Ceptudikar Ananizy

Homep marepiany: 057494
PuHok: VYkpaina
Onuc npoaykry: [TPOTOTTMK MA3b 0.03 % 10T UA
Jlaboparopis Skocti
Cepis D31141 Cepis npoaykry: D31450
Jara aHanizy JI¥B. naty aBTopu3artii
Onuc 30BHIIIHBOrO BUIIIAAY: Bin 6inoro no 3nerka xKoBTYyBaToro Masb
Ilokaszuuk Cnenndikauis PesyabTaT
Maca Bmicty ynakoBku, USP <755>
Maca Bmicty ynakoeku (10r) CepenHe 3Ha4YeHHA HE MEHIIE 10.10 r
HiK HOMiHanbHe (10r)
Maca BmicTy ynakoeku (30r) CepenHe 3HAYECHHS He MEHILE He npoeoautscs
Hixk HoMmiHanbhe (30r)
Maca BmicTy ymakoeku (60r) CepenHe 3HaueHHA He MeHIIe He npoeoautscs
i Hi’k HOMiHaNBHe (60r)
Maca Bmicty ymakoeku (100r) CepenHe 3HaYeHHs He MeHIIe He nporoautecs

{ Hi>k HOMiHanBHe (100r)

Onuc

[ - . . . .

o Onuc, BizyansHo Bin 6inoro no 3nerka »KoBTYBAaToro Masb Binnosinae

[Tporonuk mase 0.03% ta INpotonuk ma3s 0.1%

KoHneucrenuis
Koncucrenuis [lenerpomerpuuno 180 - 290 209

[Ipotonuk ma3e Inentudikanis, KinbkicHe Bu3HauyeHHs Ta [oMOreHHicTS

Inentudikauis Takponimycy (BEPX) Yac yTpuMyBaHHS OCHOBHOTO MiKa Binnogrinae
Ha XpoMaTorpami BHIPOOOBYBAHOTO PO3UHHY
TIOBMHEH BiNOBIATH Yacy yTPUMYBaHHS NTika
TAKPOJIIMYCY Ha XpOMAaTOrpaMi CTAHIAPTHOTO
PO3YMHY MiJ Yac KiTbKiCHOTO BH3HAYEHHS.

Kinekicne Busnauenns Takpoaimycy (BEPX) 95.0 - 105.0 % (90.0 —105.0 %) 102.0 %
;s I'omorenHicTh — muiika Ty6u (BEPX) 85.0-115.0% 101.9%
: i IoMoreHHicTE — BepxHs yactuaa Ty6H (BEPX) 85.0-115.0% 101,9 %
X ['oMOTeHHiCcTh — HUKHS yacTuHa Ty6u (BEPX) 85.0-115.0% 102.6 %
T'omorennicts — 6inga o6Tucky Ty6u (BEPX) 85.0-115.0% 101.6 %
l'omorennicTs — cepente snadenns (BEPX) 90.0 - 110.0 % 102.0 %

I
{Iporonuk ma3e CynpoBinni gomimku BEPX

Ne XI —FR 141643 <= 0.6 % (<= 1.0 %) 0.0 %
Ne XV - FR 177765 <=0.6 % (<=3.0 %) 0.0 %
ITik A <=0.6% 0.0 %
HeinentudikaBana oqMHHYHA DOMILIKA <=0.6% 0.0 %
Cyma nomitmok <= 1.2 % (<= 4.0 %) 0.0 %

Csap. ®apm. 5.1.4, Mikpobionoriyna ynctoTa
Mikpo6ionoriuna uncrora, €8. Gapm. 5.1.4

ITpenaparty 1s HALIKIPHOTO 3aCTOCYBAHHSA Binnosinae Bignosinae
(2.6.12,2.6.13)
[MpoTonuk mMasb Posmoain kpanens 3a pozmipom
Posnonin kpanens 3a poamipom Binnosinae (D50 <= 10 um, D95
: <=21 um)
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Ceprudikar Ananizy

. Homep matepiany 057494
' Punoxk: Ykpaina
Onuc npoaykry: [IPOTOITHK MA3b 0.03 % 10 " UA

Jlaboparopis Skocri

Bci nocunanus Ha papmaxonero € NOCHIaHHAMH Ha Ailode BHOaHHA. Bei nocuianus HA AHATITHYHI METOH € NOCHNAHHAMM Ha Jiloue
BHJIAHHS.

Bci kputepii € kputepismu Ha BUNYCK, OKpiM THX, WO Yy CkoGKax siki BKa3ylTh KpHTEpii Ha CTPOK NPHAATHOCT 1€ Lie MOYKJIMEO.
[lum niaTeepaxyeThes, wo BulLeHaBeneHa iHdopMaLis € JOCTOBIPHOIO Ta TOYHOIO,

3aBipeHo Ta Orna Ryan Hara: 15-ciunsi-2025  12:57
} MANHCAHO eNIEKTPOHHUM MiANHCOM -
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Ceprudikar Bianosignocti

L EO

JIEO JIABOPATOPIC JIIMITEL
285 Kawen Poan, Kpamnin [Tponykt [TPOTOITMK MA3L 0.03 % 10" UA
1E-Z112 E923 Ty6nin Cepis D31450
Ipnangis Punok Ykpaina
HaTa BupoOHHUTRA 12 2024
Tepmin npupaTHoCTI 12 2027
HozoBana gopma Massb
Cuna zii/ AKTHBHICTb 0.03 %
Po3mip ynakoBku 10r
Tun nepeunHoro nakysanus  Ty0Oa 3 [Nnactux/Jlaminar
(Dopmar natu cepii MM pppp
- Homep Peectpauiiinoro UA/7779/01/01

NOCBIAYEHHA
Homep BupoOHuyoi ninensii  M00046/00001
KinbkicTe 9800 ynakoBok

TIPOTOITHK MA3b 0.03 % 10 I' UA Homep Marepiany 057494 Homep Cepii D31450
bank [TPOTOITMK BAJIK 0.03 % Homep Marepiany 057882 Homep Cepii D31141
ADI TAKPOJIIMYC® Adl KOHKOP]] Homep Marepiany 055580 Homep Cepii D29849

Y HaBeaeHOMY BHLIE TEKCTI MOKa3aHo BCi Oanku 1a/ab0 BaK/IMBI KOMIIOHEHTH, AKI BAKOPUCTOBYIOTBCSA Y BHPOOHHLTBI
cepTH(IKOBAHOIO NPOAYKTY

1M 51 3acBim4y10, 1O HaBeAeHa BULLE iH(opMaLis € OCTOBIPHOIO Ta To4HOM. Lito cepito nmpomykuii Oyno BUpoOieHo, BKIIOYAIOUH
NMaKyBaHH/MapKyBaHHs Ta MPOBEAEHO KOHTPOJE 1T SKOCTI HA BUILIe3a3HaueHiH AiNBHMLI Y NOBHI# BiAnoBigHocTi 3 BUMoramn GMP,
BCTAHOB/EHUMH MICLIEBHUM Pery/ISTOPHHM OpPraHOM, a TAKOXK BIAMNOBIAHO 10 crielndikalliii, 110 MICTATbCS y peecTpalliiiHOMy 10ChE
kpainH imnoprepa. [TpoTokom BUpoOHHLTBA, MaKyBaHHA Ta aHai3iB OyJ/10 neperiaHyTO Ta BCTAHOBIEHO BianosigHicts GMP

Cxnan ynakosku: | r Ma3i MicTUTB TakponiMmycy (MoHoriapar) 0.3 Mr
3

Onuc: Big 6inoro 1o 31erka ;koBTyBaToro Masb

Pesynsrar: Binnosinae onucy

Hirounit Ceprudikar signosigsocti Bumoram HBIT JIEO IE: Homep Ceprudikary:
33716/M46

Aapeca BMpOOHHMLTBA 3aTBEPIKEHUI OpraHaMH YKpaiHChKOI BIaaH,
JIEO Papma (sax JIEO Jlabopatopic JlimiTen)

285 Kawen Poan, Kpamnin, Iy6nin 12, 112 E923, Ipnanais.

|

PosaMip cepii 6anKy HaBeaeHO HIKYe.

Posmip cepii Ganky: 980,5 kr

: IMignuc
|‘ ; /nignucaHo/
. Marie Cunningham
’ YnosHoBaxkeHa ocoba
; JIEO JlaGoparopic JIta. (JIEO ®apma)
1 20.01.2025 BunyiueHo enekTpOHHM MiAMHCOM
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Quality Laboratories

Material Number:
Market:

Material Description:

Certificate of Analysis

057494

Ukraine

PROTOPIC® OINT 0.03 % 10 G UA

Batch D31141 Product Batch: D31450
Date of Analysis: See authorization date
Appearance description White to slightly yellowish ointment
Test Specification Result
USP <755>, Minimum fill

Minimum Fill (10g) Mean value: not less than the 10.10¢g

Minimum Fill (30g)

_ Minimum Fill (60g)

Minimum Fill (100g)

Appearance
Appearance, Visual

nominal value (10g)

Mean value: not less than the
nominal value (30g)

Mean value: not less than the
nominal value (60g)

Mean value: not less than the
nominal value (100g)

White to slightly yellowish
ointment

Protopic Qintment 0.03% and Protopic Ointment 0.1% Consistency

Consistency Penetrometry

Protopic Qintment Identification, Assay and Homogeneity

Identification of Tacrolimus (HPLC)

Assay of Tacrolimus by HPLC
Homogenity- Neck of tube (HPLC)
Homogenity- Upper end of tube (HPLC)
Homogenity- Lower end of tube (HPLC)
Homogenity- Crimp end of tube (HPLC)
Homogenity- Mean result (HPLC)

Protopic Ointment Related Substances by HPLC
No.XI- FR141643

No.XV-FR177765
Peak A
Not identified single peaks

Total impurities

180 - 290

Retention time of the main peak
in the chromatogram of the test
solution should correspond to
retention time of the peak of
tacrolimus in the chromatogram
of the standard solution under
assay.

95.0 - 105.0 % (90.0-105.0 %)
85.0-115.0%
85.0-115.0 %
85.0-115.0 %
85.0-115.0 %
90.0-110.0 %

<= 0.6 % (<= 1.0 %)
<= 0.6 % (<= 3.0 %)
<=06%
<=06%
<=1.2% (<= 4.0 %)
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Not Performed
Not Performed

Not Performed

Complies

209

Complies

102.0 %
101.9 %
101.9%
102.6 %
101.6 %
102.0 %

0.0%
0.0%
0.0%




Certificate «

Material Number: 057494

f Analysis

Market: Ukraine
Material Description: PROTOPIC® OINT 0.03 % 10 G UA

Quality Laboratories

Batch D31141 Product Batch: D31450
Date of Analysis: See authorization date

Appearance description White to slightly yellowish ointment

Test Specification Result

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

<=21pum)

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
electronically signed by: =

A1s
CEPTH®IKATIB
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Certificate of Conformance

LEO LABORATORIES LIMITED

285 Cashel Road, Crumlin Product PROTOPIC® OINT 0.03 % 10 G UA
IE-D12 E923 Dublin Batch D31450
Ireland Market Ukraine
Manufacture Date 12 2024

Expiry Date 12 2027

Dosage Form Ointment

Strength / Potency 0.03 %

Package Size 1006

Primary Pack Type Plastic/Laminate Tube

Batch Date Format MM YYYY

Marketing Authorisation Number UA/T779/01/01

Number of Manufacturing Authorisation M00046/00001
Release Lot Quantity 9800 PACKS

PROTOPIC® OINT 0.03 % 10 G UA Material Number 057494 Batch Number D31450
Bulk PROTOPIC® BULK 0.03 % Material Number 057882 Batch Number D31141
AP| TACROLIMUS® API CONCORD Material Number 055580 Batch Number D29849

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.,
Pack Strength:1 g of ointment contains,tacrolimus(as monohydrate)0.3 mg

Description: White to slightly yellowish ointment
Result: Conforms to description
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AEPKABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KMIBCBHKIN OBJIACTI

npoB. Ceitmiranoi Hapii, 3, Mm.Kuig, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Koxg €IPTIOY 37078774

BUCHOBOK
Npo SIKICTL BBE3€HOI0 B YKpaiHy JIikapchbKoro 3acody

20.02.2025 Ne 6800/25/10

ITPOTOIIUK

(HaliMeHyBaHHA TKAPChKOro 3aco0y 3riHO 3 PEECTPaLIiiiHHM NOCBIIYCHHM)

ma3b 0,03 %; no 10 r y Ty6i; no 1 Ty6i B kKapToHHii Kopobui

(dbopma Bunycky, 103yBaHHS, BUJ NAKyBAHHA J1iKapcsKoro 3acoly)
Homep peecrpauiiinoro nocsinuenns UA/7779/01/01 crpox nii peecrpaniiinoro nocsizgenns 01.01.2099
Cepis snikapcskoro 3acoby Ne D31450 KinbkicTs BBe3eHoro nikapeskoro 3acoby 6800

Bupo6uuxk JIEO Jlaboparopic Jlimitex, Ipnanais

(naiiMenyBaHHA BHpoOHHKa JTiKapcbKoro 3acofy, KpaiHa NoXo/kKeHHs)

Beeseno B Vipainy Tosapucrso 3 odmeskenolo Bixnosigaasnicrio "JIEJIBTA
MEJIIKEJI", inenr. kox: 39448817

(naiimenysania Ta xox 3a €JIPTIOY 1opuanunoi ocobu abo npiseuie, iM's, o 6aTbKOBI (isHuHOI
ocobu - mianpremy, 1i Micle NPOXKHUBAHHA Ta peecTpauiiinuii HoMep 061iKOBOT KAPTKH IUIATHHKA
nojarkis abo cepis Ta HoMep nacnopra)

IMporokou BizyanbHoro kourpomo six 18.02.2025 Ne 0465/1.

3a  pesyibTaTaMM  JIepKABHOTO KOHTPOJIO BCTAHOBJIEHO, IO nikapchKHH  3acif  BBeseno B YKpaiHy 3
AOTPHMAHHSAM s1MOT 3aKOHO/IaBCTBA 1110/10 3a0€3MeYeHHS SKOCTI JTiKapChKHX 3ac0G6iB.

FPAly
"’/"*, gﬂnmn,,"

% - Onsra EPLOMEHKO

KOHTPOJIIO) (niznuc) (iHinianu Ta npizsuine)




JAEPKABHA CJIY/KBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTHKAMM ¥ KHIBCBKIU OBJIACTI

npos. Ceitmnanoi Hanii, 3, m.Kuis, 02099, Ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €EPTIOY 37078774

BHCHOBOK
Npo fAKICTH BBE3eHOro B YKpaiHy JiKapcbKoro 3acody
21.03.2025 Ne 12559/25/1011
NPOTOIIUK

(HaliMeHyBaHHA NiKapcEKOro 3acofy 3riHO 3 peecTpaLliiHHM TOCBIT4EHHAM)
ma3b 0,03 %; no 10 r y 1y6i; mo 1 Ty6i B kKapTouuiii kopodui

(popma BunyCcKy, 103yBaHHA, BHJI TAKYBAHHS JiKapchKoro 3aco0y)
Howmep peectpauiiinoro nocsizgenns UA/7779/01/01 crpox nii peecrpauiiioro nocsizyenns 01.01.2099
Cepis nikapcbkoro 3aco6y Ne D31450 KinbkicTs BBe3enoro nikapcskoro 3aco6y 3000

Bupo6Huk JIEO Jlabopatopic Jlimitex, Ipnanmis

(HafiMeHyBaHHA BHPOGHHKA NIKapCLKOro 3acoby, kKpaiHa MOXOIKEHH:)

Beeseno B Ykpainy Tosapucreo 3 odmeskenoro Bixnosinaaenictio "JIEJIbBTA
MEJIIKEJ", ineur. kon: 39448817

(HaiimenyBanus Ta o/ 3a €/IPTIOY ropuauuHoi ocodwu abo npizeHie, iM'A, N0 GATEKOBI (hizmunol
ocob - nignpuemu, i Micue npoHBaHHs Ta peecTpauiiinuii Homep 06TIKOBOT KapTKH MIaTHHKA
nojatkis abo cepia Ta Homep nacrnopTa)

Mporokon eisyansnoro konrpomo six 13.03.2025 N= 0782/1.

3a  pesyneTaTaMM  [epXKaBHOIO KOHTPONIO BCTAHOBJEHO, 1LO nikapcekui  3aci6 BBeseHo B VkpaiHy 3

AOTPHMAHHSAM sHMOr 3aKOHOIABCTBA LIO/0 3a6e3MeyeHHA AKOCT JiKapChKHX 3acoBiB.

Onera EPLOMEHKO

(miaruc) (iminianmu Ta npizeHue)
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Certificate of Conformance

LEO LABORATORIES LIMITED

285 Cashel Road, Crumlin Product PROTOPIC® OINT 0.03 % 10 G UA
IE-D12 E923 Dublin Batch D31450
Ireland Market Ukraine

Certificate of GMP Compliance of LEO IE: Certificate number:
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.

Bulk batch size is entered below.

Bulk batch size : 980.5 kg

Signature

A

Marie Cunningham
Qualified Person
LEO Laboratorses Ltd. {LEQ Pharma)

20.01.2025 Released by electronic signature
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