Jloeomun PEKOPLATI

dapmaueBTUUHUIA 3aBoA B Minaki
KoHTponb sikocTi Ne: 202405903

CEPTU®DIKAT AKOCTI

Mpopykuis:

Kon

Cepis

KpaiHa iMnopry:
PeecTpauiiHe nocsigyeHHs B
YkpaiHi

[Oitoya pevosuHa

Jlikapcbka dpopma ‘
PoaMip Ta Tun naxkysaHHs!
Hara BupobHuuTea

SAHIAIN®, TabneTku BKpUTI NNIBKOBOK 060NOHKOO,
no 20 mr Ne28

41438400

MD4C50

YKPATHA

Ne UA/11126/01/02 (TepmiH il HeoBmexeHnH)

Nepkaniguniny rigpoxnopugy 20 mr

TabneTku, BKpUTI NNIBKOBOK 0BONOHKOW

no 14 tabnetok y bnictepi; no 2 dnictepu B KOPOLU
28.06.2024

HaTta 3akiHueHHA TepMiHy 06.2027
npuaaTHOCTI
PosMip cepii (kinskicTb ynakosok) : 7014
HineHuus NliueHsia Ha CepTudikat
BUPOBHULITBO BignoeigHocTti GMP
BupobGHuk: PekoppaarTi IngacTpia XiMika e dapmacesTika :
C.nA, aM-115/2023 IT/139/H/2023
Bia MatTteo Uisitani 1, 20148, Minan, Itanis
Ynakoeka: Pexoppaarti IHgactpia Ximika e dapmacesTika
CnA, aM-115/2023 IT/139/H/2023
Bia MatTeo Yisitani 1, 20148, Minan, Itanis
KoHTponb sikocTi: | Pekopaarti IngacTtpia Ximika e dapmacesTika
C.nA, aM-115/2023 IT/139/H/2023
Bia MaTtTeo MisiTani 1, 20148, Mina, ITanis
Bunyck cepil: Pekopgarti IngacTpia Ximika e ®apmacesTika
C.nA, aM-115/2023 IT/139/H/2023
Bia Marteo Misitani 1, 20148, Minan, lTanis

PesynbraTu aHanisy cepii npepcrasneni 8 Cepmucgbikami aHaniay, WO 408A€ETHCS

Ljum 5 3aceiduyro, wio HagedeHa sulye iHgbopmaLliss € doCMOsipHO ma moyHow. Lo cepito npodykyii 6yio
8UPOGITEHO (8KNIOYaKOHU NaKysarHs/MapKysaHHsl) ma npogedeHo KOHMPO/b if AKOCMI Ha sulje3asHaqeHil
OinbHULI y nosHili 8idnosioHocmi 3 sumoeamu GMP, acrmaHo8ieHUMLU MICUe8UM pe2yrisimopHUM OpaaHoM,
a makox eidnogidHo 0o cnieyudpikauil, wo micmamscs y peecmpauitiHomy docke. [Tpomokonu
8upobHuUmea, naxysaHHsl Ma aHarisie Gyso nepeansgHymo ma cmaroeneHo gidnosionicms GMP.

SAP EnexkmporHuli nidnuc YnoeHogaxeHoi ocobu
KNAYOIA ©PIFCO/TI

ID Sap Kopucmysaua: 100420

LHama-Yac: 25.07.2024 — 19:22:24

ID Sap Cepmucpikamy cepii: 10000005767
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NEPEKNAL

Jlozomun PEKOPLATI Cepmucdbikam AHanisy
dapmauesTUyHu 3asog B Minai ‘

KonTtponb akocti Ne: 2405903

Koa: 41438400 Cepisi: MD4C50 Homep noctavansHuka: 240005676
Metog aHanisy: 145-ZNM noto4He Bua.

Mpodykuis: SAHIAIN®, TabneTkn BKPUTI NIiBKOBOO o6onotkoto, no 20 mr Ne 28

" AHanis: 25.07.2024 Tepmin npugatHocri: 06.2027 Jata supoBuuuTtea: 28.06.2024
AHania LonycTtumi mexi OpuHudi PeaynetaTn
TabneTku, BKpUTI NNIBKOBOIO
Onue 060]1.0HKOP0, POXEBOrO KonbOpY, Bignhobifiae
Kpyrni, ABOONYKM, 3 HACIUKOK ANs
LiNEeHHs 3 OfHIET CTOPOHHK
CepenHn Maca 206 + 3% Mr 207
N BignosiaHo go €sp. ®apm. gitoye . .
OpaHopiaHicTs Macu B, (+-7.5%) Bionosinae
OaHopigHiCTe 4030BaHUX OAUHULbL Bignosinae €ep.®apm.2.9.40 Binnosigae
Yac poanagaHHs <156 XB 6
PosuuHeHHs (Q=70% 3a 45 xB) 270 % 96,0
lneHTudikaLia NepkaHiguniny . .
rigpoxnopuay (BEPX) Mo3uTueHUM Mo3auTuBHUN
lneHTudikauis NepkaHigunivy " .
rigpoxniopuay (Y) Mo31UTUBHUI MoauTusHUI
KinbkicHe BU3HadYeHHs JlepkaHiaunidy o
rinpoxnopuay (BEPX) 2950 <1050 %o 101,1
[omiwka 1 <0,20 % 0,00
Howmiwka B <0,20 % 0,00
Homiwwka 3 <0,30 % 0,00
Hesigomi goMilku <0,20 % 0,00
Cyma AoMiLoK <0,75 % 0,00
s . BignosigHo 40 BHYTPIWHLOI : :
|lneHTudpikaLis 3anisa okcuay creLvdikaLii Binnosigae
N g BignosigHo [0 BHYTPILWHBOT . .
laeHTudikayis Turady giokeuay cneLdbikaui Bignosinae
MixpobionoriuHa uucroTta: AepobHi
Gakrepii (TAMC) <1000 KOE/r <10
Mikpo6Bionoriusa yuctoTa: 'pubu
(TYMC) <100 KOE/r <10
‘ I‘\Em::(glci)(ilononqna yucToTa: BincyTHie 11 BincyTHi
MpuMiTKU:

CEPISi 3ATBEPIKEHA ANA AUCTPUBYLLIT

MEHEDKEP
3 KOHTPOIIO AKOCTI

lWmamn: Pexopaari lngacTpia

€ezeHia 3ambap6'epi Ximika e ®apmacesTika C.n.A.
/ninnuc/ Bia M.\isiTani, 1

20148 MinaH, Itanis

Jata 25.07.2024

Lleit gokymeHT GyB areHepoBaHuit B eneKTPOHHOMY BUFASAL T2 NIANKCAHWIA eNEKTPOHHUM NIANYCOM 3 BUKOPUCTaHHAM
BariifoBaHO! eNeKTPOHHOT CUCTEMMU, WO NOBHICTIO BIAMOBIAAE YUHHUM BUMOTaM GMP.



RECORDATI

Milano Pharmaceutical Plant
Quality Control n® : 202405903

Batch certificate

Product name: ZANIDIP 20myg 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 Matleo Civitali 1 20148 Milano ltaly aM-115/2023

IT/139/H/2023
Recordati Industria Chimica e Farmaceutica 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 IT/139/H/2023
Recordati industria Chimica e Farmaceutica SpA

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

Results of analysis are reported in the attached Certificate of Analysis

I hereby certify that the above mentioned information is authentic and accurate.

This batch of product has been manufacired, including packaging and quality control, at the above moutioned sitels)
) { e L1E ] [

in full compliance with the GMP requivements of the local Regulatory Aunthorin:
and with the specifications in the Marketing Authorization.

The batch processing, puckaging and analysis records were reviewed and found to be in compliance with GAP,

SAP Electronic Signature by Qualified Person

CLAUDIA FRIGOLI
Sap User [D: 100420

Date-Time: 25.07.2024 - 19:22:34

Batch Certificate SAP ID: 10000005767




Milano Pharmaceutical Plant

RECORDATI

Certificate of Analysis

Quuality Control n® 2405903

Code: 41438400 [ateh: MD4C30 QDP ar Supplier baeh: 240005670

Product: ZANIDIP 2()lllg film coated tablets N28 Method ol anadysis: 143 ZNM cwrent ed.
Analyxis 25/07/24 Espiry date: 06/2027 MIT date: 28/06/24

Test Specifieation Unit Result
Appeatance Pink circular biconvex filn-coated tablets scored one side Complics
Average weight 206 = 3% 207
Uniformity of mass Complics to Bur, Ph, Curred (4-7.5%) Complics
Uniformity of dosage units Complies 10 Ph. Eur. 2.940 Conplies
Disintegration time E minuti f
Dhissolution test (Q=70% at 1157 w70 L2 960
ldentitication Lercanidipine MCHHPLC) Positive Pusitive
Idemification Lercanidipine HCT{UV) Positive Positive
Lercanidipine HCH assay (HPLCY 2 930 < 1050 Y 101,
Tmpurity | 5 030 Yo Q.00
Tmpurity 13 . DA Y 0,00
tmpurity 3 = 030 %a 0.00
Total unidentified impurities 5 020 Y 0.00
Total impuritics x 0.7 % 0.00
Titanium dioxide identification Complics with internal specification Complics
Ferric oxide identilication Complies with internal specification Complies
Microbiological purity: TAMC tan <10
Microbiological purity: TYMC i UFC/e <10
Escherichia coli Absent 1 g Absent

Notes:

The batch is

APPROVED

J,/Quﬂli(y Control Manager
(or authorized substitute)

Eugenia Zambarbieri

Date: 2840772024

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