Ceprudikar Bianopignocri

JIEO ®apma A/C

IHIYCTPIITAPKEH 55 [TpomyxT 3UHEPHUT® PO3Y 40+12 MI'/MJI 30 MJ1 YETTJTIA
JK-2750 BAJUJIEPYTI Cepis D30887
Janis Punok VYkpaiHa
Jlata BUpoOHHULUTBA 10 2024

TepmiH npuaaTHoCTI 10 2026

Jlo3oBana dopma Po3uun

Cuna zii/AKTUBHICTB 40 mr/mn + 12 Mr/mn

Pozmip ynakoBkH 30 mn

Tun nepBUHHOrO NaKyBaHHA [nactukoBuii ¢hrakoH

dopmar gatv BHIYCKY MM PPPP

Howmep Peecrpauiiinoro IToceinuenna  JIuB. HUKYe

Homep BupoGHMYOT MileH3il 103998

KinbkicTb BUITyCKY 19355 ynakoBok

3UHEPUT® PO3Y 40+12 MI'/MJI 30 MJI YETIJIA Homep Matepiany 070166 Homep Cepii D30887

Bank 3MHEPUT® IMOPOILIOK 1.7 I' (DKSH) Homep Marepiany 059860 Homep Cepii D27866

bank 3MHEPUT® IMTOPOLLIOK (DKSH) Homep Marepiany 059859 Homep Cepii D27865

A®I EPUTPOMILIMHY OCHOBA JIMTIJIPAT (DKSH) Homep Marepiany 059858 Homep Cepii D26801
A®I LIMHKY ALIETAT OIWT'TIPAT Homep Marepiany 052730 Homep Cepii D21206

bank 3UHEPUT® PO3YMHHHUK 30 MJI Homep Marepiany 055131 Homep Cepii D28236

bank 3SUHEPUT® PO3YMHHUK Homep Marepiany 055128 Homep Cepii D28232

V HaBeeHOMY BHILIE TEKCTi BKa3aHo BCi Ganki Ta/abo KII0YOBi KOMIOHEHTH, fKi BAKOPHCTOBYHOTBCS Y BHPOOHHUTBI
cepTH(]IKOBAHO MPOAYKTY

LIuM s 3aCBi4Y10, 1110 HaBeaeHa BHLle iH(OPMALlis € JOCTOBIPHOIO Ta TOYHOKO. List cepist NpoYKTY OYI1a BUIOTORNEHA, BKITHOHAL0HH
[aKyBaHHs1/MapKyBaHHSs Ta [IPOBE/ICHO KOHTPOJIB ii IKOCTI Ha BHLLE3a3HAYeHil JiMBHMLI Y NOBHIH BiANOBiAHOCTI 3 BUMorami GMP,
BCTAHOBIEHMMHU MICLIEBUM Pery IATOPHHM OPraHOM, a TAKOXK BiANOBIHO 210 crienmikaliii, 110 MICTATHCA Y PeecTpallifHOMY 10Che
KpaiHu iMnoprepa.

[poTokosu BUPOGHHUIITBA, IaKyBaHHs Ta aHali3is OyJ10 neper/isHyTo Ta BCTAHOR/ICHO BianosiaHicts GMP.

‘ LIS
CEPTH®IKATIB
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Ceprudikar BignosigHocTi

JIEO dapma A/C

IHIYCTPITTAPKEH 55 [TpoaykT 3UHEPUT® PO3Y 40+12 MI'/MJI 30 MJI HEITTJTA
JIK-2750 BAJIJIEPVTI Cepisa D30887

Janis Punok Ykpaina

Homep Peectpauiiinoro IMocsiguenna: UA/4359/01/01

Omnuc:
3unepuT® MOPOLIOK ANA NPHIOTYBAHHA PO3YMHY JUIs 30BHILIHLOTO 3aCTOCY BAaHHA

| nuacTHKOBHIT (IAKOH «A» 3 TOPOLIKOM (epuTpoMilHy 1,2 I' Ta UMHKY aueTaTy, Auriapary, MikpoHisosaxoro 0,36 r) ama
NPUrOTYBaHHs PO3YMHY /IS 30BHILIHBOrO 3aCTOCYBaHHs, | miacTukoBuil GprakoH «B» 3 pO3UHHHHKOM (auizonponin cebaxar,
eTano/1 6e3BoaHuil) o 30 Mn Ta anikaTop (KpHLLIKa IS IPUrOTYBaHHs JiKapchKol hOpMHU Ta 103yBaHHS OJ1€PKAHOTO
pO34MHY) Y KapTOHHii kopoOui

JHozosana dopma:
MOPOLLOK Ta PO3YUHHUK JUI HALIKIPHOrO 3aCTOCYBAHHA

Cuna 1il/ AKTHBHICTb!
Eputpomiuut 40 mr/vo, Lunky auetar 12 Mr/mi

Po3wmip cepii 6anky 3SMHEPUT® PO3YMHHUK: Jlu. Ceptudikar Ananisy
Po3mip cepii 6anky SUHEPUT® [MOPOLLIOK: J{us. Ceprudikat Ananisy

[lianuc
/nianucano/
Pernille Lanzky
YnosHosaxkeHa Ocoba
JIEO ®apma A/C

2025.04.01
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CepTHpikaT AHajizy

Homep nponykry: 0070166
PuHok: VYkpaina
Onuc npoaykTy: 3UHEPHUT® po3unn 40+12 mr/ma 30 mn Yenna
JlaGopatopii SkocTi
Cepis : D27866 Cepis npoaykry : D30887
Jara ananizy:  JluB. gary aBropuzauii
Onuc: [Mopomuok dinoro Konsopy
Ilokazunk Cneuundiranis PesyabTar

InenTudikauis, KinbkicHe BU3HaueHHs | opraHivyHi 10MilIKH
eputpomiunny BEPX

Homiwka D, Auriapo Eputpomiuns A <=3.0% 0.5%
Homiwka F, Tlcesno Eputpomiuna A exon edip <=3.0% 0.0 %
Homiwka E, Epurpomiunn A exon edip <=3.0% 0.0 %
Kosxna Hecrneundikosana nomiuka <=0.5% 0.0 %
CyMapHHi# BMiCT 10MilLIOK <=3.0%(<=5.0%) 0.5 %

€s. dapm. 2.5.12, Bona
Bona < 8.9 % m/m 7.2 % m/m

3unepuT® [lopowok, CepenHs Maca BUKOHY €ThCA 3BaXKyBaHHAM

CepenHs Maca Bil TEOPETHYHOTO BMiCTY 98 — 102 % 100 %
OJHOPIAHICTE MacH, MIHIMYM Bijl CEpeaHBOr0 BMICTy 95 -105 % 97 %
OJHOPIAHICTE MAaCH, MAKCUMYM Bijl CEpeHBOr0 BMICTY 95 -105 % 103 %

Onuc, Bi3yansHo
Onuce J10 OMUCY 30BHILIHBOTO BUTMSATY Bianosiaae

3uHepuT® [Mopowok, [nentudikauia Liunky
LIuHK, izeHTH]iKaUis, NO3NTHBHMI [o3uTHBHHIH Bianoeinae
(yrBopenns Hinoro ocany, HepozunHHoro B 30% ouTtoeiii kucnoTi
Ta po34HHHOTrO B 4H X/1I0pOBO/AHEBIH KHCIOTI)
Ta (yTBOpeHHA 6inoro ocaay, Hepo3uHHHOro B 4H XJI0poBOAHEBII KHCIOTI)

3uHepuT® [Nopowok, KinekicHe BusHaueHHs LIHHKY ALeTaT THTpUMeETpIsA
LIMHK, KiTbKiCHE BH3HAYEHHA 95.0-105.0 % 99.8 %

[nenTudikauis, KinbkicHe Bu3Hauenns ta Oprauivni

aomiwku Epurpomiunny BEPX
Eputpomiuny, [neHTudikauis, nosuTHeHMi [To3uTHBHMNIA Bianosinae
Epurtpomiuns, KinbkicHe BU3HaueHHs 95.0-105.0 % (93.0 = 105.0%) 101.9 %

3uHepuT® [Topowok, Yyxopiani yacTuHkH, BizyansHo
Yy KOpiZHI YACTHHKH, BiJICYTHI Bianosinae Bianosigae

3uneput® lMopouok, Po3unHHicTh, BisyanbHo
Po3unnHicTs I1pozopuii po3uun Binnosinae
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Ceprudikat Anamaisy

Homep npoaykry: 0070166
Punok: VYkpaina
Omnuc NpoayKTy: 3UHEPUT® po3zuun 40+12 mr/mn 30 mn Yenna

JlaGopatopii SkocTi

€p.Papm. 5.1.4 bBezsoani 3acoOu Ang wkipHoro 3acrocysanns, CYC
€s. dapm. 2.6.12 3araneHe Yncno aepobHUX MikpoopraHiaMie <=10* KYO/r < 25KYO/r
€rp. Papm. 2.6.12 3aranbHe uucIo ApixIKOBHH Ta MiuiceHeBuX rpudie <= 10' KVO/r < SKYO/r

Yci nocunadHs Ha apMakomneo cTOCY0ThCs AiI04MX BHIaHb (hapMmakore.,

Yei nocunanus Ha aHAMITHYHI METOAM CTOCYHOTBCA TIFOUHX aHATITHYHHX NPOLELyp.

CYC: [ukniune TecTyBanHs. [ToBHUIT KOHTPOIIb BAKOHYETECS Ha KOXHii 10 cepii abo npunaiimui na 1 cepii koxkHi 6 micais,
3aJ1e5KHO Bijl TOrO, L0 € YaCTILLHM.

Bci kpuTepii € kxpuTepisiMu Ha BHITyCK, KpUTepil y ckoOKax € KpUTEpisiMH Ha TepMiH MPHIATHOCTI.

[nenTHdikauifHuii TecT NPOBOMTHCS 32 TOMOMOTOIO JIBOX AKICHMX peakuiil i BKasye HaCTYMHI MeKi:

no3uTHBHUH (yTBOpeHHA Oinoro ocafy, Hepo3unHHOrO B 30% ouToBiH KMCIOTI Ta po3uuHHoro B 4H X10poBo/HeBiii kuciori)
MO3UTHBHUI (yTBOpeHHs Oinoro ocany, Hepo3uuHHOro B 4H xyiopoBoaHesiit kucinoti).

Cuna nii/AktuBHicTs: Epurpomiuny 40 mr/mi, L{uuky auertar 12 mr/ma.

Tum ta po3mip nakysaHHus: 1 niacTHKOBHIE akoH «A» 3 MOPOLIKOM (epUTPOMILMHY 1,2 T Ta UMHKY aueTaTy, AMriapary,
MikpoHisoBaHoro 0,36 r) 1 MPUroTYBaHHA PO34HHY I 30BHIIIHBLOTO 3aCTOCYBaHH4, | MuacTHKoBHit hnakoH «B» 3
PO3YHHHHKOM (izonponin cebakat, eTaHosn 6e3BoaHMiT) Mo 30 M1 Ta arnikatop (KpHLIKA UTS MPUIOTYBAHHSA JiKapChKOi
(hopMH Ta 103y BaHHS 0/1epKaHOr0 PO34HHY ) ¥V KAPTOHHIH KopooLLi.

Howmep PIT: UA/4359/01/01,

BupoOnuua niuensis : 103998,

Howmep ceprudikara signoeigHocti GMP: DK H 10000934

Hata Bupobunurea: 10 2024

Tepmin npugarHocri : 10 2026

Po3zmip cepii: 19407

JIEO ®apma A/C, Inayctpinapken 55, 2750 Bannepyn, [aHis

Harta, iM’s Ta nianuc BianosigansHol ocobu 3a BUMYCK cepil

ABTOPH30BaHO Bahar Dagdeviren Jlara: 26-mucronana-2024 07:09
Ta MiAMHCAHO €IEKTPOHHHM IMiNHCOM
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Ceptudikar AHanizy

Homep npoaykry: 070166
Punok: VYkpaina
OnHe NpoayKTy: SMHEPHUT® pozunn 40+12 mr/mn 30 mn
Yenna
JlaGopatopii AkocTi
Cepis : D28236 Cepis npoaykry : D30887
Jara ananisy:  JluB. naty aBTOpH3auil
Onuce: TMpozopa GesdapeHa pignHa
ITokasuuk Cneundikauis PesyabTar
Hnizonponin cebakar, Inentndikauis BEPX
Huizonponin cefakar, lneHTHdikauis, nosuTHeHe ITo3uTHBHE Bianosinae
Juizonponin cebakar, KinbKicHe BU3HAYeHHA 225 - 275 mr/mn 256 Mr/mn
€p. ®apm. 2. 5.12, Boaa
Bopna % m/06 <= 0.5 % M/06 (<= 1.0 % m/00) 0.0 % m/06
€8. ®apm. 2 2 §, I'ycTHHa
BigHocHa rycruna (20 °C) 0.8272 - 0.8364 0.8322
3unepuT® PosuunHuk, CepeaHiii 00’em
O6’eM HanOBHEHH:, cepenHiit 29.5-30.5 mn 30.2 mn
OnropinHicTs BMiCTY, MiHIMYM 95—-105 % 98 %
OaHopiaHicTh BMICTY, MaKCHMYM 95—-105 % 101 %
€p.®apm. 5.1.4, bearosni 3acobu ana wkipHoro 3actocyeanns, CYC
3arankbHe yHCea0 aepodHMIT MikpoopraHizMis <= 102 KYO/mn <1KYO/Mn
3aranbHe YHC/I0 APiAUKOBHIL Ta MIliceHeBHX IpHOIB <=10' KYO/mn <1KYO/mn
Pseudomonas aeruginosa €s.®apm. 2.6.13 BigcyTHiii B 1 Mn Bianoeizgae
Staphylococcus aureus €s.Mapm. 2.6.13 BigcyTthiii B 1 mn Binnoeinae
Onwuc, BizyansHo
Onuc Bianosinae onucy Binnosigae
3uHepuT® Po3unnnuk, [nentudikauis X
Eranon, inenTudikauis, NO3HTHBHE [To3uTHBHE Binnoeijaae
3uneput® Posunnuuk, KinbkicHe Bu3navenns Etanon
ETanon, kinkkicHe BH3HAYEGHHA JEHCHTOMETpIsA 65.2 -72.0 % M/M (61.7 — 72.0% M/M) 68.3 % M/m
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Ceprudikar Ananizy

Homep npoaykry: 070166

PuHok: Vikpaina

Onuc NpoaykTy: 3UHEPHT® po3uun 40+12 Mr/mn 30 mn
Yenna

JlaGoparopii Skocri

Vci nocunanus Ha GapMakornero CToCylThCs AiF04HX BUAaHb hapMakornel. Yci MocHIaHHs Ha aHATITHYHI METO/M CTOCYHOTHCS
AIHOYHUX aHATTI THYHUX [POLELYP.

CYC: Hukniuxe TecTyBaHHs. [ToBHUIT KOHTPONL BUKOHYETBCS Ha KOXkHii 10 cepii abo npuHaiimMHi Ha 1 cepii koxkui 6 Mics1lis,
3aJ1e7KHO Bill TOTO, 11O € YaCTiLLIHM.

Bci kpuTepii € KpuTepisMH Ha BHITyCK, KpUTepil y ckoOKaxX € KpUTEPiAMU HA TEPMiH NPUAATHOCTI,

Cwuna nii/AktuBHicTe: Epurpomiuun 40 mr/mn, Liunky auerar 12 mr/mo.

Tun ta po3mip nakyBaHHs: 1 nuacTHKOBHI (IaKOH «A» 3 TOPOIUIKOM (epHUTpoMilmHy 1,2 I Ta LMHKY aLeTaTy, Auriapary,
MikponizoBanoro 0,36 r) ju1s MPUroTyBaHHs PO3YHHY A1 30BHILUIHBOTO 3aCTOCYBaHHs, | nnacTukoBuii Grakon «Bx» 3
PO3YHHHHKOM (AHi3onponin cedakar, eTanon 6e3BoaHMIT) o 30 M7 Ta annikaTop (KpUILKa /IS IPUIOTY BaHHA J1iKapChKOT
(opmu Ta 103yBaHHSA OJEPKAHOTO PO3YHHY) Y KAPTOHHIH KOpooLi.

Homep PIT: UA/4359/01/01,

BupoOuuya niuensis : 103998,

Homep ceprudikara BianosigHocti GMP: DK H 10000934

Hata Bupo6unursa: 10 2024

Tepmin npunatHocti : 10 2026

Pozwmip cepii: 19398

JIEO ®apma A/C, Ingyctpinapken 55, 2750 Bannepyn, Janis

Hara, iM’s Ta nianue BiAnoBizanbHOT 0cobH 3a BUITyCK cepil

ABTOPH30BaHO Bahar Dagdeviren Hara: 13-nucronana-2024 11:07
Ta MAMUCAHO eIEKTPOHHHM MiIMHCOM

A7
CEPTHOIKATIB
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Certificate of Conformance

LEO Pharma A/S

INDUSTRIPARKEN 55 Product ZINERYT® SOL 40+12 MG/ML 30 ML CHEPLA UA
DK-2750 BALLERUP Batch D30887
Denmark Market Ukraine
Manufacture Date 10 2024

Expiry Date 10 2026

Dosage Form Solution

Strength / Potency 40 MG/ML + 12 MG/ML

Package Size 30 ML

Primary Pack Type Plastic Bottle

Batch Date Format MM YYYY

Marketing Authorisation Number SEE BELOW

Number of Manufacturing Authorisation 103998

Release Lot Quantity 19355 PACKS

ZINERYT® SOL 40+12 MG/ML 30 ML CHEPLA UA Material Number 070166 Batch Number D30887
Bulk ZINERYT® POWDER 1.7 G (DKSH) Material Number 059860 Batch Number D27866

Bulk ZINERYT® POWDER (DKSH) Material Number 059859 Batch Number D27865

APl ERYTHROMYCIN BASE DIHYDRATE (DKSH) Material Number 059858 Batch Number D26801
API ZINC ACETATE DIHYDRATE Material Number 052730 Batch Number D21206

Bulk ZINERYT® SOLVENT 30 ML Material Number 055131 Batch Number D28236

Bulk ZINERYT® SOLVENT Material Number 055128 Batch Number D28232

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.

A

The batch processing, packaging and analysis records were reviewed and CEPTH:‘IIKATIB
M
found to be in compliance with GMP.
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Certificate of Conformance

LEO Pharma A/S

INDUSTRIPARKEN 55 Product ZINERYT® SOL 40+12 MG/ML 30 ML CHEPLA UA
DK-2750 BALLERUP Batch D30887

Denmark Market Ukraine

Marketing Authorisation Number: UA/4359/01/01

Description:
Zineryt® powder for solution for external using.

1 plastic bottle (A) with powder (erythromycin 1.2 g and zinc acetate
dihydrate, micronized 0.36 g) for preparation of the solution for
external use, 1 plastic bottle(B) with solvent (diisopropyl sebacate,
ethanol anhydrous) 30 ml and an applicator (a lid for preparation of the
dosage form and the dosage of obtained solution) in a carton box.

Dosage form:

Powder and solvent for cutaneous solution.
Strength/Potency:

Erythromycin 40 mg/ml, Zinc Acetate 12 mg/ml.

Batch size of Bulk Zineryt®Solvent: See CoA
Batch size of Bulk Zineryt® Powder: See CoA

CEPTH®IKATIB

Nel
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LEQ Pharma A/S

Certificate of Conformance

INDUSTRIPARKEN 55 Product ZINERYT® SOL 40+12 MG/ML 30 ML CHEPLA UA
DK-2750 BALLERUP Batch D30887
Denmark Market Ukraine
Signature
/}V\N — —-./’7/—1——\
Pernille Lanzky

Delegate Qualified Person
LEO Pharma A/S

2025.04.01

Page 3 of 3



Market:

Quality Laboratories

Material Description:

Material Number: 070166

Ukraine

ZINERYT® SOL 40+12 MG/ML 30 ML CHEPLA UA

Batch D28236 Product Batch: D30887
Date of Analysis: See authorization date
Appearance description Clear and colorless liquid
Test Specification Result
Diisopropyl sebacate. ID and Assay by HPLC
Diisopropyl Sebacate, identification, positive Positive Complies
Diisopropyl Sebacate, assay 225 - 275 mg/ml 256 mg/mL
Ph. Eur. 25 12, Water
Water % W <=0.5 % WN (<= 1.0 % W) 0.0 % WV
Ph. Eur. 2 2 5, Density
Relative density (20°C) 0.8272 - 0.8364 0.8322
Zineryt® Solvent, Fill Volume Test
Fill volume, average 29.5-30.5ml 30.2mL
Variation of average content, minimum 95 - 105 % 98 %
Variation of average content, maximum 95-105 % 101 %
Ph. Eur. 5.1.4 Non-aqueous preparations for cutaneous use, CYC
Total aerobic microbial count <=102CFU/mL <1 CFU/mL
Total yeasts and moulds count <=10'"CFU/mL <1 CFU/mL
Psedomonas aeruginosa Ph. Eur. 2.6.13 Absence in 1 mL Complies
Staphylococcus aureus Ph. Eur. 2.6.13 Absence in 1 mL Complies
Appearance, visual
Appearance To Description Complies
Zineryt® Solvent, Identification by GC
Ethanol, Identification, positive Positive Complies
Zineryt® Solvent, Ethanol assay
Ethanol, Assay by densiometry 65.2-72.0 % W/W (61.7 - 72.0 68.3 % WwW

% WIW)

Page 1 of 2
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Material Number: 070166
Market: Ukraine
Material Description: ZINERYT® SOL 40+12 MG/ML 30 ML CHEPLA UA

Quality Laboratories

All pharmacopoeia references are to current editions of pharmacopoeias. All references to analytical methods are to
the current editions.

CYC: Cyclic testing. Full testing is carried out on every 10th batch or one batch every 6 months, whichever is more
frequent.

Limits are release limits, shelf-life limits in brackets.

Strength/potency: Erythromycin 40 mg/mL, Zinc acetate 12 mg/mL.

Package size and type: 1 plastic bottle (A) with powder (erythromycin 1.2 g and zinc acetate dihydrate micronized
0.36 g) for preparation of the solution for external use, 1 plastic bottle (B) with solvent (diisopropyl sebacate, ethanol
anhydrous) 30 mL and an applicator (a lid for preparation of the dosage form and the dosage of obtained solution)
in a carton box.

MAH number: UA/4359/01/01, ML: 103998, GMP: DK H 10000934, Date of manufacture; 10 2024, Expiry date: 10
2026, Batch size: 19398 LEO Pharma A/S, Industriparken 55, 2750 Ballerup, Denmark

Date, name, signature of the person authorizing the batch release

Authorized and Bahar Dagdeviren Date: 13-Nov-2@Z4%
electronically signed by: = .
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Market: Ukraine

Quality Laboratories

Material Number: 0070166

Material Description: ZINERYT® SOL 40+12 MG/ML 30 ML CHEPLA UA

Batch D27866 Product Batch: D30887
Date of Analysis: See authorization date
Appearance description White powder
Test Specification Result
Identification, Assay and Organic Impurities of Erythromycin by HPLC
Impurity D, Anhydro Erythromycin A <=3.0% 0.5 %
Impurity F, Pseudo Erythro.A enol ether <=3.0% 00%
Impurity E, Erythromycin A enol ether <=3.0% 0.0 %
Unspecified individuals <=05% 0.0%
Total impurities, Erythromycin <= 3.0 % (<= 5.0 %) 0.5%
Ph. Eur. 2 5 12, Water
Water < 8.9 % WWwW 7.2 % WIW
Zineryt® Powder, Fill weight Test by weighing
Average weight of content of theoretical amount 98-102 % 100 %
Variation of weight content minimum of average content 95-105% 97 %
Variation of weight content maximum of average content 95-105 % 103 %
Appearance, visual
Appearance To Description Complies
Zineryt® Powder, Identification of Zinc
Zinc, identifications, positive Positive Complies
(the formation of white precipitate insolute in 30%
Acetic acid and solute in 4N Hydrochlorid acid) and (the
formation of white precipate insolute in 4N Hydrochloric acid)
Zineryt® Powder, Assay of Zinc Acetate by titration
Zinc, assay 95.0-105.0 % 99.8 %
Identification, Assay and Organic Impurities of Erythromycin by HPLC
Erythromycin, identification, positive Positive Complies
Erythromycin, Assay 95.0 - 105.0 % (93.0 - 105.0 %) 101.9 %
Zineryt® Powder, Foreign particles, visual
Foreign particles, absent Complies Complies
Zineryt® Powder, Solubility, visual
Solubility Clear solution Complies
Ph.Eur. 5.1.4 Non aqueous preparations for cutaneous use,CYC
Total aerobic microbial count Ph. Eur. 2.6.12 <= 102 CFU/g <25 CFU/g
Total yeasts and moulds count Ph. Eur. 2.6.12 <=10' CFU/g <5 CFU/g _\Q.\mwaina Ky,
S sA ME
S\V
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Material Number: 070166
Market: Ukraine
Material Description: ZINERYT® SOL 40+12 MG/ML 30 ML CHEPLA UA

Quality Laboratories

All pharmacopoeia references are to current editions of pharmacopoeias. All references to analytical methods are to the
current editions.

CYC: Cyclic testing. Full testing is carried out on every 10th batch or one batch every 6 months, whichever is more
frequent.

Limits are release limits, shelf-life limits in brackets.

Identification test are performed by 2 qualitative reactions and indicate next limits:

positive (the formation of white precipitate insolute in 30% acetic acid and solute in 4N hydrochloric acid)

positive (the formation of white precipitate insolute in 4N hydrochloric acid).

Strength/potency: Erythromycin 40 mg/mL, Zinc acetate 12 mg/mL.

Package size and type: 1 plastic bottle (A) with powder (erythromycin 1.2 g and zinc acetate dihydrate micronized
0.36 g) for preparation of the solution for external use, 1 plastic bottle (B) with solvent (diisopropyl sebacate, ethanol
anhydrous) 30 mL and an applicator (a lid for preparation of the dosage form and the dosage of obtained solution) in a
carton box.

MAH number: UA/4359/01/01, ML; 103998, GMP: DK H 10000934, Date of manufacture: 10 2024, Expiry date: 10
2026, Batch size: 19407 LEO Pharma A/S, Industriparken 55, 2750 Ballerup, Denmark

Date, name, signature of the person authorizing the batch release

Authorized and Bahar Dagdeviren Date: .,
electronically signed by: 2 & st
CEPTHOIKATIB
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JAEPKABHA CJIYXKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBKIA OBJIACTI

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

BUCHOBOK
Npo AKICThL BBe3eHOro B YKpaiHy JiKapcbhKoro 3acody

13.05.2025 Ne 21902/25/10

SUHEPUT®
(naiiMeHyBaHHA JiKapchKOro 3acofy 3rifHo 3 peecTpaliiiHIM MOCBITICHHAM)

NOPONIOK /IUIA NPHTOTYBAHHS PO3YHHY /ISl 30BHIIHBOI0 32CTOCYBAHHA; | MIACTHKOBHIA
¢daakon "A'" 3 nopowmkom (epurpoMinuny 1,2 r Ta HMHKY aneTaTy, IMriapary,
MikpoHizoBanoro 0,36 r) /i NPUTOTYBAHHS PO3YMHY /ISl 30BHIIIHBOT0 3aCTOCYBAaHHS, 1
MJIACTHKOBHIA (j1akon ""B" 3 posunnnukom (amizonpomnia cebakat, eraHos 0e3soanuii) no 30
MJI Ta anJIiKaTop (KPHUIKA /IS IPUIOTYBaHHSA JiKapcbKoi ¢gopMu Ta J103yBaHHS 0/1eP:KaHOIO
PO3YMHHY) VY KAPTOHHIN Kopooi
(dopma BHNycKy, 103YBaHHA, BH/ NaKyBaHHs JIKApChKOro 3acofy)

Homep peectpauiitnoro nocsiguenns UA/4359/01/01 crpok aii peectpauiiinoro nocsinuenns 01.01.2099

Cepisa nikapcskoro 3acofy Ne D30887 KinekicTs BBE3€HOTO MiKapcrkoro 3acoby 19355

Bupobuux JIEO ®apma A/C, Hanis

(HafiMenyBaHHs BUPOOHHMKA JIIKapChKOro 3acoly, KpalHa MOX0/KeHHs: )

Bseseno B Vipainy ToBapucTBo 3 06MexkeH010 BianosiaaabuicTio "JIEJbTA
MEIIKEJI", izent. kon: 39448817
(nafimenyBanug Ta xoj 3a €J[PTIOVY iopuanunoi ocobn abo npizerule, imM'a, Mo 6aThkoBi GizHuHOT
ocobu - mianpuemus, T Miclle MPoKHUBAHHA Ta peccTpalliifHuifi HoMep 00MIKOBOT KAPTKH MTaTHHKA
nojaaTkis abo cepis Ta HOMep nacropra)

Mporokoa Bisyaasnoro koutpoat sia 13.05.2025 Ne 1414/1.

VYkpainy 3

3a pe3ynbTaTaMH JEPKABHOTO KOHTPONIO BCTAHOBJISHO, IO JKAPCHKHIi

JOTPHMAHHAM BuMOT 3aKOHOJABCTBA L1010 3a0e3Me et s SKOCT] JIIKapehK
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Ceprudikar BignosigHocri

L. E ©

JIEO ®apma A/C

IHAYCTPITTIAPKEH 55 [MpoaykT 3MHEPUT® PO3Y 40+12 MI/MJI 30 MJI YEITJTA
JK-2750 BAJIJIEPVII Cepis D38863
Hauis PuHoK VYkpaina
JlaTa BHpoOHMLITBA 01 2025

Tepmin npunatHocTi 012027

JlosoBana opma Po3uuH

Cuna nii/ AKTUBHICTB 40 Mr/mn + 12 mr/mn

Po3amip ynakoeku 30 mn

Tun nepBUHHOrO NaKyBaHHS [TnactuxoBuit hnakon

dopmar 1aTH BUIYCKY MM PPPP

Homep Peectpauiiinoro IMocBiguenus JIuB. Hik4e

Homep BupoOHUUOT TileH3it 103998

KinekicTs BHIIYCKY 19980 ynakoBok

SUHEPHUT® PO3Y 40+12 MI/MJI 30 MJT YETIJIA Homep Marepiany 070166 Homep Cepii D38863

bank SMUHEPHUT® [MTOPOLIOK 1.7 I' (DKSH) Homep Marepiany 059860 Homep Cepii D37879

bank SUHEPUT® ITOPOLLOK (DKSH) Homep Martepiany 059859 Homep Cepii D37878

A®I EPUTPOMILIMHY OCHOBA JIMI'IIPAT (DKSH) Homep Marepiany 059858 Homep Cepii D31531
A®I EPUTPOMILIMHY OCHOBA JIMT'TAPAT (DKSH) Homep Marepiany 059858 Homep Cepii D04635
A®I IMHKY ALIETAT JHUI'TAPAT Homep Marepiany 052730 Homep Cepii D21206

bank SMHEPUT® PO34YHMHHHUK 30 MJI Homep Marepiany 055131 Homep Cepii D30924

Ocuonuit SMHEPUT® PO3YHMHHHWK Homep Marepiany 055128 Homep Cepii D31325

Y HaBe/IeHOMY BHILE TEKCTi BKa3aHO Bei Ganky Ta/abo KIII0YOBI KOMIOHEHTH, SKi BAKOPHCTOBYIOTBCA Y BUPOOHHITBI

cepTU(iKOBAHO MPOAYKTY

Llum 5 3acBiauyro, o HaBesieHa BULIE iHGOpMaLlisi € ZI0CTOBIPHOK Ta TO4HOI0, Lls cepis mpoaykTy Gy/a BATOTOBIEHA, BKIIOUAIOUN
NaKyBaHHsA/MapKyBaHHS Ta [MPOBEICHO KOHTPOJIb 1i AKOCTI Ha BHIUE3a3HaueH i DTBHHUILI y MOBHIMH BianosigHocTi 3 BuMmoraMu GMP,
BCTAQHOBJICHHMH MiCLIEBHM PETY/IATOPHUM OPraHoM, @ TaKOXK BiAMOBIIHO 70 criedikauiif, o MiCTATECA Y PeECTPALLiIHOMY 10Che

KpaiHH iMmopTepa.

[IpoToko/u BUpOOHMLITBA, NaKyBaHHs Ta aHali3iB 0yJ10 MEPErAHyTO Ta BCTAHOBIEHO BimoBiaHicts GMP,

ty ¥
HArup O
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Ceprudikar Bignosignocri

JIEO ®apma A/C

IHAYCTPIITAPKEH 55 [Tpoxykr 3UHEPHUT® PO3Y 40+12 MI/MJI 30 MJ1 YETTJIA
JAK-2750 BAJUIEPVYTI Cepis D38863

Janis PuHok Vkpaina

Homep Peectpauiitnoro ITocsiguenns: UA/4359/01/01

Onwuc:
3uHepuT® NOPOLUOK [UIA MPUTOTYBAHHS PO3YMHY JUIA 30BHILIHBOIO 3aCTOCYBaHHA

1 mnactukoBuii hrakoH «A» 3 NOPOLIKOM (epUTpOMiUMHY 1,2 I’ Ta LMHKY aueTaty, AUriapary, MikpoHizosaHoro 0,36 r) a1s
MPUrOTYBaHHA PO3UMHY JUTA 30BHILIHBOIO 3acTOCYBaHHs, | niuacTukoBuil drakoH «B» 3 po3uuHHMKOM (AMizomporin cebakar,
etaHon Ge3BoHMIT) no 30 M Ta anuikaTop (KpUILKa 1A NPUrOTYBaHHS Jlikapchkoi GOpMM Ta 103yBaHHsA 0/lepAKAHOTO
pO34MHY) Yy KapTOHHI KopoOui

JlozoBaHa dopma:
NOPOLLOK Ta PO3YHHHHUK /IS HALUKiIPHOTO 3aCTOCYBaHHA

Cwuna nil/ AKTHBHICTB!

Eputpomitmn 40 mr/ma, Lnuky auerar 12 mr/mn

Poamip cepii 6anky SUHEPUT® PO3UMHHUK: {us. Ceprudikar Auanizy
Posmip cepii 6anky SUHEPHT® TTOPOLIOK: Jlue. Ceprudikar AHanizy

Homep GMP: DK H 10000934

[Tianunc
/mianucano/
Jakob Rytter
YnorHoBaxkeHna Ocoba
JIEO ®apma A/C

16.09.2025
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Ceprudikar AHanizy

Homep nponyxry: 070166

Punok: VYkpaina

Onuc npoaykTy: SUHEPHUT® pozunn 40+12 mr/mn 30 mn

Yenna

JlaGoparopii AxocTi
Cepis : D30924 Cepis nponykty : D38863
Jara ananizy:  JluB. naty aBTopH3auii
Onuc: [Tpo3opa GesbapeHa piaguHa
IlokasHuk Cneundikauis PesyabTar
Jnizonponin cebakar, InenTndikauis i Kinbkiche Bu3HauenHs BEPX
Jluizonponin ceGakar, [aeHTH}ikauis, No3UTHBHE ITo3uTnBHE Binnoeinae
Huizonponin cebaxar, KinekicHe BU3HaYeHHS 225 —275 mr/mn 264 Mr/mn

€g. ®apm. 2. 5.12, Bona
Bona % m/06 <= 0.5 % M/06 (<= 1.0 % M/06)

€g. ®apm. 2 2 5, I'yctuna
BinnocHa ryctuna (20 °C) 0.8272 - 0.8364

3uHepuT® Posunnnuk, Cepensiii 06’ em

O6’eM HanoBHEeHHH, cepeIHiii 29.5-30.5 M0
OnHopiaHicTs BMICTY, MiHIMYyM 95-105 %
OnHOPIAHICTE BMICTY, MAKCHMYM 95 -105 %

€p.Mapm. 5.1.4, bespoani 3acobu ana wkipHoro 3actocyeanus, CYC

3aranbHe uMcno aepoOHMil MiKpoopraHiaMiB <= 10 KYO/mn
3arajbHe YHCJIO APLKIKOBHI Ta TlicCeHeBUX rPHOIB <=10' KYO/mn

Pseudomonas aeruginosa €8.Mapm. 2.6.13 BincyTniii B 1 Mn

Staphylococcus aureus €8.®apm. 2.6.13 BincyTHiii B | Mn

Onuc, BizyansHO
Onuc Bignoeigae onucy

3unepuT® PosuuHHuk, [nenTudikauis I'X

ETanon, inentudikauis, nosurusxe [TozuTHBHE

3uHepuT® Pozuunnuk, KinskicHe BusHauenns Etanon

ETanon, KinbKicHe BU3HAYEHHS A€HCHTOMETpis 65.2—-72.0 % M/m (61.7 — 72.0% m/m)

CropiHka 132
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Ceptudikar AHanizy

Homep npoaykry: 070166

PuHok: Vkpaina

Onwuc npoaykTy: 3UHEPHUT® posuuu 40+12 mr/mn 30 ma
Yenma

JlaGoparopii fAxkocTi

Vei nocunanus Ha (apMakorer CTocyoThes AiiounX BUaaHb hapmakonei. Yei MOcHIaHHS HA aHATITHYHI METOJIH CTOCYHOThCS
JIFOUYMX aHATITHYHHX MPOLEaYP.

CYC: Lnkiune TecTyBaHHA. [TOBHMIT KOHTPOIL BUKOHY€EThCSA Ha KoxkHil 10 cepii abo npunaiimui Ha 1 cepii KoxHi 6 Micawis,
3a5Ie3HO BiJ] TOTO, 1110 € YacTIIIHM.

Bcei kpuTepil € KpUTEpisMU Ha BUITYCK, KpUTepil y ckoOKax € KpUTepisiMH HA TePMiH PHIATHOCTI.

Cuna ait/AxktueHicte: EputpoMminuy 40 mr/mn, Liunky auerat 12 mr/mi.

Tun Ta po3mip nakyeanHs: | miacTHKOBHH (P1akoH «A» 3 MOpolIKOM (epHTpoMilMHY 1,2 T Ta LIMHKY alleTaTy, AUTiapary,
MikpoHizoBaHoro 0,36 1) Ans NpUroTYBaHHS PO3YHHY 7S 30BHILTHLOTO 3aCTOCYBaHH#A, | miacTukoBUii dnakoH «By 3
pO3YMHHMKOM (AHi3ompornin cebakat, etaHon Oe3soAHMi) o 30 M1 Ta annikaTtop (KpHLIKa IS TPUTOTYBaHHA JlikapCchKOi
(opMH Ta 103yBaHHA OZEPKAHOrO PO3YUHY) YV KApTOHHIH kopoObui.

Homep PIT: UA/4359/01/01,

BupobHuua ninensis : 103998,

Homep ceprudiikara ianosiggocti GMP: DK H 10000934

Jlata BupoOHuuTBa: 01 2025

Tepmin npuaarnocti : 01 2027

Posmip cepii: 20100

JIEO ®apma A/C, Ingycrpinapken 55, 2750 bannepyn, [lanis

Jara, iM’s Ta nianuc BianosinaneHoi ocodu 3a BUMycK cepii

ABTOpPH30BaHO Martinas Urbonavicius Hara: 13-motoro-2025 11:11
Ta ﬂiﬂnﬂcaHO CJICKTPOHHHM Hiﬂl‘lHCDM
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Ceprudirkar Ananisy

Homep nponykry: 0070166
PuHok: Vkpaina
Onuc npoaykTy: 3UHEPHUT® posuun 40+12 mr/ma 30 mn Yeruna
JlaGopatopii AxocTi
Cepis : D37879 Cepis npoaykty : D38863
Jara ananisy:  JIuB. gaTy aBropusauii
Onuc: [Topourok 6inoro konsopy
ITokasnuk Crnenudikanis Pesyabrar

[nenTudikanis, KinbKicHe BH3Ha4YeHHS | OpraHiuHi ZoMilIKH
epurpomiunHy BEPX

Homimka D, Auriapo EputpoMiums A <=3.0% 0.3 %
Howmiwxka F, INcerno Epurpomiuny A eHon edip <=3.0% 0.0 %
Homimka E, Epurpomiunn A enon edip <=3.0% 0.0 %
KoxHa HecneundikoBaHa gomiluka <=0.5% 0.0 %
CyMapHHii BMICT I0MILIOK <=3.0% (<=5.0 %) 0.3 %

€e. ®apm. 2.5.12, Boaa
Bona < 8.9 % m/m 7.3 % M/M

3uneput® INopomok, Cepeans Maca BHKOHYEThCS 3BaKYBaHHAM

CepenHs Maca Bil TEOPETHUYHOTO BMICTY 98 —-102 % 100 %
OnHopiaHicTs MacH, MIHIMYM BiZ1 cepeIHEOrO BMICTY 95—-105% 97 %
OnuopiaHicTe MacH, MaKCUMYM Bill CEPEIHBOTO BMICTY 95 -105 % 103 %

Onwuc, BizyansHO
Onue 710 OTIMCY 30BHIMIHEOTO BHUTJIALY Binnosinae

3uneput® [lopowok, Inenrudikauis Llunky
Lnuk, inentudikauis, nosuTHBHMI ITo3uTHBHMI Binnosinae
(yTBOpeHHs Ginoro ocany, Hepo3duHHOro B 30% OUTOBI KMCIOTI
Ta po3urHHOro B 4H xnopoeonHeBiii kucnori)
Ta (yTeopeHHs Oinoro ocany, HeposunHHoro B 4H xnoporoaHeBiil kucsiori)

3uneput® llopowok, Kinekiche Bu3Hauenns Llnnky Auetat THTpHMeTpis
LIMHEK, KINTBEKICHE BH3HAYEHHS 95.0-105.0 % 99.8 %

InenTudikauis, KinekicHe Bu3Hauenns ta Opranivui

nomiwku Eputpomiunay BEPX
Epurpomiunn, Inentudikanis, no3suTHBHUE [To3uTHBHHI Binnogsinae
Epurpomiumn, KinbkicHe BH3HAYEHHA 95.0 - 105.0 % (93.0 — 105.0%) 101.9 %

3uneput® [lopomok, Yyxopiani uactunku, Bizyansno
Yyskopiaxi yacTuHkH, BiACYTHI Binnoeinae Binnoeinae

3uneput® [lopowok, Posunnuicts, BisyansHo
Po3uuHHICT I[Tpozopuit po3uuH
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Ceprudikat Anamisy

Homep npoaykry: 0070166
Punok: VYkpaina
Onwc npoaykTy: 3UHEPUT® pozuus 40+12 mr/mn 30 mn Yernna

Jlaboparopii AkocTi

€B.®apm. 5.1.4 Be3Boani 3acodu ans wkipHoro 3actocysanus, CYC
€B. @apm. 2.6.12 3arasibHe Yncao aepoOHUX MIKPOOpPraHi3MiB <=10* KYO/r < 25 KYO/r
€pp. Dapm. 2.6.12 3aranbHe uncno Apix/koBHii Ta naiceHeBux rpubie <= 10' KYO/r < 5KYO/r

Vei nocunanus Ha dapMakomnelo CTOCYIOThCA Ail09HX BUAAHb (apmakorner.

Yei nocHnaHHs Ha aHaliTHYHI METO/H CTOCYIOTHCS AiH0UNX aHATITHYHHUX MPOLEIYP.

CYC: Uuxniune TecTyBanHs. [ToBHUI KOHTPONIL BUKOHYEThCS Ha KokHii 10 cepii abo npunaiiMui Ha 1 cepil koxHi 6 Micais,
3a/I€7KHO BiJl TOr0, 110 € YacTILIHM.

Bcei kpuTepii € kpuTepisMyu Ha BUIIYCK, KpUTepil y ckoOKax € KpUTepisMH Ha TepMiH NPUAATHOCTI.

[nenTudikauifinuii TecT NpoBOANTECS 32 10MOMOT0K IBOX AKICHHX peaklliil i BKa3ye HACTYMHI Mexi:

N03UTHBHHKIA (yYTBOpeHHs Oinoro ocany, Hepo3uuHHOro B 30% ouTOBIM KMCIOTI Ta po3duHHOro B 4H XJ10poBO/IHERIH K1CIOTI)
no3WTHBHUIL (yTBOpeHHA Oinoro ocany, Hepo3unHHOTO B 4H XN0OpoBoAHERIi KUCTOTI).

Cuna nii/AxktuBHictb: Eputpomiuunn 40 mr/mn, 1{unky auerar 12 mr/mi.

Tun Ta po3mip nakyBanHs: | miacTHKOBHH (akoH «A» 3 MOpolKoM (epuTpoMituHy 1,2 r Ta UKHKY aleTary, AWTiipaty,
MikpoHizoBaHoro 0,36 r) 18 NpUroTYBaHHA PO3UMHY UL 30BHILIHBOIO 3aCTOCYBaHHs, | rmuacTukoBuil diakoH «By 3
PO34YHHHHKOM (auizonponin cebakar, eranosn 6Ge3BoHuMit) o 30 M1 Ta annikatop (KpULIKa 4718 TPUTOTYBAHHS TIKApChKOT
(opMH Ta 103yBaHHA OJEPKAHOIO PO3YHHY) Y KapTOHHIH Kopobii.

Homep PIT: UA/4359/01/01,

BupoOuuua miuensis : 103998,

Homep ceprudikara BignosigHocri GMP: DK H 10000934

Hara BupodHuuTea: 05 2025

Tepmin npunatHocti : 05 2027

Poamip cepii: 20109

JIEO ®apma A/C, Inpycrpinapken 55, 2750 Bannepyn, Jlauis

Jata, iM’s1 Ta niAnNuc BiANOBiAaabHOT 0COOH 3a BUIYCK cepii

ABTOpPH30BAHO Louise Dahl Hara: 11-yepeua-2025 11:27
Ta MIANHCAHO eNeKTPOHHUM MiANHCOM
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LEQ Pharma A/S

Certificate of Conformance

INDUSTRIPARKEN 55 Product ZINERYT® SOL 40+12 MG/ML 30 ML CHEPLA UA
DK-2750 BALLERUP Batch D38863
Denmark Market Ukraine
Manufacture Date 012025

Expiry Date 01 2027

Dosage Form Solution

Strength / Potency 40 MG/ML + 12 MG/ML

Package Size 30 ML

Primary Pack Type Plastic Bottle

Batch Date Format MM YYYY

Marketing Authorisation Number SEE BELOW

Number of Manufacturing Authorisation 193998

Release Lot Quantity 19980 PACKS

ZINERYT® SOL 40+12 MG/ML 30 ML CHEPLA UA Material Number 070166 Batch Number D38863
Bulk ZINERYT® POWDER 1.7 G (DKSH) Material Number 059860 Batch Number D37879

Bulk ZINERYT® POWDER (DKSH) Material Number 059859 Batch Number D37878

API ERYTHROMYCIN BASE DIHYDRATE (DKSH) Material Number 059858 Batch Number D31531
APl ERYTHROMYCIN BASE DIHYDRATE (DKSH) Material Number 059858 Batch Number D04635
AP| ZINC ACETATE DIHYDRATE Material Number 052730 Batch Number D21206

Bulk ZINERYT® SOLVENT 30 ML Material Number 055131 Batch Number D30924

Primary ltem ZINERYT® SOLVENT Material Number 055128 Batch Number D31325

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)

*YXpaiHa x>

in full compliance with the GMP requirements of the local Regulatory vy
i “IJ

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.
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Certificate of Conformance

LEO Pharma A/S

INDUSTRIPARKEN 55 Product ZINERYT® SOL 40+12 MG/ML 30 ML CHEPLA UA
DK-2750 BALLERUP Batch D38863

Denmark Market Ukraine

Marketing Authorisation Number: UA/4359/01/01

Description:
Zineryt® powder for solution for external using.

1 plastic bottle (A) with powder (erythromycin 1.2 g and zinc acetate
dihydrate, micronized 0.36 g) for preparation of the solution for
external use, 1 plastic bottle(B) with solvent (diisopropy! sebacate,
ethanol anhydrous) 30 ml and an applicator (a lid for preparation of the

dosage form and the dosage of obtained solution) in a carton box.

Dosage form:
Powder and solvent for cutaneous solution.

Strength/Potency:
Erythromycin 40 mg/ml, Zinc Acetate 12 mg/ml.

Batch size of Bulk Zineryt®Solvent: See CoA
Batch size of Bulk Zineryt® Powder: See CoA

GMP number: DK H 10000934
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LEO Pharma A/S

Certificate of Conformance

INDUSTRIPARKEN 55 Product ZINERYT® SOL 40+12 MG/ML 30 ML CHEPLA UA
DK-2750 BALLERUP Batch D38863
Denmark Market Ukraine
Signature
./ 7

Jakob Rynar
Detegated Qualified Parson
LEQC Phama A/S

16.09.2025 Released by electronic signature
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Material Number: 070166
Market: Ukraine
Material Description: ZINERYT® SOL 40+12 MG/ML 30 ML CHEPLA UA

Quality Laboratories

Batch D37879 Product Batch: D38863
Date of Analysis: See authorization date

Appearance description White powder

Test Specification Result

Identification, Assay and Organic Impurities of Erythromycin by HPLC

Impurity D, Anhydro Erythromycin A <=3.0% 0.3%

Impurity F, Pseudo Erythro.A enol ether <=3.0% 0.0 %

Impurity E, Erythromycin A enol ether <=3.0% 0.0%

Unspecified individuals <=05% 0.0 %

Total impurities, Erythromycin <= 3.0 % (<= 5.0 %) 0.3 %
Ph. Eur. 25 12, Water

Water < 8.9 % WW 7.3 % WIW
Zineryt® Powder, Fill weight Test by weighing

Average weight of content of theoretical amount 98 - 102 % 100 %

Variation of weight content minimum of average content 95-105 % 97 %

Variation of weight content maximum of average content 95-105% 103 %

Appearance, visual
Appearance To Description Complies

Zineryt® Powder, Identification of Zinc

Zinc, identification, positive Positive Complies
(the formation of white precipitate insolute in 30%

Acetic acid and solute in 4N Hydrochlorid acid) and (the

formation of white precipitate insolute in 4N Hydrochloric acid)

Zineryt® Powder, Assay of Zinc Acetate by titration

Zinc, assay 95.0-105.0 % 99.8 %
Identification, Assay and Organic Impurities of Erythromycin by HPLC

Erythromycin, identification, positive Positive Complies

Erythromycin, Assay 95.0 - 105.0 % (93.0 - 105.0 %) 101.9 %

Zineryt® Powder, Foreign particles, visual
Foreign particles, absent Complies Complies

Zineryt® Powder, Solubility, visual
Solubility Clear solution Complies

Ph.Eur. 5.1.4 Non aqueous preparations for cutaneous use,CYC

Total aerobic microbial count Ph. Eur, 2.6.12 <= 102 CFU/g <25 CFU/g

Total yeasts and moulds count Ph. Eur. 2.6.12 <=10' CFU/g

Page 1 of 2



Material Number: 070166
Market: Ukraine
Material Description: ZINERYT® SOL 40+12 MG/ML 30 ML CHEPLA UA

Quality Laboratories

All pharmacopoeia references are to current editions of pharmacopoeias. All references to analytical methods are to
the current editions.

CYC: Cyclic testing. Full testing is carried out on every 10th batch or one batch every 6 months, whichever is more
frequent.

Limits are release limits, shelf-life limits in brackets.

Identification test are performed by 2 qualitative reactions and indicate next limits:

positive (the formation of white precipitate insolute in 30% acetic acid and solute in 4N hydrochloric acid)

positive (the formation of white precipitate insolute in 4N hydrochloric acid).

Strength/potency: Erythromycin 40 mg/mL, Zinc acetate 12 mg/mL.

Package size and type: 1 plastic bottle (A) with powder (erythromycin 1.2 g and zinc acetate dihydrate micronized
0.36 g) for preparation of the solution for external use, 1 plastic bottle (B) with solvent (diisopropyl sebacate, ethanol
anhydrous) 30 mL and an applicator (a lid for preparation of the dosage form and the dosage of obtained solution) in
a carton box.

MAH number: UA/4359/01/01, ML: 103998, GMP: DK H 10000934, Date of manufacture: 05 2025, Expiry date: 0
2027, Batch size: 20109 LEO Pharma A/S, Industriparken 55, 2750 Ballerup, Denmark
Date, name, signature of the person authorizing the batch release

Authorized and Louise Dahl Date: 11-Jun-2025 11:27
electronically signed by: =
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Material Number: 070166
Market: Ukraine

Quality Laboratories

Material Description: ZINERYT® SOL 40+12 MG/ML 30 ML CHEPLA UA

Batch D30924 Product Batch: D38863
Date of Analysis: See authorization date
Appearance description Clear and colorless liquid
Test Specification Result
Diisopropyl sebacate. ID and Assay by HPLC
Diisopropyl Sebacate, identification, positive Positive Complies
Diisopropyl Sebacate, assay 225 - 275 mg/ml 264 mg/mL
Ph. Eur. 25 12, Water
Water % WV <=0.5 % WN (<= 1.0 % W) 0.0 % WV
Ph. Eur. 2 2 5, Density
Relative density (20°C) 0.8272 - 0.8364 0.8318
Zineryt® Solvent, Fill Volume Test
Fill volume, average 29.5-30.5ml 30.3mL
Variation of average content, minimum 95 - 105 % 99 %
Variation of average content, maximum 95-105 % 101 %
Ph. Eur. 5.1.4 Non-aqueous preparations for cutaneous use, CYC
Total aerobic microbial count <= 102 CFU/mL <1 CFU/mL
Total yeasts and moulds <= 10" CFU/mL <1 CFU/mL
Psedomonas aeruginosa Ph. Eur. 2.6.13 Absence in 1 mL Complies
Staphylococcus aureus Ph. Eur. 2.6.13 Absence in 1 mL Complies
Appearance, visual
Appearance To Description Complies
Zineryt® Solvent, Identification by GC
Ethanol, Identification, positive Positive Complies
Zineryt® Solvent, Ethanol assay
Ethanol, Assay by densiometry 65.2-72.0 % WW (61.7 -72.0 68.6 % WIW
% WIW)
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Material Number: 070166
Market: Ukraine
Material Description: ZINERYT® SOL 40+12 MG/ML 30 ML CHEPLA UA

Quality Laboratories

All pharmacopoeia references are to current editions of pharmacopoeias. All references to analytical methods are to
the current editions.

CYC: Cyclic testing. Full testing is carried out on every 10th batch or one batch every 6 months, whichever is more
frequent.

Limits are release limits, shelf-life limits in brackets.

Strength/potency: Erythromycin 40 mg/mL, Zinc acetate 12 mg/mL.

Package size and type: 1 plastic bottle (A) with powder (erythromycin 1.2 g and zinc acetate dihydrate micronized
0.36 g) for preparation of the solution for external use, 1 plastic bottle (B) with solvent (diisopropyl sebacate, ethanol
anhydrous) 30 mL and an applicator (a lid for preparation of the dosage form and the dosage of obtained solution) in
a carton box.

MAH number: UA/4359/01/01, ML: 103998, GMP: DK H 10000934, Date of manufacture: 01 2025, Expiry date: 01
2027, Batch size: 20100 LEO Pharma A/S, Industriparken 55, 2750 Ballerup, Denmark
Date, name, signature of the person authorizing the batch release

Authorized and Martinas Urbonavicius Date: 13-Feb-2025 11:11
electronically signed by: =
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JEPKABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KMIBCBKIA OBJIACTI

npos. Ceitauanoi Hanil, 3, M.Kuis, 02099, ten/axc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €IPIIOY 37078774

BUCHOBOK
Npo AIKiCTh BBe3€HOT0 B YKpaiHy JiKapcbKoro 3acody

13.11.2025 Ne 55908/25/10

SUHEPUT®
(HaiiMeHyBaHHA JIKapCHKOIo 3aco0y 3rifiHo 3 peecTpauliiiHiM MOCBIIHeHHAM)

IOPOINOK /Il IPHIOTYBAHHA PO3YHHY VISl 30BHIIIHLOI0 3aCTOCYBAHHA; 1 IIACTHKOBHM
¢u1axon "A'" 3 nopowkom (epuTpominuny 1,2 r Ta HHHKY anerary, AMriapary,
mikpownizoBanoro 0,36 r) 1 IPUIOTYBAHHSA PO3YMHY /s 30BHILIIHBLOI0 3aCTOCYBaHHS, 1
IIACTHKOBHIT (1akon "B' 3 po3unHHuKOM (uisonponia cedakaT, eranos Oe3Boauuii) no 30
MJI Ta aIJIiKaTop (KPHILUKA /ISl IPUIOTYBAHHA JiKapchbKol GOPMH Ta 103yBaHHS 01€PKAHOT0
PO3YHHY) Y KAPTOHHIH Kopooui
(hopma BHMYCKY, 103yBaHHA, BUI [IAKyBaHHA JiiKapckKoro 3acofy)

Howmep peectpauiitnoro nocsizuenns UA/4359/01/01 crpok nii peecrpauiiinoro nocsiguerts 01.01.2099

Cepis nikapcskoro 3acofy Ne D38863 KinbkicTs BBe3eHoro mkapcskoro sacoby 10000

BupoGHHK JIEO ®apma A/C, lanis

(HaliMeHyBaHHs BHPOOHHKA JliKapchKoro 3acoly, KpaiHa MOXOIKCHHS)

Beeseno B Ykpainy ToBapucTBO 3 00MeskeHo0 BixnosinaabuicTio "JIEJIBTA
MEIIKEJL", inent. kon: 39448817

(naiivenyBanns Ta koz 3a €/IPTIOY ropuanuHoi ocobu abo npizeuute, im'a, no Harekosi hiznunoi
ocobH - mianpHemIIs, il MicIe TPOKUBAHHS Ta peeCTpalliiHHiA HoMep 00iKOBOI KApPTKH MIaTHHKA
nogaTkie abo cepis Ta HOMep nacnopra)

IMporokon BisyanasHoro kontpoaio six 11.11.2025 Ne 3539/1.

3a pesynsTaTaMH JED)KABHOrO KOHTPONII0 BCTAHOBJIEHO, [0 JiKapchkuii 3aci6 BBeseHo B YkpaiHy 3

JOTPHMAHHSAM BHMOr 3aKOHO/IABCTBA M[010 3abe3riedenHs AKOCTI NIKapehKuX 3aco0iB.

Onsra EPBOMEHKO

KOHTPOMIO) (minmac) (ininiamu Ta npiserue)
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