NEPEKNAQL

Jloeomun PEKOPLATI

dapmaueBTUYHUA 3aBo4 B MinaHi
KonTpons sikocti Ne: 202309788

CEPTU®DIKAT AKOCTI

Mpoaykuis: : JIOMEKCUH® kpem 2% [30 r y Ty6i Net]
Kon © 41318500
Cepis : FA3G1S
Kpaina imnopTy: . YKPAIHA
PeecTpaliiHe noceigYeHHs B : UA/6094/02/01 (pie HeobmMexeHo)
YkpaiHi
Jiroua pevosuHa : ®eHTukOHasony HiTpaT 2%
(1 r kpemy micTuTe 20 Mr cheHTVKOHA3ONY HITPATY)
Jlikapceka popma : Kpem
Poamip Ta TUN nakyBaHHs : 30ryTy6i; no 1 1y6i B KOPOOUI
[ata supobHuuTea o 23.11.2023
[aTa 3akiHyeHHs TepMiHy : 11.2026
npuAaTHOCTI
Poamip cepii (kinbkicTe ynakosok) : 4000
. NiyeHsia Ha Ceprudikar
AlneHaus BUPOBGHULTBO signosigHocti GMP

BupobHux: Pekopaari IHgacrpia Ximika e Gapmacesrika C.n.A.,

sia MatTeo Yisitani 1, 20148, Minaw, Iranis aM13/2022 WiF1sfHie022
Ynakoska: Pekoppari IHgacTpia Ximika e ®apmacestika C.n.A.,

sia MaTTeo Yisitani 1, 20148, Minau, Iranis aM13/2022 IT/15/H/2022
KoHTponb skocTi: Pekoppaari lHaacTpia Ximika € ®apmacesTika C.n.A.,

Bia MaTreo Yisitani 1, 20148, Minan, ltanis aM13/2022 IT/15/HI2022
Bunyck cepi: Pekopaari IHgacrpia Ximika e GapmacesTika C.n.A.,

Bia MaTTeo Yisitani 1, 20148, MinaH, Iranis aM13/2022 IT/15/H/2022

PeaynsTtaTu aHanisy cepii npeacrasneni B Cepmucbikami aHanisy, Wo A0AAETHCA

Lum 5 3aceiduyro, wo HasedeHa sulye iHghopmayis € 00CMoeipHOI ma moyHoH. Lo cepito npodykuii 6yno
8UPOBNBHO (BKITIOHAKOYU NaKysaHHs/MapKyeaHHs) ma nposedeHo KOHMPOJIb ii AKOCMI Ha suwe3asHayeHitl dinsHuYi y
noeHiti eidnosioHocmi 3 sumozamu GMP, eCmaHO8IeHUMU MICUE8UM Pe2yNISiMOPHUM 0OpeaHOM, a MaKox eidnosioHo
8o cneuudpirauyil, wo Micmamecs y peecmpauiliHomy docke. Mpomokonu supobHUUMea, nakysaHHa ma aHanisie
6y1o nepeansaHymo ma ecmaHogneHo eidnosioHicms GMP.

SAP EnekmpoHHull nidnuc YnosHosaxeHoi ocobu
KITAYLIA ©PIFO/T

ID Sap Kopucmysaua: 100420

Hama-Yac: 20.12.2023 - 17:51:08

ID Sap Cepmudbikamy cepii: 10000003020
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Jlozomun PEKOPIATI Cepmucpikam AHanisy
dapmaueBTUUHWI 3aBoa y MinaHi ‘ ,

KoHTponb sikocTi Ne: 2309788

Koa: 41318500 : Cepisi: FA3G15 Homep nocTauanehuka: 230008144

Mpoaykuis: MOMEKCUH® kpem 2% [30 1y Ty6i Nei) MeTop aHanisy 145 LCR noToune BUA.
Awxanis: 20.12.2023 Tepmit npugatHocTi: 11.2026 [ata supobHuurea: 23.11.2023
Tect Cneundikauii OauHuui Pe3ynbratu
Onuc : FomoreHHwi kpem Binoro konbLopy. Bianosiaae

[liameTp kpuctanis

Mikpockonis N . Bignosigae
pH (20% BoOASAHOI CycneHaii) 23,0 <45 3.7

laeHTMdikalis deHTUKoHasona . "
Hirparty (BEPX) MoanTusHWUN MoanTtusHni
laeHTudikauis dpeHTukoHasona NoawrHeHi (T —

witpaty (AMA)

KinbkicHe BU3HAYEHHA mr/r
(beHTVKOHa30Na HiTPaTy : 2190 =210 19,4

KinbkicHe BU3HaYeHHA

0,
cbeHTUKOHa3oNa HITPaTy 2950 <1050 o 87.3
CynyTHi AOMiLLKKA »
~ Jomiwka A <0,2 % 0,0
- Nomiwka B <0,3 % 0,1
- Jowmiwxka C <0,2 % 0,0
-Hesigoma gomiwka £0,2 % 0,0
- CymapHa KinbKiCTb SOMILLIOK <1,0 % 0,1

3anasHa aniomiHiesa Ty6a 3i
3'€MHVUM KOBMAYKOM, WO

Onuc KoHTeliHepa HarBUHYYETLCS. Bignosigae
ORHOPIAHUIA HEYLLKOAKEHNA

BHYTDILUHIY Wap nosepxHi Ty6u

B'askicTb 215000 <40000 cP 22795

CepeaHa Maca BMICTy 230 r 33

Mikpob6ionoriyna uncroTa

AepobHi 6axrepii (TAMC) <100 KOE/r <10
Ipnbu (TYMC) <10 KOE/r <10
Pseudomonas aeruginosa BiacytHiB 1 r BiacyTHi
Staphylococcus aureus BigcytHiB 11 BiacyTHi
MpumiTku:
MEHEJDKEP
CEPIS 3 KOHTAPOJ'I}O ﬂKQCTI
3ATBEPIDKEHA OaHienb ®paioni
nna ANCTPUBYLIT pp—

ara: 20.12.2023



& RECORDATI

Milano Pharmaceutical Plant
Quality Control n® : 202309788

Batch certificate

Product name: LOMEXIN® cream 2% [30g in 1 tube]
Product code: 41318500

Batch number: FA3G15

Importing country: UKRAINE

Marketing Authorisation: UA/6094/02/01 (unlimited validity)
Strength: Fenticonazole nitrate 2% (1g contains 20mg of Fenticonazole nitrate)

Dosage form: Cream

Package size / type: 30 g in 1 tube, 1 tube in 1 box
Date of manufacture: 23/11/2023

Expiry date: 11/2026

Number of packages released: 4000

Site Authorisation number GMP certificate
Recordati Industria Chimica e Farmaceutica SpA

Manufactured by: Via Matteo Civitali 1 20148 Milano Italy aM13/2022 IT/15/H/2022
Recordati Industria Chimica e Farmaceutica SpA

Packaged by: Via Matteo Civitali 1 20148 Milano Italy aM13/2022 IT/15/H/2022
Recordati Industria Chimica e Farmaceutica SpA

Controlled by: Via Matteo Civitali 1 20148 Milano Italy aM13/2022 IT/15/H/2022
Recordati Industria Chimica e Farmaceutica SpA

Released by: Via Matteo Civitali 1 20148 Milano Italy aM13/2022 IT/15/H/2022

Results of analysis are reported in the attached Certificate of Analysis

1 hereby certify that the above mentioned information is authentic and accurate.
This batch of product has been manufactured, including packaging 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.
The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

SAP Electronic Signature by Qualified Person
CLAUDIA FRIGOLI
Sap User ID: 100420

Date-Time: 20.12.2023 - 17:51:08

Batch Certificate SAP ID: 10000003020




‘ RECORDATI

Milano Pharmaceutical Plant

Certificate of Analysis

Quality Control n® 2309788

Code: 41318500 Batch: FA3G1S ODP or Supplier batch: 230008144
Product: LOMEXIN® cream 2% [30g in 1 tube] Method of analysis: 145 LCR current ed.
Analysis: 20/12/23 Expiry date: 11/2026 MFG date: 23/11/23
Test Specification Unit Result
Appearance Hoimogeneus white cream Complies
Microscopic appearance Diameter of the crystals < 100 pm Complies
pH (20% water) > 3,0 < 45 3
Fenticonazole Nitr. Id. (HPLC) Positive Positive
Fenticon.nitr. identif. (DAD) Positive Positive
Fenticonazole Nitrate Content z 19,0 < 21,0 meg/g 19,4
Fenticonazole Nitrate Content > 950 < 1050 % 97,3
Impurity A < 02 % 0,0
Impurity B < 03 % 0,1
Impurity C < 02 % 0,0
Each unknown impurity < 02 % 0,0
Total impurities < 10 % 0,1
Container appearance Blind end aluminium collapsible tube with Complies
plastic screw cap. Homogeneous, intact
inner surface layer of the tube
Viscosity > 15000 < 40000 cP 22795
Average weight of content > 30 g 33
Total Aerobic Microbial Count (TAMC) < 100 CFU/g <10
Total comb. Yeasts/Moulds Count (TYMC) < 10 CFU/g <10
Pseudomonas aeruginosa absent 1 g Absent
Staphylococcus aureus absent 1 g Absent

Notes:

The batch is

APPROVED

Quality Control Manager

Daniele Fraioli
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