Jloeomun PEKOPLATI

dapmaueBTUUHUIA 3aBoA B MinaHi
KouTponb sikocTi Ne: 202405903

CEPTUDIKAT AKOCTI

Mpoaykuis: : SAHILOIN®, rabrieTkn BKPUTI NNiIBKOBOIO 060MOHKOHD,

no 20 mr Ne28
Kon © 41438400
Cepin : MD4C50
Kpaina iMnopTy: . YKPATHA
PeecTpaujiiiHe nocsiaveHHs B » Ne UA/11126/01/02 (TepMiH aii HeoBMexeHui)
YkpaiHi
[Lirova pevoBuHa : epkaniguniny rinpoxnopugy 20 mr
Jlikapcbka dopma ‘ . TabneTku, BKpUTI NNIBKOBOK 0BOMOHKOO
PoaMmip Ta Tun nakysaHHs © no 14 Tabnetok y bnicrepi; no 2 6nictepu B Kopoobui
Hara BupoGHuLTBa . 28.06.2024
HaTa 3akiHyeHHn TepmiHy : 06.2027
npuaaTHoCTI
PoaMip cepii (kinbkicTe ynakoBok) : 7014

HineHuus JliueHsis Ha CepTudpikaT
BUPOBHUUTBO BianoeigHocTi GMP

BupobHuk: Pekopparti IngacTpia Ximika e ®apmacesTika :

C.nA, aM-115/2023 IT/139/H/2023

Bia MatTeo Yisitani 1, 20148, Minan, Itania

Ynakoeka: Pexoppaarti IngacTpia Ximika e ®apmacesrTika

C.nA, aM-115/2023 IT/139/H/2023

Bia MaTtTteo Yisitani 1, 20148, Minan, Itanis

KoHTponb sikocTi: | Pekoppati IngacTpia Ximika e dapmacesTika

C.nA, aM-115/2023 IT/4139/H/2023

Bia MatTeo Misitani 1, 20148, Minan, ITanis

Bunyck cepil: Pekoppaarti IHaacTpia XiMika e ®apMacesTika
C.nA, aM-115/2023 IT/139/H/2023

Bia MartTteo Yisitani 1, 20148, MinaH, Itanis

PesynbTaTtu aHaniay cepii npeacrasnedi 8 Cepmucgbikami aHaniay, Wo A0AAETLCH

Ljum 5 3aceiduyio, wo HasedeHa suwe iHghopmauisa € ocmogipHow ma moyHow. Lo cepito npodykuii 6yno
8UPOGIIEHO (8KMIOYAIOYU NaKysaHHS/MapKyeaHHs!) ma nposedeHo KOHMpons if skocmi Ha sulje3asHaqeHil
OinbHUYi y nosHili 8idnosidHocmi 3 sumozamu GMP, acmaHosneHuMU MiCUeaUM pe2yrismopHUM opaaHom,
a makox e6i0nosidHo do cneuucbikauil, wo micmsamscs y peecmpauiliHoMmy docee. [lpomokonu
gupobHuYmea, nakyeaHHs! ma aHarisig 6y/o nepeansHymo ma 8cmaHoeneHo aidnosionicms GMP.

SAP EnexmpoHHul nidnuc YnogHogaxeHol ocobu
KNAYOIA ®PIFOT

ID Sap Kopucmysaua: 100420

Hama-Yac: 25.07.2024 — 19:22:24

ID Sap Cepmucpikamy cepii: 10000005767
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NEPEKNALQ

Jozomun PEKOPLATI Cepmudpikam AHanisy
dapmalesTuyHuit 3aBof B Minani ‘

Kontpone sikocTi Ne: 2405903

Kog: 41438400 Cepisi: MD4C50 Homep noctavaneHuka: 240005676
Mertop aHanisy: 145-ZNM notouHe sug,.

Mpodykuyis: SAHIAIN®, TabneTku BKPUTI nniskoBoto obonoHkoto, no 20 mr Ne 28

" AHanis: 25.07.2024 Tepmin npugartHocti: 06.2027 Jara BupobuvuTea: 28.06.2024
AHanis LonyctuMi mexi OpuHuui PesynsTaTtit
TabneTku, BKpUTI NNIBKOBOIO
Onue OGOH.OHKOPO, POXEBOrO KonbOpy, Bignosinae
Kpyrri, 4BOONYKAI, 3 HACIYKOK ANA
AiNeHHs 3 oaHiel cTopoHU
CepepnHs Maca 206 £ 3% Mr 207
L BignosigHo go €sp. ®apm. airode . .
OpHopigHicTs macu B (+-7,5%) Bionosinae
OaHopigHicTe 40308aHWUX OAUHULE Bignosinae €sp.®apm.2.9.40 Binnosigae
Yac posnagaHHs <156 XB 6
PosuuHenHs (Q=70% 3a 45 xB) 270 % 96,0
lneHTudikalis Nepkaniguniny . .
riapoxnopuay (BEPX) Mo3uTUBHWA MoautusHun
lnenTudikauis NepkaHigunivy . o
rigpoxnopunay (Y®) Mo3UTUBHUIA MoauTueHUA
KinbkicHe BUaHaveHHA Mlepkarigunidy o
rinpoxnopuay (BEPX) 20950 <1050 % 101,1
Homiwwka 1 <0,20 % 0,00
Howmiwka B <0,20 % 0,00
[omiwka 3 £0,30 % 0,00
Hesigomi goMiLLKk1 <0,20 % 0,00
Cyma [oMioK <0,75 % 0,00
N . BinnosigHo 40 BHYTPIWHLO( . .
lnenTudikalia aanisa okcuay chewvdikawii Binnosigae
I . BinnosigHo £0 BHYTPiWHBOI . .
laeHTudpikadis TuTaHy aiokeuay cnevdbikauii Binnoginae
MixpoBionoriuHa uncroTa: AepobHi
6akTepii (TAMC) <1000 KOE/r <10
Mikpo6ionoriuxa uuctoTa: Ipubn
(TYMC) <100 KOE/r <10
‘ r‘\EA.xgglci)(SlonorNHa yncToTa: BincyTHiB 1T BincyTHi
MpumiTku:

CEPISl 3ATBEPIXKEHA ANA OUCTPUBYLLI

MEHEKEP
3 KOHTPORIO AKOCTI
Wmamn: PexopaaTi lHaacTpia
€ezeHin 3ambapb'epi Ximika e ®apmacesTika C.n.A.
/nignuc/ Bia M.\isiTani, 1
20148 MinaH, Iranis

Jata 25.07.2024

Llet gokymeHT ByB areHeposaHuii B eneKTpOHHOMY BUFASIAI T3 NiANUCAHUI eNIEKTPOHHUM NIANUCOM 3 BUKOPUCTAHHAM
BarifoBaHO! eNeKTPOHHOT CUCTEMMU, IO NOBHICTIO BIANOBIAAE YUHHVUM BUMOTaM GMP.



RECORDATI

Milano Pharmaceutical Plant
Quality Control n® : 202405903

Batch certificate

Product name: ZANIDIP 20mg film coated tablets N28
Product code: 41438400

Batch number: MD4C50

Importing country: UKRAINE

Marketing Authorisation: UA/11126/01/02 (unlimited validity)
Strength: Lercanidipine HCI 20mg

Dosage form: Film-coated tablet

Package size / type: 14 tablets in 1 blister, 2 blisters in 1 box
Date of manufacture: 28/06/2024

Expiry date: 06/2027

Number of packages released: 7014

Site Authorisation number GMP certificate
Recordati Industria Chimica e Farmaceutica SpA

Manufactured by: Via Malleo Civitali 1 20148 Milano lialy aM-115/2023 IT/139/H/2023
Recordati Industria Chimica e Fafmaceutica SpA

Packaged by: Via Matteo Civitali 1 20148 Milano ltaly aM-115/2023 IT/139/H/2023
Recordati Industria Chimica e Farmaceutica SpA

Controlled by: Via Matteo Civitali 1 20148 Milano ltaly aM-115/2023 ITIM39/H/2023
Recordati Industria Chimica e Farmaceutica SpA

Released by: Via Matteo Civitali 1 20148 Milano laly aM-115/2023 IT/139/H/2023

Results of analysis are reported in the attached Certificate of Analysis

I herely certifi- that the above mentioned information is anthentic and accurale.

This bateh of product has been manufaciired, including packaging aned quality control, at the above mentioned site(s)

in full compliance with the GMP requirements of the local Regulatory Awthority
and with the specifications in the Marketing Authorization.

The batch processing, packaging and analysis records were reviewed and found to e in compliance with GMP,

SAP Electronic Signature by Qualified FPerson

CLAUDIA FRIGOLI
Sap User [D: 100420

Date-Time: 25.07.2024 - 19:22:34

Batch Certificate SAP I1D; 10000005767




Milano Pharmaceutical Plant

RECORDATI

Certificate of Analysis

Quality Control n® 2405903

Code: 41438400 Rutehe MD4CS0 QP or Supplier baweh: 240005676

Product: ZANIDIP 2()lllg film coated tablets N28 Method of anadysis: 1435 ZNM current ed.
Analyxis: 25/07/24 Lspiry date: 06/2027 MIT date: 28/06/24

Test Specifieation Unit Result
Appeatance Pink circular biconvex film-coated tablets scored one side Complics
Average weight 206 3% 207
Unifority of mass Complics to Lo Ph. Curred (447.5%) Complics
Uniformity of dosage units Complies 1o Ph. Eur. 2940 Complies
Disintegration time 5 13 minuli t
Dhissolution test (Q=70% a1 457 w70 L2 960
ldentitication Lercanidipine HCHHPLC) Positive Positive
idemification Lercanidipine HCHUV) Positive Positive
Lercanidipine HC assay (HPLCY 2 930 % 1050 % 101,14
Tmpurity | 5 02 Y .00
Impurity B « 030 a 0.00
mpurity 3 < 030 Yo 0,00
Total unidentified impurities 5 020 Yo (.00
Total impuritics ¥ 073 % 0.00
Titanium dioxide identification Complics with internal specification Complics
Ferrie oxide identilication Complies with internal specification Complies
Microbiological purity: TAMC 10 <10
Microbiological purity: TYMC LY <10
Escherichia coli Absent | g Absent

Notes:

The batch is

APPROVED

Date: 28/407/2024

/Qudlll\ Control Manager
{or authorized substitute)

Eugenia Zambarbieri

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



