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10§ % Belupo, pharmaceuticals and cosmetics, Inc.
Ulica Danica 5, 48 000 Koprivnica, Croatia
Bemymo, siixu ta kocMeTHKS, A4,

Byn. Haniua 5, 48000 Kenpueniia, Xopsaris

! QUALITY CONTROL DEPARTMENT

OT/IEN KOHTPOJIS KAYECTBA

BATCH CERTIFICATE
CEPTUG®HKAT KAYECTBA CEPHH

Product name: BELQGENT, cream, 30 g in tube Nel Manufacturing date: 05.2020
Hamveroranue npoaykra: BEJIOTEHT, xpewm, o 30 r B Tv6i Nel Hata npousBoacTEa: $5.2020
Batch No: 25274050 Expire date: 05.2024
Cepua Ne: 25274050 Tomen ao: 05.2024
Quantity: 10.714 pesa'30g Crpannua | w32
Kommiectro; 10.714 yn. no 30r
Marketing Autherization in Ukraine: UA/10920/01/01 valid till 26.10.2020
Pernetpanuonsoe yrocrosepenue & Vpaune: UA/10920/01/01 agfcTeyer no 26.10,2020
Conclusion of confirmation GMP: Ne 259/2020/C-644 from 23.07.2020
3aK/oueHue NOATBEpKICHAS cepTHGMKaTa GMP: Ne 259/2020/C-644 ot 23.07.2020
Manufacturing authorization: Ne381-10-G5/162-17-16
Jluuen3ua Ha nponzeocTBO: Ne381-10-05/162-17-16
Manufacturer: Belupo, pharmaceuticals and cosmmetics, Inc., Croatia
Iipoussomnrens: benyrio, iekapcTsa U KOCMETHKE, 1.1, Xoppatus
Manufacturing site: Ulica Danica 5, 48 000 Koprivnica, Croatia
Appec npoussonctsa: Byn. Jawniua 3, 48000 Konpienns, Xopratin
PARAMETERS REQUIREMENTS RESULTS
HAPAMETPHI TPEBGBAHHA PE3VJALTATEI
APPEARANCE White homogenous cream without mechanical impurities. Complies
OIHMCAHHE Benbiit, TOMOTSHHLIH Kpem 063 MEXAHPUECKHX BRI YCHHT, Coorsercrpyer
FILLING MASS VARIATION Notlessthan 30 g Complies
MACCA COLEPXHUMOTO | He meree 30T CooreercTeyeT
YIHOAKOBKATIO 30T
pH 4,5-55 50
PARTICLE SIZE Not more than 60 um <60 pm
PA3ZMEP HACTHII He donee 60 Mim < 60 MM
IDENTIFICATION OF The retention time of the major peak in the chromatogram obtained Complies
BETAMETHASONE with the sample solution corresponds to the retention time of the
DIPROPIONATE betamnethasone dipropionate peak in the chromatogram oblained with
standard solution.
HIAEHTHOMKALIHSA Bpeya YACPKUBAHMS OCHOBHOTO [HKA HA XPOMATOrpasMe Coorpercrayer
BETAMETA3OHA HCOBITYEMOIO PACTBOPE J0ITKHO COOTBETCTBOBATL BpEMEHH
JIATTPOTTOHATA YACPRUBAHMS THKa BeTaMeTasona IHNPONMOEATA Ha
XpOMATOrpaMMe CTaHUAPTHOTO PACTEOPA
IDENTIFICATION OF Rf values of three principal spots in the chromatogram obtained with Complies
GENTAMICIN SULPHATE sample selution correspond with these in the chromatogram obtained
with standard solution.
HWIEHTUGHKALIMSA Pasmep 11 110103 eHHE Tpex OCHOBHBIX IITEH Ha XPOMaTOrpamMMe CooTsercrayer
FEHTAMMLUMHA CYJIbDATA | nerisiryesoro PACTBOPE 10AHO COOTBETCTBOBATE PasMepy U
TIONOKEHHIO TIATEH MONYHEHABIX Ha XPOMATOTPAMME CTAHAAPTHOTO
pacTEOpa
IDENTIFICATION OF Retention time of the main peak in the chromatogram obtained with Complies
CHLOROCRESOL sample solution corresponds to retention time of chlorocresol peak in
the chromatogram obtained with standard solution.
HWIOEHTUCHUKALMST Bpems yaepKiBatug 0CHOBHOIO [THXA HA XpOoMAaTOrpaMmMe CootretcByeT
XJIOPKPE3OJIA HCMNBITYEMOTO PACTBOPE AOJKIO COOTBETCTBOBATE BPEMEHH
YACPHHBAHHA MTHKA XAOPKPE30.14 HA XPOMATOIPAMME CTAHAAPTHOID
pacTBopa
RELATED SUBSTANCES Any individual impurity — not more than 1,5 % < LOQ*
Only one impurity can be greater than 1,0 % Complies
Sum of all impurities — not more than 2,5 % < LOG*
TMIGCTOPOHHUE [IPUMECH Cozepixanne m0B0H ¢AMHEGHON NPHMECH He T0/%HO NPeBbINaTh < LOQ*

1.5%
CoAepianue TOALKO 0AHOH NPUMECH MOXeT npesninats 1,0 %
Cymmvaphoe colepianne npuMeceil He J0/FKHO npepsimars 2,5 %

CoorBegrpyer
< Q*
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Belupo, pharmaceuticals and cosmetics, Inc.
Ulica Danica 5, 48 000 Koprivnica, Croatia

Bemyno, 1iKu Ta KOCMETHKa, 1.1
sy, Janina 3, 48000 Konpusuuis, Xopsaris

QUALITY CONTROL DEFARTMENT

OTHREJ KOHTPOJIA KAUECTBA

BATCH CERTIFICATE
CEPTUOUKAT KAUYECTBA CEPHHU
Product name: BELOGENT, cream, 30 g in tube Nel Manufacturing date: 05.2020
Haumenosanue nponykra: BEJIOTEHT, xpew, no 30 r 8 Ty6i Nel Hara npoussozcTra: 05.2020
Batch No: 25274050 Expire date: 05.2024
Cepus Ne: 25274050 Tozen no: 05.2024
Crpannua 2 u3 2
PARAMETERS REQUIREMENTS RESULTS
[HAPAMETPBI TPEBOBAHNA PE3YJILTATEHI
CONTENT OF 1 g of cream contains 0,475 — 0,523 mg of betamethasone. 0,488 mg
BETAMETHASONE $5,0 — 105.0 % of declared content 97.5 %
KOJIUMYECTBEHHOE 1 r kpema conepauT 0,475 — 8,525 vr GeTaMerazona, 0,488 mr
OIPEJEJEHHE 95,0 — 105,0 % oT 3a9B1SHIIOTO KOTHYECTRA 97.5%
BETAMETA30OHA
CONTENT OF 1 g of cream contains 0,95 — 1,05 mg of gentamicin, 1.001 mg
GENTAMICIN 93.0 — 103,0 % of declared content 100.1 %
KOQIMYECTBEHHOE I r xpema cogepxut 0,95 — 1,05 mr rerramMuumna, 1,001 mr
OIPEJEJIEHHE 95,0~ 1030 % ot 3as81eHHOr0 KOJIHYECTRA 100.1 %
FEHTAMUIIMHA
COMPOSITION OF GENTAMICIN | Cy: 25.0-350,0 % 323%
SULPHATE Cr: 16.0-350% 21.3%
KOMITOHEHTHBINA COCTAB | G+ Cy1250-33.0% 44.6 %
TEHTAMUIIUHA CYJIbDATA
CONTENT OF I g of cream contains 0,90 — 1,1 mg of chlorocresol. 0,980 mg
CHLOROCRESOL 90.0 - 110.0 % of declared content 98.0 %
KOJHYECTBEHHOE 1 r kpema coaepient 0,90 — 1,1 Mr xi0pkpesona, 0,580 mr
OIIPELOETEHWUE 60,0 —110,0 % oT 3a39B1€HHOTD KONHYCCTRA 98,0 %
XJIGPKPE3OIA
MICROBIOLOGICAL PURITY TAMC: 10° CFU/g < 100
TYMC: 10! CFU/g <10
Staphyiococcus aureus in | g — absence absence
Pseudomonas aeruginosa in | g — absence absence
MHUEKPOBHOJIOFHUYECKAS TAMC: 10° KOE/r < 100
YHUCTOTA TYMC: 10' KOE/r <10
Staphylococeus aureuns 8 | v — oTCyTCTBYCT OTCYTCTRYET
Pseudomonas aeruginosa g | r — oTCYTCTBYET OTCYTCTRYET

* LOQ - npenen KoAHYCCTBEHHOTG ONPe/IeacHIs

Conclusion: T hereby certify that the above information is authentic and accurate. This batch of product has been produced. including
packaging, labeling and quality control, and released at the ahove mentioned site in full compliance with the GMP requirements and
with the specifications in the Marketing Authorization of the importing country. The batch record was reviewed and found fo be in

compiiance with GMP,

Jaxmovenne: HacToaumiM TOATRepKAACN, 4TO BbINeYKasaHlian HHGODMALHA ABAZCTCA JOCTOECPHOH H Tounod. [aHmas CopHs
Apoaykra Grita MPOH3BSACHA, BKIIOMAR YMAKOBKY, MADKHDOBKY M TDOBSDKY KaueCTBa, M BEUIYIICHA Ha BEINEYKA3AHHOMN
RPOUSBOACTECHHOH MMIOINAIAKE B I0/HOM COOTBETCTBUM ¢ Tpefopamiavu GMP M HODMAMH CIGIMAHKAINH PErHCTPALKOHHOTO
YAGCTOBEPEHHA CTPaHE! IMNOpTEpa. [TpoToR0: Ha CepHio BBLT NPOREPEH 1 IPHIHAH COOTBETCTRYIOMNM Tpedopamam GMP.

Qualified Person:

L. Kal¢i¢, M.Sc.Spec.
VYiorHoMeueEROE AHII0;
M. Kanuuy, Mp.cu. cren.
Date: 18.06.2020
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JEPXJIKCIIYXBA YKPATHA
AEPKABHA CJIYKBA 3 IKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH Y KHIBCBHKIA OBJIACTI

npocnexT Banepis Jlobanoscbkoro, 51, M. Kuis, 03110, Ten/dakc: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BHCHOBOK
npo SIKICTh BBe3eHOro B YKpaiHy JIiKapchKoro 2acofy

17.08.2020 Ne 39223/20/10

BEJIOI'EHT
(maiiMeHyBaHHS NKapCEKOro 3aco0y 3riHO 3 PeecTpaliiiHuM NOCBiNYEHHAM)
kpem 1o 30 r B Ty6i; mo 1 Ty6i B kapTrouniil ma«xmi
((hopma BHIycKy, 03YBAHHA, BUI AKYBAHHA JIKAPCLKOIO 3ac0o0y)

Homep peectpauiiinoro nocsizaenns UA/10920/01/01 crpox xif peectpamiiinoro nocsiguenns 26.10.2020
Cepis nikapcekoro 3acoty Ne 25274050 KinskicTs BBe3eHOTO Jikapcekoro 3acoby 7500

Bupo6aux Benyno, nixu Ta KocMeTHKA 1.1., XOpBaTisd
(naiiMeHyBaHHA BEPOGHHKa JiKapebkoro 3acoly, KpaiHa moXo/KeHHs:)

BeeseHo B Ykpainy CrnisibHe ykpaiHcbKo-ecTOHChKe DiANpueMcTeo y GpopMmi ToBapHceTBa

3 oOmexenor BignosinaapHicTIo ""OnriMa-®apm, JIT/T", izent. kox:
21642228
(walimenysanns Ta xoa 3a €JAPTIOY ropumuanol ocobu abo npissuue, iM's, o Gatskosi diznumoi

0C0o0HM - manpueMus, if MicLie MPOXHBAHHS Ta peecTpauiiinnii HoMep o6niKOBOT KapPTKM MIATHHKA
noxaTkiB abo cepix Ta HOMep nacuopra)

IIporokon Bizyansuoro xonrpono six 06.08.2020 Ne 2509/6.

3a pesynsTaTaMH [€PHKABHOIO KOHTPOJIO BCTAHOBNEHO, MO JIKAapChKWE 3acifé BBeseHo B YkpaiHy 3
AOTPHMAHHAM BHMOT 3aKOHOJABCTBA OO 32a0e3NeYeHHs SKOCTI TiKapchbKHX 3aco0iB.
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