%ﬁ Pharmaceuticals and cosmetics, Inc.,
Ulica Danica 3, 48 000 Koprivaica, Croatia
Benyno, aiku Ta KOCMeTHKa, A.A4.,

Byii. laniua 5, 48000 Konpusuuusg, Xopeatia

QUALITY CONTROL DEPARTMENT

OTHET KOHTPOJUI KAYECTBA

BATCH CERTIFICATE
CEPTHOHUKAT KAYECTBA CEPUYU
Product name: BONDERM, ointment, 20 mg/g, Manufacturing date: 04.2020
15 g in tube Nel in box
Harmmenosanue npoxykra; BOHJAEPM, mazs, 20 Mr/r, Jlata opou3BoCTRA: 04.202¢
50 15 ry Ty6i; no | 1y6i B kaproumiii nauni
Batch No: 19864040 Expire date: 10.2021
Cepus Ne: 19864040 Tozex mo: 10.2021
Quantity: 11,761 pesa'15¢ Crparmma | u3 2
Konuyectro: 1176l yn.mo 151
Marketing Authorization in Ukraine: UA/15555/01/01 valid till 10.11.2021
Pernctpanuonsoe ynocropsperne B Ykpaute: UA/15555/01/01 nefictayer a0 10.11.2021
Conclusion of confirmation GMP: Ne 259/2020/C-644 from 23.07.2020
3aKmoYeHHe IONTBEPKACHNS cepTHHKaTa GMP: Ne 259/2020/C-644 ot 23.07.2020
Manufacturing authorization: Ne381-10-05/162-17-16
Jlhuensus Ha npompoacTee: Me381-10-05/162-17-16
Manufacturer: Belupo, pharmaceuticals and cosmetics, Inc., Croatia
TTpoussoautens: bexyro, Aiky Ta KOCMETHKA, IL.A., XOpBaTia
Manufacturing site: Ulica Danica 3, 48 000 Koprivnica, Croatia
Anpec npoussoncTsa: Byn. Jariua 5, 48000 Konpusnunsg, Xopsatis
PARAMETERS REQUIREMENTS RESULTS
HAPAMETPEI TPEBOBAHHSA PE3VYJLTATHI
APPEARANCE Semitransparent, white ointment, Compties
CITMCAHKE Tfomynpospadiias Masb Sesnoro 1usera. Cootsetcrayer
MINIMUM FILL USP <755> Minimum il 15,8 g; complies
MHHHMAJIBHOE HATIOTHEHHE USP <755> MuruMansHoe HatioTHeHxe 15,8 1; cooTBercTRYET
IDENTIFICATION OF MUPIROCIN 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.
HAEHTU@HUKALA MYTIMPOLMHA | Bpems ylepwuRaHis OCHCBHOTO NUKA HA XpoMaTorpamMme CooTeTcTayeT
UCMBITYEMOTO PACTROPa AOMKHO COOTBETCTBOBATE
BPEMEHH YAEPHHBAHHA OCHOBHOTO NTYKA MYyIMPOLHEA Ha
XPOMATOTPaMMe CTAHAAPTHOTO PACTRODA.
CONTENT OF MUPIROCIN 1 g of ointment contains:
19,0 - 22,0 mg of mupirocin, i.¢. 95,0-110,0 % of the 20,87 mg
declared content 104,3 %
KOMHYECTBEHHOE 1 r Ma3H comepkuT
OTPEAEAEHHUE MYTIAPOUMHA 19,0 — 22,0 mr mynuponmua, r.e. 95,0 — 110,0 % ot 20,87 mr
3aABJISHHOTO KOJIMYECTBa 104,3 %
RELATED SUBSTANCES Impurity C: not more than 4 % 1.328 %
Impurity D: not more than 1 % 0,142 %
Impurity E: not more than 2 % 0.252 %
Impurity {I: not more than 0,3 % <LOQ*
Impurities A, B, F: not more than 1 % <LOQ*, 0,264 %, 0,516 %
Any other impurity: not more than 0,5 % <LOQ*
Total impurities: not more than 6 % 2,502 %
TIOCTOPOHHHME [IPHMECH Ilpumece C: ue Gonee 4 % 1,328 %
{ipumecs D: e Gonee 1 % 0,142 %
Tpmvecs E: ne Sonee 2 % 0,252 %
Hpmvecs I1I: re Goxee 0,3 % <LOQ*
Hpmmvecu A B,F: ue Gonee 1 % <LOQ*, 0.264 %, 0,516 %
Jhobas apyras npuMecs: ue Goxee 0,5 % <LOQ*
Cymma peex npumMeceii: me Dosee 6 % 2,502 %
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§§ Pharmaceuticals and cosmetics, Inc., QUALITY CONTROL DEPARTMENT

Ulica Danica 5, 48 000 Koprivnica, Croatia
Benyno, TiKA Ta KOCMETHKA, 1.1,
Byi. Jlaniua 5, 48000 Konpusrnus, Xopsaria

OTOEJ KOHTPOIIA KAYECTBA

BATCH CERTIFICATE
CEPTHOHKAT KAYECTBA CEPHI
Product name: BONDERM, ointment, 20 mg/g, Manufacturing date: 04.2020
15 g in tube Nel in box
Haumenopanne npoaykra: BOHIAEPM, ma3ss, 20 mMr/T, Jlata OpoM3BOACTRA: 04.2020
o 15 ry Ty6i; mo 1 1y6i B kapTonuii nauni
Batch No: 19864040 Expire date: 10.2021
Cepns No: 19864040 Toper no: 10.2021
Crpannia 2 u3 2
PARAMETERS REQUIREMENTS RESULTS
[IAPAMETPLI TPEBOBAHUA PE3YJILTATHI
MICROBIOLOGICAL PURITY TAMC:10%cfu/ g <10
TYMC: 19 cfu/g =)
Staphylococcus aureus in 1g: absence Absence
Fseudomonas aeruginosa in 1g: absence Absence
MHKPOBHOJIOT UYECKAS TAMC:10* KOE/r <10
YHUCTOTA TYMC: 10' KOE/r <1
Staphylococcus aureus B 1 r — 0TCYTCTBYET OrcyterBver
Pseudomonas aeruginosa 8 1 r— OTCYTCTBYET Orcyrereyer

* LOQ — npenen KCMMUECTBERHOrO CRPeAeIeHns

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.

Saxmoucnue: HacTosmpM NOATBEPXAACH, 9TO BLIUEYK23aHHAA HHGOPMALHS SEASETCH aocroseproil ¥ TouHOH. Jannan cepna
OPOAYKTa OblIa NMPOM3BENEHR, BKANYAX YTIAKOBKY, MApKHPOBKY M INPOBEPKY Ka4eCTRA, U BEINVIIEHA Ha BBIIHIEYKA3AHHOH
NPOUIBOACTBEHHON MIOLIAKKe B MOMHOM cooTmercTBuM ¢ Tpebosamusmu GMP u HopMamn cneumbHKanzM PErHCTPaliMOHHOTO
YEOCTOBEpEHHAS CTPaHbt uMnoprepa. IIpoTokon Ha cepuio OLLT IPOBEPEH H NPH3HAN COOTBETCTBYIOUMM Tpedosanmsm GMP.

Qualified Person:

I. Kal¢i¢, M.Sc.Spec. BELUPG
Y110/1HOMOYEHHOE HIIO: *"i@(ﬂ?}{géﬁ‘ﬂ}‘r&?}?& o
W Kamauy, Mp.cH, crien. JLbeRititics

Date: 21.09.202¢
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JEPXJIIKCIIYXXBA
JIEP’)KABHA CJIYXKBA 3 JIIKAPCbKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMH ¥ KHIBCBKIU OBJIACTI

npocnekt Banepis JloGarnoscekoro, 51, M. Kuis, 03110, Ten/daxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €JPTIOY 37078774

BHCHOBOK
npo sIKiCTh BBe3eHOro B YKpaiHy JlikapchKoro 3aco0y

04.11.2020 Ne 58146/20/10

BOHJIEPM

(HaliMEHYBaHHS NliKapchKoro 3acoly 3riiHO 3 peecTpauifHAM NOCBINYEHHAM)
ma3b, 20 mr/r no 15 r y Ty6i, mo 1 Ty6i y kapToHHiii mauui

((opma BHMyCKY, I03yBaHHA, BHJ NMAKyBaHHs Jikapcekoro 3acoGy)
Howmep peectpaniitnoro nocsimuenns UA/15555/01/01 ctpox aii peectpauiittoro nocsizdenss 10.11.2021
Cepis nikapcekoro 3aco6y Ne 19864040 Kinbkicts BBe3enoro nikapcskoro 3aco6y 2000

BupoGHHK Benyro, TiKH Ta KOCMETHKA, 1.11., Xopsaris

(naiiMeHyBaHHA BHpOOHHKA Nikapckkoro 3acoly, KpaiHa NOXOLKCHHS)

Beesero B YikpaiHy CniibHe YKpaiHCHKO0-€CTOHCHKE MANPHEMCETBO Y $opMi TOBapHCTBA
3 o6Meskeno0 BignoizaaenicTio "OnriMa-®apm, JITA", inenr. xox:
21642228

(aiiMenyBaHa Ta ko 3a €JIPITOY ropuan4Hoi ocoGu abo npissuLe, iM'a, no GaTbKkoBi Pisuanol
0co6u - nianprem, i MicLie NPOKUBAHHS Ta peecTpauifinnii Homep 061iKOBOT KAPTKH TIATHHKA
noaatkis abo cepia Ta HoMep nacnopTa)

Iporokon BizyansHoro koutpomio i 30.10.2020 Na 3719/6.

3a pesynbTaTaMH JIepKABHOrO KOHTPOMIO BCTAHOBIEHO, IO nmikapcbkuii  3acié BBeseHo B YkpaiHy 3

JAOTPHMAHHSAM BHMOr 3aKOHOJABCTBA LIOAO 3abe3nmeueHHs AKOCTI JikapchkHX 3aco0iB.
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