JEPKABHA CJIVIKBA 3 JIIKAPCHKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMU Y KUIBCBLKII OBJIACTI

tpos. Caitnuunot Hanit, 3, m.Kuis, 02099, tesn/(axc: (044) 363-06-50
E-mail: dls.ko@d!s.gov.ua, Koj CJIPTIOY 37078774

BHUCHOBOK
po AKiCTH BBE3€HOro B YKpaiHy JlikapcbKoro 3acody

21.11.2024 Ne 59886/24/10

AMJIOJIMITIH CAH103®

(HaiiMenyBanus Tikapehbkoro 3aco0y 3riiio 3 peccTpalliiliaM NOCRiICHIAM)
TabseTku 110 10 mr no 15 Taéaerok y 6aicrepi; no 2 aicrepu B kapTouHiii Kopooui

(hopma BHITyCKY, 1O3YBAHHS, BIJL HAKYBAHHS JIKAPCHKOIO 34c0by)
Homep peecrpauitinoro nocsiguenns UA/11166/01/02 crpok aii pecerpauiittioro nocsinuckus 01.01.2099
Cepis nikapcikoro 3aco6y Ne PC5896 KinbkicTh BREe3CHOrO NiKapenkoro 3acoby 59389

Bupobuux Jlex C.A., TTonbla

(maiimenysanis supoGinka Jtikapebkoro 3acofy, kpailHa OXODKCHHS)

Bresero B Yipainy TosapucTso 3 o0Mexenolo Bimositaannicrio "Canjtos Yipaina",
izent. kox: 38419586

(naitmenysanna Ta ko 3a CJIPTIOY topiununoi ocobu abo upissiule, M. 110 HATBKOBI disunof
0COOM - TTAPUCMLLL, T MicIe TPOKHBAIS Ta pecerpauniiinmii nomep oGIIKOBOT Kap T 11 TTHKA
mojlaTkin abo cepis Ta oMep nacropTa)

Hpotokoa sizyansuoro xwowrpomo sig 15.11.2024 Ne 3576/1.

3a  pesymbTataMu  JIEpRKaBHONO  KOHTPOMIO  RCTAHORNEHO, 10  Jikapchkuil 3acif  mResclo  w Ykpainy 1

HOTPUMAHHAM BUMOI 3aKOHOMABCTBA 1LO10 3a0¢311CHECHHS SKOCT JHKAPCbKHMX 3acoBiB,

BSOSO RO e




®opma:  CepTudikar cepii I'N3
Bepcin:  44094921.160522-814.1 Bugawo:

NEK C.A., Monblua

CEPTU®IKAT BIANOBIOAHOCTI CEPIi

UA/11166/01/02 44094921 YkpaiHa

PC5896 PC5896 59389

06.08.2024 07/2027

Nek C.A.

Byn. Moaninie, 16, Ctpukos, 95-010, Monbwa

Bupo6Huya niueHsia Ne: 064/0095/15




®opma:  Ceprudikat cepii MN3
Bepcina:  44094921.160522-814 .1 BuaaHo:
NEK C.A., Nonbuwa

Canpos Mpyn Carnuk YpyHnepi le63e Opranisen IHpacTpian PerioH Ixcan Oene Kagne
Inaknapi CaH. se Tik. A.C. Ne900, Cokak TP-41400 le63e-Kokaeni, Typeuuuna

ek C.A. Byn. lMoaninie, 16, Ctpukos, 95-010, Monbwa

Jlek C.A. Byn. Moaninie, 16, Ctpukos, 95-010, Monbwa

V B npoueci BupobHuLTBa Ta nakyBaHHs He Byno BigxuneHs, ki MOXYTb
BMUHYTW Ha BUMYCK NPOAYKTY.

B npoueci Bupo6HuLTBa Ta nakysaHHs Gyno 3adikcoBaHo HacTyrnHi
BUOXWUIEHHS, AUB. HWKYe (peecTpaliiHuil HOMep BiAXUNEHHS B
€MNeKTPOHHIN cucTemi obniky):

BinxunenHs Ne (GX_QEM): /-

LM nigTBepmkylo AOCTOBIPHICTL Ta TOYHICTb BULLleHaBe/leHol iHtbopmauii. Lisa cepis nikapcskoro 3acofy byna
BUTrOTOBNEHA, BKIHOYHO 3 YNaKOBKOI/MapKyBaHHSAM Ta KOHTPONEM SKOCTI HA BULLEHABEASHNX BUPOBHUMUX AINBHULAX
Y NOBHIl BignosigHocTi oo sumor GMP MIiCUEBUX PErynsTOPHUX OpraHie, a TaKox Ao cneundikadil PeectpauinHoro
Hocbe Kkpaiku imnoptepa abo daitny cneuudikauii AocnimxysaHoro nikapcekoro 3acoby. [aHi npo BUrOTOBMEHHS,
ynakoBKy Ta aHaniau cepii 6yno nepesipeHo Ta niaTBepKeHo ix BiANOBIAHICTL craHaapTam GMP.

CepTuddikauia Cepii 29.10.2024

YnoBHoOBaxeHa ocoba Justyna Bialik

/Enekmponnul nidnuc/  29.10.2024  12:18:48 +01'00"




®opma:  Ceprudpikar cepii M3
Bepcis:  44094921.160522-814.1 Buaato:
NEK C.A., MNonbuya

CEPTU®DIKAT AHANI3Y

AMNOAOUNIH CAHOO3®, Tabnetkun no 10 mr

PC5896 42032126 PA4684 06.08.2024 07/2027

Konip i 3oBHiWwHiN BUrnag Bini abo maiixe 6ini goBracTi TabneTkn 3 hacko, PUCKOW 3 OAHOMD Bignogsigae

Boky Ta mapkysaHHAM «10» — 3 iHWoro (BiayanbHo)

laeHTUdikauin - Amnogunin  (BEPX' (kinbkicHe BusHaueHHs), MeTon ipmu, He Bignosigae
PYTUHHUR TecT)
- Amnioaunin Gecunar (I4-cnekTpockonis, MeToa tipmu) Binnosinae
OpHopigHicTL Ao030BaHUX €8p.®. 2.9.40 Bianosinae
OAMHULb ; 1
KinbkicHe BU3HavyeHH#A Amnogunin: 95 — 105 % (BEPX, meTon dipmu) 99.6 %
PO34YUHHICTL 2 80 % (Q) amnoauniky 3a 30 xB. (.CLUA, Anapat Ne2, YO, meTon 94.4 %
hipmu)

922 -/96.6 %
CynyTHi fomiwku (BEPX, meToa cipmu):

AMﬂ-nipmgMHoeoro aWanory <0,3% 0.06 %
OpuHWYHOT Hesigomo! £02% 0.02 %
LOMIWKK

CymMa pgomiliok <0,6 % 0.11 %

MikpoGionoriuHa yucrora* BignosigHo go €Bp.®. 514

TAMC <1000 KYOIr He TecryBanocnw Kyoir
TYMC < 100 KYO/r He Tectysanocs | kyorr
Escherichia coli BigcyTHilr He TectyBanocs
Mpumitku:

'~ He PYTUHHUI TecT
* - TECTYETLCA AK MiHIMYM oAHa cepis Ha pik

29.10.2024 Justyna Bialik

/EnekmponrRuli nidnuc/  29.10.2024 12:15:54 +01'00'

Dugitaily s
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Form: FDF Batch certificate
Version:  44094921.160522-814.1 Issued by:

LEK SA, Poland

BATCH CERTIFICATE OF CONFORMITY

AMLODIPINE SANDOZ®

UA/11166/01/02 44094921 Ukraine

Amiodipine 10 mg in amlodipine besilate form

Tablets, 10 mg

15 tablets in blister; 2 blisters in carton

PC5896 PC5896

06.08.2024 07/2027

LEK S.A. 16, Podlipie Str., 95-010 Strykow, Poland

Manufacturing License Ne: 064/0095/15




Form: FDF Batch certificate
Version: 44094921.160522-814.1 Issued by:

LEK SA, Poland

Sandoz Grup Saglik Urunleri Gebze Organized Industrial Region lhsan Dede Cadde
llaclari San, Ve Tic. A.S. No. 900, Sokak TR-41400 Gebze-Kocaeli, Turkey

LEK S.A. 16, Podlipie Str., 95-010 Strykow, Poland

LEK S.A. 16, Podlipie Str., 95-010 Strykow, Poland

P

ST i ORI S el g Ry
During the course of manufacturing and packaging there were no
deviations, that may influence the release of the product.

R

v

During the course of manufacturing and packaging the following deviations
were reported, see below (deviation reference Ne in electronic system):
Deviation Ne (GX_QEM): /-

I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/labelling 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 or product specification file for Investigational Medicinal Products. The batch processing. packaging
and analysis records were reviewed and found to be in compliance with GMP.

e

i

Batch Certification 29.10.2024

Qualified (Authorized) Person Justyna Bialik

Digilally signed by Bialik Juslyna
. . DN: de=com, de=novartis, ou=people. ou=SZ.
B ] a I I k J u Styn a serialNumber=3110080. cn=Bialik Justyna
Reason: | am approving this document
Dale: 2024.10.29 12:18:48 +01'00"




Form: FDF Batch certificate
Version: 44094921.160522-814.1 Issued by:

LEK SA, Poland

CERTIFICATE OF ANALYSIS

AMLODIPINE SANDOZ®, tablets 10 mg

PC5896 42032126 PA4684 06.08.2024 07/2027

Colour and appearance A white or almost white, oblong, bevelled tablet, scored on Conforms

one side and coded 10 on the other (Visual examination)

Identification - Amiedipine (HPLC? (assay), In-house, non-routine test) Conforms
- Amlodipine besilate (IR spectroscopy, In-house) Conforms
Uniformity of dosage units Ph.Eur. 2.9.40 { Conforms ‘
Assay Amlodipine: 95-105 % (HPLC, In-house) ! 99.6 1 %
Dissolution NLT 80% (Q) amlodipine in 30 minutes 94.4 %
(USP Apparatus no. 2, UV, in-house) 922 %- 966 %

Related substances (HPLC, In-house):

AML-Pyridine analogue: NMT 0.3% ] 0.06 1 %
Single unknown impurity: NMT 0.2% 0.02 ’ %
Total impurities: NMT 0.6% | 0.1 ] %
Microbiological quality* Ph. Eur. 5.1.4.

TAMC NMT 103 CFU/g Not tested CFU/g
TYMC NMT 102 CFU/g Not tested CFU/g
Escherichia coli Absent/g {Not tested '
Notes:

'~ non-routine test

* - At least one batch per year is tested

29.10.2024 Justyna Bialik

Digitally signed by Bialik Justyna
" . DN: de=com, dc=novartis, ou=people. ou=SZ,
B l a I | k J u Sty n a serialNumber=3110080, cn=Bialik Justyna
Reason: | am approving this document
Date: 2024.10.29 12:15:54 +01'00’
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