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%

CropiHka 132
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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)

Page 1 of 3



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 &
Page 1 of 2 %;%3,4:6\\ | j
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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: =

»
*[CEPTHOIKATIB *§
[
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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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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 D29726
Ireland Market Ukraine

Signature

Lot Doty

Kamila Dunajska “

Qualified Person

LEO Laboratories Ltd. (LEO Pharma)

02.01.2025 Released by electronic signature
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ANNEX TO THE CERTIFICATE OF ANALYSIS

DAIVOBET® OINT 50+500 MCG/G 30 G UA
Product Batch: D29726

Material Number: 063727

Release Date: 02/01/2025

We, LEO Laboratories Limited, hereby would like to clarify some points concerning the certificate
of analysis for DAIVOBET® OINT, namely the references to the methods:

Determination of Betamethasone Dipropionate Organic Impurities by HPLC performs in accordance
with Ph. Eur. 2.2.29; Determination of Calcipotriol Organic Impurities by HPLC performs in
accordance with Ph. Eur. 2.2.29; Particle Size performs in accordance with Ph. Eur., Microscopy:
Assay and Identification of Betamethasone Dipropionate performs by HPLC in accordance with Ph.
Eur. 2.2.29; Assay and Identification of Calcipotriol by HPLC performs in accordance with Ph. Eur.
2.2.29; all-rac-a-tocopherol, HPLC performs in accordance with Ph. Eur. 2.2.29; Determination of
Viscosity performs in accordance with Ph. Eur. 2.2.10; Microbiological quality performs in
accordance with Ph. Eur. 5.1.4.,2.6.12, 2.6.13.

And regarding the result for the test Appearance:

Test Specification Result
Appearance off white to yellow homogeneous | Complies
ointment

The result of the Appearance presented in the certificate of analysis meets the specification
requirements.

Qualified person
Name: Kamila Dunajska - Qualified person LEO Laboratories Limited

Signature: L2~ _—  Date: 728lon oty




JAEPKABHA CJIYKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMU ¥ KHIBCBKIN OBJIACTI

npos. Ceitanunoi Hanii, 3, m.Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APTIOY 37078774

BUCHOBOK
Npo sIKiCTh BBE3€HOr0 B YKpaiHy JiKapchbKoro 3acody

08.08.2025 _ Ne 37317/25/10

JAWBOBET

(HalMEHYBaHHA J1ikapcLKOTO 3aco0y 3riAHO 3 peeCTpaLiiiHHM I10CBITYEHHAM)
ma3b, 110 30 r masi y Tybi; no 1 1y6i y KapToHHil Kopodui

(bopma BHIyCKY, 103yBaHHs, BUIL MAKyBaHHS JIKAPCLKOTo 3acoby)
Howmep peectpauiitnoro nocsiguenns UA/7276/01/01 crpok aii peectpauiiinoro nocsizgenns 01.01.2099
Cepis nikapcekoro 3acoby Ne D29726 Kinbkicts BBesenoro mikapcekoro sacoby 2000

Bupo6uuk JIEO JlaGoparopic Jlimiten, Ipnanais

(HaiimMenyBaHH#a BUpPOOHHKA JiKapchKoro 3acody, KpaiHa MoXoIKeHH)

Breseno B Yikpainy Tosapucrpo 3 odmeskenoro Bianosinansuictio "JIEJIBTA
MEJIKEJ", inent. kox: 39448817

(nafivenyBanms Ta koa 3a CAPTIOY ropuumuHoi ocobu ado npiseue, iM's, o 6athkosi diznunoi
0cobu - nianpuemus, ii Miclie MPOKHBAHHA Ta peecTpaLLifiHuii HoMep 0611iKOBOT KapTKH MIaTHHKE
noj1aTKiB abo cepis Ta HoMep nacnopra)

Iporokon Bizyaasnoro kourpoo sin 01.08.2025 N2 2411/3.

3a  pesyapTaTamuM  JIGPKABHOIO KOHTPOJK —BCTAHOBJICHO, WIO JiKAPCHKMH 3aci6  BBeseHo B Ykpainy 3

AOTPHMAHHSAM BHMOT 3aKOHOIZBCTBA [I00 3abe3NeyeH s AKOCTi TiKapchKHX 3ac0biB.

e A T
il 7% Nlalte g oy
2 T Y T -
[ oF 00 \\ ot i :
B.o. n:?‘,.lam;lgﬁaa cyKOd - G, \_?\ Onera EPLOMEHKO
j S ) ndo \ & a2
P— 3 b atel et R £ — :
tl‘ Ci i;nu 'm'.gﬁ;xppmu} ,ﬂepﬁ{ﬂ%ﬂﬂfg KOHTPOIO) (nianic) (intwiany T2 npissume)
S AURMENIIBI O
-

4;' /'7

#YKPaTHa s>
iR £
fict ME p%,

S b A E‘a/ﬁ.
> &




Material Number: 063727
Market: Ukraine
Material Description: DAIVOBET® OINT 50+500 MCG/G 30 G UA

Quality Laboratories

Batch D28119 Product Batch: D29726
Date of Analysis: See authorization date

Appearance description Off white to 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

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

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

Daivobet Ointment Particle Size, Solid Particles

Particle size, Microscopy 90 % < 15 pum Complies
Plate Count Method, Microbial
Microbiological quality, TAMC 1 g of the drug product should <20 CFU/g
contain: Not more than 100 CFU
e}
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
aeruginosaini1g
Microbiological quality, absence of Staphylococcus aureus Absencentin 1g Complies
in1g
Appearance
Appearance, Visual To Description Complies

Assay and |dentification 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 peak of
calcipotriol in the chromatogram
of the standard solution.

Assay of Calcipotriol Anhydrous 48.0 - 52.5 ug/g (46.0 - 52.5 pg/ 51.1 ug/g
9)
Determination of Calcipotriol Organic Impurities by HPLC
Organic impurities of Calcipotriol, Total <=30%
Organic impurities of Calcipotriol, 24-Epi-Calcipotriol <=1.0%
Organic impurities of Calcipotriol, 5,6-Trans-Calcipotriol <=15%

Page 1 of 2




Ceprudikar Bianosignocri

L E O
JIEO JJABOPATOPIC JIIMITE/]
285 Kauun Poan, Kpamiin [Tpoaykr JAMBOBET MA3b 50+500 MKI'/T" 30 I' UA
[E-J112 E923 [Iy6nin Cepis D29726
Ipnanpis PuHok VYkpaina
Jlata BUpOOHUUTBA 112024
Tepmin npuaaTHocTi 11 2026
JlozoBana popma Masb
Cuna aii/ AKTUBHICTb 50 MKI/T + 500 MKI'/T'
Po3mip yNakoBKH 300
Tun nepBUHHOTO NakyBaHHs  Ty0a antomiHieBa
®opwmar natu cepii MM PPPP
Homep Peectpauifinoro UA/7276/01/01
MOCBIAYEHHS
Homep BupoGuusoi ninensii  M00046/00001
KinbkicTh 4330 ynakoBok

JIAMBOBET MA3b 50+500 MKI'/I" 30 I' UA Homep Marepiany 063727 Homep Cepii D29726

bank JJAMBOBET MA3b (CURIA SPAIN BDP) Homep Marepiany 027581 Homep Cepii D28119

A®I BETAMETA30H JIMITPOITIOHAT MIK CURIA Homep Marepiany 025659 Homep Cepii D18623
A®] KAJIBLIMITOTPIOJI TIJIPAT Homep Marepiany 003232 Homep Cepii D18443

Hageenuii BuLe TekeT BioOpaskae Bei , Gank(u) Ta/abo KIK0YOBI KOMITOHEHTH, 110 BUKOPHCTOBYIOTBCA Y BHPOOGHHLITBI
cepTH(iKOBAHOTO MPOAYKTY

LInM 5 3aCBiTuy10, 110 HaBeIeHa BUILLE iH(OPMALLS € JOCTOBIPHOIO Ta TouHOw. Lifo cepito mpofyKkuii Oy.10 BUPOOIIEHO, BKTIOUAIOH
NaKy BaHHs,/MapKyBaHHs Ta MPOBe/IeHO KOHTPOJTS i IKOCTI Ha BHILe3a3HaueHii TiNbHULL Y NOBHIH BIAMOBIIHOCTI 3 BHMOraMHu GMP,
BCTAHOB/IEHHMH MICLIEBHM PEry/ISTOPHHM OPraHOM, a TKOX BiZNOBIAHO 10 crieundikallii, 1o MICTATECA y peeCTpaLiifHOMY 10ChE
kpaikn iMroprepa. [IpoTOKO/H BUPOGHALITBA, IAKYBAHHs Ta aHaMi3iB Y10 neper/iAHyTo Ta BCTAaHOBNEHO BinoiaHicts GMP

JIAMBOBET MA3b 50+500 MKI/T" 30 I UA
Omnuc Masi:
(ogHOpiaHa Ma3b BijJ Maiixke 6inoro 10 JX0BTOrO KOJILOPY)

Pesynbrat: Bianosinae onucy

Cuna aii/ AKTUBHICTB:
50 mxr/r Kanpuunotpion + 500 Mkr/r beramerasoH

(BDP) = abpesiarypa Ha3zeun ADI BetameTa3oHy AMIpONioHaTy
Kansuunorpiony [igpaT (ak MOHOriapar)

Jlirounit Ceptudikar BianosiaHocti Bumoram JIEO ®apma: 33716/M46
Anpec BUpOGHHIITBA 3aTBepXKEHHH OpraHaMH YKpaiHChKOT BIIajIH,
JIEO ®apma (sk JIEO Jlaboparopic Jlimiten)

285 Kawen Poan, Kpamnin, Jy6nin 12, 12 E923, Ipnanuis.

Po3mip cepil Banky HaBeaeHO HUKYIE.
Po3amip cepil 6anky: 4004 kr

[Hionucano]

Kamila Dunajska

02.01.2025 BuyLIEHO eNeKTPOHUM MiAMHCOM
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Ceprudikar Aunanizy

Howmep npoaykry: 063727

PuHok: Ykpaina

Omnue npoaykry: JAWBOBET MA3b

50+500 MKI/T" 30 I UA

JTaBopatopis Axocti
Cepis D28119 Howmep Cepii: D29726
Jlarta aHanisy JluB. maty aBTopu3aulii
Onuc 30BHILIHBOTO BUIIISLY: Mass BijJ maiike OL10ro 10 KOBTOrO KOJIBOPY
ITokasuuk Cneundikauis Pesyabrar

Bu3naueHHs opraHivHAX JOMilIOK
berameraszony aunponionaty BEPX

Opraniuni nomilkn Betamerasony aunponionary <=0.5% 0.0 %
berametasoH 17-nponioHar

Opraniuni gomiwky berameraszony aunponioHary <=0.5% 0.0 %
BerameTasoH 21-npomnioHat

Opraniuni nomiwkn Beramerazony aunponioHaty <=0.2% 0.0 %
HeinentudikosaHa, NooMHOKa

Oprauiuni nomiwkn beramera3oHy AMnponioHaty <=1.0% 0.0 %

Cyma nomitox

JlaiiBoGeT Masp Po3mip uactok, Teepai YacTku
Po3amip yactok, Mikpockonis 90 % < 15 MKM Binnoginae

MeToa niapaxyHKy IUIaCTHHOK , MikpoGionoriunui

Mikpo0Gionoriyna yuctora, TAMC B Ir nikapceKkoro 3aco8y NOBHHHO <20 KYO/r
MicTuTHCA He Ginsle 100 KYO/r

MikpoGionoriuna uuctora, TYMC B Ir nikapcekoro 3acofy noBHHHO
micTuTHcs He Oinbwe 10 KYO/r <5 KYO/r

[Tpamuii MeTo1 BU3HAUEHHS, S. aureus,
P. aeruginosa, MikpoOHe uHcio
MikpoGiosioriuHa 4HCTOTA,

BizcyTHicTe Pseudomonas Aeruginosaie 1 r Bigcytnis I 1 Binnosinae
Mikpo6ionoriuna yucToTa,
BizcyTHicTs Staphylococcus aureus B 1 ¢ BimcyTthiB I 1 Bianoeinae

30BHIILHIH BUMIAL

30BHILUIHIIT BHIUIAI, BI3yalbHO Binnoeiaxo 1o onucy Bianosinae
KinekicHe Bu3Ha4yeHHs Ta [nenTudikailis
Kansuunorpiony BEPX

Inentudirauis Kansuunorpiony Yac yTpHMYyBaHHA OCHOBHOTO MIKY Binnosinae

Ha Xpomarorpami BunpoyeaHoro
pO34MHYy NNOBHHEH BiANOBiAaTH
4yacy yTpUMYBaHHA MIKy
KalLLUMIOTPIONY Ha Xpomarorpami
CTAHIAPTHOTO PO3UMHY.

KinskicHe Buznauenns Kansuunorpiosy

Bessoanoro 48.0 — 52.5 mkr/r (46.0 — 52.5 Mkr/r)
Busnauenns 'Opramqﬂux Homirok CEPTHOIKATIB
Kansuunotpiony BEPX : Nl
Opraniuni nomiwiky Kansuunorpiomy, Cyma 10MiLIOK <=3.0%
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/Odiuiiinuit 6nank JIEO JIABOPATOPIC 3 pexBizuTamu KoMnaHii/

JOJATOK 10 CEPTUH®IKATY AHAJII3Y

JTAMBOBET MA3b 50+500 MKI'/T 30 ' UA
Cepis npoaykry : D29726

Homep marepiany : 063727

Jara Bunycky : 02/01/2025

MH JIEO JIABOPATOPIC JIIMITE]I , naHuM IOKyMEHTOM XOTiM 6 YTOYHMTH MEBHi MUTaHHA
wozo cepridikaty ananizy ana JAUBOBET MA3b, a came nocunatHs Ha METO/H:

Busnauenns Opraniunux jomimok berametasony Jlunponionaty metogom BEPX BukonytoTs
BianosigHo 10 €sp. ®apm. 2.2.29; Busnauenns Opraniunux aoMiwok Kaapuunorpiony MeToiom
BEPX BMKOHYIOTH BianmoBinHo a0 €8p. @apm. 2.2.29; Po3Mipy 4acTOK BUKOHYIOTb BiMNOBIAHO 10
€sp. ®apm., Mikpockonis; KinbkicHe BU3HaueHHs Ta iieHTudikauis beramerazony [Iunpomnionary
BUKOHYIOTh MeTo10M BEPX BinnosinHo 1o €ep.@apm. 2.2.29; KinbkicHe BU3HaYEHHS Ta
inentudikauiro Kansuunorpiony merogom BEPX BukoHytoTh BianosiaHo 1o €ep. ®apm. 2.2.29;
KinbkicHe Bu3Ha4YeHHs BCchoro anbda-rokopepony, BEPX, BukoHy0OTh BinosiaHo 10 €sp. @apm.
2.2.29; Bu3HaueHHs B'A3KOCTI BAKOHYIOTH BiamoBiaHo Ao €Bp. @ap. 2.2.10; Mikpobiosoriyna
YHCTOTA BUKOHYETHCSA BiANoBiaHo a0 €Bp. Papm. 5.1.4.,2.6.12, 2.6.13.

A 110710 pe3ynbTaty 3a nokasHukom Onue

[TokasHuk Cneundikanis PesyabTar

Onuc OZHOpiaHA Ma3b Bia Maiixe Binnoginae
6171010 10 KOBTOTO KOJBOPY

PesynbraT nokazuuky Onuc , 3a3aHaueHi y ceprudikari aHanisy, Bianoigae BuMoram cnieuudikauii.

YnosHoBazkeHa ocoba
ImM’s : Kamila Dunajska - VnosHoBaskeHa ocoba 3 sikocti JIEO Jlabopatopic Jlimiten

[Tinmuc :/minnucano / Jlara : 28/04/2025




Ceprudirar Ananisy

Homep npoaykry: 063727
PuHok: VYkpaina
Onuc NpoaykKTy: JAWUBOBET MA3b
50+500 MKI/T" 30 T" UA
JlabopaTopis fkocti
Cepist D28119 Homep Cepii: D29726
JlaTa ananisy JluB. naty aBropusauii
Onuc 30BHILIHBOTO BUIVIAAY: Mas3p Bij Maiixke 0i10ro 10 JKOBTOrO KOJILOPY
IToxkasuuk Cneundikanis Pesyabrar
Opraniyni nomimku Kaneuunorpiony,
24-eni-KanbUMMOTPION <=1.0% 0.2%
Opraniuni gomimwky Kansuunorpiony,
5,6-TpaHc-KanbLUHUIOTPION <= 1.5% 0.5%
Opraniuni gomimku Kaneuunorpiony
HeinenTtudikorana, nooAHHOKa <=0.5% 0.1 %

KinbkicHe Bu3HaueHHs Ta [neHTudikauis

Berameraszony JlunponioHaty
Inentudikauis beramerasony Iunponionary, BEPX Yac yTpuMyBaHH: OCHOBHOTO TiKa Binnosinae
Ha XpomarorpaMi BUNpoOyBaHOTO PO3YMHY
IOBMHEH BIAMNOBIAATH 4acy yTPHMYBaHHA Nika
OeTaMeTazOHYy AMMPONIOHATY
Ha XpOMaTOrpaMi cTaHIapTHOrO PO34YHHY

KinbkicHe Bu3nauenns Beramerasony Junponionary, BEPX 0.611-0.675 mr/r 0.644 mr/r

KinbkicHe Bu3HaueHHd Ta [neHTudikauis
Anwda-Tokodepony
Ansda-roxodepon, BEPX 20 — 35 mkr/r 25 MKkr/t

BusnaueHHs B’ a3KocTi. [IpHHLMN KOHYCHOT TapliKK
[1pu 35 rpanycax
B’askicts (35° C) 1.6 — 3.1 TTasc 2.4 Tlasc

Bci nocunanta Ha (hapMakorero € NocuIaHHAMK Ha Jiroui Binanus Gapmakonei. Bei nocunants Ha METOAM KOHTPOITIO € MOCHIAHHAMM Ha
K01 BUIAHHA.

Bci KpHTEpii € KpUTEPIAMM Ha BUIYCK, KPiM KpUTEpIiB ¥ ckoOKax, AKi € KpUTEpisMH Ha CTPOK NPHAATHOCTI.
LM miaTBepaKy1O, WO BHLIEHaBeAeHa iHQOPMaLlisd € 10CTOBIPHOIO Ta TOHHOIO.

: _ = . RE
3aBipeHo Ta Orna Ryan Jlata:  23-rpyaH : CE%ﬁNI\'ATIH

['IEIII'IHCBHO €JIEKTPOHHHUM [Ii}ll']PlCOM -
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Material Number: 063727
Market: Ukraine
Material Description: DAIVOBET® OINT 50+500 MCG/G 30 G UA

Quality Laboratories

Batch D28119 Product Batch: D29726

Date of Analysis: See authorization date

Appearance description Off white to yellow ointment

Test Specification Result
Organic impurities of Calcipotriol, Unspecified, single <=0.5% 0.1%

Assay and |dentification of Betamethasone Dipropionate

|dentification 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 0.644 mglg

Assay and |dentification of all-rac-a-tocopherol
all-rac-a-tocopherol, HPLC 20 - 35 pg/y 25 ug/g

Determination of Viscosity. Plate-cone principle at 35 degrees
Viscosity (35 °C) 16-3.1Pas 24 Pas

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 Orna Ryan Date: 23-Dec-2024 f8sX:
electronically signed by: =
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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 D29726
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 LEQ Pharma Certificate of GMP Compliance: 33716/M46

Approved by Ukraine authorities manufacturer’s address,

LEQ 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: 4004kg

o e
g YO
<* isaumug“*’
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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 D29726
Ireland Markat Ukraine
Manufacture Date 11 2024

Expiry Date 11 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  M00046/00001
Release Lot Quantity 4330 PACKS

DAIVOBET® OINT 50+500 MCG/G 30 G UA Material Number 063727 Batch Number D29726

Bulk DAIVOBET® OINT (CURIA SPAIN BDP) Material Number 027581 Batch Number D28119

AP| BETAMETHASONE DIPROPIONAT MIC CURIA Material Number 025659 Batch Number D18623
AP| CALCIPOTRIOL HYDRATE Material Number 003232 Batch Number D18443

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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