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

gfication date: 18-11-2023

Reason: MoldSign Signature
Location: Moldova

MOLDOVA EUROPEANA |
Madrid, 17 de noviembre de 2023
Jefa del Centro Nacional de Certificacion de Productos Sanitarios
Fdo. Gloria Hernandez Hernandez
Agencia Espafiola de Medicamentos y Productos Sanitarios (AEMPS) CSV: NFIQKDG9EA
e [ EINTRERRIR RO
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
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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
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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
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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
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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
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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
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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
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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
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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
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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

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
CORREO ELECTRONICO P&gina 4 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

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
CORREO ELECTRONICO Pagina 5 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

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

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

Certificate

Standard ISO 9001:2015

Certificate Registr. No. 01 100 1810000

Certificate Holder: EUROIMMUN
Medizinische Labordiagnostika AG
Seekamp 31
23560 Lubeck
Germany

including the locations according to annex

Scope: Design and development, manufacture, installation,
service and sales of immuno-biochemical test systems,
immunofluorescence test systems, molecular diagnostic /
genetic test systems, test systems for the determination
of infectious agents, and instruments / software for
vitro diagnostics, for humans and animals; trainings

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

Validity: The certificate is valid from 2023-05-19 until 2026-05-18.
First certification 2018

2023-05-17 @L\

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 Kdoln

OF MULT
Wt Dy, 3
e

¢ . N
WWW.tuv.com "*wﬁf (( DAk%feﬁsche A TUVRheinland”

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



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

Annex to certificate

Standard ISO 9001:2015

Certificate Registr. No. 01 100 1810000

No. Location

/01 c/o EUROIMMUN
Medizinische Labordiagnostika AG
Seekamp 31
23560 Lubeck
Germany

/02 c/o EUROIMMUN
Medizinische Labordiagnostika AG
Werkstr. 1
23942 Dassow
Germany

/03 c/o EUROIMMUN
Medizinische Labordiagnostika AG
An der Trave 1
23923 Selmsdorf
Germany

/04 c/o EUROIMMUN
Medizinische Labordiagnostika AG
Am Sonnenberg 9
23627 Grol3 Grénau
Germany

www.tuv.com

Scope

Design and development, manufacture,
installation, service and distribution of
immunobiochemical test systems,
immunofluorescence test systems, molecular
diagnostic / genetic test systems, test systems for
the determination of infectious agents, and
instruments / software for in vitro diagnostics for
humans and animals; trainings

Design and development, manufacture and

sales of immunobiochemical test systems,
immunofluorescence test systems, molecular
diagnostic / genetic test systems, test systems for
the determination of infectious agents, and
instruments / software for in vitro diagnostics for
humans and animals

Design and development, manufacture,

service and sales of immunobiochemical test
systems, immunofluorescence test systems,

and instruments / software for in vitro diagnostics
for humans

Design and development and manufacture

of immunofluorescence test systems for
in vitro diagnostics for humans and animals

Page 1 of 3

A TUVRheinland®

Precisely Right.



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

Annex to certificate

Standard

Certificate Registr. No.

/05

/06

107

/08

/09

c¢/o EUROIMMUN

Medizinische Labordiagnostika AG
Am Born 24

23627 Grol3 Gronau

Germany

c¢/o EUROIMMUN

Medizinische Labordiagnostika AG
Im Kreppel 1

02747 Herrnhut

Germany

c/o EUROIMMUN

Medizinische Labordiagnostika AG
Am PlieR3nitztal 1

02748 Bernstadt

Germany

c/o EUROIMMUN

Medizinische Labordiagnostika AG
Schlof3str. 11

91257 Pegnitz

Germany

c¢/o EUROIMMUN

Medizinische Labordiagnostika AG
Am Flugplatz 4

23560 Lubeck

Germany

www.tuv.com

1ISO 9001:2015
01 100 1810000

Design and development of software
for in vitro diagnostics for humans and animals

Manufacture of immunobiochemical test systems
and immunofluorescence test systems for in vitro
diagnostics for humans

Manufacture of immunobiochemical test systems,
test systems for the determination

of infectious agents, and instruments for

in vitro diagnostics for humans

Manufacture of immunofluorescence test
systems, installation and service

of instruments / software for in vitro diagnostics
for humans; trainings

Design and development, installation, service
and sales of immunobiochemical test systems,
immunofluorescence test systems, molecular
diagnostic / genetic test systems, test systems for
the determination of infectious agents, and
instruments / software for in vitro diagnostics for
humans and animals; trainings

Page 2 of 3

A TUVRheinland®

Precisely Right.



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

Annex to certificate

Standard ISO 9001:2015

Certificate Registr. No. 01 100 1810000

/10 c/o EUROIMMUN Manufacture of sheet metal and other
Medizinische Labordiagnostika AG components for instruments for in vitro
Gewerbestr. 19 diagnostics for humans and animals
23942 Dassow
Germany

/11  c/o EUROIMMUN Warehousing of immunobiochemical test systems
Medizinische Labordiagnostika AG and instruments for in vitro diagnostics for
Am Berzdorfer See 7 humans
02829 Markersdorf
Germany

2023-05-17 &L\

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 Kdln

Page 3 of 3

Precisely Right.
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Product List — CE Marked

Certified by

ISO 13485:2016

EC — Directive 98 / 79 EC
For In-Vitro-Diagnostics

2020-02-1

1 20022020-BZ



NCIVATEC"?

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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NCIVATEC"?

ImMmunDiagnosTIcCaAa GveH

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



NCIVATEC"?

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



NovAaATEC

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



NovAaATEC

ImMmunDiagnosTIcCaAa GveH

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



NovAaATEC™S

ImMmunDiagnosTIcCaAa GveH

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



NCIVATEC"?

ImMmunDiagnosTIcCaAa GveH

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



NCIVATEC"?

ImMmunDiagnosTIcCaAa GveH

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

20022020-BZ



EC Certificate

mdc medical device certification GmbH
Notified Body 0483
herewith certifies that

NovaTec Immundiagnostica GmbH
WaldstraBBe 23 A6
63128 Dietzenbach
Germany
for the scope
immunodiagnostics for the determination of antibodies against

Toxoplasma gondii, Rubella virus, Cytomegalovirus and Chlamydia
(see attachment)

has introduced and applies a

Quality System

for the design, manufacture and final inspection.

The mdc audit has proven that this quality system
meets all requirements according to

Annex IV — excluding Section 4 and 6
of the Council Directive 98/79/EC

of the European Parliament and of the Council of
27 October 1998 on in vitro diagnostic medical devices.

The surveillance will be held as specified in Annex IV, Section 5.

Valid from 2022-05-03
Valid until 2025-05-26
Registration no. D1055500019

Report no. P21-01539-236808

Stuttgart 2022-05-03

' %9
— _ - %Of Certification Body
F N medical device certification .
b ‘ 3 * ® ® w ® Benannt durch/Designated by

iy | " y (I * w  Zenualstelle der Lander §

AN Y 2 [ d tor Gesundhetsschutz
B I * =EG fad bei Arzneimitein und §

BY _ | ** *ﬂ' Medizinprodukten
e l‘ | . ': R ———— ———

- e g X ZLG-BS-247.10.05

mdc medical device certification GmbH
Kriegerstralle 6
D-70191 Stuttgart, Germany
Phone: +49-(0)711-253597-0
Fax: +49-(0)711-253597-10
Internet: http://www.mdc-ce.de



EG-KONFORMITATSERKLARUNG /

¥e ramun EC DECLARATION OF CONFORMITY

Diagnostica GmbH .
Serazym® Adenovirus

Seramun Diagnostica GmbH, Spreenhagener Strafl’e 1, 15754 Heidesee, Deutschland, erklart in eige-
ner Verantwortung gemaR der Richtlinie 98/79/EG des Europaischen Parlamentes und des Rates vom
27. Oktober 1998 Uber In-vitro-Diagnostika, dass folgende Produkte die grundlegenden Anforderungen
gemanl Anhang | der Richtlinie 98/79/EG erfillen und dass das Konformitats-bewertungsverfahren ge-
mank Anhang Il der Richtlinie 98/79/EG angewandt wurde:

Seramun Diagnostica GmbH, Spreenhagener Strale 1, 15754 Heidesee, Germany, declares under sole
responsibility and referring to the Directive 98/79/EC of the European Parliament and the Council of
27 October 1998 on in vitro diagnostic medical devices, that the following products fulfill the basic re-
quirements according to Annex | of Directive 98/79/EC and that the conformity assessment procedure
according to Annex |l of Directive 98/79/EC has been applied:

Angewandte harmonisierte Normen / EN ISO 13485:2016

Applied harmonized norms: EN ISO 14971:2019
EN I1SO 18113-1:2011
EN ISO 18113-2:2011
EN ISO 15223-1:2021

Produktgruppe / Product Group:

Gastrointestinale Infektionskrankheiten / Gastrointestinal Infectious Diseases

Produkt-Bezeichnung / Artikel-Nummer / EDMS-Code /
Product Name Order Number EDMS Code
. E-017
® -04-80-01-
Serazym® Adenovirus E-017-A2 15-04-80-01-00

Heidesee, 2022-04-08
| $eramun — ]

Q\ L& Seramun Diagnostica GmbH \ / = O /\

o L0 r.d Spreenhagener Sir. 1+ 15754 Heidesee '/>/ 7 C/(_/'

info@sTTomUTCoTT S STE TS

Peter Lobeda Michaela Briesenick
Geschéftsfuhrung / Stellv. Abteilungsleitung Regulatory Affairs /
Managing Director Deputy Director of Regulatory Affairs

Eine Uberarbeitung der Konformitatserklarung erfolgt bei Anderung und/oder Ergénzung von Produkten. /
A revision of the declaration of conformity will take place with change and/or addition of products.

Seramun Diagnostica GmbH, Spreenhagener Strale 1, 15754 Heidesee, GERMANY
Tel.: +49-33767-791 10, Fax: +49-33767-791 99, E-Mail: info@seramun.com, Homepage: www.seramun.com
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EG-KONFORMITATSERKLARUNG /

Xe ramun EC DECLARATION OF CONFORMITY

Diagnostica GmbH )
Serazym® Rotavirus

Seramun Diagnostica GmbH, Spreenhagener Stralle 1, 15754 Heidesee, Deutschland, erklart in eige-
ner Verantwortung geman der Richtlinie 98/79/EG des Europaischen Parlamentes und des Rates vom
27. Oktober 1998 uber In-vitro-Diagnostika, dass folgende Produkte die grundlegenden Anforderungen
gemal Anhang | der Richtlinie 98/79/EG erfiillen und dass das Konformitats-bewertungsverfahren ge-
mafl Anhang Il der Richtlinie 98/79/EG angewandt wurde:

Seramun Diagnostica GmbH, Spreenhagener Stralle 1, 15754 Heidesee, Germany, declares under sole
responsibility and referring to the Directive 98/79/EC of the European Parliament and the Council of
27 October 1998 on in vitro diagnostic medical devices, that the following products fulfill the basic re-
quirements according to Annex | of Directive 98/79/EC and that the conformity assessment procedure
according to Annex lll of Directive 98/79/EC has been applied:

Angewandte harmonisierte Normen / EN ISO 13485:2016

Applied harmonized norms: EN ISO 14971:2019
EN ISO 18113-1:2011
EN ISO 18113-2:2011
EN ISO 15223-1:2021

Produktgruppe / Product Group:

Gastrointestinale Infektionskrankheiten / Gastrointestinal Infectious Diseases
Produkt-Bezeichnung / Artikel-Nummer / EDMS-Code /
Product Name Order Number EDMS Code
. E-020
® -04-80-06-
Serazym® Rotavirus E-020-A2 15-04-80-06-00

Heidesee, 2022-04-08
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Peter Lobeda
Geschéftsfiihrung / Stellv. Abteilungsleitung Regulatory Affairs /
Managing Director Deputy Director of Regulatory Affairs

Eine Uberarbeitung der Konformitatserklarung erfolgt bei Anderung und/oder Ergénzung von Produkten. /
A revision of the declaration of conformity will take place with change and/or addition of products.

Seramun Diagnostica GmbH, Spreenhagener StraBe 1, 15754 Heidesee, GERMANY
Tel.: +49-33767-791 10, Fax: +49-33767-791 99, E-Mail: info@seramun.com, Homepage: www.seramun.com

Anlage3_AW-RA-0101_DoC-IVDD_v02 gliltig ab / valid from: 2021-11-08 Seite 1 von 1/Page 1 of 1



EG-KONFORMITATSERKLARUNG /
Xe ramun EC DECLARATION OF CONFORMITY
Di tica GmbH cppe .
e Serazym® Clostridium difficile Toxin A+B

Seramun Diagnostica GmbH, Spreenhagener Stralle 1, 15754 Heidesee, Deutschland, erklart in eige-
ner Verantwortung geman der Richtlinie 98/79/EG des Européischen Parlamentes und des Rates vom
27. Oktober 1998 uber In-vitro-Diagnostika, dass folgende Produkte die grundlegenden Anforderungen
gemal Anhang | der Richtlinie 98/79/EG erfillen und dass das Konformitats-bewertungsverfahren ge-
mafR Anhang Ill der Richtlinie 98/79/EG angewandt wurde:

Seramun Diagnostica GmbH, Spreenhagener Strale 1, 15754 Heidesee, Germany, declares under sole
responsibility and referring to the Directive 98/79/EC of the European Parliament and the Council of
27 October 1998 on in vitro diagnostic medical devices, that the following products fulfill the basic re-
quirements according to Annex | of Directive 98/79/EC and that the conformity assessment procedure
according to Annex Il of Directive 98/79/EC has been applied:

Angewandte harmonisierte Normen / EN ISO 13485:2016

Applied harmonized norms: EN ISO 14971:2019
EN ISO 18113-1:2011
EN ISO 18113-2:2011
EN ISO 15223-1:2021

Produktgruppe / Product Group:

Gastrointestinale Infektionskrankheiten / Gastrointestinal Infectious Diseases

Produkt-Bezeichnung / Artikel-Nummer / EDMS-Code /

Product Name Order Number EDMS Code

Serazym® Clostridium difficile Toxin A+B . 15-01-90-02-00
E-040-A2

Heidesee, 2022-04-08 ¥
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Peter Lobeda Michaela Briesenick
Geschéftsfiihrung / Stellv. Abteilungsleitung Regulatory Affairs /
Managing Director Deputy Director of Regulatory Affairs

Eine Uberarbeitung der Konformitatserklarung erfolgt bei Anderung und/oder Ergénzung von Produkten. /
A revision of the declaration of conformity will take place with change and/or addition of products.

Seramun Diagnostica GmbH, Spreenhagener Strale 1, 15754 Heidesee, GERMANY
Tel.: +49-33767-791 10, Fax: +49-33767-791 99, E-Mail: info@seramun.com, Homepage: www.seramun.com
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EG-KONFORMITATSERKLARUNG /
?ge ramun EC DECLARATION OF CONFORMITY
Diagnostica GmbH ® )
Serazym® Astrovirus

Seramun Diagnostica GmbH, Spreenhagener Strale 1, 15754 Heidesee, Deutschland, erklart in eige-
ner Verantwortung gemaf der Richtlinie 98/79/EG des Europaischen Parlamentes und des Rates vom
27. Oktober 1998 uber In-vitro-Diagnostika, dass folgende Produkte die grundlegenden Anforderungen
gemanl Anhang | der Richtlinie 98/79/EG erfullen und dass das Konformitats-bewertungsverfahren ge-
maR Anhang Ill der Richtlinie 98/79/EG angewandt wurde:

Seramun Diagnostica GmbH, Spreenhagener Stralle 1, 15754 Heidesee, Germany, declares under sole
responsibility and referring to the Directive 98/79/EC of the European Parliament and the Council of
27 October 1998 on in vitro diagnostic medical devices, that the following products fulfill the basic re-
quirements according to Annex | of Directive 98/79/EC and that the conformity assessment procedure
according to Annex Il of Directive 98/79/EC has been applied:

Angewandte harmonisierte Normen / EN ISO 13485:2016

Applied harmonized norms: EN ISO 14971:2019
EN ISO 18113-1:2011

EN ISO 18113-2:2011
EN ISO 15223-1:2021

Produktgruppe / Product Group:

Gastrointestinale Infektionskrankheiten / Gastrointestinal Infectious Diseases
Produkt-Bezeichnung / Artikel-Nummer / EDMS-Code /
Product Name Order Number EDMS Code
. E-045
® _04-80-90-
Serazym® Astrovirus E-045-A2 15-04-80-90-00

Heidesee, 2022-04-08
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Peter Lobeda . Michaela Briesenick
Geschéftsfahrung / Stellv. Abteilungsleitung Regulatory Affairs /
Managing Director Deputy Director of Regulatory Affairs

Eine Uberarbeitung der Konformitétserklarung erfolgt bei Anderung und/oder Ergénzung von Produkten. /
A revision of the declaration of conformity will take place with change and/or addition of products.

Seramun Diagnostica GmbH, Spreenhagener Strale 1, 15754 Heidesee, GERMANY
Tel.: +49-33767-791 10, Fax: +49-33767-791 99, E-Mail: info@seramun.com, Homepage: www.seramun.com
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EG-KONFORMITATSERKLARUNG /

¥e ramun EC DECLARATION OF CONFORMITY

Diagnostica GmbH .
Serazym® Norovirus

Seramun Diagnostica GmbH, Spreenhagener Stralle 1, 15754 Heidesee, Deutschland, erklart in eige-
ner Verantwortung gemaf der Richtlinie 98/79/EG des Europaischen Parlamentes und des Rates vom
27. Oktober 1998 uber In-vitro-Diagnostika, dass folgende Produkte die grundlegenden Anforderungen
gemaf Anhang | der Richtlinie 98/79/EG erfullen und dass das Konformitats-bewertungsverfahren ge-
mé&fR Anhang Il der Richtlinie 98/79/EG angewandt wurde:

Seramun Diagnostica GmbH, Spreenhagener Stralle 1, 15754 Heidesee, Germany, declares under sole
responsibility and referring to the Directive 98/79/EC of the European Parliament and the Council of
27 October 1998 on in vitro diagnostic medical devices, that the following products fulfill the basic re-
quirements according to Annex | of Directive 98/79/EC and that the conformity assessment procedure
according to Annex lll of Directive 98/79/EC has been applied:

Angewandte harmonisierte Normen / EN ISO 13485:2016

Applied harmonized norms: EN ISO 14971:2019
EN ISO 18113-1:2011
EN I1SO 18113-2:2011
EN ISO 15223-1:2021

Produktgruppe / Product Group:

Gastrointestinale Infektionskrankheiten / Gastrointestinal Infectious Diseases
Produkt-Bezeichnung / Artikel-Nummer / EDMS-Code /
Product Name Order Number EDMS Code
. E-061
® -04-90-90-
Serazym® Norovirus E-061-A2 15-04-90-90-00

Heidesee, 2022-04-08
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Peter Lobeda Mlchaela Briesenick
Geschéftsfithrung / Stellv. Abteilungsleitung Regulatory Affairs /
Managing Director Deputy Director of Regulatory Affairs

Eine Uberarbeitung der Konformitatserklarung erfolgt bei Anderung und/oder Ergénzung von Produkten. /
A revision of the declaration of conformity will take place with change and/or addition of products.

Seramun Diagnostica GmbH, Spreenhagener Stralle 1, 15754 Heidesee, GERMANY
Tel.: +49-33767-791 10, Fax: +49-33767-791 99, E-Mail: info@seramun.com, Homepage: www.seramun.com

Anlage3_AW-RA-0101_DoC-IVDD_v02 gultig ab / valid from: 2021-11-08 Seite 1 von 1/ Page 1 of 1



EG-KONFORMITATSERKLARUNG /

Xe ramun EC DECLARATION OF CONFORMITY

Diagnostica GmbH . .
Serazym® Giardia

Seramun Diagnostica GmbH, Spreenhagener Straf3e 1, 15754 Heidesee, Deutschland, erklart in eige-
ner Verantwortung geman der Richtlinie 98/79/EG des Europaischen Parlamentes und des Rates vom
27. Oktober 1998 Uber In-vitro-Diagnostika, dass folgende Produkte die grundlegenden Anforderungen
gemal Anhang | der Richtlinie 98/79/EG erfilllen und dass das Konformitats-bewertungsverfahren ge-
maR Anhang Ill der Richtlinie 98/79/EG angewandt wurde:

Seramun Diagnostica GmbH, Spreenhagener Stralle 1, 15754 Heidesee, Germany, declares under sole
responsibility and referring to the Directive 98/79/EC of the European Parliament and the Council of
27 October 1998 on in vitro diagnostic medical devices, that the following products fulfill the basic re-
quirements according to Annex | of Directive 98/79/EC and that the conformity assessment procedure
according to Annex Il of Directive 98/79/EC has been applied:

Angewandte harmonisierte Normen / EN ISO 13485:2016

Applied harmonized norms: EN ISO 14971:2019
EN ISO 18113-1:2011
EN ISO 18113-2:2011
EN I1SO 15223-1:2021

Produktgruppe / Product Group:

Gastrointestinale Infektionskrankheiten / Gastrointestinal Infectious Diseases
Produkt-Bezeichnung / Artikel-Nummer / EDMS-Code /
Product Name Order Number EDMS Code
L E-106
® _05-10-08-
Serazym® Giardia E-106-A 15-05-10-08-00

Heidesee, 2022-04-08
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Peter Lobeda Michaela Briesenick
Geschéftsfithrung / Stellv. Abteilungsleitung Regulatory Affairs /
Managing Director Deputy Director of Regulatory Affairs

Eine Uberarbeitung der Konformitatserkldrung erfolgt bei Anderung und/oder Ergéanzung von Produkten. /
A revision of the declaration of conformity will take place with change and/or addition of products.

Seramun Diagnostica GmbH, Spreenhagener Strale 1, 15754 Heidesee, GERMANY
Tel.: +49-33767-791 10, Fax: +49-33767-791 99, E-Mail: info@seramun.com, Homepage: www.seramun.com
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EG-KONFORMITATSERKLARUNG /
Xe ramun EC DECLARATION OF CONFORMITY
Di tica GmbH cppe s
agnostiea =m Serazym® Clostridium difficile GDH

Seramun Diagnostica GmbH, Spreenhagener Strale 1, 15754 Heidesee, Deutschland, erklart in eige-
ner Verantwortung gemaf der Richtlinie 98/79/EG des Europaischen Parlamentes und des Rates vom
27. Oktober 1998 ber In-vitro-Diagnostika, dass folgende Produkte die grundlegenden Anforderungen
gemaf Anhang | der Richtlinie 98/79/EG erfullen und dass das Konformitats-bewertungsverfahren ge-
mé&R Anhang lll der Richtlinie 98/79/EG angewandt wurde:

Seramun Diagnostica GmbH, Spreenhagener Strale 1, 15754 Heidesee, Germany, declares under sole
responsibility and referring to the Directive 98/79/EC of the European Parliament and the Council of
27 October 1998 on in vitro diagnostic medical devices, that the following products fulfill the basic re-
quirements according to Annex | of Directive 98/79/EC and that the conformity assessment procedure
according to Annex IlI of Directive 98/79/EC has been applied:

Angewandte harmonisierte Normen / EN ISO 13485:2016

Applied harmonized norms: EN ISO 14971:2019
EN ISO 18113-1:2011

EN ISO 18113-2:2011
EN ISO 15223-1:2021

Produktgruppe / Product Group:

Gastrointestinale Infektionskrankheiten / Gastrointestinal Infectious Diseases
Produkt-Bezeichnung / Artikel-Nummer / EDMS-Code /
Product Name Order Number EDMS Code
. e E-107
® -01-90-02-
Serazym® Clostridium difficile GDH E-107-A2 15-01-90-02-00

Heidesee, 2022-04-08
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Peter Lobeda Michaela Briesenick
Geschaftsfihrung / Stellv. Abteilungsleitung Regulatory Affairs /
Managing Director Deputy Director of Regulatory Affairs

Eine Uberarbeitung der Konformitatserklarung erfolgt bei Anderung und/oder Ergénzung von Produkten. /
A revision of the declaration of conformity will take place with change and/or addition of products.

Seramun Diagnostica GmbH, Spreenhagener Strale 1, 15754 Heidesee, GERMANY
Tel.: +49-33767-791 10, Fax: +49-33767-791 99, E-Mail: info@seramun.com, Homepage: www.seramun.com

Anlage3_AW-RA-0101_DoC-IVDD_v02 gultig ab / valid from: 2021-11-08 Seite 1 von 1/ Page 1 of 1
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AO Vector-Best Rev.2

JE/_E_E/_Ff EC Declaration of conformity Page 1 of 3

ELISA

EC DECLARATION OF CONFORMITY

AO Vector-Best hereby ensures under own responsibility and declares that the products listed
on pages 2-3 are in conformity with relevant provisions of EC Council Directive 98/79/EC on in
vitro diagnostic medical devices and fulfill the essential requirements of that directive.

Classification of products:
Other devices (all devices except Annex |l and self-testing devices)

Harmonized standards applied:

EN ISO 18113-1:2011; EN I1SO 18113-2:2011 (In vitro diagnostic medical devices. Information
supplied by the manufacturer (labelling). Terms, definitions and general requirements. In vitro
diagnostic reagents for professional use); EN ISO 15223-1:2016 (Symbols to be used with medical
device labels, labelling and information to be supplied); EN ISO 13485:2016+AC:2016 (Medical
devices. Quality management systems. Requirements for regulatory purposes); EN 13612:2002
(Performance evaluation of in vitro diagnostic medical devices); EN 23640:2015 (In vitro diagnostic
medical devices. Evaluation of stability of in vitro diagnostic reagents); EN 13641:2002 (Elimination or
reduction of risk of infection related to in vitro diagnostic reagents); EN ISO 14971:2012 (Medical
devices. Application of risk management to medical devices).

Conformity assessment procedure:
Annex Il (not including section 6).

Manufacturer:
AO Vector-Best

Address: 630559, Koltsovo, Novosibirsk Region, Research and Production area, building 36, office
211, Russian Federation, tel. +7 (383) 336-73-46, tel.ffax +7 (383) 332-67-49.

European authorized representative:

BIORON GmbH
Address: In den Rauhweiden 20, 67354 Roemerberg, Germany, tel.: +49 (0) 6232 298 450.

Date: 2020/12/09 @
Place: Novosibirsk

Valid until: 2022/07/03




VECTOR AO VeCtOI‘-BeSt ReV. 2
JB_ _Ejs_ If EC Declaration of conformity Page 2 of 3
ELISA
No. Product name Identification data REF

Vectohep A-lgG

Enzyme immunoassay kit for the detection
and quantification of IgG to hepatitis A virus

D-0362

VectoMeasles-lgG

Enzyme immunoassay kit for the detection
and quantification of IgG to measles virus in
blood serum (plasma)

D-1356

VectoMeasles-IgM

Enzyme immunoassay kit for the detection of
IlgM to measles virus in blood serum (plasma)

D-1358

Rotavirus-antigen-EIA-BEST

Enzyme immunoassay kit for the detection of
human rotavirus antigen

D-1652

Adenovirus-antigen-EIA-BEST

Enzyme immunoassay kit for the detection of
human adenovirus antigen

D-1654

VectoEBV-NA-IgG

Enzyme immunoassay kit for the detection of
lgG to Epstein-Barr virus nuclear antigen in
blood serum (plasma)

D-2170

VectoEBV-EA-IgG

Enzyme immunoassay kit for the detection of
lgG to Epstein-Barr virus early antigens in
blood serum (plasma)

D-2172

VectoEBV-VCA-IgM

Enzyme immunoassay kit for the detection of
IgM to viral capsid antigen of Epstein-Barr
virus in blood serum (plasma)

D-2176

VectoMumps-lgG

Enzyme immunoassay kit for the detection of
IgG to mumps virus in blood serum (plasma)

D-2602

10.

Toxocara-IgG-EIA-BEST

Enzyme immunoassay kit for the detection of
IgG to Toxocara antigens in blood serum
(plasma)

D-2752

11.

Trichinella-lgG-EIA-BEST

Enzyme immunoassay kit for the detection of
lgG to Trichinella antigens in blood serum
(plasma)

D-3152

12

Yersinia-lgG-EIA-BEST

Enzyme immunoassay kit for the detection of
lgG to causative agents of yersiniosis

D-3202

13.

Yersinia-IgA-EIA-BEST

Enzyme immunoassay kit for the detection of
IgA to causative agents of yersiniosis

D-3204

14.

Yersinia-IgM-EIA-BEST

Enzyme immunoassay kit for the detection of
IgM to causative agents of yersiniosis

D-3206

15.

Echinococcus-lgG-EIA-BEST

Enzyme immunoassay kit for the detection of
lgG to Echinococcus granulosus antigens in
blood serum (plasma)

D-3356

16.

Ascaris-IgG-EIA-BEST

Enzyme immunoassay kit for the detection of
lgG to Ascaris lumbricoides antigens in blood
serum (plasma)

D-3452

14,

IgA-Transglutaminase-EIA-BEST

Enzyme immunoassay kit for the quantification
of IgA to tissue transglutaminase in blood
serum (plasma)

D-3758
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JB_ E/S_ l—f EC Declara]‘i:ii?si conformity Page 3 of 3

18. | lgG-Transglutaminase-EIA-BEST

Enzyme immunoassay kit for the quantification
of IgG to tissue transglutaminase in blood
serum (plasma)

D-3760

19. | Pepsinogen 1-EIA-BEST

Enzyme immunoassay kit for the quantification
of pepsinogen 1 in blood serum (plasma)

D-3762

20. | Pepsinogen 2-EIA-BEST

Enzyme immunoassay kit for the quantification
of pepsinogen 2 in blood serum (plasma)

D-3764

21. | VectoHanta-lgG

Enzyme immunoassay kit for the detection of
IgG to hantavirus in blood serum (plasma)

D-4902

22. |VectoHanta-IlgM

Enzyme immunoassay kit for the detection of
IgM to hantavirus in blood serum (plasma)

D-4904

23. | VectoNile-IgM

Enzyme immunoassay kit for the detection of
lgM to West Nile virus in blood serum
(plasma)

D-5150

24. | VectoNile-lgG

Enzyme immunoassay kit for the detection of
lgG to West Nile virus in blood serum
(plasma)

D-5152

25. | VectoNile-IgG-avidity

Enzyme immunoassay kit for the
determination of avidity index of IgG to West
Nile virus in blood serum (plasma)

D-5154

26. | VectoCrimean-CHF-IgG

Enzyme immunoassay kit for the detection of
lgG to Crimean-Congo hemorrhagic fever
virus in blood serum (plasma)

D-5052

27. | VectoCrimean-CHF-IgM

Enzyme immunoassay kit for the detection of
lgM to Crimean-Congo hemorrhagic fever
virus in blood serum (plasma)

D-5054

28. | VectoCrimean-CHF-antigen

Enzyme immunoassay kit for the detection of
Crimean-Congo hemorrhagic fever virus
antigen

D-5056




ITCG

Notified Body 1023
INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

EC Certificate - Full Quality Assurance System
No. 11 0040 QS/NB

The quality system of manufacturer

Federal Budget Institute of Science “Central
Research Institute for Epidemiology”
3a Novogireevskaya Street, Moscow 111123, Russia

has been certified as meeting the requirements of

Directive 98/79/EC

on in vitro diagnostic medical devices, Annex IV excluding (4, 6)
for the following product category(ies):

AmpliSens® PCR kits

The Notified Body No. 1023 declares that the aforementioned manufacturer has
implemented a quality assurance system for design, manufacture and final inspection of
the respective devices / device categories in accordance with IVDD Annex V. This quality
assurance system conforms to the requirements of this Directive and is subjected to
periodical surveillance. For placing on the market of List A devices covered by this
certificate, an EC Design-Examination Certificate according to Annex IV (Section 4) is
required.

Valid from: 2022-05-20

Valid until: 2025-05-26 _ 3
First Issued: 2011-01-24 ! NN
Revision: m

\ LO)
/<
- \

Mgr. Jifi He$ /
Representative of the Notified Body No. 1023

Digitally signed by Ceaicovschi Tudor
Date: 2025.02.03 17:11:24 EET
Reason: MoldSign Signature

Location: MPhjstes: 2022-05-20

MOLDOVA EUROPEANA |

Page 1/1



ITG

Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida TomaSe Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 11 0040 QS/NB

issued for manufacturer:

Federal Budget Institute of Science “Central Research Institute for

Epidemiology”

3a Novogireevskaya Street, Moscow 111123, Russia

Product(s):

Name:

Trade name(s):
Model(s):
Classification:
GMDN:

Name:

Trade name(s):

Model(s):
Classification:
GMDN:

Name:

Trade name(s):
Model(s):
Classification:
GMDN:

Date: 2022-05-20
Revision: m

AmpliSens® Rubella virus-FRT PCR kit

variant FRT-50 F
List B
30793

AmpliSens® Toxoplasma gondii-FRT PCR kit

variant FRT-50 F
List B
52428

AmpliSens® CMV-FEP PCR kit

variant FEP (0.2-ml tubes)
List B
30798

Mgr. Jifi He$
Representative of the Notified Body No. 1023

Page 1/9



ITG

Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 11 0040 QS/NB

issued for manufacturer:

Federal Budget Institute of Science “Central Research Institute for

Epidemiology”

3a Novogireevskaya Street, Moscow 111123, Russia

Name:

Trade name(s):
Model(s):
Classification:
GMDN:

Name:

Trade name(s):
Model(s):
Classification:
GMDN:

Name:

Trade name(s):
Model(s):
Classification:
GMDN:

Date: 2022-05-20
Revision: m

AmpliSens® CMV-FRT PCR kit

variant FRT-100 F
List B
30798

AmpliSens® HSV / CMV-MULTIPRIME-FRT
PCR kit

variant FRT-100 F
List B
61348

AmpliSens® CMV-screen/monitor-FRT PCR
kit

variant FRT-100 F

List B

30798

‘u(f,:, &
)
Mgr. Jifi Hes
Representative of the Notified Body No. 1023
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ITG

Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tiida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 11 0040 QS/NB

issued for manufacturer:

Federal Budget Institute of Science “Central Research Institute for

Epidemiology”

3a Novogireevskaya Street, Moscow 111123, Russia

Name:

Trade name(s):
Model(s):
Classification:
GMDN:

Name:

Trade name(s):
Model(s):
Classification:
GMDN:

Name:

Trade name(s):
Model(s):
Classification:
GMDN:

Date: 2022-05-20
Revision: m

AmpliSens® EBV / CMV / HHV6-screen-FRT
PCR kit

variant FRT-100 F
List B
61348

AmpliSens® Chlamydia trachomatis-FRT
PCR kit

variant FRT, variant FRT-100 F
List B
30677

AmpliSens® C.trachomatis / Ureaplasma /
M.genitalium-MULTIPRIME-FRT PCR kit

variant FRT-100 F
List B
50409

Mgr. Jifi He$
Representative of the Notified Body No. 1023
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ITG

Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 11 0040 QS/NB

issued for manufacturer:

Federal Budget Institute of Science “Central Research Institute for

Epidemiology”

3a Novogireevskaya Street, Moscow 111123, Russia

Name:

Trade name(s):
Model(s):
Classification:
GMDN:

Name:

Trade name(s):
Model(s):
Classification:
GMDN:

Name:

Trade name(s):
Model(s):
Classification:
GMDN:

Date: 2022-05-20
Revision: m

AmpliSens® C.trachomatis / Ureaplasma /
M.hominis-MULTIPRIME-FRT PCR kit

variant FRT-100 F
List B
50409

AmpliSens® C.trachomatis / Ureaplasma /
M.genitalium / M.hominis-MULTIPRIME-FRT
PCR kit

variant FRT-100 F
List B
50409

AmpliSens® N.gonorrhoeae / C.trachomatis /
M.genitalium / T.vaginalis-MULTIPRIME-FRT
PCR kit

variant FRT-100 F
List B
50409

A

)

-] 5/ Magr. Jifi Hes
'/ Representative of the Notified Body No. 1023
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ITG

Notified Body 1023
INSTITUTE FOR TESTING AND CERTIFICATION, inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 11 0040 QS/NB

issued for manufacturer:

Federal Budget Institute of Science “Central Research Institute for

Epidemiology”

3a Novogireevskaya Street, Moscow 111123, Russia

Name:

Trade name(s):
Model(s):
Classification:
GMDN:

Name:

Trade name(s):
Model(s):
Classification:
GMDN:

Name:

Trade name(s):
Model(s):
Classification:
GMDN:

Date: 2022-05-20
Revision: m

AmpliSens® N.gonorrhoeae / C.trachomatis /
M.genitalium-MULTIPRIME-FRT PCR kit

variant FRT-100 F
List B
50409

AmpliSens® Genoscreen HLA B*5701-FRT
PCR kit

variant FRT
List B
56403

AmpliSens® Mycoplasma pneumoniae /
Chlamydophila pneumoniae-FEP PCR Kkit

variant FEP (0.2 mi tubes)
List B
58957

I".I j’ -\.:_:(\ i
Mgr. Jifi Hes
Representative of the Notified Body No. 1023
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ITG

Notified Body 1023
INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 11 0040 QS/NB

issued for manufacturer:

Federal Budget Institute of Science “Central Research Institute for
Epidemiology”
3a Novogireevskaya Street, Moscow 111123, Russia

Name: AmpliSens® Mycoplasma pneumoniae /
Chlamydophila pneumoniae-FRT PCR kit

Trade name(s): -

Model(s): variant FRT-100 F

Classification: List B

GMDN: 58957

Name: AmpliSens® T.vaginalis / N.gonorrhoeae /

C.trachomatis-MULTIPRIME-FRT PCR kit

Trade name(s): -

Model(s): variant FRT-100 F

Ciassification: List B

GMDN: 61144

Name: AmpliSens® HCV-Monitor-L PCR kit

Trade name(s): -

Model(s): variant FRT-L

Classification: List A

GMDN: 48374

Date: 2022-05-20 Mgr. Jifi Hes

Revision: m Representative of the Notified Body No. 1023
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ITG

Notified Body 1023
INSTITUTE FOR TESTING AND CERTIFICATION, inc.,
tiida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 11 0040 QS/NB

issued for manufacturer:

Federal Budget Institute of Science “Central Research Institute for
Epidemiology”
3a Novogireevskaya Street, Moscow 111123, Russia

Name: AmpliSens® HBV-Monitor-L PCR kit
Trade name(s): -

Model(s): variant FRT-L

Classification: List A

GMDN: 48307

Facility(ies):

Federal Budget Institute of Science “Central Research Institute for Epidemiology”
3a Novogireevskaya Street, Moscow 111123, Russia

Date: 2022-05-20 Mgr. Jifi He$
Revision: m Representative of the Notified Body No. 1023

Page 7/9



Certificate History:

ITG

Notified Body 1023
INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 11 0040 QS/NB

issued for manufacturer:

Federal Budget Institute of Science “Central Research Institute for
Epidemiology”
3a Novogireevskaya Street, Moscow 111123, Russia

Revision Date Reference Action
Number
- 2011-01-24 | 813600111 | Certification -
a 2011-07-21 813600161 | Change of manufacturer name -
b 2012-02-13 | 343601304 | Product scope extension
c 2014-05-13 343602568 | Product scope extension
d 2016-01-15 | 813600504a | Prolongation of certificate validity
e 2016-06-17 | 813600504 | Re-certification process |
- f 2016-08-29 | 343603690 | Change of manufacturer facility address
g 2017-11-30 343603888 | Changes of product compositions, packaging and
quality system documentation
h 2018-10-31 813600754 | Change of product labelling, shelf life extension and
quality system documentation
i 2019-05-09 | 813600859 | Product shelf life extension
j 2021-04-27 | 813601045 | Re-certification process

Date: 2022-05-20

Revision: m

o<
)

Mgr. Jifi He$

Representative of the Notified Body No. 1023
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ITG

Notified Body 1023
INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
ttida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 11 0040 QS/NB

issued for manufacturer:

Federal Budget Institute of Science “Central Research Institute for
Epidemiology”
3a Novogireevskaya Street, Moscow 111123, Russia

Revision Date Reference Action
- Number
|

k 2022-04-28 | 813601141 | Extension of the certificate validity regarding to
REGULATION (EU) 2022/112 OF THE EUROPEAN
PARLIAMENT AND OF THE COUNCIL, dated 25t
January 2022

I 2022-05-20 | 833600365 | Product scope reduction

m 2022-05-20 | 813601116 | Certification— List A IVD PCR kits

Date: 2022-05-20

Revision: m

'L :._'.-._ )
¢ kCQmQ, oy
Mgr. Jifi Hes$
Representative of the Notified Body No. 1023
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ZERTIFIKAT | CERTIFICATE | CERTIFICAT | CERTIFICADO | CEPTU®UKAT | SJL@.&: | EH |

lly signed by Ceaicovschi Tudo
025. 02 317:

- Mold g,rg;t;@gﬁon authority Iii

CERTIEICATE TUY

AUSTRIA

Management system as per
EN ISO 13485:2016

In accordance with TUV AUSTRIA Standards & Compliance procedures,
it is hereby certified that

Federal Budget Institute of Science

«Central Research Institute of Epidemiology»

of the Federal Service for Surveillance on Consumer Rights
Protection and Human Wellbeing

(FBIS CRIE of Rospotrebnadzor)
3a, Novogireevskaya str., 111123, Moscow
Russian Federation

Including:
3a, Novogireevskaya str., 111123, Moscow, Russian Federation
3a, bldg. 6, Novogireevskaya str., 111123, Moscow, Russian Federation

applies a management system in line with the above standard for the following scope

Design, development, production and final control of medical
devices for in vitro diagnostics

Certificate Registration No. TASC-C-20230720001 Valid until: 2026-07-19
Initial certification: 2023-07-20

7%:@

Moscow, 2023-07-20

on: Mo/ AUSTRIA Standafgsié
DOVA EUROPEANA l

) 1 mpliance

STANDARDS & COMPLIANCE

conformily assessment based on
ISO/EC 17021-1:2015

Online Verification
This‘_certification was conducted in accordance with auditing and certification procedures
of_TUV AUSTRIA Standards & Compliance and is subject to annual surveillance audits.
TUV AUSTRIA Standards & Compliance LTD, 12 Levoberezhnaya street, office 109, 125445, Moscow, Russian Federation

Validity of the certificate can be verified by request on general@tuv-austria.ru



CEPTUDUKAT TUV

AUSTRIA

A

o|l=
—_—o

COOTBETCTBUA CUCTEMbl MeHeXKMeHTa TpeboBaHMAM cTaHAapTa
EN ISO 13485:2016

B cooTBETCTBUM ¢ nNpoueaypamu TUV AUSTRIA Standards & Compliance
HaCTOSALLMM NOATBEPXKAAETCS, UTO

depepanbHoe OLOQXKETHOE yYpeXaeHne HayKu

«UeHTpanbHbIN Hay4YHO-UccneaoBaTeIbCKUA UHCTUTYT
anuaemuonorun» ®epepansHou cnyXXo6bl N0 Haa3opy B ccepe
3awmThbl NpaB noTpedbutenen u Gnaronony4msa YenoBeka

(PBYH LUHUMN dnnpaemmnonornmn PocnotpebHansopa)
yn. HoBornpeesckas, A.3A
111123, r. MockBa, Poccumnckaa ®egepauus

Bkniovas:
yn. HoBorupeeBckas, a.3A, 111123, r. MockBa, Poccuiickaa ®epepauus
yn. HoBorupeeBckas, A.3A ctpoeHue 6, 111123, r. MockBa, Poccuickaa ®epepauums

NPUMEHSIET CUCTEMY MEHEOXKMEHTA, COOTBETCTBYIOLLYIO BbllLEHAa3BaHHOMY CTaHAApTY
B cnegytowmnx obnacrax:

lNMpoekTnpoBaHue, paspaboTka, NPOU3BOACTBO U BbIXOOAHOMN
KOHTPOSib MeAULMHCKUX U3aenmnm ans AMarHoCTUKM in vitro

PerncTtpaumoHHbin Homep No. TASC-C-20230720001 Dencteutenen go: 2026-07-19
[aTa nepsunyHomn
cepTudmkaumm : 2023-07-20

m&w{

OpraH no cepTudukaLmm r. Mocksa, 2023-07-20

dmpliafice

Reason: MoldSign Signature
Levativmolotdowa ANCE
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conformily assessment based on
ISONEC 17021-1:2015

Validity of the certificate can be verified by request on general@tuv-austria.ru

Online Verification
[aHHasi cepTudmkaLums npoBeaeHa B COOTBETCTBUM C NpoLeAypaMu ayauTMpoBaHus u ceptudmkaLmm
TUV AUSTRIA Standards & Compliance 1 noanexuT perynspHbiM eXerogHbIM Haa3opHbIM ayauTam.
000 «THOd AYCTPUA CtaHpapTtbl u CooTBeTcTBUE», P®, 125445, r. MockBa, yn. lleBoGepexHas, a. 12, a1. 1, nom. 109




FEDERAL SERVICE FOR SUPERVISION OF CONSUMER RIGHTS PROTECTION AND HUMAN
WELFARE
FEDERAL BUDGET INSTITUTE OF SCIENCE
«CENTRAL RESEARCH INSTITUTE FOR EPIDEMIOLOGY»
111123, Moscow, 3A Novogireevskaya street, Tel.: +7 495 974 96 42, Fax: +7 495 305 54 23,
e-mail: obtk@pcr.ru

C€

EC DECLARATION OF CONFORMITY
Directive 98/79/EC of the European Parliament and of the Council of 27" of October 1998 on
In Vitro Diagnostic Medical Devices

Federal Budget Institute of Science “Central Research Institute for Epidemiology” hereby under own
responsibility declares that the products covered by the declaration conform with Essential Requirements
listed in Annex | of EC Directive 98/79/EC (IVD Directive). Supporting documentation is retained under the
premises of the manufacturer.

The quality management system meets the requirements of the standard EN ISO 13485 “Medical devices —
Quality management systems — Requirements for regulatory purposes” and is certified by Institute for testing
and certification, Inc. (certificate No. 21 0023 SJ, valid until 26.04.2024).

Manufacturer: Federal Budget Institute of Science “Central Research Institute for
Epidemiology”
Authorized Representative: Ecoli Dx, s.r.o.

Purkyfiova 74/2

Praha 1, 110 00
Czech Republic

Tel: +420 325 209 912
Cell: +420 739 802 523
E-mail: ecoli@ecoli.sk

Product Name: Annex for this Declaration

Description: Reagent kits for qualitative detection and quantification of DNA
(RNA) of different infectious agents or HLA B*5701 DNA in human
specimens

Classification: Article 9, paragraph 3 of EC Council Directive 98/79/EC on in Vitro

Diagnostic Devices

Annex Il List B IVDs (According to EC Declaration of Conformity List)
Conformity Assessment Route: Annex IV (IVDD) excluding (4, 6)

Full QA System

Notified Body: Institute for testing and certification, Inc.

tfida Tomase Bati 299

Louky, 763 02 Zlin,

Czech Republic

E-mail: itc@itczlin.cz

Notified Body No. 1023

EC Certificate: No. 11 0040 QS/NB revision m, valid until 2025-05-26
Place, Date of Issue: Zlin, Czech Republic, 2022-05-20

Digitally signed by Ceaicovschi Tudor
Date: 2025.02.03 17:11:12 EET
Reason: Mol ture
Location: Moldova iU
[MOLDOVAHWIROREASA | Vasilly G. IR
Title: Director

~ Valid from  2022-05-20

Valid until 2025-05-26




EC Declaration of Conformity Annex

Page 2 of 2

NeNg Description Model(s) q
1. | AmpliSens® Rubella virus-FRT PCR kit variant FRT-50 F '
2. | AmpliSens® Toxoplasma gondii-FRT PCR kit variant FRT-50 F W
3. AmpliSens® CMV-FEP PCR kit variant FEP (0.2-ml tubes)
4. | AmpliSens® CMV-FRT PCR kit variant FRT-100 F
S. AmpliSens® HSV/ CMV-MULTIPRIME-FRT PCR kit variant FRT-100 F
6. AmpliSens® CMV-screen/monitor-FRT PCR kit variant FRT-100 F
1. AmpliSens® EBV | CMV | HHV6-screen-FRT PCR kit variant FRT-100 F
8. AmpliSens® Chlamydia trachomatis-FRT PCR kit :::::’; Eg;mo F
9. AmpliSens® C.trachomatis | Ureaplasma | M.genitalium- .
MULTIPRIME-FRT PCR kit L
10. | AmpliSens® C.trachomatis | Ureaplasma | M.hominis- ;
MULTIPRIME-FRT PCR it FEnani FRBADD F |
11. | AmpliSens® C.trachomatis | Ureaplasma | M.genitalium | :
M.hominis-MULTIPRIME-FRT PCR kit Variae ERT-10F
12. | AmpliSens® N.gonorrhoeae | C.trachomatis | M.genitalium .
| T.vaginalis-MULTIPRIME-FRT PCR kit 4 i ——
13. | AmpliSens® N.gonorrhoeae / C.trachomatis / M.genitalium- ,
MULTIPRIME-FRT PCR kit uanEm PRI-IGR
14. | AmpliSens® Genoscreen HLA B*5701-FRT PCR kit variant FRT
15. | AmpliSens® Mycoplasma pneumoniae | Chlamydophila g
pneumoniae-FEP PCR kit variant FEP (0.2-ml tubes)
16. | AmpliSens® Mycoplasma pneumoniae | Chlamydophila :
pneumoniae-FRT PCR kit variant FRT-100 F i
17. | AmpliSens® T.vaginalis | N.gonorrhoeae | C.trachomatis- :
MULTIPRIME-FRT PCR kit A R




®EJEPAJIBHOE ATEHTCTBO
[10 TEXHUYECKOMY PET'YJIMPOBAHWIO 1 METPOJIOTMU
(POCCTAH/IAPT)

OENEPAJBHOE BIO/IKETHOE YYPEMKJIEHHUE
«TOCYJIAPCTBEHHbBII PETHOHAJIBHBII IIEHTP CTAHJIAPTU3AITNH,
METPOJIOTUU U UCIIBITAHUI B I'. MOCKBE 1 MOCKOBCKOI OBJIACTH»
(DOBY «<POCTECT-MOCKBA»)

OPTAH ITO CEPTUOHMKAIIMN CUCTEM MEHE/IXKMEHTA

POCTECT-MOCKBA

ATTECTAT AKKPEJIUTAIIUN NeRA.RU.13PT02
®EIEPAJIBHOI CJYKBbI IO AKKPETUTAITNU PD

CEPTUOUKAT COOTBETCTBUA

Boiian @BYH HHHUMU Dnuaemuonorun Pocnorpednanzopa

ropuanueckuii agpec: 111123, Poceus, r. Mocksa, yn. Hororupeesckas, 1om 3A;
anpeca npoussoacte: 111123, Poccus, r. Mockga, yi. HoBorupeesckas, qom 3A;
111123, Poccus, r. Mocksa, yia. Hosorupeesckas, nom 3A, ctp.6.

HACTOSILMI CEPTUDHKAT YJIOCTOBEPSIET:

CHCTEMa MEHEKMEHTa KadecTBa MPUMEHHUTEIBHO K pa3paboTke, IPOU3BOJICTBY M
BBIXO/IHOMY KOHTPOJIIO MEIUIIMHCKUX M3/eIUH /IS in Vitro TMarHOCTHKU

COOTBETCIBYET TPEGOBAHMAIM
I'OCT ISO 13485-2017 (ISO 13485:2016)

Beinyck 2. CMK cepruduimposana ¢ ceHtsops 2019r.

PasbacHenus, kacarouuecs obnactu ceptudurauun CMK, MoryT 6bITh NOTYUYEHBI TyTEM
xoncynetauuid ¢ ®bYH LHHHUHU Snupemuonorun Pocnorpebnanzopa

Peructpaimonnsiii Ne RU CMS-RU.PT02.00301
Hara peructpanuu 04.05.2023 Cpoxk geiictBusg 1o 20.09.2025

—10.B. Eropos

; Aynutop B.JI. Peibauek

Digitally signed by Ceaicovschi Tudor
Date: 2012\2?% 17:1]:00 EET

Reason: Mdl %ﬁ 8i Keda,

catiof Moldwsckiii npocnexm 31

A BYROP)

pocTecT-
Mocksa»
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ITCG

Notified Body 1023
INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

EC Certificate - Full Quality Assurance System
No. 11 0040 QS/NB

The quality system of manufacturer

Federal Budget Institute of Science “Central
Research Institute for Epidemiology”
3a Novogireevskaya Street, Moscow 111123, Russia

has been certified as meeting the requirements of

Directive 98/79/EC

on in vitro diagnostic medical devices, Annex IV excluding (4, 6)

for the following product category(ies):

AmpliSens® PCR kits

The Notified Body No. 1023 declares that the aforementioned manufacturer has
implemented a quality assurance system for design, manufacture and final inspection of
the respective devices / device categories in accordance with IVDD Annex V. This quality
assurance system conforms to the requirements of this Directive and is subjected to
periodical surveillance. For placing on the market of List A devices covered by this
certificate, an EC Design-Examination Certificate according to Annex IV (Section 4) is
required.

Valid from: 2022-05-20

Valid until: 2025-05-26 _ 3
First Issued: 2011-01-24 ! NN
Revision: m

o 7 .III fr;:._.. )
/<
- ‘

Date: 2022-05-20 Mgr. Jifi He$ /
Representative of the Notified Body No. 1023

Page 1/1



ITG

Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida TomaSe Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 11 0040 QS/NB

issued for manufacturer:

Federal Budget Institute of Science “Central Research Institute for

Epidemiology”

3a Novogireevskaya Street, Moscow 111123, Russia

Product(s):

Name:

Trade name(s):
Model(s):
Classification:
GMDN:

Name:

Trade name(s):

Model(s):
Classification:
GMDN:

Name:

Trade name(s):
Model(s):
Classification:
GMDN:

Date: 2022-05-20
Revision: m

AmpliSens® Rubella virus-FRT PCR kit

variant FRT-50 F
List B
30793

AmpliSens® Toxoplasma gondii-FRT PCR kit

variant FRT-50 F
List B
52428

AmpliSens® CMV-FEP PCR kit

variant FEP (0.2-ml tubes)
List B
30798

Mgr. Jifi He$
Representative of the Notified Body No. 1023

Page 1/9



ITG

Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 11 0040 QS/NB

issued for manufacturer:

Federal Budget Institute of Science “Central Research Institute for

Epidemiology”

3a Novogireevskaya Street, Moscow 111123, Russia

Name:

Trade name(s):
Model(s):
Classification:
GMDN:

Name:

Trade name(s):
Model(s):
Classification:
GMDN:

Name:

Trade name(s):
Model(s):
Classification:
GMDN:

Date: 2022-05-20
Revision: m

AmpliSens® CMV-FRT PCR kit

variant FRT-100 F
List B
30798

AmpliSens® HSV / CMV-MULTIPRIME-FRT
PCR kit

variant FRT-100 F
List B
61348

AmpliSens® CMV-screen/monitor-FRT PCR
kit

variant FRT-100 F

List B

30798

‘u(f,:, &
)
Mgr. Jifi Hes
Representative of the Notified Body No. 1023

Page 2/9



ITG

Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tiida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 11 0040 QS/NB

issued for manufacturer:

Federal Budget Institute of Science “Central Research Institute for

Epidemiology”

3a Novogireevskaya Street, Moscow 111123, Russia

Name:

Trade name(s):
Model(s):
Classification:
GMDN:

Name:

Trade name(s):
Model(s):
Classification:
GMDN:

Name:

Trade name(s):
Model(s):
Classification:
GMDN:

Date: 2022-05-20
Revision: m

AmpliSens® EBV / CMV / HHV6-screen-FRT
PCR kit

variant FRT-100 F
List B
61348

AmpliSens® Chlamydia trachomatis-FRT
PCR kit

variant FRT, variant FRT-100 F
List B
30677

AmpliSens® C.trachomatis / Ureaplasma /
M.genitalium-MULTIPRIME-FRT PCR kit

variant FRT-100 F
List B
50409

Mgr. Jifi He$
Representative of the Notified Body No. 1023
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ITG

Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 11 0040 QS/NB

issued for manufacturer:

Federal Budget Institute of Science “Central Research Institute for

Epidemiology”

3a Novogireevskaya Street, Moscow 111123, Russia

Name:

Trade name(s):
Model(s):
Classification:
GMDN:

Name:

Trade name(s):
Model(s):
Classification:
GMDN:

Name:

Trade name(s):
Model(s):
Classification:
GMDN:

Date: 2022-05-20
Revision: m

AmpliSens® C.trachomatis / Ureaplasma /
M.hominis-MULTIPRIME-FRT PCR kit

variant FRT-100 F
List B
50409

AmpliSens® C.trachomatis / Ureaplasma /
M.genitalium / M.hominis-MULTIPRIME-FRT
PCR kit

variant FRT-100 F
List B
50409

AmpliSens® N.gonorrhoeae / C.trachomatis /
M.genitalium / T.vaginalis-MULTIPRIME-FRT
PCR kit

variant FRT-100 F
List B
50409

A

)

-] 5/ Magr. Jifi Hes
'/ Representative of the Notified Body No. 1023

Page 4/9



ITG

Notified Body 1023
INSTITUTE FOR TESTING AND CERTIFICATION, inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 11 0040 QS/NB

issued for manufacturer:

Federal Budget Institute of Science “Central Research Institute for

Epidemiology”

3a Novogireevskaya Street, Moscow 111123, Russia

Name:

Trade name(s):
Model(s):
Classification:
GMDN:

Name:

Trade name(s):
Model(s):
Classification:
GMDN:

Name:

Trade name(s):
Model(s):
Classification:
GMDN:

Date: 2022-05-20
Revision: m

AmpliSens® N.gonorrhoeae / C.trachomatis /
M.genitalium-MULTIPRIME-FRT PCR kit

variant FRT-100 F
List B
50409

AmpliSens® Genoscreen HLA B*5701-FRT
PCR kit

variant FRT
List B
56403

AmpliSens® Mycoplasma pneumoniae /
Chlamydophila pneumoniae-FEP PCR Kkit

variant FEP (0.2 mi tubes)
List B
58957

I".I j’ -\.:_:(\ i
Mgr. Jifi Hes
Representative of the Notified Body No. 1023
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ITG

Notified Body 1023
INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 11 0040 QS/NB

issued for manufacturer:

Federal Budget Institute of Science “Central Research Institute for
Epidemiology”
3a Novogireevskaya Street, Moscow 111123, Russia

Name: AmpliSens® Mycoplasma pneumoniae /
Chlamydophila pneumoniae-FRT PCR kit

Trade name(s): -

Model(s): variant FRT-100 F

Classification: List B

GMDN: 58957

Name: AmpliSens® T.vaginalis / N.gonorrhoeae /

C.trachomatis-MULTIPRIME-FRT PCR kit

Trade name(s): -

Model(s): variant FRT-100 F

Ciassification: List B

GMDN: 61144

Name: AmpliSens® HCV-Monitor-L PCR kit

Trade name(s): -

Model(s): variant FRT-L

Classification: List A

GMDN: 48374

Date: 2022-05-20 Mgr. Jifi Hes

Revision: m Representative of the Notified Body No. 1023
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ITG

Notified Body 1023
INSTITUTE FOR TESTING AND CERTIFICATION, inc.,
tiida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 11 0040 QS/NB

issued for manufacturer:

Federal Budget Institute of Science “Central Research Institute for
Epidemiology”
3a Novogireevskaya Street, Moscow 111123, Russia

Name: AmpliSens® HBV-Monitor-L PCR kit
Trade name(s): -

Model(s): variant FRT-L

Classification: List A

GMDN: 48307

Facility(ies):

Federal Budget Institute of Science “Central Research Institute for Epidemiology”
3a Novogireevskaya Street, Moscow 111123, Russia

Date: 2022-05-20 Mgr. Jifi He$
Revision: m Representative of the Notified Body No. 1023
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Certificate History:

ITG

Notified Body 1023
INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 11 0040 QS/NB

issued for manufacturer:

Federal Budget Institute of Science “Central Research Institute for
Epidemiology”
3a Novogireevskaya Street, Moscow 111123, Russia

Revision Date Reference Action
Number
- 2011-01-24 | 813600111 | Certification -
a 2011-07-21 813600161 | Change of manufacturer name -
b 2012-02-13 | 343601304 | Product scope extension
c 2014-05-13 343602568 | Product scope extension
d 2016-01-15 | 813600504a | Prolongation of certificate validity
e 2016-06-17 | 813600504 | Re-certification process |
- f 2016-08-29 | 343603690 | Change of manufacturer facility address
g 2017-11-30 343603888 | Changes of product compositions, packaging and
quality system documentation
h 2018-10-31 813600754 | Change of product labelling, shelf life extension and
quality system documentation
i 2019-05-09 | 813600859 | Product shelf life extension
j 2021-04-27 | 813601045 | Re-certification process

Date: 2022-05-20

Revision: m

o<
)

Mgr. Jifi He$

Representative of the Notified Body No. 1023
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ITG

Notified Body 1023
INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
ttida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 11 0040 QS/NB

issued for manufacturer:

Federal Budget Institute of Science “Central Research Institute for
Epidemiology”
3a Novogireevskaya Street, Moscow 111123, Russia

Revision Date Reference Action
- Number
|

k 2022-04-28 | 813601141 | Extension of the certificate validity regarding to
REGULATION (EU) 2022/112 OF THE EUROPEAN
PARLIAMENT AND OF THE COUNCIL, dated 25t
January 2022

I 2022-05-20 | 833600365 | Product scope reduction

m 2022-05-20 | 813601116 | Certification— List A IVD PCR kits

Date: 2022-05-20

Revision: m

'L :._'.-._ )
¢ kCQmQ, oy
Mgr. Jifi Hes$
Representative of the Notified Body No. 1023
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CERTIEICATE TUY

AUSTRIA

2ISA]

Management system as per
EN ISO 13485:2016

In accordance with TUV AUSTRIA Standards & Compliance procedures,
it is hereby certified that

Federal Budget Institute of Science

«Central Research Institute of Epidemiology»

of the Federal Service for Surveillance on Consumer Rights
Protection and Human Wellbeing

(FBIS CRIE of Rospotrebnadzor)
3a, Novogireevskaya str., 111123, Moscow
Russian Federation

Including:
3a, Novogireevskaya str., 111123, Moscow, Russian Federation
3a, bldg. 6, Novogireevskaya str., 111123, Moscow, Russian Federation

applies a management system in line with the above standard for the following scope

Design, development, production and final control of medical
devices for in vitro diagnostics

Certificate Registration No. TASC-C-20230720001 Valid until: 2026-07-19
Initial certification: 2023-07-20

7%;@

Certification authority Moscow, 2023-07-20
TUV AUSTRIA Standards & Compliance

STANDARDS & COMPLIANCE
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conformily assessment based on
ISO/EC 17021-1:2015

Validity of the certificate can be verified by request on general@tuv-austria.ru

Online Verification
This‘_certification was conducted in accordance with auditing and certification procedures
of_TUV AUSTRIA Standards & Compliance and is subject to annual surveillance audits.
TUV AUSTRIA Standards & Compliance LTD, 12 Levoberezhnaya street, office 109, 125445, Moscow, Russian Federation




“

CEPTUDUKAT TUV

AUSTRIA

A

o|l=
—_—o

COOTBETCTBUA CUCTEMbl MeHeXKMeHTa TpeboBaHMAM cTaHAapTa
EN ISO 13485:2016

B cooTBETCTBUM ¢ nNpoueaypamu TUV AUSTRIA Standards & Compliance
HaCTOSALLMM NOATBEPXKAAETCS, UTO

depepanbHoe OLOQXKETHOE yYpeXaeHne HayKu

«UeHTpanbHbIN Hay4YHO-UccneaoBaTeIbCKUA UHCTUTYT
anuaemuonorun» ®epepansHou cnyXXo6bl N0 Haa3opy B ccepe
3awmThbl NpaB noTpedbutenen u Gnaronony4msa YenoBeka

(PBYH LUHUMN dnnpaemmnonornmn PocnotpebHansopa)
yn. HoBornpeesckas, A.3A
111123, r. MockBa, Poccumnckaa ®egepauus

Bkniovas:
yn. HoBorupeeBckas, a.3A, 111123, r. MockBa, Poccuiickaa ®epepauus
yn. HoBorupeeBckas, A.3A ctpoeHue 6, 111123, r. MockBa, Poccuickaa ®epepauums

NPUMEHSIET CUCTEMY MEHEOXKMEHTA, COOTBETCTBYIOLLYIO BbllLEHAa3BaHHOMY CTaHAApTY
B cnegytowmnx obnacrax:

lNMpoekTnpoBaHue, paspaboTka, NPOU3BOACTBO U BbIXOOAHOMN
KOHTPOSib MeAULMHCKUX U3aenmnm ans AMarHoCTUKM in vitro

PerncTtpaumoHHbin Homep No. TASC-C-20230720001 Dencteutenen go: 2026-07-19
[aTa nepsunyHomn
cepTudmkaumm : 2023-07-20

mfmv{

OpraH no ceptudmkalum r. Mocksa, 2023-07-20
TUV AUSTRIA Standards & Compliance

STANDARDS & COMPLIANCE

@

conformily assessment based on
ISO/EC 17021-1:2015
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Validity of the certificate can be verified by request on general@tuv-austria.ru

Online Verification
[aHHasi cepTudmkaLums npoBeaeHa B COOTBETCTBUM C NpoLeAypaMu ayauTMpoBaHus u ceptudmkaLmm
TUV AUSTRIA Standards & Compliance 1 noanexuT perynspHbiM eXerogHbIM Haa3opHbIM ayauTam.
000 «THOd AYCTPUA CtaHpapTtbl u CooTBeTcTBUE», P®, 125445, r. MockBa, yn. lleBoGepexHas, a. 12, a1. 1, nom. 109




FEDERAL SERVICE FOR SUPERVISION OF CONSUMER RIGHTS PROTECTION AND HUMAN
WELFARE
FEDERAL BUDGET INSTITUTE OF SCIENCE
«CENTRAL RESEARCH INSTITUTE FOR EPIDEMIOLOGY»
111123, Moscow, 3A Novogireevskaya street, Tel.: +7 495 974 96 42, Fax: +7 495 305 54 23,
e-mail: obtk@pcr.ru

C€

EC DECLARATION OF CONFORMITY
Directive 98/79/EC of the European Parliament and of the Council of 27™" of October 1998 on
In Vitro Diagnostic Medical Devices

Federal Budget Institute of Science “Central Research Institute for Epidemiology” hereby under own
responsibility declares that the products covered by the declaration conform with Essential Requirements
listed in Annex | of EC Directive 98/79/EC (IVD Directive). Supporting documentation is retained under the
premises of the manufacturer.

The quality management system meets the requirements of the standard EN ISO 13485 “Medical devices —
Quality management systems — Requirements for regulatory purposes” and is certified by Institute for testing
and certification, Inc. (certificate No. 21 0023 SJ, valid until 26.04.2024).

Manufacturer: Federal Budget Institute of Science “Central Research Institute for
Epidemiology”
Authorized Representative: Ecoli Dx, s.r.o.

Purkynova 74/2

Praha 1, 110 00

Czech Republic

Tel: +420 325 209 912
Cell: +420 739 802 523
E-mail: ecoli@ecoli.sk

Product Name: Annex for this Declaration

Description: Reagent kits for qualitative detection and quantification of DNA
(RNA) of different infectious agents or HLA B*5701 DNA in human
specimens

Classification: Article 9, paragraph 3 of EC Council Directive 98/79/EC on in Vitro

Diagnostic Devices
Annex Il List B IVDs (According to EC Declaration of Conformity List)

Conformity Assessment Route: Annex IV (IVDD) excluding (4, 6)

Full QA System

Notified Body: Institute for testing and certification, Inc.
tfida Tomase Bati 299

Louky, 763 02 Zlin,

Czech Republic

E-mail: itc@itczlin.cz

Notified Body No. 1023

EC Certificate: No. 11 0040 QS/NB revision m, valid until 2025-05-26
Place, Date of Issue: /| Zlin, Czech Republic, 2022-05-20
Signed _:.ill : " ~ Valid from  2022-05-20

Full name:  Vasiliy G. Akimkin 2 5 7 Valid until 2025-05-26
Title: Director | R .

h o
\




EC Declaration of Conformity Annex

Page 2 of 2

NeNg Description Model(s) q
1. | AmpliSens® Rubella virus-FRT PCR kit variant FRT-50 F '
2. | AmpliSens® Toxoplasma gondii-FRT PCR kit variant FRT-50 F W
3. AmpliSens® CMV-FEP PCR kit variant FEP (0.2-ml tubes)
4. | AmpliSens® CMV-FRT PCR kit variant FRT-100 F
S. AmpliSens® HSV/ CMV-MULTIPRIME-FRT PCR kit variant FRT-100 F
6. AmpliSens® CMV-screen/monitor-FRT PCR kit variant FRT-100 F
1. AmpliSens® EBV | CMV | HHV6-screen-FRT PCR kit variant FRT-100 F
8. AmpliSens® Chlamydia trachomatis-FRT PCR kit :::::’; Eg;mo F
9. AmpliSens® C.trachomatis | Ureaplasma | M.genitalium- .
MULTIPRIME-FRT PCR kit L
10. | AmpliSens® C.trachomatis | Ureaplasma | M.hominis- ;
MULTIPRIME-FRT PCR it FEnani FRBADD F |
11. | AmpliSens® C.trachomatis | Ureaplasma | M.genitalium | :
M.hominis-MULTIPRIME-FRT PCR kit Variae ERT-10F
12. | AmpliSens® N.gonorrhoeae | C.trachomatis | M.genitalium .
| T.vaginalis-MULTIPRIME-FRT PCR kit 4 i ——
13. | AmpliSens® N.gonorrhoeae / C.trachomatis / M.genitalium- ,
MULTIPRIME-FRT PCR kit uanEm PRI-IGR
14. | AmpliSens® Genoscreen HLA B*5701-FRT PCR kit variant FRT
15. | AmpliSens® Mycoplasma pneumoniae | Chlamydophila g
pneumoniae-FEP PCR kit variant FEP (0.2-ml tubes)
16. | AmpliSens® Mycoplasma pneumoniae | Chlamydophila :
pneumoniae-FRT PCR kit variant FRT-100 F i
17. | AmpliSens® T.vaginalis | N.gonorrhoeae | C.trachomatis- :
MULTIPRIME-FRT PCR kit A R
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