JTEPKABHA CJYKBA 3 JIIKAPCbKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH V KAIBCBKIN OBJIACTI

nipos. Ceitnmunoi Hapii, 3, M.Kuis, 02099, Ten/(paxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €EIPTIOY 37078774

BUCHOBOK
Npo AKiCTH BBE3CHOT0 B YKpaiHy JiKapchLKoro 3ac00y

26.11.2024 Ne 60438/24/10

HIKOPEJIb®

(HaliMenynanRs nikapchkoro 3ac00y 3TIAHO 3 PEECTPAUITHIM NOCEI AUCHTM)
Ta6aeTkn no 20 mr, o 10 Taéaerok y 6aicrepi, no 6 GaicTepis B KapTONHiN Mayui

((popma BHITYCKY, 103YBaHHs, BIJL TAKYBAHHS JIiKapchKkoro 3acoby)
Homep peecTpaliftHOro NocBiAueHH s UA/17691/01/02 crpox aii peecTpalliifHoro noCBiAICHH 01.01.2099
Cepis nikapcbkoro sacoby Ne 2406137 KinnkicTs BBe3eHOr0 ikapeskoro 3acoby 2880

Bupo6HuK Hexcens JITn., I3pains
(szaitMenyBanns BUPOGHHKa Jlikapcukoro 3acoby, Kkpaitia TIOXOJDKEHH )

Baesero B Ykpainy ToBapHCTBO 3 00MEKEHOI0 BilMOBIAANLHICTIO "ACTHO YKPATHA",
inent. xon: 42274733

(naiimenysatiis Ta ko 3a €JIPTIOY ropuiutiol 0c06H 260 TIpi3BHLIE, iM', 110 GaTBKOBI (isHHOl
oco6u - nianpueMLy, i Micue NPOXKUBAHIS Ta peectpauiiiiiit Homep 00:1iKOBOT KapTKH TIIaTHILKA
rtofaTkis abo cepis TA HOMEp nacrnopra)

Tpotoxon Bisyansioro kontposio sin 19.1 1.2024 N2 3612/2.

3a  pesynbTaTaMp  AEpKABHOTO  KOHTPOJIO  BCTAHOBICHO, IO nikapchkui  3aci6  Beeseno B Ykpainy 3

JOTPUM AHHSIM BHMOr 32KOHOJABCTBA 0J10 3a0€3MCUCHH SKOCTI JiKapChbKUX 3ac001B.

Cimpra CPLOMEHKO

HEEG ROHTPOMO) (inigagt e npianne

/Z)\pg, ce. M &S
©<. &7/&»0)/%



JloroTun xoMnanii
Hexcens JTa syn. Jlexcens, |, Op-Axisa 3060000, Ispains. Ten.: 972-4636-4050; Makc: 972-4636-4004

Konizeuiitna indopmauis

(1121173032-13/06/23) CEPTU®IKAT AHAJII3Y Tara: 13/10724
Bunannii: Jexcens Jivn, syn. Jexcens 1, Op-Axisa 3060000, Ispains. Ref.: 41395
TTepesipennii: Jexeens Jita, syn. Hekeens |1, Op-Axisa 3060000, Ispaisb.

HA3BA IPOJAYKTY : Hikopean®, rabacerin no 20 mr Ne60 (10x6) y OaicTepax

HA3BA TIOKYIIUS :  ACIHO ®APMA AT JIAGOPATOPHUM HOMEP :  D00388342
HOMEP CEPII 1 2406137 JIATA AHAI3Y s 2600272024
HOMEP CEPHi IEKCESI ; 2406137 JATA BUTOTOBJEHHS  : 09.2024
CHJIA JUT, AKTUBHICT b oana tabneria Mictuth 20 Mr Hikopanuny TEPMIH ITPUIATHOCTI  ; 03.2026
HOMEP PECCTPALUIMHOTO MOCBLIMEHHSI: UA/17691/01/02 PO3MIP CEPTY ¢ 1,429,000

PO3MIP CEPIi

(B YIIAKOBKAX) . 23816

TECTH CITEMPIKALIA PE3YJIbTATH

ormc Kpyrni Tabnerxn Ginoro abo maiixe Ginoro Binnosizae

KONLOPY 3 PHCKOIO Ha 0Kl croponi Ta
rpasipyBanHsM «20» Ha iRIil cTOPOHi.

IJEHTUOIKALLISA* BEPX Binnosinae
INEHTHOIKALLLS YO Biarnoginae
CEPEJIHA MACA 190 - 210 mr 200 mr
KUTLKICHUY BMICT 95 — 105 % 100.4 %
JIAMETP* 7,9 - 8,3 Mm 8,0 M
OJTHOPIAHICTE AO30BAHUX OQUHHWUDb- V pignoBigHocTi 3 BUMoramu €ap. dapm. Bignosigae no L1. AV=4.7
OJHOPIAHICTL BMICTY*
PO3JUJIEHHS V BixrnosiguocTi 3 sumoramn €sp. Papm. Binnosinae
«TabneTri»
BMICT BOJN <2% 0,48 %
PO3UYMHEHHS TIpunaz 2 (nomari), 50 06./xB.

Cepenosuiue posunrcHus: 900 ma, 0,1 H HCL

YEPE3 15 XB He menure wix 80 % (Q) 99 %

1M 9 THATBEPIAYIO, LIO €IEKTPOHHO-3reHEPOBaHIH cepTudixar ananizy € AilficHiM Ta BUNYCK cepil 103BONEHHI BINOBI AILHITM
TIPOBI3OPOM.
[Binnoninanmmﬁ POBi3op IMaif‘mn AtTia I Bunyck  IMianmuc 13/10/2024 01:24 _l

BCITIPABA 3AXHILEHI DEXXON/DEXCEL



JloroTun xommanii

Hexceab Jitn syn. Jekcens, 1, Op-Akisa 3060000, I3paine. Ten.: 972-4636-4050; daxce: 972-4636-4004

Kowdigeuiina injopmaris

(1121173032-13/06/23) CEPTU®DIKAT AHAJI3Y

HA3BA TIPOAYKTY : Hikopens®, Tabuericn no 20 Mr Ne60 (10x6) y faicTepax

Brtannis: Jexcens Jitn, yn. [lexcens |, Op-Akisa 3060000, I3paiss.
Teperipennii: Jekeens JITa, By, Jexcens 1, Op-Axisa 3060000, I3pains,

Jata:  13/10/24
Rel.: 413958

HA3BA NOKYITIS :  ACIHO GAPMA AT JABOPATOPHWII HOMEP :  DO003R8342
HOMEP CEPII 1 2406137 JATA AHAJN3Y 26/09/2024
HOMEP CEPIT JEKCEJS ; 2406137 IATA BUTOTOBJIEHHSA 09.2024
CUWJIA Ui, AKTUBHICTb: ozna TabneTka MicTUTh 20 Mr HikOpanawiy TEPMIH NPHIATHOCTI 03.2026
HOMEP PEECTPALIATIOrO MOCBIAMEHHSE: UA/17691/01/02 PO3MIP CEPII 1,429,000
PO3MIP CEPII
(B YIIAKOBKAX) 23,816
TECTH CITENUDIKANTSA PE3VJILTATH
CYTIPOBIZHI JOMILIKHA: BEPX
< 9 0,
METHJI HIKOTUHAT (LOMIILKA A) =02% <0,00%
<0,2% <0,02 %
2-TIJIPOKCH ETWJI HIKOTUHAMIZ (AOMILIKA B)
HIKOTUHOBA KHCJIOTA (JOMILIKA C) <0,2% <0,02 %
2-AMIHOETWIT-HIKOTUHAMII-HITPAT <02 % <0,02 %
(JIOMIUIKA D)
2-(3-TIIPHIHIN)-2-OKCA3OJIH (IOMILLKA E) 20.2% <RL (Reporting Limit) / Mo
3BITHOCTI
BYIb-SIKA HEBIIOMA THIUBIAYAJILHA <02% <0,02 %
JOMIILIKA
CYMA JIOMITIOK <1,0% < RL (Reporting Limit) / Mcxa
3BITHOCTI
MIKPOBIOJIOTTUHA YACTOTA** V pignosigmocti 3 sumoramu €sp. Gapm.
. Bignosinac
3ATAJILHE YHCJIO AEPOBHUX MIKPOOPIAHI3MIB < 1000 KYO/r
(TAMC)
3ATAJILHE UUCTTO APDKIDKOBUXTA TUTICEHEBUX < 100 KVO/r Binnosinae
TPUBIB (TYMC)
E. COLI BincyrHictb B | T BincyTsi

#TToKa3HHKN HE KOHTPOINOIOTLES (i1 4ac BU3HAUCHHS crabinsuocTi

“¥Tect ne pyTHHEKI Ta MoXe ByTH BIACYTHIR Y ceprudikari sxocti, TTokazHUK KOHTPONOCTLCS NIPH BUYCKY Ha KoxHitt 10-it cepil; nin vac 8u

CTAGITLHOCT TIOKA3HUK KOHTPONIOETHES Ha TIOUaTKY Ta B KiHl TepMiHy 3bepiranns.

1M st THTBCPIDKYIO, UIO CEKTPOHHO-3rCHEPOBaHHI cepTHdikar aHanizy ¢ LiHCHHM Ta BUIIYCK cepii 103BONCHIH BIATIOBIAAIBHIM

NPOBI3OPOM.

(Bilmoumam,nnﬁ [1poBI3oOp IMaﬁKJI ArTia l Bunyck _ [Mianuc

131002401224 |

BCI TIPABA 3AXMILEHI DEXXON/DEXCEL

BUCHHA



Jlororun womnanii
Jexcens JITa syn. Hekcen, |, Op-Axisa 3060000, I3paie. Ten.: 972-4636-4050; dakc: 972-4636-4004

Kondigeuiiina inopmais

(1121173032-13/06/23) CEPTU®IKAT BIIIOBIIHOCTI Tura: 1310724
Buannii: Jekeens JTta, syn. lexeens 1, Op-Axisa 3060000, I3paink. Ref.: 41398
TMepesipennii: Oexeens JIa, Byt Jlekeenn 1, Op-Axisa 3060000, I3painb.

HA3BA MPOAYKTY : Hikopenn®, Tabaerin no 20 mr NoGO (10x6) y Gaicrepax

HA3BA HOKYTNIUS :  ACIHO ®APMA AT JIAROPATOPHMI HOMEP :  D00388342
HOMEP CEPIT 1 2406137 IATA AHAJIIZY < 26/09/2024
HOMEP CEPIi IEKCEJIst ; 2406137 JATA BUTOTOBJIEHHS  : 09.2024
CHJIA JTi, AKTHBHICTD: oftia TabaeTica MicTiTh 20 Mr HiKOpaHauny TEPMIH IIPHIATHOCTL . 03.2026
HOMEP PECCTPALUIIONO MOCBIAMEHHSE UA/17691/01/02 PO3IMIP CEPTY ¢ 1,429,000
PO3MIP CEPIT
(B YITAKOBKAX) © 23816

LM 5t EATBEPAAKYIO, L0 BHIICBKA3AHA jiopMais € TOCTOBIPHOIO i TOUHOIO, Ilana cepist BUTOTOBJICHA, BKIIOUAIOH TaKyBaHHs/MapkyBaHHs Ta KOHTPOIb
axocri B Jlekcens JIta, Op-Akisa, I3painb y noBHiil Bimmosignocti 3 BumoraMn GMP, BUMOraMH JIOKANLHHX Konrpomoiounx Opranis, a Takox 3i
cniennikanismMu  Peectpauiiinoro nocke kpainn-iMrnioptepa. Tlporoxonu BHpPODHHITBA, MAKyBaHHsA Ta ananizy Oynu repersisuyTi i BCTANOBICHO
sianosignicrs GMP. ‘

HOMEP JIIEH3IT BUPOBHUKA (MIA): 1/2020A

LM 51 TATBEPIKYIO, UI0 ENICKTPOHHO-3TCHCPOBARHH cepTrixaT aHaNisy € AIHCHHM Ta BATYCK cepii 103BONCHAI BiAMOBIAANBEHIM
TIPOBI3OPOM.

Eiunoninanbmm 1poBI30p |Maih<n Attia | Bunycx  igmic 13/10/2024 01:24 J

BCITIPABA 3AXHIIEHI DEXXON/DEXCEL




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

CONFIDENTIAL INFORMATION

CERTIFICATE OF ANALYSIS Date: 13710724

Ref.: 41395

(1121173032-13/06/23)

Issued by 1 Dexceel Ltd., | Dexcel Street Or-Akiva,3060000, Isracl.
Tested by : Dexcel Ltd., | Dexcel Street Or-Akiva, 3060000, Isracl.

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

CUSTOMER NAME ACINO PHARMA AG LABNO. D00388342
BATCHNO 2406137 DATE OF ANALYSIS 26/02/2024
DEXCEL BATCH NO 2406137 MANUFACTURE DATE Sep-2024
CLAIM 20 myg Nicorandil per tablet EXPIRY DATE Mar-2026
MARKETING .
AUTHORIZATION Ne T UA/17691/01/02 BATCH SIZE 1,429,000
BATCH SIZE (in packs) 23816
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 160- 210 mg 200 mg
AVERAGE CONTENT 95-105% 100.4 %
DIAMETER* 7.9 -8.3 mm 8.0 mm

UNIFORMITY OF DOSAGE UNITS - CONTENT
UNIFORMITY*

Acc, to Ph. Eur.

Conforms to L1, AV=4.7"

BREAKABILITY Acc. to Ph. Eur. "Tablets" Conforms
WATER CONTENT NM.T.2% 0.48 %
DISSOLUTION App.2 (paddle), 50 rpm
Medium: 900 ml, 0.1 N HCL
99 %

AFTER 15 MIN

N.L.T. 80 % (Q)

RELATED SUBSTANCES

By HPLC

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 Michacl Attia

Relcase

Signature

13/10/2024 01:24

ALL RIGHTS RESERVED TO DEXXON/DEXCEL
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1 Dexcel str., Or Akiva 3060000, Israel Tel: 972-4636-4050 Fax: 972-4636-4004

CONFIDENTIAL INFORMATION

(IR CERTIFICATE OF ANALYSIS s

X Ref. : 41395
[ssued by : Dexcel Ltd., 1 Dexcel Street Or-Akiva, 3060000, Israel.
Tested by : Dexcel Ltd., | Dexcel Street Or-Akiva, 3060000, Isracl.

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

CUSTOMER NAME : ACINO PHARMA AG LLAB NO. ¢ D0038R342
BATCH NO + 2406137 DATE OF ANALYSIS H 26/09/2024
DEXCEL BATCH NO . 2406137 MANUFACTURE DATE 3 Sep-2024
CLAIM o 20mg Nicorandil per tablet EXPIRY DATE H Mar-2026
MARKETING . 5 BATCH SIZE : 1,429,000

UANT691/01/02

AU’I’?IORIZA:”ON Ne BATCH SIZE (in packs) 23810
TEST PERFORMED SPECIFICATION RESULTS

METHYL NICOTINATE (IMP A) N.M.T. 0.2 % <0.02%
2-HYDROXY ETHYL NICOTINAMIDE (IMP B) NM.T. 0.2 % <0.02%
NICOTINIC ACID (IMP C) N.M.T. 0.2 % <0.02%
2-AMINOETHYL-NICOTINAMIDE NITRATE NM.T. 0.2 % <0.02%
(IMP D)
2-3-PYRIDYL)-2-OXAZOLINE (IMP E) NM.T.02% <RL
ANY UNKNOWN INDIVIDUAL IMPURITY NM.T.0.2 % <0.02%
TOTAL IMPURITIES NM.T. 1.0 % <RL
MICROBIOLOGICAL TEST** Acc. To Ph. Eur.

TOTAL AEROBIC MICROBIAL COUNT NMT 1000 cfu/g Conforms

TOTAL COMBINED YEASTS AND MOULDS NMT 100 cfu / g Conforms

& COLI Absent/ g Absent

* 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 every [0 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 gencrated certificate of analysis is authentic and that batch relcase has been authorised by the k
responsible pharmacist

Responsible Pharmacist Michael Attia Release T 13/10/2024 01:24
:/’ £ O
Signature

Page 2 of 3
ALL RIGHTS RESERVED TO DEXXON/DEXCEL



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

CONFIDENTIAL INFORMATION

U CERTIFICATE OF CONFORMANCE Dofe Bl

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

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

CUSTOMER NAME : ACINO PHARMA AG LAB NO. 1 D00388342
BATCH NO Y 9406137 DATE OF ANALYSIS T 26/09/2024
DEXCEL BATCH NO L 2406137 m\TNélFACTURE . Sep-2024
CLAIM ;20 mg Nicorandil per tablet EXPIRY DATE : Mar-2026
MARKETING i BATCH SIZE ;1,429,000

AUTHORIZATION N UANT691/01/02

BATCIH SIZE (in packs) ;23816

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 cGMP 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 Michael Attia Release | Signaturc 13/10/2024 01:24
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