& RECORDATI

Milano Pharmaceutical Plant

Certificate of Analysis

Quality Control n® 2701721
Code: 41498400 Batch: 2P00315 ODP or Supplier batch: 202017800
Product: LIVAZO ng Film Coated Tablets N 100 Method oi"nnalysis: 145 PIT current ed.
Analysis: 02/03/21 Expiy date: 07/2025 MFG dute: 19/08/20
Test Specification Unit Result
Appearance Round white biconvex film coated tablets Complies
Markings Embaossed "KC" on one face and "2" on the reverse Complies
Average weight . = 156 s 175 mg/tablet 164
Pitavastatin Calcium identif. (HPLC) 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 < 15 min 3
Dissolution in 30 minutes z 80 % 99
Assay pitavastatine calcium (HPLC) =z 950 s 1050 % 99,4
(-) Enantiomer s 10 % 0,0
Total epimers < 050 % 0,02
Lactone < 0,20 % 0,04
5-ketone < 0,15 % 0,07
Each unknown < 0,10 % 0,02
Total unknown < 0,30 % 0,02
Total impurities < 1,00 % 0,14
Bacteria < 1000 CFU/g <10
Fungi < 100 CFU/g <10
Escherichia Coli Absent 1 g Absent
Notes: Titanium DiOxide Identification test not performed on this batch
Quality Control Manager Qualified Person
Daniele F . ioli ) The batch is D "Damio Ratn
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Jloecomun PEKOPLATI
dapmalieBTM4YHUIA 3aBof B MinaHi
KoHTponb sikocti Ne: 2101721

NEPEKNA[L

CEPTHUOIKAT AKOCTI

Mpoayxkuis:

Kon

Cepin

KpaiHa imnopTy:
PeecTtpaliiiHe nocsifyeHHA B
YkpatHi

Hiloua peyosuHa
Nikapcbka cbopma

PoaMip Ta TMN naKyBaHHA
JaTta supobHuUTBa

NIBA30, Tabnetku, BKpUTi nNiBkoBo10 060MN0HKOI0, NO 2 Mr
Ne 100

41498400

2P00315

YKPAIHA

Ne UA/11963/01/02 (pie HeoBmeXeHO)

1 Tabnetka MicTUTE KanbLito nitaeactaTtuHy 2,09 mr, wo
BiinoBiAae 2 Mr nitaBacTaTuHy

TabneTk, BKpUTI nniskosoto obonoHkolo

rno 20 TabneTtok y 6nicTepi; no 5 Gnicreis y KapToHHIA Kopobuli
19.08.2020

[arta 3aKiH4eHHA TepMiHy 07.2025
npuaaTHOCTI
Po3awmip cepil (kinbkicTb ynakosok) : 600
AinbHuua JNiueH3ia Ha CepTtudikar
BUpOOHULTBO BiganoeigHocti GMP
BupoBHuk: Mep ®abpe MeajikamaH MNMpoaloOKCoH, M 17/247 HPF/FR/300/2017
Pio [io Jice
45500 X eH, DpaHuis
YnakoBka: Pekoppari IHgacTpia XiMmika e aM-172/2019 IT/235/H/2019
dapmacesrika C.n.A,,
Bia MartTeo Yisitani 1, 20148, MinaH, ITania
KoHTponb aKocTi: Pekopparti InpacTpia XiMika e aM-172/2019 IT/235/H/2019
dapmacesTika C.n.A.,
Bia MatTeo UisiTani 1, 20148, MinaH, Itania
Bunyck cepil: Pekoppaari IHpacTpia XiMika e aM-172/2019 IT/235/H/2019
dapmacesrTika C.n.A.,
Bia MatTeo Uisitani 1, 20148, MinaH, ITania

PeaynsTaTi aHaniay cepil npeacraeneHi B Cepmucdbikami aHanisy, Wo noaaeTbes

KomeHTapi:

Lium s 3aceiduyio, wjo HasedeHa sulle iHghopmauis € docmoeipHoI0 ma moyHoio. L{o cepiro npodykuil 6yrio
eupobrieHo (ekmoYaloyU naKyeaHHs/MapKyeaHHsl) ma npoeedeHo KoHmpons If akocmi Ha euule3asHadYeHil
OinbHuui y noeHiil eidnoeidHocmi 3 eumozamu GMP, ecmaHoeneHuUMU MicUesuM peayrisimopHUM opa2aHoM,
a makox eidnogidHo do creyudpikauili, wo Micmambca y peecmpauitiHoMy Oocke. [lMpomoxonu
eupobHuumea, NaKyeaHHsa ma aHariisie 6yno nepeasisHymo ma ecmaHoeneHo 8idrnosioHicmbs GMP.

YnoBHOBaXxeHa ocoba
(sianosigHo Ao po3piny 51 fiupextueu 2001/83/CE)

O Ap. Aasxino ParTi
H AOp. Knasaia ®pironi

03.03.2021 /midnuc/

Oara Ta nignuc/




Jlocomun PEKOPLATI
¢dapmaleBTMYHUA 3aBo B Minani

NEPEKNAL

CEPTHU®IKAT AHANI3Y

KoHTtponbk akocTi Ne: 2101721

Koa: 41498400 Cepisn: 2P00315

Homep noctrauanshuka: 202017800
MeTopa ananisy: 145 PIT noTtouHe BuA.

Mpoayxkuin: NIBA30, TabneTku, BKpUTi NNiBKOBOI0 060N0HKOKD, NO 2 Mr Ne 100

Anania: 02.03.2021 [laTta 3akiHyeHHs TepMmiHy npuaaTHocTi: 07.2025

[ata eupoGHuurea: 19.08.2020

AHANI3 HOPMA oauHuULl PE3YNBLTAT
Onuc Kpyrni, asoonykni TabneTiu 6inoro konsopy,
BKPMTI NNiBKOBOID 06ONOHKOI Binnosigae
3 oaHoro 6oky TabneTku — rpaBiloBaHHsA g .
Hannmo «KC», 3 gpyroro — «2» Ednnoniass
CepepiHa maca 2156 <175 mr/Tabn 164
et . Yac yTpMmMaHHA OCHOBHOTO MiKy BignoBigae
:f':amd“m Kg’é‘;;m Yacy yTpMMaHHA OCHOBHOIO nika Ha MoauTuBHa
BRCTAY { ) Xpomarorpami cTaHaapTy
o < OcHoOBHa NNsAMa Ha Xpomarorpami
IpeHTudikauin kanbLio 4 :
lfhaaafr:!mﬁ (TU.T)L(‘; annpgﬁosyaauoro posumHa Bignosinae MosuTuBHA
NrsAMi Ha XpoMaTorpaMmi cTaHaapTy
OpHopigHICTE 003yBaHHA AV <= 15,0 Bipnosigae
PoanapauHs =15 XB 3
Po3aunHeHHs 3a 30 xB8 (Q) =80 % 99
KinkKicHe BU3Ha4YeHHSA Kanbujio
i vy (BEPX) 2950 =105,0 % 99,4
(-) EnaHtiomep =1,0 % 0,0
3aranbHi enimepu =0,50 % 0,02
JakToH <0,20 % 0,04
5-KeToH 50,15 % 0,07
OpuHuyHa HeineHTudhikoBaHa
it <0,10 % 0,02
Cyma HeineHTMdIKOBaHMX
JOMiLLIOK 0,30 % 0,02
Cyma foMmiLLok =1,00 % 0,14
Bakrepiii / TAMC < 1000 KOE/r <10
IpuGis / TYMC =100 KOE/r <10
Escherichia Coli BipcytHiB 11 BipcyTHi

MNpumitkn: Tect «lgeHTudikania TMTaHy giokcuay» He NPOBOAVBCA ANA Uiel cepil

CEPIAA 3BATBEPIDKEHA ANA AUCTPUBYLIIT —

MeHepkep 3 KOHTPONIO AKOCTI
Ap- DaHiens ®paioni
/nidnuc/

Oara 02.03.2021

/> ¥noBHOBAaX6Wa ocoba

| 1Z); Bp. Dawing RatTi

M [Ip. Kriangis dpironi
ITA bt _g,'_l(g"i:’




& RECORDATI

Milano Pharmaceutical Plant
Quality Control n® : 2101721

Batch certificate

Product : LIVAZO 2mg Film Coated Tablets N 100
Product code : 41498400
Batch number : 2P00315
Importing country : UKRAINE
Marketing Authorisation  : UA/11963/01/02 (unlimited validity)
Strenght/Potency ¢ 1tablet contains Pitavastatin calcium 2.09mg = Pitavastin 2mg
Dosage form :  Film-coated tablet
Package size and type : 20 tablets in 1 blister, 5 blisters in 1 box
Date of manufacture : 19/08/20
Expiry date 1 07/2025
Number of packages : 600 .
Site Authorisation number GMP certificate
Pierre Fabre
Manufactured by: Rue du Lycee 45500 Gien M17/247 HPF/FR/300/2017
France
Recordati Industria Chimica e Farmaceutica SpA
Packaged by: Via Matteo Civitali 1 20148 Milano aM-172/2019 IT/235/H/2019
Italy
Recordati Industria Chimica e Farmaceutica SpA
Controlled by: Via Matteo Civitali 1 20148 Milano aM-172/2019 IT/235/H/2019
Ital
Recordati Industria Chimi:a e Farmaceutica SpA
Released by: Via Matteo Civitali 1 20148 Milano aM-172/2019 IT/235/H/2019
Italy

Results of analysis are reported in the attached Certificate of Analysis

Comments / remarks :

I 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 of the importing country/countries.
The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

The Qualified Person
(as in article 51 of Directive 2001/83/CE)
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