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Pharmaceuticals and cosmetics Inc., QUALITY CONTROL DEPARTMENT

Ulica Danica 5, 48 000 Koprivaica, Croatia
bemyio, Miky Ta KOCMETHKA, A.4.,
Byn. Nauina 5, 48000 Konpusmmn, Xopearis

OTHEJI KOHTPOJIA KAYECTRA

BATCH CERTIFICATE
CEPTHO®UKAT KAYECTBA CEPUH
Product name: BELODERM, spray 0,05 %, 50 mi Manufacturing date: 09.2020
in bottle Nol in box
Hammvienosauue npogykra: BEJIOLBEPM, cnpeii 0,05 %, o 50 ma Jara npousBoncTsa: 09.2020
¥ daakoni; no | dnaxowuy B kapTouHiit
nadui
Batch No: 25875090 Expire date: 09.2622
Cepus Ne: 25875090 Tozex zo: 09.2022
Quantity: 5.836pesa s0mi Crpanuua 1 u3 2
Konuuectro: 5.836 yn. mo 50 mn
Marketing Authorization in Ukraine: UA/9695/03/01 unlimited
Perrctpaimonnoe ynocrosepenne 8 Vipanne; UA/9695/03/01 nelictyer feccpouHo
Conclusion of confirmation GMP: No 259/2020/C-644 from 23.07.2020
Jawmovenne NOATBEPXAeHUA cepTudukara GMP: Ne 259/2020/C-644 ot 23.07.2020
Manufacturing authorization: Ne381-10-05/162-17-16
Jluuersas Ha npouseoactsc: Ne381-10-05/162-17-16
Manufacturer: Belupo, pharmaceuticals and cosmetics, Inc., Croatia
lporssomutens: Benyno, nikn Ta kocmeTyka, 1.1, XopBatis
Manufacturing site: Ulica Danica 5, 48 000 Koprivnica, Croatia
Anpec npomssogcTea: pya. Hariua 3, 48000 Konpzernna, Xopsaris
PARAMETERS REQUIREMENTS RESULTS
IIAPAMETPEI TPEBOBAHNIA PE3VJILTATBI
APPEARANCE Colourless, clear to slightly opalescent, viscous solution, Complies
smelling to isopropy! alcohol
OHHCAHHE Beciperneni, 0T [po3pavHOrG N0 cleTKA OMATECLCHTHOTO, CootgercTRYET
BA3KIMN DACTBOP € 3aMax0OM H3OTPOIancIa
pH 45-55 e
FILLING VOLUME VARIATION USP <755> minimum fill 50,2 mi
OFBEM HAITONHEHUA U Complies
OTKJIOHEHHME OT OBBEMA USP <755> MHHHMATHHOE HAOIHEHHE 50,2 Mn
HAIIQJHEHNMS CootrercTBYET
IDENTIFICATION OF The Rf value of the principal spot obtained with the sample Complies
BETAMETHASONE DIPROPIONATE solution corresponds to that obtained with the standard
(TLC) solution.
HIEHTHOHKAILTHA Bennunna snavenns R ocHOBHOTO raTHa Ha XpoMaTorpaMme CoorsercTByeT
BETAMETA3OHA JIUTTPOITMOHATA HCMBITYEMOTC PACTBOPA JIO/DKEC COOTRETCTROBATE BETHYMHE
{TCX) 3HaucHMA Rf OCHOBHOTO MATHA Ha XPOMaTOTpaMMe
CT2HJ4PTHOTO PacTBODA
IDENTIFICATION OF The retention time of the major peak in the chromatogram Complies

BETAMETHASONE DIPROPIONATE
(HPLC}

UIEHTHOUKALIMS
BETAMETA30HA JJMITPOTIMOHATA
(BOXKX)

obtained with the sample solution corresponds to the retention
time of the betamethasone dipropionate peak in the
chromatogram obtained with standard sofution.

Bpems yilepiusanns 0CHORHOTO [HUKA HA XPOMATOrpaMMe
HCTIBITYEMOrD PACTBOPA IOTKHO COOTBETCTROBATE BPEMEHH
YIepRuBaHUL MHKA DeTaMeTa30Ha IUIPORMOHATA Ha
XpoOMaTorpaMme cTaigapTHOID pacTeopa

Coorsetcrnyer

CONTENT OF BETAMETHASONE 1 g of solution contains:
0,475 -0,525 mg/g of betamethasone 0,503 mg/g
(i.e. 95,0 - 105,0 % of the deciared content) 100,7 %

KOJHMYECTBEHHOE OIPEAEJNEHHE 1 r pacTBopz ROMKEH CONEPKATD:

BETAMETA30HA Ot 0,475 mr/r po 0,525 mr/r GeTameTasona 0,503 mr/r
(o1 95,0% zo 105,0% ot 3aa818HHOrC KONUYCCTRa) 100.7 %

RELATED SUBSTANCES Betamethasone-17-propionate: net more than 3,0 % <LOG*
Betamethasone-21-propionate: not more than 1,0 % <LOO*
Sum of all unknown impurities: not more than 30% <LOG*

COITYTCTBYIOLUIME [TPUMECH betamerazon-17-nponuonar: sne Gonee 3,0 % <LOQ*
Beramerason-2 | -niponiounar: e 6onee 1,0 % <LOQ*
CymMma Hewaen HpHLUHPOBAHEEIX NpyMecelt: He Gonee 3,0 % <LOQ*
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Pharmaceuticals and cosmetics inc., QUALITY CONTROL DEPARTMENT
Ulica Danica 5, 48 000 Koprivnica, Croatia
Bemymno, #ixu Ta KOCMETHKA, A.4.,

Byx. Hanina $, 48000 Konpusanng, Xopsatis

OTHEJI KOHTPOIA KAYECTBA

BATCH CERTIFICATE
CEPTH®HKAT KAYECTBA CEPUH
Product name: BELODERM, spray 0,65 %, 50 ml Manufacturing date: 09.2020
in bottle Nel in box
HapmeHorar#e HpoxyKTa: BENOIEPM, cnpett 0,05 %, no 50 mn Jara nipou3BozcTea: 09.2020
y tpraxoni, no | draxoHy B xapToHHii
JERI
Batch No; 25875090 Expire date: 09.2022
Cepus Ne: 25875090 I'onen mo: (9.2022
Crpanmita 2 u3 2
PARAMETERS REQUIREMENTS RESULTS
IMAPAMETPLI TPEBOBAHHA PE3VJILTATHE
IDENTIFICATION OF ISOPROPYL The retention time of the major peak in the chromatogram Complies
ALCOHOL obtained with the sample solution corresponds to the retention

time of the isopropyl alcohol peak in the chromatogram
obtained with the standard solution.
ANEHTHOHKAITMS CTIAPTA Bpems yaepxuaanus OCHOBHOIO HKA Ha XPOMATOrPAMME Cootsercreyer
H3OIPOIIMJIOBOIO HCTIBITYEMOT0 PACTECPA IOJUKHO COOTBETCTBOBATD BPEMEHH
YACPKABAHMA [1MKA MIOMPOTIZHONE HA XPOMATOTPAMME
CTAHAAPTHOTO PACTBOPA

CONTENT OF ISCPROPYL ALCOHOL 1 g of solution contains:

360 - 440 mg/g of isopropyl alcohol 398,2 mg/g
(i.e. 96,0 - 110,06 % of the declared content) 99,6 %
KOJIMHECTBEHHOE =~ OHPEJAEJIEHYE | 1 r pacTBOpa NOMbKeH COAEPKATE:
CIIMPTA U30TTPOITHMICBOTO 360 Mr/r 1o 440 Mr/r criHpTa KIOTIPORHAGEOTO, 398,2 Mr/r
(ot 90,0% 10 110,0% 0T 3a%BI€HHOTO KOAM4ECTEA) 99.6 %
MICROBIOLOGICAL PURITY TAMC:10%cfu/ g <10
TYMC: 10" cfu/g <10
Staphylococeus aureus in 1 g: absence Absence
Pseudomonas aeruginosa in 1 g: absence Absence
MVKPOSHOJOIHUECKAS YHCTOTA TAMC:10* KOE/r <10
TYMC: 16' KOE/r <10
Staphylococcus aureus B 1 r: oTCYTCTBYET OrcyTeTRyer
Pseudomonas aeruginosa B | r: otcyTcTayer Oreyrereyer

* LOQ — npesien KOEHMYCCTREHHOrO OTIpeIgTeHusT

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 refeased 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.

3axmovenye: HacTomuum HOATBEpKIAEM, IT0 BHIHICYKA3aHHAN uHpOPMAURS ABJETCH AocTeBepHOIl W TounoHd. [lanHan cepms
nmpoxykTa OBlia MpPOH3BENEHa, BKAIO4Af YHNaxoBKYy, MapKHPOBKY M NpPOBEPKY XKavecTBd, H BHINYLEHA HA BBIUCYKA3AHHOM
NPOH3BOJICTREHHOR NIOMANKS B IONHOM COOTBETCTRMM ¢ TpeGopammsmy GMP u uopMamp cremnduxaimy PErdCTpALHCHHOTO
YAOCTOBCPEHMA CTPaHbt iMnopTepa. [IpoToKeN Ha cepuio Gb11 MpoBepeH K (IPH3HAH COOTBETCTRYOIHMEM Tpedosarnam GMP.

Qualified Person: O BELUPO
1. Kalgi¢, M.Sc.Spec. ’C{e&gw Rezmetika, a.c
YHOIHOMOYEHHOE JINLIO: AL ormG.cr

H.Kamawpy, Mp.ci1, coen.
Date:  25.09.2020
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JEPXJIIKCIIYXXBA
AEPJKABHA CJIYKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPO.JIIO 3A
HAPKOTHKAMM Y KHIBCBKIA OBJIACTI

npocnexTt Banepis JloGaHoecskoro, 51, M. Kuis, 03110, Ten/dakc: (044) 2753030
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kon €JIPTIOY 37078774

BUCHOBOK
Npo SIKiCTh BBe3eHOr0 B YKpaiHy JIIKapchbKoro 3acody

04.11.2020 Ne 58144/20/10

BEJIOJJEPM

(naliMeHyBaHHS NiKapcbKoro 3aco0y 3rillHO 3 PeecTpalliiHHM MOCBIT4YEHHAM)
cnpeii 0,05 %, no 50 ma y dakoni, no 1 dguiakony y KaproHHiii navui

(dopma BHMycKy, A03yBaHHSA, BUI NaKyBaHHA Nikapchbkoro 3acofy)

Homep peecrpaniiiroro nocsimuenns UA/9695/03/01 crpok aii peectpauiiitoro nocsinuenns 02.10.2024

Cepis nikapcbkoro 3acoby Ne 25875090 Kinbkicts BBe3eHoro Jikapcskoro 3acoby 1000
BupoGHuk Benymo, K Ta KOCMETHKa, A.1., XOpBaTis
(naliMeHyBanus BUpoOHHKA NikapceKoro 3aco0y, KpalHa MOXOKEHHS)
BeeseHo B Ykpainy CrniibHe yKpaiHChbK0-eCTOHChKE MANMPHEMCTBO Y opmi ToBapHcTBa
3 00Meszkenol0 BianosigaapuicTio "OnriMa-Papm, JITHA", inenr. kon:
21642228

(uaitmenyBanns Ta koa 3a €JIPTIOY ropunuuHoi ocodu abo npispuie, im'a, no 6arbkosi dizHuHOT
ocobu - nianpremus, if Micle NPoKHBaHHS Ta peecTpauiiiHuii Homep 00/1ikoBOT KAPTKH IUTATHHKA
noaatkis aGo cepis Ta HoMep nacnopra)

Mporokon BisyansHoro kontpomo sin 30.10.2020 Ne 3719/4.

3a pesyNbTaTaMH [AEPKABHOTO KOHTPONIO BCTAHOBJEHO, WO Jiikapchkuit 3aci6 BBeseHo B VYKpaiHy 3
JOTPHMAHHSM BUMOT 3aKOHOAABCTBA WOJ0 3a0e3NeyeHH SIKOCTI JTIKapChKMX 3aco0iB.

a*efms\}\h LA @:{ 7 Onexcilt COJIOJIPAIA

3acTyIHHK Ha

(nocanosa ocoﬁaapr?fnmqm 'Eam%imo) o (mignuc) (iniuiann Ta npi3sune)
(A \
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