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JEPKABHA CJIVIKBA 3 JITKAPCHKUX 3ACOBIB TA KOHTPOTIO 3A
HAPKOTUKAMM Y KUIBCBKIHU OBJIACTI
npos. Criraranol Haul, 3, M Kuis, 02099, rea/dakc: (044) 363-06-50
E-mail: dls.kotedls.gov.ua, Koa CAPTIOY 37078774

BUCHOBOK
Npo SIKICTL BBE3€HOI0 B YKpaiHy JMiKapcLKoro 3acody

19.10.2023 Ne 50778/23/10

_HIKOPEJL®
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rTadjaerku 1o 20 mr, no 10 radiaeror y 6aicrepi; no 6 Guicrepis B kKapronuiil nayui
(hopaa BITYCKY, JOZYBRHHS, BIM ITAKYBARHS JIRAPCHKOIO 30c06Y)

Hamep peccrpauifivoro nocesindenns UA/17691/01/02 erpox uii peccrpauiitnoro nocsizgenns 17.10.2024
Cepis sikapebroro sacofy Ne 2305172 Kinnkicts speseroro sikapeskoro sacoby |14

PIIpODHHK _elexeenn JITa, [3painb e
(HATIMCHYRAFHSA BHPOOHMKA JiKapChROro 3acoly, KpalHa NOXOHCHANA )

Baesero n Ypainy Tosapucrso 3 odmexenoto sianosipanbuicrio "ACIHO YKPATHA",
iperrr. ko 42274733

(HalftmerysarHy Ta ko 3a € IPTIOY mpnmumm 0CoOH ;160 pizBAILE, IM}I 10 GaTEKOB! tpunnmn
OCOOH « MM PHEAIS, TT MICILe TIPOXHBAHNA Ta peecTpatliiiniii HoMep 0BMIKOBOT KAPTRH NIATHHKA
NOAATKIB a00 CSpis Ta HOMEp TacnopTa)

Mpororoa sisyankioro koutpomio gix 18.10.2023 N 3260/21.
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Jlororun komiauii
Aewcean JIv sy Jlekeens, 1, Op-Axisa 3060000, fspaini. Ten.: 972-4636-4050; hare: 97246364004

Koudizeuiitna urhopaaigis

| "1'1_)?1";. : 'rwl'-l If;f
(F121173032-1306/23) CEPTH®MIKAT AHAJII3) Raras 30008723

Bivamiis Mlexeens JTra, pyn Jekeeas |, Op-Akisa 3060000, Ispaiis. Rel,: 309068

Mlepenipenuii: Dexcean Jtea, nya, ekeenn [, Op-Agisa 3060000, Tspaiis.

HAZBA TPOIYETY o Hikopeas®, 1adavrku 150 20 My N6 (10%6) v Oalevepay

HAZBA NORYIILE ; ACIHO DAPMA A JABOPATOPHHA HOMEP © D096

HOMEP CEVI ¢ 2305172 JATA AHATIY 240872023
HOMEP CEPH JEKCEAN « 2303172 JATA BUTOTORBAEHHS 082023

CHAA U, ARTHBHICTB: ojun tafinetka Miceits 20 s icopaniny TEPMIN HPMAANTHOCTT ¢ 02,2025

HOMEP PECCTPAINTIHOIO TTOCBIAMEHRS: UAZ176917/0 (/02 POIMIP CEPTE v 1,429,000
POIMIP CEPIT -
(BYIHAKOBKAX) 0 23816

TECTH ~ B CHELM®IKALLSI L PE3VALTATH

OTTHC Kpyrni tabneris $isoro-ado Maibke Bistoro Boiosiiaac
KOALOPY 3 PHEKOIO Hil OXHIT CTOPOHIT Ta
TpasipyBantaM «20» Ha i CTopoHi,

—

LUEHTHOTICALLA™ BEPX Binnogixas

AL HTHIOTKALLTS# Y Bianoniace

CEPEIMHA MACA 190 - 210 mr 200 mr

KUTBKICHWTI BMICT 05 . 105 W 100.4 %

JUAMETP* 7.9 - 8.3 M SRVEEY

QAHMOPLEHICTE AOZOBAHMX OIMHHLUL- Y BLIOBLIHOCTT 3 BumoranM i Esp. dapu. Bonorigae 1o LT AV=68
QAHOPLIHICTL BMICTY#

PO UHEI S Y oRmosianoeTy s.auMoraMi Cnp, dapm. Binnonsiiace
«TadaeTrim -

Tk TR il

BMICT BOJLM < 2 % C0.80 %

POSMHHEMES Tpizaz 2 Gronari), S0 06./xx.
Cepejontiniie posannerng: 200 su, O F H HCL

HEPEZ 15 XB IHe semre mnine 80 % (Q) 98 %4

”,ii NS i.j’l"f*lﬁiﬁp’}l'[,"}K'}"'I"i')', 1HO {’ij"ﬂf‘iWiﬁﬁ()'l;'l"'i"i"{gj*?fﬁ'I'“'("i'!""'l'Q[ﬁfﬂfiﬁi'i@lﬁ_’ l:(i*[fl‘f-i'(l.l (AT :iliﬂlll"p}’(‘;llﬁ CHHM T8 18 l"'f'f'l?c}i{'ﬁf:@}"? {1 HOSRON CHWH B l'lil OR i.}.;i"‘éi'.'ffl'"fi'l:'{'l""l"l‘é'l '_
Ipo B130 DOM. s ———

[ Bianosigaasunil nporizop | [lrrep Bir

Mirep Bir-pianosiaansuuit nposizop YO 26-09-2023 [MTinnuc

BCTTIPARA 3AXMLLEM DEXXONDEXCEL
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Jtororan komunanii
Hexcean JTvn syn. flekcenn, T, Op-Axisa 3060000, Ispains, Tem: 972-4636-4050; dare: 972-4636-4004

Kondigeuiiiva indopaaris

(121173032-1306/23) CEPTH®MIKAT AIAJII3Y Twra: 30/08723
Bigtarnit Jekeear Jhva, ava. Hekcens 1, Op-Axina 3060000, [3pains., Rete 39068
[Tepenipenuiic Hewcean JTra, gva, Jekeeas 1, Op-Axira 3060000, [3paiusn.

- HABRATIPOIAVKTY @ Hikopean®; tadaceriu no 20 a5 Ne60 (10x6) ¥ Gaicrepax
HABBA TIOKYTI &+ ACIHO GAPMA A@ NABOPATOPHITHOMEP ¢ 100369226

C HOMEP CEPIT 2305172 JATA ATHAJDY i 2R/A0872023

HOMEP CEPIVIEKCESS ¢+ 2305172 | JATA BHTOTOBJAEHHS 1 08§.2023
CHAA T AKTHBIHCTb: 0t Tadietka sMicrirs 20 s #ikopany TEPMINEIPHAATHOCTT ¢ 022028

CHOMEP PECCTPALUHNIONO NOCBUIMMENN UAZLTEY1/01,07 POIMIF CEPY v 1,429,000
POIMIP CEPIT
(B YIIAKOBK: \\) : 23816

TECTH | - CHELIHOIKALLTA | PE3YIILTATH

| CYITPOBIZHT JOMILIKH: BEPX
o - w3 txn R '_)D,h
METIUT HIKOTHMAT (JIOMILIKA A) =02 0.02
b 502 % 0,02 %
2-TTAPOKCH ETHIT HIKOTHHAMIIL (ZIOMIILKA B)
HIKOTHHOBA-KHCIOTA (JIOMIULIKA C) < 0,2 % < (,02%
2 AMIHOETH-HIKOTHHAMIIL-HITPAT £02% <0,02 %
CLOMITITKA. T
2<(3-THPHU AV 2-OKCAZOATH (JIOMILUITIKA Ty -

LY Ab=SIKA HEBLIOMAN THAMBUIY AJIBHA
. - “ 0,02 Y%
JLONTHLIKA

CYMAJOMIIITOKR A
0,1%

ST i i i - nbofl Ruldhofaplntoateat g P PP TR PP TR T OV PUET TR TTUTT TATE T PRPPITY - . . y FPEprrrTL PP FE TP O T P R T TP TP TT AT TP TT TR T T TR T T TP T TV PFPPPFPPPLP e

MIKPOEIOAOTTYHA YHCTOT A% Y BLOTORIABOCTT 3 BUMO] M C up hapm,
p— Bianosigae

BATAJBHE UHCHO AEPOBHIX MIKPOOPTAHIIMIB |« 1000 Ky O/t 22500 D ' P
(TAMC)

IAIASIBHE YHCHO JPDKDKOBHXTA TUHCEHERIX Bixnosizxae
IPHUBIB (TYMCQ)
e BiacyruicTs
. COLI

“|[okazinngs ne mmlpmumml-.t_ﬂ B 1AC BIBHANEHES CTABIBHOCTT N\
**Tr_u He pvnnnnm T MOWE m TH B Lwnm«f Y u,pnfuhman mcm.n l!mmuu

LLAAS 3 T BEPABKYIO, 11O EARKTPONTO-TICHEPOBARII CepTH(IaT aHaiiay ¢ JITCHAM T8 BANYCK CePIT JIO3RONCHUIT BIAMORIIATLHIIM
[IPOBLIOPOM,

{ Biamoniwsmnail nposizop [Tirep Bir I'Bu*rrymr._ | f - 300872023 05:13
Trrep Bre-sumosigansunll nposizop YO 26-09-2023 ITixnwue
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JOroTHIT KoMTanil
Jexkceaws JI1g Bydl, Jlekeens, 1, Op-Akisa 3060000, 13paiis, T 972-4636-4030; Gake: 972-4636-4004.

~ Kondigeniima ndiopsaigin

(11211730321 3/06/23) CEPTHDIKAT BIATTOBIAHOCTI Saras 3600823
Buaamudy: dekeenn T, syn Hekeenn 1, Op«Axina 3060000, [3paian, Refs 39068

Mepesipennii: lexeean JTra, nya. Jekeenn 1, Op-Akina 3060000, Ispaiis,

HARBA TPOAVRTY & Hikopean®, vasaetwn 1o 20 Mr Ne6( (10X6) ¥ Gaictrepay

HAIBA MOKYTHUT & ACTHO MAPMA AL JNABOPATOPHHA HOMEP. +  D0O0I69Y33
HOMEP CEPIT 23051072 HANTA AHAIRY T 2870872023
HOMEP CEPITAEKCENRS = 2305172 HATA BUTOTOBAENHS + 08.2023
CHAA UL AKTHBINCTE  oaya Tadierss MicTiers 20 sir HIKOPAmiusy TEPMIH HPHAATHOCTL  + 022023
HOMEP PECCTPAMHHOFO NOCBIAMEHIA UAITGEO 120102 POIMIP CEP T 1.429.000
POIMIP CEPN |
(B YOAKOBKAX) o 23 8(60

Ll s nisorsepsoeyio, 1o sanesrazana ingopsaitis ¢ noctoiproio i Tounoo. [lana cepis BUFOTORICHA, BRIOUAIONH TAKYRAHHI/MAPKYBATIHA T4 KOHTPO b
aroctt w Jekcens Jitn, Op-Axisa, [3painn Y OBHI BANORIAHOCTI 4 mrmoramit GMP, BHMOraMH JIOKATLRIX KOposioounx Opratisg, @ Takom 1
cretmdikauisyn Pecerpaniiinore gocne Kpainu-imooptepa, IlpoToronn BUpOSHMITRA, NAKYBRARKS Ta AHLIAY OVIAH NCPEFAANYTI | BCTAHORACHO.
BLoBIEICTE GMP,

HOMEP JTILEH3I BHPOBHHKA (MIA): 1/2020A

(1POBIZOPOML,

Bianositanennii nposisop ll“l rep Bir l Bunycx : J0/0872023 05113
Itrrep Bir-pianosigansnuii nposizop YO 26-09-2023 [Timac

BCTIIPABA BAXHIEHT DEXXONDEXCEL
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CONFIDENTIAL INFORMATION

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

(E12H173032-1.3406523)

[ssued by
Tested by

PRODUCT NAME

CUSTOMER NAME ACING PHARMA A

BATCH NO 2305493

DEXCEL BATCH NGO 2305172

CLAIM 20 mg Nicorandif per wablet
MARKETING

AUTHORIZATION No SUATT69 10102

TEST PERFORMED

NICOREL 20MG TABLETS

Dexee] Lrd..
 Dexeel Tad.,

> Neo6l) (10X6) IN BLISTERS

FPTTPFIWET FRPFF TR F T IF FAT AT

SPECIFICATION

PP PTIT TP T T T I T TN TR T R T FPFTE FPT T VIE PR TPV I

b Dexcel Street Or-AKiva, 3060000, istacl,
| Deaxcel Street Or-Akiva, 3060000, Israel,

LAB NO,

DATE QOF ANALYSIS

MANUFACTURE DATE

EXPIRY DATE

BATCH SIZE

Datrer  MHURAL
Refi o I900R

C DO0AEY 226
2ROR2023
Aug-2023

Fels-2028

1,429.000

CBATCH SIZE (I packsy : 23i8la

DESCRIPTION

White to off white, round
tablets, scored on one side
and engraved with 20"

~on the other side.

YT T

RELATED SUBSTANCES

By HPLC

_ " ByHPLC
IDENTIFICATION* Conforms.
Byov
[DENTIFICATIONF Conforms
AVERAGE WEIGHT 190- 210 myg 200 my
AVERAGE CONTENT 05 - 1059 {00.4
INAMETER* 7.9-8.3mm 8.0 mm
UNTFORMITY OF DOSAGE UNITS - CONTIENT Acc. to Ph. Ew Conforms (0 L1, AV=06.5
UNIE (}RMI Iy* T
BREAKARBILITY Ace. (o Ph. Bur, "Tablerg” Conforms
WATER CONTENT N.MT, 2% (3.80 %4
EHSSOLUTION App.2 (paddle), 30 rpm
Medium: 900 mi, 0.1 N FCL.
AFTER [SMIN o NLT, 80 % Q) 8t

Fhereby certity that this electronically gencrated certificate of analysis is authentic and that batch release has been authorised by the

responsible pharmacist

7
¥
#

jl.f
’i

Farp - q " el Bl el el ol el

l"um \’n

Respansible Pharmacist

IRLIC:}S{I

Signaturg.....-

Peter Vit — Rcspan il PaTmacist QP *’?(3 09-2023

:‘"

) CALL Rl(;ﬂl

{’ Page | ool 2
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CONFIDENTIAL INFORMATION

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

PRODUCT NAME
CUSTOMER NAME

BATCH NO

CDENCEL BATCOH NO
Cl.ATM

L OMARKETING
COAUTHORIZATTON N

--------------------------

(P12 073632-13406/23)

Issued by

sDexcel L.,
Trexee! Lad..

Tested by

ACINO PHARMA AG
2305172
2305172
f 20 mg Nworandit per tablet

VAL 701450

TEST PERFORMIED

CF RTIFICATE OF ANALYSIS

I Dexeel Streer Or-Akiva, 3060000, Istacl.
i Dexcel Srect. Or«Akiva, 3060000, Jsracl.

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

SPECIHFICATION

LAB NO.

DATE OF ANALYSIS

MANUFACTURE DATE

EXPIRY DATE

BATCHE SIZ1E

BATCH SUZE (i packs)

Darte:
Ref, :

0408423

RIS

DO3I692206

2NARE2023

Aug-2023

Feb-2023

1,429,000

NFFd ARl b Fddb b rda B B nn g s s A IR RN RN AN NN VRN RN R TS dnEEd

RESULTS

23816

METHY L NICOTINATE (IMP A)

2:HYDROXY ETHYL NICOTINAMIDE (IMP B)

NICOTINIC ACID (JMP ()

22AMINOETHYL-NICOTINAMIDE NITRATE
(IMP D)

2-(3-PYRIDYL)-2-OXAZOLINE (IMP £}
ANY UNKNOWN INDIVIDUAL IMPURITY

TOTAL IMPURITIE ‘-:

NM.T 02 %

NMT. 0.2 %
NMT, 0.2 %

f‘\’ M. T,

NMT. 0.2 %
N.M.T, 0.2 %

NUMLT

(1.2 {xn_

1.0 %

<

5

0.

<0.02%

<0.02%

<{002%,

“0.02%

1%

1%

MICROBIOLOGICAL TEST*
TOTAL AEROBIC MICROBIAL COUNT

TOTAL COMBINED YEASTS AND MOULDS

ke COLI

NMT 1000 ¢fu / g

Acc.

To Ph Fur.

NMT 100 cfu / ¢

Absent/ g

¢

anforms

Conformg

Absem

* These tests are not tested at stability.

“* The testis not routine and may not be included in the eertificate of analysis. At release this test is per #m'm(,d cvery 1™ batch: at

stability this test is performed at the beginning and end of shelf life and at end of stability program.

Peter Vit — Responsible Pharmacist - QP 26-09-2023

LR -‘.f."
S

‘-ff-*

[ hereby eertily that this ckclmnmall) generated cerlificate nf amf

responsible |1hdImdlel

p f
-."/

é

!

e

1 Responsible I’harnmcm T

Peter Vit ,,
. . . . _.-r"{(lf

-
‘.1"«-.

!;..’

e

Rcieuqc

Signature

S0/08/2023 03:13

Ts
|

¥
-
b,

WA L e md g o

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

CONFIDENTIAL INFORMATION

3 Ref. ¢ Y9068

lssued by: Dexeel Lid., 1 Dexcel St Qr-Akiva 3060000, Tsrael,
Tested by: Dexcel Lid., 1 Dexeet St Or-Akiva 3060000, tsracl.

- PRODUCT NAME O NICOREL 20 MG TABLETS Ne 60 (10X6) IN BLISTERS
CCUSTOMER NAME 1 ACINO PHARMA AG LABNO, c 0369326
BATCH NGO 5305177 DATE OF ANALYSIS OARASI2023

DENCELBATCHNO f sy MANUFACTURF, sAug-2023
E. 2305172 DATE )

 CLAIM 0 20mg Nicorandit per tablet EXPIRY DATE T Febe2025

LOMARKETING ._ BATCH SIZE 11,429,000
AUTHORIZATION Ny '

- b

A 76910802

iy

g

BATCH SBIZE Go packs) 7 23.916

e L A AR L Al AT L LT SR b Rl b b o AR AL AL L by i g ot s o B i i i R S, L i L] e e L B o b AL R A P oo i A R A R A LA R A ol e S A Y R0 o AR AL B, b £ o, o B S S ki K £ oy, e s 0 Al L g L e B e s e 8 P 13, by ko g i o,y L R B 8, b8 8 LR i e e

Fhereby certify that the above information is authentic and accurate. This bateh of product has been manufactured, inclhud g
packaging/labelling and quality control at Dexcel Limited. Or Akiva, Israel in tfull compliance with the ¢cGMP requirements
of the local Regulatory Authovity and with the specifications of the refevant product Marketing Authorization of the
mporting country, The batch processing, packaging and analysis records were reviewed and found to be in compliance with
GMP.

Manuthcturing License (MIA): 172020/A

wwr A ALy AR et b e A AR

Peter Vit — Responsible Pharmacist = QP 2 6-09-2023

’.',.v"" -j

a P
_—
L
Lt
-

y e

[ hereby certify that this clectronically gencrated certificate T analysis is authentic and that batch release has been RO M s&

r.i'"""'f'"?)"
W

by the responsible pharmagigr -

- . Loy . . L

{Responsible Pharmacist

Peter Vit Release | Sighatne 30082023 05:13
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