JEPKABHA CIIYKBA 3 JIIKAPCHKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCBKII OBJIACTI

tpos. Ceitivunol Hanit, 3, m.Kuig, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kojn CJAPTIOY 37078774

BHUCHOBOK
Mpo sAIKiCTH BBE3€HOro B YKpaiHy JikapcsKoro 3acofy

21.11.2024 Ne 59886/24/10

AMJIOJIMITIH CAHJIO3®

(naiiMenyBanis AiKapehKoro 3aco0y 3rifiio 3 peceTpallifiuM nocRiTeHIisM)
Tabserky 110 10 mr o 15 Taiierok y 6aicrepi; no 2 6aictepu B KapToHHii kKopoOui

(hopnma BHITYCKY, JIO3YBAHHS, BUJL 1aKyBaHHS JliKapehkoro 3acoly)
Homep peecrpauitinoro nocsiguenns UA/11166/01/02 crpox aii pecerpauiiinoro nocginucnns 01.01.2099
Cepis nikapekkoro sacoby Ne PC5896 Kinbiicth BBeacoro sikapcnkoro 3acoby 59389

Bupotunx Jlek C.A., [Tonbuwa

(naiimenyBanns supoGuitka nikapebkoro 3acofy, kpaina ITOXODKCHHSA)

Breseno B Vipainy Tosapuctno 3 06Mexkeno10 BinOBIAALIiCTIO "Canjtos Ykpaina",
izent. kon: 38419586

(maitmerysasin a ko)t 3a CIAPTIOY ropranunol 0cobu abo 1pizsiiLe, iMA. 110 6aTLKOBI dhisuunol
0cobu -~ nipueMus, I Micie nposkHBalg Ta pecerpaniiiini nomep odIIKOBOT KapTKI tBIATHHKA
mojIaTkin abo cepis Ta womep nacnopTa)

Hporokoea sisyansnoro kowrposmo sin 15.11.2024 N 3576/1.

32 pesymbTaTaMM  JIepXKaBHOTO  KOHTPOMO  RCTAHORNEHO, MO JikapChkuil  3acié  mReseno Ypaity 1

JOTPUMAHHAM BUMOT 3aK0HONABCTBA 00 3a6C3HCUCHHS SKOCT JHKApPCbKHX 3acoBis.

Ouabra CPLOMIENKO




®opma:  CepTtudikar cepii M3
Bepcia:  44094921.160522-814.1 Bugauo:
NEK C.A., Nonblya

CEPTU®IKAT BIONOBIOAHOCTI CEPIi

AMITOAUNIH CAHOO3®

UA/11166/01/02 44094921 YkpaiHa

Amnoauniny 10 Mr y dopmi amnoauniny 6ecunary

Tabnetku, no 10 mr

no 15 tabneTok y 6nictepi; no 2 6nicrepu 8 KapToHHiN Kopobui

PC5896 PC5896 59389

06.08.2024 07/2027

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

BupobHuua niueHsia Ne: 064/0095/15




®opma:  Ceprudikar cepii MN3
Bepcia:  44094921.160522-814.1 BuaaHo:
NEK C.A., Nonbla

Canpos Mpyn Carnuk YpyHnepi le63e Opranisen IHaacTpian PerioH Ixcan Oene Kanne
Inaknapi CaH. se Tik. A.C. Ne900, Cokak TP-41400 le63e-Kokaeni, Typeuunna

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

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

V B npoueci BupobHuLTBa Ta nakysaHHs He Byno BigxuneHs, sKi MOXYTb
BMNUHYTWU Ha BUNYCK NPOAYKTY.

B npoueci BupobHuLTBa Ta NnakysaHHa Byno 3adikcoBaHo HacTynHi
BUOXWUMEHHSA, OUB. HWKYE (peecTpaliiHiil HoMep BiAXUNeHHS B
ENeKTPOHHI cuctemi obniky):

Bigxunenusa Ne (GX_QEM): /-

Lium nigTeepmxylo JOCTOBIPHICTL Ta TOYHICTb BULLeHaBeaeHo! iHbopmallii. Lis cepia nikapcskoro aacofy byna
BUrOTOBNEHA, BKMOYHO 3 YNAKOBKOIO/MapPKyBaHHAM Ta KOHTPOMNEM AKOCTI Ha BULLLEHABEASHNX BUPOBHUYUX [iNBHULAX
Y NOBHI% BignosigHocTi go BuMor GMP MiCLIeBUX PErynaTopHUX OpraKis, a Takox Ao cneuudpikauii Peectpauiinoro
Hocbe kpaitn imnopTepa abo daiiny cneuudbikauil gocnimxysaHoro nikapcskoro aacoby. Jai npo BUrOTOBMNEHHS,
yrnaxoBKy Ta aHanisu cepii 6yno nepesipero Ta niaTBepM/KeHO iX BiANOBIAHICTL cTangapTam GMP.

CepTtudikauia Cepii 29.10.2024

YnoBHoBaxeHa ocoba Justyna Bialik

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




®opma:  Ceprucpikat cepii 13
Bepcis:  44094921.160522-814.1 BuaaHo:
NEK C.A., Norbuia

CEPTU®IKAT AHANI3Y

AMNOOUNIH CAHAO3®, TabneTkun no 10 mr

PC5896 42032126 PA4684 06.08.2024 07/2027

Konip i 3oBHiwWwHin BUrnag Bini abo marixe 6ini AoBracti TabneTkn 3 hackor, PUCKOK 3 OAHOrD Bignogsigae
Boky Ta MapKkyBaHHAM «10» — 3 iHWworo (BisyanbHo)

laeHTudikauin - AMnogunin (BEPX' (kinbkicHe BuaHaueHHs), MmeTod ipmMu, He Bignosinae
PYTUHHWUIA TecT)

- Amnoaunin 6ecunat (I4-cnekTpockonis, MeTon dipmi) Binnoginae
OaHopigHicTe Ao30BaHUX €sp.®. 2.9.40 Bignogsipnae
OAMHULbL i |
KinbkicHe BU3HavYeHH#A Amnognnin: 95 — 105 % (BEPX, metoa cipmu)
PO3YMHHICTL 2 80 % (Q) amnoauniny 3a 30 xa. (®.CLUA, Anapat Ne2, Yo, meTon 94.4 %
thipmu) 92.2|-196.6]| %
CynyTHi gomiwkn (BEPX, meton cipmu):
AMﬂ-ﬂipM,qVIHOBOFO aHanory <0,3% 0.06 %
OOuHUYHOT HeigomMol £0,2% 0.02 %
LOMILIKK
Cyma pomiwok <0,6 % 0.11 o,

MikpoGionoriuHa uucrora* signosigHo go €p.®. 514

TAMC <1000 KYO/r He TectyBanocs _ KyO/r
TYMC < 100 KYO/r He Tectysanocs . kyorr
Escherichia coli BiocyTHi/r He TecryBanocs
Mpumitku:

1 He pyTUHHUI TecT
¥ - TECTYETLCA AK MIHIMYM oAHa cepis Ha pik

29.10.2024 Justyna Bialik

/Enekmporrull nidnuc/  29.10.2024 12:16:54 +01'00"

Fedochenko ¢
Tetiana S B 0




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

Amilodipine 10 mg in amlodipine besilate form

Tablets, 10 mg

15 tablets in blister; 2 blisters in carton

PC5896 PC5896 59389

06.08.2024 07/2027

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

Manufacturing License No:  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 Ihsan 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

V During the course of manufacturing and packaging there were no
deviations, that may influence the release of the product.

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.

Batch Certification 29.10.2024

Qualified (Authorized) Person Justyna Bialik

Digitatly signed by Bialik Justyna
DN: de=com, de=novartis, ou=people. ou= 82,

. .
B I a I I k J u St n 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 - Amiodipine (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 %- 96.6 %

Related substances (HPLC, In-house):

AML-Pyridine analogue: NMT 0.3% 0.06 1 %

Single unknown impurity: NMT 0.2% 0.02 ’ %
N (

Total impurities: NMT 0.6% 0.11 ] %

Microbiological quality* Ph. Eur. 5.1.4.

TAMC NMT 10% CFU/g Not tested CFU/g

TYMC NMT 102 CFU/g Not tested CFU/g

Escherichia coli Absent/g [Not tested I

Notes:

'~ non-routine test

* - At least one batch per year is tested

29.10.2024 Justyna Bialik

Digitatly signed by Bialik Justyna
DN: de=com, de=novartis, ou=people. ou=8Z7,

. .
B l a I | k J u St n a serialNumber=3110080, cn=Biaik Justyna
Reason: | am approving this document

Date: 2024.10.29 12:15:54 +01'00°




