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B Elu Pﬂ Pharmaceuticals and cosmetics, Inc., QUALITY CONTROL DEPARTMENT

Ulica Danica 5, 48 000 Koprivnica, Croatia
benyno, aiku Ta xocmeruka, a.n.,
BYJL. Jlanina 5, 48000 Konpusunus, Xoprarin

BIAJIUT KOHTPO

JIIO AKOCTI

BATCH CERTIFICATE
CEPTUDIKAT AKOCTI CEPII
Product name: BONDERM, cintinent, 20 mg/g, Manufacturing date: 01.2024
15 g in tube Nel in box
HalimeHyBaHHA NPOAYKTY: bOHJEPM, mazs, 20 Mr/T, Jata BupobuuLTEa: 01.2024
mo 15 r y Tybi; no 1 Ty6i B kapToHHiii navui
Batch No: 24295014 Expire date: 06.2025
Cepis Ne: 24295014 Hpunatnuii no: 06.2025
Quantity: 5593 pcsa‘'lsg Cropiuka 132
KinpkicTs: 5593 yn.mo I5r
Marketing Authorization in Ukraine: UA/15555/01/01 unlimited
Pecctpauiitne nocsiauenus B Yrpaini: UA/15555/01/01 nie 6e3CTpOoKOBO
Conclusion of confirmation GMP: Ne 497/2023/C-1001 from 07.09.2023
ByicnoBok minTBepmkents ceptudixara GMP: Ne 497/2023/C-1001 pix 07.09.2023
Manufacturing authorization: Ne381-10-05/162-17-16
Jliuensig Ha BupoOuuuTBO: Ne381-10-05/162-17-16
Manufacturer: Belupo, pharmaceuticals and cosmetics, Inc., Croatia
Bupobuux: bemyno, niku ta kocMerTnka, a.1., Xopsatis
Manufacturing site: Ulica Danica 5, 48 000 Koprivnica, Croatia
Anpeca BupoOHnUTRA: By, aniua S, 48000 Konpuenuus, XopBarig
PARAMETERS REQUIREMENTS RESULTS
ITAPAMETPH BHMOI'HM PE3VYJIILTATH
APPEARANCE Semitransparent, white ointment. Complies
OITUC Hauisnposopa Ma3s Bioro xonsopy. Bimnosigac
MINIMUM FILL n=10 USP <755> Minimum fill 15,6 g; complies
MIHIMAJIbHE BATIOBHEHHS USP <755> MiHiMalbHe HAMOBHEHHS 15,6 r; Binnosinae
IDENTIFICATION OF MUPIRQCIN The retention time of the main peak in the chromatogram Complies
obtained with the sample solution corresponds to the
retention time of the main peak of mupirocin in the
chromatogram obtained with standard solution.
IMEHTHOIKALIA MYITIPOLIHY Yac yTpumyBanns 0CHOBHOIO Itika Ha XpOMATOrpaMi Bianosigae
BUINPOOYBAHOrO POIUMHY MAE BiATIOBIZATH Yacy
YTPUMYBAHHA OCHOBHOTO IIKA MYMIpONHHA Ha
XPOMATOIPAMi CTAHAAPTHOTO PO3YUHY.
CONTENT OF MUPIROCIN 1 g of ointment contains:
19,0 - 22,0 mg of mupirocin, i.e. 95,0-110,0 % of the 20,89 mg
declared content 104,4 %
KUIBKICHE BU3HAYEHHS 1 r Ma3i micTuTh
MYITIPOIIHY 19,0 — 22,0 mr myniponuny, 1.e. 95,0 — 110,0 % Bix 20,89 mr
3aABJIEHO] KIIBKOCTI 104,4 %%
RELATED SUBSTANCES Impurity C: not more than 4 % 1,919 %
Impurity D: not more than 1 % 0,197 %
Impurity E: not more than 2 % 0,385 %

Impurity IH: not more than 0,3 %
Impurities A, B, F: not more than 1 %

CTOPOHHI ZOMILUKHA Homimxa C: He Oinbie 4 %

not detected
< LOQ*, 0,166%, 0,381%

Any other impurity: not more than 0,5 % 0,155 %
Total impurities: not more than 6 % 3,202 %

1,919 %
Homiwmxa D: ne 6insiue 1 % 0,197 %
Homimka E: ve Sinpure 2 % 0,385 %
Homimka HI: e 6inpue 0,3 % HE BHABISHO
Homimrkun A,B,F: e 6inpime 1 % < LOQ*, 0,166%, 0,381%
bynb-sxa iHa nomika: ve Ginpiue 0,5 % 0,135 %
Cyma BCix AoMIWok: He Ginpie 6 Y% 3.202 %

Seenitsror 1507, A.




B Elu Pﬂ Pharmaceuticals and cosmetics, Inc., QUALITY CONTROL DEPARTMENT

Ulica Danica 5, 48 000 Koprivnica, Croatia
benymo, niku ta KocMeTuka, A.1., BI/UTIT KOHTPOJIO AKOCTI
BYJL. [laniua 5, 48000 Konpusnwnus, Xopearis

BATCH CERTIFICATE
CEPTU®IKAT SIKOCTI CEPIN

Product name: BONDERM, ointment, 20 mg/g, Manufacturing date: 01.2024
15 g in tube Nel in box
HajiMenyBaHHA UpoayKTY: bOHZAEPM, mazn, 20 Mr/r, Hata BupoOHULITREA; 01.2024
nmo 15 ry Ty6i; no 1 Ty6i B kapTOHHIH NauLi
Batch No: 24295014 Expire date: 06.2025
Cepia Ne: 24295014 [Tpunaruuit no: 06.2025
Cropinka2 32
PARAMETERS REQUIREMENTS RESULTS
HAPAMETPH BIIMOI'H PEIYJIbTATH
MICROBIOLOGICAL PURITY TAMC:10%cfu/g <10
TYMC: 10 cfu/g <1
Staphylococcus aureus in 1g: absence Absence
Pseudomonas aeruginosa in 1g: absence Absence
MIKPOEBIOJIOI'THHA YHMCTOTA TAMC:10°KOE/r <10
TYMC: 10! KOE/r <1
Staphylococcus aureus 8 1 r — pigcyTHiid BigcyrHiit
Pseudomonas aeruginosa 8 1 r — BincyTHil Bigcyruiii

* LOQ — Mexa xinbkicHore BU3HaYe s

Conclusion: I 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 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.

Bucnopok: LIuM ninTeepmxyeMo, 110 BUILEBKA3ZaAHA iH(opMaLg € nocToBipHOO | Tounow. [(aua cepis npoaykry Gyna nposejewa,
DIVHOUAIONH YTIAKOBKY, MAPKYBAHHA Ta NEPEBIPKY SKOCTI, i BANYIUCHA HA BHIEBKA3aHOMY BUPOOHHYOMY MaliauuMKy B HOBHIMH
BIANOBIAHOCTI 3 Bumoramu GMP Ta Hopmamu crienmdikauil peecTpaniiiHoro nocsiavents kpaiun iMnoprepa. [Tporokon na cepiio
Oys nepegipenuit i Bu3HaNLi BinnosimruM BuMoram GMP.

Qualified Person:

I. Kaldi¢, M.Sc.Spec.
YnorHOBaxeHa ocoba:
I Kanmunu, mp.cin. cnen,

Date / Jlata: 30.01.2024




