Certificate of Conformance

L E O

LEO LABORATORIES LIMITED

285 Cashel Road, Crumlin Product PROTOPIC® OINT 0.1 % 10 G UA
IE-D12 E923 Dublin Batch C86935
Ireland Market Ukraine
Manufacture Date 10 2022

Expiry Date 10 2025

Dosage Form Ointment

Strength / Potency 01%

Package Size 1006

Primary Pack Type Plastic/Laminate Tube

Batch Date Format MM YYYY

Marketing Authorisation Number UA/7779/01/02

Number of Manufacturing Authorisation  M00046/00001

Release Lot Quantity 14300 PACKS

PROTOPIC® OINT 0.1 % 10 G UA Material Number 057495 Batch Number C86935
Bulk PROTOPIC® BULK 0.1 % Material Number 057881 Batch Number C86499

API TACROLIMUS® API CONCORD Material Number 055580 Batch Number C75813

The above mentioned Bulk consists of the listed API batches where the
individual linkage is shown in the above list. If the same API material
number is listed more than once then multiple API batches has been used
as components in the Bulk. The batch hierarchy upstream from APl is

visualized as indented batches below the API.

| 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 _ . N )

found to be in compliance with GMP. )/ xﬁ\.',.&ﬁ ‘\
" o W \

i
Pack Strength:1 g of cintment contains, tacrolimus(as monohydrate)1.0 mg !{ ';,‘\_ A
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Certificate of Conformance

LEO LABORATORIES LIMITED

285 Cashel Road, Crumlin Product PROTOPIC® OINT 0.1 % 10 G UA
IE-D12 E923 Dublin Batch C86935
Ireland Market Ukraine

Description :White to slightly yellowish ointment
Result: Conforms to description.

Certificate of GMP Compliance of LEOQ IE: Certificate number:
29515/M46

Approved by Ukraine authorities manufacturer's address,
LEO Pharma (trading as LEO Laboratories Limited)
285 Cashel Road, Crumlin, Dublin 12, D12 E923 Ireland.

Bulk batch size is emtered below

Bulk Batch Size: 1000.3kg

Signature

_ma._i-_s._‘...;:.u’..i_...
Dedrdre Whrvte

Gualified Peron
LED Labrorstonies Lid. [LED Pharemna)

: (,'EPT”(;{'{F"\-'{J TR ! -'
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Item Number:

Market:

Quality Laboratories

Item Description:

057881

Ukraine

PROTOPIC® BULK 0.1 %

Batch C86499
Date of Analysis: See authorization date
Appearance description White to slightly yellowish ointment

Finished Product Item Description: PROTOPIC® OINT 0.1 % 10 G UA

Finished Product Material Number: 057495
Finished Product Batch Number: C86935

Test Specification Result
Minimum Fill, USP <755>

Minimum Fill Complies to USP Complies
Appearance

Appearance, Visual To Description Complies
Protopic Ointment 0.03% and Protopic Ointment 0.1% Consistency

Consistency (Penatrometry) 180 - 290 219
Protopic Ointment Identification, Assay and Homogeneity

Identification: HPLC (Tacrolimus) Complies with Standard Complies

Assay of Tacrolimus (HPLC) 95.0 - 105.0 % (90.0 - 105.0 %) 1003 %

Homogenity - Neck of tube (HPLC) 85.0-115.0% 100.8 %

Homogenity - Upper end of tube (HPLC) 85.0-115.0% 100.9 %

Homogenity - Lower end of tube (HPLC) B850-115.0% 100.5 %

Homogenity - Crimp end of tube (HPLC) B5.0-115.0% 101.0 %

Homaogenity - Mean result (HPLC) 90.0-110.0 % 100.8 %
Protopic Ointment Related Substances by HPLC

No.XI- FR141643 <= 0.6 % (<= 1.0 %) 0.0 %

No.XV- FR1T7T765 <= 0,6 % (<= 3.0 %) 0.0 %

Paak A <=0.6% 0.0 %

Mot identified single peaks <=05% 0.0 %

<= 1.2 % (<=4.0%) 0.0 %

Total impurities
Ph. Eur. 5.1.4, Microbiological quality

Microbiological Quality, Ph.Eur. 5.1.4 preparations for
cutaneous use (2.6.12, 2.6.13)

Protopic Ointment Droplet Size Distribution

Droplet size distribution
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Ceprudikar Ananizy

Howmep npoaykry: 057881
Punok: YkpaiHa
R Onuc NPoayKTY: [TPOTOITHUK BAJIK 0.1%
L E O
JlabopaTopis SAxocTi
Cepis CB86499
Jara ananiszy JluB. naTy aBTOpM3aUii
Onuc 30BHILIHBEOIO BUMIIALY: Bin Gisioro 10 3/1erka »KoBTYBaToOro Masb

I'orosuii npoaykt Onuc [poaykry: [IPOTOIMK maze 0,1% 10 r UA
[otoswmii npoaykt Homep Matepiany: 057495
Iotosuit nponykt Homep Cepii: C86935

IToka3zHuk Cneundikanis Pesyabrar
Maca Bmicty ynakoBku, USP <755>
Maca BMIiCTY yNakoBKH Bianosinae USP Binnosinae
Onwuc
Onwuc, BizyanbHo BianoeiaHo a0 onucy Bianoginae
IMpoTonuk masb 0.03% ta ITporonuk 0.1% KoxcucreHuis
Kowncucrenuis (TTeHeTpoMeTpHUHO) 180 — 290 219
[Mporornuk ma3e Inentudikauis, KinbkicHe Bu3HaueHHs Ta [ 'OMOreHHICTh
Inentudikauis: BEPX (Takponimyc) Bianoeigae ctaHaapTy Bignoginae
KinbkicHe BusHauenns Takpoaimycy (BEPX) 95.0—105.0 % (95.0 — 105.0 %) 100.3 %
omoreHHicTh — wniika Ty6n (BEPX) 85.0-115.0% 100.8 %
["omoreHHicTh — BepXHs yacTiHa Ty6H (BEPX) 85.0-115.0% 100.9 %
omorenHicTs — HIKHA yacTuHa TY6H (BEPX) 85.0-115.0% 100.5 %
T'omorennicTs — 6ina o6THeKy TYOH (BEPX) 85.0-115.0% 101.0 %
I'omorennicts — cepenne snadenns (BEPX) 90.0—-110.0 % 100.8 %
[potonuk mase CymyThi aomimku BEPX
Ne X1 —FR 141643 <=0.6 % (<= 1.0 %) 0.0 %
Ne XV —FR 177765 <=0.6 % (<=3.0 %) 0.0 %
ITix A <=0.6 % 0.0 %
Heinentudikarana oauHIuHa IOMilIKa <=0.5% 0.0 %
Cyma 1oMillok <=1.2 % (<= 4.0 %) 0.0 %
€p. ®apm. 5.1.4, MikpobionoriyHo yucToTa
Mikpo6ionoriuna uncrora, €. dapm. 5.1.4
IMpenapaTH /1A HALIKIPHOTO 3aCTOCYBaHHA Bianosinae Bianosinae
(2.6.12,2.6.13)
[TpoTonuk mMa3b Posnofin kpariesib 3a po3Mipom
Poznonin kpanesb 3a po3Mipom Bianosigae (D50 <= 10 mxm, D95 Bianoeinae
<= 21 MKM)

CtopiHka 1 u3 2
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Item Number: 057881

Market: Ukraine

Item Description: PROTOPIC® BULK 0.1 %

Quality Laboratories

All pharmacopoeia references are to current editions.
All limits are release limits. Limits in brackets are shelf-life limits.
It is hereby certified that the above information is authentic and accurate.

Authorized and Orna Ryan

electronically signed by:
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Ceprudikar BignosigHocTi

L
JIEO JIABOPATOPIC JIIMITEN
285 Kauwn Poan, Kpamain [Mpoayxt " TTPOTOIIMK MA3b 0.1 % 10 I" UA
IE-J112 E923 1y6nin Cepis C86935
[pnanaia Punok Ykpaina
JlaTa BUpoGHHLTBA 10 2022
TepMiH npuaaTHOCTI 10 2025
Jo3soBana hopma Masb
Cuna nii/AKTHBHICTb 0.1 %
Po3Mip ynakoBkH 10r
Tun nepsunHoro nakysanus  Tyba 3 ITnactux/Jlaminar
®opmar gatH cepil MM pppp
Homep Peectpauiitnoro UA/7779/01/02

MOCBiUEHHS
Homep BupobHudoi niuensii  M00046/00001
KinekicThb 14300 ynakoBok

MTPOTOTTUK MA3b 0.1 % 10 ' UA Homep Marepiamy 057495 Homep Cepii C86935
Bank [TPOTOIHMK BAJIK 0.1 % Homep Marepiany 057881 Homep Cepii C86499
A®] TAKPOJIIMYC® A®I KOHKOP]I Homep Marepiany 055580 Homep Cepii C75813

3razanuii BuILe Gank CKIaaeThes 3 nepepaxoBaHux cepiii ADI, e okpeMi 3B’ 43Ky MOKa3aHi y HaBeJIeHOMY BHILE CITHCKY.
SIKuI0 O7MH i ToM camuii Homep Matepiany A®I BkasaHo 6iblue OAHOrO pasy, TOAI AK CKIaLoBi y fasky 6y10 BHKOPHCTaHO
kinbka cepiii ADI. Cepiiina iepapxis nepen ADI Bizyanizyerscs sk cepii 3 Binctynom nig ADIL.

LIuMm 5 3acBidyIo, IO HaBeeHa BuLLe iHdopMallis € 10cTOBipHOIO Ta TouHo0. LIko cepiio npoaykuiil 610 BUpobIeHo, BKIKOUA0H
NaKyBaHHs/MapKyBaHHs Ta IPOBEIEHO KOHTPOJIb i SIKOCTI Ha BULIE3a3HAYEHIH ALTBHAL Y noBHi# BianoeiaHocTi 3 BuMoramu GMP,
BCTAHOBJICHHMH MIiCLIEBHM PEry/IATOPHMM OPraHOM, @ TAKOXK BIZITOBI/THO /10 creuuikatii, wo MICTATBCA Y PEECTPALIiiHOMY J10CKE
kpainy iMnoprepa. [TpoTOKoNM BUPOOHUIITEA, NAKyBaHHs Ta aHa/Ii3iB OyJIO NeperysHyTo Ta BCTAHOBIICHO BianosiaHicte GMP

Cksian ynakosku: | r Masi micTuTh TakponiMycy (Monorigpar) 1.0 mMr

Onuc: Big 6inoro 1o 31erka »K0BTyBaTOro Masb
PesynsTaT: Bignosinae onucy

Jlitounii Ceprudikar sianosianocti Bumoram HBITJIEO IE: Homep Ceprudikary:
29515/M46

Ajpec BUPOOHMLITBA 3aTBEPIKEHHIT OpraHaMu yKpaiHChKOT B/laH,
JIEO ®apwma (ax JIEO Jla6opatopic JlimiTen)
285 Kawen Poan, Kpamnin, Hy6nin 12, J112 E923, Ipnannis.

Po3mip cepil 6anky HaBedeHO HHXKME.

Po3smip cepii 6anxy: 1000.3 kr
[Tianmc

/mianucaHo/

Deirde Whyte
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JEPXJIIKCJIYKBA
JNEPXABHA CJIYKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTUKAMM Y KHiBCBbKIN OBJIACTI

npocrnekt Banepis Jlo6aHoBCbKOTO, 51, M. Kuis, 03110, Ten/daxkc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kon €JIPITIOY 37078774

BUCHOBOK
PO AKIiCTH BBE3€HOro B YKpaiHy JiKapchbKoro 3aco0y
30.11.2022 Ne 50613/22/10
MPOTOIINK

(naiiMeHyBaHHA AiKapceKoro 3acofy 3riaHo 3 peecTpauiiiHuM TIOCBI14EHHAM)
masb 0,1 %; no 10 r y Ty6i; mo 1 Ty6i B KapTOHHiH Kopooui

(hopma BHIyCKY, IO3YBaHH#A, BH/L NAKyBaHHA nikapcekoro 3acody)
HoMep peccrpalliffHOro IOCBiIUeHH UA/7779/01/02 crpox nii peectpaniinoro nocsimuenns 01.01 .2099
Cepis nixapcskoro 3acoby Ne C86935 KinsKicTb BBe3€HOTO Nikapebkoro 3acoby 14300

BupoGHuk JIEO JlaGopatopic Jlimiten, Ipnanis

(naliMeHyBaHHsA BHPOOHHKA JIIKapCLKOTO 3acoBy, KpaiHa MOXOUKEHHA)

Beezeno B YKpainy ToBapHCTBO 3 00MEKEHOIO signosinanenicrio "JEJIBTA
MEJIKEJI", inent. kon: 39448817

(nafiMeHyBaHHA TA KOJ 32 €JIPTIOY 1opuautHoi ocobH abo npiseue, inM's, Mo 6aTbKOBI
diznunoi ocobu - migmpuemus, i MiCLie TIPOKUBAHHS TA PEECTPALLIAHHI HOMEp obnikoBoi
KapTKy IJIaTHUKA 0/1aTKiB a0 cepis Ta HOMEP nacropTa)

MpoToKON Bi3yaabHOro KOHTPOIIO Bil 30.11.2022 N2 3131/2.

3a pe3ynpTaTaMM [EpHKAaBHOTO KOHTPOJIO BCTAHOBJEHO, 1O JiKkapcekuii 3aci6 BBe3eHO B Ykpainy 3

JOTPHMAHHSAM BHMOT 3aKOHOJABCTBA LIONO 3a6e3neyeHns AKOCTI MiKapchKHX 3ac00iB.
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Ceprudikar AHanizy

Homep npoaykry: 057881
Punok: VYkpaina
Onuc NpoayKTY: [TPOTOITUK BAJIK 0.1%

Jlaboparopis JAKocTi

Bci nocunanis Ha (papMaKonelo € NOCHIaHHAMM Ha Jiloue BUAaHH.
Bci kpuTepii € kpurepiamy Ha Bunyck. Kputepii y ckoOkax € KPHTEPiAMH Ha CTPOK MPHIATHOCTI.
LIuM MiATBEpIKYETHCS, LIO BUILEHABEIEHA iH(OPMALLifl € 1OCTOBIPHOIO Ta TOUHOIO.

e
=MOB LS

022 08:35

3agipeHo Ta Orna Ryan Hara:
MiAMHCAHO eJIEKTPOHHHM MiANHCOM -

CTtopiHKka 2 u3 2




Ceprudikar Ananisy

Homep npoaykry: 057495

PuHok: Ykpaina

Onuc nNpoayKTy: [TPOTOITHUK MA3b 0.1% 10I"
UA

JlaGopaTopisi SkocTi

Bei nocnnantA Ha (PapMaKONelo € MOCHIAHHAMY HA JlitoYe BHAAHHS.
Bei kpuTepil € kpuTepiamu Ha Buryck. Kpurepii y ckofkax € KpUTepisMH Ha CTPOK NPHAATHOCTI.
LIMM NiATBEpIKYETHCH, IO BHIEHABEAeHa IHOPMALlia € TOCTORIPHOIO Ta TOYHOIO.

3asipeHo Ta Jennifer Munnelly Hata:  22-Ipynns-2022  12:19
MiANHCAHO eIEKTPOHHUM MiANHCOM -
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CTopiHka 232
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Ceprudixar Bignosignocri

285 Kawn Poan, Kpamiin [Tpoaykr [MPOTOITHMK MA3b 0.1 % 10 I" UA
IE-112 E923 Oy6nin Cepis C91217
I[pnanais Punok Ykpaina
Jlata BupoOHULTBA 12 2022

TepmiH npuaaTHOCTI 12 2025

JozoBana dopma Masp

Cuna aii/AKTUBHICTb 0.1 %

Po3Mmip ynakoBku 1or

Tun nepsunHoro nakysauuss  Tyb6a 3 [Tnactuk/Jlaminar

@opmar aaTH cepit MM pppp

Howmep Peecrpauifinoro UA/7779/01/02

MOCBIAYEHHSA

Homep BipobHMuoi minensii ~ M00046/00001

KinbkicTb 15000 ynakoBok

IMPOTOTTUK MA3b 0.1 % 10 I' UA Homep Marepiany 057495 Homep Cepii C91217
Bank TTIPOTOITUK BAJIK 0.1 % Homep Marepiany 057881 Homep Cepii C89691

A®I TAKPOJIIMYC® A®I KOHKOPJI Homep Matepiany 055580 Homep Cepii C77917
A®I TAKPOJIIMYC® A®I KOHKOP]] Homep Marepiany 055580 Homep Cepii C77916

3raganuil BULIe GalK CKIAAacThes 3 nepepaxoBanux cepiit ADI, xe okpemi 3B°A3KH MoKa3aHi y HaBeIEHOMY BUILE CITHCKY.
SIKLo oMH i Tolt camuii Homep marepiany A®I BkasaHo Gijblie OJIHOTO pasy, TO/i K CKIanoBi y 6ajky 0y10 BUKOPHCTaHO
KinbKa cepiit API. Cepiiina iepapxia nepex ADI Bisyanisyerbea ak cepii 3 BigcTynom nig ADL

LM 5 3aCBi/I4yI0, 1110 HaBe/IeHa BHILE iH(OPMALLisl € JOCTOBIPHOIO Ta TouHOIO. Lo cepiio npoaykuii 0y10 BUpoOIIeHO, BKIIOHAKUH
NaKy BaHHs1/MapKy BaHHS Ta MPOBEIEHO KOHTPOJT ii AKOCTI Ha BULle3a3HaueH i AinbHuLi y noBHil BianosiaHocti 3 BuMoramu GMP,
BCTAHOBJIEHMMHU MiCLIEBUM PEryIATOPHHM OPraHoM, a TAKOXK BIATIOBIZHO J0 crieumdikaliiif, mo MiCTATbCs Yy peecTpalliifHoMy J10Che
kpaiun immoprepa. [TpoTokonM BUpOGHULITBA, NAKyBAHHS Ta aHa/Ti3iB 6y/10 NeperiAHyTO Ta BCTAHOB/EHO BinosiaHicTs GMP

Cknaz ynakoeku: 1 r masi MicTuTh Takponimycy (MoHoriapat) 1.0 mr

Onuc: Big 6i0oro ao 3ierka skoBTyBaToro Masb

PeayneraT: Bianosinae onucy

Hitounit Ceprudikat Binnosignocti sumoram HBIT JIEO IE: Homep CepTudikaty:

29515/M46

Ajipec BUpOOHMIITBA 3aTBEPUKEHHI opraHamMy YKpaiHChKOT Bi1aziu,
JIEO ®apma (sax JIEO JlaGoparopic JlimiTen)
285 Kawen Poan, Kpamnin, {y6nin 12, 12 E923, Ipnanis.

Po3mip cepil fanky HaBeleHO HUKYe

978.200 kr

22.02.2023

CropiHka 131

[Tignuc
/mianucaHo/
Deirde Whyte

Y roBHOBaXeHa ocoda




Material Number: 057495
Market: Ukraine
Material Description: PROTOPIC® OINT 0.1 % 10 G UA
Quality Laboratories
Batch C89691 Product Batch: Cc91217
Date of Analysis: See authorization date
Appearance description White to slightly yellowish cintment
Test Specification Result
Minimum Fill, USP <755>
Minimum Fill Complies to USP Complies
Appearance
Appearance, Visual To Description Complies

Protopic Ointment 0.03% and Protopic Ointment 0.1% Consistency

Consistency (Penetrometry) 180 - 280 220
Protopic Qintment Identification, Assay and Homogeneity
Identification: HPLC (Tacrolimus) Complies with Standard Complies
Assay of Tacrolimus (HPLC) 95,0 - 105.0 % (90.0 - 105.0 %) 99.1 %
Homaogenity - Neck of tube (HPLC) 85.0-115.0 % 98.7 %
Homogenity - Upper end of tube (HPLC) 85.0-115.0 % 99.4 %
Homogenity - Lower end of tube (HPLC) 85.0 - 115.0 % 99.0 %
Homogenity - Crimp end of tube (HPLC) 85.0-115.0 % 99.2 %
Homogenity - Mean result (HPLC) 80.0-110.0 % 99.1 %
Protopic Qintment Related Substances by HPLC
No.XI- FR141643 <= 0.6 % (<= 1.0 %) 0.0%
No.XV- FR177765 <= 0.6 % (<= 3.0 %) 0.0 %
Peak A <=0.6% 0.0%
Mot identified single peaks =0.5% 0.0 %
Total impurities <=1.2% (<= 4.0 %) 0.0 %

Ph. Eur. 5.1.4, Microbiological quality
Microbiological Quality, Ph.Eur. 5.1.4 preparations for Complies Complies
cutaneous use (2.6.12, 2.6.13)

Protopic Ointment Droplet Size Distribution

Droplet size distribution Complies (D50 <= 10 pm, D95 Complies
<= 21 um)

Page 10of 2




Certificate of Analysis

Material Number: 057495
Market: Ukraine
Material Description: PROTOPIC® OINT 0.1 % 10 G UA

Quality Laboratories

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 Jennifer Munnelly
electronically signed by: -

Page 2 of 2




Certificate of Conformance

LEO LABORATORIES LIMITED

285 Cashel Road, Crumlin Product PROTOPIC® OINT 0.1% 10 G UA
IE-D12 E923 Dublin Batch c91217
Ireland Market Ukraine
Manufacture Date 12 2022

Expiry Date 12 2025

Dosage Form Ointment

Strength / Potency 0.1%

Package Size 10G

Primary Pack Type Plastic/Laminate Tube

Batch Date Format MM YYYY

Marketing Authorisation Number UASTTT79/01/02

Number of Manufacturing Authorisation  pM00046/00001

Release Lot Quantity 15000 PACKS

PROTOPIC® OINT 0.1 % 10 G UA Material Number 057495 Batch Number C81217
Bulk PROTOPIC® BULK 0.1 % Material Number 057881 Batch Number C89691

AP| TACROLIMUS® API CONCORD Material Number 055580 Batch Number C77917
AP| TACROLIMUS® API CONCORD Material Number 055580 Batch Number C77916

The above mentioned Bulk consists of the listed API batches where the
individual linkage is shown in the above list. If the same API| material
number is listed more than once then multiple AP| batches has been used
as components in the Bulk. The batch hierarchy upstream from APl is
visualized as indented batches below the API.

| 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.

Pack Strength:1 g of ointment contains, tacrolimus(as monohydrate)1.0 mg
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Certificate of Conformance

LEO LABORATORIES LIMITED

285 Cashel Road, Crumlin , Product PROTOPIC® OINT 0.1 % 10 G UA
IE-D12 E923 Dublin Batch 91217
Ireland Market Ukraine

Description :White to slightly yellowish ointment
Result: Conforms to description.

Certificate of GMP Compliance of LEO IE: Certificate number:
29515/M46

Approved by Ukraine authorities manufacturer’s address,
LEO Pharma (trading as LEQ Laboratories Limited)
285 Cashel Road, Crumlin, Dublin 12, D12 E923 Ireland.

Bulk batch size is emtered below

978.200kg

Signature

Dulrdes Winte
Qualifled Purson
LED Lsbaratories Led (LED Phasma)

22.02.2023 Releag_gmtronic signature
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JNEPYJIIKCJIYKBA YKPATHUA
JNEP)KABHA CJIYKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIiBCBKIN OBJIACTI

npocrekT Banepia Jlobanoscekoro, 51, M. Kuis, 03110, Ten/dpaxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €IPTIOV 37078774

BHUCHOBOK
Npo SIKicTh BBe3eHOro B YKpaiHy JiKapcbKoro 3acody

15.03.2023 Ne 10923/23/10

IIPOTOIIMK

(HafiMeHyBaHHA TIKapPChKOTo 3aco0y 3riHO 3 PECCTPALLiHHHM MOCBiAYeHHAN)
masb 0,1 %; no 10 r y Ty6i; no 1 Ty6i B KapToHHiii kopoOui

((hopma BAIYCKY, 103YBaHHA, BH NAKYBAHHA TIKapChKOTo 3aco0y)
Howmep peectpauiiinoro nocsinuenns UA/7779/01/02 crpok aii peectpauiiinoro noceixuensa 01.01.2099
Cepis nikapckoro 3acoby Ne C91217 Kinbkicts BBe3eHoro nikapeskoro sacody 15000

BupoGHHK JIEO Jla6oparopic Jlimiten, Ipnanjis

(HaiiMeHyBaHHA BUPOOHHKA nikapebkoro 3acofy, kpaina MOXO,IKEHHA)

Baeseno B Yipainy TosapucTso 3 o6menxenoro Bianosizaabuicrio "JIEJIBTA
MEJIKEJI", inent. kon: 39448817

(naivMenysanns ta koi1 3a €JIPTIOY opuanunoi ocobu abo npiseuue, iM'a, no HarbkoBi (izunol
0coGH - mianpHemi, i Micue NpoKHBAHHA Ta peecTpaLiiinnii HoMep 001IKOBOT KAPTKH NIATHHKA
nojarkis abo cepis Ta HoMep nacriopra)

Ipotokon sisyanshoro konrpoaio six 13.03.2023 Ne 0724/1.

3a pe3yAbTATAMH JIEPKABHOTO KOHTPOJK  BCTaHOB/ICHO, IO nikapcekuii  3aci6  BeeseHo B YKpaiHy 3

AOTPHMAHHSAM BuMOT 3aKOHOJABCTEA L1010 3a6e3neueHHs AKOCTI JIIKapchKHX 3acobiB.
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Ceprudikat AHanizy

Homep npoaykry: 057495
Punok: VYKpaiHa
Onuc npoaykry: [TPOTOITUK MA3b 0.1% 10I"
UA
JlaGoparopis Skoeri
Cepis C89691 Cepia npoaykry: C91217
Hara ananisy Jlus. naty aBropuzauii
Onuc 30BHILUHBOTO BHIVISIAY: Bia 6inoro 1o 37erka »oBTYyBaToOro Masb
IMokaszuuk Crneundirauis PesyabraTt
Maca Bmicty ynakoBku, USP <755>
Maca BMicCTy yNaKOBKH Binnosinae USP Bianosinae
Onuc
Onuc, Bizyansho BianosiaHo no onucy Bianoginae

[Tpotonuk ma3zb 0.03% Ta [Tporonuk 0.1% KoHcucTeHuis

Koncuerenuis (Ilenerpomerpuito) 180 — 290 220
[Mpotonuk Ma3b laenrudikauis, KinpkicHe Busnauenns ta 'oMoreHHicTh

Inentudirauia: BEPX (Takponimyc) Bianoeinae cranoapry Binnosinae
Kinekiche BusHauenns Takponimycy (BEPX) 95.0—-105.0 % (90.0 — 105.0 %) 99.1 %
Il'omorenHicTs — wuiika Tyou (BEPX) 85.0-115.0% 98.7 %
Tl'omorennicTs — BepxHa yactuHa Tyou (BEPX) 85.0-115.0% 99.4 %
FoMoreHHICTh — HHAKHA HacTHHA TYOH (BEPX) 85.0-115.0 99.0 %
I'omorennicts — 6ing o6rucky Ty6H (BEPX) 85.0-115.0% 99.2 %
[omorenHicTs — cepeane 3HaveHHs (BEPX) 90.0-110.0% 99.1 %

[Tporornuk mMaze CynyTHi nomimku BEPX

Ne XI —FR141643 <= 0.6 % (<= 1.0 %) 0.0 %
Ne XV —FRI177765 <= 0.6 % (<= 3.0 %) 0.0 %
ITik A <=0.6 % 0.0 %
HeinenTudikasaHa oJHHHYHA JOMIilLIKa <=0.5% 0.0 %
Cyma 10MiLIoK <=1.2% (<= 4.0 %) 0.0 %

E€pp. Gapm. 5.1.4, MikpobionoriyHo yncrora

Mikpobionoriyna uncrora, €8. Papm. 5.1.4
[IpenapaTh AN HALUKIPHOTO 3aCTOCYBAHHA Binnoeinae Bianosinae

(2.6.12,2.6.13)

[TpoTonuk ma3p Po3noain kpanessb 3a po3mipom
Posnoain kpanesb 3a po3Mipom Bianoeinae (D50 <= 10 mxm, D95 Bianosinae
<= 2] MKM)

CropiHka 132
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