartorpami Bignoeigae
Topom (AMA) LOCAIIPRYBAHOrO po3unHy signosinae YP-cnexTpy niky HeHsoiny
NepoKcuay Ha XpoMatorpami posHMHY NOPIBHAHKA
ASSAY OF CLINDAMYCIN (LC) 9,50 ~ 10,50 mg/g 10.01 mg/g
(95,0 — 105,0 %) 100.1 %
KU/IbKICHE BU3SHAMEHHA 9,50 - 10,50 sar/t 10.01 mr/r
- KITHOAAMIUMAHY (PX) (950-1050%) 100.1%
ASSAY OF BENZOYL PEROXIDE {LC) | 45,0~55,0 mg/g 49.3 mg/g
{90,0 - 110,0 %) 98.6 %
KiNbKICHE BU3IHAYEHHA 45,0~ 55,0 mr/r 49.3 mr/e
BEH30INY NEPOKCUAY (PX) (90,0 -110,0 %) 98.6 %
ASSAY UNIFORMITY OF tevel 1 —tested on 1 tube Complies
CLINDAMYCIN [N TUBE Appearance is uniform throughout the tube, Max. difference
{LC) between the assay results within the same tube: NMT 10.0%.
None of the 3 assay results is outside 95.0 ~ 105.0%
Level 2 —tested on 3 tubes
Appearance is uniform throughout the tubes. Max. difference
between the assay results within the same tube: NMT 10.0%
None of the 9 assay results is outside 90.0 -~ 110.0%
tevel 3 —tested on 10 tubes
Appearance is uniform throughout the tubes. Max. difference
between the assay results within the same tube: NMT 15.0%.
29/30 of assay results is within 90.0-110.0% and none is outside
80.0-120.0%
OOHOPIOHICTL BMICTY Pisenb 1 — aHanis i3 aacrocysaunam 1 Tybu Bianosigae
KMHOAMILWHY B TYB! 30BHIWHIA BUCAAL NPENapaTy OAHAKOBUN MO BCIR A0BKUHI TYBU.
{PX) MakcumanbHa pizHULA MK pesynbTaTamm aHanisy smicty ogHiel
TyBu: He Binbiie 10,0 %. WMogeH i3 3 pesynbTatie aHanisy He
BUXOAUTD 33 MEXI glanasony 95,0 — 105,0 %
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PieHb 2 ~ aHania i3 33CTOCYBAHHAM 31y6

30BHILIKIN BUrAAL NperapaTy OHAKOBWH B YCiX Tybax.
MaKcumanbHa PI3HKUA MK pesyibTaTamu aHasi3y BMICTY OQHIES
1y6u: ne Binbwe 10,0 %. Mogew i3 9 peaynbTaTis ananisy He
BUXOAUTE 30 M dianasony 90,0 -110,0 %

Pisenb 3 ~ aHani3 i3 3acTocyBanHAm 10 6

3osHIlLKIA BUIARA Npenapary 0fHaKOBNW B yCiX TYDax.
MaKCHManbHa PIsHULLA MiXK pe3ynbTaTamu aHANIZY BMICTY OGHIET
1y6u: ve inbwe 15,0 %, Pesynbrath 28 i3 30 aHanisis NEXaTL y
mewax aianasody 90,0~ 110,0 % Ta MOAEH HE BUXOANTE 33 pMexi
planaony 80,0~ 1200%

ASSAY UNIFORMITY OF BENZOYL
PEROXIDE IN TUBE
(LC)

OAHOPILHICTb BMICTY
BEM30INY NEPOKCHAY B TYBI
(PX)

Level 1 —tested on 1 tube
Appearance is uniform throughout the tube. Max. difference
between the assay results within the same tube: NMT 10.0%.
None of the 3 assay results i outside 90.0~110.0%

Level 2 — tested on 3 tubes

Appearance is uniform throughout the tubes. Max. difference
between the assay results within the same tube: NMT 10.0%.
None of the 9 assay results is outside 85,0-115.0%

Level 3 — tested on 10 tubes

Appearance is uniform throughout the tubes. Max. difference
between the assay results within the same tube: NMT 15.0%.
29/30 of assay results is within 85.0-115.0% and none is outside
75.0-125.0%

Pisenb 1 — aHani3 i3 3aCTOCYBAHHAM 1 1y6u

3osHiWHIK BUINAA npenapary ofHaKoBWA no Beil [0BHKUHI TYOU,
MaKcumanbHa PIsHULA MDY pesynbTaTamu aHaizy BMICTY OAHIEl
Ty6u: He Binbwe 10,0 %, WogeH i3 3 pesynoTaris aHanisy He
BUXOANTS 33 MeMi Aianasony 90,0 - 110,0 %

PigeHb 2 — aHani3 i3 3aCTOCYBaHHAM 31y6

308HILUKIK BArAAL Npenapaty OAHAKOBWI B YCIX TyHax.
MaKcHmManbHa pisHALA MK pesynpbTaTamu aHanisy BMICTY OBHIEN
Ty6u: He Binbiue 10,0 %. MoneH i3 9 pesynbTaris aHanizy He
BAXOAUTH 33 mexi AlanasoHy 85,0 - 115,0 %

PigeMb 3 — aHanis i3 39CTOCYBAHHAM 10 v6

3ppHiLLHIG BUFNAL Npenapary opHaxKoswh B yCix TyHax.
MaKCMManbHa pisHuLs MK pesyasTaTamu aranisy BMICTY OAHIE
Ty6m: He Bisblie 15,0 %. PesynnTati 29 iz 30 ananizis nexato y
memax pianasony 85,0~ 115,0 % Ta OLEH HE BUXOAUTH 33 mei
pianasony 75,0-1250%

DEGRADATION PRODUCTS OF
CLINDAMYCIN PHOSPHATE {(LC)
Clindamycin phosphate sulfoxide
impurity 1*

Clindamycin phosphate sulfoxide
impurity 22

Clindamycin suffoxide impurity 13
Clindamycin sulfoxide impurity 24
Any known impurity of clindamycin
| phosphate (1-8)

| Any other unspecified impurity
Total impurities of clindamycin
phosphate

NPOAYKTY BETPALALT
KAIHOAMILUHY GOCPATY (PX)

JADRAN - GALENSKI LABORATORL d.d. » 91000 RIJEKA

;
:

NMT 0.6 %
NMT 1.0 %
NMT 0.5 %

NMT 0.5 %
NMT0.5%

| NMT 0.2 %

NMT 2.0 %
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Bianosinae

0.5%

0.7 %

| <0.1%
| <0.1%
1%

<0.1 %
1.3%
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CynbdokcuaHa pomiwka He binvwe 0,6 % 05%
Kainpamiuny docpary 11
CynbhokenHa fomitKa He Binobwe 1,0 % 0.7%
Knivpamiumuy docary 22
CynbporcupHa fomilka He 6inbwe 0,5 % <0.1%
KATHAaMiymHy 13
Cynvdokenara nomiluka He Ginbwe 0,5 % <0.1 %
RAHAaMiIUMHY 27
byfb-aka Bigoma gomiwka Kknin- | He Binbwe 0,5% 0.1%
damiynny pocdary (1 - 8)
Byab-aka iHwa necneundikosama He Binbwe 0,2 % <0.1%
LomitiKa
3aranbhuil BMICT AOMILIOK KATH- He 6inbwe 20% 1.3 %
AdmilmHy pocaty
DEGRADATION PRODUCTS OF
BENZOYL PEROXIDE {LC)
Benzoic acid {EP impurity B) NMT 1.0 % 0.5%
{ Any other unspecified impurity NMT 0.2 % <0.1%
! Total impurities of benzoyl perox- NMT2.0% 0.5%
ide
NPOAYKTY BErPARALLIT
BEH30INY NEPOKCUAY (PX)
beuzoina kucnora (pomiwka B 3a He Binvwe 1,0 % 0.5%
€ap. Papm.)
Bydo-aka iMwa Hecneuudikosana | He Ginbue 0,2% <0.1%
LOMiLLKa
3aranshunil BMICT AOMIOK BeH- He Binbe 2,0% 05%
3010y nepokcugy
MICROBIOLOGICAL PURITYS - Total aerobic microbiat count (TAMC): not more than 107 CFU/g | Complies
{Ph. Eur. 2.6.12, 2.6.13) - Total combined yeasts/moulds count {TYMC}): not more than
10! CFU/g
- Staphylococcus aureus: absent in 1 g
- Pseudomonas aeruginosa: absent in 1 g
MIKPOBIOTOTIYHA YUCTOTAS = 3aranbHe UAcao aepoBHUX MIKPOOpraHiamis (TAMC): He Bignosinae
(€ep. ®apm. 2.6.12, 2.6.13) binvwe 102 KYO/r
= 3aranbHe YNCA0 APIKIKOBYX Ta NAiCeHeBuxX rpubis (TYMC):
He Binbwe 10* KYO/r
= Staphylococcus oureus: sigcyrHis 1r
= . Pseudomonas aeruginosa: BIACYTHiB 11

Certification statement. | hereby certify that information above is correct an
stages including packing and marking)
regulatory body as well as specification included into the registration dossier.

GMP compliance is identified.

3ansa npo ceprudikauito. Lum a 3aC8iaUYI0, 10 Haee
BUpobNeHO (BrAOUaIOYY NAKYyBaHHA/MapryBamHa)
BIANOBIAHOCTI 3 BUMOramu GMP, BcraHoBAeHUMU M
MICTATHCA Y peectpauiinomy focke. TNpotoxonu

BiAnoOBIAHICTL GMP.

d precise. This batch was manufactured {all production

and quality controlled in exact compliance to the GMP guidelines implemented by local

Pratocols of packing and analysis were revised and

AeH3 BHIle iHOOPMaLLA € AOCTOBIPHO Ta TOYROIO. Lo cepito npoaykuii 6yso
Ta NROBEAEHO KOHTPONL 1i AKOCTI Ha BULLe3a3HaYeHiIl [iNbHULL Y 1oBHIN
fCLEBUM peryasTopHmm OpraHom, a Takow BIANOBIAHO 40 cneuudikauii, wo
BMPOGHMUTBE, NakysaHHA Ta awanisie Eyno nepersaHyTo Ta BCTaHoBAEHO

L BP impurity 1 / fomiwka 1 33 bpurancbkoio dapmaronecio (Bpur. dapm.)

2BP impurity 3 / [lomiwka 3 33 Bpur, Gapm.

Spp impurity 2 / Domiwka 2 3a Bpur. Gapm.

4 BP impurity 4 / omiwka 4 3a Bpur, Gapm.

® Tested on at least every 2" batch / TecTyeroca wionakimenwe Komma 2-a cepis
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Starnp ; Qualified Person Wi % )
o $h e irna Simicic
lledatka "~ YnosHosawewa ocoba /
Date of release: m - Signature f i/ {J’gﬁx.ﬂ/i vy
. . [V
Harta sunycky cepil: Mipnuc ; b

Date of CoA signature:
Lara nianucy ceprudirara:
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