TEPKABHA CIVKEA 3 JJIKAPCHKHUX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHKAMHU Y KRIBCBKIN OBJIACTI

rpor, Ceirnwanot Hagi, 3, m.Kats, 02099, ren/bakc: (044} 576-40.41
E-mail: dis.ko@dls.gov.ua, Kog €HPIIOY 37078774

BUCHOBOK
Hpo AKICTH BBE3EHOr0 B YKpainy JiKapcbKoro 3acody

03.04.2026 Ne 16101/26/10

SEPKAJNH® IHTEHCHB

(Hafimemysamns NKApPCLKoro 32000y 3tilo 3 peecTpaniinun HOCRIIUSHIAM )

reik 10 my/r + 30 mr/y o 30 1 reqst v Tv6i; o 1 1y6i v kapronniii kopotui
{dhopaa BunIVCRY, HOIVRAHHN, BH) HAKVBAHHN AIKAPCHROTO 3ac00y}

Homep peccrpaniiinoro nocsigscnns UA/20316/01/01 crpox zii peccrpaniitnoro rocsinuerss 15.01.2029

Cepisr nixapebkoro 3acoty Ne 1585 Kimsxicrs speserore mixaposkoro sacoby 480
Bupobunx  Anpan-aneucokuit JlaGoparopiit x.n., Xopeatis
"""""""" {mavmeryeaniol SUpobERKA TKAPTLKOTO 38000y, KpAIHA HOXOWKeHEA)
Bseseno B Vxpainy Cuiibhe yRpaichKo-ecTOHChKE HIAPHEMCTBO ¥ (hopMi ToBapHCeTES.
3 obmexenow sinnopinansuicre ' Onrima-®apwm, JITAY, ixent. xoa:
- 21642228

{maivenysagug Ta ko 38 PTGV wopuiamwsol ocobu abo npisamue, iv'a, o Darsiont gizwanol
ocobs - Enprony, T MICHE HPOIKHEBAHE 12 peecTpaniitaul noveD obuixosot kapriy waaTHNKa
nofaTKis 200 cepia Ta HoOMEp nacHopPTa}

Hporoiken sizyainicie konwrpomo siz 31.03.2026 Ne 0889/3.

3a peayneraTAME  ACIIKABHOIC KOHIDOMO  BCTAHOBNCHO, NG .;:';izta;}m;ﬁﬂﬁ Hacil - BBESCRO B 'Ykpa‘my 3.

AOTPHMAHH M srMOr 3aKOHONABCTEA TON0 30003 HeHoHEA SKoCT] HiKapoLkuX 3ac06is,
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Product name:
Haspa nikapcbKoro sacoby:

Registration certificate in Ukraine:
PeecTpauifbe noceigyemtn 8
YKpaini:

Strength/Activity:

Craa nit/akTysHICT:

The size and type of packaging:
Po3mip 1 BUO, NAakKyBaHHA,

The dosage form:

Alikapcbra popma:

Country - producer:

KpalHa - 8UpoGHUK:
Manufacturer & Quality control:
BUPOOHUK Ta KOHTPONb AKOCTI:
Confirmation of GMP certificate:
BUCHOBOK BianosiaHocTi Bupob-
HULTea Bmoram GMP;
Manufacturing license:
Jliuensia Ha BupoOHULTBO!

Batch:
Cepin:

Date of manufacture:
Hata supobunurea:

T A SR LR Ly S LA FAAAL L L R S L

| TIAPAMETPY
| CHARACTERS
1 (Visual)

T ONUC

| pH

PARAMETERS
Wh:te tc: sl:ghtiy vellow homogenous gel with ws:ble fme
. particles 1
. TomorexHiil redb 6in0ro 460 3/erKa HOBTYBATOIO KOALOPY 3

1 {BizyanpHuit) | BALUMUMK APIBHUMMN HaCTUHKAMMK ~

{ (Ph.Eur.2.2.3./€sp.®apm.2.23.)

ZERKALIN® INTENSIVE

gel 10 mg/g + 50 mg/g 30 g of gel in a tube
3EPKANTIH® IHTEHCHB

rent 10 mr/r + 50 mr/r no 30t rena v Ty6i
Ne UA/20316/01/01 valid until 15.01.2029

No UA/20316/01/01 Tepmin aii 4o 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 rreno MicTUTb KAiHnamiuvny {y Burnadl kaingamiunny docoary) 10 me;
Eensoiny neporenay Gessoaxoro {y Burnagi BeH3oiny nepokeuay 80aHore) 50 mr
30 ginatube; 1tubein a cardboard box

no 301y ry6i; no 1 tybi y KapToHHiv Kopobu

gel

rent

Croatia Country of destination: Ukraine

Xopaatis KpaiHa npu3HaveHHn; Yipaiua
Jadran-Galenski Laboratorij d.d., Svilno 20, 51000 Rijekas, Croatia
Appan-Tanercekui laBopaTtopilt 4.4., CinsHo 20, 51000 Pieka, XopsaTis

Ne 800/2024/C-1644 dtd. 29.10.2024

Ne 800/2024/C-1644 sip 29.10.2024

UP/I1-530-01/13-03/09 dtd. 17.05.2022
UpP/1-530-01/13-03/09 sig 17.05.2022

1585
1585

10.973

Batch size:
Poamip cepii:

06.2027.

06.2025.
06.2025.

Fxp. date:
MpunatHnit 4o;

CERTIFICATE Ne 170000047255
CEPTHUDIKAT Ne 1?0000047255
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\!ISCC}SITY (Ph.Eur.2.2.8.)
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i _PARTICLE,SlZE (MICROSCOPY)

| (Ph.Eur.2.9.37.)

| PO3MIP YACTOK (MIKPOCKONIA)
(Eap Dapm.2.8.37.)

" IDENTIFICATION OF CLINDAMYCIN |

| PHOSPHATE
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by LC WITH DAD DETECTOR

- a) The retention time of the characteristic peak in the
chromatogram abtained with the test solution corresponds to
the retention time of the clindamycin phosphate peak in the
chromatogram obtained with the reference solution

- b) The UV spectrum of the characteristic peak in the

NLT 80% r:Jf parttcles 15 u ]{) S
He MmeHLe 80% yacTox A} 100 %

i e e et A R P e R s e e e e S A

' Complies

Complies

BT
L PESYNLTATH

B et el T

BN R R L o AR i, ey by e LT e et L e e e

- 578 mPas
S578mflac

JADRAN - GALENSKI LABORATORIT t’:E,-t'i o B1000 RIJFKA o Svilng 20 ¢ CROATIA « +385 51660 7200+ www. g hr
Zerkalin Intensive gel 10 mg._g + 50 mg_qg 30 g - 1585 - UA 175

Reference CoA: v2

B B o
it v Fouar an




. chromatogram obtained with the test solution corresponds to
the UV spectrum of clindamycin phosphate peak in the

B chromatogram obtained with the reference solution |
HEHTHOIKALUA KATHOAMILLAHY 'i':
L BOCOATY |
© a) Piamrna xpomatorpadia {PX) a) Hac yrpumMyBaHHA XapaKkTepHoro nika Ha xpomatorpami

| | AOCNIMKYBAHOTO PO3UMHY BIANOBRIAAE HACY YTPUMYBAHHA RIRY
Riisaamiumiy Gocdary Ha XpomMaTorpami Po3UNHY NOPIBHAHHA. |

b)Y PX i3 AICAHOMATDUMHUM b)) YD-crneKTp XapakTepHOro nika Ha XpomMaTorpami ' Bianosigae
- gerexropom (ML) | AOCAIAKYBAHOTO PO3HMHY BIANOBILAE YD-CnexTpy rixy _
] raiHaamiyp ey GOChRTY HA XPOMATOTPAMI POSUMHY NOPIBHAHKA
 IDENTIFICATION OF BENZOYL E ;

| PEROXIDE

| a) LC a) The retentian time of the characteristic peak in the  Complies
| chromatogram obtained with the test solution corresponds to
the retention time of benzoyl peroxide peak inthe

- chromatogram obtained with the reference solution |
| b} LC WITH DAD DETECTOR b} The UV spectrum of the characteristic peak in the  Complies
j | | chromatogram obtained with the test solution corresponds to

i the UV spectrum of benzoyl peroxide peakin the

| chromatogram obtained with the reference solution

" Bignosinae

E e Y LRF T L LN FEEPERFEE T PR P AT e

L IAEHTUGIKALLA BEH30INY H

- TIEPOKCUAY i

a) PX 1 a) Yac yrpumyBaHHA XapakTepHOro NiKa Ha XpOMaTorpami Bigriosifae

': ! LOCATIKYBAHONO PO3UUHY BIANOBIZAE YACY YTPHMYBAHHA NIKE

; 1 6eH3OINY NEPOKCUAY HA XPOMATOIPaMI PO3YNHY TOPIBHAHHHA, ,

' b) PX i3 giogHomaTtpuuHum feTer- | b) YO-cnekTp XapakTepHoro nika Ha xpomatorpami Bignosinae

* ropom ([IML) | BOCAIMKYBaHOTO PO3UnHY Biagnosigae YO-cnekTpy niky Gexsoiny

_— | mepokcuay Ha xpoMaTOrpami pOIUMHY NOPIBHAKKA
SAY OF CLINDAMYCIN (LC) | 9,50 - 10,50 mg/g 10,12 mg/e 5

_.: - {95,0 - 105,0 %) - 101,2 % |

| KUTBHICHE BUSHAMEHHA 9,50 - 10,50 mr/r 10,12 mr/r

______ CKAHOAMILAHY (PX) [ (95,0-105,09) .0 A012%

| ‘ASSAY OF BENZOYL PEROXIDE {u:)' 45,0 - 55,0 mg/g | 50,3 mg/g

. (90,0 - 110,0 %) | 100,6 %

| KINBKICHE BU3HAYERHA 45,0 - 55,0 mr/r | 50,3 mr/r

| BEH3OINY MEPOKCAAY (PX) | (90,0~110,0 %) | . 1006%

R NI,

1 ASSAY UNIFORMITY OF Level 1 tested on 1 tube  Complies
1 LCLINDAMYCIN IN TUBE Appearance is uniform throughout the tube. Max. difference i
LG hetween the assay results within the same tube: NMT 10.0%.

| N “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%
Nane of the 9 assay results is outside 80.0 — 110.0%

Level 3 ~tested on 10 tubes

- Appearance is uniform throughout the tubes. Max. ditference

- between the assay results within the same tube: NMT 15.0%.
 29/30 of assay results is within 80.0-110.0% and none is outside
OAHOPIAHICTL BMICTY  Pimewb 1 — aHarnis i3 3acrocysaunsam 1 rybu | Bignogigae
KAMIAMIULWMHY B TYDB) JOBHILHIT BUTARA NpenapaTty oAHaK0BKWA No BCi goBKMHi Ty6u.
{PX) - MakcumanbHa DIZHWLUA MK pE3IYALTATAMM aHNI3Y BMICTY OAHIEl
CTyOn: He Binswe 10,0 %. Roger i3 3 peaynbraTiB aHaAi3y He

i BUXOAUTL 33 mexi gianasony 950~1050%

IADRAN - GALENSKI LABORATORII dud. « 51000 RIJEKA = Svilng 20« CROATIA » 4385 51 660 700« www jgl.he

Zerkalin Intensive get 10 mg.d <+ 50 mig_g 30 ¢ - 1585 - UA 215
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Pigenb 2 - aHani3 i3 3acTocypaHam 3 1y6
30BHILIHIK BUrAAA NpenapaTy OARaKosui 8 yeix TyBax.

- MakcumansHa pisHMUA Misk pesyasTaTammn aHanisy smicty oguiei
Tybu: He Ginvie 10,0 %. Mopen i3 9 pesyasratis aHanisy He r
BUXOAWUTH 3a MeXi gianazony 90,0 ~110,0 % f
| Pisenb 3 —~ ananis i3 3acrocyBanHsam 10 1v6

30BHIWHIN BATARA NPenaparty O4H3KoBUM B VCIX TYHax.
MakcrMansHa DI3HUUA MDK Be3y1eTaTammy aHanizy eamicTy onHier
TYOU: He Binbuie 15,0 %. Peaynbrat 29 i3 30 aHaniziB AeskaTh y

- meskax pianasony 90,0 ~ 110,0 % Ta wogeH He BUXOANTD 33 Meki

L UM.JMI..I\.I\.IMI-A.I&I\.I-I-*.\Aml-l.l.lil!l.-!-lll.wlldlmm.\lml.lﬂl R Bt SR P A e i g agd i
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| PEROXIDE IN TUBE . Appearance is uniform throughout the tube. Max. difference

; {LC) | ' between the assay results within the same tube: NMT 10.0%.

5 “None of the 3 assay results is 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 !

| 1 75.0-125.0%

OAHOPIAHICTL BMICTY | Pigens 1~ aHania i3 sacrocysarnam 1 Ty6in | Bignosigae

BEM30INY NEPOKCKUAY B TYBI | 3oeHiHl BUFARY npenapaty CAHAKOBWI NO Beilt AosKuHi Ty6u, |

- {PX) | MarcumansHa pisHrUa MK Pe3yabTaTamMmu aHaniay BMicTy 0aHiel

' | Ty6u: He Binbiue 10,0 %. ogeH i3 3 pPe3ynbLTaTia aHanisy He

| BrXOAUTD 33 Mexi pianasony 90,0 ~ 110,0 %

! Pigens 2 — aHanis iz 3acrocyBaHHam 3 TyS

306HILMIA BUrAAL NpenapaTy o4HaKOBWIA B yEiX TYOax.

i MaKcnmanbHa pisHALA MM pe3yabTaTamu aHanisy BMICTy oaHiel |

H | TY6u: He Binbiue 10,0 %. HopgeH i3 9 peaynbTatie aHanisy He

| BUXOAUTL 38 MeXi giana3souy 85,0~ 115,0 %

PigeHt 3 — adanis i3 3acrocysaram 10 1v6

30BHIWHIN BUrAR Npenaparty 0aHaKosui 8 yeix Tybax.

MakcnmansHa pisHULA MDK PE3YALTATAMY aHaAI3y BMICTY OHIEI

| Tybu: re binblue 15,0 %. Pesyabtaty 29 i3 30 aHanizis nexatby

-z mewax gianasony 85,0 — 115,0 % Ta WOALH HE BUXOAMTDL 33 Mei |

planasody 750-1250%
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CLINDAMYCIN PHOSPHATE (LC) { |
Clindamycin phosphate sulfoxide | NMT0.6% 103%
impurity 12 | |
Clindamycin phosphate sulfoxide | NMT 1.0% 0.4 %
impurity 27 |
. Clindamycin sulfoxide impurity 1> | NMT0.5% 1 <0.1%
] Clindamycin sulfoxide impurity 2° | NMT 0.5 % <0.1%
Any known impurity of clindamycin | NMT 0.5 % 1 0.1%
| phosphate (1~ 8)
| Any other unspecified impurity NMT 0.2 % L <0.1%
| Total impurities of clindamycin - NMT 2.0 % o L 0.9%
I phosphate
| TPOAYKTU OErPASALYT ;
i KNHBAMILMHY GCCOATY (PX)

JADRAN = GALENSKI LABORATORII d.d. © 51000 RIJEKA © Svilne 20« CROATIA « 4385 51660 700 wuw.iol 5r
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Refaronce COAL v2

29.07 08

.;_ Aégﬁfﬂmpmﬂmwygp prrp—. . i oy e o e s Camp[fég s




et

CyAbGORCUANG LOMILIKE
Knipamiunny docdary 1t { |
| CynvdokcnaHa gomiwka 1 He binbie 1,0 % 0.4 %
KAiHgamiuuMy dpocdary 24 |
| CynboreuarHa gomitKa He 6inbwe 0,5 % <0.1%
I waingaminmny 1°
L CynbhokeuaHa qoMILIKa He Binbwe 0,5 % <0.1%
waAHgamitinHy 2°
CByap-ara BIAOMA JOMIKE Kaid- | He Binbwe 0,5 % 0.1%
pamiyury docgaty (1 ~8)
- Bygp-nxa inwa Hecneyudikosarda | He Binbwe 0,2 % - <0.1%
nomMmilka |
JaransHuil BMICT BOMILIOKR K1iH- He 6inswe 2,0 % 0.9%
| Aam MKy Gocharty N
i DEGRADATION P‘RO{DUCTS GF
BENZOYL PEROXIDE (LC)
Renzoic acid {EP impurity B)
- Any other unspecified impurity
Total impurities of benzoyl perox-
ide
MPOAYKTY AErPASALN
. BEHZOINY MEPOKCUAY (PX)
 Bewsoitua kucnota (pomiwka Baa | He Binbuie 1,0 % 1 0.4%
Eap. Papm.) |
 Byab-RKa iHWa wecneundikosana | He 6inswe 0,2 % 1 <0.1% __
- BomMiLKa ¥ i |
| 3arsAbHWM BMICT OMILOK BeH- | He 6insuwie 2,0% 04 % |
_30iny nepokcnay SR N R
MEQRQQIOLOGICAL PURITY® i I‘atal aerablc m:crobzal count (TAMC) not more than l{}‘ CFU/g I Complies |
{Ph. Eur. 2.6,12, 2.6.13) | - Total combined yeasts/moulds count {TYMC): not more than
5 | 10 CFU/g : |
| - Staphylococcus aureus: absentin 1g
| - Pseudomonas aeruginosa: absentin 1 g |
MIKPOBIONOIYHA YACTOTA® | — 3aranwHe uncno aepobnx mikpoopranizmis (TAMC): He | Bigriosigae |
' {€ap. Papm. 2.6.12, 2.6.13) 1 Binbiue 10% KYO/r |
5 —  3arafbHe YWACAO APIKAKOBUX Ta naiceHesux rpubis (TYMC): | |
| He Binbwe 10V KYO/r | i
i - Staphylococcus aureus: sigeytHie 1 r '
| — Pseudomonas aeruginosa: sigcytwig1r g

.uhu.,‘.,.‘.-h:, ““‘H{Nr’fﬁ»‘h‘”’rh(-"."1'.".-'r'r-r'.'-'r-i-‘-'-‘fﬂ-'-'-‘-iff-‘ﬂ-i-'-"fﬂ1'r-r-ralrlr-r'\-rh--hi--l“--rr'l-H'i-i-lHll-Hlllrilililil11-++'Hi+'l'l"l'l"l'l"l'l'l'l'l'l'l‘ll'l'l'l'l'l'l'll'l'l'l'l'il'll'l'll’ll'l'l'l'-"'H'"“““' u.,...'."....“-...-l-...-'...-“-u-.-.-.i.'.i.i..-n..-.-..-..-.l.h..i."-..-'..-" I I I I L L L I L R I LN R R R e T L R RN R L LT R L L e e T T T Y TP T L

 He Binbwe 0,6 % ey

NMT 1.0% 04 %
NMT0.2% <0.1 %
NMT 2.0% S0.4%
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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. Protocols of packing and analysis were revised and
GMP compliance isidentified.

Zansa npo ceprrdiranio, Uum 5 3acBiauyio, U0 Hage[eHa Bulle iIRPopMallia € AOCTOBIPHOIO Ta TOUHOIO. LI10 cepito npoaykuil Byno
supobneno (BRMOMAIOUNM NaKYBaHHA/MAPKYBaHHA) Ta NPOBEASHO KOHTRONbL 11 AKOCTI Ha BULL@3a3HaMEeNiit 4inbHULT Y NOBHIW
pianosianocTi 3 pumoramu GMP, BCTIHOBAGHNMN MICUERUM PETYAATOPHUM ORralkdom, a TAKOM BIANOBIAHO A0 cneungikayin, wo
MICTSTRCH YV pEecTpauintomy A0chbe, [TpoTOKoAM enPoBHMUTBE, NAKYBAHHA Ta adanizis 6yno nepernsHyTo Ta BCTAHOBAERHO
pianosigrpicTs GMP,

LBP impurity 1/ Oomiwka 1 3a Bpuraucerow dapmarkoneew (bpur, Gapm.)

2 B8P impurity 3 / flomiwika 3 33 Bpur. Papm.

S aeimpurity 2/ fomiwra 2 33 Bour, Gapm.

CEE imourity 4 / lomiKka 4 33 bpur. Papm.

S Tested on at least every 2" batch / TecTyerbCs LIOHANMEHLLIE KOXKHE 2-8 Cepif L AT,
JADRAN - GALENSKI LABORATORIJ d.d. = 51000 RIJEKA = Svilno 20 » CROATIA & +385 SINGEEMAND ARV W |

Zerkalin Intensive gel 10 mg_g + 50 mg_g 30 g - 1585 - UA
Reference CoM, v2
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Stamip- - Qualified Person

| CSENICH
Meuarka - viirna :u ( .

oy ‘}*’ NaBRogaKeHa ook
Date of release: . .. . .~ Um0 Y signature

| IIETH BUMYCKY cepil: L - o i ATTIC §or
Date of CoA signature:

Y e AT 5,
Hdaramignucy ceprugikara: L T FTTY
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