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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 f
per il prelievo g

abbricazione e immissione in commercio di tamponi sterili
; GADpiONi biologici in orifizi naturali e in ambito chirurgico.
’ Bﬁltaggzszl%%edu? t’tazhoﬁé@ fabi D i I-fﬂ e di dispositivi medico diagnostici per laboratori di analisi.
Reks@S TN a‘séeﬁagifa%gncazmne eglimtrlisione in commercio di dispositivi medici invasivi in relazione agli orifizi

Locaar: 86¥8%n Classe | Sterile. Fabcazione 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.

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 cmuﬂcanon 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 between the languages used ih the translation of the content of this certificate, please refer to the ftalian language. |

L'AMMINISTRATORE DELEGATO
MANAGING DIRECTOR

Dr. Ing. Roberto Cusolitd

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

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

1]
’
|

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

; ITALCERT S.r.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
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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



(8) LORNE

LABORATORIES

EC DECLARATION OF CONFORMITY

Lorne Laboratories Ltd declares that the following in vitro diagnostic reagent:

Product name Catalogue number
ASO Latex kit 031100A

has been classified as non List A, non List B (Directive 98/79/EC, Annex Il)
and complies with the essential requirements and provisions of Directive
98/79/EC of the European Parliament and of the Council (also SI 2002
No0.618 which transposes the requirements of Directive 98/79/EC).

and is in conformity with the national standards transposing harmonised
standards:

BS EN 980:2008

BS EN ISO 13485:2012

BS EN 13612:2002

BS EN 13640:2002

BS EN 13641:2002

BS EN ISO 14971:2012

BS EN ISO 18113, parts 1&2

The conformity assessment procedure performed was in accordance with
Annex Il of Directive 98/79/EC.

This declaration of conformity is issued under the sole responsibility of Lorne
Laboratories Ltd and is valid from 13 April 2016.

f

Eddy Velthuis
Technical Director

Lorne Laboratories Limited Tel: +44 (0) 118 921 2264

Unit 1 Cutbush Park Industrial Estate Fax: +44 (0) 118 986 4518
Danehill, Lower Earley Email: info@lornelabs.com

o)
7 ees Sl R Berkshire RG6 4UT United Kingdom | www.lornelabs.com

4426
File No A12241;

1SO 13485:2003; ISO 9001:2008 Registered office as above. Registered in England No. 04540797. VAT No. 800 3655 66



C83 LORNE

LABORATORIES

DECLARATION OF CONFORMITY

PRODUCT IDENTIFICATION

Product name Catalogue number
TPHA Microtitre plate kit 043100A
MANUFACTURER
Name Lorne Laboratories
Address Unit 1 Cutbush Park Industrial Estate
Danehill

Lower Earley
Berks, RG6 4UT
Country United Kingdom

MEANS OF CONFORMITY

| hereby declare that the products listed above comply with the essential
requirements and provisions of Directive 98/79/EC of the European
Parliament and of the Council (also SI 2002 No.618 which transposes the
requirements of Directive 98/79/EC).

This declaration is valid from 17 May 2015.

f

Eddy Velthuis
Technical Director

Lorne Laboratories Limited Tel: +44 (0) 118 921 2264

Unit 1 Cutbush Park Industrial Estate Fax: +44 (0) 118 986 4518

= s “ Danehill, Lower Earley | Email: info@lornelabs.com
© «\Q‘ UKAS
{r,.sn“ MANAGENENT

Berkshire RG6 4UT United Kingdom www.lornelabs.com

Wi
4426
File No A12241;

1SO 13485:2003; ISO 9001:2008 Registered office as above. Registered in England No. 04540797. VAT No. 800 3655 66



(8) LORNE

LABORATORIES

EC DECLARATION OF CONFORMITY

Lorne Laboratories Ltd declares that the following in vitro diagnostic reagent:

Product name Catalogue number
RF Latex kit 830100A

has been classified as non List A, non List B (Directive 98/79/EC, Annex Il)
and complies with the essential requirements and provisions of Directive
98/79/EC of the European Parliament and of the Council (also SI 2002
No0.618 which transposes the requirements of Directive 98/79/EC).

and is in conformity with the national standards transposing harmonised
standards:

BS EN 980:2008

BS EN ISO 13485:2012

BS EN 13612:2002

BS EN 13640:2002

BS EN 13641:2002

BS EN ISO 14971:2012

BS EN ISO 18113, parts 1&2

The conformity assessment procedure performed was in accordance with
Annex Il of Directive 98/79/EC.

This declaration of conformity is issued under the sole responsibility of Lorne
Laboratories Ltd and is valid from 13 April 2016.

f

Eddy Velthuis
Technical Director

Lorne Laboratories Limited Tel: +44 (0) 118 921 2264

Unit 1 Cutbush Park Industrial Estate Fax: +44 (0) 118 986 4518
Danehill, Lower Earley Email: info@lornelabs.com

o)
7 ees Sl R Berkshire RG6 4UT United Kingdom | www.lornelabs.com

4426
File No A12241;

1SO 13485:2003; ISO 9001:2008 Registered office as above. Registered in England No. 04540797. VAT No. 800 3655 66



LABORATORIES

(8) LORNE

EC DECLARATION OF CONFORMITY

Lorne Laboratories Ltd declares that the following in vitro diagnostic reagent:

Product name Catalogue number
LE Latex test kit 840050

has been classified as non List A, non List B (Directive 98/79/EC, Annex Il)
and complies with the essential requirements and provisions of Directive
98/79/EC of the European Parliament and of the Council (also SI 2002
No0.618 which transposes the requirements of Directive 98/79/EC).

and is in conformity with the national standards transposing harmonised
standards:

BS EN 980:2008

BS EN ISO 13485:2012

BS EN 13612:2002

BS EN 13640:2002

BS EN 13641:2002

BS EN ISO 14971:2012

BS EN ISO 18113, parts 1&2

The conformity assessment procedure performed was in accordance with
Annex Il of Directive 98/79/EC.

This declaration of conformity is issued under the sole responsibility of Lorne
Laboratories Ltd and is valid from 13 April 2016.

f

Eddy Velthuis
Technical Director

Lorne Laboratories Limited Tel: +44 (0) 118 921 2264

Unit 1 Cutbush Park Industrial Estate Fax: +44 (0) 118 986 4518
Danehill, Lower Earley Email: info@lornelabs.com

o)
7 ees Sl R Berkshire RG6 4UT United Kingdom | www.lornelabs.com

4426
File No A12241;

1SO 13485:2003; ISO 9001:2008 Registered office as above. Registered in England No. 04540797. VAT No. 800 3655 66



(8) LORNE

LABORATORIES

EC DECLARATION OF CONFORMITY

Lorne Laboratories Ltd declares that the following in vitro diagnostic reagent:

Product name Catalogue number
CRP Latex kit 850100A

has been classified as non List A, non List B (Directive 98/79/EC, Annex Il)
and complies with the essential requirements and provisions of Directive
98/79/EC of the European Parliament and of the Council (also SI 2002
No0.618 which transposes the requirements of Directive 98/79/EC).

and is in conformity with the national standards transposing harmonised
standards:

BS EN 980:2008

BS EN ISO 13485:2012

BS EN 13612:2002

BS EN 13640:2002

BS EN 13641:2002

BS EN ISO 14971:2012

BS EN ISO 18113, parts 1&2

The conformity assessment procedure performed was in accordance with
Annex Il of Directive 98/79/EC.

This declaration of conformity is issued under the sole responsibility of Lorne
Laboratories Ltd and is valid from 13 April 2016.

f

Eddy Velthuis
Technical Director

Lorne Laboratories Limited Tel: +44 (0) 118 921 2264

Unit 1 Cutbush Park Industrial Estate Fax: +44 (0) 118 986 4518
Danehill, Lower Earley Email: info@lornelabs.com

o)
7 ees Sl R Berkshire RG6 4UT United Kingdom | www.lornelabs.com

4426
File No A12241;

1SO 13485:2003; ISO 9001:2008 Registered office as above. Registered in England No. 04540797. VAT No. 800 3655 66
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LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS
THE AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

otorga el certificado niimero
grants the certificate no.

2013 11 0039 EN

segun la norma
in accordance with the standard

UNE-EN ISO 13485: 2018
(EN 1SO 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:

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

Disefio, desarrollo, produccién 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/ Scope modifications:: Ver Anexo | / see Annex |

Fecha de validez/ Date of validity: Desde/ From: 25-02-2021 Hasta/To: 18-11-2023
Certificacion inicial/ /nitial certification date: 27-11-2013

Renovaciones / Renewal of certification dates: 8-03-2019; 25-02-2021

Madrid, 23 de febrero de 2021
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

géncija e
¢ Spanola
. Medicga €ntos v
r
Productog Sanitarjog

Fdo. M2 JesUs Lamas Diaz

Agencia Espafiola de Medicamentos y Productos Sanitarios (AEMPS)
Fecha de la firma: 23/02/2021
Puede comprobar la autenticidad del documento en la sede de la AEMPS:https://localizador.aemps.es

CSV: 4TEYRF78EE

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



% MINISTERIO
DE SANIDAD
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ANEXO I / ANNEX |

CERTIFICADO UNE-EN ISO 13485: 2018/ UNE-EN ISO 13485: 2018 CERTIFICATE

Modificaciones del alcance / Scope modifications:

Fecha/Date

Descripcion de la modificacién/ 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 ambito 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 &mbito tecnoldgico 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

Madrid, 23 de febrero de 2021

DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

agencija e

. Sparnol
’ rr:edlcamentosade
Productog Sanitarjog

Fdo. M2 JesUs Lamas Diaz

Agencia Espafiola de Medicamentos y Productos Sanitarios (AEMPS) CSV: 4ATEYRF78EE

Puede comprobar la autenticidad del documento en la sede de la AEMPS:https://localizador.aemps.es |” ”Ill “ || I|| | m | ‘Illlm || ‘ || | ‘ || I||

Fecha de la firma: 23/02/2021

CORREO ELECTRONICO

on0318@aemps.es

Pégina 2 de 2 C/ CAMPEZO, 1 - EDIFICIO 8
28022 MADRID
Tel.: (+34) 902.101.322 /(+34) 91.822.59.97

CERTIFICACION 13485 Fax: (+34) 91.822.52.89




L o ¥ MINISTERIO agencia espafiola d
S " DE SANIDAD, CONSUMO mmcdwamen\os y
2

Y BIENESTAR SOCIAL productos sanitarios

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

ageﬂcia es ~
' ' ' . Panola
' med.CameMos de
Productog y

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

ageﬂcia es ~
. Panola
'l l I med'camentos e
Productog y

sanitaﬂ.os

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 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



L o ¥ MINISTERIO agencia espafiola d
S " DE SANIDAD, CONSUMO mmcdwamen\os y
2

Y BIENESTAR SOCIAL productos sanitarios

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 0390 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

ageﬂcia es ~
' ' ' . Panola
' med.CameMos de
Productog y

Fdo. M2 JesUs Lamas Diaz

Firmado digitalmente por: Agencia Espafiola de Medicamentos y Productos Sanitarios Localizador: 62Y62AG59D
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 0390 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 Ab ELISA cualitativo-cuantitativo / ELISA qualitative-quantitative

- SAB.CE (96 tests)
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

. Panolg
.' ' ' medlcamemos de
Productos y

Sanitarjog

Fdo. M2 JesUs Lamas Diaz

Firmado digitalmente por: Agencia Espafiola de Medicamentos y Productos Sanitarios Localizador: 62Y62AG59D
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



L o ¥ MINISTERIO agencia espafiola d
S " DE SANIDAD, CONSUMO mmcdwamen\os y
2

Y BIENESTAR SOCIAL productos sanitarios

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 0391 ED Desde/From 26/11/2018 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, 23 de noviembre de 2018
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTIOS Y PRODUCTOS SANITARIOS

ageﬂcia es ~
' ' ' . Panola
' med.CameMos de
Productog y

Fdo. M2 JesUs Lamas Diaz

Firmado digitalmente por: Agencia Espafiola de Medicamentos y Productos Sanitarios Localizador: RP3FCJG870
Fecha de la firma: 23/11/2018

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
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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 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
200312 0391 ED Desde/From 26/11/2018 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]

HBc Ab ELISA cualitativo / ELISA qualitative

-  BCAB.CE (96 tests)
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, 23 de noviembre de 2018
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

. Panolg
.' ' ' medlcamemoS de
Productos y

Sanitarios

Fdo. M2 JesUs Lamas Diaz

Firmado digitalmente por: Agencia Espafiola de Medicamentos y Productos Sanitarios Localizador: RP3FCJG870
Fecha de la firma: 23/11/2018

Puede comprobar la autenticidad del documento en la aplicacion Localizador de la Web de la AEMPS
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Y BIENESTAR SOCIAL productos sanitarios

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

ageﬂcia es ~
' ' ' . Panola
' med.CameMos de
Productog y

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
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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 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

. Panolg
.' ' ' medlcan-,emos de
Productos y

Sanitarjog

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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Y BIENESTAR SOCIAL productos sanitarios

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 0393 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

ageﬂcia es ~
' ' ' . Panola
' med.CameMos de
Productog y

Fdo. M2 JesUs Lamas Diaz

Firmado digitalmente por: Agencia Espafiola de Medicamentos y Productos Sanitarios Localizador: GJEC8290C8
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
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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 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 0393 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 D, mediante técnicas de Inmunoabsorcion
enzimatica (ELISA)/ Reagents and reactive products for the determination, confirmation and quantification
in human specimens of markers of Hepatitis D infection, by Enzyme-linked immunosorbent assay (ELISA)
[NANDO: 1\VD 0203]

HDV Ab ELISA cualitativo / ELISA qualitative
- DAB.CE (96 tests)

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

Fdo. M2 JesUs Lamas Diaz

Firmado digitalmente por: Agencia Espafiola de Medicamentos y Productos Sanitarios Localizador: GJEC8290C8
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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0n0318@aemps.es Tel.: (+34) 902.101.322 /(+34) 91.822.59.97
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Y BIENESTAR SOCIAL productos sanitarios

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: 15/03/2004
Fecha de ultima proérroga/ Last extension date: 27/11/2013

Certificado n°/Certificate no Fecha de validez/Date of validity ON n°NB no
2004 03 0424 ED Desde/From 26/11/2018 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, 23 de noviembre de 2018
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTIOS Y PRODUCTOS SANITARIOS

ageﬂcia es ~
' ' ' . Panola
' med.CameMos de
Productog y

Fdo. M2 JesUs Lamas Diaz

Firmado digitalmente por: Agencia Espafiola de Medicamentos y Productos Sanitarios Localizador: LVZBL763FF
Fecha de la firma: 23/11/2018

Puede comprobar la autenticidad del documento en la aplicacion Localizador de la Web de la AEMPS
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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 1V, Section 4, Directive 98/79/EC

PRORROGA/EXTENSION — Fecha inicial/ Initial date: 15/03/2004
Fecha de ltima prorroga/ Last extension date: 27/11/2013

Certificado n°/Certificate no Fecha de validez/Date of validity ON n°NB no
2004 03 0424 ED Desde/From 26/11/2018 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]

HBc IgM ELISA cualitativo-cuantitativo / ELISA qualitative-quantitative

- BCM.CE (96 tests)
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, 23 de noviembre de 2018
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

. Panolg
.' ' ' medlcamemos de
Productos y

Sanitarjog

Fdo. M2 JesUs Lamas Diaz

Firmado digitalmente por: Agencia Espafiola de Medicamentos y Productos Sanitarios Localizador: LVZBL763FF
Fecha de la firma: 23/11/2018

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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Y BIENESTAR SOCIAL productos sanitarios

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: 15/03/2004
Fecha de ultima proérroga/ Last extension date: 27/11/2013

Certificado n°/Certificate no Fecha de validez/Date of validity ON n°NB no
2004 03 0425 ED Desde/From 26/11/2018 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, 23 de noviembre de 2018
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTIOS Y PRODUCTOS SANITARIOS

ageﬂcia es ~
' ' ' . Panola
' med.CameMos de
Productog y

Fdo. M2 JesUs Lamas Diaz

Firmado digitalmente por: Agencia Espafiola de Medicamentos y Productos Sanitarios Localizador: 3P6PS5XA6C
Fecha de la firma: 23/11/2018

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: 15/03/2004
Fecha de ltima prorroga/ Last extension date: 27/11/2013

Certificado n°/Certificate no Fecha de validez/Date of validity ON n°NB no
2004 03 0425 ED Desde/From 26/11/2018 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]

HBe Ag & Ab ELISA cualitativo / ELISA qualitative

- HBE.CE (96 tests)

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, 23 de noviembre de 2018
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

ageﬂcia es ~
. Panola
" ' ' medlcamentOS de
Productos y

sanitaﬂ.os

Fdo. M2 JesUs Lamas Diaz

Firmado digitalmente por: Agencia Espafiola de Medicamentos y Productos Sanitarios Localizador: 3P6PS5XA6C
Fecha de la firma: 23/11/2018

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
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L o ¥ MINISTERIO agencia espafiola d
S " DE SANIDAD, CONSUMO mmcdwamen\os y
2

Y BIENESTAR SOCIAL productos sanitarios

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: 12/09/2007
Fecha de ultima proérroga/ Last extension date: 27/11/2013

Certificado n°/Certificate no Fecha de validez/Date of validity ON n°NB no
2007 09 0532 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

ageﬂcia es ~
' ' ' . Panola
' med.CameMos de
Productog y

Fdo. M2 JesUs Lamas Diaz

Firmado digitalmente por: Agencia Espafiola de Medicamentos y Productos Sanitarios Localizador: K2YCTIJNABB
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
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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 1V, Section 4, Directive 98/79/EC

PRORROGA/EXTENSION — Fecha inicial/ Initial date: 12/09/2007
Fecha de ltima prorroga/ Last extension date: 27/11/2013

Certificado n°/Certificate no Fecha de validez/Date of validity ON n°NB no
2007 09 0532 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 IgM ELISA cualitativo-cuantitativo / ELISA qualitative-quantitative

- CVM.CE (96 tests)
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

Fdo. M2 Jesuls Lamas Diaz

Firmado digitalmente por: Agencia Espafiola de Medicamentos y Productos Sanitarios Localizador: K2YCTIJNABB
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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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.



@g’fﬁEST“
dlapakt=

data 05/10/2021

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 In Vitro Diaanostic Medical Devices as amended.

fabbricante VACUTEST KIMA S.r.1 -
manufacturer articoli per laboratori analisi - disposable labware
indirizzo Via dell'Industria, 12
dd .
aomess 35020 Arzerarande (PD) - Italia
telefono fax posta
phone +39-049-9720624 fax +39-049-9720182 elettronica info@vacutestkima.it
e-mail

Identificazione dei prodotti PROVETTE SOTTOVUOTO 13X75 MM PET K3EDTA ASP. 2 ML

TAPPO VIOLA
proauct identification VACUUM TUBE 13X75 MM W. K3 EDTA FOR 2 ML LAVENDER
CAP
numero di numero di scadenza
catalogo 13005 lotto XZ2351 expiry 28/02/2023
part number batch number date

classificazione dei prodotti dispositivi diversi da quelli elencati nell’Allegato II della Direttiva 98/79/CE e s.m.i.
product identification 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 III della succitata Direttiva, e comprovante il rispetto dei
Requisiti Essenziali di cui all’Allegato I della Direttiva, sono conservati 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 of the 98/79/EC Directive, in order to prove conformity to the
Essential Requirements as listed in Annex 1, are retained under the premises of the Manufacturer

luogo e data

place and date Arzergrande, 05/10/2021

firma VACUTEST KIMA S.R.L.
signature Assicurazione Oualita




&QTJ?'I'EST“
dlaak=

data 05/10/2021

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 In Vitro Diaanostic Medical Devices as amended.

fabbricante VACUTEST KIMA S.r.1 -
manufacturer articoli per laboratori analisi - disposable labware
indirizzo Via dell'Industria, 12
dd .
aomess 35020 Arzerarande (PD) - Italia
telefono fax posta
phone +39-049-9720624 fax +39-049-9720182 elettronica info@vacutestkima.it
e-mail

Identificazione dei prodotti PROVETTA SOTTOVUOTO 13X75 MM PET EPARINA LITIO
ASP. 2 ML TAPPO VERDE

product identification VACUUM TUBE 13X75MM W.LITHIUM HEPARIN FOR 2 ML

GREEN CAP
numero di numero di scadenza
catalogo 12005 lotto 22031 expiry 31/01/2023
part number batch number date

classificazione dei prodotti dispositivi diversi da quelli elencati nell’Allegato II della Direttiva 98/79/CE e s.m.i.
product identification 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 III della succitata Direttiva, e comprovante il rispetto dei
Requisiti Essenziali di cui all’Allegato I della Direttiva, sono conservati 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 of the 98/79/EC Directive, in order to prove conformity to the
Essential Requirements as listed in Annex 1, are retained under the premises of the Manufacturer

luogo e data

place and date Arzergrande, 05/10/2021

firma VACUTEST KIMA S.R.L.
signature Assicurazione Oualita




&QTJ?'I'EST“
dlaak=

data 05/10/2021

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 In Vitro Diaanostic Medical Devices as amended.

fabbricante VACUTEST KIMA S.r.1 -
manufacturer articoli per laboratori analisi - disposable labware
indirizzo Via dell'Industria, 12
dd .
aomess 35020 Arzerarande (PD) - Italia
telefono fax posta
phone +39-049-9720624 fax +39-049-9720182 elettronica info@vacutestkima.it
e-mail

Identificazione dei prodotti PROVETTA SOTTOVUOTO 13X75 MM PET EPARINA LITIO
ASP. 2 ML TAPPO VERDE

product identification VACUUM TUBE 13X75MM W.LITHIUM HEPARIN FOR 2 ML

GREEN CAP
numero di numero di scadenza
catalogo 12020 lotto KZ2071 expiry 31/01/2023
part number batch number date

classificazione dei prodotti dispositivi diversi da quelli elencati nell’Allegato II della Direttiva 98/79/CE e s.m.i.
product identification 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 III della succitata Direttiva, e comprovante il rispetto dei
Requisiti Essenziali di cui all’Allegato I della Direttiva, sono conservati 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 of the 98/79/EC Directive, in order to prove conformity to the
Essential Requirements as listed in Annex 1, are retained under the premises of the Manufacturer

luogo e data

place and date Arzergrande, 05/10/2021

firma VACUTEST KIMA S.R.L.
signature Assicurazione Oualita




@g’fﬁEST“
dlapakt=

data 05/10/2021

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 In Vitro Diaanostic Medical Devices as amended.

fabbricante VACUTEST KIMA S.r.1 -
manufacturer articoli per laboratori analisi - disposable labware
indirizzo Via dell'Industria, 12

dd .
aomess 35020 Arzerarande (PD) - Italia

telefono fax posta

phone +39-049-9720624 ox +39-049-9720182 elettronica info@vacutestkima.it

e-mail

Identificazione dei prodotti SIEROSEP IN SEKURPLAST 12X86 MM 5 ML ETICHETTATE
CON ACCELERATORE

product identification STERILE VACUUM TUBE W. CLOT ACTIVATOR VOL. 4 ML
13X75 MM RED CAP

numero di numero di scadenza
catalogo 11010 lotto G2351 expiry 28/02/2023
part number batch number date

classificazione dei prodotti dispositivi diversi da quelli elencati nell’Allegato II della Direttiva 98/79/CE e s.m.i.
product identification 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 III della succitata Direttiva, e comprovante il rispetto dei
Requisiti Essenziali di cui all’Allegato I della Direttiva, sono conservati 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 of the 98/79/EC Directive, in order to prove conformity to the
Essential Requirements as listed in Annex 1, are retained under the premises of the Manufacturer

luogo e data

place and date Arzergrande, 05/10/2021

firma VACUTEST KIMA S.R.L.
signature Assicurazione Oualita




@g’fﬁEST“
dlapakt=

data 05/10/2021

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 In Vitro Diaanostic Medical Devices as amended.

fabbricante VACUTEST KIMA S.r.1 -
manufacturer articoli per laboratori analisi - disposable labware
indirizzo Via dell'Industria, 12
dd .
aomess 35020 Arzerarande (PD) - Italia
telefono fax posta
phone +39-049-9720624 fax +39-049-9720182 elettronica info@vacutestkima.it
e-mail

Identificazione dei prodotti MICROPROVETTE TIPO EPPENDORF IN POLIPROPILENE 1,5
ML CONICHE CON TAPPO

product identification v, a clyyM TUBES 4 ML NO ADDITIVE WHITE CAP

numero di numero di scadenza
catalogo 149415 lotto KG2501 expiry 31/03/2023
part number batch number date

classificazione dei prodotti dispositivi diversi da quelli elencati nell’Allegato II della Direttiva 98/79/CE e s.m.i.
product identification 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 III della succitata Direttiva, e comprovante il rispetto dei
Requisiti Essenziali di cui all’Allegato I della Direttiva, sono conservati 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 of the 98/79/EC Directive, in order to prove conformity to the
Essential Requirements as listed in Annex 1, are retained under the premises of the Manufacturer

luogo e data

place and date Arzergrande, 05/10/2021

firma VACUTEST KIMA S.R.L.
signature Assicurazione Oualita




@g’fﬁEST“
dlapakt=

data 05/10/2021

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 In Vitro Diaanostic Medical Devices as amended.

fabbricante VACUTEST KIMA S.r.1 -
manufacturer articoli per laboratori analisi - disposable labware
indirizzo Via dell'Industria, 12
dd .
aomess 35020 Arzerarande (PD) - Italia
telefono fax posta
phone +39-049-9720624 fax +39-049-9720182 elettronica info@vacutestkima.it
e-mail

Identificazione dei prodotti MICROPROVETTE TIPO EPPENDORF IN POLIPROPILENE 1,5
ML CONICHE CON TAPPO

product identification v, a clyyM TUBES 4 ML NO ADDITIVE WHITE CAP

numero di numero di scadenza
catalogo 149415 lotto KZ2561 expiry 31/03/2023
part number batch number date

classificazione dei prodotti dispositivi diversi da quelli elencati nell’Allegato II della Direttiva 98/79/CE e s.m.i.
product identification 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 III della succitata Direttiva, e comprovante il rispetto dei
Requisiti Essenziali di cui all’Allegato I della Direttiva, sono conservati 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 of the 98/79/EC Directive, in order to prove conformity to the
Essential Requirements as listed in Annex 1, are retained under the premises of the Manufacturer

luogo e data

place and date Arzergrande, 05/10/2021

firma VACUTEST KIMA S.R.L.
signature Assicurazione Oualita
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data 05/10/2021

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 In Vitro Diaanostic Medical Devices as amended.

fabbricante VACUTEST KIMA S.r.1 -
manufacturer articoli per laboratori analisi - disposable labware
indirizzo Via dell'Industria, 12
dd .
aomess 35020 Arzerarande (PD) - Italia
telefono fax posta
phone +39-049-9720624 fax +39-049-9720182 elettronica info@vacutestkima.it
e-mail

Identificazione dei prodotti MICROPROVETTE TIPO EPPENDORF IN POLIPROPILENE 1,5
ML CONICHE CON TAPPO

product identification VACUUM TUBE 13X75MM 3,5ML WITH GEL + CLOT

ACTIVATOR
numero di numero di scadenza
catalogo 10010 lotto G2641 expiry 31/03/2023
part number batch number date

classificazione dei prodotti dispositivi diversi da quelli elencati nell’Allegato II della Direttiva 98/79/CE e s.m.i.
product identification 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 III della succitata Direttiva, e comprovante il rispetto dei
Requisiti Essenziali di cui all’Allegato I della Direttiva, sono conservati 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 of the 98/79/EC Directive, in order to prove conformity to the
Essential Requirements as listed in Annex 1, are retained under the premises of the Manufacturer

luogo e data

place and date Arzergrande, 05/10/2021

firma VACUTEST KIMA S.R.L.
signature Assicurazione Oualita
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ICIM

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

VACUTEST KIMA S.r.l.

Sede / Head office
Via dell'Industria, 12 - 35020 Arzergrande (PD) — Italia
Uffici direzionali e amministrativi
Unita Operative / Operative Units
Via dell'Industria, 12 - 35020 Arzergrande (PD) — Italia
Progettazione e produzione di provette con vuoto predeterminato ad uso prelievo ematico, liquidi biologici e urine.
Produzione di provette per microprelievi di sangue. 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.
Via Leonardo Da Vinci, 22 — 35028 Piove di Sacco (PD)
Uffici commerciali e magazzino.

4265/5/D

E CONFORME ALLA NORMA / IS 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

Progettazione e produzione di provette con vuoto predeterminato ad uso prelievo
ematico, liquidi biologici e urine. Produzione di provette per microprelievi di sangue.
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.

Design and production of test tubes with predetermined vacuum for collection of
haematological samples, biological liquids and urine samples. Production of test tubes
for micro-collection of haematological samples. 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 I'applicabilita dei requisiti della norma di riferimento.
Refer to the documentation of the Quality Management System for details of application to reference standard requirements.

Il presente certificato & soggetto al rispetto del documento ICIM “Regolamento per la certificazione dei sistemi di gestione” e al relativo Schema specifico.
The use and the validity of this certificate shall satisfy the requirements of the ICIM document “Rules for the certification of company management systems” and Specific Scheme.

Per informazioni puntuali e aggiorate circa eventuali variazioni intervenute nello stato della certificazione di cui al presente certificato,
si prega 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 contact the number +39 02 725341 or email address info@icim.it.

DATA EMISSIONE EMISSIONE CORRENTE DATA DI SCADENZA
FIRST ISSUE CURRENT ISSUE EXPIRING DATE
18/01/2007 18/01/2022 17/01/2025
= ['. WL 17
/s \ & \_/f,a.f f > _ FEDERAZIOME

|
| A%}
b Vincenzo Delacqua

Rappresentante Direzione / Management Representative C,m

ICIM S.p.A.

ACC RE D IA & Piazza Don Enrico Mapelli, 75 — 20099 Sesto San Giovanni (MI)
L'ENTE ITALIANO DI ACCREDITAMENTO - www.icim.it WIS C.COm

C150 & la Federazione Italizne di Organismi o
SGQ N° 004 A Certificazions del sistem| dl gestione azderdslz,
CI5Q i the Jalan Federation of mansgement
systam Certification Bodves
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ICIM

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

MEUS S.r.l.

Unita Operative / Operative Units
Via Leonardo Da Vinci, 24B-26-28 - Zona Industriale Tognana - 35028 Piove di Sacco (PD) - ltalia
Progettazione e produzione di kit diagnostici per I'analisi del sangue e dei liquidi biologici. Progettazione e
produzione di terreni di coltura per microbiologia.
Progettazione e produzione di stampi per articoli in plastica per laboratorio analisi.
Via dell'industria 2-16 - 35020 Arzergrande (PD) — Italia
Progettazione e produzione di aghi e dispositivi sterili per il prelievo ematico.

4265/5/A

E CONFORME ALLA NORMA / IS 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

Progettazione e produzione di kit diagnostici per I'analisi del sangue e dei liquidi
biologici. Progettazione e produzione di terreni di coltura per microbiologia.
Progettazione e produzione di aghi e dispositivi sterili per il prelievo ematico.
Progettazione e produzione di stampi per articoli in plastica per laboratorio analisi.

Design and production of diagnostic kits for blood and biological liquids analysis.
Design and production of culture media for microbiology. Design and production of
sterile needles and devices for collection of haematological samples. Design and
production of moulds for plastic labware.

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

Il presente certificato & soggetto al rispetto del documento ICIM “Regolamento per la certificazione dei sistemi di gestione” e al relativo Schema specifico.
The use and the validity of this certificate shall satisfy the requirements of the ICIM document “Rules for the certification of company management systems” and Specific Scheme.

Per informazioni puntuali e aggiomate circa eventuali variazioni intervenute nello stato della certificazione di cui al presente certificato,
si prega 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 contact the number +39 02 725341 or email address info@icim.it.

DATA EMISSIONE EMISSIONE CORRENTE DATA DI SCADENZA
FIRST ISSUE CURRENT ISSUE EXPIRING DATE
18/01/2007 18/01/2022 17/01/2025
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b Vincenzo Delacqua

Rappresentante Direzione / Management Representative

ICIM S.p.A. FEDERAZIONE

Piazza Don Enrico Mapelli, 75 — 20099 Sesto San Giovanni (MI)
www.icim.it am
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