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

fj‘lfﬁﬂuﬁ KO‘:A >
agaym'n *



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
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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)
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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)
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