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Pharmaceuticals and cosmetics, Inc., QUALITY CONTROL DEPARTMENT
48 000 Koprivnica, Danica 5, Croatia

SeYTIo, AIKE Ta KOCMETHKS, 1.1.,

48000 Konpusrnig, sy Jaunina 5, Xopearis

OTIAEJ KOHTPOJUI KAHECTBA

BATCH CERTIFICATE
CEPTUHOUKAT KAYECTBA CEPHH

Product name: BELOGENT, ointment 30 g in tube Nel Manufacturing date: 042020
HaymeHoBaHKE POTYKTA: BEJIOTEHT, mazp, mo 30 ry 1y6i Nel Jara npouH3R0ACTRA: 04.2020
Batch No: 24936040 Expire date: 04.2024
Cepus Ne: 24956040 Tlomes zmo: 04.2024
Quantity: 4.870pcsa'itg Crpasnua [ u3 2

Komuuectso: 4870 ym. mo30r

Marketing Authorization in Ukraine: UA/10920/02/01 valid till 09.10.2020
Peructpaunonsoe yaocTopepenye B Yxpaune: UA/10920/02/01 aeiicrsyet no 09.10.2020
Conclusion of confirmation GMP: Ne 259/2020/C-644 from 23.07.2020

3akmovcune noaTRepkaeHs cepTrduxata GMP: Ne 259/2020/C-644 o1 23.07.2020
Manufacturing authorization: Ne381-10-05/162-17-16

Jlunensus Ha npoussogcTso: Ne381-10-05/162-17-16

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

HMpouseonutens: Benyro, NexapeTsa M KOCMETHKE, I1.4., XopBaTHs

Manufacturing site: Ulica Danica 5, 48 000 Koprivnica, Croatia

Azpec mpou2soAcTEa: BY/. Janina 5, 48000 Konpusanns, Xopsartisa

PARAMETERS REQUIREMENTS RESULTS
TMAPAMETPBI TPEBOBAHIA PEIVIIBTATHI
APPEARANCE White semitransparent homogenous ointment. | Complies
OIMHMCAHHE Beitas nonynpospaiuasi 'OMOTCHHEAR MA3b. CoOTBeTCTRYST
FILLING MASS Notlessthan30 g Complies
PACKAGE 30 g !
MACCA COIEPKHMMOI'O | Hemenee 301 Coorsercrayer
YHIAKOBKATIO 30
pH 40-30 4.9
PARTICLE SIZE Not more than 6G um <60
PA3MEP YACTHI] He Gonee 60 Mxu
IDENTIFICATION OF The retention time of the main peak in the chromatogram obtained Cemplies
BETAMETHASONE with the sample solution corresponds to the retention time of the
DIPROPIONATE betamethasonce dipropionate peak in the chromatogram obtained with
standard solution.
HUIAEHTUDHKALMA BpeMsa vaepxnBaHKs OCHOBHOTC NMYKA Ha XPOMATOIpamMe Cootsercrayer
BETAMETA30OHA HCTLITYEMOrQ PACTBOPA JO/KHG COOTRETCTROBATL BPEMCHHE
JHTPOITMOHATA YACPKHBaHKA THKa GeTaMeTasoHa IMNPoNKMONaTa Ha
XpOMaTOrpaMMe CTaHIapTHOTe PacTBopa
IDENTIFICATION OF Size and position of 3 principal spots in the chromatogram obtained Complies
GENTAMICIN SULPHATE with sample solution corresponds to that obtained with the standard
solution.
AAEHTHOHUKALIMS PazMep ¥ MONOKEHHE TPEX OCHOBHBIX [ TEH Ha XpOMaTOrpaMme CooTsercrByeT
TEHTAMULIHHA CYJIbQATA MCIBITYEMOrO PACTBOPE J0/UKHEL COOTBEICTBOBATL PasMEPY U
TTONOMKESHHIO NATEH Ha XPOMATATPAMME CTARNAPTHOTO PacTsopa.
RELATED SUBSTANCES Any single impurity — not more than 1,5% <LOQ*
Only one impurity can be greater than 1,0% complies
Sum of all impuritics — not more than 2.3% <LOQ*
MOCTOPOHHME MIPUMECH Coaepxanne modoH equHHuHON IPHMECH HE JIOMKHO TTPEBLIIATE <LOQ *
1,5%
CoaepixaHte TOIBKO 0AHOH npuMecy MoxeT npeesimars 1,0% CooteeTcIRyET
CyMMApHOE cOJiEpXauue [IpHMeceil He JA0DKHO IpesEImaTs 2.5% <LOQ *
CONTENT OF 1 g of ointment contains 0,475 — 0,525 mg of betamethasone. 0,499 mg/g
BETAMETHASONE 93.0 -~ 105,0 % of the declared content ' 99,7 %
KOMMYECTBEZHHOE 1 1 masy coaepaut 0,475 — 0,323 mr GetameTazona, 0.499 mr/r
OITPEJEJIEHHE 93.0 — 103,0 % or 3a8BNeHHOTO KOIHYECTBA 99.7%
BETAMETA3OHA //

X. 0. W 430 bro Y. Of.




Pharmageuticals and cosmetics, Inc.,

48 000 Koprivnica, Danica 5, Croatia
Bemyno, f1iKH Ta KOCMETHKA, T.A.,

48000 Konpusuuug, ryi. Haniua 5, Xopgatis

QUALITY CONTROL DEPARTMENT

OTAEJ KOHTPOJIA KAUECTBA

BATCH CERTIFICATE
CEPTUOUKAT KAYECTBA CEPHHA
Product name: BELOGENT, ointment 30 g in tube Nel ~ Manufacturing date: 04.2020
HaumMeHosakue npoaykra: BEJIOTEHT, mazb, nio 30 r v 7vbi Nel Jata mpoH3BoICTBA: 04,2020
Batch No: 24956040 Expire date: 04.2024
Cepua Ne: 24956040 Tonen a0: 04,2024
Crpannna 2 u3 2
PARAMETERS REQUIREMENTS RESULTS
NAPAMETPBI TPEGOBAHHSA PE3YIBTATDI
CONTENT OF | g of ointment contains 0,93 — .03 mg of gentamicin, 1,002 mg/g
GENTAMICIN 95,0 = 103,0 % of the declared content 100.2 %
KOJIHYECTBEHHOE I raasu comeput 0,95 —~ 1,03 Mr resTaMuiiHa, 1,002 mrfr
OIPEAEJIEHHE 95.0 - 105,0 % 0T 3aABAcHHOTO KOTHUSCTRA 100.2 %
TEHTAMMIIMHA
COMPOSITION OF GENTAMICIN | C: 25,0-50.0 % 323%
| SULPHATE . Cia: 10,0-350% 23,1 %
| KOMITOHEHTHBIH COCTAB | Ca+ Cyp 23.0-55.0% 44.6 %
TEHTAMHULIMHA CYTIbGATA
! MICROBIOLOGICAL PURITY TAMC: 107 cfuig <10
TYMC: 10" cfg <10
Staphylococcus qureus in 1 g: absence Absence
Pseudomonas aeruginosa in 1 g: absence Absence
MUKPOBHOJIOTMYECKAS TAMC:10° KOE/r <10
UHUCTOTA TYMC: 10" KGE/r <10
Staphyiococcus aureus B 1 1 OTCYTCIBYET OrcyrerByeT
Pseudomonas aeruginosa B 1 T OTCYTCTBYET OreyTerBYeT

* LOQ — npeses KoaHUECTBEHHOTC ONPEACICHNS

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.

Saxmouwenue: HacTosimmM noaTBepikaaes, uTO BhIIeyxasanHas HeE(OpMalMa fpiseTcd IocTomepHOH W Tounol. [lanuas cepud
apoiykTa Obila NpoW3BEASHA, BKIIOHAS YIAKOBKY, MADKHPOBKY H IIPOBEPKY KAYECTBE H BHOYLICHA Ha BhILICYRa3aHHOH
{lpOHEBO,Zl(.'I‘Bt:HHOH [UIOIHANKE B NOIHOM COOTBETCTBHH C TPGGUBBHHSIML{ GR’IP W HOpMasMH C[IELIH(i)HKaLUn{H PETHCTPAUMCHHEOIO
YIOCTOBEPENHA CTPaHE HMAOpTERa. [TIpOTOKON Ha cepuio GBI IPORCHEH B MPH3HAH COOTRETCTBYIOMIINM Tpedosanuay GMP.

Qualified Person:

L. Kal¢i¢, M.Sc.Spec.
VNonHOMOMRHHOS AHIO!
. Kanuuy, mp.cu. cne.
Date:  04.05.2020
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JIEPYIIKCITYXBA YKPATHIA
AEPKABHA CJIIYKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMY Y KHiBCBHKIN OBJIACTI

npocnext Banepia Jlo6anoecekoro, 51, M. Kuis, 03110, Tes/taxc: (044) 2753030
E-mail: dIs.ko@dls.gov.ua, Kox €ZIPTIOY 37078774

BHCHOBOK
PO SIKiCTH BBe3eHOro B YKpaiHy JiKapchKoro 3acoby

17.08.2020 Ne 39225/20/10

BEJOI'EHT
(HaliMeHYBaHHA NiKAPChKOro 3aco0y 3TiIHO 3 peccTpaliHHEM NIOCBIAYEHHAM)
ma3b 10 30 r y 1y6i; mo 1 Ty6i B kxapToHHii navwui
(dopma BunycKy, n03yBanHA, BHjI IAKYBAHHS JIKaPCHKOTo 3aco0y)

Homep peectpauiiinoro nocsimaerns UA/10920/02/01 crpox xii peecrpauiiinoro mocsinuenns 09.10.2020

Cepisa mikapcekoro 3acoby Ne 24956040 Kinekicth BBe3€HOTO NiKapcbkoro 3acoby 2870
BupoGHuK benymo, niku Ta KocMeTHKa 1.1., XopBaTis
(HafiMenyBaHHS BUPOGHHKA JIiKAPCHKOTO 3aco0y, KpaiHa MOXOMKEHHs )
BreseHo B Vipainy Cninpre ykpainenko-ecToHChKe NiupueMeTso y hopmi ToBapHcTBa
3 oOMmekenol0 BinnoBitannuicTio "Onrima-Papm, JITH", igenr. ko
21642228

(maiiMenyBanns ta koz 3a €IPTIOY 1opuauunoi ocobu aGo npiseuine, iM', TI0 OATEKOBI hiznuHoT
0COGH - MANPHEMLL, T MiCIIe IPOXHUBAHHA Ta PEECTPALiMHHI HOMEp 061iK0BOT KapTKH TUTaTHHKA
noAaTKiB abo cepis Ta HoMep nacnopTa)

Iporokoun BisyaneHoro kourpostio sin 06.08.2020 Ne 2509/8.

3a pesynhTaTaMM [JEPKABHOTO KOHIPONKO BCTAHOBJEHO, IO JIKApChKMil 3aci BBeseHo B Yxpainy 3
AOTPHMAHHAM BHMOT 32aKOHOJABCTBA IUOA0 3a0e3IeUeHH SKQCTi JIiKapChKHX 3ac0bis,
i

Ouexkciit CONTOPAN

HiAMnuc) (imiwianu Ta npissuie)
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