QUAUTY CONTROL DEPARTMENT

gﬁ.ﬁ?@ Pharmaceuticals and cosmetces, Inc.,

Ulica Danica 5, 48 000 Koprivnica, Croutia
Besyno, Sk 1 ROCMETHKG, 2l

pyn. Jariva 5, 48000 KonpusHiitt, Kopsarist

B KOHTPOIO SKOCTL

BATCH CERTIFICATE
CEPTUDIKAT AKOCTI CEPII

Product pame: BONDERM, aintment, 20 mg/g, Manufacturing date: 10.2024
15 intube al in box
HaiiveHyBaHHA NPOIYKTY: BOHIEPM, Mask. 20 ML, Jlava BUPOCHUITIBE: 10.2024
o 15 vy 1ybiino 1 1ybi B KaptoHRiil pawi

Batch No: 26445104 Expire date: 13.2026
Cepin N 26445104 I"Ipwnarm«i-i 207 03.2026
Quantity: {265 pes o 15 ¢ Cropinga 132

Kinbricrh: 8265 yn. no 15¢

Strength of actionfactivity: L g of ointment contains 20 mg of mupirocin
Cyia Afi/aKT et 11 mast MicTED 20 M MYHIPOLMHY

Marketing Authorization in Ukraine: UA/ 15555/01/01 unlimited
Peecrpaiiitte HOCRIMEHNA B Yipaini: U A/15555/01/01 aie GeacTPOKORY
Conelusion of confirmation GMP: Ne 497/2023/C-1001 from 07.09.2023
BHCHOBOK NLATBEPERCHIA ceprfixara GMP: Ne 49772023/C-1001 Biat 07.09.2023
Manufacturing authorization: Ne3§1-10-05/162-1 7-16

Slineinin Ha BUPODHUIIBO: No181-10-03/162-17-1 6

Manutacturer: Belupo, pharmacculicais and cosmetics, Inc., Croatia
Bapofuik: heayno. PiKH T KOUMETHED, A Xopaaris

Manufacturing site: Utica Danica 5, 48 {00 Koprivnica. Croatia

Azpeca BUPODHMIIEA: gy, Hanita 3, AR000 KorpusHunid, KopaaTia

PARAMETERS REQUIREM ENTS RESULTS
MAPAMETPH BAMOTH PEIYILTATH

Sequitransparent. white ointment. Coniplies
Hanisnposopa Mash Ginoro Kopopy.: Bianopiuue

15.6 g, complies
15.6 17 BlAROBLAAC

LSP <755> Minimum fill
USP «755> MiniMaaniie HRROBHENTH

MINIMUM FlLL =10
MIHIMATIBHE HANOBHEHHSA n=! 0

Tive retention Gme of the main peak in the chromaiogram Complies
obtained with the sample solution corresponds to the
retention time of the main peak of mu pirocin in the
chromatogram abtained with srandard solution,

Yag yypunand GCHORHOTQ TRY Ha xpoma“rm'p:mi
pHIPOOYBAROTO POFTHITY TTOBHHCTH piamosigaTy Hacy
yrpHMQHI HCHOBAOTO HKY MyRpOIUIY it} xpomm'oxpmi
CTAMIAPTHOTY POSHHY:

TOENTIFICATION OF MUPIROCIN

PIEHTHGIK ATUS MYTTIPOL iy Bignosijme

CONTENT OF MUPIROCIN

| g of ointment contains:

19.0 - 220 mgof my pirocin, be. 95 0-110.0 % of the
dectared content

1 r aasi MICTHTS

16,0 22,0 mr MYHIpOTHIRY, T.C

u5.0- 110.0 % wia saspsenol gisnrocti
Impurity Ct pot moe than 4 %

Lmpurity D: ot more than 1 %

Tmpurity B not moré than 2 %

fmpurity i not more than 0.3 %
Tipusitics As B. F: not more than 1 %

Any other impurity: not more than 0,5 %
Total impurities: not MOTe than 6 %
Jlomimxa C: e Ginaie 4 Yo

Jominrca D 1€ Ginpire 1 %

Jomilnka B ne Ginpie 2 %

Homimxa T we Girwwe 0,3 W

Jomitka ABF ne Binmiie 1 Y

By ae-nxa iuma aovsimka: rie Binime 0,5 %
CyMa JIOMILTOR: He Bianute 6 %

KIIBKICHE BU3HAHEHHL
MYTHPOTIAHY

RELATED SUBST ANCES

CYIYTH JIOMIULITKH

20,84 mg
1042 %

20,84 My
104,2 %
1,613 %
0,127 %
0,239 %
Notdetected
< LOQ, 0,188%. 0,279%
0,118 %
2,564
1,613 %
0,127 %
0,239 %
He 3HaiaCHO
< LOO, 0,188, 0,279%
0,118 %
2,564 %
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ica D icn 5, 48 000 Ko svnica, Croatis e T
lr“'_“ ) Danica 3, 45 000 Koprivaict, 105 ‘ BT KO TPOIIIO AKOCT]
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Byt flanina 5, 48000 Konpuswitt, Kopsarin

BATCH CERTIFICATE

CEI’"YI/KD!.KA’Y SKOCTL C E'l."[i
Product pame: BONDERM, ointrient. 20 mefe. Manufacturing dates 10.2024
15 g dis tube Nel in box
Haitverypaniist HPOYKTY: BOHJIEPM, Masb, 20 mrfr, Jata prpoOHALTEY 10.2024
o 15 7y Ty6i oo 1 1y0i B KapTOHTIiL A 14
Batch No: 26445104 Expire date: 03.2026
Cepin N 26445104 [pnpatini 100 03,2020

Cropinga 232

PARAMETERS REQUIREM ENTS RESULTS
[APAMETPH BAMOTH PEIYALTATH
'-”,M
EVTICROBIOLOGICAL PURITY TAMC: 107 cfu/ g <10
PyMe ot adnfg <
Sraphylacoccus aurets in L dbsenee Absence
Psewdomanas aernginosa in 1y absence Absence
MIKPOBIONOL TIHA YUCTOTA TAMC:10F KYOY <10
TYMC: 10 KYOT <l
Sraphylococcis aurens B 11— piacyrHii Bizcyrniit

Psendomonds aertiginosa B 1 T piaeytHii Rineytnil

#LOQ -~ mekd KUIBKICHOTO BHIHEHCHED
Conclusion: 1 hereby centify that the above information 15 authentic and accurate. This batch of product has Been produced, including
packaging. fabeling and quatity control, and released at the above mentioned site in full compliance with the GMP requirements and
with the specifications in the Marketing Authorization of the jimporting county. The batch record was ceviewed and found to be in
complianee with GMP. ‘

Bicuonow: LM [HATBEPARYCMO, 11O BIHINCRKABAIL indropmatis © HOCTORIpHOIO § TOUHOW. Jlaua cepig HPOAYKTY fyna pupobnena,
BIGIOUATONHE YIIAROBKY: MapryBatis 1o nepesipsy soeTi, § praTynieIa BUUTEBKASAHOMY pHpOGHAYOMY Mal ARy 8 nosHiil
pimosigocti 3 pesiorami GMP 1u HOPMAMIT cnenpu ixandi pewrpmﬁi’mom [oCBLLIEHTTE Kpain inmroprepa. Tipotowod Ha cepi1o
Oys nepesipeniil { prstamil BLARIUBIIM BIIMOTAM GMP.

Qualificd Person

I Kaldi¢, M.S¢.Spee.
YROBHOBARCHE ocoba:
LKanus, Mp.CiLCnetl
Date/Lara: 15,11 2024




