JNEPKABHA CJIY/KBA 3 JIIKAPCHKHX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTHKAMU Y KHIBCHKIU OBJACTI

npos. CBITIMYHOI Hapii, 3, m.Kuis, 02099, Ten/¢axc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kon €[IPIIOY 37078774

BHUCHOBOK
npo sIKiCTb BBE3CHOI0 B Vkpainy JiKapcbKOro 3aco0y

09.02.2024 Ne 3935/24/10

EPIJOH®

(HalMeryBaHHs IKapCLKOTO 3aco0y 3riano 3 peecTpaiiituM TIOCBIAMEHHSM)
Ta6JeTKM BKPHTI IIIBKOBOIO 000I0HKOI0, 110 4 mr; nio 10 Tabaerok y Guictepi; mo 6 Gaicrepin
y KapTOHHiH mavui

(popma BHITYCKY, 103YBaHHS, BULL MaKyBAHIA sikapcsKkoro 3acoly)

HoMep peecTpaliiiiHoro nocsia4eHHs UA/17620/01/02 ctpox aif peecTpaniiiHoro nociaueHHs 30.08.2024

Cepis nikapebkoro 3acoby Ne 2211121-3 KinbkicTs BBe3eHOrO Jikapcbkoro sacoby 4006
BupoGHUK Hexcens JITn., I3paiib
(HalMeHyBanHa BUpobHKKa JiKapchKoro 3acoBy, KpaiHa [OXOIKEHHS )
BseseHo B Ykpainy ToBapuCTBO 3 00MEKEHOIO pinnosigansuictio 'ACIHO YKPAIHA",
inent. kon: 42274733

(HaliMeHyBaHHs Ta KO 33 € JIPTIOY 1opuantnoi ocobu abo npissuile, iM's, 00 Garbkosi (iznuHol
0coBH - MAnpHeML, T Micue NPOKUBAHNS Ta peecrpauiinuii Homep 0061iKOBOT KapTKH TIJIATHHKA
nojaTkie abo cepis Ta HoMep nacnopTa)

TpoTOKO Bi3yalbHOr0 KOHTPOJIIO Bilt 07.02.2024 N2 0275/4.

3a pesyibTaTaMH ACPHKABHOTO KOHTPOIO  BCTAHOBJICHO, MO nikapcbkuit  3aci6 BBeseHo B VKpaiHy 3

NOTPHMAHHAM BMMOT 33KOHOAABCTEA LIOAO saGesrieueHns AKOCTI JikapChbKuX 3aC00iB.

hnnka LYY, ACPIRABIOTO

B.o/ nava
esenux B Yrpainy

HaIJIAY 30 AKICT
nixkapCeRiy 3acobil

fpun THanasad

RTTIRE S R LI

(nocaiona ocoba opiany SR 0T 0 ROHIPOINO)

e . 5 q /%i ﬂz%@@%@
ke oso (P




Jlorornn KoMuaHii

HMexcens JITa, syn. Jlexcens, 1, Op-Axisa 3060000, Ispaine, Tex.: 972-4636-4050; daxc: 972-4636-4004

Kondineuiiina indopmartis

(1171590075-20/01/21)

HA3BA IIPOAYKTY
HA3BA KJICHTA
HOMEP CEPIi

HOMEP CEPIi AEKCEJISI

CWJIA J1i, AKTHBHICTD

HOMEP PECCTPALIIHOIO MOCBIAYEHHA UA/17620/01/02

CEPTH®IKAT AHAJI3Y s 0905723
Bupano: [lekcens JIta, yn. Jexcens I, Op-Akisa 3060000, I3painek. Ref.: 38378
IMpoTecrorano: Jekcens JITa, Byn. Jlexcens 1, Op-Akisa 3060000, 13pains.
EPIJIOH®, TabierTkn, BKPUTI NJIiBKOBOIO oGononkoio no 4 mr Ne60 (10x6) B Gaicrepax
ACIHO ®APMA AT JIABOPATOPHHI HOMEP :  D00357866
2211121-3 JATA AHAJIZY : 30/03/2023
2211121-3 AATA BUT'OTOBJIEHHS . 11.2022

onua Tabaerka MICTHTL 4 MI PUCTIEPHIIOHY

TEPMIH MPUJATHOCTE 11.2026

PO3MIP CEPI{ ¢ 270,000

PO3MIP CEPIi(B YIIAKOBKAX) : 9,000

BHKOHAHI AHAJII3U

CHENM®IKALIT

PE3YJILTATH

Bini Tabnerxu kancyonoaibuoi gopmu,

OM1C BKPUTI TL1iBKOBOIO 0OOIOHKOIO Bianosizac
IAEHTHUOIKALA Pucnepuaon — BEPX Bianoeinae
IAEHTUDIKALLLS Pucniepuion — Y® Bixnosimae
IIEHTURIKALIA TUTARY HOIOKCHUaY Ximiuna peakuis Bianosixae
CEPEIHS MACA 259 -317 mMr 288 mr
KUIbKICHWH BMICT BEPX

3.80 - 4.20 mr/ratn.

3.96 mr/raban.

OJIHOPIJHICTb JO30BAHHMX OJANHUILID Y pignosigHocti 1o Bumor €sp. ®apm. Biarnosijlae
2.9.40 (AV<15,0)
BTPATA B MACI ITPH BUCYITYBAHHI He 6inpe uixk 5.0 % 3.1%
TOBILMHA TABJETKH 43 -4.7 MM 4.4 mm
PO3YMHEHHA Tpunax 2 (nonari), 50 06./xB.
Cepena mis posunHeHHs: 900 mi,
0.1 N HCL
HEPE3 30 XB He menme Hix 75 % (Q) 93 %

CYTTYTHI JIOMILLIKH:

9-I' IPOKCU-PUCTIEPHUIOH (IMP. C)

BEPX

He 6inbiue Hixk 0.2 %

< RL (Reporting Limit) / Mexa
3BiTHOCTI

LIMM 31 3CBIAUYIO, 10 CNCKTPOHHO-3reHCPOBAHMH ceprudirar ananisy € nidcnam ta

[POBIZOPOM.

BHITyCK cepil H03BOJCHHUH BiANOBIAANBHAM

BianosinansHuit mposizop

Maiixn ATTist

Bunyck Tipnmc: i anuc

09/05/2023

Crop.133

BCI ITPABA 3AXMILEHI DEXXON/DEXCEL




Jlorornn xomnauii

Hexcenn JIta, syn. Jdekceis, 1, Op-Axisa 3060000, Iapains. Ten.: 972-4636-4050; Gaxc: 972-4636-4004

Kondineuiina inopmais

(1171590075-20/01/21) CEPTHU®IKAT AHAJI3Y

Nata:  09/05/23

Bunano: [lexcens Jltz, Byn. [lexcens 1, Op-Axisa 3060000, I3pains. Ref.: 38378
TMporecroano: [lekcens Jra, sy, fexcens 1, Op-Axisa 3060000, 13pains.

HA3BA TIPOJLYKTY ¢ EPLIOH®, Tabaericn, BRpuTi M1iBKkoB010 00010HK0I0 N0 4 mr Ne60 (10x6) B Giricrepax

HA3BA ICTICHTA . ACIHO ®APMA Al ﬂABOPATOPH”ﬂ HOMEP D00357864
HOMEP CEPI{ o 2211121-3 JATA AHAJI3Y . 30/03/2023
HOMEP CEPIi JEKCEJISI . 22111213 JATA BUI'OTOBJIEHHS B 11.2022
CHJIA ALY, AKTUBHICTDh R onya Tabnerka MicTHTb 4 MI PUCIIEPHAOHY TEPMIH INPUIATHOCTI 11.2026

HOMEP PECCTPALIIHOTO MOCBIAYMEHHS] UA/17620/01/02

PO3MIP CEPIT ;270,000

PO3MIP CEPII(B YIIAKOBKAX) : 9,000

BHKOHAHI AHAJII3H

CIHEIMPIKALL PE3YJILTATH

PUCTIEPHIOHY N-OKCUJL
BY [ib-SIKA HEBIJIOMA IHAMBIAY AJIbHA

JOMIUIKA

He 6inbiue nixk 0.5 % 0.1 %

< RL (Reporting Limit) / Mexa

He Ginbiue nik 0.2 % 3BITHOCTI

< RL (Reporting Limit) / Mexa

. . 3BiTHOCTI

CYMA HEBIJIOMHX JOMILIOK He Ginbwe uix 0.5 %

Y BinnosizHocTi 10 BuMor €sp.dapm.
MIKPOBIOJIOTTYHA YUCTOTA Jlnst koxHol gecsirol cepii aGo

npuHadivui Ha ojHii cepii B piK
3ATAJIbHE UACJIO AEPOBHUX MIKPOOPTAHI3MIB q
(TAMC) He Ginbie nixk 10° KYO /r © MPOROAMAOCE
3ATAJIBHE YUCJIO JPDKIXKOBUX TA
[JICEHEBUX TPHBIB (TYMC) He 6inpue Hix 102 KYO/r He ripoBoauocs
E. COLI BigcyTHiCTB/T He npoBoannock

Liis § 3aCBLAYIO, 1O ENEKTPOHHO-3reHEPOBAHHHA ceprudikar anasizy ¢ AIHCHAM Ta BUIYCK cepil /03BOJICHHH BIAMOBIAANBHUM

[IPOBI3OPOM.

Bijnosigansuuii nposizop Maitkn ATris

Bumnyck [Tipnuc: nianue 09/05/2023

Crop.233

BCI NPABA 3AXMILEH] DEXXON/DEXCEL




JloroTnn kKomnaHiy

Jdexcenan JITn, syn. [excens, 1, Op-Axina 3060000, I3pains, Ten.: 972-4636-4050; Gaxc: 972-4636-4004

Kondineuitua indopmanis

(1171590075-20/01/21)

HA3BA NPOAYKTY

CEPTUPIKAT BINNOBITHOCTI

Bunano: Jexcens Jita, syn. dexcens 1, Op-Axisa 3060000, 13paib.
IMpotecrosano: Jexcens Jita, By Jlexcens 1, Op-Axisa 3060000, [3pains.

EPLLOH®, TabaeTk, BKPUTI IIIBROBOIO o6onoHKkolo no 4 mr Ne60 (10x6) B Oicrepax

HA3BA KMEHTA ACIHO ®APMA A JIABOPATOPHHI1 HOMEP :
HOMEP CEPTi 2211121-3 JIATA AHAJII3Y

HOMEP CEPIi JEKCEJISI 2211121-3 JIATA BUTOTOBJIEHHS
CHJIA I, AKTUBHICTD oflHa Tabneria MicTHTh 4 MI PHCHICPHAOHY TEPMIH NMPUIATHOCTI
HOMEP PEECTPALIITHOIO MOCBIUEHHSL, UA/17620/01/02 PO3MIP CEPII

Hara:  09/05/23
Ref.: 38378

D00357866

30/03/2023
11.2022

11.2026

270,000

PO3MIP CEPI(B YITAKOBKAX) : 9,000

LLnM st HHATBEPIKYIO, WO BUILIEBKasana indopmallis € 0CTOBIPHOIO | TOUHOIO. Jlakna Cepisi BUrOTOBNCHA, BKJIOAIOTH YHAKOBKY / MapKyBaHHs
ra  ourposk skocti B dexcens Jira, Op-Akisa, [3paints y OBHIN BIAMOBIAHOCT] 10 BUMOT GMP, umor sioxaibHnX KOHTPOHO0HHX Opranis, a
rakov 3 cnemmdikauismu Peectpauiiinoro locke kpafuu-immoprepa. TIpoTokosu BUPOOHHMLITBA, YIIAKOBKH Ta ananisy Gynu nepermaHyTi Ta
peTaHoBAEHO Bianosiaxicts GMP.

HOMEP JILEH3IT BHPOBHHKA (MIA): 1/22020/A

[lnM s 3aCBIJIUYIO, 1O CHEKTPO
nPOBI30POM.

HHO-3relepoBanui ceprudikat ananisy € JiICHMM Ta BUNYcK cepil N03BOJICHHHA BlanoBigaLHUM

|Biﬂﬂ08iﬂaﬂbl-ml7] nposizop

lMaiilcn Atrist lBHl’IyCK [Tianvic: i gnuc 09/05/2023

DEX_COA Infor Ver :2.0

Crop.333

BCI ITPABA 3AXUILIEHI DEXXON/DEXCEL




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

CONFIDENTIAL INFORMATION

09/05/23
38378

(1171590075-20/01/21)

CERTIFICATE OF ANALYSIS Date:

Tssued by : Dexcel Ltd.,1 Dexcel St., Or-Akiva 3060000, Israel.
Tested by : Dexcel Lid., 1 Dexcel St., Or-Akiva 3060000, Israel

PRODUCT NAME

ERIDON film-coated tablets 4 mg, Ne 60 (10x6) in blisters

CUSTOMER NAME ACINO PHARMA AG LAB NO. D00357866
BATCH NO 29111213 DATE OF ANALYSIS 30/03/2023
DEXCEL BATCH NO 22111213 MANUFACTURE DATE Nov-2022
CLAIM 4 mg Risperidone per tablet EXPIRY DATE Nov-2026
MARKETING BATCH SIZE 270,000
AUTHORIZATION
Ne T UA/17620/01/02

BATCH SIZE (in packs) 9,000

TEST PERFORMED SPECIFICATION RESULTS
DESCRIPTION White, film coated, capsule shaped tablets. Conforms
IDENTIFICATION Risperidone - By HPLC Conforms
IDENTIFICATION Risperidone - By UV Conforms
IDENTIFICATION OF TITANIUM DIOXIDE By chemical reaction Conforms
259 -317 mg 288 mg

AVERAGE WEIGHT

AVERAGE CONTENT

By HPLC
3.80 - 4.20 mg/tablet

3.96 mg/tablet

UNIFORMITY OF CONTENT Acc. to Ph. Eur. 2.9.40 ( AV <15,0) Conforms
LOSS ON DRYING NM.T. 5.0 % 3.1 %
THICKNESS 4.3 -4.7 mm 4.4 mm
DISSOLUTION App. 2 (paddle), 50 rpm.

Medium: 900 ml, 0.1N HCL
AFTER 30 MIN N.L.T.75%{(Q) 93 %
RELATED SUBSTANCES By HPLC
9-HYDROXY-RISPERIDONE (IMP C) NM.T. 02 % <RL

I hereby certify that this electronically generated certificate of analysis is authentic and that batch

responsible pharmacist

Page 1 of 3

release has been authorised by the

Responsible Pharmacist Michael Attia

Signature

Release

09/05/2023

ALL RIGHTS RESERVED TO DEXXON/DEXCEL




CONFIDENTIAL INFORMATION

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

(1171590075-20/01/21) Date:  09/05/23
CERTIFICATE OF ANALYSIS Date:— 05/0%
Issued by : Dexcel Ltd.,1 Dexcel St., Or-Akiva 3060000, Israel.
Tested by : Dexcel Ltd.,1 Dexcel St., Or-Akiva 3060000, Israel
PRODUCT NAME ERIDON film-coated tablets 4 mg, Ne 60 (10x6) in blisters
CUSTOMER ACINO PHARMA AG LAB NO. D00357866
NAME
BATCH NO 22111213 DATE OF ANALYSIS 30/03/2023
DEXCEL BATCH NO 2211121-3 MANUFACTURE DATE Nov-2022
CLAIM 4 mg Risperidone per tablet EXPIRY DATE Nov-2026
MARKETING BATCH SIZE 270,000
AUTHORIZATION
Ne T UA/17620/01/02
BATCH SIZE (in packs) 9,000
TEST PERFORMED SPECIFICATION RESULTS
RISPERIDONE N-OXIDE NM.T. 0.5 % 0.1%
ANY UNKNOWN INDIVIDUAL IMPURITY NM.T.02 % <RL
TOTAL UNKNOWN IMPURITIES NM.T.05% <RL
Acc. to Ph. Eur.
MICROBIOLOGICAL TEST
Every 10 batches, with at least
one batch per year
TOTAL AEROBIC MICROBIAL COUNT NMT 10°cfu/g Not tested
TOTAL COMBINED YEASTS AND MOULDS NMT 10%cfu/g Not tested
15 COLI Absent/ g Not tested
| hereby certify that this electronically generated certificate of analysis is authentic and that batch release has been authorised by
the responsible pharmacist
Signature
Responsible Pharmacist Michael Attia Release 09/05/2023

Page 2 of 3




CONFIDENTIAL INFORMATION

ALL RIGHTS RESERVED TO DEXXON/DEXCEL

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

(171590075-20/01/21) CERTIFICATE OF CONFORMANCE pate: DR |

Issued by : Dexcel Ltd.,] Dexcel St, Or-Akiva 3060000, Israel. “

Tested by : Dexcel Ltd.,1 Dexcel St., Or-Akiva 3060000, Israel :
PRODUCT NAME ERIDON film-coated tablets 4 mg, Ne 60 (10x6) in blisters
CUSTOMER NAME ACINO PHARMA AG LAB NO. D00357866
BATCH NO 22111213 DATE OF ANALYSIS 30/03/2023
DEXCEL BATCH NO 22111213 MANUFACTURE DATE Nov-2022
CLAIM 4 mg Risperidone per tablet EXPIRY DATE Nov-2026
MARKETING BATCH SIZE 270,000
AUTHORIZATION Ne UA/IT620/01/02

BATCH SIZE (in packs) 9,000
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
Jocal 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 clectronically gencrated certificate of analysis is authentic and that batch release has been authorised by the
responsible pharmacist
Signature
Michael Attia Release | 09/05/2023

Responsible Pharmacist

DEX_COA Infor Ver :22.0

Page 3 of 3
ALL RIGHTS RESERVED TO DEXXON/DEXCEL



