AEPIKABHA CIYIKEA 3 JIIKAPCI)KI/IX 3ACORBIB TA

HAPKOTHK ANy Y KMIBCB K1t OBJIACTT
TpoB. Caitnygoy Hapij, 3, M.Kuis, 02009, Te/paxc: (044) 363-06-50
E-mail; dls.ko@dls.gov.ua, Kox epiprioy 37078774

BUCHOBOK
po aKicTy, BB€3€HOro Ykpainy JKapcekore 3aco0y

01.10.2024

Ne 48240/24/1¢

Cepis nikapcrkore 3acoby Ne NU8021 Kinbkicts BBesenorg TiKapcekoro 3acoby 92770
Bupo6uux Jlex CA, Honsuia

(HalimenyBanmg BHPOOHUK] AiKapcekoro 3aco0y, kpaina T0Xomker )
Baeseno & Ykpainy Toaapucmo 3 00Mexenoxo Binnoamaﬂbnicno "Canmos YKpai’Ha",

iTenT. kop: 38419586

(HaliMenyBapny Ta kox 3a €JIPTIOY IOpHARYHOT 0co6H a6 Ipissuie, iM'x, 1o [ S —"
0cobH - TiRnpreMIy, if Miche NpOXuBaHHg T3 Peectpaniitnyii HOMep ob6nikopo; KapTKH MieTHHks
nogatkis ago cepis ta HOMED macriopra)

Mporokon Bi3yansHoro KoHTpomo Bin 25.09.2024 N 2874/1.

: . . iy s
3a  pesympraramu ACPKABHOTO  KOHTpomIO BCTaHOBNEHO, WO nikapcekmii  saciG BBE3EHO B Vkpainy
AOTPpUMaHHsM BUMOT 3aK0HONaBCTBa Moo 3abe3neyeHns sxocri JKapChKHX 3aco6is,

(inittiany ra npisamiie)
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S A N D 0 Z ®opma:  Ceprudikar cepii 113

Bepcin:  44094920.1 60522-814.1 Bugano:

NEKC.A,, Monbwa

CEPTUDIKAT BIANOBIOHOCTI CEPJ|

AMNOIUMIH CAHOO3®

UA/11166/01/01 44094920

Ykpaina

Awmnoauniny 5 mr y chopmi amnoauniny 6ecunary

TabneTtku, no 5 mr

no 15 rabneroxk y 6nicTepi; no 2 Gnicrepu B KapTOHHIi kopo6ui

NU8021

92770

26.03.2024

Jlek C.A.

Byn. Mopaninie, 16, Crtpukos, 95

010, Nonkwa

Cropinka 133




Gopma: Cepiudikat cepii TN3

S A N D 0 Z Bepcin: 44094920.160522-814.1 Bupgano:
NEK C.A., Monblia

uK YpyHnepi . Me63e OpraHizen lnpacTpian PerioH Ixcan Oene Kapne

Canpos Mpyn Carn
Ne900, Cokak TP-41400 re63e-Kokaeni, Typeuinna

inaknapi CaH. Be Tik. A.C.

| Nek C.A. Byn. Mogpninie, 16, CTPUKOB, 95-010, Monbuia

B npoueci supobHuuTea Ta naKkyBaHHsa He By

‘f 1 Ha BUNYCK NPOAYKTY.
- B npoueci supobHULTBa T nakysaHHs Oyno 3adikcoBaHo HaCTYNHi
BUAXMINEHHS, AUB. HUKUE (peGCTpaumHmﬁ HoMep BiAXWUNEHH: B

_ eneKTPOHHIN cyicTemi oBniky):

Bipxvnents Ne (GX_QEM): -

TOYHICTB BULLLEHaBEAEHOT iHpopmauii. Lis cepis NikapcbKOro sacoby 6yna
03 ynaxosxoro/mapKyBaHHﬂM Ta KOHTpOMNEM SKOCTI Ha guLeHaBeaeHNX BUPOBHUHMX AINBHALAX
y NOBHIfA signosigHoCTi A0 BUMOT GMP MicLieBnx perynsTopHux opraHis, a Takox Ao cneuudikauii PeecTpauiitoro
[ocbe KpaiHu imnopTepa abo danny cneumdpikauii KOCNimKYBaHOro rikapcbKoro aacoby. JaHi npo BUTOTOBMEHHS,
ynaKoBKy T8 ananiau cepii 6yno nepesipeHo Ta ninTBEPIKEHO iX BiAnoBiAHICTL CTaHAapTaM GMP.

Lum niaTeeppkyto [OCTOBIpHICTL T8

BUrOTOBIIEHA, BKMOYH

Ceptudikauis Cepii 13.06.2024

YnoBHOBaXeHa ocoba Justyna Bialik

| JEnexkmpoHHull nidnuc/ 30.08.2024 14:53:43 +02'00"

Cropivka 233
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1
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Dopma: Cepmcbixar cepii N3
Bepcin: 44094920.160522-814.1

Bugano;
NEKC.A,, MNonbia

CEPTUDIKAT AHANI3Y

| AMBoauniH CAH,q03®, Tabnetku no 5 Mmr

Konip 30BHILHI i
M BUrnsg i i ini i
tackoro, puckoro 3 O4Horo Bi i
) i
6oky Ta MapkysaHHam «55 — 3 iHtuoro (Bisyaano) Anosinae

l,quTudoiKauiﬂ - AMnogunin (BEPX!
PYTUHHuUIR TecT)

(KinbkicHe BU3HaueHHs), MeTon  dipmu, e Bi.qnoainae

j - AMnoauniy Becunar (lq-CﬂeKTDOCKOﬂiﬂ, MeTon chipmu)

| OaHopignicrs A030BaHux €8p.0. 2.9.40

Kinbkiche BU3HavYeHHg i

5 Amnogunin; 95 — 9 i '
| Avnin: 95 ~ 105 v, (BEPX, MeTon gipmu) 98.7 %
Pos i i

YUHHICTL 2809% Q) amnoguniny aa 30 xs, (®.CLUA, Anapar Ne2, Y&, meTog %
: tipmu) : )
CynyThi gomiwku (BEPX, MeTon chipmu):
AMJ1-nipugurosoro aHarnory <03, : 0.04 %
‘ s . ‘ o
- OBurnHof Hesigomof <02% 0.01 %

AoMilKu

Cyma nomiwsok $06% m %

Mikpobionoriuna uucrora* BiANoBigHO Ko €Bp.®. 5.1.4
< 1000 KyO/r He TectyBanocs | kycir

TAMC

TYMC 5100 KYOrr He Te.cirgffjcj* Kveir
Escherichia coli Biacythi/r He rectyBanocs
MpumiTkn:

! He pyTUHHMI TecT
* =~ TECTYEThCA 5K MiHIMYM ofiHa cepis Ha pik

13.06.2024 Justyna Bialik

/EnekmporHuii nidnuc/  30.08.2024 14:51:48 +02'00’

Digitally tignod by Fadochanko Totiana
Fed Oche n ko DN: dcrcom, de=novarts, ouspeapls,
0u=8Z, acHaNumbere2116816,
" ensFadochonko Yallarn P onlmpon
i R : Sandoz Ukraine QP on iy
CropiHka 3 3 3 Tetiana R St el o







Form: FDF Batch certificate
SANDOZ

44094920.160522-814. 1

Issued by:
LEK SA, Poland

BATCH CERTIFICATE OF CONFORMITY

15 tablets in blister;

2 blisters in carton

f 02/2027

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

- Manufacturing License Ne: 064/0095/15

Page 1 of 3




Sandoz

LEK S.A.

Grup Saglik Urunleri
S

Form: FDF Batch certificate

S A N D 0 Z Version: 44094920.160522-814.1 issued by:
LEK SA, Poland

“ 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):

" | hereby certify that the above information is autl
_including packaging
requirements of the local Regulatory Authori
importing coun
and analysis records were reviewe

hentic and accurate. This batch of product has been manufactured,

/labeliing and quality control at the above mentioned site(s) in full compliance with the GMP
ty and with the specifications in the Marketing Authorization of the

try or product specification file for Investigational Medicinal Products. The batch processing, packaging
d and found to be in compliance with GMP.

Batch Certification 13.06.2024

Justyna Bialik

Qualified (Authorized) Person

Digitally signed by Bialik Justyna
DN: de=com, de=novartis, ou=people, ou=SZ,

. .
B | a| | k J u Styn a cerlaiNumber=3110080, cn=Blallk Justyna
Reason: | am approving this document

Date: 2024.08.30 14:53:43 +02'00'

pPage 2 0f 3




Form: FDF Batch certificate
| g A N D z Version: 44094920.160522-814.1

CERTIFICATE OF ANALYSIS

AMLODIPINE SANDOZ®), tablets 5 mg

NS4589  26.03.2024

side and coded 5 on the other (Visual examination)

Identification - Amlodipine (HPLC! (assay), In-house, non-routine test)

- Amlodipine besilate (IR spectroscopy, In-house)

Uniformity of dosage units Ph.Eur. 2.9.40

Assay Amlodipine: 95-105 % (HPLC, In-house)

Dissolution NLT 80% (Q) amlodipine in 30 minutes
(USP Apparatus no. 2, UV, In-house)

Related substances (HPLC, In-house):

AML-Pyridine analogue: NMT 0.3%
Single unknown impurity: NMT 0.2%
Total impurities: NMT 0.6%

Microbiological quality* Ph. Eur. 5.1.4.

TAMC NMT 10° CFuU/g
TYMC NMT 102 CFU/g
Escherichia coli Absent/g
Notes:

' — non-routine test

* - At least one batch per year is tested

13.06.2024

Bialik Justyna

Page 3 of 3

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

Justyna Bialik

Issued by:
LEK SA, Poland

02/2027

Conforms

_ Conforms

L Conforms _ 7
98.7 %
100.1 %

98.7 %- 1014 %

%

%

%
Not tested CFU/g
Not tested 2FU/g

mot tested j

Digitally signed by Bialik Justyna

DN: de=com, dc=novartis, ou=people, 5u=SZ,
serialNumber=3110080, cn=Bialik Justyna
Reason; | am approving this document

Date: 2024.08.30 14:51:48 +02'Co’







