JEPKABHA CIIVYKBA 3 JIIKAPCLKILIX 3ACQBIB TA KOHTPOJIO 3A
HAPKOTHKAMHA Y KUIBCBKIM OBJIACTI
npos. Ceitnyuzol Hagil, 3, M. Kuis, 02099, Tes/hake: (044) 576-40-41
E-maii: dls.ko@dis.gov.ua, Kog €APITOY 37078774

BUCHOBOK
npo AKICTh BBE3EHOI0 B YKpaiHy JIKApPCLKOTo 3aco0y

20.12.2024 Ne 63194/24/10

BEJOI'EHT

(HaliMEHYBAHNA NIKAPCEROCD 32c00Y 2riAHO 1 peecTpaniiisiM NocBiAYEHHAM)
smazs 0o 15 r y Ty6i; no 1 Ty0i B xapronuiit nawui

{(hopata BHIYCKY, RO3YRAHHY, BHJ NAKYBAHHA NKaperkoro 1acoby)
Homep peecrpaniiisoro nocsipuenns UA/10920/02/01 crpox mii peectpauiiinoro nocsimenna 01.01.2099
Cepis nikapcsroro sacoby Ne 25607064 Kinskicts Besenors ikapeskoro 3acody 200

BupoGunk Benyro, miku Ta KOcMeTHKE, 1.8., XOPBATIL
{uafimenyeasna Bltpabixa nikapcskoro 3acoby, Kpaina noxomeHRA}

Beeseno B Ypainy CrnineHe YKpaiHCBKO-eCcTOHRCHKe NIPHEMCTBO ¥ GopMi ToBapHcTBA
3 omekenow Bignosiganenictio "Onrima-®apm, AITA", izenrt. won:
21642228

(mafiMesypanus Ta kog 2a €APHOY ropnmsioi ocoir abo npisenule, iM'g, ro Gatexoni Hivmnoi
ocoBH - nignpres, il MicLe NPOKHBIREA T PCECTPAIHHMIT HoMep ofimitonol KAPTEM MIATHHKA
nogazkis abo cepis Ta HoMep acnopra)

Tpotoron sisyansHoro xonrpoaro sin 13.12.2024 Ne 3800/6.

3a pesymssTATAMH HEPAEDHOI0 KOHTPOMO BCTAHOBNEHO; M0 JMikapewkuil  3aciC weezee B Ykpainy 3
JOTPHMAHHAM nHMOr 3aKOHOAABCTBA MOAO 3a0C3NeYeHHs AKOCTI NiKapchkix 3acobis.

Onera EPBOMEHKO

{iniitiamt 7a.nplanyae)




§ E E. U P @ Pharmaceuticals and Cosmetics, Inc., QUALITY CONTROL DEPARTMENT
Ulica Danica 5, 48 000 Koprivnica, Croatiu
Bemyno, MK Ta KOCMETHKiL, S/,
syn. Janina 5, 48000 Konpuswuig, Xopsaris

BLULTKOHTPOMO AKOCT]

BATCH CERTIFICATE
CEPTUMIKAT AKOCTT CEPII

Product name: BELOGENT, cintment 15 g in tube Nel Manufacturing date; 06.2024
HaiiMeryRafES IPOAYKTY: BEJOTEHT, sk, o 135 ry 1y6i Nel Jlora supoOHFITBA: 06.2024
Batch No: 25607064 Expire date: 05.2028
Cepisn Nu: 25607064 TTpweruii no: 05.2028
Quantity: 4978 pesa i g Cropinka 132

Kinbkicrs: 4978 yn.no 151

Strength of actionfactivity: | g of ointment containg betmethasone dipropionate 0.640 mg, which corresponds Lo 0.500
myg of betamethasone, gentamicin sulfate 1.66 myg, which corresponds to 1,00 mg of gentamicin,

Crina itaxTisiiors: 1 r masi Mictuts Setamerasoy sumponionary 0,640 mr, o piymosizae 0,500 Mr derameTasony,
reHTaMitEy eyangary 1,06 mr, o sixnosizac 10O Mr reyTaMiiyy.

Marketing Authorization in Ukraine: UA/10920/02/01 unlimited

Peccrpauiiine nocsiaven s Yipaii: UA/10920/02/01 xie Ge3CTPOKOBO

Conclusion of confirmation GMP: Ne 497/2023/C-1001 from 07.09.2023

Buctonox nirsepukeiis ceptndixata GMP: Ne 497/2023/C-1 001 5in 07.09.2023

Manufacturing anthorization: Ne381-10-05/162-17-16

Slinensin wa supodrurmso: Ne3§1-10-03/162-17-16

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

BupoGruk;: Beayio, AIKM 12 KOCMETHRA, L/l Xoprarig

Manufacturing site: Ulica Danica 5, 48 000 Koprivnica, Croatia

Azpeca sHpodHMIrBa: Bya. Janina 5. 48000 KonpusHiiis, Xopearis

PARAMETERS REQUIREMENTS RESULTS
APAMETPH BHMOT'H PE3YJALTATH
APPEARANCE White semitransparent homogenous ointment. Complies
OIMHUC Bl HatiBIpOsopa FOMOPCHHN MI3b, Binnosiaae
FILLING MASS Not less than 15 ¢ Complics
MACA BMICTY YITAKOBKH He memm 15 ¢ Biznopinac
Mo sr
pht 4,050 4.9
PARTICLE SIZE Not more than 60 jm <60
PO3MIP MACTHH He Ginpuie 60 Mot
IDENTIFICATION OF “The retention time of the main peak in the chromatogram obtined Complies
BETAMETHASONE with the sample solution corresponds to the retention time of the
DIPROPIONATE betamethasone dipropionate peak in the chromatogram obtained with
standud solution.
TEHTHOIKALLA Yag yrpHMsaHin OCHOBHOTO 11iKY Ha xpomMarorpaMi sunpobysanore Bianorinac
GETAMETAIOHY POIUITHY TOBHHCH BIANORITH HACY YIPUMAHHA niky feraMeraiony
JHIPOTTTOHATY JUTIPORIONATY Ha XPOMATOTPAMi CTAILIAPTIOT PORTHILY.
IDENTIFICATION OF Size and position of 3 principal spots in the clromatogram obtained Complies
GENTAMICIN SULFHATE with sample sohution corresponds to thar obtained with the standard
solution.
INEATHMIKALILA Poamip Ta nosOsKeHd EPLOX CCHOBIIX TN Hil XpoMaTOTPUd Binnosiaae
TEHTAMIIIHHY CVIBPATY BHAPOTYBAHOTO POIYHEY NOBHHNT BLKOBIIATH po3IMipy i
FOA0KEHHIO [IIAM HY XPOMATOTPAME CTAHIAPTHOIO POIUIHY.
RELATED SUBSTANCES Any single impurity - not more than 1.5% « LOQ*
Only one imputity can be greater than 1,0% complics
Sum of all impurities - not more than 2.5% < 1.OQ*
CTOPOMMHT AOMIIIKH Baricy Byan-AkoT 0AHHIIHOT J0MUBKH HE Mae TICpesun tysard 1.5% < 1,OQ*
Basicr rsmte oanicd JOMITITKH MOKS TCPeRynats 1,0% Bijnonizac
Coymup it BMicT AOMIIIOK 1E HOBIHEH NepeBuIiyBaty 2.5% < LOQ
CONTENT QF 1 g of ointment contains 0,475 - 0,525 mg of hetumethasone, 0,505 mg/g
BETAMETHASONE 950 105,00 % of the declared content 1011 %
KIABKICHE 1 ¢ siasi microre 0,475 - 0,525 mr Gerumeraiony, 0,505 mrir
BH3HAYEHHA 05.0 - 105,0 % iz saswienol kinpkocrl 1011 %
BETAMETA30HY

Dv po & Cic ¢ ©
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ﬁ E Uj pﬁ Pharmaceuticals and Cosinetics, Inc., QUALITY CONTROL. DEPARTMENT
Ulica Danica S, 48 000 Koprivaica, Croatia
Bemyno, KK T KOCMETHKL, ..
sy, Janina 5, 48000 Konpusnii, Xopsaris

BEUIDT ROHTPOMO AKOCTT

BATCH CERTIFICATE
CEPTH®IKAT SIKOCTI CEPIL
Product name: BELOGENT, ointment 15 g in tube Nol Munufacturing date: (16.2024
HaliseHyBaHNS NPOJYKTY: BEJIOPEHT, masn, no 15 1y 1y6i Nel Jlara supobHUITTRA: 06.2024
Batch No: 25607004 Expire date: 015.2028
Cepia N 25607004 Tpraasnii 1o; 035.2028

Cropima 2132

PARAMETERS REQUIREMENTS RESULTS
TIAPAMETPH BAMOTH PEIYJILTATH
CONTENT QF 1 g of pintment containg 0,95 - 1.05 mg of gentamicin, 0,998 mglg
GENTAMICIN 95,0 - 105, 6 of the declared content 99,8 G
KINBKICHE 1 rsasi Micturn 9,95 -~ LOS sy rerraminuniy, 0.998 mr/r
BHIHAYEHHA 95,00 105,0. % Bin 3a8BACHOT KIBEOCT QIR %
TEHTAMULEY
COMPOSITION OF GENTAMICIN | Ci: 25,0 - 50,0 % 27,7 tie
SULPHATE Cin 100350 % 214 %
KOMIOHEMTHHI CKITAY Cat Crar 25,0 55,0 % 510 %
IEHTAMILIAHY CYJILDMATY
MICROBIOLOGICAL PURITY TAMC; 102 efulg <10
TYMC: 10! cfu/g <10
MIKPOBIOJOTIHHA HUCTOTA Sraphylococens aurens in 1 g: absence Absence
Pseudomonas acruginosa in 1 g: absence Absence
TAMC: 0P KYOr <10
TYMC: 10" KYO/r <10
Staphyincoceus aurens v 1 1 slacyras Bucyrns
Psewdomonas aeruginosa B 1 12 Blacynm Bixcyrus

#* LOQ ~ MCKa KIFBRICHOIO BH3HUYCHE

Conclusion: I iereby certify that the above nformation is authentic and accurate. "This batch of product has been produced, ncluding
packaging, labeling and quality control, and released at the above mentioned sile in full compliance with the GMP requirements and
with the specifications in the Marketing Authorization of the imparting counry. The batch record was reviewed and found 1o be in
campliance with GMP.

Bucnosor: L{M 3acBlmy0, 0 HapeacHa sunie in(opMatis ¢ J0CTosipaoo i TOYHOIO. I8 cepia npoayxry Gyaa snpodicua,
BRNOUIIONT HAKYBAHIS, MAPKYBAHEA 13 KOHIPOIZL AKOCTL, | BUIYNCHA Ha sHulesaznaeniil Aiasuund y nosuiil siauosinrocti i
Bivtor GMP Ta enefwikatifl, satarcaux y peecrpatiitnovy nocsiatenni KpatHp-isoprepa. Janue npo cepito 6y:10 repesipeno i
RCTANORITESHO, 1110 Bofa Bijronizae suvoran GMP.

Qualified Person:

1. Kalti¢, M.Sc.Spec.
Yuosnopaxena ocoba:
EKagunu, mp.cit. encit,
Dated[lara: 05.07.2024
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