AEPKABHA CIOYXKBA 3 JHIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMHA
Y JHIIIPOIIETPOBCBKIN OBJACTI

Huinpo, wi.CoGopHa 4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kog €APITOY 37070665

BHCHOBOK
Npo SIKiCTh BBE3€HOr0 B YKpaiHy JiKapchbKoro sacoly
06.09.2023 . Ne 44894/23/0411
BEJOJIEPM

(HaliMeHYBaHHS Jlikapcbkoro 3acoly 3riAzo 3 peecTpallifHuM NOCBIAMEHHAM)
KpeM VA 30BHIMHbOr0 3acrocyBanns, 0,05 %, no 30 r y Ty6i; mo 1 Ty6i B kapToHHiii
Kopoomi

(dopmMa BHMycKy, NO3YBaHHS, BUJ [IAKyBaHHA JIIKAPCHKOro 3acoly)
Howmep peectpauiiinoro noceimuenns UA/9695/01/01 crpox aii peectpauitinoro nocsizuenns 01.01.2099
Cepis sikapcekoro saco6y Ne 22388043 Kinbkicts BBE3€HOTO0 JiKapcbkoro sacoby 107

BupoGHux benyno niku Ta kocMeTHKa A.4., XOpBaTis

{HaliMeHyBaHHA BHpoOHHKA Nikapchkoro 3acoly, KpajHa MOXQAXKEHH }

Baeseno B Vipaiuy TorapucTBO 3 00MexeHo010 BinnoBinaabHicTio ""Ba/IM", inent. koa:
31816235

(ualiMeHyBaHHA Ta koa 3a €IPTIOY iopuanyHoi ocobu abo npisBKLle, iM'a, Mo GaTbKoBi QizHyHOT
0cobH - nianpuemus, i Micue NpoxUBaHHA Ta peecTpallifiHHit Homep 061iKOBOT KAPTKHM TUIATHHKA
nonarkie aGo cepid Ta HoMep nacmopTa)

MpoTokon Bisyansroro xourpomo sin 05.09.2023 N 07-01/2537/4.

3a pe3jynsTaTaMM JepiKaBHOTO KOHTPOJIO BCTaHOBJEHO, WO Jikapchkud 3aci6 BBezeHo B VKpaiHy 3
AOTPHMAHHSAM BrMor 3aKOHOAABCTEA MO0 3a0€3NeIEHHs AKOCTi NikapchkuX 3aco0iB.

B.o. nayaneruka Jlep:xaBHoi cnyxOu 3
JKapchKHX 3aco0iB Ta KOHTPOIIIO 3a
P ; PR 52 W Harans MAHJIPUKA
HApKOTHKaMH y [[HInMponeTpoBChbKiH
obmacri
(nocanoea ocoba opraHy IepXaBHOTC KOHTPOIIO) (mignuc) (iHiuiamy Ta npisBuILE)
M.IL

Konropiuikosa IOnin +38{000



@ B E I.“ Fn Pharmaceuticals and Cosmetics, Inc., QUALITY CONTROL DEPARTMENT

Ulica Danica 5, 48 000 Koprivnica, Croatia

Benyno, IiKA TA KOCMETHKE, 1.1., BUIIKORER GRS
sy JMauina 5, 48000 Konpuprmg, Xopeatit
BATCH CERTIFICATE
CEPTH®IKAT AKOCTI CEPIL
Product name: BELODERM, cream for external use Manufacturing date; 04.2023
0,05 %, 30 g in tube Nel
HaiiMeHYBaHHSA IPOAYKTY: BEJICAEPM, kpeM and 30BHILTHEONO JlaTa BApoOHAITEA: 04.2023
sactocyeamna 0,05 %, mo 30 r y Ty6i Nel
Batch No: 22388043 Expire date: 04,2027
Cepin No; 22388043 IIpanarauit Ao: 04.2027
Quantity: 2637pcsa'dlg Cropinxka 113 2

Kimnxicrs: 2.637 ym. mo 30

Marketing Authorization in Ukraine: UA/9695/01/01 unlimited
Pecctpaniitne nocrigzerns 8 Yepaiui: UA/9695/01/01 aie 6ezctporoso
Conclusion of confirmation GMP: Nt 449/2022/C-866 from 08.11.2022
BHcHOBOK MixTeep/pkeHHs cepradicary GMP: Ne 449/2022/C-866 pinx 08.11.2022
Manufacturing authorization: Ne381-10-05/162-17-16

Jlinen3is ga sApobAMITEO: Ne381-10-05/162-17-16

Manufacturer: Belupo, pharmaceuticals and cosmetics, Inc., Croatia
Bupobauk: Beayno, nixa Ta xocMernka, 1.4., Xopearit

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

Aapeca papobmuirea: Byn. Hauina 5, 48000 Konpusasip, Xopsarix

PARAMETERS REQUIREMENTS RESULTS
IDAPAMETPH BHMOTH _ PE3SYJBTATH
APPEARANCE White, homogeneous cream without mechanical impurities, Complies
OIHC Binuii, roMoressni kpeM Gen MEXaHITANX BEMIOYCH, Bignosigae
IDENTIFICATION OF Retention time of main peak in the chromatogram obtained Complies
BETAMETHASONE with sample solution corresponds to retention titne of the
DIPROPIONATE betamethasone peak in the chromatogram obtained with
{HPLC) standard solution.
OIKATLILT Yac yTpHMyBaHHA 0CHOBHOTO IHKY Ha XpOMATOTpaMi Bimmorigae
BETAMETA30OHY BHIPOOYBAHOTO POFHHY Ma€ BifTIoRiga™ vacy
JUITPOIMOHATY YIpAMYBAHHA MKy GeTaMeTasoRy HA XpoMaTorpami
(BEPX) CTEHIAPTHOIC PO3YHHY
IDENTIFICATION OF Retention time of main peak in the chromatogram obtained Complies
CHLOROCRESOL with sample solution corresponds to retention time of
{(HPLC) chloroeresol peak in the chromatogram obtained with
standard solution,
IMEHTHOIKAITT XJIOPKPE3OMY | Yac yTpuMyBaHHN OCHOBROIC Ky HAE XpomMarorpami Bimmoeinac
(BEPX) mumpo0yBaHore  posuuHy Mae  B{AmoBijaTH  wacy
YIDHMYBAHHL OiKy XJIOPKPE30Ny HAa  XPOMAETOrpami
CTAHAAPTHOT) PO3TUHY.
pH 45-55 51
AVERAGE FILLING MASS Not less of nominal mass, filling mass variation of average is o6g
not more than 10 % 0,3%t01,7%
CEPEIOHA MACA BMICTY He MeHII BOMIHANEHOK BifXHACHHA MAacH BMICTY TyOd Bif 061
VTIIAKOBKH cepenesoi He Gineme =10 % 0,3%x01,7%
PARTICLE SLZE Not more than 60 pm < 60 pm
FO3IMIP YACTKH He Ginewne 60 MxM < 60 MEM
RELATED SUBSTANCES Betamethasone-17-propionate: not more than 0,5 % <LOQ*
Betamethasone-21-propicnate: not more than 0,5 % 0,105%
Eack of individual unknown substance: not more than 0,5 % <LOQ*
Sum of all related substances: not more than 2,5 % 0,105%
<LOG*
BH3HAYEHHA TOMIIIOK Beramerason-17-npomiorar: He 6imem 0,5 % 0,105%
BeramerasoH-2 [-pomioHat:: He 6iabur 0,5 % <LOQ*
Koxmoi ingusigyamrol Heigerrmdixosanol momiomm: me
6impwe 0,5 % 0,105%
Cyma yoix pominrog: e Gineme 2,5 %




@ n EI.“ Pﬂ Pharmaceuticals and Cosmetics, Inc.,

Ulica Danica 5, 48 000 Koprivnica, Croatia

QUALITY CONTROL DEPARTMENT

Benyno, MiKH Ta KOCMETHKA, 1.4, BIUINT KOHTPOITO SKOCTL
By« Janiua 5, 48000 Konpupmuus, Xopsaria
BATCH CERTIFICATE
CEPTH®IKAT AKOCTI CEPIi
Product name: BELOQDERM, cream for external use Manufacturing date: 04.2023
0,05 %, 30 g in tube Nel
HafiMeHyBaHHA TPOLYKTY: BEJIOJIEFPM, xpeM Aia 30BHIHLOTO Jara sapoSHMITEa: 04.2023
sacrocynanns 0,05 %, no 30 r y Ty6i Nel
Batch No: 22388043 Expire date: 04.2027
Cepig Ne: 22388043 [pegaramit 10 04.2027
Cropinka 232
PARAMETERS REQUIREMENTS RESULTS
MAPAMETPH BHMOTH PEIVIILTATH
CONTENT OF 0,475 - 0,525 mg/g, 0,494 mg/g
BETAMETHASONE i.e. 95,0 — 105,0 % of the declared content 98,9 %
KUTBKICHE BH3HAYEHHA | 0,475- 0,525 mrir, 0,494 Mr/r
BETAMETA3CHA abo 95,0 — 105,0 % six 3ax8ncHO] KiTb&OCTI 98,9 %
CONTENT OF CHLOROCRESOL | 0,9— 1,1 mg/g, 0,992 mg/g
i.e. 90,0 — 110,0 % of the declared content 99,2 %
KUILKICHE BH3HAYEHHA | 0,9-1,1 i, 0,992 mr/r
XJOPKPE3QITY To6TO. 90,0 - 110,0% Big 3a4BMCHOI KUILKOCTI 99,2 %
MICROBIOLOGICAL PURITY TAMC: 10 ofivg <1¢
TYMC: 10" cfu/g <10
Staphylococcus aureus in 1 g: absence Absence
Pseudomonas aeruginosa in | g:absence Absence
MIKPOBIQJIOTTYHA SUCTOTA TAMC:10? KOE/r <10
TYMC: 10! KOEr <10
Staphylococcus aureus B | 1 BigcyTna Bigcyras
Pseudomonas aeruginosa B 1 r; Bincyraa Bincyrus

* LOQ — Mexa KiNBKICHOTO BUIHAUCHHS

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 fufl 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.

Bucaosok: Ll nigTeepmxycmo, Mo BUmeskasata indiopMania € JocToBipHOI | TogH0W, [lana cepia mpoaykTy Gyna nposeaeHa,
BKIIOYAIONH YIAKOBKY, MAPKYBSHHA T4 HepeRipky SKOCTI, i BHITYI¢HA HA BHUICBKA3ZHOMY BHpOGHUMOMY MAHRAHIHKY B NOBHIH
pinmosiHocTi 3 BAMoramt GMP Ta HopMamu cneuadixanil peccTpaniiitoro mocsiftent kpaimy iMnoprepa. IIpoToxon Hea cepino
6yp mepesipennit i BuzHAHEI BiATORIMHEM BHMoram GMP,

Qualified Person:

L. KalZié, M.Sc.Spec.
VoosHOBaxkeHa ocola:
LKanmumug, Mp.c1l, coer.
Date/MaTa:12.06.2023




Pharmaceuticals and Cosmetics, Inc., QUALITY CONTROL DEPARTMENT
Ulica Danica 5, 48 000 Koprivnica, Croatia
Beayno, K Ta KOCMETHKE, LI,

Bya. Janiia 3, 48000 KonpueHuisi. XopeaTis

OTAEN KOHTPOJII KAYECTBA

BATCH CERTIFICATE
CEPTHOUKAT KAYECTBA CEPHHA
Product name: BELODERM, cream for external use Manufacturing date; 04.2020
0,05 %, 30 g in tube Nel
Harvenoparne OpoRvKTa: BEJIOJIEPM, xpeM A7 30BHITUHLOTO Jarta opou3BOACTRA: 04.2020
3actocysanns 0,05 %, no 30 r y Ty6i Nel
Batch No: 24968040 Expire date: 04.2024
Cepus Ne: 24968040 Yones no: 04.2024
Quantity: 4912 pcsa'30e Crpanwnua | u3 2
Konuuaectso: 4912y no30r
Marketing Authorization in Ukraine: UA/9695/01/01 unlimited
PeructpamonHoe yRocTosepenue 8 Ykpauue: UA/9695/01/01 zeficteyeT Gececporto
Conclusion of confirmation GMP: Ne 259/2020/C-644 from 23.07.2020
3axmovenne NoaTsepiIeHns cepTdurara GMP: Ne 259/2020/C-644 o1 23.07.2020
Manufacturing authorization: Ne381-10-05/162-17-16
Jlnnensus Ha npoussoxcTso: Ne381-10-05/162-17-16
Manufacturer: Belupo, pharmaceuticals and cosmetics, Inc., Croatia
ITpoussoautens: benyio, nexapeTsa ¥ XOCMETHKE, 4.0., XOPBATHA
Manufacturing site: Ulica Danica 5, 48 000 Koprivnica, Croatia
Agzpec mpoussonacTsa: sy Hanina 5, 48000 Konpueruus, Xopsearia
PARAMETERS REQUIREMENTS RESULTS
NMAPAMETPBI TPEBOBAHHA PE3YJBTATHI
APPEARANCE White. homogeneous cream without mechanical impurities. Complies
OIHCAHHE Besngiit. romMercHHeii xpeM 023 MEXAHHYCCKUX BRIIOYCHMIL. COOTBETCTBYET
IDENTIFICATION OF Retention time of main peak in the chromatogram obtained Complics
BETAMETHASONE with sample solution corresponds to retenticn time of the
DIPROPIONATE betamethasone peak in the chromatogram obtained with
(HPLC) standard solution.
HAEHTHOUKALIUSA Bpesst yACPHKUBAHES 0CHOBHOTO [IHKA HA XpOMaTOrpaMMe CootercrayeT
BEETAMETA3QHA HCTTRITYEMOTO PACTBOPA JA0JIKHE COOTBETCTBOBATE BPEMEHH
JHUNPOIMAOHATA YASPHHUBAHNY NHKA OSTAMETAIOHA HA XPOMATOIPAaMME
(BEZXX) CTAHIAPTHOID PACTROPA. )
IDENTIFICATION OF Retention time of main peak in the chromatogram obtained Complies
CHLOROCRESOL with sample solution corresponds tc retention time of
(HPLO) chiorocresol peak in the chromatogram obtained with
standard solution.
MABHTHOHKALIHMA Bpema yaep:iiBanud OCHOBHOTO MK Ha XpoMaTorpasMme Coorsercrayer
JIOPKPE3OJIA VCHBITYEMOrO PAcTBOPA KOMKHO COOTBCICTBOBATH BPEMEHU
(B3XKX) VACDWHBAHMS THKA XJIOPKPE30Ja HA  XpOMaTorpame
CTEHIAPTHOIO PACTROpA.
pH 45-55 3i1
AVERAGE FILLING MASS Mot less of nominal mass, individual filling mass variation of 30.6¢g
average filling mass is not more than + 10 %. -0,8 %10 0.6 %
CPEJHSAS MACCA He menee HOMMHANBHON, OTKIOHCHHS MacChl COIEPKHMMOI0 06T
COIOEPKHMMOIC YITAKORKH KaAIoH TYOb! 0T cpeanei ne Gonee £ 10 %o, -0.8 % 10 0,6 %
PARTICLE SIZE Not more than 60 um <60 pm
PASMEP YACTHL] He Bonee 60 MM < 60 MEM
RELATED SUBSTANCES Betamethasone-17- propionate: max 0,5% < LOQ*
Betamethasone-21- propionate: max 0,5% < LOQ*
Any individual unknown related substance: max 0,5% < LOQ*
B The sum of all substances: max 2,5% < LOQ*
OIIPEAEAEHWE IIPUMECEHX beramerazon-17-nponuorar He Gonee 0,5% < LLOQ*
Beraverason-21-nponuorar se Sonee 0,5% < LOQ*
Kawxgof enpvydol HenaeHTH(GHUBPOB2HHON IPUMECH He < LOQ*
domee 0.5%
Cyyna Beex npHMeced He upessiaet 2,.5% <LOQ*

O.an waass fip ewof soge




Byi. Janita

o Pharmaceuticals and Cosmetics, Inc.,
Ulica Danica 5, 48 000 Koprivnica, Croatia
benymo, Ky Ta KOCMETHKA, .11,

3, 48000 Konprerunsg, Xopsartid

QUALITY CONTROL DEPARTMENT

OTAEJ KOHTPOJIA KAYECTBA

BATCH CERTIFICATE
CEPTHDHKAT KAUYECTBA CEPHHA
Product name: BELODERM, cream for external use Manufacturing date: (04,2020
0.05 %, 30 g in tube Nel
HanMeroBaHue MpoIyKTa: BEJIOIEPM, xpeyM m14 30BHIITHROTO Jata npow3BOACTRA! 04.2020
zacTocyeannd 0,05 %, 1o 30 T v y5i Nel
Batch No: 24968040 Expire date: 04.2024
Cepus Ne: 24968040 Toxen no: 04.2024
Crpawyuz 2 u3 2
PARAMETERS REQUIREMENTS RESULTS
MMAPAMETPDI TPEGOBAHIHA PE3YJILTATEHI
MICROBIOLOGICAL PURITY TAMC: 107 cfulg, <10
TYMC: 10! cfivg <10
Staphylococcus qurens in | g absence Absence
Pseudomonas aeruginosa in | g:absence Absence
MUKPOBUOJIOTHYECKAA TAMC:10* KOE/r <10
YHCTOTA TYMC: 10' KOE/r <10
Staphylococcus aureus 8 1 1 oTCYTCTBYCT OrcyTeTBYET
Pseudomonas aeruginosa 8 1 r: orcyrerayer OteyTeTayeT
CONTENT OF 0,475 - 0,523 mgfe, 0,501 mg/g
BETAMETHASONE i.e. 95,0~ 105.0 % of the declared content 1001 %
KOQINWYECTRBEHHOE 0,475 — 0,525 mr/r, . 0,501 mr/r
OIIPENEJEHHE wnas 93,0 — 105.0 % 0T 3a8B/ICHHOTC KOJIHYSCTRA 100.1 %
BETAMETA30HA
CONTENT OF CHLOROCRESOL 0,9—1,1 mg/g, 1007 mg/g
ie. 90,0 - 110.0 % of the de¢lared content 100,7 %
KOJMYECTBEHHOE 0.9~ 1,1 mr/r, 1,007 sr/r
OINPEAEJNEHHE XJIOPKPE3OJA | 1.e 90,0—110,0 % o1 384BJeHHOC0 KOINYECTEA 100.7 %

#* LOQ - npejie) KoJHYCCTECHROTO ONpeIeaCHNS

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,

3axmouenne: HacToAUMM TOATBEPIKIAEM, 4TO BhIIeyKalanHas MHGOpMalys ZBIsicTes AoCTOBepHOH # Tounol. JManuas cepus
npoaykTa (BL14 IIPOM3IBEICHA. BK/IOUAN YM4KOBKY, MAPKHPOBRY M TPOBEPKY KauCCTRA, M BHMYMEHA Ha BRMICYKazaHHoH
NPOK3BOACTEEHHON MNIOIATKE B ITOAHOM COOTBETCTBMH ¢ TpeboraHusmMu GMP n HopMaMmu CrieUH$GUKABHH PErHCTPALMOHEOTO
VAOCTOBEPEHHS CLpats! HMIIODTEpa. [[poTokea Ha ceprio G111 NpoBEpCH M NPHIHAH coorBeTCTEYIOMM Tpebopanusiy GMP.

Qualified Person: S BELUPG

1. Kaléi¢, M.Sc.Spec. Cni i, c
1 SR L

VosnHoMOgeHHOE THILO! SR OTRTy G

Y. Kanupy, Mp.cu. creil.
Date: 07.05.2020
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JEPXKIIKCITYKBA YKPAIHA
AEPKABHA CJIYKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTHKAMM Y KHIBCLKIM OBJIACTI

npocnexr Banepis Jlo6anosceskoro, 51, M. Kuie, 03110, Ten/dakc: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kox €EAPTIOY 37078774

BHUCHOBOK
Npo fAIKiCTh BBe3eHOro B YKpaiHy Jikapcskoro 3acoly

17.08.2020 Ne 39227/20/10

BEJIOJEPM

(matiMeHyBaHHA Jikapcekoro 3aco0y 3riqHO 3 peecTpPaliiHUM NOCBI AYeHHAM)
KpeM JJIsl 30BHIMHE0ro 3actocyBanns 0,05% mo 30 r y Ty6i; mo 1 Ty6i B kapronuiii kopo6iri

(dbopma BunyCKy, [O3YBaHNs, BUA NAKYBAHHS JTiKApCEKOro 3acoby)

Homep peectpauiitnoro nocsimuenns UA/9695/01/01 crpox nii peectpaniiinoro nocsiguenns 01.01.2099

Cepis nikapcekoro 3acoby Ne 24968040 Kinukicts BBE3eHOTO Jikapebkoro 3acoby 1000
Bupo6HuK Benymno, 1iky Ta KOCMETHKA, JL.J1., XOpBaTis
(HaifiMeHyBaHHSA BHPOGHMKaA MiKAPCEKOTO 3ac00y, KpaiHa IIOXOIKSHHS)
Baeseno B Ykpaidy CrhinnpHe ykpaiHCchKO0-eCTOHCHKE HNiANPHEMCTBO Y GopMi ToBapHcTBa
3 o0MexkeHOH BianosiaiasHicTio "OnTiMa-®apm, JITL", inenr. koa:
21642228

(uaiimenyBanns Ta kox 3a €JIPTIOY opunuunol ocobu abo npiseumte, iM'a, Mo GaThkob iswanol
ocobu - mianpHeMus, 1i Miclie MPOXHUBaAHHA Ta peecTpaliiiiuil HoMep 001iKOBOT KApTKY NNIATHHKA
noxiaTkis abo cepid Ta HOMEp NacnopTa)

MpoTtokoa sisyaannoro kontpoas sia 06.08.2020 Ne 2509/10.

3a pe3ylbTaTaMd JED:KABHOrO KOHTPOJIO BCTAaHOBIEHO, IO JiKapchkuit 3aci6 BBesemo B VYipalny 3

JAOTPHMAHHSM &

I' 3aKOHO/IABCTBA WOIO 3a6e3MedeHHs SKOCT] JIKapChKHX 3ac0o0iB.

Onexciit COJIOJIPAM

#d kourpoo) \)(gnlinnnc) (inirianu Ta npizpune)
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