7
MINISTERIO .

DE SANIDAD NCPS&

EL CENTRO NACIONAL DE CERTIFICACION DE PRODUCTOS SANITARIOS
THE CENTRO NACIONAL DE CERTIFICACION DE PRODUCTQOS 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 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.
Via G. Carducci, 27. 20099 Sesto San Giovanni, Milano (Italy)

Para las siguientes actividades / for the following activities:

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

Diseiio, desarrollo, produccion 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 and manufacturing of instruments and software for “in vitro” diagnostic.
Fecha de validez / Date of validity: Desde/ From: 18-11-2023 Hasta/ To: 17-11-2026

Renovacion / Renewal of certification date: 18-11-2023

Madrid, 17 de noviembre de 2023
Jefa del Centro Nacional de Certificacion de Productos Sanitarios

Digitally signed by Ceaicovschi Tudor
Date: 2025.12.24 13:33:28 EET
Reason: MoldSign Signature
Location: Moldova

MOLDOVA EUROPEANA
Fdo. Gloria Herndndez Hernandez

Agencia Espafiola de Medicamentos y Productos Sanitarios (AEMPS) CSV: NFIQKDG9EA

Fecha de la firma: 17/11/2023

Puede comprobar la autenticidad del documento en la sede de la AEMPS:https://localizador.aemps.es
CORREO ELECTRONICO Paginaldel C/ CAMPEZO, 1 - EDIFICIO 7

- — 28022 MADRID

secretariaCNCps@certificaps.gob.es Tel.: (+34) 91 822 5130

CERTIFICACION 13485



DIA. | Dia.Pro
PRO | Diagnostic

" BioProbes

EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.
VIA G. CARDUCCI N° 27 — 20099 SESTO SAN
GIOVANNI (MILANO) — ITALY

PRODUCT CMV 1gG
CODE: CMVG.CE (96 tests)
CLASSIFICATION ANNEX 11— LIST B

CONFORMITY ASSESSMENT ROUTE |ANNEX IV

WE HEREBY DECLARE THAT THE ABOVE MENTIONED
PRODUCT MEETS THE PROVISIONS OF THE COUNCIL
DIRECTIVE 98/79/EC
FOR IN VITRO DIAGNOSTIC DEVICES.

NOTIFIED BODY AEMPS —n° 0318

(EC) CERTIFICATE(S) e FULL QUALITY ASSURANCE SYSTEM N°
2004 05 0442 CT (in accordance with Annex 1V —
except Section 1V) of the Directive 98/79/EC),
RELEASED BY EC NOTIFIED BODY N° 0318

e UNIEN ISO 13485 N° 2013 11 0039 EN,
RELEASED BY EC NOTIFIED BODY N° 0318

PLACE & DATE OF FIRST ISSUE MILANO — MAY 2004

PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) — MAY 2018
EMISSION
SIGNATURE

Legal Representative
Dr.ssa Fiorenza Scozzesi

DIA.PRO Diagnostic Bioprobes S.r.I.
Sede legale e lab.: Via G.Carducci, 27 — 20099 Sesto S.Giovanni (M) — Italia
Tel. +39 02 27007161/6450 « Fax +39 02 44386771 « http://www.diapro.it « E-mail: info@diapro.it
Capitale sociale €50.000,00 I.V. — P.IVA: 11924660159 — Reg. Imp. 11924660159 — REA 1509959


http://www.diapro.it/
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EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.
VIA G. CARDUCCI N° 27 — 20099 SESTO SAN
GIOVANNI (MILANO) — ITALY

PRODUCT CMV IgM
CODE: CMVM.CE (96 tests)
CLASSIFICATION ANNEX 11— LIST B

CONFORMITY ASSESSMENT ROUTE |ANNEX IV

WE HEREBY DECLARE THAT THE ABOVE MENTIONED
PRODUCT MEETS THE PROVISIONS OF THE COUNCIL
DIRECTIVE 98/79/EC
FOR IN VITRO DIAGNOSTIC DEVICES.

NOTIFIED BODY AEMPS —n° 0318

(EC) CERTIFICATE(S) e FULL QUALITY ASSURANCE SYSTEM N°
2004 05 0442 CT (in accordance with Annex 1V —
except Section 1V) of the Directive 98/79/EC),
RELEASED BY EC NOTIFIED BODY N° 0318

e UNIEN ISO 13485 N° 2013 11 0039 EN,
RELEASED BY EC NOTIFIED BODY N° 0318

PLACE & DATE OF FIRST ISSUE MILANO — MAY 2004

PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) — MAY 2018
EMISSION
SIGNATURE

Legal Representative
Dr.ssa Fiorenza Scozzesi

DIA.PRO Diagnostic Bioprobes S.r.I.
Sede legale e lab.: Via G.Carducci, 27 — 20099 Sesto S.Giovanni (M) — Italia
Tel. +39 02 27007161/6450 « Fax +39 02 44386771 « http://www.diapro.it « E-mail: info@diapro.it
Capitale sociale €50.000,00 I.V. — P.IVA: 11924660159 — Reg. Imp. 11924660159 — REA 1509959


http://www.diapro.it/

DIA. | Dia.Pro
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EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.
VIA G. CARDUCCI N° 27 — 20099 SESTO SAN
GIOVANNI (MILANO) — ITALY

PRODUCT Chlamydia Trachomatis IgA
CODE: CTA.CE (96 tests)
CLASSIFICATION ANNEX Il — LIST B

CONFORMITY ASSESSMENT ROUTE |ANNEX IV

WE HEREBY DECLARE THAT THE ABOVE MENTIONED
PRODUCT MEETS THE PROVISIONS OF THE COUNCIL
DIRECTIVE 98/79/EC
FOR IN VITRO DIAGNOSTIC DEVICES.

NOTIFIED BODY AEMPS —n° 0318

(EC) CERTIFICATE(S) e FULL QUALITY ASSURANCE SYSTEM N°
2004 05 0442 CT (in accordance with Annex 1V —
except Section 1V) of the Directive 98/79/EC),
RELEASED BY EC NOTIFIED BODY N° 0318

e UNIEN ISO 13485 N° 2013 11 0039 EN,
RELEASED BY EC NOTIFIED BODY N° 0318

PLACE & DATE OF FIRST ISSUE MILANO — MAY 2009

PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) — MAY 2018
EMISSION
SIGNATURE

Legal Representative
Dr.ssa Fiorenza Scozzesi

DIA.PRO Diagnostic Bioprobes S.r.I.
Sede legale e lab.: Via G.Carducci, 27 — 20099 Sesto S.Giovanni (M) — Italia
Tel. +39 02 27007161/6450 « Fax +39 02 44386771 « http://www.diapro.it « E-mail: info@diapro.it
Capitale sociale €50.000,00 I.V. — P.IVA: 11924660159 — Reg. Imp. 11924660159 — REA 1509959


http://www.diapro.it/
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EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.
VIA G. CARDUCCI N° 27 — 20099 SESTO SAN
GIOVANNI (MILANO) — ITALY

PRODUCT Chlamydia Trachomatis 1gG
CODE: CTG.CE (96 tests)
CLASSIFICATION ANNEX Il - LIST B

CONFORMITY ASSESSMENT ROUTE |ANNEX IV

WE HEREBY DECLARE THAT THE ABOVE MENTIONED
PRODUCT MEETS THE PROVISIONS OF THE COUNCIL
DIRECTIVE 98/79/EC
FOR IN VITRO DIAGNOSTIC DEVICES.

NOTIFIED BODY AEMPS —n° 0318

(EC) CERTIFICATE(S) e FULL QUALITY ASSURANCE SYSTEM N°
2004 05 0442 CT (in accordance with Annex 1V —
except Section 1V) of the Directive 98/79/EC),
RELEASED BY EC NOTIFIED BODY N° 0318

e UNIEN ISO 13485 N° 2013 11 0039 EN,
RELEASED BY EC NOTIFIED BODY N° 0318

PLACE & DATE OF FIRST ISSUE MILANO — MAY 2009

PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) — MAY 2018
EMISSION
SIGNATURE

Legal Representative
Dr.ssa Fiorenza Scozzesi

DIA.PRO Diagnostic Bioprobes S.r.I.
Sede legale e lab.: Via G.Carducci, 27 — 20099 Sesto S.Giovanni (M) — Italia
Tel. +39 02 27007161/6450 « Fax +39 02 44386771 « http://www.diapro.it « E-mail: info@diapro.it
Capitale sociale €50.000,00 I.V. — P.IVA: 11924660159 — Reg. Imp. 11924660159 — REA 1509959


http://www.diapro.it/

DIA. | Dia.Pro
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EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.

VIA G. CARDUCCI N° 27 — 20099 SESTO SAN

GIOVANNI (MILANO) — ITALY

PRODUCT HCV Ab

CODES: CVAB.CE (192 tests)
CVAB.CE.96 (96 tests)
CVAB.CE.480 (480 tests)
CVAB.CE.960 (960 tests)
CVAB.CE.DB (192 tests)

CLASSIFICATION ANNEX Il - LIST A

CONFORMITY ASSESSMENT ROUTE |ANNEX IV

WE HEREBY DECLARE THAT THE ABOVE MENTIONED
PRODUCT MEETS THE PROVISIONS OF THE COUNCIL
DIRECTIVE 98/79/EC
FOR IN VITRO DIAGNOSTIC DEVICES.

NOTIFIED BODY AEMPS —n° 0318

(EC) CERTIFICATE(S) e FULL QUALITY ASSURANCE SYSTEM N°
2003 12 0388 CT (in accordance with Annex 1V —
except Section 1V) of the Directive 98/79/EC),
RELEASED BY EC NOTIFIED BODY N° 0318

e DESIGN CERTIFICATE N° 2003 12 0392 ED
RELEASED BY EC NOTIFIED BODY N° 0318

e UNE EN ISO 13485 N° 2013 11 0039 EN,
RELEASED BY EC NOTIFIED BODY N° 0318

PLACE & DATE OF FIRST ISSUE MILANO — JANUARY 2004

PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) - MARCH 2018
EMISSION
SIGNATURE

Legal Representative
Dr.ssa Fiorenza Scozzesi

DIA.PRO Diagnostic Bioprobes S.r.I.
Sede legale e lab.: Via G.Carducci, 27 — 20099 Sesto S.Giovanni (M) — Italia
Tel. +39 02 27007161/6450 « Fax +39 02 44386771 « http://www.diapro.it « E-mail: info@diapro.it
Capitale sociale €50.000,00 I.V. — P.IVA: 11924660159 — Reg. Imp. 11924660159 — REA 1509959


http://www.diapro.it/
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CERTIFICADO DE EXAMEN CE DE DISENO
de acuerdo con el Anexo IV, punto 4, de la Directiva 98/79/CE

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

Certificado n°/Certificate no Fecha de validez/Date of validity ON n°NB no
2008 02 0539 ED Desde/From  20-05-2022 Hasta/To 26-05-2025 0318

A favor de/In favour of:

Fabricante/Manufacturer:

Nombre/Name: DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.
Direccién/Address:  Via G. Carducci, 27. 20099 Sesto San Giovanni. Milano (Italy)
Representante autorizado ante la UE/Authorized EU representative: ldem

Para el producto/For the product:

Categoria/Category:  Productos sanitarios para diagnostico "'in vitro*'/ In vitro diagnostic medical devices
Grupo genérico/
Generic group:

Tipo/Type: Especificado en el Anexo de este Certificado/Specified in Annex to this Certificate

Diagnostico de enfermedades infecciosas / Diagnostic of infectious diseases

Elaborado en/In the facilities:

Via G. Carducci, 27. 20099 Sesto San Giovanni. Milano (Italy)

Fecha inicial/ Initial date: 14/02/2008

Fecha de prérroga anterior/ Previous extension date: 19/11/2018
Este certificado debe ir acompafado 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 no: 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 no 2003 05 0240 and
guarantees that the design of the described products fulfils the requirements of the Directive.

MaQrid, 19 de mayo de 2022
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

. Panolg
.' ' ' med'came"tos de
Productos y

Sanitarjog

Fdo. M2 JesUs Lamas Diaz

Agencia Espafiola de Medicamentos y Productos Sanitarios (AEMPS) CSV: VBARS88BS8OE
Fecha de la firma: 19/05/2022
Puede comprobar la autenticidad del documento en la sede de la AEMPS:https://localizador.aemps.es
CORREO ELECTRONICO Pagina 1 de 2 C/ CAMPEZO, 1 - EDIFICIO 8
28022 MADRID
on0318@aemps.es Tel.: (+34) 91 822.57.87 /(+34) 91.822.59.97

ORGANISMO NOTIFICADO 0318 Fax: (+34) 91.822.52.89



ANEXO N°9/ANNEX NO: |

CERTIFICADO DE EXAMEN CE DE DISENO
de acuerdo con el Anexo IV, punto 4, de la Directiva 98/79/CE
EC DESIGN-EXAMINATION CERTIFICATE
in accordance with the Annex 1V, Section 4, of the Directive 98/79/EC

Certificado n°Certificate no Fecha de validez/Date of validity ON n°NB no
2008 02 0539 ED Desde/From  20-05-2022 Hasta/To 26-05-2025 0318

A favor de/In favour of:

Fabricante/Manufacturer:

Nombre/Name: DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.
Direccidon/Address:  Via G. Carducci, 27. 20099 Sesto San Giovanni. Milano (Italy)
Representante autorizado ante la UE/Authorized EU representative: ldem

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

Clasificacion/ Classification: Lista A del Anexo 11/ List A, Annex Il

Reactivos y productos reactivos para la determinacién, confirmacién y cuantificacion en muestras humanas
de marcadores de infeccion por HIV 1 y 2, mediante técnicas de Inmunoabsorcion enzimatica (ELISA)/
Reagents and reactive products for the determination, confirmation and quantification in human specimens of
markers of HIV 1 and 2 infection, by Enzyme-linked immunosorbent assay (ELISA) [NANDO: 1D 0201]

HIV Ab & Ag

ELISA cualitativo / ELISA qualitative

- IVCOMB.CE (192 tests)

- IVCOMB.CE.96 (96 tests)

- IVCOMB.CE.480 (480 tests)

- IVCOMB.CE.960 (960 tests)

- IVCOMB.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.
Madrid, 19 de mayo de 2022
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

Fdo. M2 Jesuls Lamas Diaz

Agencia Espafiola de Medicamentos y Productos Sanitarios (AEMPS) CSV: VBARS88BS8OE
Fecha de la firma: 19/05/2022
Puede comprobar la autenticidad del documento en la sede de la AEMPS:https://localizador.aemps.es
CORREO ELECTRONICO Pagina 2 de 2 C/ CAMPEZO, 1 - EDIFICIO 8
28022 MADRID
on0318@aemps.es Tel.: (+34) 91 822.57.87 /(+34) 91.822.59.97

ORGANISMO NOTIFICADO 0318 Fax: (+34) 91.822.52.89



DIA. | Dia.Pro
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EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.
VIA G. CARDUCCI N° 27 — 20099 SESTO SAN
GIOVANNI (MILANO) — ITALY

PRODUCT HP IgA
CODE: HPA.CE (96 tests)
CLASSIFICATION GENERAL IVD

CONFORMITY ASSESSMENT ROUTE |SELF CERTIFICATION

WE HEREBY DECLARE THAT THE ABOVE MENTIONED PRODUCT MEETS
THE PROVISIONS OF THE COUNCIL DIRECTIVE 98/79/EC
FOR IN VITRO DIAGNOSTIC DEVICES.

ISO CERTIFICATE UNE EN ISO 13485 N° 2013 11 0039 EN,
RELEASED BY AEMPS (AGENCIA ESPANOLA
DE MEDICAMENTOS Y PRODUCTOS
SANITARIOS)

PLACE & DATE OF FIRST ISSUE MILANO — MARCH 2004

PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MIl) — MARCH 2019
ISSUE

SIGNATURE

Legal Representative
Dr.ssa Fiorenza Scozzesi

DIA.PRO Diagnostic Bioprobes S.r.I.
Sede legale e lab.: Via G.Carducci, 27 — 20099 Sesto S.Giovanni (M) — Italia
Tel. +39 02 27007161/6450 « Fax +39 02 44386771 « http://www.diapro.it « E-mail: info@diapro.it
Capitale sociale €50.000,00 I.V. — P.IVA: 11924660159 — Reg. Imp. 11924660159 — REA 1509959


http://www.diapro.it/
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EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.
VIA G. CARDUCCI N° 27 — 20099 SESTO SAN
GIOVANNI (MILANO) — ITALY

PRODUCT HP IgG
CODE: HPG.CE (96 tests)
CLASSIFICATION GENERAL IVD

CONFORMITY ASSESSMENT ROUTE |SELF CERTIFICATION

WE HEREBY DECLARE THAT THE ABOVE MENTIONED PRODUCT MEETS
THE PROVISIONS OF THE COUNCIL DIRECTIVE 98/79/EC
FOR IN VITRO DIAGNOSTIC DEVICES.

ISO CERTIFICATE UNE EN ISO 13485 N° 2013 11 0039 EN,
RELEASED BY AEMPS (AGENCIA ESPANOLA
DE MEDICAMENTOS Y PRODUCTOS
SANITARIOS)

PLACE & DATE OF FIRST ISSUE MILANO — MARCH 2004

PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MIl) — MARCH 2019
ISSUE

SIGNATURE

Legal Representative
Dr.ssa Fiorenza Scozzesi

DIA.PRO Diagnostic Bioprobes S.r.I.
Sede legale e lab.: Via G.Carducci, 27 — 20099 Sesto S.Giovanni (M) — Italia
Tel. +39 02 27007161/6450 « Fax +39 02 44386771 « http://www.diapro.it « E-mail: info@diapro.it
Capitale sociale €50.000,00 I.V. — P.IVA: 11924660159 — Reg. Imp. 11924660159 — REA 1509959


http://www.diapro.it/

DIA. | Dia.Pro
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EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.
VIA G. CARDUCCI N° 27 — 20099 SESTO SAN
GIOVANNI (MILANO) — ITALY

PRODUCT HSV1&2 1gG
CODE: HSVG.CE (96 tests)
CLASSIFICATION GENERAL IVD

CONFORMITY ASSESSMENT ROUTE |SELF CERTIFICATION

WE HEREBY DECLARE THAT THE ABOVE MENTIONED PRODUCT MEETS
THE PROVISIONS OF THE COUNCIL DIRECTIVE 98/79/EC
FOR IN VITRO DIAGNOSTIC DEVICES.

ISO CERTIFICATE UNE EN ISO 13485 N° 2013 11 0039 EN,
RELEASED BY AEMPS (AGENCIA ESPANOLA
DE MEDICAMENTOS Y PRODUCTOS
SANITARIOS)

PLACE & DATE OF FIRST ISSUE MILANO — MARCH 2004

PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MIl) — MARCH 2019
ISSUE

SIGNATURE

Legal Representative
Dr.ssa Fiorenza Scozzesi

DIA.PRO Diagnostic Bioprobes S.r.I.
Sede legale e lab.: Via G.Carducci, 27 — 20099 Sesto S.Giovanni (M) — Italia
Tel. +39 02 27007161/6450 « Fax +39 02 44386771 « http://www.diapro.it « E-mail: info@diapro.it
Capitale sociale €50.000,00 I.V. — P.IVA: 11924660159 — Reg. Imp. 11924660159 — REA 1509959


http://www.diapro.it/
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EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.
VIA G. CARDUCCI N° 27 — 20099 SESTO SAN
GIOVANNI (MILANO) — ITALY

PRODUCT HSV1&2 IgM
CODE: HSVM.CE (96 tests)
CLASSIFICATION GENERAL IVD

CONFORMITY ASSESSMENT ROUTE |SELF CERTIFICATION

WE HEREBY DECLARE THAT THE ABOVE MENTIONED PRODUCT MEETS
THE PROVISIONS OF THE COUNCIL DIRECTIVE 98/79/EC
FOR IN VITRO DIAGNOSTIC DEVICES.

ISO CERTIFICATE UNE EN ISO 13485 N° 2013 11 0039 EN,
RELEASED BY AEMPS (AGENCIA ESPANOLA
DE MEDICAMENTOS Y PRODUCTOS
SANITARIOS)

PLACE & DATE OF FIRST ISSUE MILANO — OCTOBER 2004

PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MIl) — MARCH 2019
ISSUE

SIGNATURE

Legal Representative
Dr.ssa Fiorenza Scozzesi

DIA.PRO Diagnostic Bioprobes S.r.I.
Sede legale e lab.: Via G.Carducci, 27 — 20099 Sesto S.Giovanni (M) — Italia
Tel. +39 02 27007161/6450 « Fax +39 02 44386771 « http://www.diapro.it « E-mail: info@diapro.it
Capitale sociale €50.000,00 I.V. — P.IVA: 11924660159 — Reg. Imp. 11924660159 — REA 1509959


http://www.diapro.it/
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EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.

VIA G. CARDUCCI N° 27 — 20099 SESTO SAN

GIOVANNI (MILANO) — ITALY

PRODUCT HBs Ag one Version ULTRA

CODES: SAGLIULTRA.CE (192 tests)
SAGI1ULTRA.CE.96 (96 tests)
SAGI1ULTRA.CE.480 (480 tests)
SAGI1ULTRA.CE.960 (960 tests)
SAGLULTRA.CE.DB (192 tests)

CLASSIFICATION ANNEX Il — LIST A

CONFORMITY ASSESSMENT ROUTE |ANNEX IV

WE HEREBY DECLARE THAT THE ABOVE MENTIONED
PRODUCT MEETS THE PROVISIONS OF THE COUNCIL
DIRECTIVE 98/79/EC
FOR IN VITRO DIAGNOSTIC DEVICES.

NOTIFIED BODY AEMPS —n° 0318

(EC) CERTIFICATE(S) e FULL QUALITY ASSURANCE SYSTEM N°
2003 12 0388 CT (in accordance with Annex 1V —
except Section 1V) of the Directive 98/79/EC),
RELEASED BY EC NOTIFIED BODY N° 0318

e DESIGN CERTIFICATE N° 2008 12 0588 ED
RELEASED BY EC NOTIFIED BODY N° 0318

e UNE EN ISO 13485 N° 2013 11 0039 EN,
RELEASED BY EC NOTIFIED BODY N° 0318

PLACE & DATE OF FIRST ISSUE MILANO — DECEMBER 2008

PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) - MARCH 2018
EMISSION
SIGNATURE

Legal Representative
Dr.ssa Fiorenza Scozzesi

DIA.PRO Diagnostic Bioprobes S.r.I.
Sede legale e lab.: Via G.Carducci, 27 — 20099 Sesto S.Giovanni (M) — Italia
Tel. +39 02 27007161/6450 « Fax +39 02 44386771 « http://www.diapro.it « E-mail: info@diapro.it
Capitale sociale €50.000,00 I.V. — P.IVA: 11924660159 — Reg. Imp. 11924660159 — REA 1509959


http://www.diapro.it/

DIA. | Dia.Pro
PRO | Diagnostic
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EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.
VIA G. CARDUCCI N° 27 — 20099 SESTO SAN
GIOVANNI (MILANO) — ITALY

PRODUCT TOXO IgG
CODE: TOXOG.CE (96 tests)
CLASSIFICATION ANNEX 11— LIST B

CONFORMITY ASSESSMENT ROUTE |ANNEX IV

WE HEREBY DECLARE THAT THE ABOVE MENTIONED
PRODUCT MEETS THE PROVISIONS OF THE COUNCIL
DIRECTIVE 98/79/EC
FOR IN VITRO DIAGNOSTIC DEVICES.

NOTIFIED BODY AEMPS —n° 0318

(EC) CERTIFICATE(S) e FULL QUALITY ASSURANCE SYSTEM N°
2004 05 0442 CT (in accordance with Annex 1V —
except Section 1V) of the Directive 98/79/EC),
RELEASED BY EC NOTIFIED BODY N° 0318

e UNIEN ISO 13485 N° 2013 11 0039 EN,
RELEASED BY EC NOTIFIED BODY N° 0318

PLACE & DATE OF FIRST ISSUE MILANO — MAY 2004

PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) — MAY 2018
EMISSION
SIGNATURE

Legal Representative
Dr.ssa Fiorenza Scozzesi

DIA.PRO Diagnostic Bioprobes S.r.I.
Sede legale e lab.: Via G.Carducci, 27 — 20099 Sesto S.Giovanni (M) — Italia
Tel. +39 02 27007161/6450 « Fax +39 02 44386771 « http://www.diapro.it « E-mail: info@diapro.it
Capitale sociale €50.000,00 I.V. — P.IVA: 11924660159 — Reg. Imp. 11924660159 — REA 1509959


http://www.diapro.it/
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EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.
VIA G. CARDUCCI N° 27 — 20099 SESTO SAN
GIOVANNI (MILANO) — ITALY

PRODUCT TOXO IgM
CODE: TOXOM.CE (96 tests)
CLASSIFICATION ANNEX Il - LIST B

CONFORMITY ASSESSMENT ROUTE |ANNEX IV

WE HEREBY DECLARE THAT THE ABOVE MENTIONED
PRODUCT MEETS THE PROVISIONS OF THE COUNCIL
DIRECTIVE 98/79/EC
FOR IN VITRO DIAGNOSTIC DEVICES.

NOTIFIED BODY AEMPS —n° 0318

(EC) CERTIFICATE(S) e FULL QUALITY ASSURANCE SYSTEM N°
2004 05 0442 CT (in accordance with Annex 1V —
except Section 1V) of the Directive 98/79/EC),
RELEASED BY EC NOTIFIED BODY N° 0318

e UNIEN ISO 13485 N° 2013 11 0039 EN,
RELEASED BY EC NOTIFIED BODY N° 0318

PLACE & DATE OF FIRST ISSUE MILANO — MAY 2004

PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) — MAY 2018
EMISSION
SIGNATURE

Legal Representative
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DECLARATION OF CONFORMITY
1)  Manufacturer (Name, department): Monobind Inc.
Address: 100 North Pointe, LAKE FOREST, CA 92630. UNITED STATES

and

2) European authorized representative: CEpartner4U BV,

Address: ESDOORNLAAN 13, 3951DB MAARN, THE NETHERLANDS;
(on product labels printed as:
CEpartner4U , ESDOORNLAAN 13, 3951DB MAARN, THE NETHERLANDS. www.cepartner4u.com)

3) PI’OdUCt‘ S) (name, type or model/batch number, etc.):

Immunoassay products;
AccuBind® ELISA,
Acculite® CLIA,
QSure® Control,
Instruments

see appendix

4) The product(s) described above is in conformity with:

Document No. Title
98/79/EC In vitro Dlagno_stlc Medlcal Devices
Directive

5) Additional information (Conformity procedure, Notified Body, CE certificate, Registration nr., etc.).

Conformity assessment procedure for CE marking: In vitro Diagnostic Medical Device Directive,
Annex Il
Registration nr. : NL- CA002-22758 and NL- CA002-22762

AShahla

Tony Shatola; QA Director, Monobind Inc.
(Place & date of issue (yyyy-mm-dd)) (name, function and signature of manufacturer)

Lake Forest, USA; 2021-09-20

Declaration form: Standard ISO/IEC 17050-1:2010
vs. 2020-11
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List of devices.

Device types

Appendix

Item#
AccuBind®
ELISA

Item#
AcculLite®
CLIA

Item#
QSure®

Control

Instru-

Date: 2021-09-20

Item#
Risk  First date of

EDMS code Class CE-marking

ment

Allergy & Anemia

Microwells

Microwells

" 2825-300A | 2875-300A
Ferritin Test System 2825-300B 2875-300B 12.07.01.02.00 | Low | 2005-11-11
Folate T 7525-300A | 7575-300A 12 ] L 201 5
olate Test System 7525-300B 7575-300B .07.01.03.00 ow 010-06-29
. 2525-300A | 2575-300A
Immunoglobulin E (IgE) Test System 2595-300B 2575-300B 12.02.01.02.00 | Low | 2005-11-11
Transferrin Soluble Receptor (sTfR) Test 8625-300A | 8675-300A AL
System 8625-300B | 8675-300B 12.07.01.06.00 | Low | 2010-06-29
o i 7625-300A | 7675-300A
Vitamin B-12 (Vit B12) Test System 7625-300B 7675-300B 12.07.02.04.00 | Low | 2011-09-26
Folate, Vitamin B-12 (Anemia Panel VAST) Test | 7825-300A | 7875-300A
System 7825-300B | 7875-300B 12.07.01.00.00 | Low | 2013-09-16
Autoimmune
Anti-Cyclic Citrullinated Peptide IgG (Anti-CCP | 12725-300A | 12775-300A "
IgG) Test System 12725-300B | 12775-3008 12.11.01.90.00 | Low | 2019-04-03
) . ) 1025-300A | 1075-300A
Anti-Thyroglobulin (Anti-Tg) Test System 1025-300B 1075-300B 12.10.03.04.00 | Low | 2005-11-11
Anti-Th i Anti-TPO) T 1125-300A 1} 1175-300A 12.1 1 L 2005-11-11
nti-Thyroperoxidase (Anti-TPO) Test System 1125-300B 1175-300B .10.03.01.00 ow 005-11-
Bone Metabolism & Growth
L 9325-300A | 9375-300A
Calcitonin Test System 9325-300B 9375-300B 12.06.03.02.00 | Low 2019-04-03
1725-300A | 1775-300A
Growth Hormone (hGH) Test System 1725-300B 1775-300B 12.06.04.02.00 | Low 2005-11-11
. 9025-300A | 9075-300A
Parathyroid Hormone (PTH) Test System 9025-300B 9075-300B 12.06.03.13.00 | Low | 2011-09-26
Parathyroid Hormone (PTH) 3rd & 2nd Gen 10025-300A | 10075-300A A
(VAST) Test System 10025-3008 | 10075-3008 12.06.03.13.00 | Low | 2019-04-03
25(OH) Vitamin D Total Direct (Vit D-Direct) 7725-300A | 7775-300A oo
Test System 7725-3008 | 7775-3008 12.06.03.10.00 | Low | 2017-07-05
Cancer Markers
) 1925-300A | 1975-300A
Alpha-Fetoprotein (AFP) Test System 1925-300B 1975-300B 12.03.90.01.00 | Low 2005-11-11
A125 T 3025-300A | 3075-300A 12 ] L ) 1111
CA-125 Test System 3025-300B 3075-300B .03.01.06.00 ow 005-11-
5625-300A | 5675-300A
CA 15-3 Test System 5625-300B | 5675-3008 12.03.01.02.00 | Low | 2010-06-29
A 199 T 3925-300A | 3975-300A 12 1 L 5 1111
CA 19-9 Test System 3925-300B 3975-300B .03.01.03.00 ow 005-11-
. . ) 1825-300A | 1875-300A
Carcinoembryonic Antigen (CEA) Test System 1825-300B 1875-300B 12.03.01.31.00 | Low | 2005-11-11
Next Generation Carcinoembryonic Antigen 4625-300A | 4675-300A 12.03.01.31.00 | Low | 2010-06-29
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Device types

Item#
AccuBind®
ELISA
Microwells

Item#
AcculLite®
CLIA
Microwells

Item#
QSure®

Control

Item#
Instru-
ment

EDMS code

Risk
Class

First date of
CE-marking

(CEA-Next Gen) Test System 4625-300B | 4675-300B
Free B-Subunit Human Chorionic Gonadotropin | 2025-300A | 2075-300A
(Free Beta hCG) Test System 2025-300B | 2075-300B 12.03.01.90.00 | Low | 2005-11-11
Cardiac Markers
s 2925-300A | 2975-300A
CK-MB Test System 2925-300B 2975-300B 12.13.01.02.00 | Low 2005-11-11
Digoxin (DIG) T 925-300A | 975-300A 12.08.01.01 L 2005-11-11
igoxin (DIG) Test System 925-300B 975-300B .08.01.01.00 ow 005-11-
_ - 3125-300A | 3175-300A
High Sensitivity CRP (hs-CRP) Test System 3125-300B 3175-300B 12.13.01.90.00 | Low 2005-11-11
Myoglobin Test S 3225-300A | 3275-300A 12.13.01.05.00 | L 2005-11-11
yoglobin Test System 3225.300B | 3275-300B 13.01.05. ow -1-
. 3825-300A 3875-300A
Troponin | (cTnl) Test System 3825-300B 3875-300B 12.13.01.07.00 | Low | 2005-11-11
Diabetes
. 2725-300A 2775-300A
C-Peptide Test System 2795-300B 2775-300B 12.06.01.01.00 | Low 2005-11-11
Insulin T 2425-300A 2475-300A 12 1 L 5 11-11
nsulin Test System 2495-300B 2475-300B .06.01.03.00 ow 005-11-
_ _ 5825-300A
Rapid Insulin Test System 5825-300B 12.06.01.03.00 | Low 2010-06-29
Insulin - C-Peptide (Di Panel VAST 7325-300A | 7375-300A 12.06.01 L 2005-11-11
nsulin - C-Peptide (Diabetes Panel VAST) 7325-300B 7375-300B .06.01.03.00 ow 005-11-
Endocrine
ACTH Test System 10625-300 10675-300 12.06.04.01.00 | Low 2019-04-03
Aldosterone Test System 10125-300 10175-300 12.06.02.01.00 | Low | 2019-04-03
Leptin Test System 10925-300 10975-300 12.06.90.17.00 | Low 2019-04-03
Fertility & Prenatal
- 9725-300A | 9775-300A
Anti-Mllerian Hormone (AMH) Test System 9725-300B 9775-300B 12.05.02.16.00 | Low | 2019-04-03
) . ) 425-300A 475-300A
Folicle Stimulating Hormone (FSH) Test System 495-300B 475-300B 12.05.01.04.00 | Low 2005-11-11
B-Human Chorionic Gonadotropin (hCG) Test 825-300A 875-300A L
System 8253008 | 875-3008 12.05.02.05.00 | Low | 2005-11-11
B-Human Chorionic Gonadotropin Extended 8825-300A 8875-300A
Range (hCG-XR) Test System 8825-300B | 8875-300B 12.05.02.05.00 | Low | 2013-09-16
Rapid B-Human Chorionic Gonadotropin (Rapid | 3325-300A L
-hCG) Test System 3325.300B 12.05.02.05.00 | Low 2005-11-11
. 9525-300A 9575-300A
Inhibin A Test System 9525-300B 9575-300B 12.05.01.90.00 | Low 2019-04-03
Inhibin B Test S 9625-300A 9675-300A 12.05.01.90.00 | L 2019-04-03
nhibin B Test System 9625-300B | 9675-300B :05.01.90. ow -04-
T 625-300A | 675-300A 12.05.01
Luteinizing Hormone (LH) Test System 625-300B 675-300B .05.01.05.00 | Low | 2005-11-11
Pregnancy Associated Plasma Protein — A Mass | 12625-300A | 12675-300A
Units (PAPP-A Mass Units) Test System 12625-300B | 12675-3008 12.05.02.10.00 | Low | 2017-07-05
Prolactin H PRL) T 725-300A | 775-300A 12.05.01 L 2005-11-11
rolactin Hormone ( ) Test System 725.300B 775-300B .05.01.08.00 ow 005-11-
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Device types

Item#
AccuBind®
ELISA
Microwells

Item#
AcculLite®
CLIA
Microwells

Item#
QSure®

Control

Item#
Instru-
ment

EDMS code

Risk
Class

First date of
CE-marking

Prolactin Hormone Sequential (PRLs) Test 4425-300A | 4475-300A L
System 4425-300B | 4475-3008 12.05.01.08.00 | Low | 2005-11-11
Human Chorionic Gonadotropin (hCG) , Human | 83253008 | 8375-300B
Prolactin (hPRL), Human Luteinizing Hormone 8325-300D | 8375-300D e
(hLH), Follicle Stimulating Hormone (FSH) 5305.300E | 8375.300E 12.05.01.90.00 | Low | 2006-08-24
(Fertility Panel VAST) Test System
Alpha-Fetoprotein (AFP), Human Chorionic 8525.300A | 8575.300A
Gonadotropin (hCG), Unconjugated Estiol (u- - - R
E3) Triple Screen (Triple Screen Panel VAST) 8525-300B 8575-300B 12.05.01.90.00 | Low | 2010-06-29
Test System
Infectious Diseases
Anti-H. Pylori IgG (H. Pylori Ab IgG) Test 1425-300A | 1475-300A
System 1425-300B 1475-300B 15.01.04.03.00 | Low | 2005-11-11
Anti-H. Pylori IgM (H. Pylori Ab IgM) Test 1525-300A | 1575-300A L
System 1525-3008 1575-300B 15.01.04.03.00 | Low | 2005-11-11
) ) i 1625-300A | 1675-300A
Anti-H. Pylori IgA (H. Pylori Ab IgA) Test System 1625-300B 1675-300B 15.01.04.03.00 | Low | 2005-11-11
Anti-SARS-CoV-2 (COVID-19) IgG Test S 11925-300A 1 11975-300A 15.04.80.90.00 | L 2020-08-25
nti-SARS-CoV-2 ( -19) IgG Test System | 44955 3008 | 11975-3008 04.80.90. ow -08-
) 11725-300A | 11775-300A
Anti-SARS-CoV-2 (COVID-19) IgM Test System 11725-300B | 11775-3008B 15.04.80.90.00 | Low | 2020-08-25
] 11825-300A | 11875-300A
Anti-SARS-CoV-2 (COVID-19) IgA Test System 11825-3008 | 11875-300B 15.04.80.90.00 | Low | 2020-08-25
Anti-SARS-CoV-2 (COVID-19) S1-RBD IgG 12025-300A | 12075-300A oL
Test System 12025-300B | 12075-300B 15.04.80.90.00 | Low | 2021-09-20
) 9225-300A | 9275-300A
D-Dimer Test System 9295-3008 9275-300B 13.02.05.03.00 | Low 2020-08-25
o 1425-300A | 1475-300A
Procalcitonin (PCT) Test System 1425-300B 1475-300B 12.06.90.16.00 | Low 2017-07-05
Neonatal
5525-300A
Neonatal 170HP (N-170HP) Test System 5525-300B 12.05.01.07.00 | Low | 2008-02-01
N | (N-T4) Thyroxine TestS 2625-300A 12.04.01.12.00 | L 2005-11-11
eonatal (N-T4) Thyroxine Test System 2625-300B .04.01.12. ow -11-
8925-300A
Neonatal TBG (N-TBG) Test System 8925-300B 12.04.01.09.00 | Low | 2013-09-16
3425-300A
3425-300B
Neonatal TSH (N-TSH) Test System 3425-300D 12.04.01.90.00 | Low | 2005-11-11
3425-300E
Steroid
. 12425-300A | 12475-300A
Androstenedione (ANST) Test System 19425-300B | 12475-300B 12.05.01.01.00 | Low | 2021-09-20
) 3625-300A | 3675-300A
Cortisol Test System 3625-300B 3675-300B 12.06.02.04.00 | Low 2005-11-11
Deh i DHEA) T 7425-300A | 7475-300A 12.05.01.02.00 | L 2011-09-2
ehydroepiandrosterone ( ) Test System 7425-300B 7475-300B .05.01.02. ow 011-09-26
Dehydroepiandrosterone Sulfate (DHEA-S) 5125-300A | 5175-300A .
Test System 5125-3008 | 5175-3008 12.05.01.02.00 | Low ) 2010-06-29
E E1) Test S 10325-300A | 10375-300A 12.05.02.04.00 | L 2019-04-03
strone (E1) Test System 10325-300B | 10375-300B 05.02.04. ow -04-
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Itemi# Itemi# o ltemi#t Itemi
. AccuBind® | Acculite QSure® Instru- Risk  First date of
Device types ELISA CLIA ment ~ EPMScode | cics  CE-marking
Microwells Microwells Control
. 4925-300A | 4975-300A
Estradiol (E2) Test System 4925-300B 4975-300B 12.05.01.03.00 | Low | 2010-06-29
. ) 5025-300A | 5075-300A
Unconjugated Estiol (u-E3) Test System 5025-300B 5075-300B 12.05.02.02.00 | Low | 2010-06-29
4825-300A | 4875-300A
Progesterone Test System 4825-300B 4875-300B 12.05.01.06.00 | Low 2010-06-29
5225-300A | 5275-300A
17-OH Progesterone (17-OHP) Test System 5225-300B 5275-300B 12.05.01.07.00 | Low | 2010-06-29
17-OH Progesterone S| (17-OHP-SI) Test 9925-300A | 9975-300A
System 9925-300B | 9975-3008B 12.05.01.07.00 | Low | 2010-10-18
Sex Hormone Binding Globulin (SHBG) Test 9125-300A | 9175-300A oL
System 9125-300B | 9175-300B 12.05.01.09.00 | Low | 2013-09-16
3725-300A | 3775-300A
Testosterone Test System 3795-300B 3775-300B 12.05.01.10.00 | Low 2007-11-01
5325-300A | 5375-300A
Free Testosterone Test System 5325-300B 5375-300B 12.05.01.10.00 | Low 2010-06-29
Thyroid
125-300A 175-300A
. . 125-300B 175-300B
Total Triidothyronine (tT3) Test System 125-300D 175-300D 12.04.01.05.00 | Low 2005-11-11
125-300E 175-300E
1325-300A | 1375-300A
. . 1325-300B 1375-300B
Free Triidothyronine (fT3) Test Stystem 1325-300A 1375-300D 12.04.01.01.00 | Low 2005-11-11
1325-300B 1375-300E
. ) 8125-300A | 8175-300A
Total Triidothyronine (tT3 SBS) Test System 8125-300B 8175-300B 12.04.01.01.00 | Low | 2010-06-29
i i i id - 11225-300A
gsstlgn':'otal Triidothyronine (Rapid -tT3) Test 112953008 12.04.01.01.00 | Low 2017-07-05
525-300A 575-300A
T3-Uptake (T3U) Test System 525.300B 575-300B 12.04.01.06.00 | Low | 2005-11-11
225-300A 275-300A
) 225-300B 275-300B
Thyroxine (tT4) Test System 225-300D 275-300D 12.04.01.07.00 | Low 2005-11-11
225-300E 275-300E
1225-300A | 1275-300A
) 1225-300B 1275-300B
Free Thyroxine (fT4) Test System 1225-300D | 1275-300D 12.04.01.02.00 | Low | 2005-11-11
1225-300E 1275-300E
) 8225-300A | 8275-300A
Total Thyroxine (tT4 SBS) Test System 8225-300B 8275-300B 12.04.01.01.00 | Low 2010-06-29
) ) ) 11125-300A
Rapid Total Thyroxine (Rapid -tT4) Test System 11125-300B 12.04.01.01.00 | Low | 2017-07-05
325-300A 375-300A
) 325-300B 375-300B
Thyrotropin (TSH) Test System 325-300D 375-300D 12.04.01.11.00 Low 2005-11-11
325-300E 375-300E
6025-300A | 6075-300A
Rapid TSH Test System 6025-3008 | 6075-300B 12.04.01.11.00 | Low | 2010-06-29
) o ) 3525-300A | 3575-300A
Thyroxine-Binding Globulin (TBG) Test System 3525-300B 3575-300B 12.04.01.09.00 | Low | 2005-11-11
Thyroglobulin (Tg) Test System 2225-300A | 2275-300A 12.04.01.08.00 | Low | 2005-11-11
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Itemi# B /teT# o ltemi#t Itemi
AccuBind® ceulLite QSure® Instru- First date of
ELISA CLIA ment EDMS code CE-marking

Microwells Microwells Control

Device types

2225-300B 2275-300B
Total Thyroxine (tT4), Total Triidothyronine (t73) | 8025-300B | 8075-3008
& Thyroid Stimulating Hormone (TSH) (Thyroid | 8025-300D | 8075-300D 12.04.01.01.00 | Low | 2005-11-11
Panel VAST) Test System 8025-300E 8075-300E
Free Thyroxine (fT4), Free Triiodothyronine 7025-300B | 7075-300B
(fT3) & Thyroid Stimulating Hormone (TSH) 7025-300D | 7075-300D 12.04.01.01.00 | Low | 2010-06-29
(Free Thyroid Panel VAST) Test System 7025-300E 7075-300E
Miscellaneous Controls
Anti-H. Pylori Control (IgA, IgG, IgM) — Positive HPC-300 12.50.01.16.00 | Low | 2013-09-16
& Negative
Anti-Tg & Anti-TPO Control — Positive & AIT-101 12.50.01.16.00 | Low | 2010-06-29
Negative
Materna_l Control — (AFP, uE3, hCG, Free beta MC-300 12.50.01.16.00 | Low 2010-06-29
hCG) Tri Level
TBG Control — Tri-Level TBG-300 12.50.01.16.00 | Low 2013-09-16
Tg Control — Tri-Level TG-300 12.50.01.16.00 | Low 2010-06-29
Tumor Marker Control - (CA 125, CA 15-3, CA TMC-300 12.50.01.16.00 | Low | 2013-09-16
19-9) Tri-Level
Miscellaneous Instruments
Autoplex® ELISA & CLIA Analyzer INOO6 21.02.10.01 Low | 2010-06-29
Autoplex® G2 ELISA & CLIA Analyzer INO06-2 21.02.10.01 Low | 2013-09-16
Autoplex® G3 ELISA & CLIA Analyzer INO06-3 21.02.10.01 Low | 2017-07-05
NeoEldex® ELISA Analzyer INOO9 21.02.10.01 Low | 2011-09-26
Impulse® 3 CLIA Analyzer INOO7 21.02.10.01 Low | 2010-06-29
NeoLumax® CLIA Analyzer INO10 21.02.10.01 Low | 2011-09-26
LuMatic® CLIA Analyzer INOO8 21.02.10.01 Low | 2011-09-26
PrisMatic® ELISA Analyzer INO13 21.02.10.01 Low | 2013-09-16
PlateWash - Immunoassay Washer INOO2 21.02.10.01 Low | 2010-06-29
TITIN® ELISA & CLIA Analyzer INO15-EC 21.02.10.01 Low | 2017-07-05
TITIN® ELISA Analyzer INO15-E 21.02.10.01 Low | 2017-07-05
TITIN-s® ELISA & CLIA Analyzer INO16-EC 21.02.10.01 Low | 2017-07-05
TITIN-s® ELISA Analyzer INO16-E 21.02.10.01 Low | 2017-07-05
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ImMmunDiagnosTIcCaAa GveH

NovalLisa ® Virology

Prod. No. Name

ADVA0010 Adenovirus IgA

ADVGO0010 Adenovirus 1gG

ADVMO0010 Adenovirus IgM

CHIG0590 Chikungunya Virus 1gG capture
CHIMO0590 Chikungunya Virus IgM p-capture
CMVGO0110 Cytomegalovirus (CMV) IgG
ACMV7110 Avidity Cytomegalovirus (CMV) IgG
CMVMO0110 Cytomegalovirus (CMV) IgM
DENGO0120 Dengue Virus 1gG

DENMO0120 Dengue Virus IgM

DVMO0640 Dengue Virus IgM p-capture
NS1D4020 Dengue Virus NS1 Antigen
EBVAQ0150 Epstein-Barr Virus (VCA) IgA
EBVG0150 Epstein-Barr Virus (VCA) 1gG
AEBV7150 Avidity Epstein-Barr Virus (VCA) IgG
EBVMO0150 Epstein-Barr Virus (VCA) IgM
EBVGO0580 Epstein-Barr Virus (EBNA) 1gG
HANGO0670 Hantavirus 1gG

HANMO0670 Hantavirus IgM

HEVGO0780 Hepatitis E Virus (HEV) IgG
HEVMO0780 Hepatitis E Virus (HEV) IgM
HSVG0250 Herpes simplex Virus 1+2 (HSV) IgG
HSVMO0250 Herpes simplex Virus 1+2 (HSV) IgM
HSV1G0500 Herpes simples Virus 1 (HSV 1) IgG
HSV1M0500 Herpes simplex Virus 1 (HSV 1) IgM
HSV2G0540 Herpes simplex Virus 2 (HSV 2) IgG
HSV2M0540 Herpes simplex Virus 2 (HSV 2) IgM
INFA0290 Influenza Virus A 1gA

INFG0290 Influenza Virus A 19G

INFM0290 Influenza Virus A IgM

INFAQ0300 Influenza Virus B IgA

INFG0300 Influenza Virus B 1gG

INFMO0300 Influenza Virus B IgM

MEAGO0330 Measles Virus IgG

AMEA7330 Avidity Measles Virus 1gG
MEAMO0330 Measles Virus IgM

MUMGO0340 Mumps Virus 1gG

MUMMO0340 Mumps Virus IgM

PAIA0360 Parainfluenza Virus 1,2,3 IgA
PAIG0360 Parainfluenza Virus 1,2,3 1gG
PARGO0370 Parvovirus B 19 1gG

PARMO0370 Parvovirus B 19 IgM

RSVA0380 Respiratory syncytial Virus 1gA
RSVG0380 Respiratory syncytial Virus 1gG
RSVMO0380 Respiratory syncytial Virus IgM
RUBG0400 Rubella Virus 1gG

2
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ARUB7400 Avidity Rubella Virus 1gG

RUBMO0400 Rubella Virus IgM p-capture
TICG0440 TBE / FSME 1gG

TICM0440 TBE / FSME IgM

PTICG044 TBE / FSME 1gG plus

VZVA0490 Varicella-Zoster Virus (VZV) IgA
VZVG0490 Varicella-Zoster Virus (VZV) 1gG
VZVMO0490 Varicella-Zoster Virus (VZV) IgM
ZVGO0790 Zika Virus IgG capture

ZVMO0790 Zika Virus IgM p-capture

NovaLisa ®© Bacteriology

Prod. No. Name

BAR0900 Bartonella

BOPA0030 Bordetella pertussis IgA

BOPGO0030 Bordetella pertussis 1gG

BOPMO0030 Bordetella pertussis IgM

BPTA0610 Bordetella pertussis toxin (PT) IgA
BPTG0610 Bordetella pertussis toxin (PT) IgG
BORGO0040 Borrelia burgdorferi 1gG

BORMO0040 Borrelia burgdorferi IgM

BRUGO0050 Brucella 1gG

BRUMO0050 Brucella IgM

CHLAO0070 Chlamydia trachomatis I1gA
CHLGO0070 Chlamydia trachomatis 1gG
CHLMO0070 Chlamydia trachomatis IgM
CHLAO510 Chlamydia pneumoniae IgA
CHLGO0510 Chlamydia pneumoniae 1gG
CHLMO510 Chlamydia pneumoniae IgM
CORG0090 Corynebacterium diphtheriae toxin 1gG
CORGb5009 Corynebacterium diphtheriae toxin 5S 1gG
PCORGO009 Corynebycterium diphtheriae toxin 5S IgG plus
COX1G0600 Coxiella burnetii (Q-Fever) Phase 1 IgG
COX2G0600 Coxiella burnetii (Q-Fever) Phase 2 IgG
COX2M0600 Coxiella burnetii (Q-Fever) Phase 2 IgM
HELA0220 Helicobacter pylori 1gA

HELG0220 Helicobacter pylori 1gG

PHELAO22 Helicobacter pylori 1gA plus
PHELGO022 Helicobacter pylori 1gG plus
LEGGO0650 Legionella Pneumophila IgG
LEGMO0650 Legionella Pneumophila IgM
LEPG0660 Leptospira IgG

LEPMO0660 Leptospira IgM

20022020-BZ
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ImMmunDiagnosTIcCaAa GveH

MYCAO0350 Mycoplasma pneumoniae IgA
MYCGO0350 Mycoplasma pneumoniae 1gG
MYCMO0350 Mycoplasma pneumoniae IgM
TETG0430 Clostridium tetani toxin IgG
TETG5043 Clostridium tetani toxin 5S 1gG
PTETGO043 Clostridium tetani toxin 5S IgG plus
NovaLisa ® Parasites

Prod. No. Name

CHAGO0560 Chagas (Trypanosoma cruzi) 19G
TRYPO0570 Chagas

ENTGO0140 Entamoeba histolytica 1gG
LEIG0310 Leishmania infantum 1gG
MALO0620 Malaria

TOXA0460 Toxoplasma gondii IgA
TOXG0460 Toxoplasma gondii 1gG
ATOX7460 Avidity Toxoplasma gondii 1gG
TOXMO0460 Toxoplasma gondii IgM p-capture
Novalisa © Worms

Prod. No. Name

ASCG0020 Ascaris lumbricoides 1gG
ECHGO0130 Echinococcus 1gG

FILO760 Filariasis

SCHGO0410 Schistosoma mansoni 1gG
SCHMO0410 Schistosoma mansoni IgM
STRO0690 Strongyloides

TAEG0420 Taenia solium IgG
TOCGO0450 Toxocara canis 1gG
TRIG0480 Trichinella spiralis 19G
Novalisa Fungi

Prod. No. Name

ASPG0680 Aspergillus fumigatus IgG
ASPM0680 Aspergillus fumigatus IgM
CANAO0060 Candida albicans IgA
CANGO0060 Candida albicans IgG
CANMO060 Candida albicans IgM

20022020-BZ
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ImMmunDiagnosTIcCaAa GveH

®

NovalLisa Hormones

THYROID HORMONES
(ELISAs for the determination of thyroid hormones a

nd antibodies)

Prod. No. Name
ATG1010 Anti-TG
ATP0O1020 Anti-TPO
FT41050 Free T4
TSH1030 TSH
Hormones

STEROID HORMONES
(ELISAs for the determination of steroid hormones

in plasma and serum)

Prod. No. Name

DNOVO001 Cortisol
DNOV002 Testosterone
DNOVO003 17 beta-Estradiol
DNOV004 17-OH Progesterone
DNOV005 DHEA-S
DNOVO006 Progesterone
DNOV008 Androstenedione
DNOV009 Free Testosterone
DNOV011 Total Estriol
DNOV012 Aldosterone

STEROID HORMONES IN URINE

(ELISAs for the determination of steroid hormones i n urine)
Prod. No. Name

DNOVO010 Urinary Cortisol

STEROID HORMONES IN SALIVA

(ELISAs for the determination of steroid hormones i n saliva)
Prod. No. Name

DSNOV20 Cortisol Saliva

DSNOV21 Testosterone Saliva

DSNOV24 DHEA-S Saliva

DSNOV27 Androstenedione Saliva

20022020-BZ
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PROTEIN HORMONES

(ELISAs for the determination of proteins in plasma and serum)
Prod. No. Name

DNOV030 LH

DNOV031 FSH

DNOV032 Prolactin

DNOV033 AFP

DNOV034 beta HCG

THYROID HORMONES

(ELISAs for the determination of thyroid hormones a

nd antibodies)

Prod. No. Name
DNOVO051 Free T3
DNOVO053 Total T3
DNOV054 Total T4
DNOV057 Thyroglobulin

DIABETES MONITORING
(ELISAs for the determination of specific analytes

in plasma and serum)

Prod. No. Name
DNOV111 Insulin
DNOV112 C-Peptide

CIRCULATING IMMUNO COMPLEXES
(ELISAs for the determination of specific analytes

in plasma and serum)

Prod. No. Name
DNOV093 CIC-Clq
DNOV094 CIC-C3d
DNOV096 CH-50

TUMOR MARKERS
(ELISAs for the determination of specific analytes

in plasma and serum)

Prod. No. Name
DNOV 060 CEA
DNOV061 CA 125
DNOV062 CA 15-3

DNOVO063 CA 19-9

20022020-BZ
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MISCELLANEOUS

(ELISAs for the determination of specific analytes in plasma and serum)
Prod. No. Name

DNOV100 Ferritin

DNOV101 HGH

DNOV102 IgE

NovaLisa ® Autoimmune

Autoimmune

(ELISAs for the determination of specific autoimmun e antibodies)
Prod. No. Name

ATG1010 Anti-TG

ATP01020 Anti-TPO

Rheumatology

(ELISAs for the determination of specific analytes in plasma and serum)
Prod. No. Name

RFM3010 Rheumatoid Factor IgM

NovaLisa ®© Recombinant Antigens
Prod. No. Name

BORGO0040 Borrelia burgdorferi 1gG

BORMO0040 Borrelia burgdorferi IgM

CHAGO0560 Chagas (Trypanosoma cruzi) IgG
TRYPO0570 Chagas

HANGO0670 Hantavirus IgG

HANMO0670 Hantavirus IgM

HELAO0220 Helicobacter pylori IgA

PHELAO022 Helicobacter pylori IgA plus
HEVGO0780 Hepatitis E Virus (HEV) IgG
HEVMO0780 Hepatitis E Virus (HEV) IgM
HSV1G0500 Herpes simples Virus 1 (HSV 1) IgG
HSV1M0500 Herpes simplex Virus 1 (HSV 1) IgM
HSV2G0540 Herpes simplex Virus 2 (HSV 2) IgG
HSV2M0540 Herpes simplex Virus 2 (HSV 2) IgM
MALO0620 Malaria

STRO0690 Strongyloides

ZVGO0790 Zika Virus IgG capture

ZVMO0790 Zika Virus IgM p-capture

7 20022020-BZ
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NovaLisa © Quantitative Assays (WHO standardized)
Prod. No. Name

BPTA0610

Bordetella pertussis toxin (PT) IgA

BPTG0610 Bordetella pertussis toxin (PT) IgG
CORG0090 Corynebacterium diphtheriae toxin 1gG
CORG5009 Corynebacterium diphtheriae toxin 5S 1gG
PCORGO009 Corynebycterium diphtheriae toxin 5S IgG plus
RFM3010 Rheumatoid Factor IgM

RUBG0400 Rubella Virus 1gG

TETG0430 Clostridium tetani toxin IgG

TETG5043 Clostridium tetani toxin 5S IgG
PTETGO043 Clostridium tetani toxin 5S IgG plus
TOXG0460 Toxoplasma gondii IgG

ATOX7460 Avidity Toxoplasma gondii IgG

TSH1030 TSH

Novalisa Quantitative Assays

Prod. No. Name

ATG1010 Anti-TG

ATPO1020 Anti-TPO

BPTA0610 Bordetella pertussis toxin (PT) IgA
BPTG0610 Bordetella pertussis toxin (PT) 1gG
CORG0090 Corynebacterium diphtheriae toxin 1gG
CORG5009 Corynebacterium diphtheriae toxin 5S 1gG
PCORGO009 Corynebacterium diphtheriae toxin 5S 1gG plus
FT41050 Free T4

HELAO0220 Helicobacter pylori IgA

HELGO0220 Helicobacter pylori IgG

PHELAO022 Helicobacter pylori IgA plus

PHELGO022 Helicobacter pylori 1IgG plus

RFM3010 Rheumatoid Factor IgM

RUBG0400 Rubella Virus IgG

ARUB7400 Avidity Rubella Virus 1gG

TETG0430 Clostridium tetani toxin IgG

TETG5043 Clostridium tetani 5S toxin IgG
PTETGO043 Clostridium tetani toxin 5S IgG plus
TICG0440 TBE / FSME 1gG

PTICGO044 TBE / FSME 1gG plus

TOXG0460 Toxoplasma gondii IgG

ATOX7460 Avidity Toxoplasma gondii IgG

TSH1030 TSH

20022020-BZ
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Antigen Assays

Prod. No. Name

NS1D4020 Dengue Virus NS1 Antigen
NovaLisa © IgM p-capture Assays
Prod. No. Name

CHIMO0590 Chikungunya Virus IgM p-capture
DVMO0640 Dengue Virus IgM p-capture
RUBMO0400 Rubella Virus IgM p-capture
TOXMO0460 Toxoplasma gondii IgM p-capture
ZVMO0790 Zika Virus IgM p-capture
NovaLisa ® Antibody Assays

Prod. No. Name

ASCG0020 Ascaris lumbricoides 1gG
CHAGO0560 Chagas (Trypanosoma cruzi) 1gG
TRYPO0570 Chagas

ENTGO0140 Entamoeba histolytica 1gG
LEIG0310 Leishmania infantum 1gG
MALO0620 Malaria

STRO0690 Strongyloides

TAEG0420 Taenia solium IgG

TOCGO0450 Toxocara canis 1gG

TRIG0480 Trichinella spiralis 19G
NovaLisa ®© Avidity Assays

Prod. No. Name

ACMV7110 Avidity Cytomegalovirus (CMV) IgG
AEBV7150 Avidity Epstein-Barr Virus (VCA) 1gG
AMEA7330 Avidity Measles Virus 1gG
ARUB7400 Avidity Rubella Virus 1gG
ATOX7460 Avidity Toxoplasma gondii IgG

20022020-BZ



NDVATECb

ImMmunDiagnosTIcCaAa GveH

NovaLisa
Prod. No.

®

Liquor Diagnostic
Name

BORG0040
BORMO0040

Borrelia burgdorferi 1gG
Borrelia burgdorferi IgM

10
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CUCTEMA CEPTUOUKALINN PYCCKOI'O PETUCTPA
RUSSIAN REGISTER CERTIFICATION SYSTEM

CERTIFICATE

\ o 1
ey

o\

This is to certify that the Quality Management System of

AQO Vector-Best

Legal address: Research and Production area, building 36, office 211,
Koltsovo, 630559, Novosibirsk region, Russian Federation
Actual address: Research and Production area, building 36, Koltsovo,
630559, Novosibirsk region, Russian Federation;
Arbuzova Str., 1/1, 630117, Novosibirsk, Novosibirsk region, Russian Federation;
Pasechnaya Str., 3, 630055, Novosibirsk, Novosibirsk region, Russian Federation

@ 1t N &

N

104

has been assessed and found to be in accordance
with the requirements of

ISO 13485:2016

in respect of design, development, production and sales of in vitro
diagnostic reagents in the areas of infectious diseases (immunological-based
and nucleic acid-based), genetic testing, immunochemistry/immunology and
clinical chemistry (analytes: enzymes, substrates, electrolytes reagents),
equipment for in vitro diagnostics

5 N3

No: 25.1010.026
Certificate Issue date: 23.09.2025 T
Revision number: 1

Certificate expiry date: 04.10.2028

O 1t NS 4

Issue number: 2
Original date of the first certification cycle: 05.10.2022
Previous certificate expiry date: 04.10.2025

04

The annex is an integral part of the certificate. The certificate covers only those sites of the company
which are stated in this certificate. This certificate becomes invalid if conditions of certification are not
fulfilled (http://www.rusregister.ru/doc/004.00-105.pdf).

f 2%

https:/ /rusragicter.ru/

Certification Association "Russian Register: 101 Rimskogo-Korsakova Ave.. 190121, Saint Petersburg. Russia

\ nad” 1
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CUCTEMA CEPTUOUKALUNN PYCCKOT'O PETICTPA
RUSSIAN REGISTER CERTIFICATION SYSTEM

Annex to the Certificate

N2 25.1010.026

of 23.09.2025

registration form N2 10-000603

Certification scope of the quality management system of
AO Vector-Best includes:

. AO Vector-Best
Legal address: Research and Production area, building 36, office 211, Koltsovo, 630559,
Novosibirsk region, Russian Federation
Actual address: Research and Production area, building 36, Koltsovo, 630559, Novosibirsk
region, Russian Federation
Kinds of activity: design, development and production of in vitro diagnostic reagents in the
areas of infectious diseases (immunological-based), equipment for in vitro diagnostics.

. AO Vector-Best
Legal address: Research and Production area, building 36, office 211, Koltsovo, 630559,
Novosibirsk region, Russian Federation
Actual address: Arbuzova Str. 1/1, 630117, Novosibirsk, Novosibirsk region,
Russian Federation
Kinds of activity: design, development, production and sales of in vitro diagnostic reagents
in the areas of infectious diseases (immunological-based and nucleic acid-based), genetic
testing, immunochemistry/immunology and clinical chemistry (analytes: enzymes,
substrates, electrolytes reagents), equipment for in vitro diagnostics.

. AO Vector-Best
Legal address: Research and Production area, building 36, office 211, Koltsovo, 630559,
Novosibirsk region, Russian Federation
Actual address: Pasechnaya Str. 3, 630055, Novosibirsk, Novosibirsk region,
Russian Federation
Kinds of activity: design, development and production of in vitro diagnostic reagents in the
areas of infectious diseases (immunological-based and nucleic acid-based), genetic testing.

Director General of Certification . TN ;
Association "Russian Register" A7/ A. Vladimirtsev




CUCTEMA CEPTUOUKALNN PYCCKOTO PETICTPA
RUSSIAN REGISTER CERTIFICATION SYSTEM

Annex to the Certificate

N¢ 25.1010.026

of 23.09.2025

registration form N2 10-000603

Certification scope of the quality management system of
AO Vector-Best

1. Kinds of activity: design, development, production and sales of in vitro diagnostic reagents
in the areas of infectious diseases (immunological-based and nucleic acid-based), genetic
testing, immunochemistry/immunology and clinical chemistry (analytes: enzymes,
substrates, electrolytes reagents), equipment for in vitro diagnostics.

2. The requirements of p. 6.4.2 (in terms of sterile medical devices), 7.5.2, 7.5.5, 7.5.7, 7.5.9.2,
7.5.10 of ISO 13485:2016 are not applicable to the certification scope of QMS.

Director General of Certification ol s
Association "Russian Register" N A. Vladimirtsev
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