AEPKABHA CAYIKBA 3 JHIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHAKAMM Y KHIBCBHKIH OBJACTI

npos. Ceitaauol Haail, 3, M Kuis, 02099, Ten/daxc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kog €APIIOY 37078774

BHCHOBOK
Npo AKICTH BEE3EHOI0 B YKPainy JikapcLKoro 3acofy

24.03.2025 Ne 10493/25/10

BEJOJEPM, cupeii 0,05% no 50 ma y duiaxoni,

(naiiMenypamin Tixapcbkoro 3acoby 3rigHG 3 PCECTPAiiiHIN TOCRIMEHHAM)
1o 1 guaxory B kapTonniii nayui

{diopMa PHIVEKY, ADIYBAHKA, BHA NAKYBAHHA TiKApCLRoro sacofy)

Honep peecrpaniiiaoro nocsiauenns UA/9695/03/01 crpox nii peecrpaniiizoro nocsizuenns 01.01.2099

Cepis rikapcsroro sacofy Ne 26379104 Kinskicts BBe3eHoro Mikapcskoro 3acoby 48
BrpoGHiK "Benymo, mikH Ta kxocMeTHKa, A.4.", XopearTist
(mafiveitypanna snpobHHKa Dikapekkoro Jacofy, KpalHa NoOXOKENHN)
Bseaeno B Yxpainy CrijibHe yKpailcbKo-ecTOHCHKE MANPHEMCTRO Y dopMi ToBapucrea
3 obmemenolo Bianosinaaenicro "Onrima-Papy, JITHY, inenr. xon:
21642228

(naitmerynanna Ta ko 3a €JAPIIOY 1opranarol ccobi abo npisenme, im'a, o Gateiozi dissrmol
ocofiu ~ mianpueMua, if Micue npoxuBINHA Ta peccTpaniiingii komep oBaikopoi kApTKYE RaaTHIKA
noaarkis aGo cepit Ta HOMep nacmopra}

Ifpororen pisyanunore kowrpemo. siz 24.03.2025 Ne 0667/16.

3a pesynsTaTaMH  ACPXKABHOrO KOHTPOMH) BCTANOBACHO, WO Jixapehkuit 3aci6  mmesewo s Vipainy 3
SJOTPHMAHHAM suMor 3aK0HOAABCTES W00 3abe3NeUeHH AKOCT] MKapCHREX 3aC06iR,

Omxra EPBOMEHKQ

Eor{ikoHTpomo) (ningnucy (tiniany e npizwue)

by,



ELUPO

Pharmaceuticals and cosmetics Inc., QUALITY CONTROL DEPARTMENT

Ulica Danica 3, 48 000 Koprivaica, Croatia
Beary o, aii ta KoCMeTHKe, 7L,
By« Jlamiua 5, 48000 Konpusrrolg, Nopsatis

BT KOHTPOJIKO SKOCTI

BATCH CERTIFICATE
CEPTU®IKAT AKOCTI CEPTI

Product name: BELODERM, spray (0,05 %, 50 m} Manufacturing date: 10.2024
in bottle Nel in box
HafiMenyBanmst IpogyKTy: BEJIOHEPM, crpeit 0.05 %, ro 50 M1 Jara BUpoOHHUTRA! 10.2024
y GUAaxom: no | GrakoHy B KapTORMIH
TIAvI
Batch No: 26379104 Expire date: (9.2026
Cepisg Ni 26379104 Lprnarmnii ao: 9.2026
Quantity: 6.450 pes a' 50 ml Cropuixa [ 32
KinpkicTs: 6.450 v 1o 50 M
Strength of action/activity: 1 g of solution contains 0.640 mg of betamethasone
in the form of dipropionate, which corresponds to 0.500 mg of betamethasone
Crma Mi/AKTIBINCTE: | T poswnry MicTHTL 0,640 Mr SetaMeTasony ¥ GopM JINpoIlonary,
o Bignorigae 0,500 Mr SeraMerazony
Marketing Authorization in Ukraine: UA/9695/03/01 unlimited
Peectpatgiine roesiieHHs 8 Yxpaint: TTA/9695/03/01 aie 6e3c1pokoso
Conclusion of confirmation GMP: Ne 497/2023/C-1001 from 07.09.2023
Brenopox myareepire st cepTudikata GMP: Ne 497/72023/C-1001 pig 07.09.2023
Manufacturing authorization: Ne381-10-05/162-17-16
Jlimemis na papotuursa; Me3®1-10-05/162-17-16
Manufacturer: Belupo, pharmaceuticals and cosmetics, Inc., Croatia
Bupotunk: Bemxyro, K T8 KOCMETHKS, I.4., XopBaTis
Manufacturing site: Ulica Danica 5, 48 000 Koprivnica, Croatia
Anpeca pupodmurea: sva. Janing 5, 48000 Komyimney, XopBaTis
PARAMETERS REQUIREMENTS RESULTS
IIAPAMETPH BIIMOT'H PE3VIIBTATH
APPEARANCIE Colourless, clear to slightly opalescent, viscous solution, Complics
smehing to isopropyl alcohol
QUHAC BesGaprimit, BT PO3OPOTO 0 2TETHA ONAACCHENTIION, Bianomgac
Bkl PO 3 3RAXAM P3ONPOTIAHONA
pH 4555 5.1
FILLING VOLUME VARIATION USP 755> minimum fill 505 ml
O EM HATTOBHEHE TA Complies
BUIXHIERMS B OBEMY LISP <755 MimiManbye Haronnen s 50,5 wmn
HALOBHEHNYI Binonigan
IDENTIFICATION OF The R{ value of the principal spot obtuined with the sample Complies
BETAMETHASONE DIPROPIONATILS solution corresponds to that obtained with the stundard soluton.
(T1L.C) Bemrama 2matens RE OCHORNON MESMIT IR XPOMATOTPaM
HEHTHEOIKALIIA BETAMETAORY BHNPOCYRAIIOrO POFITY Mae BIIIOBLIATIL BeALMIIN 301D Buanosigar
JUTTPOITIOHATA (TIIX) RY 0CHOBHO! [BIMIT HA XpOMYTOIPOM] CTAHZAPTHOTO POSTIEY
IDENTIFICATION OF The retention time of the major peak in the chromatogram Complies

BETAMETHASONE DIPROPIONATE
(HPLO)

DIBHTARIKALITS BETAMETA3OHY
JHTTPOITTOHATA (BEPY)

obtained with the sample solution corresponds to the retention
time of the betamethasone dipropionate peak in the
chromatogriun obtained with standard solution,

Jac  yIPIMARHS  OCHOBHOPO  THKY  Ha  XPOMITOIPas
BUBPOOYBAROIG  POSOMY  NOBHHCH  BUUIOBLIATH  wacy
VTPEMAMIN MKy  GeTaMeTAroNy  AIMPOMONaTy  m
XPOMITOIPAIMI CTAHZAPTHOEO POITIHY

Fionijas

CONTENT OF BETAMETHASONE

KIZIBKICHE BH3HAYEHHS
BETAMETA3ZOHA

1 g of solution contains:

0.475 - 0,525 mg/y of betamethasone

{i.e 950 - 1050 % of the declaed content)
1 1" pestiiny HOBIHEH MICTHTI

B 0,475 srfr a0 0525 susy Seramerazony,

0.494 mg/g
98.7 %

0,494 muvre

{311 95,0 o 103.0% nijt 3a3nauenors Ha eTixeTy) 98.7 %
RELATED SUBSTANCES Betamethasone- 1 7-propionate: not inore than 3,0 % <LOQ*
Betwnethasone-2 [ -propionate: not more than 1,0 % <LOQ™
Sum of all unknown impurities: not more than 3.0 % <LOO*
CTOPOMHYL JIOMITIKH bertamerasors17-npornonat e Simsine 3,0 % <LOQ*
Beramerazon-2{-npormonaT He Guisure 1,0 % <LOQ*
CyMa Beix HereHTHGIKOBan N JoMImoK nie Sinsme 23,0 % <LOQ*
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BELUPO

Pharmaceuticals and cosmetics Inc., QUALITY CONTROL DEPARTMENT
Ulica Danica 3, 48 000 Koprivoica, Croatia
BC.]I)’I'I(), JHKH TA KOCMETHKA, Ml

sy Janina 5, 48000 Konpusrruig, Nopratis

BIIILT KOBTPOJIO AKOCTI

BATCH CERTIFICATE
CEPTH®IRAT IKOCTT CEPIT

Product name: . BELODERM, spray 0,05 %, 50 ml Manulacturing date: 10.2024
in bottle Nel in box
HaiiveHYRAHHA TPOAYKTY: BEJOIIEPM, crpeii 0,05 %, 1o 50 mu Jara BHpodHMIITREA: 10.2024
y Qurakoni; 1o 1 prakoHy B KapToRHiit
Ay Il
Batch No: 26379104 Expire date: 09.2026
Cepls No: 26379104 TTpngaranit o 09.2026
Cropiixa 23 2
PARAMETERS REQUIREMENTS RESULTS
TTAPAMETPIT BIIMOI'H PESVYIBTATII

IDENTIFICATION OF ISOPROPY.
ALCOHOL

DHEHTUDIKALL CITHPTY
13ONPONLIORBOLI O

The retention time of the major peak in the chromatogram
obtained with the sample solution cotresponds to the retention
time ol the isopropy] alcohol peak in the chromatogram
obtained with the standard solution.

ac YTPHMYBAHED OCHOBHOTO THER M XPOMATOTpaMi
RHUPOGYBAHOID POZIIHY MAE BULIORIATI HACY YTPHMYBAHMA
TIKY CIPTY BOMOMOROTY 1) XPOMATOIPAaM! CTAILTAPTHON
POFIHHY,

Complies

Buanoeiaac

CONTENT OF ISOPROPYL, ALCOHOL

1 ¢ of solution comtains:
360 - <44) mglg of isopropyl alcohal

3999 mgg

(i.e. 90.Q - 110,0 % of the declared content) 100,0 ¢
KUIBKICHE BH3HAUEHHST 1 r posniny HOBHHEH MCTHLIL
CITAPTY ISOIPOITLIOBOIQ 360 a7t 0 440 MIVT CIBIPLY I3ONPOILIOEOTO. 39997y
(12 90,0% 0 110,0% pig 3as0eH0 RUIRKOCTI) 1000 %
MICROBIOLOGICAL PURITY TAMC: {0%clul g <10
TYMC: 10 clu/g <10
Staphylococcus aurens in 1 g absence Absence
Pseudomanas aeruginose in 1 g2 absence Absence
MIKPOBIOQIONTYHA YHCTOTA TAMCTOMKYOr <10
TYMC: 10" KVO/r <10

Staphylococens aurens 8 1 1: BLACY TS
Psendomonas aeruginosa v 11 BRICYIMH

Biaeyrmt
Bacyrist

+LOQ - MeKa KIZILKICHOTO BIFSHATCHIS

Conclusion: [ hereby certify that the above infornation is authentic and accurate. This batch of product has been produced. including
packaging, labeling and quality control, and released al the above mentioned site in full compliance with the GMP requirements and
with the specifications in the Marketing Aulliorization of the importing country. The bateh record was reviewed and found w be in

compliance with GMP,

Rucnonox: LU MATBEPUAYEMO. MO BINIEBKA%AHA THPOPMATUS ¢ FOCTORPITOI 1 TOWHOW Jlata cepist pojykTy Gyia rpopeenn.
BRI YHAKOBKY, MApKYBAILIA Ta [epeBIpRY AKOCT], { BUITY IS 1A BUIECBRAANOMY BIpoSHIMOoMY MaflTairiiky B nopmiit

BIMIOBIAHOCT 3 BIMOorarn GMP Ta Hopsmyil cnetnikaull peecTpauiiioro nocsinuenst kpainn ixioprepa. [Iporoxon va cepiio
ByR feperipennil 1 pisHanuil BB HIM Bivoram GMDP?

Qualified Person:

[. Kaldié, M.Sc.Spec.
VIOBHOBAKCHA 0coba:
T.Kampm, mp.ci. cren.
Date/Tlara: 19.11.2024
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