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Kounrposnna cepis 040000025056

CEPTUDIKAT BUIIYCKY
Ipoayxr 7079025 ECIIEPAJIb, 20 TABJIETOK I10 500 MI" JUIS1 VKPATHU
Cepis: 01125
Craryc: 3aTBepIKEHO
KinbkicTs: 34 616 ynakoBok
Ceprudikar ananizy: 4855/20
Hara BupoOHHLITBA: 29.06.2020
Hara 3aKkiHu€eHHs CTPOKY NPHIATHOCTI: 31.05.2023

Cepis A®I (suyTpimms Codapimekc/Bupobuuka) 20060046/ FO01990 DISULFIRAME PURIFICADO

[um 5 3acBinuyio, mo 3a3HaueHa BMILIC iHGOPMallis € IOCTOBIpHOW Ta TouHoW. Lla cepisd npoxykry 6yjia BUroTOBJICHa,
BKJIIOY2I0YH NIAaKyBAHHSA Ta KOHTPOJIb AKOCTi, Ha 3a3HAYEHOMY HMXKYe ITiANPMEMCTRI B TIOBHIl BiANoBiaHOCTI 3 BUMoOramu GMP
Ta cnenuQikanismMu, ONMCaHHMH B PEECTPALiiHOMY MOCBiTueHHi. JIOKYMEHTAL{IO MO0 06po6kH, makyBaHHs Ta aHanisy cepil
Gyno mepeBipeHo, Ta BCTAHOBJIEHO ii BiANOBiAHiCT BuMoram Hanexxmoi BUpPOOHMYOT NpakTHKH. Bynb-ski BigxuneHHs Bix
3aTBEP/DKEHOTO NPOLIECY, y pasi iX HasBHOCTI, GyJM B IOBHOMY 06CsI3i OL{iHEHi Ta 3aTBEpIKEeHi YIOBHOBAXEHAM IIEpCOHAJIOM,
Cepis Bianosinae BciM HeoOXiAHNUM crienUpikanisSM Ta BUNYMEHa IS MIPOAAXKY.

Mignuc: VFREIRE Bepa ®peipe [Vera Freire] 06.08.2020 22:40:40
Binxunenns
IpumiTku:

EJIEKTPOHHUM JJOKYMEHT Cd)OPIYIOBAIjI/Iﬁ YIIOBHOBAXEHOIO OCOBOIO.
AOKYMEHT AIMCHUU BE3 IIANKNCY.

***Kinelb goKyMeHTa***
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Ceptudixat Ananizy I'otoBoro Ilpoayxry

Codapumexc — Ingycrpia Kimika e @apmaceyrika, C.A.

Agenio [lac Innactpiac, Anto no Konapun,

Kakem, 2735-213, Tloptyranis

Ilepexnan

Ipoxykr:

ApTHKYIL:

Amnanituuna nponexypa Ne:
AHaJliTH4He NOCHIIaHHS:

Jlara BupoOHULITBA:

Peectpaniiiie nocsinyeHHs B YkpaiHi:

Ecnepans® Cepisa Ne: 01125
Tabnerku no 500 mr Ne 20 Ceprudikar ananizy: 4835720
(Hucynbdipam 500 Mmr) KonrposrHa cepis: 040000025056
7079025 IlpupaThuii go: 05-2023

SRAS-959KEE.6
Knienrcbkuit paiin

06-2020

UA/5332/01/01 Bin 18.05.2016

Tun nakyBaHHA:

Po3wMip cepil:

Ne 20 y dnakoni

34 616 ynakoBok

Kinbkichuit BMicT qucynsdipamy (BEPX)
INponyxru posnany (BEPX)
MoHocynsdipam

KoxeH HeineHTHdikoraHmii
Cyma

Po3unneuns

Mikpo6ionoriuna uncrora*

500.0 mr (475.0 — 525.0 mr/rabnerky)

<0,2%
<0,2%
<1.0%
Q=50% yepe3 120 xB
Q=75% uepes 180 xB

Homep JineH3ii BUpoOHUYOI NiJTbHAL: F027/001/2019
HaiimeHnyBaHHs NoKa3HUKIB Crneundikanii PesyabraTn
KpemoBo-6inoro xonsopy kpyrii
Lo TabJIETKH 3 NEPEXPECHOIO PO3MOIJILUOI0 . .

30BHIlIHIN BUTIISL .. . Binnosinae
NiHi€10 3 oHOro GOKY Ta rpaBiloBaHHAM
“ESPERAL” — 3 iHworo

Cepeniis Maca 690,0 mr (655.0 — 725.0 mr) 692.0 vy

OjiHopiHicTs Macu <2120 £5% Biznosinae

0/20 £ 10%
Inentudixanis mucynsdipamy (14) Binnosigae craHgapTHOMY CIIEKTpY HosutusHa
Inenrudikauis aucynsdipamy (BEPX) TlozuturHa ITo3uturHa

499.7 mritabnerky

777881 80: 81:82%

86: 860 88: 87: 88: 88 %

TAMC* <10°KYO/r He sukonysanocs

TYMC* <102KYO/r He sukonypanoch

Escherichia coli * Bincytsi/ Ir He grronysanocs
KOMEHTAPI:

* - IpPOBOAMTRCA NMPMHAHMHI ISt O/IHOIT cepii Ha pik Ta BIPOAOBK BU3HAYeHHs cTabinbHOCTI

KOMEHTAPI J10 CEPIi:

Lleti Ceprudixar axocti 6yno nepesuaano nicns sunadi Ceprudikary sxocti 04/08/2020

MB — M¢xa BU3HaYeHHs

Ananitukn: Giziva Kocora Posa [Filipa Costa Rosal

M. Inec PeBeitpo

«Jlana cepist Oyna BupoGneHa y BianosigHocti 1o GMP €C Ta Bianosizae BUMoram akocTi.

°

’,‘ivA
Jlana cepis BianoBijae 3apeectpoBaHiii cnenudikauii.» ’5%
22
Pimennsn: 3arBepaxeHO g'g
Jara: 16/10/2020 19:17:21 N

3acTynHMK YNOBHOBasKeHOi ocobu:

Bepa Opeipe [Vera Freire]

Mannii ccprudikar 6y BUMyILEHHH! eJIEKTPOHHO i € BanigHuM Ge3 mianucy.
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Grupo Lote Controle: 040000025056

SOFARIMEX

CERTIFICADO DE LIBERTAGAO/RELEASE CERTIFICATE

Produto/Product: 7079025 ESPERAL 500MG 20 COMP UA

Lote/Batch: 01125

Estado/Status: Aprovado

Quantidade/Quantity: 34.616 UN

B. Andlise/C. Analysis: 4855/20

Data Fabrico/Manufacturing Date: 29.06.2020

Data Validade/Expiry Date: 31.05.2023

API(Sofarimex/Fabricante)/ APl Batch(Sofarimex/Manufacture) 20060046/ F0O01990 DISULFIRAME PURIFICADO

Certifico que as informagdes acima referidas sao auténticas e precisas. Este lote de produto foi fabricado, incluindo a embalagem
e controlo de qualidade no local abaixo mencionado, em total conformidade com os requisitos das Boas Praticas de Fabrico e as
especificagbes descritas na Autorizagdo de Introdugdo no Mercado. Os registos de fabrico, embalagem e analise do lote foram
verificados e considerados em conformidade com as Boas Praticas de Fabrico. Todos os desvios ao processo, caso existam,
foram exaustivamente avaliados e aprovados por pessoal autorizado.

O lote satisfaz todas as especificagdes exigidas e esta liberto para entrega ao cliente.

I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging and quality control at the below mentioned site in full compliance with the GMP requirements and the specifications
described in the Marketing Authorization. The batch processing, packaging, and analysis records were reviewed and found to be
in compliance with Good Manufacturing Practices. Any deviations from the approved process, if any, have been fully evaluated
and approved by authorized personnel.

The batch meets all the required specifications and is released for sale.

Assinatura/Signature: VFREIRE (Vera Freire) 06.08.2020 22:40:40

Desvios/Deviations
Observagées/Remarks:

LIBERTAGCAO EFECTUADA ELECTRONICAMENTE PELO DIRECTOR TECNICO.
DOCUMENTO VALIDO SEM ASSINATURA.

BLECTRONICALLY RELEASED BY THE QUALIFIED PERSON.
DOCUMENT VALID WITHOUT SIGNATURE.

*** Fim do documento** *
*** End of Document* * *

Processado por computador - Processed by computer.

Sofarimex - Indiistria Quimica e Farmacéutica, SA

Sede: Av. das Industrias-Alto do Colaride, 2735-213 - Agualva-Cacém, Portugal

Tel: 00351 214328200 Fax: 00351 214320109 E-mail: mail@sofarimex.pt

Numero tinico de Matricula e de Pessoa Coletiva: 501925627 Matricula na C.R.C de Sintra Capital Social: 9.000.000€
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SOFARIMEX

INDUSTRIA QUIMCA E FARMACEUTICA, S.A. —

Av. das IndUstrias - Alto do Colaride
2735-213 Cacém, Portugal

PRODUCT:  Esperal® tabs 500 mg N220
(Disulfiram 500 mg)

ARTICLE CODE: 7079025
ANALYTICAL PROCEDURE N2 SRAS-959KEE.6
ANALYTICAL REFERENCE: Client File

MANUFACTURE DATE: 06-2020
REGISTRATION APPROVAL N2 IN UKRAINE: UA/5332/01/01 - 18/05/2016

MANUFACTURING AUTHORIZATION N2 FOR PRODUCTION SITE:F027/001/2019

BATCH: 01125

CoA.: 4855/20
BATCH CONTROL :

040000025056

EXPIRATION: 05-2023

PACKAGING TYPE:

N220 in bottle

BATCH SIZE: 34.616 UN

[ TESTS SPECIFICATIONS RESULTS
Appearance
Creamy-white round tablets with a scored cross on Complies
one side and "ESPERAL" engraved on the other
side.
Average Mass
690.0mg (655.0 - 725.0mg) 692.0 mg
Uniformity of Mass
Not more than 2 of 20 individual tablets deviate Complies
from mean weight by more than 5% and none
deviates by more than 10%.
Identification (IR)
Disulfiram Complies with the reference spectrum. Positive
Identification (HPLC)
Disulfiram Positive Positive
Assay (HPLC)
Disulfiram 500.0mg (475.0 - 525.0mg) /tablet 499.7 mg/tablet

Degradation Products (HPLC)

Monosulfiram <= 0.2% <LQ
Unspecified (each) <=0.2% <LQ
Total <= 1.0%

Dissolution

Q = 50% after 120 minutes.
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SOFARIMEX

INDUSTRA QUIMICA  FARMACEUTICA, S 4. e E—

Av. das Industrias - Alto do Colaride
2735-213 Cacém, Portugal

~

\

PRODUCT:  Esperal® tabs 500 mg N220
(Disulfiram 500 mg)

ARTICLE CODE: 7079025
ANALYTICAL PROCEDURE N2: SRAS-959KEE.6
ANALYTICAL REFERENCE: Client File

MANUFACTURE DATE: 06-2020
REGISTRATION APPROVAL N IN UKRAINE: UA/5332/01/01 - 18/05/2016

MANUFACTURING AUTHORIZATION N2 FOR PRODUCTION SITE:F027/001/2019

BATCH: 01125

CoA.: 4855/20
BATCH CONTROL :

040000025056

EXPIRATION: 05-2023
PACKAGING TYPE: N220 in bottle
BATCH SIZE: 34.616 UN

TESTS SPECIFICATIONS

RESULTS

Dissolution
Q = 50% after 120 minutes.

Q = 75% after 180 minutes.

81 %

82 %

86 %

86 %

88 %

87 %

88 %

88 %

Microbial Purity*
TAMC* <= 108 CFU/g

TYMC* <= 102 CFU/g

Not Performed

Not Performed
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SOFARIMEX

INDUSTRIA QUIMICA E ARMACEUTICA, SA T —

Av. das Industrias - Alto do Colaride
2735-213 Cacém, Portugal

( PRODUCT:  Esperal® tabs 500 mg N220
(Disulfiram 500 mg)
ARTICLE CODE: 7079025 BATCH: 01125
ANALYTICAL PROCEDURE N2: SRAS-959KEE.6 CoA.: 4855/20
ANALYTICAL REFERENCE: Client File BATCH CONTROL: 040000025056
MANUFACTURE DATE: 06-2020 EXPIRATION: 05-2023
REGISTRATION APPROVAL N2 IN UKRAINE: UA/5332/01/01 - 18/05/2016 PACKAGING TYPE: N220 in bottle
BATCH SIZE: 34.616 UN
MANUFACTURING AUTHORIZATION N2 FOR PRODUCTION SITE:F027/001/2019

[ TESTS SPECIFICATIONS RESULTS
Microbial Purity*
Escherichia coli* Absent /1g Not Performed
[ REMARKS ]

* - Performed on at least one batch per year and during stability studies.

L )
( BATCH REMARKS B
This CoA is the reissue of CoA issued at 04/08/2020

- )

LQ - Limit of Quantification

ANALISTS:Filipa Costa Rosa M. Ines Ribeiro

"This batch was made in compliance with the EC GMP Directives and meets the Quality requirements.

This batch complies with registered specifications.".
DECISION: Approved

DATE: 16/10/2020 19:17:21
DTQ/ Qualified Person Deputy: Vera Freire
This document has been produced electronically and is valid without a signature.
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AEPXJIIKCITYXXBA
AEPXKABHA CIYXBA 3 JIKAPCBhKHX 3ACOBIB TA KOHTPOTIO 3A
HAPKOTHKAMMW Y KHIBCBKIU OBJIACTI

npocnekt Basnepis Jlobanoscrkoro, 51, M. Kuis, 03110, Ten/daxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kon EMIPTIOVY 37078774

BHACHOBOK
Npo SAKiCTH BBE3€HOTro B YKpaiHy JikapcbKkoro 3acoby

21.10.2020 Ne 51845/20/10

ECIIEPAJIL®

(nalimMenyBanHa NikapchKOro 3acoby 3rifHO 3 pecCTpaLiifHuM NOCBINCHHAM)
Tabaerkn no S00 mr Ne 20: no 20 Tabaerox y daaxoni, mo 1 pnaxony B KapToHHii Kopooui

(dopma BunyCKy, NO3yBAHHS, BUI NAKyBAHHA NiKapcLKOro 3aco6y)
Howmep peectpauitinoro nocsinuennss UA/5332/01/01 crpox aii peectpaniitnoro nocsinuenns 18.05.2021
Cepis nikapcskoro 3acoby Ne 01125 KinsxicTs BBe3eHOrO flikapcskoro 3acoby 34616

Bupo6uuk Codapumexc - Innycrpia KiMika e ®dapmaceyrika, C.A., [opryranis

(naiimenyBanus BUPOGHHKA NikapCHKOTO 3aC0BY, KpaiHa NOXOKEHHS)

Baesenon Yxpainy ToBapucrso 3 omexenolo Binmosinansuictio "CAHOPI-ABEHTIC
YKPAIHA", inent. xon: 35648623

(nabiMenyBanna Ta xon 3a €IPTIOY 1opuanunof ocobu abo npiseylite, iM'e, no Gatrkosi piznunol
ocobH - nianpuemu, il MicLe NPOXKMBAHKA Ta peecTpaLiiHmii HOMep 0GNKOBOT KAPTKY MiIaTHHKa
noaarkins a6o cepis Ta HOMep nacnopra)

TIpoToxon Bisyansuoro konrpoaio Bix 21.10.2020 Ne 3312/2.

3a pesynbTaTaMM JEPXKaBHOrO KOMTPONIO BCTAHOBJEHO, IO NiKapchKHi 3aci6 BBeseHO B Vxpainy 3
AOTPHMAHHSAM BuUMOT 3aKOHOKABCTBA 1I0A0 3a6e3neueHHs AKOCTi MiKapchkHX 3aco0iB.

3aCTyNHHK HavaJIbHUKA Bifiny
JlepxaBHoi cimy»x0u 3 fixapchkux 3acobiB

. - ) 3ybapera H. B.
Ta KOHTPOJIO 3a HapKOTHKaMH Y KHiBchKi /
" obnacri %
............;,..m-:“‘“""‘:'ar~ e
ch0h 6@~ RXKABHOTO KOHTPOMIO) (nianuc)
8 A X0A 72, 4
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