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ottt

LR, L Sty F&_:Cl‘l.z.‘&?é‘m{"‘uﬁf

no 15 rabnerok y onicrepi; o 2 Gnicrepu B KapTOHHIR Kopobui

. Byn. lNoaninie, 18, Crpuxos, 95-010, NonbLua

Bupo6Huua niuenzia Ne:  064/0095/15

i

IRy A

Cropivka 123




NEK C.A., Monbua
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Canpoz I'pyn Carnuk YpyHnepi le6se OpraHizeg IHgacTpian Periou Ixcan Lene Kanne

tnaknapi CaH. se Tik. A.C. N2800, Cokak TP-41400 I"e63e-Kokaeni, Typeuuuna
ApECa e R R

Nek C.A. Byn. lNoaninie, 16, Ctpukoe, 95-010, Monkuya
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, V B nipoveci BupoBHULITEa Ta MakyBaHHs He Byno sigxunens, sk MOXyTb
i

' BAMMHYTU Ha BUNYCK NPOAYKTY.

; B npoueci BupobHuyTRA Ta rnakysahHs 6yio satikcoBaHo HacTynHi
BUAXMNEHHS), anB. Hivide (peecTpalifHui Homep BinXuneHHs B
EIeKTPOHHI cucTemi oBniky):

Bigxunenus Ne (GX_QEM): /-
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YrnoBHoBaweHa ocoba Ewa Oleksiak
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Konip i 30BHiWH{ BUrmsg

laeHTUhikauis

OnxopigHicTs fo3osaHunx
oAMHUUB

KinkxicHe Bu3HavenHs

PoauyvHHicTe

AMIT-RipugMHoBoro ananory

OouvHusHOT Hesinomol
AOMilIKy

Cyma pomitiok

boTAaMe
TYMC

Escherichia coli

MpymiTiy:
4

— He PYTUHHWEA TecT
¥« TeCTYETLCH siK miHimymM ogHa cepis Ha pik

CynytHi fomiwkn (BEPX, mMeTol dhipnmu):

£ 100 KYO/r He Tectysanocs

Wopma:  Ceprudbikar cepii N3
Bepcin:  44094920.160522-814.1 Bugako:
TEK C.A., Monbwa

RTATT TR e
Not  Cepistinibal

Bini abo malixe 6Ini gosracti TaBnetky 3 dhackoto, pUckoio 3 ogHore Binnosigae
Boky Ta MapkyBaHHAM «5» — 3 iHWOoro (BizyanbHo)

= Amnogunin  {BEPX' (KinbiicHe BU3HaYeHHn), meTton (ipmy, He Bignosigae
PYTUHHWIE TecT)

- Amrogunid Secunar (I4-criektpockonis, Metog thipmm) Bignosinae
E€ap.$. 2.9.40 Bignorigae '
Amnoauniv: 95 - 105 % (BEPX, meTon chipnin) 97.9 %
2 80 % (Q) amnoguniny 3a 30 xa. ($.CLUA, Anapar Ne2, Y&, meTon 95.9 %
dipmi) 942 (.| 97.7| %

50,3 % 0.05 %
<0,2% 0.01 %
20,6 % 0.10 %

Mixpobionoriyna yucroTa* BigrioBiaHo oo Erp.®, 5.1.4

= 1000 KYO/Ir He Tectysanocs

BigcyTHifr He Tectysanocs

THAB KA AT
Ewa Oleksiak

{ /EnexkmponHuil nidnuc/  22.10.2024 15:12:25 +02'00"
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JEPXABHA CJIVIKBA 3 JIKAPCLKIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCBLKINA OBJACTI

npos. CriTnuunoi Hanii, 3, m.Kuie, 02099, Ten/(axe: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €JPIIOY 37078774

BHCHOBOK
Npo AKICTH BEE3eHOr0o B YKpainy Jikapeepxoro zacofy

14.11.2024 Ne 57960/24/10

AMJIOTHINH CAHJIO3®

(HalisMenypanHs nikapcsKoro 3acofy srinmo 3 peecTpaniiinim IOCBIAICHHAM)
Ta01eTH o 5 Mr, mo 15 Tabuerox y 6aicrepi; no 2 Guicrepu B KapToHHIN Kopodui

{dropma sunyexy, nozysanns, sug NAKYBaHHA JTiKApCsKoro 3acoby)

Homep peccrpanifitioro noceiguenns UA/11166/01/01 crpox Aif peccrpauiiinoro nocsiguenns 01.01.2099

Cepis nikapenxoro saco6y Ne PC5892 Kinskicts sresenoro nikapeskoro sacoby 97157
Bupobuax Jlex C.A., ITonbma
(maftvenysamis repoGixa AiKApCEKOTO 3acaby, kpaiia TIOXOMKCHIN)
Breseno B Ykpainy ToBapHCcTEO 3 00MeKEH 010 BignosiganswicTio " Canos Yxpaimna",
inenr. xom: 38419586

(maiimenypasus Ta kop 3a €APTIOY toprasynol ocobu aGo npissuue, in's, 0o GateKoni Qizueniod
acobu - mianpuemus, ii Micue TMPOMHBALIHA Ta peccrpauiitimit Homep ofnikono KapTu nnarThika
nofiaTkis abo cepist ra Homep IacnopTa)

Iporoxon sisyannnoro konrpomo sin 08.11.2024 N 3458/1.

3a  pesynsraTamu ACPHABHOTO  KOHTPOJIO  BCTAHOBAEHO, IO nixapebkuil  3acif  BBCseHO B Yxpainy 3
IOTPpHMAHHAM sumMor 32KQHOAABCTRA LIOJO 2a0e3NeYeHHES AK0CT] sTixapehKEX 3acobin,

/‘ @2;/ BikTop CTE®KIBChK M

——L;/ {nmnney {inivianu Ta npizsmue)




JNEPY)KABHA CJYKBA 3 JJIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBHKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, Ten/pakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kon €IPTIOY 37078774

BUCHOBOK
Npo AKICTH BBE3€HOT0 B YKpaiHy JiKapchbKoro 3acody

31.12.2024 Ne 68417/24/10

AMJIOJIUIIIH CAHJO3®

(HaliMeHyBaHHA NiKapChKoro 3acoBy 3rifHO 3 peecTpaLiifHuM MOCBi AUEHHAM)
tabserku mo 5 mr no 15 ra6aerok y 6Jicrepi; no 2 G6JicTepn B KapTOHHii KopoOui

(opma BuMyCKY, LO3yBaHHS, BUI NIAKYBaHHS Nikapchkoro 3acoby)
Howmep peecrpauiiitioro nocsinuenns UA/11166/01/01 crpox aii peectpauiiinoro nocsinuenns 01.01.2099
Cepis nikapebkoro 3acoby Ne PE9050 KinkicTb BBe3eHoro nikapcskoro sacoby 125010

Bupo6unk Jlex C.A., INonsua

(naiiMeHyBaHHs BUpOBHHUKA JliKapChKOro 3acofy, KpaiHa NoXoKeHH:)

Beeseno B Yipainy ToBapucTBo 3 06MesKeHoI0 BinnopinanbnicTio "Cangos Ykpaina',
inent. kon: 38419586
(waiimenysanns Ta kon 3a €JIPTIOY topuanukoi ocoGu aGo npissuiie, iM's, no Garbrosi (isiaHol
0co6H - nianpuemLs, ii MicLe NPOXKHBAHHS Ta peecTpaLifHuii HoMep 061ikoBOT KapPTKHU NIATHUKE
nozartkis abo cepis Ta HOMep nacriopra)

MpoTokoa BisyanbHoro koutpoio ix 26.12.2024 Ne 4120/2.

3a  pesy/ibTaTaMH  [EPKABHOTO KOHTPOIO BCTAHOBJEHO, IO Jikapcbkuil 3aci6  BBesewo B Ykpainy 3

IlOTpl’lMa HHSIM BHMOT 3aKOHOJIaBCTBE L10J10 3a6e3neueH s SKoCTi jikapcbkux 3acobis.
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®opma:  Cepudbikat cepii I3
Bepcia:  44094920.160522-814.1 Bupaxo:
NEK C.A., Monbwa

HEIERY KLY

Canpos Npyn Carnuk YpyHnepi ' I'e63e Opranizen IngacTtpian Perion IxcaH flene Kappe
Inaknapi CaH. se Tik. A.C. Ne2900, Cokak TP-41400 Ne63e-Kokaeni, TypeuunHa

SiEed
Nek C.A.

Nex C.A. Byn. Mogninie, 16, Ctpukos, 95-010, Monbuwa

., L '
V - B npoueci BupobHUUTBa Ta nNakyBaHHs He Byno BiAXWUNEHb, AKi MOXYTb
BRMHYTU HA BUNYCK NPOAYKTY.

B npoteci BUpoBHWLITBA Ta NakyBaHHs Byno 3adikcoBaHo HacTynHi
BUAXUMEHHS, OUB. HUKYe (peecTpauiiH1iA HOMEp BiAXUNEHHS B
€neKTPOHHIN cucTemi 0bniky):

LM niateepxyio AOCTOBIPHICTL Ta TOYHICTb BuLieHaBeaeHoi iHcopmalii. Lis cepis nikapcbkoro 3acoby Gyna
BUrOTOBMIEHE, BKIKOUYHO 3 YNAKOBKOIO/MapKyBaHHAM Ta KOHTPONEM SIKOCTI Ha BULLIEHABEAEHNX BUPOBHNMNX AifbHULIAX
y NOBHIN signosiaHocTi Ao Bumor GMP micueBuX perynsTopHux opraHie, a Takox 4o crneuudikadii PeectpauiiHoro
Jocbe xpainv imnopTtepa abo datiny cneundikauii gocnigxysaHoro nikapcbkoro 3acofy. [asi npo BUTOTOBMEHHS,
ynakosKy Ta aHariau cepii 6yno nepesipeHo Ta nigTBEPAXEHO X BiANOBIAHICTL cTaHaapTam GMP.

U E % !
Ceprtudikauis Cepii

Krzysztof Poszwinski

' EnekmponHruli nidnuc/ 02.12.2024 21:31:59 +01'00'
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®opma: CeptudikaT cepii '3
Bepcin:  44094920.160522-814.1 BupaHo:
NEKC.A., Monblua

e

AT

il bulk Ne: | Cepin i bulk Not | Tlara supobuwiivea: | Tiphaatind,
42032248 PC0573 17.09.2024 08/2027

UMorh

Konip i 30BHiWwHIn BUrnag Bini abo maiixe Gini posracTti TabneTku 3 hackow, pUCKOIo 3 O4HOTO Bianosinae

Boky Ta MapkyBaHHAM «5» — 3 iHLLOrO (Bi3yansHoO)
laeHTUdikayin ' - Amnogunii  (BEPX! (kinbkicHe BuaHadeHHs), mMeToa dipmu, He |Bignosigae

PYTUHHWIA TecT)

- AmnoauniH 6ecunart (I4-cnekTpockonisi, MeToa tipmu) Binnosigae
OaHopiaHicTb 4030BaHUX  E€8p.®. 2.9.40 Bignosipae.
OANHULL
KinbKicHe BU3Ha4YeHHA Amnoaunid; 95 — 105 % (BEPX, meTtog cipmu) 100.7 %
Po34MHHICTL 2 80 % (Q) amnoauniny 3a 30 xB. (®.CUWA, Anapat Ne2, YO, meTop, 98.6 %

| dbipmm) 97.7 | - 991 %
CynyTHi gomiwku (BEPX, meTton thipmu):
AMIl-nipuanHoBOro aHanory  <0,3 % 0.07 %
O AnHNYHOT HeBigoMol £02% 0.02 %
LOMILLIKN
Cyma [OMILLIOK <06 % 0.18 %
MikpoGionoriuHa ynctora* BignosigHo oo €sp.d. 5.1.4
TAMC < 1000 KYO/r He TectyBanocsa | KYOIr
TYMC <100 KYO/r He TectyBanocs | kyorr
Escherichia coli BiacyThi/r He Tecrysanocs
Mpumitku:

— HE PYTUHHWUNA TecT
* - TeCTYETHLCA AK MiHIMYM ofHa cepis Ha pik

TSR

02.12.2024 Renata Pawlak / Krzysztof Poszwinski

/Enekmponnull nidnuc/  02.12.2024 21:35:04 +01'00"

Dighally signed by Fadachenko Totiana

Fedochenko ovsim s osmpop.
ou=SZ. sefisiNumber=21168818,
en=Fedachonko Tetlaro

Tetiana e o o e
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Form: FDF Batch certificate
Version:  44094920.160522-814.1 Issued by:

LEK SA, Poland

BATCH CERTIFICATE OF CONFORMITY

- AMLODIPINE SANDOZ®

UA/11166/01/01 44094920 | Ukraine

| Strength/Poten

Amlodipine 5§ mg in amlodipine besilate form

p e
g IO )@

125010

08/2027

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

uring License Ne: 064/0095/15

Page 1 of 3
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Form: ' FDF Batch ceﬁificate
Version:  44094920.160522-814.1 Issued by:
LEK SA, Poland

Gebze Organized Industrial Region lhsan De\ge Cadde
_No. 900, Sokak TR-41400 Gebze-Kocaeli, Turkey

el i 0

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

Du‘ring the course of manufacturing and packaging the following deviations
were reported, see below (deviation reference Ne in electronic system):

o

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

i

- | hereby certify that the above information is auth

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.

elease

02.12.2024

Krzysztof Poszwifiski

POSZWinSki Digitally signed by Poszwinski
Krzysztof
Krzysztof Date: 2024.12.02 21:31:59 +0100"




Form: FDF Batch certificate
Version: 44094920.160522-814.1 Issued by:

LEK SA. Poland

CERTIFICATE OF ANALYSIS

AMLODIPINE SANDOZ® tablets 5mg

e

3ulk Batch !

Manufacturing D

PE9050 42032248 PC0573 17.09.2024 ‘ 08/2027

Colour and appearance A white or almost white, oblong, bevelled tablet, scored on one Conforms
side and coded 5 on the other (Visual examination)
Identification - Amlodipine (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) 100.7 %
Dissolution NLT 80% (Q) amlodipine in 30 minutes 98.6 %
(USP Apparatus no. 2, UV, In-house) 97.7 %- 991 %

Related substances (HPLC, In-house):

AML-Pyridine analogue: NMT 0.3% 0.07 %
Single unknown impurity: NMT 0.2% 0.02 %
Total impurities: NMT 0.6% 0.18 %

Microbiological quality* Ph. Eur. 5.1.4.

TAMC NMT 102 CFU/g Not tested CFU/g
TYMC NMT 102 CFU/g Not tested | cFu/g
Escherichia coli Absent/g Not tested

Notes:

1_ non-routine test

* . At least one batch per year is tested

P037W| nSkl Dlgutally sxgned b,/ Poszwmskl
Krzysztof

Krzysztof Date: 2024.12.02 21:35:04 +01'00'







Ref: 0104220940

SANDO

A Novartis
Division

Issued by:

Lek Pharmaceuticals d.d.
Verovskova 57

1626 Ljubljana

Slovenia

Tel: +386 1 5802111
Fax: +386 1 5683517
www.lek.si
Manufacturing License:
800-12/2021-9

Certificate of Conformity

Material Name:
Trade Name:
Strength/Potency:
Dosage Form:
Package Type:
Package Size:
Material No.:
Sandoz Batch:

Expiry Date:
Manufacturing site:

Releasing Site :

Testing site:

Importing country:
Ukraine

Date of Manufacturing:

AMLODIPINE SDZ 5MG 30TAB V1 UA

AMLODIPINE SANDOZ(R)
5 MG

TABLET

BLISTER

2PCx15PC

44084116

MB0140

21-FEB-2022
31-JAN-2025

LEK PHARMACEUTICALS D.D.

TRIMLINI 2D
9220 LENDAVA

Slovenia

LEK PHARMACEUTICALS D.D.

VEROVSKOVA 57
N/A

1526 LJUBLJANA
Slovenia

LEK PHARMACEUTICALS D.D.

VEROVSKOVA 57
N/A

1526 LUIUBLJANA
Slovenia

Marketing Authorization Number:

UA/11166/01/01

Release Type: BATCH CERTIFICATION

Release date: 01-APR-2022
Released Quantity: 60736 PC
License number: 800-12/2021-9

License number: 800-12/2021-9

License number: 800-12/2021-9

Components:

Material Name:
Material No.:

Total Bulk Quantity:
Manufacturing site:

AMLODIPIN TAB 5MG SI03 GE
5200067 Bulk Product
1950908 PC

LEK PHARMACEUTICALS D.D.

VEROVSKOVA 57
1526 LJUBLJANA

Slovenia

Batch No.: LV3580

License number: 800-12/2021-9

Page: 1/2

*Electronically signed according to Sandoz electronic signature standards




W A Novartis Issued by:

Division ' Lek Pharmaceuticals d.d.
Verovskova 57

1526 Ljubljana

Slovenia

Tel: +386 1 5802111
Fax: +386 1 5683517
www.lek.si
Manufacturing License:

800-12/2021-9

Ref: 0104220940

Certificate of Conformity

‘Material Name: AMLODIPINE SDZ 5MG 30TAB V1 UA
Trade Name: AMLODIPINE SANDOZ(R)
Material No.: 44084116 Sandoz Batch: MB0140

Certification Statement

] héreby‘ certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/labeling and quality control at the above mentioned site(s) in full compliance with 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.

Certificate comment:

No deviations with potential impact on GMP compliance and/or compliance with the marketing authorization occurred during

the manufacturing operations.
Primary packaging is performed at Lek Pharmaceuticals d.d., Trimlini 2D, 9220 Lendava, Slovenia.

Registered package size: 15 tablets in blister; 2 blisters in carton.

Batch Release / Certification performed by: Rok Hrovat, QP
Batch Release / Certification Date/Time: 01-APR-2022/07:37:28 UTC
Certificate Creation Date/Time: 01-APR-2022 / 07:40:56 UTC

Page: 2/2 *Electronically signed according to Sandoz electronic signature standards




Lek Pharmaceuticals d.d.

Verovdkova ulica 57

S1-1526 Ljubljana, Slovenia
Phone: +386 (0)1 580 21 11
Fax: +386 (0)1 568 35 17

Quality Unit FDF

Verovskova ulica 57
SI-1526 Ljubljana, Slovenia
Phone: +386 (0)1 580 26 81
Fax: +386 (0)1 568 45 81

CERTIFICATE OF ANALYSIS

Product 44084116 AMLODIPINE Sandoz (R) 5 mg tablets

Number of MA UA/11166/01/01

Country UA

Lot No. MB0140

Bulk Lot No / Product LVv3580/5200067

Parameters Specifications Results

Colour white to off-white conforms

Appearance oblong bevelled tablet, scored  conforms
on one side and coded 5 on the
other side

Identification HPLC amlodipine (assay) conforms

Identification IR amlodipine besilate conforms

Assay HPLC 95 - 105 % 100.8 %
amlodipine

Uniformity of dosage units Ph.Eur., 2.9.40 conforms

Dissolution NLT 80 % (Q) amlodipine in 30  conforms
minutes

Related substances, degradation <=0.3 % <0.05 %

products: HPLC piridine analogue

Related substances, degradation <=0.2 % <0.05 %

products: HPLC individual unknown

Related substances, degradation <=0.6 % <0.05 %

products: HPLC total of impurities

Microbiological Quality- Ph.Eur 5.1.4.; NMT 10exp.3 CFU/g r*

Total aerobic microbial count (TAMC)

Total yeasts and moulds count NMT 10exp.2 CFU/g /*

(TYMC)

/* Not routinely tested. Test is performed according to approved testing frequency.

Electronically signed

Page 1 of 2

Registration number: 1732811000, District Courl of Ljubljana, share capital: 48.402.003,00 EUR



Lek Pharmaceuticals d.d.

Verovékova ulica 57
S1-1526 Ljubljana, Slovenia
Phone: +386 (0)1 580 21 11
Fax: +386 (0)1 568 3517

Quality Unit FDF

Verovékova ulica 57
SI-1526 Ljubljana, Slovenia
Phone: +386 (0)1 580 26 81
Fax: +386 (0)1 568 45 81

CERTIFICATE OF ANALYSIS

Product 44084116 AMLODIPINE Sandoz (R) 5 mg tablets
Number of MA UA/11166/01/01
Country UA
Lot No. MB0140
Bulk Lot No / Product LV3580/5200067
Parameters Specifications Resuilts
E. Coli absence /g *
Storage In original packaging, at a temperature up to 25 °C, protect from moisture and light
Complies with specification of Marketing Authorisation

Quality Unit
Date 16. 3.2022

Ana Lun

/* Not routinely tested. Test is performed according to approved testing frequency.
Electronically signed ‘

Page 2 of 2

Registration number: 1732811000, District Court of Ljubljana, share capital: 48.402.003.00 EUR
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