Ceprudikar BignosigHocri

L o

JIEO JIABOPATOPIC JIIMITE]
285 Kawn Poan, Kpamnin [Mpoaykt JAMBOBET MA3b 50+500 MKI/I" 30 I' UA
IE-J112 E923 Iy6nin Cepis D22702
[pnanais Punox Ykpaina
Jlata BUpoOHUIITRA 06 2024
TepMiH npugaTHOCTI 06 2026
JozoBana dopma Masb
Cuna aii/AKTUBHICTb 50 MKI/T + 500 MKI'/T"
Po3mip ynakoBkH 30
Tun nepeunHoro nakyeanus  Ty0a anominiesa
®dopmar natu cepii MM PPPP
Homep Peectpauiiitoro UA/7276/01/01

MOCBIUeHHS
Homep upobuuuol ninensii  M00046/00001
KinbkicTs 4740 ynakoBok

JJAMBOBET MA3b 504500 MKI'/T" 30 I' UA Homep Martepiany 063727 Homep Cepii D22702
Bank JJAMBOBET MA3b BAJIK Homep Matepiany 017472 Homep Cepii D21085

A®I BETAMETA30H JJUTTPOITIOHAT MIK Homep Marepiany 014351 Homep Cepii D09803
A®I KAJIBLIMITOTPIOJ T'TIIPAT Homep Marepiany 003232 Homep Cepii D10434

HagesieHuii BuIIE TekeT Binobpakae Bei , 6ank(n) Ta/abo KIOUOBI KOMIIOHEHTH, 1[0 BUKOPUCTOBYIOTBCS Y BUPOOHUUTBI
cepTH(iKOBAHOTO MPOJYKTY

LIuM s 3acBimuylo, 110 HaBeIeHa BULile iH(OPMALLiS € ZOCTOBIPHOKO Ta TOYHOIO. Lo cepiro npoaykLil 6y710 BUPOOIEHO, BKIIOHAIOYH
MaKyBaHHA/MapKyBaHHs! Ta IPOBEJEHO KOHTPO!IS ii KOCTI Ha BHIIe3a3HaueHiii AibHuLi y nosHiit Bianosiaxocti 3 Bumoramn GMP,
BCTAHOBJIEHHMHU MiCLIEBHM PETYJIATOPHMM OPraHOM, a TaKOK BIAMOBIAHO 10 crieludikaLii, 1o MiCTATLCA y PeECTpaLiitHOMY 10Che
Kpainu iMmoprepa. [TpoTokoM BUPOGHHLITEA, AKyBaHHs Ta aHAI3IB ByJ10 neperisHyTo Ta BCTAHOB/EHO BianosiAHicTs GMP

JIAMBOBET MA3b 50+500 MKI/I" 30 I' UA
Onwuc masi:
( Bix maiixke 6110r0 10 KOBTOrO OJHOPIIHA Ma3b)

Pesynerat: Bignoeinae onucy

Cuna aii/ AKTHBHICTb:
50 mxr/r Kansuunorpion + 500 mMxr/r berameTason

(BDP) = abpesiarypa Ha3eu A®D] BeramerasoHy IuUnponioHaty
Kansuunotpiony 'iapat (sx MoHoriapar)

Jirounit Ceprudikar sianosigHocti sumoram JIEO dapma: 33716/M46
AJpec BHpOOHMLTBA 3aTBEPLKEHUIT opraHaMu YKpaiHChKOT BJIajIH,
JIEO ®apma (six JIEO Jladoparopic Jlimiten)

285 Kawen Poan, Kpamnin, Qy6nin 12, 112 E923, Ipnanais.

Po3Mip cepil Oanky HaBeJeHO HIKYE.
3928 kr

[Tianume

[Tionucano]

Shane Monnelly

19.08.2024 BunyiieHo eneKTpOHUM ITiANHCOM
CropiHka 131



Punox:

JlaGopatopis fAkocri

Onuc NpoayKry:

Ceprudikar Ananizy
Homep npoaykry:

063727

VkpaiHa

ITAMBOBET MA3b
50+500 MKI/T 30 ' UA

Cepis D21085
Jlara aHanisy
Onuc 30BHIIIHBOTO BUITIALY:

Howmep Cepii: D22702

JluB. naty aBropu3zauii
Big maiike 011010 10 CBITI0-KOBTOr0 Ma3b

[Toka3zuuk Cnenundikanis PesyabTar
Bu3HaueHHs OpraHiyHUX JOMIILOK
berameTazony aunponionary BEPX
Opraniuni gomiwku BeramerazoHy aunponioHary <=0.5% 0.0 %
Beramerazon 17-nponionar
Opraniuni nomiwku beramerazony aunponioHary <=0.5% 0.0 %
berameTazoH 21-nponioHar
Opraniuni toMikn berameTazoHy aunponioHaty <=0.2% 0.0 %
Heinentudikosana, nooaHHoKa
Opraniuni gomiwkn beramerasoHy aunponioHarty <= 1.0% 0.0 %
Cyma oMok
Jaiieober Mase Posmip uactok, Teepai HYacTku
Poamip uactok, Mikpockoris 90 % < 15 MKkM Binnosinae
MeToa migpaxyHKy [UIACTHHOK , MikpobionoriyHui
MikpoGionoriyna yuctota, TAMC B 1r nikapcekoro 3acoGy MOBHHHO <20 KYOrr
micturaes He Oinbwe 100 KYO/r
Mikpo6Gionoriuna unctota , TYMC B Ir aikapcbkoro 3aco0y NOBHHHO
MicTutucs e Ginsie 10 KYO/r <5KYO/r
[Mpsimuii MeTON BU3HAUYEHHS , S. aureus,
P. aeruginosa, MikpoGHe uucio
MikpobionoriuHa 4yMcTOTa |
BincyTHicTh Pseudomonas Aeruginosas | r Bincytnie I r Bianoginae
Mikpo6ionoriuHa yucToTa ,
BiacyTHicTh Staphylococcus aureus B 1 r BincytHiB I 1 Binnosigae
30BHIIHIA BUTIA]
30BHILIHIH BHITIAL, BI3yaTbHO BinnosiaHo 1o onucy Bianoginae

KinbkicHe Bu3HaveHHs Ta [neHTHdikauis
Kansuunotpiony BEPX

Inentudiramis Kaneunnorpiony

KinbkicHe BuzHaueHHsa Kanpuunotpiony
bBesrosnnoro

Busnayenns Opraniyaux J[oMiwiok

Kansuunorpiosny BEPX
Opraniuni nomiwkn Kansunnotpiony, Cyma nomiiox

Yac yTpUMyBaHHA OCHOBHOTO MiKY
Ha XpoMartorpami BUNpoGyBaHoro
PO3UYHMHY MOBHHEH BiANOBiIaTH
4acy YTPUMYBaHHA MKy
KaJbUHMNOTPIONY HA XpoMaTorpami
CTAHAApPTHOrO PO3YHHY.

48.0—52.5 mkr/r (46.0 — 52.5 mxr/r)

<=3.0%
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Ceprudikar Ananizy

Homep npoaykry: 063727
Punoxk: Ykpaina
Onuc npoaykKTy: JJAWMBOBET MA3b

50+500 MKI'/T" 30 " UA

JlabopaTtopia SAkocTi

Cepis D21085 ["oroewuii npoaykt Homep Cepii: D22702

Jlata ananizy JluB. naTy aBTOpHM3aUil

Onuc 30BHILIHBOrO BUIIAAY: Bia Maiike 6inoro 10 CBiT/I0-)KOBTOTO Ma3b

ITokasuunk Cneundikanis PesyabTart
Oprasiuti gomiwky Kansuunorpiony,
24-eni-KansuUuMnoTpion <= 1.0 % 0.2 %
Opraniuni nomiwky Kansunnotpiony,
5,6-TpaHc-KalbLUHMOTpiON <=15% 0.5 %
Opraniuni fomimku Kansuunotpiony
HeinenThgikoeana, mooaMHoka <=0.5 % 0.1 %

KinpkicHe Bu3Ha4eHHs Ta [neHTHdikauia
berameTazony JlunponioHaTy
[nenTudikauis berameraszony Junponionarty, BEPX Yac yTpUMYBaHHS OCHOBHOTO IiKa Binnoeinae
Ha XpoMatorpami BUNpoOyBaHOTO pO3UHHY
MOBMHEH BiJINMOBIAATH Yacy yTPUMYBaHHA Mika
OeTamMeTasoHy AMMPOnioHaTy
Ha XpOMaTorpaMi CTaHJapTHOTO PO3YHHY

KinskicHe Bu3nauenns beramerazony Junponionary, BEPX 0.611—0.675 mr/r 0.645 mr/r

KinbkicHe BU3HaueHHs Ta [neHTHdikawis
Anba-Tokodepony
Anepa-Tokodepon, BEPX 20 — 35 MKr/r 28 mkr/r

Busnauenns B’sa3kocti. [IpuHLMN KOHYCHOT TapiiKK

[Ipu 35 rpapycax
B’a3kicTs (35° C) 1.6 —3.1Tlasc 2.0 ITasc

Bei nocunanus Ha Gapmakonero € NocHIaHHAMM Ha Jito4i BUIaHHA Gapmakonei. Bei mocunanHa Ha METOAN KOHTPOJIIO € NOCH/IAHHAMH Ha
Aoyl BUAAHHA.
Bci kputepil € kpuTepisMH Ha BUMYCK, KPIM KpHTEPIiB y ckoOKax, AKi € KPUTEPIAMH HA CTPOK NPHIAATHOCTI.
Llum minTBepaky1o, MO BHIICHaBeIeHa iHPOpMaLId € JOCTOBIPHOIO Ta TOUHOIO.

3aBipeHo Ta Aishling O’Connell Hara: 13
NiZAMHCAHO eIeKTPOHHHUM [iNHCOM -

CropiHka 232



Certificate of Conformance

LEO LABORATORIES LIMITED

285 Cashel Road, Crumlin Product DAIVOBET® OINT 50+500 MCG/G 30 G UA
|IE-D12 E923 Dublin Batch D22702
Ireland g Ukraine
Manufacture Date 06 2024

Expiry Date 06 2026

Dosage Form Ointment

Strength / Potency 50 MCG/G + 500 MCG/G
Package Size 30G

Primary Pack Type Aluminium Tube

Batch Date Format MM YYYY

Marketing Authorisation Number UA/7276/01/01

Number of Manufacturing Authorisation  pM00046/00001
Release Lot Quantity 4740 PACKS

DAIVOBET® OINT 50+500 MCG/G 30 G UA Material Number 063727 Batch Number D22702
Bulk DAIVOBET® QINT BULK Material Number 017472 Batch Number D21085

API BETAMETHASONE DIPROPIONAT MIC. Material Number 014351 Batch Number D09803
AP| CALCIPOTRIOL HYDRATE Material Number 003232 Batch Number D10434

The above text displays all bulk(s) and/or key component(s) used in the

manufacture of the certified product

| hereby certify that the above information is

authentic and accurate.

This batch of product has been manufactured, including
packaging/labelling and quality control at the above mentioned site(s)

in full compliance with the GMP requirements of the local Regulatory
Authority and with the specifications in the Marketing Authorisation of

the importing country or product specification file for Investigational
Medicinal Products.

The batch processing, packaging and analysis records were reviewed and

found to be in compliance with GMP.

DAIVOBET® OINT 50+500 MCG/G 30 G UA

Description of ointment:

(off white to yellow homogeneous ointment)
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Certificate of Conformance

LEO LABORATORIES LIMITED

285 Cashel Road, Crumlin Product DAIVOBET® OINT 50+500 MCG/G 30 G UA
IE-D12 E923 Dublin Batch D22702
Ireland Market Ukraine

Result: Conforms to description

Strength/Potency:
50 mcg/g Calcipotriol + 500 mcg/g Betamethasone

(BDP)= abbreviation of name of AP| Betamethasone dipropionate:

Calcipotriol Hydrate (as monohydrate)

Current LEO Pharma Certificate of GMP Compliance: 33716/M46

Approved by Ukraine authorities manufacturer's address,

LEO Pharma (trading as LEO Laboratories Limited)
285 Cashel Road, Crumlin, Dublin 12, D12 E923, Ireland.

The bulk batch size is entered below.

Bulk batch size: 3928 kg
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LEO LABORATORIES LIMITED

Certificate of Conformance

285 Cashel Road, Crumlin Product DAIVOBET® OINT 50+500 MCG/G 30 G UA
IE-D12 E923 Dublin Batch D22702
Ireland Market Ukraine
Signature
Shane Monewily
Quakfied Person
LEQ Labarataries L0 (LEO PRARMA|
19.08.2024 Released by electronic signature
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Material Number: 063727
Market: Ukraine
Material Description: DAIVOBET® OINT 50+500 MCG/G 30 G UA

Quality Laboratories

Batch D21085 Product Batch: D22702
Date of Analysis: See authorization date

Appearance description Off white to light yellow ointment

Test Specification Result

Determination of Betamethasone Dipropionate Organic Impurities by HPLC

Organic impurities of Betamethasone dipropionate, <=0.5% 0.0%
Betamethasone 17-propionate

Organic impurities of Betamethasone dipropionate, <=0.5% 0.0 %
Betamethasone 21-propionate

Qrganic impurities of Betamethasone dipropionate, <=0.2% 0.0%
Unspecified, single

Qrganic impurities of Betamethasone dipropionate, Total <= 1.0% 0.0%

Daivobet Ointment Particle Size, Solid Particles
Particle size, Microscopy 90 % < 15 ym Complies

Plate Count Method, Microbial

Microbiological quality, TAMC 1 g of the drug product should <20 CFU/g
contain: Not more than 100 CFU
s
Microbiological quality, TYMC 1 g of the drug product should <5 CFU/g
contain: Not more than 10 CFU/
g
Direct Method Pathogen Test, S.aureus,P.aeruginosa,Microbial count
Microbiological quality, absence of Pseudomonas Absencentin1g Complies
aeruginosain 1 g
Microbiological quality, absence of Staphylococcus aureus Absencentin 1g Complies
in1g
Appearance
Appearance, Visual To Description Complies

Assay and ldentification of Calcipotriol by HPLC

Identification of Calcipotriol Retention time of the main peak Complies
in the chromatogram of the test
solution should correspond to
retention time of the main peak
of calcipotriol in the
chromatogram of the standard

solution.
Assay of Calcipotriol Anhydrous 48.0 - 52.5 pg/g (46.0 - 52.5 g/ 50.8 ug/g T
~n¥ #
v 9GS A ME %
Determination of Calcipotriol Organic Impurities by HPLC ﬁ}\ T }%
Organic impurities of Calcipotriol, Total <=3.0% 09% ffs ? LIS - %
Organic impurities of Calcipotriol, 24-Epi-Calcipotriol <=1.0% 0.2% § * (CEPTHOIKATIB | *
2% N &
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Material Number: 063727
Market: Ukraine
Material Description: DAIVOBET® OINT 50+500 MCG/G 30 G UA

Quality Laboratories

Batch D21085 Product Batch: D22702

Date of Analysis: See authorization date

Appearance description Off white to light yellow ointment

Test Specification Result
QOrganic impurities of Calcipotriol, 5,6-Trans-Calcipotriol <=15% 0.5%
Organic impurities of Calcipotriol, Unspecified, single <=0.5% 0.1 %

Assay and Identification of Betamethasone Dipropionate

Identification of Betamethasone Dipropionate, HPLC Retention time of the main peak Complies
in the chromatogram of the test
solution should correspond to
retention time of the
betamethasone dipropionate
peak in the chromatogram of
the standard solution.

Assay of Betamethasone Dipropionate, HPLC 0.611 - 0.675 mg/g 0.645 mg/g

Assay and ldentification of all-rac-a-tocopherol
all-rac-a-tocopherol, HPLC 20 - 35 pg/g 28 pg/g

Determination of Viscosity. Plate-cone principle at 35 degrees
Viscosity (35 °C) 16-3.1Pas 2.0Pas

All pharmacopoeia references are to current editions of pharmacopoeias. All references to analytical methods are to
the current editions.
All limits are release limits, except those in parentheses which indicate shelf-life limits where applicable.

It is hereby certified that the above information is authentic and accurate.

Authorized and Aishling O'Connell Date: 12-Aug-
electronically signed by: =

»
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JEPKABHA CJIY/KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTUKAMMU Y KUIBCBKIN OBJIACTI

npoe. Ceitananoi Hapii, 3, m.Kuis, 02099, ten/hakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €JIPTIOY 37078774

BUCHOBOK
Npo AIKICTH BBE3eHOro B YKpaiHy JikapchbKoro 3acody

21.03.2025 Ne 12560/25/10

JAMBOBET

(HaiiMeHyBaHHA JlikapcbKoro 3aco0y 3TiAHO 3 peecTpauifiHHM NOCBi T9EHHAM)
ma3b; 0,5 mr/50 mkr; no 30 r masi y Ty6i; no 1 Ty6i y kaprouuiii kopooui

(bopma BHNyCKY, 103yBaHHS, BHJ NAKyBaHH# JiKapPCLKOTO 3aco0y)
Howmep peectpaniiinoro nocsinuenns UA/7276/01/01 ctpox nii peecpaniitnoro nocsinuerns 01.01.2099
Cepin nikapeskoro 3acoby Ne D22702 Kinskicts BBesenoro nikapeskoro 3acoby 1000

Bupo6uuk JIEO Jla6opatopic Jlimiten, Ipnanais

(naiimMenyBaHHA BHPOOHHKA MiKapcEKOTO 3acoBy, kKpaiHa MOXOMKEHH)

Bseseno B Ykpainy ToBapucrBo 3 o0mexkeHo10 BianosizaasHicTio "JIEJIBTA
MEJIKEJI", inenr. kon: 39448817

(naiiMenysanna Ta kox 3a €J[PTIOY wopuanunoi ocobu abo npiseuuie, iM'a, no 6aTekoBi disuumoi
0co0u - mianpuemus, Ti Miclie POXHBAHHA Ta peecTpaLiiinuii Homep 06/1iKOBOT KapTKH MIATHHKA
noaatkis abo cepis Ta HOMep macropra)

Mporokoa Bisyaasnoro kourpomo sin 14.03.2025 N2 0782/2.

3a pesynbTaTamu JIEPKABHOTO KOHTPONIO BCTAHOBIEHO, IO JIKAPCHKHE 3aci6 BBeseHo B VKpaiHy 3

AOTPHMAHHAM BuMOT 3aKOHOJABCTBA 1IOAO 3a0€3MEYEHH AKOCTI TKapChKHX 3ac00iB,

Onsra EPLOMEHKQO

(nignuc) (ininiam Ta npizemie)
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