CEPTU®IKAT BIANOBIAHOCTI

HA3BA MNMPOOYKTY: CkiHOopeH®

NIKAPCBKA ©OPMA: enb 15%

PO3MIP TA TWUM MAKYBAHHA: 30r, 1 Tyba y navui

HOMEP MPOOYKTY: 62439

HOMEP NOTY: YY06X60

KPAIHA IMMOPTEP: YKkpaiHa

CUTA AlL: AsenaiHoBa kucnoTa 15 %

OATA BUPOBHULTBA: 09/09/2024
30/09/2027

TEPMIH MPUOATHOCTI:

KINBbKICTb:

31360 ynakoBoOK

HOMEP PEECTPAUIMHOIO
MNOCBIAYEHHSA:

UA/1074/01/01

HA3BA TA AJPECA BMPOBHWYOI
AOLNbHWLUI:

Ileo ®apma MaHydakTypiHr Itani CPN
Bia E. Wepinr, 21
20054 CerpaTte (MI) ITanis

HOMEP BUPOBHWYOI NILEH3II:

aM - 104/2024

LnM a 3aceigyyto, WO HaBeaeHa BuLe iHPOpPMaLisa € AOCTOBIPHOK Ta TOYHOH.

Lito cepito npogykuii 6yno supobneHo, BKIOYAUYU NaKyBaHHsA/MapKyBaHHA Ta
npoBeAeHO KOHTPOSb 1 AKOCTI Ha BULLE3a3HaueHin AinbHWLI y MOBHIK
BigNoBiAHOCTI 3 BUMoramu GMP, BCTAHOBNEHWMMU MICUEBUM PErYNATOPHUM
OpraHoM, a Takox BignoBiaAHO A0 cneumdikalii, Wo MicTATbCA Y
PeecTpauiiHoMy JOCke KpaiHk iMnopTepa abo y A0Cbe cneundikadii Ha
npenapaTt ANs AOCNIAXYBaHOro nikapcbkoro 3acoby. MpoTokonu
BMPOBHMUTBa, NakyBaHHS Ta aHani3ie 6yNo NepernsHyTo Ta BCTaHOBNEHO

BignosiaHicTe GMP.

/nianucaHo/

Pierangela Mainolfi

11/10/2024

HaTta

GMP MeHenxep BianosigHocTi / KeanigikosaHa ocoba

Neo ®apma MaHydakTypiHr Itani CP/

Dermatology
beyond the skin

Cerpare (MI)
Pierangela Mainolfi

NEQ dapma MaHydakTypiHr ITani
cPN

OnepaTtvBHuUM WTab Ta 3aB04;
Bia E.Wepinr, 21

20054 Cerpare (M)

ITanis

Ten. + 3902 2165 377
dakc, +39 345 9469282

www.leo-pharma.com
PIMAI@leo-pharma.com
leopharmamanufacturin

legalmail.it

1op. agpeca:
Bia E.WepiHr, 21
20054 CerpaTe (MI)
ITanis
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JIEO ®apma ManydakTypinr
Itani fAkicTb
Cerpare ITanis

CeprudikaT ananizy

Cropinka 132

Jara: 2024-10-11

Pewosuna: 00062439 CKIHOPEH I'EJIb TYBA 15% 30 " UA

Cepis: YY06X60 Kpaina: Ykpaina

Hara Bupobuuurea:  2024-09-09 Homep nocraskn: ---

Tepwmin npuaarnocti:  2027-09-30
[Hem.

OrnsgoBuii not: 040000016864 IHCTPYKLLis: P.5.2.901 - 9
Crenmdikanis: p.51.901 -3

Haszpa nokasznuka Kpurepiii npuiinatHocti | OaB PesyanTaTt
3oBHiLIHIA BUMIS] (Bi3yansHO) Bixa 6inoro a0 *oBTYBaTO- binoro xoneopy Henpozopwii rene
01J10T0 KOTBOPY
HENpO30pHH resb
[nent. TLIX [TpoxoauTs TecT [TpoxoauTs TecT
AszenainoBa kucioTa (1)
[nent. BEPX [Tpoxonaute TeCT [TpoxoauTs TecT
AzenaiHoBa kuclnoTa (2)
Inent. BEPX [Tpoxoaute Tect [TpoxoauTs Tect
ben3zoiina kucora (3)
pH (E€ep.®apm. 2.2.3) 4,6-5,0 4,7
IToTeHLiOMETPHYHO
Mixkpockornis [Mpoxonuts Tect [Tpoxoaute TecT
(E€sp.Papm. 2.9.37) (4)
Mikpockomis
MixkponponukHeHHs (€Bp.Papm.
285 | 300-800 Mw/10 416
MiKpOKOHYCHa MeHeTpOMeTpis,
metoa Knsiina
Kinekicue BusHavenus (BEPX) 14,3-15,8 r/100r 14,9
AzenaiHoBa KHCI0Ta
KinskicHe Bu3nauenns (BEPX) 95-105 % 99
AsenaiHoBa KHC/10Ta
KinekicHe Bu3Havenns (BEPX) 0,0900 -0,1100 /100 r 0,0985
ben3soiina kucnora
Kinekicue Busnauenns (BEPX) 90 -110 % 99
beHn3oiina kucnoTa
3arajbHe YHCII0 aepofHUX makc. 200 KYO/r <10
Mikpoopranismis (TAMC)
(2.6.12)
3aranbHe YMCIIO APIKIKEBHX Ta Makc, 20 KYO/r <10

nniceHeux rpubis (TYMC)
(2.6.12)

T
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JIEO ®apma ManydakTypinr Ceprudikar anaizy Cropinka 232
Irani fAxicts
Cerpate ITanis Hata: 2024-10-11
Peyosuna: 00062439 CKIHOPEHI'EJIb TYBA 15% 30" UA
Cepis: YY06X60 Kpaina: Ykpaina
Jlara Bupo6uuuTBa:  2024-09-09 Homep nocraskn: ---
Tepmin npunathnocti:  2027-09-30
[Hem.
OrnagoBuit noT: 040000016864 IHCTpyKUiA: P.5.2.901 -9

Creundikauis: p.5.1.901 -3

Staphylococcus aureus (2.6.13) BiacyTHicTb B I T [TpoxoauTk TecT
Pseudomonas aeruginosa (2.6.13) | BiacytHictb B 1 1 [TpoxoauTs Tect
Maca Bmicty Tyou ®apm. CIIA | min. 27,0 r/tyba 30.4
<755> 30,5
Ty6a 30 r (ina. 31au4.) (5) 30,3
30,3
30,5
30,4
30,5
30,6
304
30,2
Maca Bmicty Ty6u ®apm. CLIUA | min. 30,0 r/tTyba 30,4
<755>
Ty6a 30 r (cep. 3nau.) (5)

1): Tlnama va xpomaTorpami BunpoGyBaHOTO PO3UHHY S NOBHHHA BiANOBIAATH MIsAMI Ha XpPOMAaTOrpaMi po3uHHy
nopiBHAHHA R 3a nosoxeHHAM, KOTbOPOM Ta iHTEHCHBHICTIO.

2): BianocHi yacH yTpuMyBaHHS MiKa a3enalHOBOT KHCJIOTH HA XpoMarorpaMax po34uny S i pozunny R2 He nosuHHi
BIAPI3HATHCA OAMH Bia oaHoro Oinslue, Hixk Ha 3 Y.

3): BinHocHi yack yTpHMYBaHHA Mika KHCI0TH OeH30iHOT Ha XpomaTorpamax po3unny S i pozanny R2 He noBuHHI
BIAPI3HATHCA OAMH Bia oaHoro Oinblue, Hixk Ha 3 %.

4): Poamip wacTok ai040i peuoBHHH:

He Ginblie 5 yactok po3mipom Oinbiue 60 MkM

5 ) I'paBiMeTpHunuii MeTo

m: > 30,0 r/ry6a

Maca BmicTy okpemux TyS: = 27,0 r/Ty6a

Bupo6neno ta BunyueHo komnaxieto JIEO ®apma Manydaxrypinr CPJI, Bia E. lepinr, 21, 20054,Cerpare (M),
Irania. Ium 3acBinuyio, wo Bei cranii BUpOGHHUIUTEA L€l cepil rOTOBOrO Nikapchkoro 3acofy Gy npoBeaeHi y nosHiii
BianosiaHocti 1o umor GMP €C ta BuMor peectpauiiiHOro nocsiguenns (peecTpauiiiHux NOCBiAueHs) KpaiHu/kpain
NpH3HAYEHHA.

Jlana napris 3aBipena KeanidikoeaHow 0cofoto, eneKTpOHHHMIT MANHC AKOT HaBeIeHO HHAKYE.

Cepis 3aTBep/)keHa 3a eNeKTPOHHUM nianucoM:  Stefania leva (SAIIT)
Jlara/uac: 2024-10-11 14:54:51
Ornsa10BHii 10T: 040000016864

Cepis BUNyLLIEHa 3a €1eKTPOHHHMM MiANHCOM ! Pierangela Mainolfi (PIMAI)
Hara/uac: 2024-10-11 15:04:48
OrnsjoBuii 10T: 040000016864
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CERTIFICATE OF COMPLIANCE

PRODUCT NAME: Skinoren®
DOSAGE FORM: Gel 15%
PACKAGING SIZE AND TYPE: 30g, 1 tube in pack
PRODUCT NUMBER: 62439

LOT NUMBER: YY06X60
IMPORTING COUNTRY: Ukraine
STRENGHT/POTENCY: Azelaic acid 15%
DATE OF MANUFACTURE: 09/09/2024
EXPIRY DATE: 30/09/2027

QUANTITY: 31360 packs

MARKETING AUTHORIZATION
NUMBER:

UA/1074/01/01

NAME AND ADDRESS OF
MANUFACTURING SITE:

Leo Pharma Manufacturing Italy S.r.l
via E. Schering, 21
20054 Segrate (MI) Italy

NUMBER OF MANUFACTURING
AUTHORISATION:

aM - 104/2024

I 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 Authorization 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

Ptoinceel

¥

AMAQ2094

Qualified Person .
LEO Pharma Manufacturing Italy S.r.l.
L E O

LEC Pharma Manufacturing Haly Sri

Dermatology
beyond the skin

Segrate (MI)
Pierangela Mainolfi

LEO Pharma Manufacturing ltaly
Sl

Sede Operativa e Stabilimento:
Via E. Schering, 21

20054 Segrate (MI)

Italia

Tel. +3902 2165 377
Cell. +39 345 9469282

www leo-pharma.com
PIMA|@ieg-pharma.com
leopharmamanufacturing@leqalmail. it

sede legale:

Via E. Schering, 21
20054 Segrate (MI)
ltalia

Capitale Sociale

€ 10.000.000

Codice Fiscale e

Registro delle Imprese di

Milano: 10653410968
REA.dellaCC.lLAA. di

MILANO MONZA BRIANZA LODI: M|
- 2547395

Partita .V.A.: 10653410968




LEQO Pharma Manufacturing Italy Certifi f el
Quality ertificate of Analysis Pagia 1 of 3
Segrate ltaly Date 2024-10-11
Material: 00062439 SKINOREN GEL TUBE 15% 30G UA
Batch: YY06X60 Country: Ukraine
Date of manufacture: 2024-09-09 Delivery number: ---
Expiry date: 2027-09-30
Insp. instruction: P.5.2.901 -9

Inspection lot: 040000016864 Specification: P.5.1.901 -3
Inspection Acceptance criterion UoM Result
appearance (visual) white to yellowish-w hite w hite colour opague gel

color, opaque gel
ident. TLC azelaic acid (1) passes test passes test
ident. HPLC azelaic acid (2) passes test passes test
ident. HPLC benzoic acid (3) | passes test passes test
pH value (EP2.2.3) 46-50 4.7
potentiometrically
microscopy (EP 2.9.37)(4) passes test passes test
microscopy
microp. (EP2.8.9) microcone | 300 -800 mm/10 416
penetr.Klein
assay/cont. (HPLC) azelaic 14.3-15.8 g/100g | 14.9
acid
assay/cont. (HPLC) azelaic 95 -105 % 99
acid
assay/cont. (HPLC) benzoic 0.0900-0.1100 g/100g | 0.0985
acid
assay/cont. (HPLC) benzoic 90 -110 % 99
acid

CEPTH®IKATIB
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LEO Pharma Manufacturing Italy Certificate of Analvsi

Quality ertificate of Analysis Page: 2 of 3
Segrate ltaly Date: 2024-10-11
Material: 00062439 SKINOREN GEL TUBE 15% 30G UA

Batch: YY06X60 Country: Ukraine

Date of manufacture: 2024-09-09 Delivery number: ---

Expiry date: 2027-09-30

Insp. instruction: P.5.2.901-9

Inspection lot: 040000016864 Specification: P.5.1.901-3
Inspection Acceptance criterion UoM Result
Total aer. micro. count max. 200 CFU/g <= 10
(TAMC) (2.6.12)
Total yeast/moulds count max. 20 CFU/g <= 10
(TYMC) (2.6.12)
Staphylococcus aureus absence in 1g passes test
(2.6.13)
Pseudomonas aeruginosa absencein 1g passes test
(2.6.13)
Min. fill USP< 755> tube min. 27.0 g/tube 30.4
30g(val.sing.)(5) 30.5

30.3

30.3

30.5

30.4

30.5

30.6

30.4

30.2
Min. fill USP< 755> tube min. 30.0 g/tube 30.4
30g(mean val.)(5)

: Q&E
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LEO Pharma Manufacturing Italy Caitificate 6f Ahalvels

Quality € Y Page: 3 of 3
Segrate ltaly Date: 2024-10-11
Material: 00062439 SKINOREN GEL TUBE 15% 30G UA

Batch: YY06X60 Country: Ukraine

Date of manufacture: 2024-09-09 Delivery number: ---

Expiry date: 2027-09-30

1): The spot on the chromatogram of the test solution S should correspond to the spot on

the chromatogram of the reference solution R in terms of position, color, and intensity.

2): The relative retention time of azelaic acid peak on the chromatogram of the solution S and solution R2
should not differs from each other more than 3 %.

3): The relative retention time of benzoic acid peak on the chromatogram of the solution S and solution R2
should not differs from each other more than 3 %.

4): Particle size of active substance:

Not more than 5 particles with size more than 60 micrometer

5): gravimetry

m : more equal than 30,0 g/tube

weight of content of a single tube: more equal than 27,0 g/tube

Manufactured and released by Leo Pharma Manufacturing S.r.|,via E.Schering n21, 20054 Segrate(MI),ltaly.
| hereby certify that all the manufacturing stages of this batch of finished product have been carried out in
full compliance with the GMP requirements of the EU and with the requirements of the Marketing
Authorisation(s) of the destination country/countries.

The present batch is certified by the Qualified Person w hose electronic signature is reported here below .

Batch approved electronically signed: Stefania leva (SAIIT)

Date/time: 2024-10-11 02:54:51 p.m. CET (UTC + 1 hour)
Inspection lot: 040000016864

Batch release electronically signed: Pierangela Mainolfi (PIMAI)

Date/time: 2024-10-11 03:04:48 p.m. CET (UTC + 1 hour)
Inspection lot: 040000016864
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NEPKABHA CJIVIKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMU Y KUIBCBKIN OBJIACTI

npos. Ceitangnoi Haxaii, 3, M.Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BHUCHOBOK
Npo SIKICTh BBE3€HOI0 B YKPaiHy JiKapcbKoro 3acody

06.12.2024 Ne 63564/24/10

CKIHOPEH®

(HaliMeHYBaHHS JTIKapChKOro 3aco0y 3rigHO 3 peecTpaLliiiHiM NOCBITYEHHIM)
rejb 15 %, no 30 r y Ty6i; no 1 Ty6i B kapToHHii mayuui

(popma BuIyCKy, 103yBaHHA, BUA NAKyBaHH JiKapceKoro 3acofy)
Homep peectpauiiinoro noceiguenns UA/1074/01/01 crpox nii peectpaniitroro nocsiuenns 01.01.2099
Cepisa nikapcbkoro 3aco6y Ne YY06X60 KinskicTs BBe3eHoro nikapcskoro 3acoby 31360

BupoGuux JIEO ®apma Manydaxkrypinr Itani CPJI, Itanis

(nafiMeHyBaHHA BUPOOHMKa JTiKapchKoro 3acoby, KpaiHa MOX0MKEHH )

Breseno B Vkpainy TosapucTso 3 o6Mmexeno1o BianosizanabuicTo "J{EJbBTA
MEIIKEJI", inent. kon: 39448817

(nafimenyBanua Ta ko 3a €/IPIIOY ropuanunoi ocobu abo npizsuie, iM's, 110 6aTbkoBi QiznuHOT
ocobu - nianpuemus, 1 Miclle MPOXKHBAHHA Ta peecTpailiiiHii HoMep 06IIKOBOT KAPTKH MIATHHKA
nojatkie abo cepis Ta HOMep NacnopTa)

Mporokoa BisyaasHoro koutpomio sin 02.12.2024 No 3818/1.

3a pesyneTaTaMM JIEPKAaBHOIO KOHTPOJIO BCTaHOBIEHO, WIO JHKApChKWi 3aci6 BBeseHo B Ykpainy 3

AOTPHMAHHAM BHMOT 3aKOHOJABCTBA {010 3aDe3MEHEHH AKOCTI NTiKapchKHX 3aco0iB.

Onsra EPBOMEHKO

(nigmac) (ininianu Ta npizsHiE)




CEPTU®IKAT BIANOBIAHOCTI

HA3BA MPOOYKTY: CkiHOpeH®
NIKAPCbKA ®OPMA: lene 15%
PO3MIP TA TUM NAKYBAHHSA: 30r, 1 Tyba y nauui
HOMEP MPOOAYKTY: 62439
HOMEP N1OTY: YY07730
KPAIHA IMNOPTEP: YKpaiHa
CU7A AIL: AsenaiHoBa kucnota 15 %
OATA BUPOBHWULUTBA: 10/03/2025
TEPMIH MPUAATHOCTI: 31/03/2028
KINBbKICTb: 31360 ynakoBOK
HOMEP PEECTPALINHOIO UA/1074/01/01
NOCBIAYEHHA:
HA3BA TA ALJPECA BUPOBHWYOI Neo ®apma MaHydakTypiur ITani CPJ1
OINbHWUI: gia E. WepiHr, 21

20054 CerpaTte (MI) ITanisa
HOMEP BUPOBHWYOI NILEH3IL: aM - 104/2024

LiuM s 3acsinyyo, Lo HaeedeHa Bulle iHbopMaUia € AOCTOBIPHOK Ta TOYHOH.

Lito cepito npoaykuii 6yno eMpobneHo, BKNOUaKUM NaKyBaHHA/MapKyBaHH:A Ta
NpoBeAEHO KOHTPOJb 1i AKOCTI Ha BULLEe3a3HaueHi ainbHuuUi y MNOBHIK
BignosigHocTi 3 BUMoramMu GMP, BCTaHOBNEHWMU MiCLUEBUM PErYNATOPHUM
OpraHoM, @ TakoxX BiAnoBiaHo A0 cneun@ikauii, Wo MICTATLCA Y
peecTpalUiiHOMy A0CLE KpaiHu iMmnopTepa abo y AOCbE cneumndikauin Ha
npenapaT Ana AOCNIAXYBaHOro nikapcbkoro 3acoby. Mporokonu
BMPOBHULTBA, NaKyBaHHA Ta aHanisis 6yno nepernsHyTo Ta BCTaHOB/EHO
BianoeigHicTe GMP,

/nignucaHo/ 16/04/2025

Pierangela Mainolfi [aTa
GMP MeHrenxep sianosigHocTi / KeanidikosaHa ocoba

Nleo ®apma MaHydakTypiHr ITani CPJ1

Dermatology
beyond the skin

Cerpate (MI)
Pierangela Mainolfi

NEO ®apma MaHydakTypiHr ITani
CPNn

Onepatverwi wrab Ta 3asoa:
Bia E.LLepinr, 21

20054 Cerpate (M)

ITanis

Ten. +3902 2165377
dakc. +39 345 9469282

www leo-pharma.com
PIMAI@leo-pharma.com

leopharmamanufacturina@legalmail i

Wp. agpeca:
Bia E.Wepinr, 21
20054 Cerpare (M)
ITanis
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JIEO ®apma ManydakTypinr
Itani SkicTe
Cerparte ITanis

Ceprudikar aHanisy

| Cropinka 1 32

Mara; 2025-04-22

Peuosuna: 00062439

CKIHOPEH I'EJIb TYBA 15% 30" UA

Cepis: YY07730

Jlara BUpoOHHLTBA:

2025-03-10
Tepmin npupatHocti:  2028-03-31

kpa'l'ﬂa: Ykpaina
Homep poctaBku: ---

Orns10BHiH N0T:

040000018639

iHCﬂ.

lincTpyKis: P.5.2.901 -9
Cneuudikauis: p.5.1.901 -3

Ha3zBa noka3zHHKa

Kpurepiii npuiinsitHocti | OnB

]I?EBlel:'I‘aT

30BHILIHIHA BUIIA] (Bi3yalbHO)

Bin 6inoro 10 x0BTYBaTO-
6inoro konbLoOpy
HEenpo30pHuii relib

Binoro koneopy Henpo3opHii renb

Inent. TILX [Tpoxoauts TecT ﬂpOXO,-'lHTh TecT
AsenaiHoBa kucioTta (1) -

Inent. BEPX [TpoxoauTk TECT ITpoxoanTh TECT
AsenaiHoBa Kucnota (2)

Inent. BEPX [Tpoxoauts TecT [lpoxoauThb TecT

Bensoiina kucnora (3)

pH (€sp.@apm. 2.2.3)
IToTeH11ilOMeTPHYHO

46-5.0

4.8

Mikpockomnis
(Esp.Dapm. 2.9.37) (4)
Mikpockonis

[TpOX0MTE TECT

HIPOXOHHTB TECT

Mikponponukuenns (€sp.Papm.
2.9.9)

. . 300 - 800 mm/10 429
MiKpOKOHYCHa NIEHeTPOMETPif,
meton Knsiina |
KinekicHe Busnauenns (BEPX) 14,3 - 15,8 /100 r 14,9
A3zenaiHoBa KHCJIOTA f
KinskicHe Bu3Hayenns (BEPX) 95 - 105 % 99
A3senaiHOBa KMCII0Ta
Kinekiche BusnauenHs (BEPX) 0,0900 - 0,1100 /100 r 010989
Benzoiina xuciora
KinskicHe susnauenns (BEPX) 90-110 % 99
Ben3zolina kucnora ‘
3arambHe YHCI0 aepoOHHX Mmakc. 200 KYO/r <10
mikpooprasizmis (TAMC)
(2.6.12) |
3arajgbHe YHCIIO JIPiA/IKeBUX Ta Mmaxc. 20 KVO/r <) 0

nnicenesux rpubis (TYMC)
(2.6.12)




JIEO ®apma Manydakrtypinr Ceptudikar ananisy | Cropinka 232
[rani SkicThb '
Cerpare [Tanis Jara: 2025-04-22
Pewopnna: 00062439 CKIHOPEH I'EJIb TYBA 15% 30" UA
|
Cepis: YY07730 Kpaina: Vkpaina
Hata Bupobuuurea:  2025-03-10 Howmep nocrasku: ---
Tepmin npuaatHocti:  2028-03-31 |
[uen.
Ornsaosuit 10T: 040000018639 IHCTPYKLIs: P.5.2.901 -9

Crneundikauis: p.5.1.901 -3

Staphylococcus aureus (2.6.13) BiacyTtHicTe B 1 T [TpoxoauThb TecT
Pseudomonas aeruginosa (2.6.13) | Biacyrnicte B 1T [TpoxoanTs TecT
Maca smicTy Tyou @apm. CILA | min. 27,0 r/Tyba 30,6
<755> 30,3
Ty6a 30 r (ina. 3Ha4.) (5) 30,0
30,1
30,3
30,5
30,5
29,8
30,2
30,1
Maca BmicTty Ty6u ®apm. CIIA min. 30,0 r/tyba 30,2
<755>
Tyba 30 r (cep. 31a4.) (5)

1): InsiMa Ha XpoMaTorpami BUIPOGYBAHOTO PO3UMHY S NOBHHHA BIANOBIAATH NAMI Ha XpOMAaTOrpaMmi po3uHHY
nopiBHAHHA R 32 NONOKEHHAM, KOJLOPOM Ta IHTEHCHBHICTIO. W

2): BizHOCHI YacH yTPHUMYBaHH3 1iKa a3eNaiHOBOT KMCJIOTH Ha XpOMAaTOTrpaMax po3iHHy S i pozumny R2 He noeuHHI
BiZIPI3HATHMCA OJMH Bi ONHOTO Oinblue, Hixk Ha 3 Y.

3): BiZHOCHI 4ack yTPUMYBaHHS 11ika KHC/IOTH GeH30MHOT Ha XpoMaTorpamax posunHy S i posuuny R2 we MOBHHHI
BiJIPI3HATHCA OJHH Bifl OIHOTO OiNblie, Hik Ha 3 Yo. ‘

4): Po3Mip 4acTOK [1iF0401 PEYOBHHH:

He 6Ginbire 5 yactok posMipom Oinbiue 60 MM

5 ) I'paBiMeTpH4HHI MeTOA

m: > 30,0 r/ty6a

Maca BMmicTy okpemix Ty6: > 27,0 r/Ty6a

BupoGaeso Ta BunyueHo komnaniero JIEO ®apma Manydakrypinr CPJI, Bia E. Illepinr, 21, 20054, Cerpare (MI),
[tanis. Llum 3aceinuyio, wo Bei cranii BUpoGHMUTEA i€l cepii roToBoro nikapeskoro 3acody Gy NpoBe/ieH] y MOBHIH
pinnosiaHocTi a0 Bumor GMP €C Ta BUMOT peecTpaLiiHOro NOCBiAYeHHA (peecTpauiiHiX NOCBiNYeHs) KpaiHW/KpaiH
MpH3HAYECHHS.

Jlana napris 3aipena KeamidikoBaHoto 0c060t0, eNeKTPOHHUI MIANKC AKOT HABEICHO HUKYE.

Cepis 3aTBep/keHa 3a enekTpoHHuM mianucom:  Stefania leva (SAIIT) ‘
JaTa/uac: 2025-04-16 03:45:10 p.m. T
OrnspoBuit 10T: 040000018639 .
Cepis BUIYLIEHA 3@ €JeKTPOHHUM MiIMHCOM : Pierangela Mainolfi (PIMAI)
Jara/yac: 2025-04-16 04:44:40 p.m.

OrngaaoBuit moT: 040000018639



CERTIFICATE OF COMPLIANCE

PRODUCT NAME:

Skinoren®

DOSAGE FORM:

Gel 15%

PACKAGING SIZE AND TYPE:

30g, 1 tube in pack

QUANTITY:

31360 packs

PRODUCT NUMBER: 62439 }
LOT NUMBER: YY07730 l]
IMPORTING COUNTRY: Ukraine \I
STRENGHT/POTENCY: Azelaic acid 15% i
DATE OF MANUFACTURE: 10/03/2025 L
EXPIRY DATE: 31/03/2028 !

!

l

Dermatology
peyand the skin

Segrate (Ml)
Pierangela Mainolfi

LE0 Pharma Manufacturing Italy
Sl

Sede Operativa e Stabilimento:
Via E. Schering, 21

20054 Segrate (M)

Italia

Tel. + 33022165 377
Cell. +39 345 9469282

wvav leg-pharma.com
PiMAIDeo-pharma.com.

leopharmamanufacturing@lega mail.t

MARKETING AUTHORIZATION
NUMBER:

UA/1074/01/01

NAME AND ADDRESS OF
MANUFACTURING SITE:

|
|
Leo Pharma Manufacturing Italy S.nl
via E. Schering, 21 l
20054 Segrate (MI) Italy

NUMBER OF MANUFACTURING
AUTHORISATION:

aM - 104/2024 i

|

i

I
I hereby certify that the above information is authentic and accurate. Thi%
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 Authorization of the importing country or ‘
product specification file for Investigational Medicinal Products. The batc
processing, packaging and analysis records were reviewed and found to \

be in compliance with GMP

Qualified Person___ _éi#
‘;3&

f‘.,*r-:.;" .
LEQ Pharma Ma{t&éﬁt&nng Italy S.r.l.

LEO Pharma Manufacturing Haly Sri

PERSOMA QUALIFICATA

\6.0L20%5 |

sede legale:

Via E. Schering, 21
20054 Segrate (Ml)
Italia

Capitale Sociale

€ 10.000.000

Codice Fiscale e
Registro delle Imprese di
Milano: 10653410968
R.E.A.dellaCC.lLAA. di

MILANO MONZA BRIANZA LODI: Mi

- 2547395
Partita I.V.A.: 10653410968




LEO Pharma Manufacturing Italy

Certificate of Analysis

Quality
Segrate Italy

Page: 1 of 3
Date: 2025-04-22

Material: 00062439 SKINOREN GEL TUBE 15% 30G UA
Batch: YY07730 Country: Ukraine
Date of manufacture: 2025-03-10 Delivery number: ---
Expiry date: 2028-03-31
Insp. instruction:  P.5.2.901-9
Inspection lot: 040000018639 Specification: P.5.1.901-3
Inspection Acceptance criterion UoM Result
appearance (visual) w hite to yellowish-w hite w hite colour opaque gel
color, opaque gel
ident. TLC azelaic acid (1) passes test passes test
ident. HPLC azelaic acid (2) passes test passes test
ident. HPLC benzoic acid (3) | passes test passes test
pH value (EP 2.2.3) 46-50 4.8
potentiometrically
microscopy (EP 2.9.37)(4) passes test passes test
microscopy
microp. (EP2.9.9) microcone | 300 -800 mm/10 | 429
penetr.Klein
assay/cont. (HPLC) azelaic 14.3-15.8 g/100g 14.9
acid
assay/cont. (HPLC) azelaic 95-105 % 99
acid
assay/cont. (HPLC) benzoic 0.0900-0.1100 g/100g | 0.0989
acid
assay/cont. (HPLC) benzoic 90-110 % 99
acid -
SYi02ina iy

M Eqﬁ_@




LEO Pharma Manufacturing ltaly

Certificate of Analysis

|
Quality Page: 2 of 3
Segrate ltaly Date: 2025-04-22
Material: 00062439 SKINOREN GEL TUBE 15% 30G UA
Batch: YY07730 Country: Ukraine
Date of manufacture:  2025-03-10 Delivery number: ---
Expiry date: 2028-03-31
Insp. instruction: P.5.2.901-9

Inspection lot: 040000018639 Specification: P.5.1.901 -3
Inspection Acceptance criterion UoM Result
Total aer. micro. count max. 200 CFU/g <= 10
(TAMC) (2.6.12)
Total yeast/moulds count max. 20 CFU/g <= 10
(TYMC) (2.6.12)
Staphylococcus aureus absencein 1g passes test
(2.6.13)
Pseudomonas aeruginosa absencein 1g passes test
(2.6.13)
Min. fill USP< 755> tube min. 27.0 g/tube 30.6
30g(val.sing.)(5) 30.3

30.0

30.1

30.3

30.5

30.5

29.8

30.2

301
Min. fill USP< 755> tube min. 30.0 g/tube 30.2

30g(mean val.)(5)

Yianni 0
) saauis’




LEO Pharma Manufacturing Italy Certificate of Analysis :

Quality Rage: 3 of 3
Segrate ltaly Date: 2025-04-22
Material: 00062439 SKINOREN GEL TUBE 15% 30G UA

Batch: YY07730 Country: Ukraine

Date of manufacture:  2025-03-10 Delivery number: ---

Expiry date: 2028-03-31

1): The spot on the chromatogram of the test solution S should correspond to the spot on

the chromatogram of the reference solution R in terms of position, color, and intensity.

2): The relative retention time of azelaic acid peak on the chromatogram of the solution S and solution R2
should not differs from each other more than 3 %.

3): The relative retention time of benzoic acid peak on the chromatogram of the solution S and solution R2
should not differs from each other more than 3 %.

4): Particle size of active substance:

Not more than 5 particles with size more than 60 micrometer

5): gravimetry

m : more equal than 30,0 g/tube

weight of content of a single tube: more equal than 27,0 g/tube

Manufactured and released by Leo Pharma Manufacturing S.r.|,via E.Schering n21, 20054 Segrate(Ml), Italy.
| hereby certify that all the manufacturing stages of this batch of finished product have been carried out in
full compliance with the GMP requirements of the EU and with the requirements of the Marketing
Authorisation(s) of the destination country/countries.

The present batch is certified by the Qualified Person whose electronic signature is reported here below.

Batch approved electronically signed: Stefania leva (SAIIT)

Date/time: 2025-04-16 03:45:10 p.m. CET(UTC + 1 hour)
Inspection lot: 040000018639

Batch release electronically signed: Pierangela Mainolfi (PIMAI)

Date/time: 2025-04-16 04:44:40 p.m. CET (UTC + 1 hour)

Inspection lot: 040000018639




JTEPKABHA CJYKBA 3 JIIKAPCbKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM ¥V KHIBCHKIN OBJIACTI

npos. Ceitananoi Hagil, 3, M.Kuis, 02099, ten/taxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €/IPTIOY 37078774

BUCHOBOK
Npo AKiCTHL BBE3€HOT0 B Y KpaiHy JiKapchKoro 3acody

18.06.2025 Ne 28743/25/10

CKIHOPEH®

(HafiMeHyBaHHA NiKapcLKOTo 3acofy 3riIHO 3 peecTpaLliiHHAM MOCBIIYEHHAM)
reab 15 %, no 30 r y Ty6i; no 1 Ty6i B KapToHHii nauui

(thopma BHMYCKY, I03YBaHHA, BH/ NTaKyBaHHA J1iKapesKoro 3acody)
Homep pecerpauiittoro nocsizuenns UA/1074/01/01 crpox aii pecctpauiiinoro nocsizsenns 01.01.2099
Cepis nikapebroro 3acoby Ne YY 07730 Kinbkicts BBe3eHoro jikapeekoro zacoby 31360

BupoGHuk JIEO ®apma Manydaktypiur Itani CPJI, Itanis

(naiiMenyBanHs BHpOOHHKa MiKapcLKOro 3acofy, KpaiHa MoXomKeHHs )

Bseseno B Ykpainy TosapucTBo 3 odMekeHo10 BianosizaabuicTio "J1EJbBTA
MEJIKEJI", inent. kon: 39448817

(naitMeHyBanus Ta ko 3a €JIPTIOY topuanuHoi ocobu abo npizewiie, iM'A, N0 HaTbKoBI (hizuuHOT
0cof - niAnpHeMILs, i Miclle NPOKHBAHHA Ta peecTpaLiiinnit HoMep 061IKOROT KAPTKH IIIATHHKA
nozartkie aGo cepis Ta HOMep nacropTa)

IMporokoa Bisyaisuoro konrpomo sin 18.06.2025 Ne 1851/1.

3a  pesyybTATAMM  JIEPKABHOTO KOHTPOJIHO  BCTAHOBIGHO, 10 JIKapChKHMH  3acid  BBE3CHO B Vkpainy 3

JOTPUMAHHSAM BHMOT 3aKOHOAABCTBA 110710 3abe3neyeHHs AKOCTI TIKapChKHX 3ac00iB.

NKP A

TARow
«)‘”?wuw?gg

w2

Onsra EPLOMEHKO

MO KOHTPONIO) (nianuc) (iwinianu Ta npizsrule)

At
CEPTH®IKATIB




CEPTUO®IKAT BIANOBIAHOCTI

HA3BA MNPOAYKTY:

CkiHOpeH®

NIKAPCbKA ®OPMA:

Fens 15%

PO3MIP TA TWUM MAKYBAHHA:

30r, 1 Tyba y nau4ui

HOMEP MPOOYKTY: 62439

HOMEP J1OTY: YYO7F54

KPAIHA IMMNOPTEP: YkpaiHa

CUNA AIl: AsenaiHoBsa kucnota 15 %

OATA BUPOBHULTBA: 10/07/2025
31/07/2028

TEPMIH NPUAOATHOCTI:

KINbKICTb:

16000 ynaxkoBok

HOMEP PEECTPALIMHOIO
NOCBIAYEHHS:

UA/1074/01/01

HA3BA TA AZIPECA BUPOBHWYOI
OINbHULL:

Neo ®apma ManydakTypinr Itani CPN
sia E. WepiHr, 21
20054 Cerpare (MI) Itanis

HOMEP BUPOBHWYOT NILIEH3IL:

aM - 104/2024

Llum 5 3acsiguyto, WO HaeeaeHa BuLle iHpopMaLis € AOCTOBIPHOK Ta TOYHO.

Lito cepito npoaykuii 6yno BUpobneHo, BKIKOHaOUM NaKyBaHHSA/MapKyBaHHA Ta
NpoBeAEHO KOHTPONb ii AKOCTI Ha BULLE3a3HaYeHIl AiNbHUUI Y NOBHIA
BianosigHocTi 3 BUMoramMmm GMP, BCTaHOBNEHWMU MICLIEBUM PErYNSTOPHUM
opraHoM, a Takox BiAnoBiAHO A0 cneundikauii, Wo MICTATLCA Y
peecTpauifiHoMy A0CkE KpaiHu iMnopTepa abo y Aocke cneundikauii Ha
npenapar ANa AOCNIAXYBaHOro nikapcbkoro 3acoby. MpoTokonu
BMPOBHUUTBA, NaKyBaHHA Ta aHanisis 6yno nepernsHyTo Ta BCTaHOBNEHO

BignoBiaHicTe GMP.

/nianucado/.

Pierangela Mainolfi

28/08/2025

HaTta

GMP MeHeaxep BianosigHocTi / KeanidikosaHa ocoba

Neo ®apma ManydakTypiHr Itani CP/

Dermatology
beyond the skin

Cerparte (M)
Pierangela Mainolfi

NEO ®apma MaHydakTypiHr ITani
CPN

OnepaTusHui WwWtab Ta sasoa:
Bia E.Wepinr, 21

20054 Cerparte (MI)

ITanisa

Ten. + 3902 2165 377
dakc. +39 345 9469282

www.leo-pharma.com
PIMAI@leo-pharma.com

leopharmamanufacturina@legalmail. it

1op. agpeca:
Bia E.LWepinr, 21
20054 Cerpare (MI)
ITanis




L E O

JIEO ®apma MaHy daxTypinr
Itani Akicth
Cerpare ITanis

CeprudikaT aHamizy

Cropinka 132

Jara: 2025-09-02

Peyopuna: 00062439 CKIHOPEH I'EJIb TYBA 15% 30T UA

Cepis: YYO07F54 Kpaina: Ykpaina

Jlata BupoOuuurea:  2025-07-10 Homep nocrasku: ---

Tepmin npuaarHocTti:  2028-07-31
[Hem.

Orasgosuit 10T: 040000020222 iHCTPYKLs: P.5.2.901 -9
Cnenmndikauis: p.5.1.901 -3

Ha3sBa nokasHuka Kpurepiit npuiinatuocti | OnB PesyabTar
30BHIHINA BUMIAA (Bi3yalbHO) Bin Hinoro 10 *0OBTyBaTO- Binoro Koisopy Henpo3opuii renb
0inoro Konbopy
HEeMpOo30pHil reib
InenT. THIX [1poxoauTs Tect [TpoxoauTs TecT
A3senaiHosa kuciora (1)
[nent. BEPX [TpoxoauTs Tect ITpoxoauTh TecT
A3zenaiHoBa kucnota (2)
Inent. BEPX [TpoxoauTk TECT ITpoxoauTs TecT
Ben3oiina kucnora (3)
pH (Erp.dDapm. 2.2.3) 4,6-5,0 4.9
[ToTeHLlioMeTPHYHO
Mikpockonis TlpoxoauTts Tect [TpoxoauTs TecT
(E€p.Papm. 2.9.37) (4)
Mikpockonis
MikponponukHeHnHs (€Bp.Papm.
2'?'9) . 300 - 800 MM/ 10 432
MiKkpoKOHYCHa NEHETPOMETPIs,
metoa Knsiina
Kinekicue Buznauenus (BEPX) 14,3-15.8 r/100 r 14,8
AzenaiHoBa KHCII0Ta
KinskicHe BuznauenHs (BEPX) 95-105 % 99
AsenalHoBa KHCIIOTa
Kinekicne susnauenns (BEPX) 0,0900 - 0,1100 r/100 r 0,1003
bensoiina kuciora
KinbkicHe Bu3HaveHHa (BEPX) 90-110 % 100
bensolina kucnora
3arayibHe 4HC/I0 aepoOHUX makc. 200 KYO/r <10
mikpoopratiaMis (TAMC)
(2.6.12)
3araieHe YMCIIO APIKDKeBHX Ta | Make. 20 KYO/r <10

nniceneBux rpudis (TYMC)
(2.6.12)




JIEO ®apma MaHy akTypiHr Ceprudikar aHamaizy Cropinka 2 3 2
Itani SAxicTs
Cerparte ITanis Jara: 2025-09-02
Pevosuna: 00062439 CKIHOPEH I'EJIb TYBA 15% 30" UA
Cepis: YYO07F54 Kpaina: VYkpaina
Jlata BupoGuuuTBa:  2025-07-10 Howmep noctaBku: ---
Tepwmin npuaarHocTi: 2028-07-31
IHem.
OrnsaoBuii noT: 040000020222 iHCTpyKUis: P.5.2.901-9

Crneundikauifa: pP.5.1.901 -3

Staphylococcus aureus (2.6.13) BigcyTHicTb B 1 1 [TpoXoaHTE TECT
Pseudomonas aeruginosa (2.6.13) | BiacyTnicte B 1 1 [TpoxoauTs Tect
Maca smicty Ty6u @apm. CIIA | miH. 27,0 r/tyba 30,2
<755> 30,2
Ty6a 30 r (ina. 31a4.) (5) 30,0
30,2
30,2
30,1
30,2
30,2
30,0
299
Maca Bmicty Ty6n ®@apm. CHIA miH. 30,0 r/Tyba 30,1
<755>
Ty6a 30 r (cep. 31a4.) (5)

1): [nama Ha XxpomaTorpami BUIPoGYBaHOro PO34MHY S MOBHHHA Bi/MOBIIaTH TIAMI HA XPOMATOrPaMi po3uHHY
nopiBHAHHA R 32 NOJIOKEHHAM, KOJIBOPOM T2 iHTEHCHBHICTIO.

2): BiaHOCHi yack yTpUMYBaHHs Nika a3enaiHOBOT KHCIOTH Ha XpoMaTorpamMax posuuHy S i posuuny R2 He nosuuHi
BiZPI3HATHCA OQMH Bia oaHoro Oisblue, Hixk Ha 3 %.

3): BinHOCHi yacH yTpUMYBAHHA TiKa KHCIIOTH GeH30/HOT Ha XpOMATOrpaMax po3unHy S i pozuuHy R2 He NOBHHHI
Bipi3HATHCA 0aMH Bia oaHoro Ginblue, Hixk Ha 3 %.

4): PoaMip 4acTOK Ail0MO1 pEYOBHHH:

He Ginee 5 uactok pozmipom Ginbe 60 Mkm

5 ) 'parimMeTpuuHHit MeTON

m: > 30,0 r/ryba

Maca BMicTy okpeMux Ty6: > 27,0 r/ty6a

BupoGneno Ta BunyuieHo komnasieo JIJEO ®apma Manydaxtypinr CPJI, Bia E. Lepinr, 21, 20054,Cerpare (MI),
Tranis. L{im 3aceinuyio, wo Bei cranii BMpoSHUUTBA W€l cepii roToBOro AikapcsKoro 3acoly Gynu nposeneHi y MoBHi
sianoeigHocti 1o BuMor GMP €C Ta BuMOr peecTpaliiiHOro NocBieHHs (peecTpalifHUX NOCBiN4eHb) KpaiHu/Kpain
NPH3HAYEHHSA.

Jana napris 3aeipena KpanidikoBaHoto oco00to, eeKTPOHHHH MiANKC AKOT HABEAEHO HIKYE.

Cepis 3aTBepkeHa 3a eJeKTPOHHMM mianucom:  Stefania leva (SAIIT)

HMara/yac: 2025-08-28 04:04:28 -

- PalHg *
OrnsnoBHit OT: 040000020222 7 %*;WM(H}"
Cepis BUMyLieHa 3a eleKTPOHHUM IMiJMHCOM ! Pierangela Mainolfi (PIMAI) &

Hara/uac: 2025-08-28 04:21:22 CEPTHOIKATIB
Orns108Uil J10T: 040000020222 Nel

< * agaumug ™



CERTIFICATE OF COMPLIANCE

PRODUCT NAME: Skinoren®
DOSAGE FORM: Gel 15%
PACKAGING SIZE AND TYPE: 30g, 1 tube in pack
PRODUCT NUMBER: 62439

LOT NUMBER: YYO7F54
IMPORTING COUNTRY: Ukraine
STRENGHT/POTENCY: Avelate scid 15%

DATE OF MANUFACTURE:

10/07/2025

EXPIRY DATE:

31/07/2028

QUANTITY:

16000 packs

' MARKETING AUTHORIZATION
NUMBER:

UA/1074/01/01

NAME AND ADDRESS OF
MANUFACTURING SITE:

Leo Pharma Manufacturing Italy S.r.|
via E. Schering, 21
20054 Segrate (MI) Italy

NUMBER OF MANUFACTURING
AUTHORISATION:

aM - 104/2024

I 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 Authorization 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

Rrtoineey

Qualified Person—i?

B O8O

L,
LEO Pharma Manifagturing Italy S.r.l.

LEO Pharma Manufacturing ltaly Srl
PERSONA QUALIFICATA
Dott.ssa Pierangela Mainolfi

Darmatology
bevaond the skir

Segrate (M)
Pierangela Mainolfi

LEO Pharma Manufacturing ltaly
Sirl.

Sede Operativa e Stabilimento
Via E. Schering, 21

20054 Segrate (MI)

Italia

Tel. + 3802 2165 377
Cell. +39 345 9468282

wyay leg-fharma.com
PIMAI@leo-pharme.com.
leopharmamanufacturing@legalnail il

sade legale

Via E. Schering, 21
20054 Segrate (M)
ltalia

Capitale Sociale

€ 10.000.000

Codice Fiscale e

Registro delle Imprese di

Milano: 10653410968

R.EA. dellaC.CLAA. di

MILANO MONZA BRIANZA LODI: MI
- 2547395

Partita |V A 10653410958
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L E O
LEO Pharma Manufacturing Italy Certificate of Analysis
Quality Page: 1 of 3
Segrate Italy Date: 2025-09-02
Material: 00062439 SKINOREN GEL TUBE 15% 30G UA
Batch: YYO7F54 Country: Ukraine
Date of manufacture:  2025-07-10 Delivery number: -—
Expiry date: 2028-07-31
Insp. instruction: P.5.2.901-9
Inspection lot: 040000020222 Specification: P.5.1.901-3
Inspection Acceptance criterion UoM Result
appearance (visual) white to yellowish-w hite w hite colour opaque gel
color, opaque gel
ident. TLC azelaic acid (1) passes test passes test
ident. HPLC azelaic acid (2) passes test passes test
ident. HPLC benzoic acid (3) | passes test passes test
pH value (EP 2.2.3) 46-5.0 4.9
potentiometrically
microscopy (EP 2.9.37)(4) passes test passes test
microscopy
microp. (EP2.9.9) microcone | 300 -800 mm/10 | 432
penetr.Klein
assay/cont. (HPLC) azelaic 14.3-15.8 g/100g | 14.8
acid
assay/cont. (HPLC) azelaic 95-105 % 99
acid
assay/cont. (HPLC) benzoic 0.0900-0.1100 g/100g 0.1003
acid
assay/cont. (HPLC) benzoic 90-110 % 100

acid




LEO Pharma Manufacturing ltaly
Quality
Segrate ltaly

Certificate of Analysis

2 of 3
2025-09-02

Page:
Date:

Material: 00062439 SKINOREN GEL TUBE 15% 30G UA
Batch: YYQ7F54 Country: Ukraine
Date of manufacture: 2025-07-10 Delivery number: ---
Expiry date: 2028-07-31
Insp. instruction:  P.5.2.901 -9

Inspection lot: 040000020222 Specification: P.5.1.901 -3
Inspection Acceptance criterion UoM Result
Total aer. micro. count max. 200 CFU/g <= 10
(TAMC) (2.6.12)
Total yeast/moulds count max. 20 CFU/g <= 10
(TYMC) (2.6.12)
Staphylococcus aureus absencein 1g passes test
(2.6.13)
Pseudomonas aeruginosa absencein 1g passes test
(2.6.13)
Min. fill USP< 755> tube min. 27.0 g/tube 30.2
30g(val.sing.)(5) 30.2

30.0

30.2

30.2

30.1

30.2

30.2

30.0

29.9
Min. fill USP< 755> tube min. 30.0 g/tube 30.1
30g(mean val.)(5)




LEO Pharma Manufacturing ltaly Centificate of Analysis

Quality MeERnAiEly Page: 3 of 3
Segrate Italy Date: 2025-09-02
Material: 00062439 SKINOREN GEL TUBE 15% 30G UA

Batch: YYO7F54 Country: Ukraine

Date of manufacture:  2025-07-10 Delivery number: ---

Expiry date: 2028-07-31

1): The spot on the chromatogram of the test solution S should correspond to the spot on

the chromatogram of the reference solution R in terms of position, color, and intensity.

2): The relative retention time of azelaic acid peak on the chromatogram of the solution S and solution R2
should not differs from each other more than 3 %.

3): The relative retention time of benzoic acid peak on the chromatogram of the solution S and solution R2
should not differs from each other more than 3 %.

4): Particle size of active substance:

Not more than 5 particles with size more than 60 micrometer

5). gravimetry

m : more equal than 30,0 g/tube

weight of content of a single tube: more equal than 27,0 g/tube

Manufactured and released by Leo Pharma Manufacturing S.r.1,via E.Schering n21, 20054 Segrate(Ml),Italy.
| hereby certify that all the manufacturing stages of this batch of finished product have been carried out in
full compliance with the GMP requirements of the EU and with the requirements of the Marketing
Authorisation(s) of the destination country/countries.

The present batch is certified by the Qualified Person w hose electronic signature is reported here below.

Batch approved electronically signed: Stefania leva (SAIIT)

Date/time: 2025-08-28 04:04:28 p.m. CET (UTC + 1 hour)
Inspection lot: 040000020222

Batch release electronically signed: Pierangela Mainolfi (PIMAI)

Date/time: 2025-08-28 04:21:22 p.m. CET (UTC + 1 hour)
Inspection lot: 040000020222

2,
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JEPKABHA CJIYKBA 3 IIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCHKIN OBJIACTI

npog. Ceitauunoi Hamii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Koa €/IPIIOY 37078774

BUCHOBOK
Npo SIKICTh BBE3€HOI0 B YKpaiHy JiKapcbKOro 3acoly

20.10.2025 Ne 51430/25/10

CKIHOPEH®

(naiiMeHyBaHHA TiKapchKoro 3acofy 3riHo 3 peecTpauiiiHHM MOCBIA4EHHAM)
reqib 15 %, no 30 r y Ty6i; no 1 Ty6i B kapToHHIl nayui
(opma BHNYCKy, 103yBaHHA, BH/I MAaKyBaHHA JliKapceKoro 3acody)

Howmep peectpauiitroro noceiguenns UA/1074/01/01 crpok nii peectpaniitnoro noceinuenns 01.01.2099
Cepis nikapcsroro 3aco6y Ne YY07F54 Kinbkicth BBe3eHoro nikapeskoro 3acoby 16000

BupoGHuK JIEO ®apma Manydaxrypinr Itani CPJI, Itanis

(HaiiMeHyBaHHS BUPOOHHKA iKapcBKOTO 3acofy, KpaiHa MOX0UKeHHA)

Baeseno B Ykpainy TosapucTso 3 oOMexeHow BianopinaasnicTio "JEJbTA
MEAIKEJ", inenr. xon: 39448817

(nalimenyBanHs Ta koa 3a €JIPIIOY topuanyHoi ocobu abo npissuiie, iM'a, no 6arbkosi (isH4HOT
ocolH - mianpuemus, il Micile TPOKHBAHHA Ta peccTpallifiHui HoMep 0011K0BOT KApTKH IIaTHHKA
nogatkis abo cepis Ta HOMEp nacrnopTa)

IMpotoxoa Bisyansnoro kourpoao sin 20.10.2025 Ne 3261/3.

3a pesynbTaTaMH [epKaBHOTO KOHTPOMKO BCTAHOBIEHO, 110 JiKapcekuid 3acib  BeeseHo B YKpaiHy 3

JOTPHUMAHHAM BHMOT 3aKOHO/IABCTBA 11010 3a0e3MeueHHs AKOCTI TiKapChKHX 3ac00iB.

Biktop CTE®KIBCbKUH

— (Aanucy (iHitiany Ta npiiRKie)
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