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Ulica Danica 3, 48 000 Koprivnica. Croatia
Besyno, aikn Ta kocmeTHKa, A4
sy1 Janiua 5, 48000 Konpusnuisa, Xopeatis

* Belupo, pharmaceuticals and cosmetics, Inc. QUALITY CONTROL DEPARTMENT

OTHEN KOHTPOJI KAYECTBA

BATCH CERTIFICATE
CEPTH®HKAT KAYECTBA CEPUU
Product name: BELQGENT, cream, 13 g in tube Nel Manufacturing date: 03.2020
HamveHopanuEe npogykTa: BEJIOFEHT. xpewm, no 15 r B TyGi Nel Hara opouzeoncTea: 03.2020
Batch No: 24634030 Expire date: 03.2024
Cepiia Ne: 24634030 Tlonesn no: 03.2024
Quantity: 10944 pesa'isg Crpammiug 1 u3 2
Konugectro; 10944 yn. no 151
Marketing Authorization in Ukraine: UA/10920/01/01 valid till 26.10.2020
PerucrpaisorRoe yiaoctosepenve 8 Yipaure: UA/10920/01/01 nefictsyer 1o 26.10.2020
Cenclusion of confirmation GMP: Ne 259/2020/C-644 from 23.07.2020
3axmouenne noaTeepkaeHus cepruuxata GMP: Ne 259/2020/C-644 ot 23.07.2020
Manufacturing authorization: Ne381-10-05/162-17-16
Jhiuensua Ha npousBoncTeo: Ne3R1-10-05/162-17-16
Manufacturer: Belupo, pharmaceuticals and cosmetics, Inc., Croatia
[IponssonuTens: Benyno, 1eKapeTBa U KOCMETHKA, 1.4., XOpEaTua
Manufacturing site: Ulica Danica 5, 48 000 Koprivnica, Croatia
Agpec nponspoacTEa: BY:L Haniua 5, 48000 Konpusruusa, Xopsartis
PARAMETERS REQUIREMENTS RESULTS
MAPAMETPEI TPEBOBAHHA PEJYJLTATEI

APPEARANCE White homogenous cream without mechanical impurities. Complies
OITHMCAHHUE Beanifl, romorenssli kpem 663 MEXaHHTSCKIX BKIYCHHMI, CooteeTcTBYET
FILLING MASS VARIATION Not lessthan 15 g Complies
MACCA COJAEPXHUMOT O | Hemeree 151 CooTtBeTcTRYET
YHAKOBKATIO IS T
pH 45-535 3.0
PARTICLE SIZE Not more than 60 um <60 pm
PASMEP YACTHI] He Gonee 60 mxm < 60 MrM
IDENTIFICATION QF The retention time of the major peak in the chromatogram obtained Complies
BETAMETHASONE with the sample solution correspends to the retention time of the
DIPROPIONATE betamethasone dipropionate peak in the chromatogram obtained with

standard solution.
ANEHTHOHKAILIMA Bpems viepmusaHui OCHOBROIO [HK4 HA XPOMATOrpaM»ie Coorsercrayer
BETAMETA3OHA HCMBITYEMOTO PACTROPA NO/LKII0 COOTBRTCTROBATE BPEMEHH
AUITPOITHOHATA YACPHHBAHMA MHKA DETAMCTA30Ha AMIPONHOHATA 114

XPOMATOrpaMME CTARIADTHOID PacTaopa
IDENTIFICATION OF Rf values of three principal spots in the chromatogram obtained with Complies
GENTAMICIN SULPHATE sammiple solution correspond with those in the chromatogram obtained

with standard solution.
HAEHTHOHUKALMSA Pazvep M MONOKCHHE TPEX OCHOBHBIX NITEH Ha XPOMATOrPAMME Cootsercryer
TEHTAMHUVHA CYJIbPATA | UCOBITYEMOrO PACTROPA AOMKHO COGTBETCTEORATS pazsMepy

TMOJOKECHA0 BITCH NOAYICHHBIX HA XPOMATOIPAMME CTAHIAPTHOIO

PacTBOpa
IDENTIFICATION OF Retention time of the main peak in the chromatogram obtained with Complies
CHLOROCRESOL sarmple solution corresponds to retention time of chlorocresol pesk in

the chromatogram obtained with standard solution.
WIEHTHOUKAILHA Bpems yAepKHBARUA OCHOBHOIO THK2 HA XPOMATOrPAMME CoorpetcTBYeT
XJOPKPE3ONA HCTIBITYEMOr0 PACTBOPA JOMAII0 COOTBETCTBOBATE BPEMEHH

YACPHKHBAHMA NIHKA XI0PKPE30IA Ha XPOMATOrPAVMME CTAHAAPTHOTO

pacTBOpa
RELATED SUBSTANCES Any individual impurity — not more than 1,5 % < LOG*

Only one impurity can be greater than 1,0 % Complies

Sum of all impurities — not more than 2.5 % <LOQ*
HOCTOPOHHYE [TPUMECH Cozepxanne moboi ¢TMHHYHON MPUMECH HE TOTDKHO TIPEBBILIATS < LOQ*

1,5%
ConspxaHHe TOTLKO OIHOF NPHMETH MOmeT npessunars 1,0 %
CymMapHoe CoAepKanne npEMecel He J0TKEO NpeRbats 2,5 %

CootsercTBYeT
< LOQ#
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Sl Belupo, pharmaceuticals and cosmetics, Inc. QUALITY CONTROL DEPARTMENT

Ulica Danica 3, 48 000 Koprivnica, Creatia
beaviio, MKH T KOCMETHKA, L.
Byn. Maniua 5, 48000 Konpusuuis, Xopeatis

OTEJ KOHTPOJIA KAYECTBA

BATCH CERTIFICATE
CEPTHOHKAT KAHECTBA CEPUH
Product name: BELOGENT, cream, 15 g in tube Nel Manufacturing date: 03.2020
HauvenosaHye IpoIyKTa: BEJIOTEHT, kpem, o 15 r & Ty6i Aol Hata npou3BoAcTRa: 03.2020
Batch No: 24634030 Expire date: 03.2024
Cepus Ne: 24634030 [oner no: 03.2024

Crpauunna 2 u3 2

PARAMETERS REQUIREMENTS RESULTS
IMAPAMETPHI TPEEOBAHUWSA PE3YJIbTATEI
CONTENT OF 1 g of cream contains 0,475 — 0,525 mg of belamethasone, 0,489 mg
BETAMETHASONE 95,0 - 105,0 % of declared content 97.8 %
KOJIMYECTBEHHOE 1 r xpema comepxut $.475 — 0,525 Mr Getamerasona, 0,489 mr
OMPEJAENEHUE 93,0 — 1035,0 % or 3a9BHEHHOTO KOIMYECTRBA 97.8 %
BETAMETA3(QHA
CONTENT OF 1 g of cream contains 0,95 — 1,05 mg of gentamicin, 1,001 mg
GENTAMICIN 93,0 — 1050 % of declared content 1001 %
KOIMMYECTREHHOE 1 r xpema cozepxmrt 0,93 — 1,05 Mr renTavuiiba, 1.0G1 mr
QIPEAEJAEHHWE 95.0 - 105,0 % 0T 32ABJEHROTO KONHYECTRA 1001 %
TEHTAMULKHA
COMPOSITION OF GENTAMICIN | C,:25.0-50,0% 323%
SULPHATE Cip 100-350% 23.4%
KOMITOHEHTHBIN COCTAB | Co+ (2,1 25,0-550% 443 %
FEHTAMHWIIMHA CYJILGATA
CONTENT OF 1 g of cream contains 0,90 — 1,1 mg of chloroeresel, 0,969 mg
CHLOROCRESOL 50,0 - 110,0 % of declared content 96.9 %
KOJIMYECTBEHHQE 1 r kpema cogeput 0,90 — 1.1 Mr xa0pkpesoia, 0.969 wr
OIPEOEJNEHME 90,0 - 110.0 % oT 3aABNCHHOTD KOMHUYESCTRA 96.9 %
XJOPKPE3OQJIA
MICROBIOLOGICAL PURITY TAMC: 10 CFU/g <100
TYMC: 10" CFU/e <10
Staphylocoecus aurens in | g— absence absence
Pseudomonas aeruginosa in 1 ¢ —absence absence
MUHKPOBHONOTMYECKAST TAMC: 10° KOE/r < 100
HHUCTOTA TYMC: 10" KOER <i0
Staphviococcus aurens B 1 T — OTCYTCTBYCT OTCYTCTBYET
Pseudomonas aeruginesa 8 1 T — OTCYTCTBYET OTCYTCTBYST

* LOQ — npeacl KOIMYECTECHHOIG ONPCACICHI S

Conelusion: | hereby certify that the above information is authentic and accurate. This batch of product has been produced, including
packaging, labeling and quality centrol, and released at the above 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 to be in

compliance with GMP,

3agmoyenue: HacTosumM moaTBepAacM, 4TC BBILEVKAlaHHad uHAOpMANMS SBIETCS AOCTOBEpHON W Tounod. [lamnas cepus
HpoiykTa Oblla NpOH3BEICHA, BKIOHMAS YINAKOBKY. MAapKHPOBKY M TpPOBEDKY Xa4eCTBa, M BRITYIIECHA Ha BhIHEYKAa3aHHOM
TIPOHIBOJACTBEHHOH TIIOUIAAKE B NMOJHOM CQOTBeTCTBHH ¢ TpedopauuaMu GMP u nopsmamy crieuudHKXaLMME pPErUcTPABOHHOIC
VAOCTOBEPEHNA CTPaHk! nMnoprepa. [IpoToKoT Ha cepuio ObIN NPOBEPEH ¥ NPH3HAH COOTBETCTBYToUnM TpedosanmsM GMP.

Qualified Person: BELUPO
I. Kaltié, M.Sc.Spec. ,i;ﬁfg@w | kaznetika d.0
VRonHoMoueHHoe NHLO! 'J ‘M\ﬁw;bA 3

H.Kamamy, vp.cu. coerL
Date: 06.04.2020
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JIEPYKIIIKCITYKBA YKPAIHN
JEPKABHA CJIYKBA 3 JIKAPCBKIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBKIN OBJIACTI

npocnekt Banepis JloGanoreskoro, 51, M. Kuis, 03110, Ten/daxc: (044) 2753030
E-mail: dis.ko@dls.gov.ua, Kog €JIPIIOY 37078774

BHUCHOBOK
MPO SIKICTh BBe3€HOr0 B Y KpPaiHy JIiKapchbKOro 3acoly

17.08.2020 Ne 39222/20/10

BEJOI'EHT

(naiiMeHyBAHHA TIKAPCHKOTO 3aC0o0y 3TiAHO 3 peecTpaniftHuM MOCBiTUeHHIM)
Kpem no 15 r B Ty6i; no 1 Ty6i B KapTOHHIi mavni

(dopma BUNYCKY, T03YBaHHA, BH/I MAKYBaHHS JIiKapCEKOTO 3ac00y)
Homep peectpamiitnoro nocsimuenns UA/10920/01/01 crpox aii peectpauiiinoro nocsimuenns 26.10.2020
Cepist nikapcekoro 3aco6y Ne 24634030 KinsxicTs BBE3€HOTO Aikapeskoro sacoby 7000

BupoGHHK benyno, Iikx Ta KOCMETHKA JI.1., XOPBaTis
(HaliMeHyBaHHS BHpODHHKA NiKapCHKOTO 3ac00y, KpaiHa moXo/KEHHA)

BaeseHo B YKpalHy ChijibHe yKpalHChKO0-€CTOHCHKE MNpHeMCTBO Y hopMi TOBAPHCTBA
3 oOMexeHo BinmopizaapHicTo "OnriMa-@apm, JIT/T", inen. xon:
21642228

(uatiMenyBanHs Ta koz 3a €JIPTIOVY ropuanynoi ocobu abo npissniue, iM's, no Harskosi GizpunoT
0co0H - MANpHeMIA, 1i MicLie MPOXUBAHHA TA peecTpaLiiiHui Homep o6NiKoBOI KapTKH IUIATHUKA
noAaTkiB abo cepis Ta HOMep nacnopTa)

Iporokon Bisyansuoro kontpomio Bia 06.08.2020 Ne 2509/5.

3a pe3syibTaTaMH JEPKABHOTO KOHTPONIO BCTAHOBIEHO, INO Jiikapchkuif 3aci0 BBeseHo B YkpaiHy 3
AOTPUMAHHAM BAMOr 32KOHOAABCTBA WIOAC 3a0e3MedeHHs IKOCTI JIikapCchKUX 3acobiB.

( Onexciit COJIOPAM
\(RLI,;IHC) (ininiany Ta npissuie)
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