NEPEKNAQ

Jlocomun PEKOPLATI

dapmauesTUYHE NiANPUEMCTBO B Minani
KoHTpons sikocTi Ne: 202405682

CEPTU®DIKAT AKOCTI
Mpoaykuis: ~ NIBA30, TabneTku, BKpUTI NNiBKOBOIO 0BOMOHKOW, 110 4 MF
Ne 30
Koa ;41508300
Cepist : 4PAG1R1
KpaiHa iMnopTy: © YKPAIHA
PeecTpaliiHe NOCBIAYEHHS B . Ne UA/11963/01/03 (nic HeoBMEXEHO)
YkpaiHi
[itoua pevosuHa - 1 TabneTka MICTUTL KanbLlilo niTaBacTaTuhy 4,18 mr, 1o
signosinae 4 mr nitaBacTaTuHy
Nikapcbka dopma . TaBneTku, BKpUTI NNIBKOBOK OBONOHKOIO
Po3mip Ta TUN NakyBaHHA - no 15 TabneTok y 6nictepi; no 2 6nictepny KapTOHHI# kopobui
[lara smpobHuuTea . 17.02.2024
[ata 3aKiHUEHHSA TEPMIHY : 01.2029
npuASTHOCTI
Poamip cepii (KifbKiCTb yNakoBok) 3520
QineHuus JliveHsis Ha Ceprtudikar
BUPOBHULTBO | BIANOBIAHOCTI GMP
BupoBHUK: Mep dabpe MeaikamaH MPOAIOKCOH, M17/247 2021/HPF/FR/093
Pio [dio Nice
45500 X'eH, dpaHuia
Ynakoska: Pekopgari IngacTpia Ximika e dapmacesTika aM-115/2023 IT/139/H/2023
C.nA.,
sia MaTTeo Yisitani 1, 20148, MinaH, Itanis
KoHTponb sikocTi: | PekopaaTi InaacTpia Ximika e dapmacesTika aM-115/2023 {T/139/H/2023
C.nA,
Bia Matreo Yisitani 1, 20148, MinaH, ITanis
Bunyck cepil: Pekopgari lHaacTpia Ximika e dapmacesTika aM-115/2023 IT/139/H/2023
C.nA,
sia Matreo Yisitani 1, 20148, MinaH, ITasnis

PeayneTaTv aHamniay cepil npeAcTaBneHi B Cepmucbikami aHanisy, 0 AOAAETECA

Ljum 51 3aceiduyro, Wo HagedeHa sulue iHpopmauis € GOCMOBIPHOK Ma MOYHOK. Liio cepito npodykuii 6yno
gupobneHo (sKkmo4anyu naKyeaHHs/MapKyeaHHs) ma nposedeHo KOHMPOIb if aKocmi Ha sullie3a3HaqeHil

dinbHuui y noeHiti eidnosidHocmi 3 sumozamu GMP, gacmaHoeneHuMU Micuesum peaynamopHuM Op2aHoMm,

a makox eidnosidHo 00 cneyucpikayit, wo Mmicmamecsa y peecmpauiiHomy 0Oocke. [lpomokonu
aupobHUYMea, nakysaHHa ma aHanisie 6y/0 nepezsHymo ma ecmaHoel1eHo gidnoeioHicms GMP.

EnekrporHui nignuc CAT YrioBHOBaXeHoi 0cotn
JAHINO PATTI

|peHTId. HoMep KopucTysada CAM: 100818

[ata-Yac: 19.07.2024 - 19:38:26

laeHTudp. Homep CAT CepTudikaTy cepii: 10000005704
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NEPEKNAQ

Jloeomun PEKOPLAT! CEPTHU®IKAT AHAJI3Y
®apmauesTuuHe nignpuemcrso 8 Minani

KoHTponb sikocTi Ne: 2405682

Koa: 41508300 Cepin: 4P4G1R1 Homep nocravanshuka: 240002150
MeTona ananiay: 145 PIT notoure sug,.

MNpoaykuin: NIBA3O, TabneTku, BKpMTi NNiBKOBOIO o6onoHkoto, no 4 mr, Ne 30

Ananis; 19.07.2024 [ata aakiHueHHs TepMiHy npugaTHocTi: 01.2029 fAata supoBHuuTea; 17.02.2024
AHAI3 HOPMA oanHuUI PE3YNbTAT
CepepHs Bara 2312 <346 Mmr/iTabn 330

Yac yTpumaHHA OCHOBHOrO Riky Bignosinae
Hacy yTPUMaHHst OCHOBHOTO Nika Ha Mo3uTusHM’
Xpomarorpami cTangapTy

laexTudikaLia kansuito
nitasactatuHy (BEPX)

OcHoBsHa nnsima Ha xpomaTorpami
BUNpo6oBYBaHOro poaunHa eignosigac RNosuTuerni
nOAMI Ha xpoMaTorpami craniaapTy

laeHTudikauis kansLio
nitasactatuny (TLLUX)

OaHopigHIiCTs 403yBaHHsA AV <= 15,0 Bignosigae
PosnapaHHs <15 X8 3
PosunrenHs 3a 30 xa (Q) 280 % 100

KinbkicHe BuaHaYeHHs Kanbuio

0,
nitasactaTuHy (BEPX) 2950 1050 & 1018
(-) EHaHTiOMEp £1,0 Y% 0,0
BaranbHi enimepn <0,50 % 0,04
NakToH <0,20 % 0,04
5-keToH <0,15 % 0,03
OanHuuHa HeigeHTudikosaHa o
ZoMiLla <0,10 Yo 0,03
Cyma HeigeHTuikoBaHmx o
LOMILLIOK <0,30 Yo 0,05
Cyma pomiwok < 1,00 % 0,15
lneHTudikauis nniskosor MoauTusuui Ana Tutany piokeuay
060n0HKK y nniskoei 06onoHL
Bakrepiin / TAMC <1000 KOE/r <10
pubis / TYMC <100 KOE/r <10
Escherichia Coli BiacytHis 1 BiacyTHi
Mpumitku:

Menenxep 3 KoHTponio AkocTi
CEPIA
3ATBEPIDKEHA Haniens Opaioni
ONA QUCTPUBYLII
Aata: 19.07.2024

Lleit pokymeHt 6y nignucanni Ta 3reHepOBAHNA B ENEeKTPOHHOMY BUIMIAAI 3 BUKOPUCTAHHAM ENeKTPOHHOI
BanifoBaHoi CUCTEMM, WO MOBHICTIO BiANOBIAAE YMHHIM BUMOraM GMP.



& RECORDATI

Milano Pharmaceutical Plant
Quality Control n® : 202405682

Batch certificate

Product name: LIVAZO 4mg Film coated tablets N 30
Product code: 41508300

Batch number: 4P4G1R1

Importing country: UKRAINE

Marketing Authorisation: UA/11963/01/03 (unlimited validity)
Strength: 1 tablet contains Pitavastatin calcium 4.18mg = Pitavastin 4mg
Dosage form: Film-coated tablet

Package size / type: 15 tablets in 1 blister, 2 blisters in 1 box
Date of manufacture: 17/02/2024

Expiry date: 01/2029

Number of packages released: 3520

Site Authorisation number GMP certificate
Pierre Fabre
Manufactured by: Rue du Lycee 45500 Gien France M17/247 2021/HPF/FR/093
Recordati Industria Chimica e Farmaceutica SpA
Packaged by: Via Matteo Civitali 1 20148 Milano italy aM-115/2023 [T/139/H/2023
Recordati Industria Chimica e Farmaceutica SpA
Controlled by: Via Matteo Civitali 1 20148 Milano Italy aM-115/2023 IT/139/H/2023
Recordati Industria Chimica € Farmaceutica SpA
Released by: Via Matteo Civitali 1 20148 Milano Haly aM-115/2023 IT/139/H/2023

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

DANILO RATTI
Sap User ID: 100819

Date-Time: 19.07.2024 - 19:38:26
Batch Certificate SAP ID: 10000005704




Milano Pharmaceutical Plant

RECORDATI

Certificate of Analysis

Quality Control n° 2405682

Code: 41508300 Batch: 4PAG1R1 ODP or Supplier bateh: 240002150

Product: LIVAZO 4mg Film coated tablets N 30 Method of analysis: 145 PIT current ed.

Analysis: 19/07/24 Expiry date: 01/2029 MFG date: 17/02/24

Test Specification Unit Result
Appearance Round white biconvex film coated tablets Complies
Markings Embossed "KC" on one face and "4" on the reverse Complies
Average weight : 312 s 346 mg/cpr 328
Pitavastatin Calcium identif. (HPL.C) Retention time of peak complies with std. Positive
Pitavastatin Calcium identif. (TLC) Resp. factor of main spot complies with std. Positive
Uniformity of dosage units AV<=15.0 Complies
Disintegration time s 15 min 2
Dissolution in 30 minutes > 80 % 99

Assay pitavastatine calcium (HPLC) > 950 s 1050 % 101,8

(~) Enantiomer s L0 % 0,0

Total epimers < 050 % 0,10
Lactone < 020 % 0,03
5-ketone < 0,15 % 0,07
Each unknown < 0,10 % 0,01
Total unknown < 030 % 0,02
Total impurities < 1,00 % 0,18

Film coat identity Positive for TIO2 in film coating

Bacteria < 1000 UFC/g <10
Fungi < 100 UFClg <10
Escherichia Coli Absentin 1 g Absent
Notes:

The batch is

APPROVED

Quality Control Manager
(or authorized substitute)

Daniele Fraioli

Date: 19/07/2024

This document has been signed and generated electronically, from an electronic validated system fully compliant with current GMP



