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CERTIFICADO DE EXAMEN CE DE DISENO
de acuerdo con el Anexo 1V, punto 4, de la Directiva 98/79/CE

EC DESIGN-EXAMINATION CERTIFICATE
in accordance with Annex IV, Section 4, Directive 98/79/EC

PRORROGA/EXTENSION — Fecha inicial/ Initial date: 11/12/2003
Fecha de ultima proérroga/ Last extension date: 27/11/2013

Certificado n°/Certificate no Fecha de validez/Date of validity ON n°NB no
2003 12 0392 ED Desde/From 19/11/2018 Hasta/To 18/11/2023 0318

A favor de /In favour of:

Fabricante/Manufacturer:

Nombre/Name: DIA. Pro Diagnostic Bioprobes S.r.l.
Direccion/Address: Via G. Carducci, 27 -20099- Sesto San Giovanni — Milano (Italy).
Representante autorizado ante la UE/Authorized EU representative:

Nombre/Name: Idem Direccién/Address: Idem

Para el producto/For the product:

Categoria/Category: Productos Sanitarios para Diagnéstico “In Vitre” / In Vitro Diagnostic Medical Devices
Grupo genérico/Generic group: Diagndstico de enfermedades infecciosas / Diagnostic of infectious diseases
Tipo/Type: Especificados en Anexos de este Certificado/Specified in Annexes to this Certificate.

Elaborado en/In the facilities:

Dia. Pro Diagnostic Bioprobes S.r.l.
Via G. Carducci, 27 -20099- Sesto San Giovanni — Milano (Italy).

Este certificado debe ir acompariado por el certificado CE de Sistema de Garantia de Calidad Total N°
2003 12 0388 CT/ This certificate must be accompanied by the EC Full Quality Assurance System
Certificate N° 2003 12 0388 CT.

Este certificado es consecuencia de la evaluacion de la documentacion técnica del disefio contenida en el
expediente N° 2003 05 0240, y garantiza que el disefio de los productos descritos cumple los requisitos de
la Directiva/ This certificate is issued on the assessment of the design documentation contained in dossier
N° 2003 05 0240, and guarantees that the design of the described products fulfil the requirements of the
Directive.

Madriq, 19 de noviembre de 2018
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTIOS Y PRODUCTOS SANITARIOS
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Digitally signed by Ceaicovschi Tudor
Date: 2021.06.01 11:42:53 EEST
Reason: MoldSign Signature
Location: Moldova

Fdo. M2 JesUs Lamas Diaz

Firmado digitalmente por: Agencia Espafiola de Medicamentos y Productos Sanitarios Localizador: BB6ES8DZ586
Fecha de la firma: 19/11/2018

Puede comprobar la autenticidad del documento en la aplicacion Localizador de la Web de la AEMPS

[ CORREO ELECTRONICO Pagina 1 de 2 C/ CAMPEZO, 1 - EDIFICIO 8
28022 MADRID
0n0318@aemps.es Tel.: (+34) 902.101.322 /(+34) 91.822.59.97

ORGANISMO NOTIFICADO 0318 Fax: (+34) 91.822.52.89



CERTIFICADO DE EXAMEN CE DE DISENO
de acuerdo con el Anexo 1V, punto 4, de la Directiva 98/79/CE

EC DESIGN-EXAMINATION CERTIFICATE
in accordance with Annex 1V, Section 4, Directive 98/79/EC

PRORROGA/EXTENSION — Fecha inicial/ Initial date: 11/12/2003
Fecha de ltima prorroga/ Last extension date: 27/11/2013

Certificado n°/Certificate no Fecha de validez/Date of validity ON n°NB no
2003 12 0392 ED Desde/From 19/11/2018 Hasta/To 18/11/2023 0318

A favor de/In favour of:

Fabricante/Manufacturer:

Nombre/Name: Dia. Pro Diagnostic Bioprobes S.r.l.

Direccion/Address: Via G. Carducci, 27 -20099- Sesto San Giovanni — Milano (Italy).
Representante autorizado ante la UE/Authorized EU representative:

Nombre/Name: Idem Direccion/Address: ldem

Tipo de producto / Device type: Reactivos y productos reactivos, calibradores y materiales de control
para el diagndstico de enfermedades infecciosas / Reagents, and reagent products, calibrators and control
materials for diagnostic of human infectious diseases.

Clasificacion/Classification: Lista A, Anexo Il / List A, Annex Il

Reactivos y productos reactivos para la determinacion, confirmacion y cuantificacion en muestras
humanas de marcadores de infeccion por Hepatitis C, mediante técnicas de Inmunoabsorcion
enzimatica (ELISA)/ Reagents and reactive products for the determination, confirmation and quantification
in human specimens of markers of Hepatitis C infection, by Enzyme-linked immunosorbent assay (ELISA)
[NANDO: 1\VD 0203]

HCV Ab ELISA cualitativo / ELISA qualitative

- CVAB.CE (192 tests)

- CVAB.CE.96 (96 tests)

- CVAB.CE.480 (480 tests)

- CVAB.CE.960 (960 tests)

- CVAB.CE.DB (192 tests - for Dia.Blood application)

Este certificado ampara todas las marcas de estos productos incluidas por el fabricante en su
declaracion de conformidad. / This certificate covers all trademarks of these products included by the
manufacturer in his declaration of conformity.

Madriq, 19 de noviembre de 2018
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS
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Fdo. M2 JesUs Lamas Diaz

Firmado digitalmente por: Agencia Espafiola de Medicamentos y Productos Sanitarios Localizador: BB6ES8DZ586
Fecha de la firma: 19/11/2018

Puede comprobar la autenticidad del documento en la aplicacion Localizador de la Web de la AEMPS

[ CORREO ELECTRONICO Pagina 2 de 2 C/ CAMPEZO, 1 - EDIFICIO 8
28022 MADRID
0n0318@aemps.es Tel.: (+34) 902.101.322 /(+34) 91.822.59.97

ORGANISMO NOTIFICADO 0318 Fax: (+34) 91.822.52.89
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CERTIFICADO DE EXAMEN CE DE DISENO
de acuerdo con el Anexo 1V, punto 4, de la Directiva 98/79/CE

EC DESIGN-EXAMINATION CERTIFICATE
in accordance with Annex IV, Section 4, Directive 98/79/EC

PRORROGA/EXTENSION — Fecha inicial/ Initial date: 04/12/2008
Fecha de ultima proérroga/ Last extension date: 27/11/2013

Certificado n°/Certificate no Fecha de validez/Date of validity ON n°NB no
2008 12 0588 ED Desde/From 19/11/2018 Hasta/To 18/11/2023 0318

A favor de /In favour of:

Fabricante/Manufacturer:

Nombre/Name: DIA. Pro Diagnostic Bioprobes S.r.l.
Direccion/Address: Via G. Carducci, 27 -20099- Sesto San Giovanni — Milano (Italy).
Representante autorizado ante la UE/Authorized EU representative:

Nombre/Name: Idem Direccién/Address: Idem

Para el producto/For the product:

Categoria/Category: Productos Sanitarios para Diagnéstico “In Vitre” / In Vitro Diagnostic Medical Devices
Grupo genérico/Generic group: Diagndstico de enfermedades infecciosas / Diagnostic of infectious diseases
Tipo/Type: Especificados en Anexos de este Certificado/Specified in Annexes to this Certificate.

Elaborado en/In the facilities:

Dia. Pro Diagnostic Bioprobes S.r.l.
Via G. Carducci, 27 -20099- Sesto San Giovanni — Milano (Italy).

Este certificado debe ir acompariado por el certificado CE de Sistema de Garantia de Calidad Total N°
2003 12 0388 CT/ This certificate must be accompanied by the EC Full Quality Assurance System
Certificate N° 2003 12 0388 CT.

Este certificado es consecuencia de la evaluacion de la documentacion técnica del disefio contenida en el
expediente N° 2003 05 0240, y garantiza que el disefio de los productos descritos cumple los requisitos de
la Directiva/ This certificate is issued on the assessment of the design documentation contained in dossier
N° 2003 05 0240, and guarantees that the design of the described products fulfil the requirements of the
Directive.

Madriq, 19 de noviembre de 2018
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTIOS Y PRODUCTOS SANITARIOS
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Fdo. M2 JesUs Lamas Diaz

Firmado digitalmente por: Agencia Espafiola de Medicamentos y Productos Sanitarios Localizador: P6LLDBAA94
Fecha de la firma: 19/11/2018

Puede comprobar la autenticidad del documento en la aplicacion Localizador de la Web de la AEMPS

[ CORREO ELECTRONICO Pagina 1 de 2 C/ CAMPEZO, 1 - EDIFICIO 8
28022 MADRID
0n0318@aemps.es Tel.: (+34) 902.101.322 /(+34) 91.822.59.97

ORGANISMO NOTIFICADO 0318 Fax: (+34) 91.822.52.89



CERTIFICADO DE EXAMEN CE DE DISENO
de acuerdo con el Anexo 1V, punto 4, de la Directiva 98/79/CE

EC DESIGN-EXAMINATION CERTIFICATE
in accordance with Annex 1V, Section 4, Directive 98/79/EC

PRORROGA/EXTENSION — Fecha inicial/ Initial date: 04/12/2008
Fecha de ltima prorroga/ Last extension date: 27/11/2013

Certificado n°/Certificate no Fecha de validez/Date of validity ON n°NB no
2008 12 0588 ED Desde/From 19/11/2018 Hasta/To 18/11/2023 0318

A favor de/In favour of:

Fabricante/Manufacturer:

Nombre/Name: Dia. Pro Diagnostic Bioprobes S.r.l.

Direccion/Address: Via G. Carducci, 27 -20099- Sesto San Giovanni — Milano (Italy).
Representante autorizado ante la UE/Authorized EU representative:

Nombre/Name: Idem Direccion/Address: ldem

Tipo de producto / Device type: Reactivos y productos reactivos, calibradores y materiales de control
para el diagndstico de enfermedades infecciosas / Reagents, and reagent products, calibrators and control
materials for diagnostic of human infectious diseases.

Clasificacion/Classification: Lista A, Anexo Il / List A, Annex Il

Reactivos y productos reactivos para la determinacion, confirmacion y cuantificacion en muestras
humanas de marcadores de infeccion por Hepatitis B, mediante técnicas de Inmunoabsorcion
enzimatica (ELISA)/ Reagents and reactive products for the determination, confirmation and quantification
in human specimens of markers of Hepatitis B infection, by Enzyme-linked immunosorbent assay (ELISA)
[NANDO: 1\VD 0203]

HBs Ag one Version ULTRA ELISA cualitativo / ELISA qualitative

- SAGIULTRA.CE (192 tests)

- SAGLULTRA.CE.96 (96 tests)

- SAGIULTRA.CE.480 (480 tests)

- SAGIULTRA.CE.960 (960 tests)

- SAGLULTRA.CE.DB (192 tests - for Dia.Blood application)

Este certificado ampara todas las marcas de estos productos incluidas por el fabricante en su
declaracion de conformidad. / This certificate covers all trademarks of these products included by the
manufacturer in his declaration of conformity.

Madriq, 19 de noviembre de 2018
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS
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Fdo. M2 JesUs Lamas Diaz

Firmado digitalmente por: Agencia Espafiola de Medicamentos y Productos Sanitarios Localizador: P6LLDBAA94
Fecha de la firma: 19/11/2018

Puede comprobar la autenticidad del documento en la aplicacion Localizador de la Web de la AEMPS
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DIA. | Dia.Pro
PRO | Diagnostic

" BioProbes

To: Agentia Medicamentului si Dispozitivelor Medicale

We, DIA.PRO DIAGNOSTIC BIOPROBES Srl having a registrated office at Via G.
Carducci n°27 - 20099 Sesto San Giovanni (MI, Italy) assign “GBG-MLD”SRL, having a
registrated office at Str. Tighina 65, Chisinau MD -2001, Moldova, as authorized
representative in correspondence with the conditions if directive 93/42/EEC,
98/79/EEC and 90/385/EEC.

We declare that the company mentioned above is authorized to register, notify,
renew or modify the registration of medical devices on the territory of the Republic of
Moldova.

Sesto San Giovanni (MI, Italy), October 23%, 2017

DIA.PRO DIAGNOSTIC BIOPROBES Srl
Legal Representative

Dott.ssa Fiorenza Scozzesi

| DIA. PRQ,
Diagnostic Bloprobles srl
Via G. Carducci, 27
20099 SESTO S. GIOVANNI (MI)
Tel. 02 27007161 - Fax 02 26007726
Partita IVA 11924660159
www.diapro.it - e-mail: info@diapro.it

DIA.PRO Diagnostic Bioprobes S.r.1.
Sede legale e lab.: Via G.Carducci, 27 — 20099 Sesto S.Giovanni (Ml) — Italia
Tel. +39 02 27007161/6450 « Fax +39 02 26007726 « http./www.diapro.it « E-mail: info@diapro.it
Capitale sociale €50.000,00 L.V. — P.IVA: 11924660159 — Reg. Imp. 11924660159 — REA 1509959
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DIPARTIMENTO DELLA PROGRAMMAZIONE E DELL'ORDINAMENTO DEL SERVIZIO
SANITARIO NAZIONALE
DIREZIONE GENERALE DEI DISPOSITIVI MEDICI, DEL SERVIZIO FARMACEUTICO
E DELLA SICUREZZA DELLE CURE
UFFICIO IV ex DGFDM — DIAGNOSTICI IN VITRO

1.5.1.e.2/1V/2011/37

VISTA la direttiva 98/79/CE relativa ai dispositivi medico-diagnostici in vitro;

VISTO il D.Igs. n .332/2000 recante attuazione della direttiva 98/79/CE;

VISTA Distanza del 29/09/2011 presentata dalla ditta Dia.Pro Diagnostic Bioprobes Srl
con sede in Via G.Carducci, 27 — 20099 Sesto San Giovanni (MI) — C.F./P.lva
11924660159,

CONSIDERATO che la ditta istante ha effettuato i versamenti richiesti dal D.M. 24 Maggio
2004;

VISTI gli atti d’ufficio;

HAVING REGARD t0 98/79/EC directive concerning the in vitro diagnostic medical-
devices,

HAVING REGARD (0 legislative Decree (D.lgs.)n. 332/2000 reporiing the accomplishment
of 98/79/EC Directive;

HAVING REGARD to the request dated 29/09/2011 submiited by the company Dia.Pro
Diagnostic Bioprobes Stl con with legal site in Via Columella, 31 — 20128 Milano — C.F.
and P.Iva 11924660159,

WHEREAS this company paid the fees required by Ministerial Decree (D.M.) May 24, 2004:
HAVING REGARD to the official deeds:

SI ATTESTA
IT IS ATTESTED

che la ditta, Dia.Pro Diagnostic Bioprobes Srl con sede in Via G.Carducci, 27 — 20099
Sesto San Giovanni (M1) — C.F./P.Iva 11924660159, ha prodotto ¢ marcato CE, come
dispositivo medico- diagnostico in vitro, secondo le procedure previste dalla direttiva
98/79/CL, il prodotio:

that the Company Dia.Pro Diagnostic Bioprobes Srl located in Via G.Carducci, 27 — 20099
Sesto San Giovanni (M) — C.F./P.Iva 11924660159, manufactured and affived CE marking
as in vitro diagnostic medical device, according to the Directive 98/79/EC, the following
product.

DP-9 DIA.BLOOD INSTRUMENT

11 suddetto prodotto, in base all’art. 4 della direttiva 98/79/CE, ¢ di libera circolazione ¢
pud essere messo in commercio in Italia e in tutto il territorio dell’Unione Europea.



Sirilascia il presente attestato su richiesta dell’interessato per gli usi consentiti dalla legge e
per ’esportazione nei paesi extra UE.

The above mentioned product, according to the art. 4 of 98/79/EC directive, can freely
circulate and can be commercialized in lialy and in the whole of the European Union.
This certificate is issued on the interested company's requesi according to the lavw and (o
export to non-European countries

/AL DIRETTORE DELL’UFFICIO IV
[+ (Ddjt.ssa Giovanna Nisfico)
i\ Ova il }Iqﬂ/)‘]{( (,A)

IC/CM
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LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS
THE AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

otorga el certificado nimero
grants the certificate no.

2013 11 0039 EN

segun la norma
in accordance with the standard

UNE-EN ISO 13485:2018
(EN ISO 13485: 2016 & ISO 13485: 2016)

Productos Sanitarios: Sistemas de Gestion de Calidad - Requisitos para fines reglamentarios
Medical devices — Quality management systems - Requirements for regulatory purposes

a la empresa / to the company

Dia.Pro Diagnostic Bioprobes S.r.l.

Sede social y de fabricacién/ Headquarters and manufacturing facility
Via G. Carducci, 27-20099-Sesto San Giovanni-Milano-Italy

Para las siguientes actividades / For the following activities:

Diseio, desarrollo y produccidon de reactivos y productos reactivos, calibradores y materiales de
control para inmunoquimica, microbiologia, inmunologia infecciosa y técnicas de biologia
molecular.

Diseiio, desarrollo, produccion y servicio técnico de instrumentos y software para diagnéstico in
vitro.

Design, development and manufacturing of reagents, reagent products, calibrators and control materials
for immunochemistry, microbiology, infectious immunology and molecular biology techniques.

Design and development, management of production and technical servicing of instruments and software
for “in vitro” diagnostic.

Modificaciones de alcance: Ver Anexo | / see Annex |

Fecha de validez/ Date of validity: Desde/ From: 8-03-2019 Hasta/To: 17-12-2021

Certificacion inicial/ /nitial certification date: 27-11-2013

Renovacion / Renewal of certification date: 8-03-2019

Mad[id, 08 de marzo de 2019
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

Fdo. M2 Jesls Lamas Diaz

Agencia Espafiola de Medicamentos y Productos Sanitarios
Fecha de la firma: 08/03/2019

Puede comprobar la autenticidad del documento en la sede de la AEMPS: https://sede.aemps.gob.es

Localizador: LPDTJL52DF

CORREO ELECTRONICO Péagina 1 de 2

on0318@aemps.es
CERTIFICACION 13485

C/ CAMPEZO, 1 - EDIFICIO 8

28022 MADRID

Tel.: (+34) 902.101.322 /(+34) 91.822.59.97
Fax: (+34) 91.822.52.89



ENAC

CERTIFICACION
N°  39/C-SGO055

ANEXO | / ANNEX |
CERTIFICADO UNE-EN ISO 13485:2018/ UNE-EN ISO 13485:2018 CERTIFICATE

Modificaciones del alcance / Scope modifications:

Fecha/Date Descripcion de la modificaciéon/ Modification description

18-12-2018 Cambio en la descripcion del tipo de técnica en el ambito tecnoldgico
(inmunologia infecciosa y técnicas de biologia molecular).
Cambio del nivel de detalle en la descripcion del &mbito tecnoldgico

Change in the description of the method of analysis in the technological scope
(infectious immunology and molecular biology techniques).
Change in the level of detail of the technological scope description.

8-03-2019 Ampliacion del ambito tecnolégico para incluir:
Inmunoquimica y microbiologia
Instrumentos y software para diagndstico “in vitro”.

Modificacion del alcance para incluir la actividad de asistencia técnica para
Instrumentos y software para diagnéstico “in vitro”.

Extension of technological scope:

Immunochemistry and Microbiology

Instruments and software for “in vitro” diagnostic
Modification of the scope to include the activity of technical servicing of
instruments and software for “in vitro” diagnostic

MadNrid, 08 de marzo de 2019
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

agencia e

¢ Spanol
’ medlcamentosade
Productog Sanitarjog

Fdo. M2 JesUs Lamas Diaz

Agencia Espafiola de Medicamentos y Productos Sanitarios Localizador: LPDTJL52DF
Fecha de la firma: 08/03/2019
Puede comprobar la autenticidad del documento en la sede de la AEMPS: https://sede.aemps.gob.es
CORREO ELECTRONICO Pagina 2 de 2 C/ CAMPEZO, 1 - EDIFICIO 8
A 28022 MADRID
on0318@aemps.es CERTIFICACION 13485 Tel.: (+34) 902.101.322 /(+34) 91.822.59.97

Fax: (+34) 91.822.52.89
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GLOBAL QUALITY GROUP

CUCTEMA CEPTH®HUKAIIUA
®EJEPAJIBHOE ATEHTCTBO IO TEXHUYECKOMY
PEI'YJIMPOBAHUIO H METPOJIOT'HH

CHCTEMA JIOBPOBOJIbHOU CEPTU®HUKAIIMHA
«MEX/JYHAPOJHBIN HEHTP OIIEHKHA KAYECTBA»
Per. Ne POCC RU.31514.0417KA0

Opran no ceprupHKanHH:
PEI' Ne GLOBAL QUALITY GROUP.RU.0001
OBILIECTBO C OTPAHUYEHHOW OTBETCTBEHHOCTbIO
«EJIMHBbIA CTAHJJAPT KAYECTBA»
Axpec: 196158, ropon Cankr-TlerepGypr, ITysikockas ynuua, 10M 8 kopriyc 1, uT. a, noM. 1-H
Ten +7 (812) 603-76-55 info@gqg-cert.com
MOJUTHHHOCTB cepTH(HKATa NPOBePsiiTe B peecTpe Ha caiite http:/gqg-cert.com

CBUAETEJILCTBO
O MPOXOXXJAEHUU EXXKET'OAHOTI'O
UHCHEKIITMOHHOI'O KOHTPOJISA

Ne GQ.RU.0003.G0000245
Beiaano
OG6mecTBY ¢ OrpaHHYeHHOI 0TBETCTBEHHOCTbIO «AraT-Men»
Anpec: 105173, r. Mocksa, yn. ['naBnas, a. 6, kB. 12
MHH 7719187311 OI'PH 1037739078970
Jlata Bbigaun: 15.09.2020 r. Cpok ae#cteus no: 17.09.2021 r.
JlanHoe CBHAETEALCTBO MOATBepKAaeT: 1
H3zoenus meduyunckue. Cucmemvl MeHeOICMeHmMa Kavecmsa.

Tpebosanus 0 yeneii pecyiuposanus NPUMeHUMenbHo K pabomam

coanacno npwioxcenuto Nelk nacmosujemy ceuoemeibcmsy
(NPHAOKECHHE ABIACTCA HEOTHEM/IEMO#1 HaCTBIO CBHICTEILCTBA)

COOTBETCTBYET TPEBOBAHMSIM I'OCT ISO 13485-2017 (EN ISO 13485:2016)

ienepTHOH KoMHcCHeH oprana no cepTHOHKALHH CHCTEMbI

- 0. 4YTO COCTOSHHE BHIIOJIHICMH) plﬁOT HAXO/AHTCH B
(M ETAHIAPTOM

B Ne GQ.RU.0001.G0000245

/
J

I'yuaapesa O. B.
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GLOBAL QUALITY GROUP

CUCTEMA CEPTH®HUKAIIUH
®EJAEPAJIBHOE ATEHTCTBO 110 TEXHUYECKOMY
PEI'YJIMPOBAHHWIO U METPOJIOT'HHA

NMPUJIOXKEHHE Nel
k ceuetenbeTBy Ne GQ.RU.0003.G0000245

Obaacrb ceprupuKanun:

Pa3zpa6oTka, NPOM3BOACTBO M MPOAAKA MEAMLIMHCKHX W3JE/Hii JUIS in Vitro JHarHOCTHKM:
peareHToB M HabOpOB peareHTOB IS KIHHWYECKOH OHOXMMHMH, a Takke KanuOpaTtopoB H

KOHTPOJIbHBIX MaTE€pPHA10B.

1

PyKo‘ ARTEIL Oprasa IKkepepr

CoTHHKOB A. I'yapapesa O. B.
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GLOBAL QUALITY GROUP

CUCTEMA CEPTHO®HUKAIIHHA
OEJEPAJIBHOE ATEHTCTBO ITIO TEXHUHYECKOMY
PEI'YJIMPOBAHHIO H METPOJIOI'HHA

CHUCTEMA JIOBPOBOJIbHOW CEPTHO®UKALIAHA
«MEXJIYHAPOJIHBIN IEHTP OLIEHKHA KAYECTBA»
Per. Ne POCC RU.31514.0417KA0

Opran no ceprudpukanun:
PEI" Ne GLOBAL QUALITY GROUP.RU.0001
OBLIECTBO C OTPAHUYEHHOM OTBETCTBEHHOCTbIO
«EJIMHBIN CTAHJIAPT KAYECTBA»
Anpec: 196158, ropoa Cankr-IlerepOypr, INynkoBckas ynauua, oM 8 kopryc 1, uT. a, nom. 1-H
Ten +7 (812)603-76-55 info@gqg-cert.com
NOJUTMHHOCTL cepTH(HKaTa NpoBepsiiTe B peecTpe Ha caiite http:/gqg-cert.com

CEPTU®UKAT COOTBETCTBUS
Ne GQ.RU.0001.G0000245

Brian

O0mecTBY ¢ OrpaHHYeHHON 0TBETCTBEHHOCTHIO «AraT-Mem»
Anpec: 105173, r. Mocksa, yi. ['naBHas, 1. 6, k. 12
HWHH 7719187311 OI'PH 1037739078970

Jlara Bbigauu: 17.09.2018 r. Cpok aeiicteus no: 17.09.2021 r.

Hacrossmuii ceprudukar yaiocrosepsier:

H3oenun meouyunckue. Cucmembl MeHeONCMeHMa Kavecmaa.
Cucmemnvie mpebosanus Ons yeneu pezynuposanus npuMeHumensHo Kk pabomam
coenacko npunodxcenuio Nelxk nacmoswjemy cepmugpuxamy
(MpHIOXKEHHE ABJISETCA HEOThEMASMO}i 4aCTbIO cepTH(HKaTA)

COOTBETCTBYET TPEBOBAHI PRCTESO{3%85-2017 (EN ISO 13485:2016)
}Ymonn opraHa
- Ilopaii M. ®@. I'ynpapesa O. B.

HACTOANIIMA CEPTHOHKAT OBA3BIBAET OPI AHH3ALIMIO MOJUIEPXKHBATE COCTOSHHE BhITIO HAEMBIX PABOT B
COOTBETCTBHH C BBILIEYKA3AHHBIM CTAHJIAPTOM, YTO BYZIET HAXO/IMTHCA MOJJKOHTPOJIEM OPI'AHA
110 CEPTHOMKALIMH CHCTEMBI JIOBPOBOJIBHOH CEPTHOHKALIMH « MEXIYHAPO/IHBIA LIEHTP DLIEHKH KAYECTBA» H IOATBEPKIATHCA
TTPH MPOXOXIEHHH EXEIOIHOIO HHCTTEKILIMOHHOI'O KOHTPOJIA




»lle

GLOBAL QUALITY GROUP

CUCTEMA CEPTU®HUKALIUHA
PEAEPAJIBHOE ATEHTCTBO 10 TEXHUYECKOMY
PEI'YJIMPOBAHUIO U METPOJIOT'UH

INMPUJIOKEHHUE Nel
K ceprudukary coorBercTBus Ne GQ.RU.0001.G0000245
Ob6aacTb cepTHGHKALNE CHCTEMbI MEHEKMEHTA KAa4ecTBa:

Pa3paGoTka, NpoM3BOACTBO M NMpoAaka MEAMLMHCKHX M3JENHH UIS in Vitro JAMarHOCTHKM:
pearcHTOB M HabOpOB peareHTOB /IS KIWHWYECKOW GHOXMMHMM, a Takke KarubpaTopoB M

KOHTPOJIbHBIX MAaTEPHAJIOB.




HUH UT u M
Aszonupam
HaGop peakTnsos
IS NPEACTEPHIN3ALHOHHOTO
poas PY Ne ®CP 2012/13803

paTopHBIX Heci pe
6619 rozen 10 06.2021

A3onupam a/npeacrtep.koHTponsa Ha 100 mn, 1komnn.

PeakTuB npeaHasHayeH OnNs KOHTPONS KadecTBa NpeacTepunm3aLmoHHON O4UCTKN U3aenui.
MpuMeHsieTcsa ANs BbIABMNEHUS CNefoB KPOBM, KOTOPbIE MO OCTaTbCA Ha NMOAroTOBMEHHbIX K
CTepUnNM3aLny MeauLMHCKUX U3OEenusax B pesynbTaTe HeJoCTaTOYHO TLLATEeNbHOM

npeacTepunm3aLMoHHOM OYUCTKMU.

XpaHnTb B CyXOM 3alyULLEeHHOM OT CBeTa MecTe



OBLLELTRO C OrPAMHYEHHOMH OTBeTCTRENHOCTEIO
«TOPIOBBLIA JOM “BHHAP-M”
1Op.anpec: 107564, r. Mocksa, yin, KpacroGorarbipoKa
CTp. 2, OM.533.
Jlna nucenm: 107076, r.Mocksa, aln §
reniaxe: (493) 963-7359, 963-1522, 988-7667

TOPIFOBEIN | LG

f eakie:

Bt \Wwwsy,vinar.ru e-mail; main@vinar.ru
Mex. Mo Z7F Jlupexropy Global Biomarketing Group Moldova S.R:L.
or 08~ 0z LI r-ny Yaiikosckomy L. -

MT-2028, PecnyGnrka Mongosa, r.Kumnnes,
yur. Turuna, 1.65, 0607

mMMATﬁMﬂEPCKMXIMNHMNWOWM%

ObGuiecrso © arpadmruciiHol OTBETCTBEHHOCTEIO «Toproseit Jom «BUHAP-M» (107506
Pocewitckass Menepains, r.Mocksa, yi.KpacioborarspeKas, .2, ¢1p.2, oM. S3), ABIAIOLIEEC
reqepansieiM | guerpubsioropor  Obwecrna ¢ OTpaMUUSHION  OTBETCIBEHHOCTLIO «Hayanc
niporssoncrseniag rpma «BUHAPY (Pocemitcran Penepans, T, Mocksa, yn.l ocnuTansHb
ctp 7A, now. VIID, 8 jiue renepatbroro AHpeKropa Bepésnt Anapest AMaToNLERHY
ACHCTBYIOWETS Ha ocHoBanu Yerana, HACTOSUIIM Cepruyuxatom nogrsepiaaet 1paso Glob:
Biomarketing Group Moldova S.R L. (Pecnybnnka Monnona, rICimnues, v Turnna, 1.6
o) 607). v e axpexropa  HaRKcoBCKOro Tynopa, ACHCTBYIOMErO Ha OCHOBAMIH YcTas:
'IIDC,"'J.C'l_'El BJISITH [REARSORE] HITTEpeChl H l'lp()BO,ZLI'I'I.'b pGZUIHSELL[H 10 CIPOIY KLIH M (,\’]‘I MMUeCKMe
GMOJIOrHUCCKHE [N AMKATORB  KOMTposs  CODIONEHHS  [pamMeTpon BOZNYIIHON ¥ 11apoBo
cTepuMsalmy,  Oyaakibie 1 KOMOMHHPOBANHEIE  YrIAKOBOUHLIE MarTepuanbl Ul (QUHHIIIC
CTEPMIMIAIMK IR MEIHHEKOIO  HAZHAYEHWA o ap.), npomssogrmoit 000  «HIl
«BHMHAPY», nogapaTh KOTHPOBOMHLIC 3afBKH, YYacTBOBATE B KOHKypoax (aykiugouax)
SAVNKAM 1A NOCTABKY M3ACAWH MEAMLMMCKOro Ha3HauCHHA, NPOBOLHMDI
APY FHMH opram-maufmMH cy6peros Pecryonnk

Bai, .9,

POCYAAPCTREHH LI
Opradasti YipaBies 3,-'1}_)‘&800,\})8]ICHHSI 15
Moszona B 2019 104y i B HOCARAYIONEM 3aKI0UaTh KOHTPAKTE! 110 BbILIEYKA3AHHbIY TOBAPANM,
FUGKE  AGNENHPOBATL,  YKABAMHLIE  npaBa TPEThHM - JIILAM B npeaesiax  AMJICpPCKH
(AHCTPHEBIOTOPCKLN, AFHTCKHX | T.11.) COPMIALUCIHH HA TEPPUTOPIH Pecnybauku Mojiosa.

Facrostiyis Coprr(rKaTor pacnpocTpansem Halid MOJHbIC FapatTii Ha MPOMAY KL IO
wanenvs seinrieroto HasHauenns rpomspoactea OO0 «HITD «BHUEIAP», mpejraracmyl
BLILICYRKA3aHOT Opratiauier K 10CTaBRe Ha OCHOBAMMH KOHKYPCHOMW A0KYMEHTALHH.

Tapatrupyent | CBOEBPEMENHYIo  NOCTaBKy BLILICHEPEUHCICHHON  IIPONYILIHH
HEODX O AN OM acc-;-puﬂ,.\[en e W KOIHUCCTBE COIAACIO. TRE00RAR MM NOTPEOATEIEH.

Hacrosiui Ce}ja'rn(bx.ma’r pelicrsnreier 0031, 12,2021 roda

TCeHepansbiid JuperTop

000 « T/ «BHHAP-M» Bepésa AA.



J

OELEPASIBHASA C/TYXKBA MO HAZ30PY B COEPE 31PABOOXPAHEHUS tfl
(POC3JPABHA/3OP)

PEFMCTPALMNOHHOE Y1OCTOBEPEHUE
HA MEAVLUWHCKOE U3AENVE

o7 14 nwoHAa 2019 ropa Ne P3H 2014/1604

Ha mefMuuHCKoe n3aenue

MHAMKaTopbl XMMUYECKME MHOTOPEXNMHbIE Ha NEHOYHOI OCHOBE OAHOPa30Bble
NapoBOW CTepuIM3aUMn 1 Ae3NHPEKLMN MeANLIMHCKUX U3Ae/iA 1 pacTBOPOB

no TY 9398-104-11764404-2013

HacToswee perncrpaymoHHoe-yA0CToBepeHMe BblgaHO

O6LLEeCTBO C OrpaHNYeHHOR-OTBETCTBEHHOCTbIO ""Hay4HO-Mpon3BoACTBEHHAsA (hrpmMa
"BVHAP™" (OO0 "HIM® *BUHAP'™), Poccus,

105094, MockBa, rocnuTaabHbIv Ban, 4. 5, cTp. 7A, nomewy,. VIII

[Mpoun3soauTens

O6LLEeCcTBO C OrpaHMYeHHOW O0TBETCTBEHHOCTLIO ""HayUHO-Npon3BOACTBEHHAs (hupma
"BHAP™" (OO0 "HIMN®P "BUNHAP™), Poccus,

105094, MockBa, MoeanTanbHbIN Ban, 4. 5, cTp. 7A, nomewt. VIII

MecTo npon3BoACTBa MeANLMHCKOr0O U3aenms
OO0 "HIM® "BUHAP™", Poccus, 141009, MocKkoBcKasi 06/1acTb, I. MbITULUW,
yn. KonoHuosa, g, 17/2

Homep perucTtpasnoHHoro gocbe Ne PA1-26951/15792 ot 23.04.2019
Knacc noTeHUUanLHOro pucka npuMeHeHns-MeMUMHCKOro nsgenusa 1

Kop O6Lepoceninickoro KnaccuhmkaTopa apoayKumum no Buaam 3KOHOMAHECKON
peatenbHocTy 32.50.50.190 "

HacTosLee perncTpaLmMoHHoe yaocToBepeHe nmen ANCTax

npvkasom Poc3gpaBHaasopa ot 14 uroHa 2019
AonyLeHo K 06palleHnto Ha TeppuTopumn Poceuiicleply, <

PykoBoanTenb PeaepanbHoO CnyXobl
Nno Hag3opy B chepe 34paBOOXPaHEHNS M.A. Mypaliko

0043113



®EAEPANTBHASA CNYXKBA MO HAL3OPY B COEPE 3[PABOOXPAHEHWSA
(POC3JPABHA/I30P)

[MPUNOXEHWE

K PETUICTPALVIOHHOMY YAOCTOBEPEHMIO
HA MEOVLIMHCKOE VU3AENUE

oT 14 nmioHsa 2019 ropa Ne P3H 2014/1604
Jinet 1

Ha meguunHckoe nsgenve

NHANKaTopbl XMUYECKME MHOTOPEXXNMHbIE Ha M/IEHOYHOM OCHOBE 0HOPAa30Bble
NapoBOi CTepun3aLmmn 1 fe3NHPEKUMN MeLNLMHCKNX U3AeNni W pacTBOPOB

no TY 9398-104-11764404-2013:

1. 'HAMKaTOp XMMNYECKMIA MHOTOPEXKNMHBIA 04HOPA30BbIV NapoBOW CTepunmn3almum
«CTepuKOHT-I» pna pexkxumos cTepunusaunn «120 °c, 45 MUH.», «126 °C, 30 MUH.»,
«132 °C, 20 MUH.»;

2. 'HAMKATOP XMMNYECKUIA MHOTOPEXXUMHbIA 04HOPAa30BbI NapoBOi CTepUIn3aLmm
«CTepuTECT-IM» Ana KOHTPOAA YCNOBUIA BHYTPW U3AENNIA 1 YRAKOBOK B PEXXMMaXx
cTepunusaumm «120 °C, 45 MuH, «126 °C, 30 MUH.», «132 °C,;'20 MUH.»;

3. lHAMKaTop XMMUYECKMIA MHOTOPEXXUMHbI O4HOPAa30BbIA-NapoBO CTEPUNN3ALLMN
«NHTECT-M» ¢ ABYMSA UHAUKATOPHLIMU METKaMMN /19 KOHTPONSA YCMOBUI KakK BHYTpY
N30ennin N yNakoBOK, Tak M-CHapy>Xu B pexxumax crepunusaumn «120 °C, 45 MuH.»,
«126 ®C, 30 MUH.», «132 “C, 20 MUH.»;

4. VIHOMKATOP XMMNYECKIA MHOTOPEXMMHBI OfHOPa30BbI MapoBO CTEpPUM3aLNN
«UHTECT-T®» ana pexumos cTepunmsaunm «121 °C;.20 MUH.», «126 °C, 10 MUH.»,
«134 ®C 5 MUH.»;

5. lHanKaTop XMMUYECKNIA MHOTOPEXXUMHbIA OAHOPA30BbI NapOBO CTepUIN3aLLMn
<VHTECT-M®P1» anst pexknmos ctepunmnsaummn «121°°C, 20 MuUH.», «134 °C, 4 MUH.»;
6. VIHaMKaTop XUMUYECKUIA MHOTOPEXXUMHbINA 04HOPAa30BbI NapoBOW CTEPUIN3ALMN
<NHTECT-T®P2» 4014 pexxnmos ctepunmsaumm «121 ®C 25 MuUH.», «134 °C, 5 MUH.»;
7. lHaMKaTop XMMnUYeCKMUIn MHOTOPEXXUMHbIA ©4HOPa30BbI NapoBOK CTEPUNNZALLMN
«UHTECT-MN®3» ana pexkumoB cTepunusaumm «121 “C, 35 MuH.», «126 ®C 20 MUH»;
«134 °C, 7 MUH:»;

8. MHAMKATOR XMMUYECKNIA MHOTOPEX1MHBbIA' OJHOPA30BbI NapoBOW CTepUAN3aL NN
«UHTECT-[1®4» ang pexxumoBs ctepunmsanmm «121 °C, 15 MuH.», «126 °C; 10 MUH.»,
«134 °C, 3,5 MVH.»;

9. NHAMKATOP XMMUYECKNIA MHOTOPEXUMHbIA 04HOPA30BbIiA MapoBO CTepUIN3aL
«UHTECT-M®5» anga pexnumos ctepuandaumm «121 °c, 17 MuH.», «126 °C, 10 MUH.»,
«134 “C, 4 MUH.»;

10. AHAMKATOP XUMUYECKUIA MHOTOPEXXUMHbI OgHON N s#ilap©AeTaapunnsayum
«NHTECT-T<1>6» 4N pexxnmoB ctepunmszaunn « ING , 3MASA« |2 AN | 15 MUH.»,

«134 ®C 7 MUH.»; n: "
13-VIHANKATOP XMMUYECKMIA MHOFOPEXXMMHbIA 0iHOPa30BbIV NAABO I eTHUAN3ALNY
<UHTECT-T®7» ona pexxuMoB cTepunnsanmmn «1 4EME>>, «N1MC, 60 MUH.»,

«126 °C, 45 MUH.», «134 *C, 18 MUH.»;

PykoBoanTenb deaepanbHoOi CnyX6bl

Nno HaA30py B chepe 34paBoOXpPaHEHNS ] M.A. MypaLluko
0056333



®EAEPANIbHAS CYXKBA MO HAA3OPY B COEPE 3[PABOOXPAHEHISA
(POC3JPABHAZ3OP)

NPUTOYKEHUE
K PETUCTPALUMOHHOMY YOCTOBEPEHMIO
HA MEAVLMHCKOE U3AENUE

oT 14 noHa 2019 roga Ne P3H 2014/1604
et 2

12. NHAMKATOP XMMUYECKMUIA MHOTOPEXXUMHBIA 04HOPa30BbIi NapoBOIl CTepunmn3aLmm
«UHTECT-MN®8» gna pexxumos cTepummsaunn «121 °C, 15 MUH.», «126 °C, 10 MUH.»,
«134 5 MUH.»;

13. 'HAMKATOP XMMUYECKMIA MHOTOPEXMMHBIV OAHOPA30BbIV NapeBON CTepuan3aLmm
«UNHTECT-T®P9» ang pexxumos crepunmnsanmmn «121 °C, 20 MUH.»; «126 “C, 10 MUH.»,
«134 °C, 7 MUH.»;

14. 'HaMKaTop XUMUYECKUIA MHOFOPEXXUMHbIA O4HOPAa30BbI MapoBOi CTepuIn3aLmm
<UNHTECT-MN®HO» ana pexxumos.ctepununsaumm «120 °C -~137-°Cx,

15. N'HAMKATOP XMMUYECKMI MHOTOPEXMUMHbIA OLHOPAa30BbLIA.IaPOBO CTEPUIN3ALN U
fesnHpekunn «PapmaTECT=1» ana pexumos «121 ®C 20 MuUH.», «115 °C, 35 MUH.»,
«112 °C, 45 MuH.», «105 °C;100 MuH.», «100 °C, 150 MUH.>»:;

16. IHaMKaTOp XMMUYECKMIA MHOTOPEXXUMHbIA O4HOPa30BbIv NapoBOi CTepuM3aLmnn 1
fe3nHpekunn «PapmaTECT-2» ans pexxumos «121 °C,.15'MuH.», «115 “C, 30 MUH.»,
«112 °C, 35 MUH.», «105°C, 75 MUH.», «100 °C, 120 MUH:»;

17. NHAMKATOP XMMUYECKMIA MHOTOPEXUMHbIA 04HOPA30BbLIN MNapoBO CTEPUIM3ALMN 1
fe3nHpekunn «PapmMaTECT-3» ana pexxumos «121 2C; 12 MuH.», «115 °C, 20 MUH.»,
«112 ®C 30 MUH.», «105 °C, 60 MUH.», «100 °C, 100-MUH.»;

18. IHoMKaTop XMMMUYECKUIA MHOTOPEXMMHbIN 0fHOPA30BbLIN NAPOBOW CTEPUIN3ALIAN 1
AesnHpekunn «®apmaTECT-4» ana pexxumos «121 ~C, 8 MUH.», «115 °C, 15 MuH.»,
«112 ®C, 20 MUH.»;«105 °C, 45 MUH.», «100 °C;60 MUH.»;

19. IHAMKaTOP XMMNYECKUIA MHOTOPEXMMHBIA-0HOPA30BbIA NapOBOI CTepUAN3aLn 1
Ae3nHpekunn «PapmaTECT-5» ana pexxumop «115 °C, 12 MUH.», «112 ®C 15MUH.»,
«105 °C, 30 MuUH.»;

20. 'HAMKaTOp XMMUYECKNIA MHOTOPEXMMHbIV 0JHOPA30BbI MapOBOW CTEPUNIN3ALIN U
fesvHpekunn «PapmaTECT-6» ana pexxumos «115 ®C 10 MUH.», «112 °C, 12 MUH.»,
«105 °C, 25-MUH.», «100 °C, 45 MUH.»;

21. VIHaUKaTop XMMUYECKUIA MHOTOPEXUMHbIA OLHOPA30BbIA NapoBOW/CTEPUNN3ALLUN U
Ae3nHpekuynn «®apMaTECT-7» ana pexxmumos «112 °C, 8 MUH.», «105.°C, 20 MUH.»,
«100 °C,; 30 MUH.».



000 "Meankaon”

. 127276 Mockna, botanwyeckas ya. 35, T +7495231-2272 +7499 502-1214

MACNOPT-CEPTUDUKAT NMPOU3BOAMUTEAS
Ha «Habop peareHToB AAS onpeAeAeHus TPy KPOBU YeroBexa
cuciem ABO, Peaye u Kell» no TY-9398-101-51203590-2009
{ ULOAMKAOHDBI  Antu-A, Autn-B u Autu-AB )

Potaciouncsion yaoctoseperse Ne @CP 2009/06043 o 05 nosps 2000 ¢

Hawsenosanme: Lomikion anm A 8o duraxonax no 10 M ¢ kpacHbiMK KpBIIKaMU

Cepusi: 005708 Eannnua: 100 ma.
FHyaronaen: 10.08.2020 Koanuecrso e |
Foaew ao: 10.08.2022 Odwem cepuu: 10000 ma.

Hacpopr: AG05T08 or 10.08 2020

Pesyastars
Hopma ne TV

{ VICTIRITOHWA

! THEC2pasHan XaKocTs KpacHO e upera. Coorsercrayer

TPCIPOUHAR MUAKOCTS ChHero userta
TEospayHan BeCLBeTHAN MUAKOCTS.

HOADINS SRS LOMMACH GHTU-A  HE AOAXEH AGRATS GIT AT & Coorsercrayer
TR APUTROLITAMM rpyna Bl u Of)
LAUHHOCTS UoamacH auTinB - He AonKeH AQBGTS QAT ¢ Coorsercrayer
pMTROWMTaMI pyni AN} u Off)
Lioankack anT-AB He AoAKeH ABATL QIFAIDTUHAUMY Coorsercrayer
BEHTROLATAMK (pynnel Ofl)
HEACTHRARYIOUIGS | ATAIOTRHGLMA KO NAOCKOCTU IPUTPOLMTOB Al U B Cootsercrayer
HOCTE COCTHETCTAYIOWMMI LIOAMKAOHAMM ACAXHG NOABUTLCS He.
: nosaviee 10 cek. rocae ¢ IHUR
% Turp Uorkaoda aHti-A 8 peckumie arrloTURaum Hal Cootsercrayer
NAQSKOCTY C IPMTROWITaMI rpynnet Al 1:32 - 1:64 1:32- 164
TUrE LOAMKAOHG GHTU-B B PeCKLMM QrFAITUMGUAM HG Coorsercreyer
TACCKOCTIA & DpUTDOUMTAMM rpynnel B{IIl) 1.64 1.64
WP Uoarkaona ontu-AB 8 PeAKUMM OFTAIOTUHCUMN HG Coorsercreyer
(ACCKOCTIA C SpUTPOUMTOMA rpynn Al 1:32 - 1:64 u B 1:32-1:64
itd

lerinon cooinetcTeyeT pehonammam TY - 9598401-5&205’@90-2009

It 14
Weameron

?; K.B. KOwenko

i




000 "Megmnxnron”

MEDMRTION

127274 Mockea, BoraHmieckas yA, 35, ™\ (475) 231-2272  (499) 502-1214

GACNOPT-CEPTUPUKAT MNPOUIBOAUTEAR
1 (HaBop PeareHTon AAR ONPEASACHUA IPYN KPOBX YEAOBEKA CHCTEM
ABQ, Pesyc u Kelln no TY-9398-101-51203590-2009

{ LOAUKAOHB!  Antu-A T u AnTu-Acan )

FOMCIPAaUMSHHOS YAOCToBepeHme Ne PCP 2009/06043 or 05 noabps 2009 ¢

Haumenonauste: Lonmksion anrn Al

Cepust: 309609

Hrorosaen: 1409 2020
Pogen no: 14.09.2022 |

Hacnopr: A1309609 ot 14.09.2020

Easmwmna: 100 s,
Koamsecrao exmmnu: |
O6bem cepun: 10000 Mo,

i ll‘-.zm»f-:x;mai:n- XapaxTepscTies HOpMM. PeayavraTai nensrsnndt
{ TipawTe e
£1=
L Hpoapaunes  RKAXOCTS GeXenoro usern Coorsercrryer
S awra-Aca Ipow EABOCTE
{3 Clpanonmieane cngicran
! T Cneunguanecty Uonmron axm-Al  He JOEKEH JORGTE SOTATH-HIUNE ¢ Coorsercinyer
i apwrporsersass rpynn AZ(1) , B AZBOV) n O0)
i Homnuson antw-ACa  WE J0TKER 108STS AITOTHHDLNK ¢ e
| apetpossvasn rpyna BOID 1w O()
i 22 Tewary " rpymmt Al <
i SHOCOBHOCTH Re noyanee
' 19 cex. nocse Coorsercrayer
1
E 23 Yemp Trerp Uonmwrona Al 5 OpsMoli peoKauny srrARTHHIIN K Cooraeromyer
£ 9 Al sa 1:64
| Turep Uomocsona Aes 8 RPAMOR Peakionr ary MoTHIAIGIN 1A
! 2 « ved. AN - 132
¥
{3 PoaSawn VILIA, BCA, ¥t

HoaukAoH ooTeTCTRyaT Tpetosaruim TY - $398-101-5120369

Joseayviowas  OTK OOQ tMeAMKAOH




- 000 "Meankaon”
HRAOH

76 Macama, Borarmecran v, 35, \dy +7495 231-2272  +7499 502-1214

HTACNOPT-CEPTUDPUKAT NPOUIBOAUTEAS
o HEBoR peUrenio AAR ONPeAGAGHUS TPYNN KPOBU YeAOBEKa
susTem ABQ, Peaye w Kell» no TY-9398-101-51203590-2009
{ UOAVKAOHB!  Auti-A, Ann-B u Antu-AB )

vacicaspeime Ne DCI 2009/05043 o 05 vosips 20091
fhumenosanue; Lloanknon anmn AB

PR

Cepir: 204008 Exmnmua: 100 v,
Hyovosaen: 24.08.2020. Kosmsecrso eqmn: |
foten no: 24082022 Ob6wem cepun: 10000 va.

Tiaenopr: AB204008 o7 24.08.2020

PasyanTarn
Hopma ne TY

VICTIHITCHAR
KIHHOH HAAXOCTE IGUCHOMO UBETA, Cooraercrayer

{ HOPDAUMG KMAKOCTS CUHSIO LBOTT.
{ipoanmuscn GeCLEATHAR YUAKOCTS,

UDaaeson aHiv-A 1e ADANGH ACBATH CITAITAMCKIAA C Coorsercrsyer
BEWERSLATCMIA rpyrn Bl v Off)

Uonmaos anma-8 48 ACAMSH AGBTTE G/ c Ci Y
IPATDOLATIMU rPYnN AT u Of)

LOAMKAGH (HT-AR HE AOAKEH AGBID C QL © C y v
FEATROUNTAMUA TRy OFf)

Uit s e TRGL R )

RIS HG TNOCKOCTI SpUTPOUAToR Al M B ¢ Coorsercrayer
BYOLUIAAA LIOAKAOHOMM AORKHQ NOSBATECS HE
siag {

Uoassona ormi-d 8 p ar may Ce y
KGUTY G BMTDOUMTCR TpyNTet A() 1:32 - 1:64 1:32 - 1:64
HOAMRACKO ORTV-B B peaKuMM crTAoTVHOLM Ha| Cootsercrayer
SAGET G 3pATROUATOMY rpynine: BT 1:64 1:64

1T LIOAAGHO (- AB 8 DOCIIMM OITACTUHCLIM HO

i T ¢ opuTpolamami rpyan AQll) 1:32 - 164 v Bl 1:32. 164

)
LXK.B. uenko




OO0 "MeankaoH”

6 Macken, boranuueckas ya. 35, 1\dy  +7495 231-2272  +7499 502-1214

TACTNOPT-CEPTUDUKAT TMPOUIBOAUTEAS
o vt dHaBop pedreHToR AAS ONPEAeASHUA TPy KpOBU YeAoBeKa
cuctem ABO, Peaye u Keli» no TY-9398-101-51203590-2009
{ HOAMKAOHDB! Antn-A, Autn-B u Antn-AB )

PRGOS

pepose Ne PCP 2000/06043 or 05 wontips 2009 ¢

Hameenasamye: Hoankion antw B o dmakonax no 10 M2t ¢ cHRUMM KpBLKaMu

Ceoprosn GO50608

Hrovosen: 10.08.2020

Ponestae: 10.08.2022

Enmmua: 100 v,
Koanuaecrso eanmm: |

Obwem cepnu: 10000 ma.

Hacnopr: BO056OS or 10.08.2020

HAOH CHIW-B

HOH
I artxnoH

Hopmano TY Pozynwm»} ‘
VICTIBITCHMA
WiTv-A {IROPAHOs KUAKOCTE KPACHOrO LBeTA, Coorsercrayer
MPCapUYHaR KUAKOCTE GUHETD LBeT.
Mpo3spauHan BecuUBeTHAN KMMAKOCT
HOAMACH GHTU-A  HE AOAKEH ACBOTH GITAITUHALIAK C Coorsercrayer
apuTpowTanmi rpynn B v O(1)
Uomikaon arTi B He AOAKEH ACBATE ITAIOTUHALIAM C Coomercrayer
aputpouTamu reynn Afll) u O()
LIONAKAGH OHTI-AB HE AOAKSH ACBATL GITAICTUHOLIMU C Coorsercreyer
FPUTPOLMATAMIA TRYNIL Off)
AITAICTUHGUAR HA NACCKOCTY 2pUTpOLMToB AL U B ¢ Coorsercrayer
COOTEETETRYIONIAMMA LIOAUKAOHTOMI AOAKHA NOSBUTLCS He
fosaHee 10 cek. nocAe ok
Turp Ucamkaoka attwA 8 p arrAoT Ha| C TBYST
3 W< sprrpourtame rpynne Al 1:32 - 1:64 1:32- 164
MKAOHG CHTA-B B Peaiimm aImrAOTUHGUMM HQ Coorsercrayer
QCTA G IPATPOLMTAMA rpynne: B(Il) 1:64 1:64
AATHO GHTA-AB B DECKLIMK CITAOTRHGLIA HG Coorsercrayer
* C opurpoumrami rpynn All) 1:32 - 1:64 v B(l) 1:32-1:64
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~ GACHOPT-CEPTHEUKAT NIPOUIBOAUTEAR
Lo HaBORP pEaTeHTOB AAS ONPEACAGHHA TPYNIM KPOBU HeAoBeKa CHETEM
ABO, Pesye u Kelln no TY-9398-101-51203590-2009

{ WOAMKAOH  AnTH-D Cynep )
Poricipusonian yaociorepene  Ne SCP 2009/06043 o1 05 Hoabps 2009 ¢

flansenosanne: Lognknon anty D cynep 8o thnaxonax 1o 10 M ¢ 3emeHbIMM KPBILKAMM

Coprm: 200508 Emuua: 100 Ma.
1y eronsaen: 03.08.2020 Kosmuectso exunnu: |
Pogen io: 03.08.2022 Ofnesm cepmir: 10000 s,

Hacnopr: J1c200508 ot 03.08.2020

Xapaxrcpuctuka wopmuinio TY. - | Peaymrarst
: HCTIBITAHNH
{fTposp cnersio-Gx uBeTa
CoorRetcrayer
2 ; Hommknon Awrs-D Cynep ne jlomsen Coorsercrayet
L p D(=) opirp
e nOTHEEDYIOAY | Yercan peakuus ATTIOTARAINGE JODKHA
GO DIOC TN | HacTynaT, B TEIEHME 30 cex. noene cuenmsanis | 30 cex
| pearena ¢ D{+) 3pHTpOUNTAMH
1
AR
T {Tirp Tonmmnona Anru-D Cynep » peaxutnu | Coomaercrayer
| arnoTHHELK Ha naockoet# ¢ D(+) spu-
{rponarasy 1:32 132
| Tanp Hommnona Asres-D Cymep B peaxive
| pamod arrm ¢ D(*) 3puTpOuH-TAMK 1:256
in wnxponnate ne woke 1:256 e
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8 I TALCERT

CERTIFICATO N° 505DMO07

CERTIFICATE N° 505DM07

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System

messo in atto da
implemented by

APTACA S.p.A.

Via Monte Bianco, 4 — IT 20900 MONZA (MB)

nella Sede Operativa di
Operative Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

e conforme alla norma
(s in compliance with the standard

UNI CEI EN 1SO 13485-2016 (ISO 13485-2016)

per i seguenti Processi
concerning. the following kinds of Processes

Gestione della fabbricazione e immissione in commercio di tamponi sterili
per il prelievo di campioni biologici in orifizi naturali e in ambito chirurgico.
Progettazione e fabbricazione di dispositivi medico diagnostici per laboratori di analisi.
Gestione della fabbricazione ed immissione in commercio di dispositivi medici invasivi in relazione agli orifizi
del corpo in Classe | Sterile. Fabbricazione di dispositivi medici invasivi in relazione agli orifizi del corpo in

Classe | Sterile. Commercializzazione di dispositivi medici e diagnostici in vitro.

Management of the manufacturing and placing on the market of sterile tampons for sampling of biological specimens in natural orifice and in surgical field.
Design and manufacturing of diagnostic medical devices for laboratories of analysis. Management of the manufacturing and placing on the market of
invasive medical devices with respect to body orifices (class | sterile). Manufacturing of invasive medical devices with respect to body orifices (class I'sterile).
o Marketing of medical and diagnostic devices in vitro. N
il presente Certificato @ soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in vigore applicabili.

This Certificate shall satisfy the requirements established in the Rules for the cr’mﬂcanon in force applicable.

In caso di discordanza tra le lingue utilizzate nella traduzione de| contenuto del presente certificato, fare riferimento alla lingua italiana
In cases of ([lscreprmcy betveeen the languages used in the translation of the content of this certificate, please refer to the Italian language. |

L'AMMINISTRATORE DELEGATO
MANAGING DIRECTOR

\ Lol GO
b
\ \

Dr. Ing. Roberto Cusolits

Data dj Prima Emissione - Data di Prima Emissione ITALCERT Data di Rinnovo Data di Scadenza |

First Issue Date First Issue Date ITALCERT Renewal Date Expiration Date
2007-10-30 _2011-10-30 2020-10-30 2023-10-29.

1/

| ACCREDIA ‘\
; 1 VENTE [TAUANO DI ACCREDITAMENTO

|

1l SGQ N° 023A
| - Membro degli Accordl di Mutuo Riconoscimento EA, IAF e ILAC
[ Signatory of EA, IAF and ILAC Mutual Recognition Agreements

; ITALCERT Sr.l. | Viale Sarca, 336 — 20126 Milano (M) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsri@legalmail it
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ITALCERT

CERTIFICATO N° 5055GQO5

CERTIFICATE N° 5055GQO05

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System

messo in atto da
implemented by

APTACA S.p.A.
Via Monte Bianco, 4 — IT 20900 MONZA (MB)

nella Sede Operativa di
Operative Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

e conforme alla norma
is-in compliance with the standard

UNI EN ISO 9001-2015 (ISO 9001-2015)

per i seguenti Processi
concerning the following kinds of Processes

Gestione della fabbricazione ed immissione in commercio di tamponi sterili per il prelievo di campioni biologici
in orifizi naturali e in ambito chirurgico. Progettazione e fabbricazione di dispositivi medico diagnostici per
laboratori di analisi. Gestione della fabbricazione ed immissione in commercio di dispositivi medici invasivi in
relazione agli orifizi del corpo in Classe | Sterile. Fabbricazione di dispositivi medici invasivi in relazione agli
orlf izi del corpo in Classe | Sterile. Commercializzazione di dispositivi medici e diagnostici i in vitro.

_Commercializzazione di articoli da laboratorio
Management of the manufacturing and placing on the market of sterile tampons for sampling of biological specimens!in natural orifice and in'surgical field.
Design and manufacturing of diagnostic medical devices for laboratories of analysis. Management of the' manufacturing and placing on the market of
invasive medical devices with respect to body orifices (class | sterile). Manufacturing of invasive medical devices with respect.to  body orifices (class /stenle)
Marketing of medical and diagnostic devices in vitro. Marketing of laboratory articles.

i presente Certificato & soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in vigore applicabili.
This Certificate shall satisfy the requirements established in the Rules for the ceftification in force applicable.
/I caso di discordanza tra le lingue utilizzate nella traduzione del contenuto del presente certificato, fare riferimento alla lingua italiana
I cases of d;scre/)011C)/ between the languages used in\the translation of the content of this certificate, please refer to the Italian language

B AMMINISTRATORE DELEGATO
MANAG/NG DIRECTOR

N

| /] 7 _ Dr. Ing. Roberto Cusolitg :
Data di Prima Emissione Data di Prima Emissione ITALCERT ~DatadiRinnovo Data di Scadenza,

{1f Fiist Issue Date-. First Issue Date [TALCERT Renewal Date Expiration Date
i 1998 07-23 . 2011-10-30 20/20-10—30 2023-10-29 ",

A Settore IAF14 29 = ACCREDIA ¢

Tl SGQ N° 023A
| — Membro degli Accordi di Mutuo Riconoscimento EA, IAF e ILAC
| Slgnatory of EA, IAF and ILAC Mutual Recognition Agreements

ITALCERT S.r.l. | Viale Sarca, 336 — 20126 Milano (MI) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsri@legalmail it



APTACA sp.A.

Regione Monforte, 30 -14053 Canelli (Asti) ITALY

Tel: (+39) 0141 83.50.75 - Fax: (+39) 0141 83.52.92
e-mail: info@aplaca.com

www.aptaca.com - www.vacuaptaca. it

el

) >

PLASTIC DISPOSABLE ITEMS
FOR LABORATORIES OF ANALYSIS

PIVA: 00862050960 - Cod.Fisc.: 07520900155 - REA. MB 1167248

APTACA

TO WHOM IT MAY CONCERN
Letter of Authorization

We APTACA SPA , with head offices and plant located in :
Regione Monforte nr 30

14053 Canelli ( At ) Italy

Confirm that the below Company :

"GBG-MLD" S.R.L.

Tighina str.65, office 607
MD-2001,Chisinau,

Republic of Moldova

Web: www.gbg.md

Ph. +373 22 54 91 20

Fax +373 22 54 73 73

Is authorized to prepare price quotations, advertising activities, warranty service, offers, to partecipate
in tenders and to sell our whole range of product on exclusive basis in the territory of MOLDAVIA.

This letter is valid until 31/12/2021 and may be prolonged by mutual agreement.

ON BEHALF OF NUOVA APTACA S.R.L.

Veronica FERRARI  ,~
Key Account Export Mg
Mod. +39 393 918114

Canelli 01/01/2021



/= APTACA

Aptaca S.p.A. Regione Monforte, 30 - 14053 Canelli (Asti) Italy
Tel. (+39) 0141/83.50.75 — Fax (+39) 0141/83.52.92
E-Mail: info@aptaca.com — Website: www.aptaca.com

CERTIFIED COMPANY UNI EN ISO 9001 & UNI EN 1SO 13485

SCHEDA TECNICA PRODOTTO
TECHNICAL DATA SHEET
T00z20er oSS - e
ODICE ARTICOLO:
ITEM CODE: 1006/MO

DESCRIZIONE / DESCRIPTION

Provetta cilindrica da 3ml, graduata, senza
bordo. Prodotta in polipropilene medicale (PP),
autoclavabili.

Fornite senza tappo ed etichetta.

Dispositivo Latex-free

3 ml cylindrical test tube, graduated, without rim.
Manufactured in medical polypropylene (PP),
autoclavable.

Without cap and label.

Latex free device.

Prodotto con marchio CE - conforme alla Direttiva 98/79/CE e al D.Igs 332 del 08/09/2000
CE Marked product - manufactured in compliance with 98/79/CE Directive and D.Igs 332 dtd 08/09/2000

CARATTERISTICHE PRINCIPALI TECHNICAL FEATURES ‘
Stato microbiologico NON STERILE /NOT STERILE Microbilogical status
Materiale impiegato POLIPROPILENE / POLYPROPYLENE Raw material
Temperature tollerate MIN -10°C MAX +121°C Temperature range
Volume (ml) 3,0 Volume (ml)
Dimensioni (mm) @12 x55 Dimensions (mm)
Spessore (mm) 1,10 Thickness (mm)
Scala graduta 05-1,0-2,0-25 Graduated scale
Peso (gr.) 1,5 Weight (gr.)
Validita del prodotto 5 ANNI/ YEARS Shelf life

Mod ST-059/11.19/2 ART. CoD. 1006/MO Pag. 1 of 2
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Vo APTACA

Aptaca S.p.A. Regione Monforte, 30 - 14053 Canelli (Asti) Italy
Tel. (+39) 0141/83.50.75 — Fax (+39) 0141/83.52.92
E-Mail: info@aptaca.com — Website: www.aptaca.com

DESTINAZIONE D’USO / INTENDED PURPOSE

La destinazione € quella di “DISPOSITIVO MEDICO DIAGNOSTICO IN VITRO” atto a contenere un campione biologico umano
(per esempio urina, sangue, sperma, saliva, espettorato, pus, etc) al fine di effettuare analisi diagnostiche di
laboratorio.ll dispositivo in oggetto € destinato esclusivamente ad uso professionale.

Classificazione Nazionale Dispositivi Medici (CND) > W050301020102 (Provette senza additivi in materiale
plastico per analisi).

Repertorio Nazionale dei Dispositivi Medici (RDM) > 1896361/R

Classificazione EDMA > 51091001 - Other containers for samples of human origin.

Intended purpose is “IN VITRO MEDICAL DEVICE” adapted to contain a human biological sample (for example urine,
blood, semen, saliva, sputum, pus, etc) in order to perform diagnostic analysis laboratory.

For professional use only.

National classification of medical devices (CND - For Italian law) > W050301020102 (Samples analyses, plastic
tubes without additives).

EDMA code > 51091001 - Other containers for samples of human origin.

AVVERTENZE PER L’USO / OPERATING INSTRUCTIONS

Non avvicinare il dispositivo alla fiamma o a fonti di calore che lo potrebbero danneggiare.
Keep out of flame or heat sources which might damage the product

Non utilizzare il prodotto scaduto o con la confezione aperta
Do not use after expiry date or if packing is opened

Non riutilizzare: Dispositivo monouso
Do not re-use: Disposable device

Non variare la destinazione d’'uso
Do not vary the intended purpose of the product

Prodotto non adatto ai bambini
Keep out of reach of children

Conservare in luogo asciutto, Temperatura min -10°C max +50°C
Store in dry place, Temperature range: min -10°C max +50°C

Smaltimento: utilizzare gli appositi D.P.l e smaltire secondo le normative vigenti
Disposal: use appropriate personal protective equipment and act according to applicable regulations

Prima dell’'utilizzo con sostanze particolari consultare sul catalogo le tabelle di resistenza/compatibilita dei materiali.
Before use with particular substance check the resistance / compatibility chart on our catalogue

L’'uso in centrifuga non deve superare la velocita massima di 5.000 r.p.m. per un massimo di 20 min.
For a maximum centrifuge speed of 5,000 r.p.m to be kept for 20” max

IMBALLO / PACKING

Quantita (pz): 6.000 Confezione interna (pz): 1.000 QUANTITA MINIMA VENDIBILE
Quantity (pcs): Internal packing (pcs): ' MINIMUM SALEABLE QUANTITY
Misura esterna scatola (cm): Peso (Kg): Volume (m3):
External box dimensions (cm): 525x37,5x 35 Weight (KQ): 9.60 Volume (m3): 0,069

SIMBOLI UTILIZZATI SULL’IMBALLO / PACKING SYMBOLS

Data di fabbricazione Data di scadenza Consultare i documenti accompagnatori

Manufacturing date Expiry date Please consult accompanying documents
or | Numero di lotto ® Monouso

Lot number Disposable

Mod ST-059/11.19/2 ART. CoD. 1006/MO Pag. 2 of 2
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EC Declaration of Conformity

Manufacturer:

Name: Inzek International Trading
Address: Vissenstraat 32, 7324AL — Apeldoorn, The Netherlands

Product Name and Models(s):
H.pylori Antigen Rapid test cassette (Feces) REF-BHP-602

Classification: Other Device of VDD 98/79/EC
Conformity Assessment Route: IVDD 98/79/EC Annex |11
EDMA Code: 15 70 01 02

We herewith declare that the above mentioned products meet the transposition into national
law, the provisions of the following EC Council Directives and Standards.

DIRECTIVES

General applicable directives:

DIRECTIVE 98/79/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 27
October 1998 on in vitro diagnostic medical devices

Standard Applied: EN 1S013485:2012/AC:2012, EN 1S014971:2012, EN 13975:2003, EN ISO
18113-1:2011, EN I1SO 18113-2:2011, EN 13612:2003, EN ISO 17511:2003, EN ISO 15193:2009,
EN I1SO 15194:2009, EN ISO 23640:2015, EN 13641:2002, EN 1041:2008, 1SO 15223-1:2012

declaration the required CE marking can be affixed on the product. Other relevant

c E After preparation of the necessary technical documentation as well as the conformity
directives must be observed.

Place, Date of Issue: Apeldoorn on 06/13/2018

Signature:

Name: Z. Hamid

Position: Manager
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Inzek International Trading B.V. Vissenstraat 32 7324AL — Apeldoorn
info@inzek.nl www.inzek.nl The Netherlands
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http://www.inzek.nl/
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www.vacutestkima.it

DICHIARAZIONE DI CONFORMITA CE
EC DECLARATION OF CONFORMITY

conforme all’Allegato III della Direttiva 98/79/CE “Dispositivi Medico-Diagnostici In Vitro” e s.m.i.
according to Annex III of the Directive 98/79/EC on "In Vitro Diagnostic Medical Devices” as amended

fabbricante VACUTEST KIMA S.r.l. - articoli per laboratori analisi
manufacturer disposable labware
indirizzo Via dell'Industria, 12
FrESs 35020 Arzergrande (PD) - Italia

posta elettronica

p info@vacutestkima.it
e-mail

telefono fax
phone +39-049-9720624 P +39-049-9720182

Sistema di prelievo di sangue e altri liquidi biologici
S , ~ mediante provette con vuoto predeterminato in plastica
identificazione dei prodotti “WACUTEST KIMA".

product identification

“WACUTEST KIMA” vacuum blood and biological liquids
collection tubes in plastic.

nome commerciale

brand name “"VACUTEST KIMA”

classificazione dei prodotti dispositivi diversi da quelli elencati nell’Allegato II della Direttiva 98/79/CE e s.m.i.
product classification devices other then those mentioned in Annex II of the Directive 98/79/EC as amended

Si dichiara
sotto la propria responsabilita che tutti i dispositivi sopraelencati rispettano le disposizioni applicabili della Direttiva
98/79/CE e s.m.i."Dispositivi Medico—-Diagnostici In Vitro”.
Tutta la documentazione tecnica richiesta dall’Allegato Il della succitata Direttiva e comprovante il rispetto dei Requisiti
Essenziali di cui all’Allegato | della Direttiva, & conservata a cura del Fabbricante

Hereby we declare
under our sole responsibility that the above mentioned devices meet the applicable provisions of the Directive 98/79/EC
as amended on 'In Vitro Diagnostic Medical Devices”.

All the supporting documents, as required by Annex III, in order to prove conformity to the Essential
Requirements as listed in Annex I, are retained under the premises of the Manufacturer

plllggoaﬁ ;Zgate Arzergrande, 01/01/2015
] Assicuratore Qualita / Quality Manager
irma _ Giovanni Chiarin

signature

| OV QLL«Q M

VACUTEST KIMA srl - Vacuum tubes - Via dell’Industria, 12 - 35020 ARZERGRANDE (PD) Italy - e-mail: info@vacutestkima.it
Tel. +39 049 9719511 / 9720624 - Fax +39 049 9719543 / 9720182 - Reg. Imp. Padova, Cod. Fisc. e P. IVA 03450130285 - REA PD 311870 - Cap. Soc.€15.300,00 i.v.



TUVRheinIar?d
Certificate

The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

KABE LABORTECHNIK GmbH
Jagerhofstr. 17
51588 Niimbrecht
Deutschland

has established and applies a quality management system for medical devices
for the following scope:

Design and development, production and distribution of
in vitro diagnostic devices and consumption materials
for sample withdrawal, preparation and storage
as well as single-use medical devices

Proof has been furnished that the requirements specified in
EN ISO 13485:2016

are fulfilled. The quality management system is subject to yearly surveillance.

Effective Date: 2018-10-16
Certificate Registration No.: SX 60133221 0001
An audit was performed. Report No.: 21234760 009

This Certificate is valid until: 2021-10-15

Certification Body

-

(DA

= Akkreditierungsstelle
D-ZM-14169-01-02

Date 2018-10-12

TUV Rheinland LGA Products GmbH - TillystraRe 2 - 90431 Niirnberg

Tel.: +49 221 806-1371 Fax: +49 221 806-3935 e-mail:cert-validity@de.tuv.com http://www.tuv.com/safety

10020 0408 ®

TOV. TUEV and TUV are rogistered tademarks. Ullisation and eppication 1equires prior approva




EC Certificate TOVRheinland
Directive 93/42/EEC Annex ll, excluding Section 4
Full Quality Assurance System
Medical Devices

Registration No.: HD 60150763 0001
Report No.: 21234760 013

Manufacturer: KABE LABORTECHNIK GmbH
Jagerhofstr. 17
51588 Nimbrecht
Deutschland

Products: - Cannulas for blood collection
- MBU Capillaries
(see attachment for details)

Replaces certificate, Registration No.: HD 60105393 0001

Expiry Date: 2024-05-26

The Notified Body hereby declares that the requirements of Annex Il, excluding section 4 of the directive
93/42/EEC have been met for the listed products. The above named manufacturer has established

and applies a quality assurance system, which is subject to periodic surveillance, defined by Annex Il,
section 5 of the aforementioned directive. For placing on the market of class lll devices covered by

Effective Date: 2020-10-07

Date: 2020-10-07 Y. /.
Dr. K. Kluge

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg
TOUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197.

10/020h 0408 ® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval




Attachment to
Certificate
Registration No.:
Report No.:

Manufacturer:

Products included:

Date: 2020-10-07

- MBU Capillaries

TUV Rheinland
LGA Products GmbH

HD 60150763 0001
21234760 013

TillystraRe 2, 90431 Nirnberg

KABE LABORTECHNIK GmbH

Jagerhofstr. 17
51588 Nimbrecht
Deutschland

- Cannulas for blood collection

For the following devices the scope covers only
the aspects of the manufacture concerned with
the securing and maintaining sterile conditions:

Notified Body

O YU

Doc.

- ®
TUVRheinland

1/1, Rev. 0

Dr. K. Kluge

10/020h 0408 ®  TOV, TUEV and TUV are registered trademarks. Utlisation and epplication requires prior approval.
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THE INTEANATIONAL CERTIFICATION NETWORK
www.ignet-certification.com

IQNet, the association of the world’s first class
certification bodies, is the largest provider of management

System Certification in the world.
IQNet is composed of more than 30 bodies and counts
over 150 subsidiaries all over the globe.

CERTIFICATO n.
CERTIFICATE No.

SI CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

KIMA S.R.L.

UNITA OPERATIVE / OPERATIVE UNITS

Via Leonardo Da Vinci, 22 - Zona Industriale Tognana - 35028 Piove di Sacco (PD)
Italia

4265/4/C

E CONFORME ALLA NORMA / 1S IN COMPLIANCE WITH THE STANDARD

UNI CEI EN ISO 13485:2016

Sistema di Gestione per la Qualita / Quality Management System

PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES

EA: 29

Commercializzazione di prodotti del Gruppo: kit diagnostici,
terreni di coltura per microbiologia, articoli in plastica per laboratorio analisi,
provette con vuoto predeterminato e aghi sterili.

Trading of the products of the Group: diagnostic kits, culture media for microbiology,
plastic disposable labware, test tubes with predetermined vacuum and sterile needles.

Riferirsi alla documentazione del Sistema di Gestione per la Qualita aziendale per 'applicabilita dei requisiti della norma di riferimento.
Refer to the documentation of the Quality Management System for details of application lo reference standard requirements.

Per informazioni puntuali e aggiornate circa eveniuali variazioni intervenute nello stato della certificazione di cui al presente certificato,
si praga di contattare il n* telefonico +39 02 725341 o indirizzo e-mail info@icim. it
For timely and updated information about any changes in the certification status referred to in this certificate,
please confact the number +39 02 725341 or email address info@icim.if.

Data emissione Emissione corrente Data di scadenza
First issue Current issue Expiring date
18/01/2007 18/01/2019 17/01/2022
y | @/\,
ICIM S.p.A.
Piazza Don Enrico Mapell,/75 — 20099 Sesto San Giovanni (MI)
www.icim.it

FEDERAZIONE

CisQ

WWW.Cisg.com

ACCREDIA X,

L'ENTE ITALIANO DI ACCREDITAMENTO -

o
SGQ N° 004 A CISQ & |a Federazione Italiana di Organismi di

Certiflcazione del sistemi di gestione aziendale.
Membro degli Accordi di Mutuo Riconoscimento EA, 1AF e ILAC CISQ is the Itaiian Federation of management

Signatory of EA, IAF and ILAC Mutual Recognition Agreements system Certification Bodies.
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