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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

~

el

Fdo. Gloria Hernandez 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
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CERTIFICADO CE DE SISTEMA DE GARANTIA DE CALIDAD TOTAL
de acuerdo con el Anexo IV (excepto punto 4) de la Directiva 98/79/CE

EC FULL QUALITY ASSURANCE SYSTEM CERTIFICATE
in accordance with Annex IV (except Section 4) of Directive 98/79/EC

Certificado nCertificate no Fecha de validez/Date of validity ON n°NB no
2003120388 CT 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.
Direccion/Address:  Via G. Carducci, 27. 20099 Sesto San Giovanni. Milano (Italy)
Representante autorizado ante la UE/Authorized EU representative: Idem

Para el producto/For the product:

Categoria/Category: Productos sanitarios para diagnoéstico **in vitro®/ In vitro diagnostic medical devices
Grupo genérico/
Generic group:

Tipo/Type: Especificados 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: 11/12/2003

Fecha de prdrroga anterior/ Previous extension date: 26/11/2018

Este certificado debe ir acompariado por certificado de examen de disefio: SI / This certificate must be accompanied
by design examination certificate: YES

Este certificado es consecuencia de la auditoria del sistema completo de garantia de calidad y del examen de la
documentacion técnica contenida en el expediente n°® 2003 05 0240, y garantiza que los productos descritos cumplen
los requisitos de la Directiva./ This certificate is issued on the full quality assurance system audit, and the examination
of the technical documentation contained in dossier n°® 2003 05 0240, and guarantees that 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: NDASRWLD3A
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 Paginalde7 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 CE DE SISTEMA DE GARANTIA DE CALIDAD TOTAL
de acuerdo con el Anexo IV (excepto punto 4) de la Directiva 98/79/CE

EC FULL QUALITY ASSURANCE SYSTEM CERTIFICATE
in accordance with Annex IV (except Section 4) of Directive 98/79/EC

Certificado n°Certificate no Fecha de validez/Date of validity ON n°NB no
2003120388 CT 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.
Direccion/Address:  Via G. Carducci, 27. 20099 Sesto San Giovanni. Milano (Italy)
Representante autorizado ante la UE/Authorized EU representative: ldem

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

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

1. Reactivos y productos reactivos para la determinacion, confirmacion y cuantificacion de
marcadores de infeccion en muestras humanas mediante técnicas de Inmunoabsorcion
enzimatica (ELISA)/ Reagents and reactive products for the determination, confirmation and
quantification of infection markers in human samples by Enzyme-linked immunosorbent assay
(ELISA) [NANDO: I'VD 0201; I'VD 0202; 1D 0203]

1.1. HBs Ab

- SAB.CE (96 tests) Descrito en el certificado/ Described in the
certificate 2003 12 0390 ED

1.2. HBc Ab

- BCAB.CE (96 tests) Descrito en el certificado/ Described in the
certificate 2003 12 0391 ED

1.3. HBc IgM

- BCM.CE (96 tests) Descrito en el certificado/ Described in the

certificate 2004 03 0424 ED

1.4. HBe Ag & Ab

- HBE.CE (96 tests) Descrito en el certificado/ Described in the
certificate 2004 03 0425 ED
Agencia Espafiola de Medicamentos y Productos Sanitarios (AEMPS) CSV: NDASRWLD3A
i oo AT
Puede comprobar la autenticidad del documento en la sede de la AEMPS:https://localizador.aemps.es
CORREO ELECTRONICO Péagina 2 de 7 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°/ANNEX NO: |
CERTIFICADO CE DE SISTEMA DE GARANTIA DE CALIDAD TOTAL
de acuerdo con el Anexo IV (excepto punto 4) de la Directiva 98/79/CE

EC FULL QUALITY ASSURANCE SYSTEM CERTIFICATE
in accordance with Annex IV (except Section 4) of Directive 98/79/EC

Certificado n°Certificate no Fecha de validez/Date of validity ON n°NB no
2003120388 CT Desde/From  20-05-2022 Hasta/To 26-05-2025 0318

1.5. HBs Ag Confirmation

- SCONF.CE (20 tests) Descrito en el certificado/ Described in the
- SCONF.CE.40 (40 tests) certificate 2006 11 0511 ED

1.6. HBs Ag one Version ULTRA

- SAG1ULTRA.CE (192 tests) Descrito en el certificado/ Described in the
- SAGIULTRA.CE.96 (96 tests) certificate 2008 12 0588 ED

- SAGLULTRA.CE.480 (480 tests)

- SAGIULTRA.CE.960 (960 tests)

- SAGIULTRA.CE.DB (192 tests)

1.7. HCV Ab
- CVAB.CE (192 tests) Descrito en el certificado/ Described in the
- CVAB.CE.96 (96 tests) certificate 2003 12 0392 ED

- CVAB.CE.480 (480 tests)
- CVAB.CE.960 (960 tests)
- CVAB.CE.DB (192 tests)

1.8. HCV Ab Confirmation

- CCONF.CE (12 tests) Descrito en el certificado/ Described in the
certificate 2005 09 0485 ED

1.9. HCV IgM
- CVM.CE (96 tests) Descrito en el certificado/ Described in the
certificate 2007 09 0532 ED
Agencia Espafiola de Medicamentos y Productos Sanitarios (AEMPS) CSV: NDASRWLD3A
P ol A G T T
Puede comprobar la autenticidad del documento en la sede de la AEMPS:https://localizador.aemps.es
CORREO ELECTRONICO Pagina 3 de 7 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°/ANNEX NO: |
CERTIFICADO CE DE SISTEMA DE GARANTIA DE CALIDAD TOTAL
de acuerdo con el Anexo IV (excepto punto 4) de la Directiva 98/79/CE

EC FULL QUALITY ASSURANCE SYSTEM CERTIFICATE
in accordance with Annex IV (except Section 4) of Directive 98/79/EC

Certificado n°Certificate no Fecha de validez/Date of validity ON n°NB no
2003120388 CT Desde/From  20-05-2022 Hasta/To 26-05-2025 0318

1.10. HCV Ab (Format 20)

- CVAB.CE.EG (192 tests) Descrito en el certificado/ Described in the
- CVAB.CE.EG.96 (96 tests) certificate 2015 10 0842 ED

- CVAB.CE.EG.480 (480 tests)

- CVAB.CE.EG.960 (960 tests)

1.11. HDV Ab

- DAB.CE (96 tests) Descrito en el certificado/ Described in the
certificate 2003 12 0393 ED

1.12. HDV Ag

- DAG.CE (96 tests) Descrito en el certificado/ Described in the
certificate 2003 12 0394 ED

1.13. HDV IgM

- DIM.CE (96 tests) Descrito en el certificado/ Described in the

certificate 2003 12 0395 ED

1.14. HTLV I & Il Ab Version ULTRA

- HTLVABULTRA.CE (192 tests) Descrito en el certificado/ Described in the
- HTLVABULTRA.CE.96 (96 tests) certificate 2011 11 0775 ED

- HTLVABULTRA.CE.480 (480 tests)

- HTLVABULTRA.CE.960 (960 tests)

- HTLVABULTRA.CE.DB (192 tests)

Agencia Espafiola de Medicamentos y Productos Sanitarios (AEMPS) CSV: NDASRWLD3A
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 4 de 7 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°/ANNEX NO: |
CERTIFICADO CE DE SISTEMA DE GARANTIA DE CALIDAD TOTAL
de acuerdo con el Anexo IV (excepto punto 4) de la Directiva 98/79/CE

EC FULL QUALITY ASSURANCE SYSTEM CERTIFICATE
in accordance with Annex IV (except Section 4) of Directive 98/79/EC

Certificado n°Certificate no Fecha de validez/Date of validity ON n°NB no
2003120388 CT Desde/From  20-05-2022 Hasta/To 26-05-2025 0318

1.15. HIV Ab & Ag

- IVCOMB.CE (192 tests) Descrito en el certificado/ Described in the
- IVCOMB.CE.96 (96 tests) certificate 2008 02 0539 ED

- IVCOMB.CE.480 (480 tests)

- IVCOMB.CE.960 (960 tests)

- IVCOMB.CE.DB (192 tests)

2. Reactivos y productos reactivos para la determinacién, confirmacién y cuantificacion de
marcadores de infeccion en muestras humanas mediante técnicas de PCR en tiempo real/
Reagents and reactive products for the determination, confirmation and quantification of infection
markers in human samples by Real-Time PCR [NANDO: 1VD 0203]

2.1 HBV DNA Quantitation (QT)

- HBVDNAQT.CE (50 tests) Descrito en el certificado/ Described in the
- HBVDNAQT.CE.25 (25 tests) certificate 2012 09 0790 ED

- HBVDNAQT.CE.100 (100 tests)

- HBVDNAQT.CE.150 (150 tests)

2.2 HDV RNA Quantitation (QT)

- DRNA.CE (50 tests) Descrito en el certificado/ Described in the
- DRNA.CE.25 (25 tests) certificate 2009 11 0660 ED
- DRNA.CE.100 (100 tests)

- DRNA.CE.150 (150 tests)

Agencia Espafiola de Medicamentos y Productos Sanitarios (AEMPS) CSV: NDASRWLD3A
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 Pagina5de 7 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 CE DE SISTEMA DE GARANTIA DE CALIDAD TOTAL
de acuerdo con el Anexo IV (excepto punto 4) de la Directiva 98/79/CE

EC FULL QUALITY ASSURANCE SYSTEM CERTIFICATE
in accordance with Annex IV (except Section 4) of Directive 98/79/EC

Certificado n°Certificate no Fecha de validez/Date of validity ON n°NB no
2003120388 CT Desde/From  20-05-2022 Hasta/To 26-05-2025 0318

2.3 HDV ONESTEP Quantitation (QT)

- HDVONEQT.CE (50 tests) Descrito en el certificado/ Described in the
- HDVONEQT.CE.25 (25 tests) certificate 2022 04 0973 ED
- HDVONEQT.CE.100 (100 tests)

3 Reactivos y productos reactivos para la determinacion, confirmacion y cuantificacion de
marcadores de infecciobn en muestras humanas mediante ensayos de quimioluminiscencia
(CLIA)/ Reagents and reactive products for the determination, confirmation and quantification of
infection markers in human samples by Chemiluminescence Immunoassay (CLIA) [NANDO: VD
0201; 1'VD 0202; 1D 0203]

3.1 DIA.CHEMILUX HCV Ab

- RACVAB.CE (100 tests) Descrito en el certificado/ Described in the
certificate 2015 01 0834 ED

3.2 DIA.CHEMILUX HBs Ag

- RASAG.CE (100 tests) Descrito en el certificado/ Described in the
certificate 2015 10 0841 ED

3.3DIA.CHEMILUX HIV Ab & Ag

- RAIVCOMB.CE (100 tests) Descrito en el certificado/ Described in the
certificate 2016 02 0844 ED
3.4 DIA.CHEMILUX HBc Ab

- RABCAB.CE (100 tests) Descrito en el certificado/ Described in the
certificate 2017 07 0863 ED

Agencia Espafiola de Medicamentos y Productos Sanitarios (AEMPS) CSV: NDASRWLD3A
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 6 de 7 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 CE DE SISTEMA DE GARANTIA DE CALIDAD TOTAL
de acuerdo con el Anexo IV (excepto punto 4) de la Directiva 98/79/CE

EC FULL QUALITY ASSURANCE SYSTEM CERTIFICATE
in accordance with Annex IV (except Section 4) of Directive 98/79/EC

Certificado n°Certificate no Fecha de validez/Date of validity ON n°NB no
2003120388 CT Desde/From  20-05-2022 Hasta/To 26-05-2025 0318

3.5DIACHEMILUX HTLV I & Il Ab

- RAHTLVAB.CE (100 tests) Descrito en el certificado/ Described in the
certificate 2018 11 0878 ED

3.6 DIA.CHEMILUX HDV Ab

- RADAB.CE (100 tests) Descrito en el certificado/ Described in the
certificate 2020 07 0932 ED

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

. Panola
.' ' ' med'ca"‘entos de
productos . y

Fdo. M2 JesuUs Lamas Diaz

Agencia Espafiola de Medicamentos y Productos Sanitarios (AEMPS) CSV: NDASRWLD3A

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 7 de 7 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
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CERTIFICADO CE DE SISTEMA DE GARANTIA DE CALIDAD TOTAL
de acuerdo con el Anexo IV (excepto punto 4) de la Directiva 98/79/CE

EC FULL QUALITY ASSURANCE SYSTEM CERTIFICATE
in accordance with Annex IV (except Section 4) of Directive 98/79/EC

Certificado nCertificate no Fecha de validez/Date of validity ON n°NB no
2004 05 0442 CT 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.
Direccion/Address:  Via G. Carducci, 27. 20099 Sesto San Giovanni. Milano (Italy)
Representante autorizado ante la UE/Authorized EU representative: Idem

Para el producto/For the product:

Categoria/Category: Productos sanitarios para diagnoéstico **in vitro®/ In vitro diagnostic medical devices
Grupo genérico/
Generic group:

Tipo/Type: Especificados 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: 10/05/2014

Fecha de prdrroga anterior/ Previous extension date: 26/11/2018

Este certificado debe ir acompafiado por certificado de examen de disefio: NO / This certificate must be accompanied
by design examination certificate: NO

Este certificado es consecuencia de la auditoria del sistema completo de garantia de calidad y del examen de la
documentacion técnica contenida en el expediente n°® 2003 05 0240, y garantiza que los productos descritos cumplen
los requisitos de la Directiva./ This certificate is issued on the full quality assurance system audit, and the examination
of the technical documentation contained in dossier n°® 2003 05 0240, and guarantees that 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: BBBQWK25B8
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 6 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°/ANNEX NO: |
CERTIFICADO CE DE SISTEMA DE GARANTIA DE CALIDAD TOTAL
de acuerdo con el Anexo IV (excepto punto 4) de la Directiva 98/79/CE

EC FULL QUALITY ASSURANCE SYSTEM CERTIFICATE
in accordance with Annex IV (except Section 4) of Directive 98/79/EC

Certificado n°Certificate no Fecha de validez/Date of validity ON n°NB no
2004 05 0442 CT 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

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

Clasificacion/ Classification: Lista B del Anexo 11/ List B of Annex Il

1. Reactivos y productos reactivos para la determinacion, confirmacion y cuantificacion de
marcadores de infeccion en muestras humanas mediante técnicas de Inmunoabsorcion
enzimatica (ELISA)/ Reagents and reactive products for the determination, confirmation and
quantification of infection markers in human samples by Enzyme-linked immunosorbent assay
(ELISA) [NANDO: 1VD 0303; 1VD 0305]

1.1. CMV IgM
- CMV.CE (96 tests)

1.2. CMV IgG

- CMVG.CE (96 tests)
1.3. Toxo IgM

- TOXOM.CE (96 tests)
1.4. Toxo IgG

- TOXOG.CE (96 tests)

Agencia Espafiola de Medicamentos y Productos Sanitarios (AEMPS) CSV: BBBQWK25B8
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 6 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 CE DE SISTEMA DE GARANTIA DE CALIDAD TOTAL
de acuerdo con el Anexo IV (excepto punto 4) de la Directiva 98/79/CE

EC FULL QUALITY ASSURANCE SYSTEM CERTIFICATE
in accordance with Annex IV (except Section 4) of Directive 98/79/EC

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

2004 050442 CT Desde/From  20-05-2022 Hasta/To

26-05-2025 0318

1.5. RUB IgM
- RUBM.CE (96 tests)

1.6. RUB 1gG

- RUBG.CE (96 tests)
- RUBG.CE.192 (192 tests)
- RUBG.CE.480 (480 tests)

1.7. TORCH IgM
- TORCHM.CE (96 tests)

1.8. Chlamydia Trachomatis 1gG
- CTG.CE (96 tests)

1.9. Chlamydia Trachomatis IgM
- CTM.CE (96 tests)

1.10. Chlamydia Trachomatis IgA
- CTA.CE (96 tests)

1.11. Chlamydia Pneumoniae 1gG

- CPG.CE (96 tests)

Agencia Espafiola de Medicamentos y Productos Sanitarios (AEMPS)
Fecha de la firma: 19/05/2022

Puede comprobar la autenticidad del documento en la sede de la AEMPS:https://localizador.aemps.es
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1.12. Chlamydia Pneumoniae IgM
- CPM.CE (96 tests)

1.13. Chlamydia Pneumoniae IgA
- CPA.CE (96 tests)

2. Reactivos y productos reactivos para la determinacion, confirmacioén y cuantificacion de
marcadores de infeccion en muestras humanas mediante técnicas de PCR en tiempo real/
Reagents and reactive products for the determination, confirmation and quantification of infection
markers in human samples by Real-Time PCR [NANDO: 1D 0303; 1VD 0305]

2.1. CMV DNA Quantitation (QT) 2nd Generation

- CMVDNAGQT.2G. CE (50 tests)

- CMVDNAQT.2G.CE.25 (25 tests)

- CMVDNAQT.2G.CE.100 (100 tests)
- CMVDNAQT.2G.CE.150 (150 tests)

2.2. Dx CMV Assay
- 37020 (96 tests)

2.3. Toxoplasma Gondii DNA

- TOXODNA.CE (50 tests)

- TOXODNA.CE.25 (25 tests)

- TOXODNA.CE.100 (100 tests)
- TOXODNA.CE.150 (150 tests)

Agencia Espafiola de Medicamentos y Productos Sanitarios (AEMPS) CSV: BBBQWK25B8
Fecha de la firma: 19/05/2022
Puede comprobar la autenticidad del documento en la sede de la AEMPS:https://localizador.aemps.es
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2.4. Chlamydia Trachomatis DNA

- CTDNA.CE (50 tests)

- CTDNA.CE.25 (25 tests)

- CTDNA.CE.100 (100 tests)
- CTDNA.CE.150 (150 tests)

2.5. PRIME MDx CMV DNA Quantitative detection kit

- 56449 (24 tests)
- 56450 (48 tests)

2.6. PRIME MDx Toxoplasma gondii DNA detection kit

- 5647 (24 tests)
- 5648 (48 tests)

3. Reactivos y productos reactivos para la determinacion, confirmacion y cuantificacién de
marcadores de infeccion en muestras humanas mediante ensayos de quimioluminiscencia
(CLIA)/ Reagents and reactive products for the determination, confirmation and quantification of
infection markers in human samples by Chemiluminescence Immunoassay (CLIA) [NANDO: IVD
0303; 1D 0305]

3.1 DIA.CHEMILUX Cytomegalovirus IgM
- RACMVM.CE (100 tests)

3.2 DIA.CHEMILUX Cytomegalovirus 1gG
- RACMVG.CE (100 tests)

Agencia Espafiola de Medicamentos y Productos Sanitarios (AEMPS) CSV: BBBQWK25B8
Fecha de la firma: 19/05/2022
Puede comprobar la autenticidad del documento en la sede de la AEMPS:https://localizador.aemps.es
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3.3 DIA.CHEMILUX Toxoplasma IgM
- RATOXOM.CE (100 tests)

3.4 DIA.CHEMILUX Toxoplasma IgG
- RATOXOG.CE (100 tests)

3.5 DIA.CHEMILUX Rubella IgM
- RARUBM.CE (100 tests)

3.6 DIA.CHEMILUX Rubella IgG
- RARUBG.CE (100 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.

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

agenCia es =
. Panol
.l I I med'camento: e
Produc(OS y

Sam‘tarios

Fdo. M2 JesuUs Lamas Diaz
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® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.

Certificate

Standard ISO 9001:2015
Certificate Registr. No. 01 100 1710010

Certificate Holder: Gold Standard Diagnhostics
Kassel GmbH
Otto-Hahn-Str. 16
34123 Kassel
Germany

Scope: Design and development, manufacture and distribution
of in vitro immuno diagnostic test kits for the determination
of food ingredients as well as antibodies against allergens,
infectious agents and autoimmune antigens for
human and veterinary diagnostic applications

Proof has been furnished by means of an audit that the
requirements of ISO 9001:2015 are met.

Validity: The certificate is valid from 2023-11-13 until 2026-11-12.
First certification 2017

2023-09-28 &L\

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 Kdln

Deutsche A TUVRheInIand@

Akkrediti tell . .
0-ZM-16031-01.00 Precisely Right.

(( DAKKS

www.tuv.com




Certificate

Quality Management System
EN ISO 13485:2016

Registration No. SX 1701347-1
Certificate Holder Gold Standard Diagnostics
Kassel GmbH

Otto-Hahn-Str. 16
34123 Kassel
Germany

Scope Design and development, manufacture and distribution of in
vitro immune diagnostic test kits for the determination of
antibodies against allergens, infectious agents and

autoimmune antigens

The Certification Body of TUV Rheinland LGA Products GmbH certifies that the organization has established and applies

a quality management system for medical devices.

Proof has been furnished that the requirements specified in the abovementioned standard are fulfilled. The quality

management system is subject to yearly surveillance.

Report No. 1133776-40
Effective date 2023-10-31
Expiry date 2026-10-30
Issue date 2023-09-27

Replaces certificate SX 1701347-1 issued 2023-03-29

This certificate can be validated on https://www.certipedia.com

( DAKKS

Deutsche
Akkreditierungsstelle
1/1 D-ZM-14169-01-02

/s Ko

Dr. Matthias Fischer
TUV Rheinland LGA Products GmbH
TillystraRe 2 - 90431 Nurnberg - Germany

TUVRheinland®
Precisely Right.

® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.


https://www.certipedia.com/

I . .
’ rs Monobind Inc. Declaration of Conformity

2011-09 DoC_MB_v05

Page: 1 of 4

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 Tel.: +31 (0)6 516 536 26;

or as: CEpartner4U, 3951DB;

13. NL tel: +31 (0)6 — 516.536.26)

3)  Product(s) (name, type or model/batch number, etc.):

Immunoassay products;
ELISA,

CLIA,

Control,

Instruments

(see appendix)

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

Document No.

Title

Edition / Date of issue

L 331, 98/79/EC

In-Vitro-Diagnostic Directive

1998-10-27

5) Additional information (conformity procedure, Notified Body, CE certificate, etc.):

Conformity assessment procedure for CE marking: IVD Directive, Annex Il

Lake Forest, USA;2011-09-27

(Place & date of issue (yyyy-mm-dd))

Maarn, NL: 2011-09-27

(Place & date of issue (yyyy-mm-dd))

Tony Shatola; QA Director, Monobind Inc.

(name, function and signature of manufacturer)

Olga Teirlinck; Consultant, CEpartner4U BV

(name; function and signature of authorized representative)
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Appendix

Date: 2011-09-26

Device types ltem# Item# Item# ltem# EDMS code Risk Class Certificate #  First date_ of
ELISA CLIA Control | Instrument _ CE-marking

Thyroid
T3 — Triidothyronine 125-300 175-300 12.04.01.05.00 Low 2005-11-11
fT3 — Free Triidothyronine 1325-300 | 1375-300 12.04.01.01.00 Low 2005-11-11
T4 — Thyroxine 225-300 275-300 12.04.01.07.00 Low 2005-11-11
fT4 — Free Thyroxine 1225-300 | 1275-300 12.04.01.02.00 Low 2005-11-11
TSH — Thyrotropin 325-300 375-300 12.04.01.11.00 Low 2005-11-11
Rapid TSH — Rapid Thyrotropin 6025-300 | 6075-300 12.04.01.11.00 Low 2010-06-29
T3U — Triidothyronine Uptake 525-300 575-300 12.04.01.06.00 Low 2005-11-11
TBG - Thyroxine-Binding Globulin 3525-300 | 3575-300 12.04.01.09.00 Low 2005-11-11
Tg — Thyroglobulin 2225-300 | 2275-300 12.04.01.08.00 Low 2005-11-11
T3, T4 & TSH — Triidothyronine,
Thyroxine & Thyrotropin Combo 8025-300 | 8075-300 12.04.01.01.00 Low 2005-11-11
(VAST)
T3 — Triidothyronine (SBS) 8125-300 | 8175-300 12.04.01.01.00 Low 2010-06-29
T4- Thyroxine (SBS) 8225-300 | 8275-300 12.04.01.01.00 Low 2010-06-29
fT3, fT4 & TSH — Free
Triidothyronine, Free Thyroxine & 7025-300 | 7075-300 12.04.01.01.00 Low 2010-06-29

Thyrotropin Combo (VAST)
Neonatal Thyroid & Genetics

NTSH — Neonatal Thyrotropin 3425-300 | 3475-300 12.04.01.90.00 | Low 2005-11-11
NT4 — Neonatal Thyroxine 2625-300 | 2675-300 12.04.01.12.00 | Low 2005-11-11
N 170HP — Neonatal 17 OH 5525-300 12.05.01.07 Low 2008-02-01
Progesterone

Biotinidase 8825-300 1207029000 | Low 2011-09-26
Autolmmune Thyroid

Anti-Tg — Anti-Thyroglobulin Antigen | 1025-300 | 1075-300 12.10.03.04.00 | Low 2005-11-11
Anti-TPQ — Anti-Thyroperoxidase 1125-300 | 1175-300 12.10.03.01.00 |  Low 2005-11-11
Antigen

Fertility & Prenatal

LH — Lutropin 625-300 | 675-300 12.05.01.05.00 | Low 2005-11-11
FSH — Follitropin 425-300 | 475-300 12.05.01.04.00 | Low 2005-11-11
PRL — Prolactin 725-300 | 775-300 12.05.01.08.00 | Low 2005-11-11
PRL — Prolactin Sequential 6025-300 | 6075-300 12.05.01.08.00 | Low 2005-11-11
hCG — Human Chorionic 825-300 | 875-300 12.05.02.05.00 |  Low 2005-11-11
Gonadotropin

Rapid hCG — Rapid Human 3325-300 12.05.02.0500 |  Low 2005-11-11
Chorionic Gonadotropin

FSH, LH, hCG, sPRL Combo (VAST) | g355 300 | g375-300 12.05.01.90.00 Low 2006-08-24
AFP, hCG, UE3 Combo (VAST) 8525-300 | 8575-300 12.05.01.90.00 | Low 2010-06-29
Steroid

Cortisol 3625-300 | 3675-300 12.06.02.04.00 | Low 2005-11-11
Eﬂ;ﬁe‘s — Dehydroepiandrosterone | 5155 345 | 5175300 12.05.01.02.00 Low 2010-06-29

DHEA - Dehydroepiandrosterone 7425-300 | 7475-300 12.05.01.02.00 Low 2011-09-26




ﬁB Declaration of Conformit 2011-09 DoC_MB_v05
=) Monobind Inc. eclaration or conrormity Page: 3 of 4

Device types Item# Item# ltem# Item# EDMS code Risk Class Certificate # First date_ of
ELISA CLIA Control | Instrument _ CE-marking
E2 — Estradiol 4925-300 | 4975-300 12.05.01.03.00 Low 2010-06-29
UE3 — Estriol, Unconjugated 5025-300 | 5075-300 12.05.02.02.00 Low 2010-06-29
Progesterone 4825-300 | 4875-300 12.05.01.06.00 Low 2010-06-29
Testosterone 3725-300 | 3775-300 12.05.01.10.00 Low 2007-11-01
Free Testosterone 5325-300 | 5375-300 12.05.01.10.00 Low 2010-06-29
170HP - 17-Hydroxyprogesterone 5225-300 | 5275-300 12.05.01.07.00 Low 2010-06-29
g(?';Zr;glg'HydmxyprogeSterO”e 9925-300 | 9975-300 12.05.01.07.00 |  Low 2010-10-18
Vitamin D3 — 25-Hydroxyvitamin D3 7725-300 | 7775-300 12.06.03.10.00 Low 2011-09-26
Growth & Bone Metabolism
hGH - Human Growth Hormone 1725-300 | 1775-300 12.06.04.02.00 Low 2005-11-11
PTH - Parathyroid Hormone 7825-300 | 7875-300 12.06.03.13.00 Low 2011-09-26
Diabetes
Insulin 2425-300 | 2475-300 12.06.01.03.00 Low 2005-11-11
Insulin Rapid 5825-300 12.06.01.03.00 Low 2010-06-29
C-peptide 2725-300 | 2775-300 12.06.01.01.00 Low 2005-11-11
Insulin & C-peptide Combo (VAST) 7325-300 | 7375-300 12.06.01.03.00 Low 2005-11-11

Cardiac Markers

CKMB - Circulating Creatine Kinase

B) 2925-300 | 2975-300 12.13.01.02.00 |  Low 2005-11-11
CTnl - Troponin | 3825-300 | 3875-300 12.13.01.07.00 |  Low 2005-11-11
DIG — Digoxin 925-300 | 975-300 12.08.01.01.00 | Low 2005-11-11
HSCRP _ High Sensitivty C- 3125-300 | 3175-300 12.13.01.90.00 |  Low 2005-11-11
Myoglobin 3225-300 | 3275-300 12.13.01.05.00 |  Low 2005-11-11
Infectious Diseases

IgG — Anti/H. Pylori 1425-300 | 1475-300 15.01.04.03.00 |  Low 2005-11-11
IgM — Anti/H. Pylori 1525-300 | 1575-300 15.01.04.03.00 |  Low 2005-11-11
IgA — Anti/H. Pylori 1625-300 | 1675-300 15.01.04.03.00 | Low 2005-11-11
Cancer Markers

AFP — Alpha-Fetoprotein 1925-300 | 1975-300 12.03.90.01.00 |  Low 2005-11-11
CA 125 Ovarian Cancer Antigen 3025-300 | 3075-300 12.03.01.06.00 |  Low 2005-11-11
CA 15-3 Breast Cancer Antigen 5625-300 | 5675-300 12.03.01.02.00 |  Low 2010-06-29
(A:nAti 91;9 - Pancreatic Cancer 3925-300 | 3975-300 12.03.01.03.00 Low 2005-11-11
CEA - Carcinoembryonic Antigen 1825-300 | 1875-300 12.03.01.31.00 Low 2005-11-11
CEA - Carcinoembryonic Anfigen 4625-300 | 4675-300 12.03.01.31.00 |  Low 2010-06-29
g‘gﬁ;&;ﬁﬁ Beta Human Chorionic | 54,5 309 | 2075-300 12.03.01.90.00 |  Low 2005-11-11
Allergy & Anemia

Ferritin 2825-300 | 2875-300 12.07.01.02.00 |  Low 2005-11-11
Folate 7525-300 | 7575-300 12.07.01.03.00 |  Low 2010-06-29
IgE — Immunoglobulin E 2525-300 | 2575-300 12.02.01.02.00 |  Low 2005-11-11
sTfR - Transferrin Soluble Receptor | 8625-300 | 8675-300 12.07.01.06.00 Low 2010-06-29

Vitamin B12 7625-300 | 7675-300 12.07.02.04.00 Low 2011-09-26
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Miscellaneous Controls

Anti-Tg & Anti-TPO — Positive &
Negative - Anti-Thyroglobulin, Anti-
Thyroperoxidase

AIT-101

12.50.01.16.00

Low

2010-06-29

High Level Fertility Control — Single
Level — Progesterone, Estradiol,
Human Chorionic Gonadotropin

FC-300

12.50.01.16.00

Low

2010-06-29

Maternal Control — Tri Level - Human
Chorionic Gonadotropin, Free Beta
Human Chorionic Gonadotropin
Subunit, Alpha Feta Protein, Estriol

MC-300

12.50.01.16.00

Low

2010-06-29

Thyroglobulin Control — Tri Level

TG-300

12.50.01.16.00

Low

2010-06-29

H. Pylori IgG Control — Positive &
Negative

HPy-
IgG-300

12.50.01.16.00

Low

2010-06-29

Miscellaneous Instruments

IC hardware + dedicated accessories +
software — Autoplex ELISA Analyzer &
CLIA Processor

INOO6

21.02.10.01

Low

2010-06-29

IC hardware + dedicated accessories +
software — Lumax Chemiluminescence
Strip Reader

INOO1

21.02.10.01

Low

2006-08-24

IC hardware + dedicated accessories +
software — Neo-Lumax
Chemiluminescence Strip Reader

INO10

21.02.10.01

Low

2011-09-26

IC hardware + dedicated accessories +
software — Impulse 2
Chemiluminescence Strip Reader

INOO5

21.02.10.01

Low

2006-08-24

IC hardware + dedicated accessories +
software — Impulse 3
Chemiluminescence Strip Reader

INOO7

21.02.10.01

Low

2010-06-29

IC hardware + dedicated accessories +
software — Lumax96
Chemiluminescence Plate Reader

INOO4

21.02.10.01

Low

2007-03-01

IC hardware + dedicated accessories +
software — LuMatic
Chemiluminescence Plate Reader

INOO8

21.02.10.01

Low

2011-09-26

IC hardware + dedicated accessories +
software — Eldex 3.8 ELISA Strip
Reader

INOO3

21.02.10.01

Low

2007-09-10

IC hardware + dedicated accessories +
software — Neo-Eldex ELISA Strip
Reader

INOO9

21.02.10.01

Low

2011-09-26

IC hardware + dedicated accessories +
software — Mircoplate Washer

INO02

21.02.10.01

Low

2010-06-29




G M E D CERTIFICAT

GROUPE LNE CERTIFICATE OF REGISTRATION
N° 40137 rev. O

GMED certifie que le systéme de management de la qualité développé par

GMED certifies that the quality management system developed by

Monobind, Inc.
100 N Pointe Dr,
Lake Forest UNITED STATES

pour les activités
for the activities

La conception, la fabrication, et la distribution de dispositifs médicaux de diagnostic in vitro incluant
des tests immunologiques et leurs réactifs et contréles associés. La distribution de laveurs et
analyseurs associés.

The Design, Manufacture, and Distribution of In-Vitro Diagnostic Medical Device Immunoassays and Related
Reagents and Controls. The Distribution of Related Washers and Analyzers.

réalisées sur le(s) site(s) de
performed on the location(s) of
Monobind Inc.
100 North Pointe Drive, Lake Forest, CA 92630 USA

Monobind Inc.
103 North Pointe Drive, Lake Forest, CA 92630 USA

est conforme aux exigences des normes internationales
complies with the requirements of the international standards

ISO 13485:2016

Début de validité / Effective date : February 3rd, 2025 (included)
Valable jusqu'au / Expiry date: September 24th, 2025 (included)

< DocuSigned by:
Etablile /lIssued on: February 3rd, 2025 E’, abriL (/.15
Or EF33BDA9BAAO4AS...

cofrac Zident
o Béatrice LYS
gj Z Technical Director
%‘ fg&%{ﬁﬁg ggﬂ (I:EeDrti';:;;Oels?d_é?ivré selon les régles de certification GMED  / This certificate is issued according to the rules of GMED certification
Q

ugJ Accréditation n°4-0608

O Liste des sites accrédités
et portée disponible sur
www.cofrac.fr

GMED e« Société par Actions Simplifiée au capital de 300 000 € » Organisme Notifié/Notified Body n°® 0459
Siége social : 1, rue Gaston Boissier - 75015 Paris » Tél. : 01 40 43 37 00 » gmed.fr



= Addendum au certificat n° 40137 rev.0 page 1/1
— Addendum of the certificate n® 40137 rev. 0

GROUPE LNE Dossier / File N° T002188

Ce certificat couvre les activités et les sites suivants:
This certificate covers the following activities and sites:

Monobind Inc.
100 North Pointe Drive,
Lake Forest, CA 92630

USA

Siége social, Conception, Fabrication
Headquarters, Design, Manufacture

*hhkhkkhhkhkkhhhkkhhhkkhhhkhhhkkhkhhkkhkihkkhkhhkkhkhhkkhkihkkhkihkiiikik

Monobind Inc.
103 North Pointe Drive,
Lake Forest, CA 92630

USA

Fabrication, Distribution
Manufacture, Distribution

*hhkhkkhkAhhkkhhhkhkhkhkhkhhkhkhhkhkhhkhkhhkhkhhkhkhhhkhhhkihhiiikx

2 sites / 2 sites

DocuSigned by:

Bratnice (45

EF33BDA9BAAO4AS...

On behalf of the President
Béatrice LYS
Technical Director

GMED e Société par Actions Simplifiée au capital de 300 000 € » Organisme Notifié/Notified Body n® 0459
Siege social : 1, rue Gaston Boissier - 75015 Paris * Tél. : 01 40 43 37 00 » gmed.fr ADD - 720 DM 0701-32 rev 6 du 01/08/2018



G M E D CERTIFICAT

GROUPE LNE CERTIFICATE OF REGISTRATION
N° 40137 rev. 1

GMED certifie que le systéme de management de la qualité développé par

GMED certifies that the quality management system developed by

Monobind, Inc.
100 North Pointe Drive,
Lake Forest, CA 92630 UNITED STATES

pour les activités
for the activities

La conception, la fabrication, et la distribution de dispositifs médicaux de diagnostic in vitro incluant
des tests immunologiques et leurs réactifs et contréles associés. La distribution de laveurs et
analyseurs associés.

The Design, Manufacture, and Distribution of In-Vitro Diagnostic Medical Device Immunoassays and Related
Reagents and Controls. The Distribution of Related Washers and Analyzers.

réalisées sur le(s) site(s) de
performed on the location(s) of
Monobind Inc.
100 North Pointe Drive, Lake Forest, CA 92630 USA

Monobind Inc.
103 North Pointe Drive, Lake Forest, CA 92630 USA

est conforme aux exigences des normes internationales
complies with the requirements of the international standards

ISO 13485:2016

Début de validité / Effective date : August 8th, 2025 (included)
Valable jusqu'au / Expiry date: September 24th, 2028 (included)
Etablile /lIssued on: August 8th, 2025

cofrac
o Lionel DREUX
5 President
I GUEgmON  GMEDN°40137-1 \ o o . -
S DE SYSTEMES Ce certificat est délivré selon les régles de certification GMED  / This certificate is issued according to the rules of GMED certification
' DE MANAGEMENT

ugJ Accréditation n°4-0608
O Liste des sites accrédités

et portée disponible sur Renouvelle le certificat 40137-0

www.cofrac.fr

GMED e« Société par Actions Simplifiée au capital de 300 000 € » Organisme Notifié/Notified Body n°® 0459
Siége social : 1, rue Gaston Boissier - 75015 Paris » Tél. : 01 40 43 37 00 » gmed.fr



— Addendum au certificat n° 40137 rev. 1 page 1/1
= Addendum of the certificate n® 40137 rev. 1
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Ce certificat couvre les activités et les sites suivants:
This certificate covers the following activities and sites:

Monobind Inc.
100 North Pointe Drive,
Lake Forest, CA 92630

USA

Siége social, Conception, Fabrication
Headquarters, Design, Manufacture

ER R R R R R R S R R S R R R R R R R R

Monobind Inc.
103 North Pointe Drive,
Lake Forest, CA 92630
USA

Fabrication, Distribution

Manufacture, Distribution
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2 sites / 2 sites

Signed by:

A1D80E08C60D47A

Lionel DREUX
President
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i COOTBETCTRHA £

RA RUAIHASD T'OCT ISO 13485-20178

Cucrema Cembmcaupm

Mpoayknuu, Pabor u Venyr, Cucrem Menempxmenta

NuarepCeptTect

OPI'AH 110 CEPTHOHKAILIHH CHCTEM MEHE/UKMEHTA
OBUIECTBA C O'PAHHYEHHOH OTBETCTBEHHOCTBIO
«HCO KOHCAJITHHT »

121352, 1. MOCKBA, V1. JABBIAKOBCKAR, JOM 3, 3TAXK 2, BAOK 2, HoM. 126, 127, 128, 129
VHHKAJIBHbIH HOMEP 3AITHCH OB AKKPEAHTAIHH B PEECTPE AKKPETHTOBAHHBIX JHIl: RA.RU.13HA90

CEPTU®UKAT COOTBETCTBUS

Boinyck 2. CMK ceprudmuumposana ¢ susaps 2021 roana
Ne POCC RU.C.04l1IA.CK.2015
Beigan: O0mecTBy ¢ orpaHH4Y€HHOI 0TBETCTBEHHOCTHIO
«Hay4Ho-npousBojacTeennasi pupma «BUHAP»

(000 «HII® «<BUHAP»)

WHH 5023001024
105094, r. Mockaa, yn. l'ocnuranssiii Ban, 1.5, crp.7A, nom. VIII

HACTOSIUIMU CEPTUO®UKAT YIOCTOBEPSIET:

CHCTEMA MEHE/UKMEHTA KAYECTBA TIPHMEHHTETBHO K [TPOEKTHPOBAHHIO, PA3PABOTKE, [IPOH3BOACTBY H
PEATH3ALIHA MEAMIHHCKHX H3AETHH: XUMHYECKHX H BHOTOTHYECKHX HHAHKATOPOB KOHTPOIS
CTEPHTH3ALIHH, AE3HH®EKIHH H OEE33APA’KHBAHHA; YCTPOHCTB KOHTPOJIA TPOIECCA CTEPHITH3ALIHH;
HHIHKATOPOB 3KCHPECC-KOHTPO/IA KOHUEHTPAIHH PABOYHX PACTBOPOB AE3SHHOHIIHPYIOUIHUX H
CTEPH/ITH3VIOIIHX CPEJICTB; HHIHKATOPOB KOHTPOIA D®@®EKTHBHOCTH HPEJCTEPHITH3AIIHOHHOH CHHCTKH
MEJHUHHCKHX HHCTPYMEHTOB; YIIAKOBOYHbIX MATEPHAIOB /T ®HHHILTHOH CTEPHITHIALIHH H CTHPKH;
HHIHKATOPOB KOHTPOJIA XOT040BOH HEITH; PACXQAHBIX MATEPHATOB /1A CTEPH/ITH3AIIHOHHBIX,
OHEPAIIHOHHBIX, YHCThIX HTOMELEHHI; AHTHCEINTHYECKHX H AE3HHOHI[HPYIOLUIHX CPEJCTR

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

inIﬂO}KeH He SBJIAETCS HEOTHEMJIEMOH YacThIO CepTl-'l(lJ HKaTa COOTBETCTBHUSA

Ocnoeanue: Pewenue Opeana no cepmugpurayuu Ne 0096 om 24 suneapa 2024 200a
HACTORUIHA CEPTHOHKAT OBAIBIBAET OPTAHHIAIHIO TOUIEPAHBATE COCTOAHHE NPOUECCOB CHCTEMbI MEHEUKMEHTA KAYECTBA B PABOTOCIIOCOBHOM
COCTOAHWH B COOTBETCTEHE C TPEROBAHHAMH BRIUEYKATAHHOT O CTAHJAPTA, NIOATBEPAIATE 3T0 COOTRETCTBHE PESYALTATAMH NPOXOWKIEHHA
EXRECOAHOTO HHCHEKIHOHHOTO KOHTPOJIS B OC CM 000 «HCO KOHCAJTHHT » BO HPEMSA BCENO CPOKA AEACTEHA CEPTHOHKATA,

Hama evioauu: 24.01,2024
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OENIEPANLHOE ATEHTCTBO M0 TEXHUYECKOMY APOBAHUIO U METPONOIAX
Cucrema pobposonbHoii cepTudukaumun «MHTepCepTTecT», PerucTpaumonssiit NePOCC RU.3570.041LA00
FonosHoii opraH no cepTudukauywm «EspoCraHaapr-ceptudmka» OIPH 1097746081498

pec: 121352, r. Mocksa, yn. Jasbigkoeckas, A. 3, Ten. 8 (800) 100-0037




Cucrema Ceprudukanmuu

ponyxiuu, Pabor u Yeayr, Cucrem Menemxmenta

HNuarepCeprtTect

Ipuaoxenne
fAIBJIIETCH HEOThEMJIEMOM YaCThI0
ceprudpuxara Ne POCC RU.C.041IA.CK.2015

Obaacrs cepTHOHKANHHN CHCTEMbI MEHEIKMEHTA KAYeCTBA

[lpoextupopanme, pazpaborka, NpoM3BOACTBO M peanu3alus MEAMIMHCKUX M3/EIUi: XUMHUYECKHX M
OHONOTMYECKHX HHMKATOPOB KOHTPOJIS CTEPHIH3ALIN, Ae3UHPEKIMN ¥ 00e33apakuBaHms; yCTPOHCTB
KOHTPOJIA NpOLECca CTEPUIIM3ALIMM; HHIMKATOPOB SKCTIPECC-KOHTPOS KOHLEHTpaLMii pabounx pacTBOpOB
NEIMHQULMPYIONMX ¥ CTEPUIM3YIOLIMX CPEeACTB,  WHIAMKATOPOB  KOHTPOAs  dddekTuBHOCTH
MPEACTEPUIU3AUNOHHON OYMCTKH  MEIMLMHCKHX MHCTPYMEHTOB; YIaKOBOYHbBIX MaTepuanoB Juis
(pMHMLIHON CTEepHIH3ALIMKM U CTUPKM; MHMKaTOPOB KOHTPOJIS XOJI040BOM HENH; PaCXOAHbLIX MATEpPHAIOB
AJA CTCPHITH3ALIMOHHBIX, ONEPALIMOHHBIX, YHCTBIX MOMELIEHUH; aHTHCENTHYECKHX M e3MHPULMPYIOLIMX
CPEACTB 3a MCKIOYeHHeM 1.7.5.3, n. 7.5.4, n. 7.5.6 B uyactu Banuanuu NPUMEHEHHS KOMIBIOTEPHOTO
NpOrpaMMHOro 0GecreyeHns, HCrOMb3YEMOro B NPOM3BOICTBE U OOCTyKHBaHUH, 1. 7.5.9.2, n. 7.5.10, m.
8.2.6 B yacTH 3amuCeH, IS UMIIAHTAPYEMBIX H3ETHH, 110 MACHTUDUKALME TIepcoHaia, MpoBOAILIEro
o0bie BUABI KOHTPOJst WK Menbitanuii [OCT ISO 13485-2017 (ISO 13485:2016)

ObmecTBY € OrpaHHYeHHON OTBETCTBEHHOCTHIO
Hayuno-npousBojacreennas pupma «BUHAP»,

BKJTIOYast:
Ipoussoacreennas niouaaxa OO0 «HITd «BUHAP»:

141009, MockoBckas o6actb, r. Mertuinu, yi. Kononuosa, 1.17/2

IIpoH2BOACTBO MEAMUMHCKMX M3CIMA; XHUMHYECKMX M OHOJIOTHMUYECKUX MH/IMKATOPOB  KOHTPOJIs
CTepuiM3aLuy, Ae3sHH(peKuMH W o0e33apakuBaHMs; YCTPOHCTBA KOHTPOJS mpolecca CTEePUIIN3ALINMU;
MHMKAaTOPOB  OKCMPECC-KOHTPOJI  KOHUEHTpauuii  paboumx  pacTBOPOB  A€3MHOMUMPYIOLIMX K
CTCPHIIM3YIOIMX CPEJICTB; WHAMKATOPbl KOHTPO/A >(PMEKTHBHOCTH NPEACTEPUIM3ALIMOHHON OYUCTKH
ME/IMUIMHCKHX WHCTPYMEHTOB; HHIMKATOPOB KOHTPOJA XOJOJ0BOW MM PACXOHBIX MATEPHUANOB LIS
CTEPUIM3ALIMOHHBIX, OTIEPALIMOHHBIX, YACTBIX MOMELEHMH

IIpouseoacreennas mwiowmanka OO0 «HITD «BUHAP»:

C.A. KOPKHH

PykoBoauTenb
Oprana no ceprudukaunu

: NPEPVAD
Cuctema nobposonbHoi ceptudukaumn «MHTepCeprTectyPe MCTpauuoHHei NePOCC RU.3570.04LLA00
FonosHoi opraH 1o cepTudmkalum «EspoCTaHgapT-ceptudukas OTPH 1097746081498
Appec: 121352, . Mockea, yn. [lassigkosckas, 4. 3, Ten. 8 (800) 100-0037




O6WecTBO C OrpaHMYEHHOH OTBETCTBEHHOCTLIO
«HayyHo-nponasogcTaeHHas pupma «BUHAP» (000 «HMNO «BUHAP»)

o =l 105094, MockBa, yn. FocnutancHetd san, gom 5, cTp. 7A, nom. VII +7 (495) 988 7667
HAYIHO-NPOMABORCTBERHAR 105094, Poccus, r. Mockea, a/a 26 vinar@vinar.ru www.vinar.ru +7 (800) 201 0202

MACIMOPT KAYECTBA

UHaUKaTOpbl XMMUYECKME 04HOpa30Bble BOBﬂ,yI.I.IHOM

"
sAenme crepuaunsaymm MepMC-B-180/60

TY 9398-032-11764404-2004 |

Tf;‘::::‘:““e MHAMKATOPbI XMMMYECKME OAHOPA3OBbIE

y CTEPU/MBALUMM MeaMC-B :

PerucrpaumoHHoe Ne ®CP 2009/05017 ot 27.08.2019 r.
yZ0CTOBEpEeHHe

Maptua 4071054
JlaTa uarotosneHna  Man 2024 r.
FapaHTHiHbIM CPOK 36 MecALeB

YCNOBMA XpaHEHWa B COOTBETCTBUM C UHCTPYKLMEN NO NPUMEHEHMIO

TexHHUUecKMe nokasaTtenm.

HaumeHoBaHMe noKasaTens HopMa 3Ha4yeHue
TeXHUYECKHe XapaKTepucTurm | TY 9398-032-11764404-2004 CooTBeTcTBYET
Knacc 4
CootsetcTtBue FOCT no FOCT 1SO 11140-1-2011 CooTBeTcTBYET

coomaemcmayem 8Cem YCMaHo8/1eHHbIM mpeb08aHUAM
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