AEPKABHA CIAYXKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMH VY KHIBCBKIU OBJIACTI

apoB. Ceitmranoi Hagii, 3, m.Kuis, 02099, ren/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €PIIOY 37078774

BUCHOBOK
npo AKicTh BBe3eHOTo B YKpainy Jikapcbkoroe 3acoly

14.03.2025 Ne 10482/25/10

BEJJAKHE® JIYO

(Hafiserysanus nikapcaxoro aacoSy 2rinso 3 peceTpauifism nocaiTuCHHAN)
reab, 1 Mr/r + 25 mr/r, o 30 r y daakoni 3 Ge3nosiTpasolo HOMIOK TA KAPTOHHIH mauni

(hopya BHIyCKY, AOIYBAHEA, BIA RaKYBAHHA NiKapobkoro.zacoly)

Honep peecrpauifinore nocsiguenna UA/20204/01/01 crpox nit pecerpauiiinoro nocainuesna 18.10,2028

Cepixz nikaperroro 3acoby Ne 26997015 KimskicTs BBE3CHOFC NiKApTHKOTO 3ac06y 4000
BipoBimk benymo, JikH Ta KOCMeTHKa, 1.4., XopsaTia
{majinenyBaums BipoGHIKa MEApCEROTO 3acoby, KpaiHa noXomseHnT)
Breseno B Ykpaidy CriabHe yKpaiHCEKOo-ecTOHChbKE MPHEMCTBO Y GOpMi TOBapHCTBA
3 0Bmexeno10 BixmosinanpuicTio "Onrisa-Mapn, JITA", inent. xon:
21642228

(naitmenyparns Ta Kok 3a EAPIIOY opnmranoi ocobn abo mpizenme, iM'e, no Farsxosi tizHunoy
ocafit - nianpuenus, 1f Miciie npoxNBAREA T2 peecTpaniitauii Rosep oBnixoBoi KapTRH MHATHIK
nomaTkis afo cepid ra HoMep nacnopTa)

[Iporoxon sisyansuore xourpomo sig 12.03.2025 xe 0667/5.

33 pesynsTaTAMH JEPXaBHOTO KOHTPOMIO BCTAHOBICHO, MO JLKZpChbKBit 3aci6 meeseno B  Vepainy 3
AOTPHMAHHAM 51HMOT 3aK0HOAABCTEA IMOAO 3a0C3NEHEHHS SKOCTI NKAPCHRHK 3aC0GiB.

Orera €PLOMEHKO

{inistiamTa: npiarime)




Pharmaceuticals and cosmetics Inc., QUALITY CONTROL DEPARTMENT

Ulica Danica 5, 48 000 Koprivnica, Croatia
EGJI)’ 110, )lil(]'l Ta KOCMUETHKA, L.
sy JTagiua 5, 48000 Konpusriud, Xopsaris

BIAALT KOHTPOIIO AKOCTL

BATCH CERTIFICATE
CEPTH®IKAT AKOCTT CEPIT

Product name: Belacne® Duo, gel, | mg/g + 25 mg/g, Manufacturing date: 01.2025
30 g ina bottle with airless
pump and cardboard pack
HaitvenyBammmst mpoxykTy: Benakne® vo, reas, 1 Mr/r + 25 MI7T, JlaTa BEpodunUTBa: (01,2025
o 30 ry raxory 3 Se3MoBITPIHOIO
TIOMIIOIO T3 KAPTOHHI Iasr
Batch No: 26997015 Expire date: 12.2026
Cepua Ne: 26997015 Upuzarrmii ao: 12.2026
Quantity: 13.541 pesa' 30 ¢ Cropiika 143
KinpxicTL: 13.541mr mo 301

Strength of action /activity: 1 g of gel contains 1 mg of adapalene and 25 mg of benzoyl peroxide
(in the form of benzoyl hydrogen peroxide)

(Croma RILAKTHBINCTE: | T refmo MICTHTL 1 MT aJaTlasiely Ta 25 Mr Gernobly MepokcHAy
(v Brrsym SeHsoiTy IePOKCHIY BOAHOTO)

Marketing Authorization in Ukraine: UA/20204/01/01 valid till 18.10.2028
Pecctpauiiive mocpigenisa g Yrpaim: UA/20204/01/01 aie mo 18.10.2028
Conclusion of confirmation GMP: Ne 497/2023/C-1001 from 07.09.2023
Brcnonok minrepmxe s cepridikata GMP: Ne 497/2023/C-1001 Big 07.09.2023
Manufacturing authorization: Ne381-10-05/162-17-16

Hinersin ma prpoGimmrnso:;  Ne381-10-05/162-17-16

Manufacturer: Belupo, pharmaceuticals and cosmetics, Inc., Croatia

Bupobimx: Beayno, MK Ta KOCMETHKS, .1, XOpBaTis

Manufacturing site: Ulica Danica 3, 48000 Koprivnica, Croatia

Agpeca srpodmmursa: By Hamua 5, 48000 Konprsrmp, XoppaTii

PARAMETERS REQUIREMENTS RESULTS
IIAPAMETPI1 BIIMOT'IL PE3VYIbLTATII
APPEARANCE A white to very pale vellow opaque gel. Complies
OITHC Henpazopiit refn B OL1oro A0 j1yie OAL10-KOBTOIO KOALODY Biiioriae
pH 3050 4.45
pH 3.0-5.0 445
IDENTIFICATION OF ADAPALENE a) The retention time of adapalenc peak in the chromatograms of Complics
sample solution and reference solwtion should cotrespond.
B) The UV speetra of adapalene peak in (he chromutograms of Complics
sample solurion and reference solution should be identical,
IMEHTUHDIKALIA AIAIATTERY a)  Haci YrpHMAMHS HIKY aJaNaicHy HA  NPOMATOIPAMAX Bigrosaae
BHIPOSYEAHOID T4 CTAIIAPTHOTO PORYIMIE MAIOTH CITRIANATI,
b) VCTIeR TP THRY A7IANAIEITyY HA XPOMATOTPAMDX BHIPOSYBATIOro Ta Bijtronijae
CTAIAPTHOTO POTIING MOBIINR Gy TH eI
IDENTIFICATION OF BENZOYL a) The retention time of benzoyl peroxide peak in the Complics
PEROXIDE chromatograms of swmple solution and reference solwion should
correspond,
b) The LIV spectra of benzoyl peroxide peak in the chromatograms Complies
of samiple solution and reference solution should be identical.
JEATHRTKALLS RER3OLTY W) MacH  yIpuMyRamMg  TIKY  Semiouly  HepoKciity R Bianosijac
TTEPORKCHILY XPOMATOTPAMAX BIAPOSYBANORO T CTATFAPTIIONO PO3UTINIE MAKITE
CTUBFAAATIL Bianosiiac
b) Y@-cnextpin suky GeNsoUIy NEPOKCIAY. Ha XPOMOTOIpaMax
BIMpOGYBANOIY 18 CTRRAAPTHOre posunmie, nosimy Gy
LICHTHMIDIME
IDENTIFICATION OF DISODIUM The retention time of disodium edetate peak in the chromatograms Complies
EDETATE of sample solution and reference solution should correspond.
WIEH THDIKALUS JIAHATRPIO YAC YIPHMAHHS INKY JAHHATPUO CRCTATY HA  XPOMATOIpaMax Bitioryjae
EMETATY PINPOGOBYRANIOTO  POAMLNY TR  CTAILIAPTHOID  POUHIY  MAIOTH
CITIBIEANTI

P@b Cuen Y QU N Q):,f A80498 /K%ﬂ




BELUPO

Pharmaceuticals and cosmetics Inc.,

Ulica Danica 3, 48 000 Koprivnica, Croatia
Beary o, MiKH 1A KOCMETHKA, J1.A..

sy Jamiug 5, 48000 Konpusrmig, Xopsatia

QUALITY CONTROL DEPARTMIENT

BIIALT KCHTPOIO SAIKOCTI

BATCH CERTIFICATE

CEPTH®IKAT AKOCTI CEPIT

Product name:

Befacne® Duo, gel, 1 mg/g + 25 mg/g,

30 g ina bottle with airless
pump and cardboard pack

Manufacturing date:

01.2025

HaiiMenyBaums mpoayxTy: Benakne® J{vo, reas, 1 Mo/ -+ 25 MIvr, Jara srpodumursa: 01.2025
110 30 1 v draxomn 3 Ge3TMoBITPSIHOW
TIOMIIOIO Ta KAPTOHHI maTin
Batch No: 26997015 Expire date: 12.2026
Cepux Ne. 26997015 puzaranii zo: 12.2026
Cropinga 243
PARAMETERS REQUIREMENTS RESULTS
HAPAMETPIE BHMOI'H PEIVIALTATI
CONTENT OF ADAPALENE 0,95 - 1.0S mgfg 0.99 mg/g

KUIEKICHE BA3SHATEHHS
AJNATAIEHY

(95.0 - 105.0%)

(),95 1‘05 -Mr/'r
(Y50~ 105.0%)

98.6 %

(.99 M1
98,6 .

CONTENT OF BENZOYL PEROXIDE

KUTBKICHE BU3HAUEHHY EEH30LTY
MEPOKCHIY

25,00 - 27.50 my/y

(100.0 - 110,0 &%)
2500 - 2750 s/t

(1000 - 110.0 %)

26,16 my/y
1047 %

26.16 Mrvr
104.7 %

CONTENT OF DISODIUM EDETATE

KETRKICHE BASHAYTFS JIAHATTLO
FHIETATY

0.9 - 1.1 mg/g
(90.0 -~ 110.0%)

0,9 - 1,1 sy
(90,0 - TI0.0%)

0.98 my/e
98.2 %

0.98 st
98.2 %

RELATED SUBSTANCES OF
ADAPALENE

CYTIPOBIIHI JOMITTKY
AHAITAITBHY

Individual unknown impurity: not more than 0,1 4.,

Total impurities: not more than (1.5 9.

Qs HelgeRTIgIKOBaa FoMimKa. He Gumie 0.1 %o,

Faranb U BMict jlosMimor: ne Siasne 0,5 %

0.041 % 0,059 %
100 %

0.041 %: 0,059 %
0100 %

RELATED SUBSTANCES OF BENZOYL
PEROXIDE

CYTIPOBLULIOMINTKH BEH30LTY
MMEPOKCHIY

Impurity B: not more than 2,5 %.

Individual unknown impurity: not more than 0.1 %,

Total impurities: not more than 3,0 4.

Jlosimka 13: 1e Gannme 2.5 %,

Oamurina neylentigiroram Jodmka: ne Sursme 0.1 %o

0401 %:
0.029 %
0.490 5.

0.461 G
0.029 %

Sarab i BMicT aoMimoK. He Sisme 3,0 %, 0.490 %
VISCOSITY 40 Pus - 110 Pas 79.3 Pas
BSKICTE 40 Haec -~ 110 Tac 793 Tac
PARTICLE SIZE Naot less than 95% of pacticles: < 25 1t 9991 %
PO3NMIP HJACTOK He mennre 95% ywactok: < 25 MrM 9991 %

MICROBIOLOGICAL PURITY TAMC: 10%¢fu /g, <10
TYMC: 10 efulg. <10
Stapinvlocacens aurens: absence in 1 g, Absence
Pscudenionas aeruginosa: absence in | g Absence

MIKPOBIOJOTTIHA YMCTOTA TAMC: LOPKY O/ <10
TYMC: 10UV O <10
Staphylococeus aurens: BieyTma 1 r. Buieyrm
Psendomanas aevuginosa; BCYTHIR | T Buyeytm

* LOQ ~ MeKa KUIBKICHOTO BIZHAMCHA




Pharmaceuticals and cosmetics Inc., QUALITY CONTROL DEPARTMENT
Ulica Danica 5, 48 000 Koprivaica, Croatia
Bearyrio, miKH Ta KOCMETHKA. JLL.

gy Jlamina 5, 48000 KonpusHHIIL, Nopsatia

BRI KOHTPOIIO SKOCTI

BATCH CERTIFICATE
CEPTH®IRAT AKOCTI CEPTi

Product name: Belacne® Duo, gel, | mg/g + 25 mg/g, Manufacturing date: 01.2025
30 g in a bottle with airless
pump and cardboard pack

HaliveryBAHHA NPOAYKTY! Benakre® Jlyo, reas, | mefr -+ 25 MIYT, Tlara BUPOOHINITBA: 01.2025
110 30 1y draxoHi 3 Ge3lORTPAROK
FIOMIIOKO T4 KapTOHHIT 1Tt

Batch No: 26997015 Expire date: 12.2026
Cepist No: 26997015 TIpusatHI o 12.2020

Cropinka 333

Conelusion: [ hereby certily that the above information is authentic and accurate. This batch of product has been produced, including
packaging. labeling and guality control, and released al the above mentioned site in full compliance with the GMP requirements and
with the speeifications in the Muheting Authorization of the importing country. The batch record was reviewed and found to be in
compliance with GMP.

Brenonok: LM MATBEPIUKYOMO, O BHIHERKAaNa inopMartis ¢ jocToRipion i Toumoio. J{ana cepist NpoAlyxTy 8yaa MIPOBIIETA,
BRHOTAIONIT YTIAKOBKY, MIPKYBAHILT Ta TIEPERIPRY AKOCTL, 1 BHIYILCUS [ BINHEBRATAIOMY prpoGinmoMy MalllamiLy B nopmi
RIAMORIAHOCH 3 srsoramy GME Ta HopMaMi eneipixaii peecTpamiiioro [ocRiAgeHHA Kpaiil iMnoptepa. TIpetokon Ha cepho

B niepentpertii | BITIAMET BITeBLHHM nirvoran GMP

Qualified Person:

I. Kaldi¢, M.Sc.Spec.
VY HoBHOBAKCHA Ocoda:
1. Kamuu, Mp.cl. Criell
Date/ara: 13.02.2025
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