§ E E, U p @ Pharmaceuticals and Cosmetics, Inc,,

Ulica Danica 5, 48 000 Koprivaica, Croatia
Bemyno, KA T8 KOCMETHKL, L.,
syn. Hanina 5, 48000 Konpusuig, Xopsatis

QUALITY CONTROL DEPARTMENT

BRI KOHTPOMO SAKOCT]

Product name:

HaiiseryBasss npOAYKTY:

Batch No:

Cepist Ne:

Quantity:

Kisbxicrs:

Strength of actionfactivily
my of betamethasone, gen

Cyma pit/asrusgiors: | r Masi MicTuTo GeTaMeTasony Jemporionary

BATCH CERTIFICATE
CEPTHOIKAT AKOCTT CEPII

BELOGENT, cintment 15 g in tube Nel Manufacturing date: 06.2024
BEAOTEHT, waze, 1o 15 vy 1yBi Nel Jlora srpodEmTBA: 06.2024
25607064 Expire date: {15.2028
23607064 TTpwervnii no: 05.2028

4.978pesa 15 ¢
4978 yi. o 15T
. 1 g of vintment contains betamethasone dipropionate 0.640 myg, which corresponds 1o 0.500
tamicin sulfate 1.66 mg, which corresponds to 1,00 mg of gentamicin.
0,640 s, o siymosizee 0,500 Mr Gerameru3ony,

Cropivka 132

renTaMity eyandary 1,66 Mr, 1o sixnosizac 1,00 Mr renTaMitny.

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

Peccrpauiiine nocsizsenist B Yipaind: UA/10920/02/01 nie Ge3cTPOKOBO
Conclusion of contirmation GMP: Ne 497/2023/C-1001 from 07.09.2023

Biiciosok nizrsepmrenis ceprudivata GMP: Ne 497/2023/C-1001 8in07.09.2023
Manufacturing authorization: Ne381-10-05/162-17-16

Slinersis wa supoSauraso: Ne3s1-10-05/162-17-16

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

BupoGrig: beayno, iy

Manufacturing site: Ulica

AJpeca BHPOOHMLINBA: BYJ

12 KOCMETHRH, L. XOPBATIS
Danica 3, 48 000 Koprivnica, Croatia
1. Janina 5. 48000 Konpussui, Xopparis

PARAMETERS REQUIREMENTS RESULTS
APAMETPH BHMOTH PE3IYJALTATH
APPEARANCE White semitransparent homogenous ointment. Complies
OIMHIC Bl Hatisipoiopi FOMOICHIE M3k, Binnosizac
FILLING MASS Not less than 15 ¢ Complies
MACA BMICTY YITAKOBKH He semn 151 Biznonizac
Mo Isr
pH 4,00~ 5,0} 4.9
PARTICLE SIZE Not more than 60 pm < 60
PO3MIP MACTITH He Ginbmie 60 sy
IDENTIFICATION OF "The retention time of the main peak in the chromatogram obtained Complies
BETAMETHASONI with the sample solution corresponds to the retention time of the
DIPROPIONATE betamethasone dipropionide peak in the chromatograns obtained with
standaed solution.
IAEHTADIK AL Yag yrpHsanim OCHOBHOTO 11Ky Ha xpomatrorpami sunpotysadore Bianogiaae
BETAMETA3ZOHY POIUITHY HOBHHCH BAHORLIATH HACY YIPHMAHHA niky feraMerazony
JUHTTPOTIHOHATY JUMPONIONATY Ha XPoMaTorpaMi ¢TaIzapTioro posuuily.
IDENTIFICATION OF Size and position of 3 principal spots in the cluomatogram obtained Complies
GENTAMICIN SULPHATE with sample solution corresponds to thar obtained with the standard
solution.
INEHTHDIKAILA Posmip T DOIOIKEHHE TPEOX OCHOBIHX NILM 1 XPOMATOTPIMI Binnosigae
TEHTAMILIHY CYIBPATY PO YBALOre POIMHITY HOBHNH BATOBLAGTH poIMIpY T
HOA0KEHHIO TIIAM HI XPOMATOTPaMi CTAHUAPTHOTO POIUIY,
RELATED SUBSTANCES Any single impurity - not more than 1.5% « LOQ*
Only one impurity can be greater than 1,0% cornplics
Sum of all impurities - not more.than 2,5% < LOQ*
CTOPOHKT ZJOMITIIKH Batier Gy:n-nxoT 0IHHIEHOT J0MUTKH HE Mae TIEPEBuiysarTH 1.5% < LOQ*
Baicr frome oanicl ZOMITITKH MORS TCPERIysati 1,0% Bijnosizac
CyMip i BMICT A0MITIOR He HOBIIEN NEPERUTIYBATI 2.5% < LOQ*
CONTENT OQF I g of pintment containg 0,475 ~ 0,325 mg of hetumethasone, 0,505 mg/g
BETAMETHASONE 950 - 1050 % of the declared content 101.1 %
KINBKICHE 1 ¢ sani sictore 0,475 - 0,525 mr GeraMerasony, 0,505 mrir
BH3HAUYEHHA 05.0 - 105,0 % bin sanpaenol kinproctl 1011 %
BETAMETA30HY
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§ E Uj p@ Pharmaceuticals and Cosmetics, Inc., QUALITY CONTROL DEPARTMENT
Ulica Danica S, 48 000 Koprivnica, Croatia
Benyno, Hkw 1a KeCMeTHKa, ..
syst. Janina 5, 48000 Konpuswua, Xopsaris

BRI KOHTPOMO AKOCTT

BATCH CERTIFICATE
CEPTH®IKAT SIKOCTI CEPIL
Product name: BELOGENT, ointment 15 g in tube Nel Munufacturing date: (16.2024
HaliseHyRarHA NPOAYKTY: BEJOIEHT, mash, no 15 ry 1y6i Nel Jlara supobuuirra: 06.2024
Baieh No: 236070064 Expire date; 05.2028
Cepia Ne: 25607064 TTprrsnid J©; 03.2028

Cropinka 2132

PARAMETERS REQUIREMENTS RESULTS
TIAPAMETPH BAMOTH PEIVIILTATH
CONTENT OF 1 g of pintment contiing 0,95 - 1,05 mg of gentamicin, 0,998 mglg
GENTAMICIN 95,0 - 105,00 ¢ of the declared content 99.8 4
KINBKICHE 1 rsasi Micrarn 9,95 - 1,03 ar renranmingsy, 0.998 ar/r
BHIHAYEHHA 95,00+ 105,0 % BIj1 3a8BACHOT KIBROCT 99R %
TEHTAMIIFHY
COMPOSITION OF GENTAMICIN | Ci: 25,0 - 50,0 % 27,7 tie
SULPHATE Cia 100350 % 214 %
KOMBOHEHTHHR CKAAM Cart Crar 25,0~ 55,0 % 510 %
IEHTAMILIAILY CYIILMATY
MICROBIOLOGICAL PURITY TAMC: 10? efulg <10
TYMC: 10! cfuig <10
MIKPOBIQJAOUTHHA HHCTOTA Staphviococeus aurens in 1 gt absence Absence
Pseudomonas acruginosa in 1 g absence Absence
TAMC: P KVOar <10
TYMC: 10V KYOr <10
Staphyincoceus airens s | v slacyris Bucyrug
Psewdomonas aeruginosa B 1 11 slacynm Bixcyros

#* LOQ ~ MCKa KUIBRICHOTO BH3HUYCHEA

Conclusion: [ liereby certify that the above information is authentic and aceurate. This batch of product has been produced, ncluding
packaging, labcking and quality control, and released at the above mentioned site in full compliance with the GMP requirement s and
with the specifications in the Marketing Authorization of the importing counry. The hatch record was reviewed and found 1o be in
campliaiee with GMP.

Bucnosor: LM 3acBLMYR, IO HaBeACHn BHINE [npopManis ¢ apcrosipaowe i TOMHOI0. s cepin upoaykry Syaa sspodieta,
BRNOUIION] MAKYBAHYS, MApKyBAHEA T8 KOHIPOZL SKOCTL | BIHIYHICHA Ha puiesasHaeniil Aiapsmd y nosuiit siapesianoct o
pivor GMP ta cnermpiratif, saaancnux y peecpatiiliony HocsiadcH Kpatapeisrioprepa. Jantc npo cepito Systo repesipeno i
ACTANORICHO, Mo BoMa Birosizac Buvoran GMP.

Qualified Person:

1. Kaltié, M.Sc.Spee.
Yuosiopaxena ocoda:
EKagumn, mpueit, eneit,
Dated Java: (5.07.2024




