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JEPKABHA CJIIYKBA 3 JJIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMH Y KHIBCHKINA OBJIACTI

npos. Ceitnuanol Hanii, 3, M. Kuig, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox CAPIIOY 37078774

BUCHOBOK
NMpo AKicTH BBe3eHOro B YKpaiHy JikapcbKoro 3acody

06.08.2024 Ne 38161/24/10

HIKOPEJIb®
(HaliMeHyBaHHA KAapChKOro 3acoly 3TiAHO 3 PEECTPALIHHIM MOCBIAYCHHAM)
Tadaerkm mo 20 mr, no 10 Taéjerok y 6iicrepi; nmo 6 6Jicrepie B kapToHHIA mavui
(dopma BHIyCKY, H03YBaHHS, BUI TTAKYBaHH JiKapckKoro 3acoby)

Homep peecrpanittroro nocsizuenns UA/17691/01/02 crpox aii peectpaniitnoro noceiruenns 17.10.2024
Cepis nixapenroro 3aco6y Ne 2311066 KinmekicTs BBE3€HOTO Jikapcehkoro 3acoby 13455

BupobuHK Hexcens JITa., [3paine
(naiiMeHyBaHHA BUPOGHUKA JIKAPCHKOTO 3ac00y, KpaiHa MOXOMKEHH)

Baeseno B Ykpainy ToBapucTBo 3 06MeskeH0I0 BitNnoBigaaLHicTIo "ACTHO YKPATHA",
inent. xox: 42274733
(uaiiMenysams Ta xox 3a €JIPTIOY 1opumuyroi ocobn abo npissuue, iM's, o 6aTbkosi diznaHol

ocobu - nignpuemus, i Micue npoXxuUBaHHs Ta peecTpauiitnii HoMep 06NiKOBOT KAPTKU MIATHHKA
mofaTkiB abo cepis Ta HoMep TacropTa)

TpoToxon Bizyansnoroe kourpoio sig 05.08.2024 Ne 2222/6.

3a  pes3ynsTATAMH JepHKaBHOrO KOHTPOJNIO BCTAHOBIEHO, [0 JiKapchkuit 3aci6 BBeseHo B VYkpainy 3

JOTPHMAHHAM BHMOr 3aKOHONABCTBA IOJ0 330e3MeUeHHS AKOCTI JKapChKIX 3acobiB.
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JloroTun xomnamii
Hdexcens JIta

Kougineuiiina indopmanis

Byn. Jlexcens, 1, Op-Akisa 3060000, I3pains. Ten.: 972-4636-4050; daxc: 972-4636-4004

(1121173032-13/06/23)

CEPTU®IKAT AHAJI3Y

Jara:  03/02/24

Bunanuii: Jexcens Jita, sys. Jekcens 1, Op-Akisa 3060000, Ispaiins. Ref.: 40045

Tlepeipennit; Jexeens Jita, syn. Hexcens 1, Op-Axisa 3060000, Ispains.

HA3BA OPOAYKTY : Hikopean®, Tabaerku mo 20 mr Ne60 (10x6) y GuaicTepax

HA3BA TTOKYTILEST ACIHO ®APMA AT JIABOPATOPHUM HOMEP :  D00375979
HOMEP CEPI : 2311066 JATA AHAJII3Y 30/01/2024
HOMEP CEPIi JIEKCEJIS ; 2311066 IOATA BUT'OTOBJIEHHSL 12.2023
CIJIA JIHi, AKTUBHICTD: oxna Tabnerka Mictuth 20 Mr HiKOpaHAUITY TEPMIH IPHIAATHOCTI  :  06.2025
HOMEP PEECTPALUIMHOTO ITOCBIZYEHHSA: UA/17691/01/02 PO3IMIP CEPII 1,429,000
PO3MIP CEPI{
(B YIIAKOBKAX) ;23816
TECTH CHEUU®IKALILSA PE3YJILTATH
OITrUC Kpyrni tabnerku 6inoro abo maitxe 6inoro Bianosinae
KORLOPY 3 PHCKOIO Ha ONHili cTOpoHi T4
rpapipyBatHsaM «20» Ha iHII cTOPOHI.
ITEHTUDIKALLIS* BEPX Bignosinae
INEHTUDIKALILA* Yo Bixnosigae
CEPEOHSI MACA 190 - 210 mr 200 mr
KIJTBKICHWH BMICT 95 - 105 % 99.1 %
TIAMETP* 7,9 -8,3 MM 8,0 MM

OOHOPIAHICTE JO30BAHUX OJVHUIIL-

V sinnogigHocTi 3 BuMoramu €gp. dapm.

Bignosimae no L1. AV=2.8

OJIHOPIAHICTEL BMICTY*
PO3AIJIEHHA VY BigrosigHocri 3 BUMoramu €sp. Papm. Bianosigae
«Tabnetku»
BMICT BOAU <2% 0,49 %
PO3YMHEHHA Tpunap 2 (nonari), 50 06./x8.
Cepenosume posantenns: 900 mm, 0,1 H HCL
YEPE3 15 XB He menure nix 80 % (Q) 98 %

1{uM 5 TATBEPIKYIO, IO EMEKTPORHO-3TEHEPOBAHNH cepTH(IKAT aHaN3y € AifiCHUM Ta BHITYCK cepii H03BONEHNi BiJNIOBIAaNEHUM

TIpOBi30poM.

IBinnosinaﬂme‘/’l poBi30p IHiTep Bir

I Bunyck

03/02/2024 07:33

Tlitep Bir-signosimaneunii nposizop YO 26-02-2024 Tlianmc

BCIIIPABA 3AXUINEHI DEXXON/DEXCEL




JloroTun koMmanii
Hexcenns JITn Byn. Jekcens, 1, Op-Axisa 3060000, Ispaine. Ten.: 972-4636-4050; Pakc: 972-4636-4004

Kongineuiiina indopmauis

(1121173032-13/06/23) CEPTUDIKAT AHAJII3Y Jara:  03/02/24
Bunanmit: Jexcens Jlta, Byn. Hexcens 1, Op-Axisa 3060000, Ispains. Ref.: 40045
Mepesipenuit: Oekeens JIta, Byn. Hexcens 1, Op-Axisa 3060000, Ispains.

HA3BA TIPOAYKTY : Hikopean®, Taénerku no 20 mr Ne60 (10x6) y 6nicrepax

HA3ZBA TIOKYIIUS :  ACIHO GAPMA AT JIABOPATOPHHMIT HOMEP :  D00375979
HOMEP CEPI : 2311066 JATA AHAJIZY . 30/01/2024
HOMEP CEPIf IEKCEJIS ; 2311066 JATA BUTOTOBJEHHS ;12,2023
CHJIA [T, AKTUBHICTb: oxua Tabnetka MicTuth 20 Mr Hikopasguny TEPMIH ITPUIATHOCTI  :  (6.2025
HOMEP PEECTPALIITHOTO TOCBIZYEHHS: UA/17691/01/02 PO3MIP CEPIY + 1,429,000
PO3MIP CEPIT
(B YIIAKOBKAX) : 23816
TECTHU CITEHUADIKAILISA PE3YJIBTATH
CVYTIPOBIZIHI JOMIIIKH: BEPX
< 0, 9,
METIUT HIKOTHHAT (IOMIIIIKA A) s02% <0,02%
<0,2% <0,02%
2-TIAPOKCH ETHUJI HIKOTUHAMIJ (IOMIIIIKA B)
HIKOTUHOBA KHCJIOTA (IOMIUIKA C) <0,2% < 0,02 %
2-AMIHOETUJI-HIKOTUHAMIJI-HITPAT <02% <0,02%
(IOMILLIKA D)
2-(3-TIPUIID)-2-OKCA3OJIIH (IOMILLKA E) <0.2% 0.1%
BYIb-IKA HEBIIOMA THAUBIAYAJIBHA <02%
< 0,02 %
JIOMIIIKA ’
CYMA JOMIIIOK <1,0%
0.1%
MIKPOBIOJIOI'THHA UUCTOTA** V signosiguocti 3 Bumoramu €sp. Gapwm.
He nposoiiocs
3ATAJTLHE YUCJIO AEPOBHHX MIKPOOPTAHI3MIB < 1000 KYO/r
(TAMC)
3ATAJIBHE YHACJIO APDKDKOBUXTA TIIICEHEBUX <100 KYO/r He TipoBOAMIIOCH
I'PUEBIB (TYMC) -
. : He nposoaunocs
E. COLI BincytHictb B I T

*TIokasHUKH He KOHTPOJOKTLCS i) Yac BUBHAYEHHS cTabinBHOCTI
**Tect ve pyruHRNH Ta Moxe OyTH BifCyTHIN y ceprudikari skocTi. TTokasHHK XOHTPOMOETHC TIPH BHILYCKY Ha KOXKHIA 10+ cepil; nin wac susuenHs
cTabinEHOCTI MOKA3HHK KOHTPOIIOETLCS HA NOYATKY Ta B KiHUi TepMiny s6epiranns,

LM 5 MiATBEPAKYIO, IO CNCKTPOHHO-3TEHEPOBaHHH cepTUdiKkaT aHAI3Y € JIHCHAM Ta BHITYCK cepii Jo3BOIeHN BiIOBI falbHHM
npoBi30pOM.

[Binnoninaﬂbnnﬁ NpoBizop lHiTcp Bir I Bumnyck 03/02/2024 07:33
Mitep Bir-sinnosinanenuii nposizop YO 26-02-2024 TTignmuc

BCITIPABA 3AXUIUIEHI DEXXON/DEXCEL



Jlororun koMmnaHii
Hexceas JIta syn. Jexcens, 1, Op-Akiga 3060000, Ispaine. Ten.: 972-4636-4050; Paxe: 972-4636-4004

Kondineuiiina indopmanis

(1121173032-13/06/23) CEPTU®IKAT BIIITIOBIIHOCTI Tava:  03/02/24
Bunanuit: lexcens JIta, syn. Jexcens 1, Op-Akisa 3060000, Ispains. Ref.: 40045

Teperipennit: Texcens Jita, Byn. Hexcens 1, Op-Axkisa 3060000, Ispainb.

HA3BA IPOAYKTY : Hikopeas®, Tabreticu no 20 mr Ne60 (10x6) y Gmicrepax

HA3BA MOKYIHS :  ACIHO ®APMA Al NABOPATOPHMII HOMEP :  D00375979
HOMEP CEPI{ : 2311066 TATA AHAJIIZY . 30/01/2024
HOMEP CEPIi IEKCEJIS ; 2311066 IATA BUTOTOBJIEHHS  :  12.2023
CHUJIA Jili, AKTHBHICTb; onya Tabnetka micTuTs 20 Mr HiKOpaHAKHIY TEPMIH IPHAATHOCTI  :  06.2025
HOMEP PECCTPAIIMHOIO NTOCBLIYEHHS: UA/17691/01/02 PO3MIP CEPII : 1,429,000
PO3MIP CEPIi
(B YITAKOBKAX) ;23,816

Llum 5 MATBEpICY O, 10 BHILeBKa3aHa indopmallis € ZOCTOBIPHOM i TouHOKW. JaHa cepis BHIOTOBNCHA, BKIFOIA0UH MaKyBaHHsI/MapKyBaHHs Ta KOHTPOJIb
axocti B Jdexcens Jita, Op-Akia, [3pains y nosHii igmosizHocti 3 BuMoramu GMP, BuMoramu noxanbHpx KomTpomorounx Oprauis, a Takox 3i
criemikatiamu  Peectpaniiinoro mocse Kpainu-iMmoprepa. IlpoTokomu BHPOGHMLTBA, MAKYBAHHA Ta aHamizy Gynu MeperLAHYTi i BCTAHOBICHO
signosinnicts GMP.

HOMEP JIIIEH3II BUPOBHUKA (MIA): 1/2020A

IIuM st BiITREPIIKYIO, O EIEKTPOHHO-3reHEPOBAHHH ceprudikar aHanisy € AiCHIM Ta BHIyCK cepil II03BOJNIEHHH BiANOBINANLHEM
TIPOBI3OPOM.

[Bisoinansunii nposisop ___|Mirep Bir | Brmyex 03/02/2024 07:33

TTitep Bir-pinmosinansuuii mposizop YO 26-02-2024 Tlimrc

BCITIPABA 3AXUILEHI DEXXON/DEXCEL




CONFIDENTIAL INFORMATION

1 Dexcel str., Or Akiva 3060000, Israel Tel: 972-4636-4050 Fax: 972-4636-4004

(1121173032-13/06/23)

CERTIFICATE OF ANALYSIS

Date:  03/02/24

Ref.: 40045
Issued by : Dexcel Ltd., 1 Dexcel Strect Or-Akiva, 3060000, Isracl.
Tested by : Dexcel Ltd., I Dexcel Street Or-Akiva, 3060000, Israel.
PRODUCT NAME ¢ NICOREL 20 MG TABLETS Ne 60 (10X6) IN BLISTERS
CUSTOMER NAME ACINO PHARMA AG LAB NO. D00375979
BATCHNO 2311066 DATE OF ANALYSIS 30/01/2024
DEXCEL BATCH NO 2311066 MANUFACTURE DATE Dec-2023
CLAIM 20 mg Nicorandil per tablet EXPIRY DATE Jun-2025
MARKETING
AUTHORIZATION Ne L UA/17691/01/02 BATCH SIZE : 1,429,000
BATCH SIZE (in packs) : 23,816
TEST PERFORMED SPECIFICATION RESULTS

DESCRIPTION White to off white, round Conforms

tablets, scored on oneside

and engraved with "20"

on the other side.

By HPLC
IDENTIFICATION* Conforms

By UV
IDENTIFICATION* Conforms
AVERAGE WEIGHT 190- 210 mg 200 mg
AVERAGE CONTENT 95-105% 99.1 %
DIAMETER* 7.9 - 8.3 mm 8.0 mm

UNIFORMITY OF DOSAGE UNITS - CONTENT
UNIFORMITY*

Acc. to Ph, Eur.

Conforms to L1, AV=2.8

BREAKABILITY Acc. to Ph. Eur, "Tablets" Conforms
WATER CONTENT NMT. 2% 0.49 %
DISSOLUTION App.2 (paddle), 50 rpm
Medium: 900 ml, 0.1 N HCI.
AFTER 15 MIN N.L.T. 80 % (Q) 98 %
RELATED SUBSTANCES By HPLC

T hereby certify that this electronically generated certificate of analysis is authentic and that batch release has been authorised by the

responsible pharmacist

Responsible Pharmacist Peter Vit

|Release I Signature

03/02/2024 07:33

ALL RIGHTS RESERVED TO DEXXON/DEXCEL

Page | of 3
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CONFIDENTIAL INFORMATION

1 Dexcel str., Or Akiva 3060000, Israel Tel: 972-4636-4050 Fax

1 972-4636-4004

(1121173032-13/06/23)

CERTIFICATE OF ANALYSIS

Date:  03/02/24

Ref. : 40045
Tssued by : Dexcel Ltd., 1 Dexcel Street Or-Akiva, 3060000, Israel.
Tested by : Dexcel Ltd., | Dexcel Street Or-Akiva, 3060000, Israel.
PRODUCT NAME NICOREL 20 MG TABLETS Nt 60 (10X6) IN BLISTERS
CUSTOMER NAME ACINO PHARMA AG " LAB NO. D00375979
BATCHNO : 2311066 DATE OF ANALYSIS 30/01/2024
DEXCEL BATCH NO . 2311066 MANUFACTURE DATE Dec-2023
CLAIM . : 20 mg Nicorandil per tablet EXPIRY DATE Jun-2025
MARKETING UA/17691/01/02 BATCH SIZE 1,429,000
AUTHORIZATION M BATCH SIZE (in packs) 23,816
TEST PERFORMED SPECIFICATION RESULTS
METHYL NICOTINATE (IMP A) N.M.T. 0.2 % <0.02%
2-HYDROXY ETHYL NICOTINAMIDE (IMP B) N.M.T. 0.2 % <0.02%
NICOTINIC ACID (IMP C) NM.T.02 % <0.02%
2-AMINOETHYL-NICOTINAMIDE NITRATE N.M.T. 02 % <0.02%
(IMP D)
2-(3-PYRIDYL)-2-OXAZOLINE (IMP E) N.M.T. 0.2 % 0.1%
ANY UNKNOWN INDIVIDUAL IMPURITY N.M.T. 0.2 % <0.02%
TOTAL IMPURITIES NMT. 1.0% 0.1%
MICROBIOLOGICAL TEST** 'Acc. To Ph. Eur.
TOTAL AEROBIC MICROBIAL COUNT INMT 1000 cfu/ g Not performed
TOTAL COMBINED YEASTS AND MOULDS NMT 100 ofu / g Not performed
Not performed
E. COLIL Absent / g P

* These tests are not tested at stability.

#% The test is not routine and may not be included in the certificate of analysis. At release this test is performed cvery 10" batch; at
stability this test is performed at the beginning and end of shelf life and at end of stability program.

I hereby certify that this electronically generated certificate of analysis is authentic and that batch release has been authorised by the

responsible pharmacist

lﬁesponsible Pharmacist Peter Vit

|Release l Signature

03/02/2024 07:33

ALL RIGHTS RESERVED TO DEXXON/DEXCEL

Page 2 of 3




w1 Dexcel str., Or Akiva 3060000, Israel Tel: 972-4636-4050 Fax: 972-4636-4004

CONFIDENTIAL INFORMATION

(1121173032-13/06/23) CERTIFICATE OF CONFORMANCE Date:  03/02/2024

Ref.: 40045

[ssued by: Dexcel Ltd.,1 Dexcel St., Or-Akiva 3060000, Israel.
Tested by: Dexcel Lid.,1 Dexcel St., Or-Akiva 3060000, Isracl.

PRODUCT NAME : NICOREL 20 MG TABLETS Ne 60 (10X6) IN BLISTERS

CUSTOMER NAME :  ACINO PHARMA AG LAB NO. : D00375979
BATCH NO 2311066 DATE OF ANALYSIS . 30/01/2024
DEXCEL BATCH NO 2311066 glAA]l_VgJFACTURE : Dec-2023
CLAIM 20 mg Nicorandil per tablet EXPIRY DATE + Jun-2025
MARKETING . BATCH SIZE : 1,429,000

AUTHORIZATION Ne UA/17691/01/02

BATCH SIZE (in packs) : 23,816

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 Dexcel Limited, Or Akiva, Israel in full compliance with the ¢GMP requirements
of the local Regulatory Authority and with the specifications of the relevant product Marketing Authorization of the
importing country. The batch processing, packaging and analysis records were reviewed and found to be in compliance with
GMP.

Manufacturing License (MIA): 1/2020/A

I hereby certify that this electronically generated certificate of analysis is authentic and that batch release has been authorised
by the responsible pharmacist

Responsible Pharmacist Peter Vit Release | Signature 03/02/2024 07:33

Peter Vit ’//‘
/ 26-02—2.@-24/
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