NEPEKNAL

Jloeomun PEKOPLATI

®dapmauesTnyHMiA 3asog 8 Minani
Kontpons skocti Ne: 202309788

CEPTUBIKAT AKOCTI

Mpoaykuis: : JIOMEKCUH® kpem 2% [30 r y TyGi Ne1]
Koa . 41318500
Cepisi :  FA3G15
Kpaina imnopTy:; . YKPAIHA
PeecTpalifiHe noceigueHHs B : UAB094/02/01 (nie HeobMexeHOo)
Ykpaini
Jiroua pevosuHa : ®eHTUKOHA30MY HiTpaT 2%
(1 r kpemy micTUTL 20 Mr peHTUKOHA30MY HITPaTY)
Jlikapcbka chopma I Kpem
Poamip Ta TMn nakyeaHHs : 30ryTy6i; no 1 Ty6i B KOPOBL
[ara supobHuurea o 23.11.2023
[aTa 3akiHyeHHs TepmiHy : 11.2026
npUAaTHOCTI
Poamip cepii (kinbkicTb ynakosok) : 4000
. NiyeHsia Ha Ceprudixkar
Ainbruus BUPOBHULUTBO sianosigHocti GMP

BupobHuk: Pekopaari IHpacrpia Ximika e ®apmacesrika C.n.A.,

sia MatTeo Yisitani 1, 20148, Minas, Iranis aM13/2022 IT/15/H/2022
Ynakoska: Pekopgari IHgacTpia Ximika e ®apmacesTika C.n.A,,

sia MatTeo Yisitani 1, 20148, Minan, Itanin aM13/2022 IT/15/H/2022
KoHTponb sikocTi: Pekopparti lHgacTpia Ximika e PapmacesTika C.n.A.,

Bia MaTTeo Misitani 1, 20148, MinaH, Itanis aM13/2022 IT/15/H/2022
Bunyck cepii: Pekopaari IHgacrpia Ximika e GapmacesTika C.n.A.,

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

PeaynetaTtu ananiay cepii npeacraeneti B Cepmucbikami aHanisy, Wo A0AAETLCA

Lum 51 3aceidqyro, ujo Hasedera sulue iHghopmauis € docmosipHOK ma moyYHow. Lk cepiio npodykuii 6yno
8UPOBNBHO (BKITHOYAIONU NaKySaHHA/MapKy8aHHs) ma nposedaHo KOHMPOSbL i AKocmi Ha euLesasHadeHil dinsHuyi y
noeHiil sidnosidHocmi 3 eumozamu GMP, 6cmaHOo8NeHUMU MICUE8UM PeaynsimopHUM OpP2aHoM, a makox eidnosioHo
8o crieuudbikauid, wjo micmamecsa y peecmpauiiiHomy docke. [Mpomokonu eupobHuUUMea, naxkysaHHs ma aHanisie
6yno nepeansaHymo ma ecmaroeneHo eidnosioHicms GMP.

SAP Enekmporrull nionuc YnoeHogaxeHol ocobu
KIAYOIA ©PIFOSI

ID Sap Kopucmysaya: 100420

Hama-Yac: 20.12.2023 — 17:51:08

ID Sap Cepmucpikamy cepii: 10000003020
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JTozomun PEKOPLA T)
dapmaLieBTUUHWI 38BOA Y Minani

Cepmuchiam AHanisy

KoHTponb sikocTi Ne: 2309788

Koa: 41318500

Cepisi: FA3G15

Mpopykuis: TOMEKCUH® kpem 2% [30 1y Ty6i Ne1]

Homep nocTavanbHuka: 230008144

MeTop atanisy 145 LCR notouHe BUA.

AHania: 20.12.2023

Tepmix npugatHocTi: 11.2026

Jata supoGHuuTea: 23.11.2023

Tecr Cneumndikayiv OauuHuyi PesynbTatu

Onuc FomoreHHK! kpem Binoro KoNbopY. Bianosinae

. . [liameTp kpvicTanis - .
Mikpockonis veHwe 100 MKM Bignosigae
pH (20% BoasAHCl cycneHail) 23,0 <45 3.7
laeHTdikayis deHTUKoHasona . .
wipaty (BEPX) MoauTuBHUA MosuTusHUN
laeHTUdikaLis deHTUKkoHasona o .
wirpaty (OMI) MNoauTnsHuM MNoauTuBHWA
KinbkicHe BM3Ha4YEHHA >190 <210 mr/r 19.4
(peHTUKOHa3oNa HITpaTy - T !
KinbkicHe Bu3HaueHHs 5950 <1050 o 97 3
beHTMKOHa30Na HiTpaTy T T ! ° '
CynyTHi AOMILLIKWA »

~ Jomiwka A <0,2 % 0,0

- Nomiwka B <0,3 % 0,1

- Qowmiwka C £0,2 % 0,0

-Hesiaoma gomitLika £0,2 % 0,0
- CymapHa KinbKicTb 4OMILLOK <1,0 % 01

3anasHa anomiviesa Ty6a 3i
3'6MHUM KOBMAYKOM, WO
Onuc KoHTenHepa HarBUHYyeTbCS. Bignosigae
OLHOPIAHWA HEYLIKOAMKEHNN
BHYTPILLHIN Wap nosepxHi Ty6u
B'askicTb 215000 <40000 cP 22795
CepepnHs Maca BMICTY >30 r 33
Mikpob6ionorivyHa uucrora
AepobHi 6akrepii (TAMC) <100 KOE/r <10
Ipuéu (TYMC) <10 KOE/r <10
Pseudomonas aeruginosa BiacytHiB 1 1 BiacyTHi
Staphylococcus aureus BigcytHiB 1 BiacyTHi
MpumiTin:
MEHEJDKEP

CEPIA

3ATBEPDKEHA

AnA gucTPuBYyUll

3 KOHTPOJO AKOCTI
[aniene ®paioni

/nipnuc/

Oara: 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 Htaly 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 ltaly aM13/2022 IT/15/H/2022
Recordati Industria Chimica e Farmaceutica SpA

Released by: Via Matteo Civitali 1 20148 Milano Htaly amM13/2022 [T/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




1Y RECORDATI

Milano Pharmaceutical Plant

Certificate of Analysis

Quality Control n® 2309788

Code: 41318500 Batch: FA3G15 ODP or Supplier bateh: 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 Hommogeneus white cream Complies
Microscopic appearance Diameter of the crystals < 100 pm Complies
pH (20% water) 2 30 < 45 3,7
Fenticonazole Nitr. Id. (HPLC) Positive Positive
Fenticon.nitr. identif. (DAD) Positive Positive
Fenticonazole Nitrate Content > 19,0 < 21,0 mg/g 19,4
Fenticonazole Nitrate Content > 950 < 1050 % 97,3
Impurity A s 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 2 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 acruginosa absent 1 g Absent
Staphylococcus aureus absent 1 g Absent
Notes:

The batch is Quality Control Manager

APPROVED Daniele Fraioli




