
 

 

 

 

 

 
 
 
CERTIFICACIÓN 13485 

39/C-SG055 

 

LA AGENCIA ESPAÑOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS 

THE AGENCIA ESPAÑOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS 

otorga el certificado número 

grants the certificate no. 

2013 11 0039 EN 
según la norma 

in accordance with the standard 

UNE-EN ISO 13485:2018 

(EN ISO 13485: 2016 & ISO 13485: 2016) 
 Productos Sanitarios: Sistemas de Gestión de Calidad – Requisitos para fines reglamentarios 

Medical devices – Quality management systems - Requirements for regulatory purposes 
a la empresa / to the company 

Dia.Pro Diagnostic Bioprobes S.r.l. 
 

Sede social y de fabricación/ Headquarters and manufacturing facility 

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

Para las siguientes actividades / For the following activities: 

Diseño, desarrollo y producción de reactivos y productos reactivos, calibradores y materiales de 

control para inmunoquímica, microbiología, inmunología infecciosa y técnicas de biología 

molecular. 

Diseño, desarrollo, producción y servicio técnico de instrumentos y software para diagnóstico in 

vitro. 
 

Design, development and manufacturing of reagents, reagent products, calibrators and control materials 

for immunochemistry, microbiology, infectious immunology and molecular biology techniques. 
 

Design and development, management of production and technical servicing of instruments and software 

for “in vitro” diagnostic. 

Modificaciones de alcance: Ver Anexo I / see Annex I 

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

Certificación inicial/ Initial certification date: 27-11-2013 

Renovación / Renewal of certification date:  8-03-2019 
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Agencia Española de Medicamentos y Productos Sanitarios Localizador:  L P D T J L 5 2 D F

Fecha de la firma: 08/03/2019

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

CORREO ELECTRÓNICO

on0318@aemps.es

Página 1 de 2 C/ CAMPEZO, 1 - EDIFICIO 8
28022 MADRID

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

Madrid,  08 de marzo de 2019
DIRECTORA DE LA AGENCIA ESPAÑOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

Fdo. Mª Jesús Lamas Díaz



 

 

 

 

  

 

 
CERTIFICACIÓN 13485 

 

39/C-SG055  

ANEXO I / ANNEX I 

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

 

Modificaciones del alcance / Scope modifications:  

Fecha/Date Descripción de la modificación/ Modification description 

18-12-2018 Cambio en la descripción del tipo de técnica en el ámbito tecnológico 

(inmunología infecciosa y técnicas de biología molecular).  

Cambio del nivel de detalle en la descripción del ámbito tecnológico 

 

Change in the description of the method of analysis in the technological scope 

(infectious immunology and molecular biology techniques). 

Change in the level of detail of the technological scope description. 

 

8-03-2019 Ampliación del ámbito tecnológico para incluir: 

Inmunoquímica y microbiología 

Instrumentos y software para diagnóstico “in vitro”. 
 

Modificación del alcance para incluir la actividad de asistencia técnica para 

Instrumentos y software para diagnóstico “in vitro”. 
 

Extension of technological scope:  

Immunochemistry and Microbiology 

Instruments and software for “in vitro” diagnostic  

Modification of the scope to include the activity of technical servicing of 

instruments and software for “in vitro” diagnostic 
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Agencia Española de Medicamentos y Productos Sanitarios Localizador:  L P D T J L 5 2 D F

Fecha de la firma: 08/03/2019

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

CORREO ELECTRÓNICO

on0318@aemps.es

Página 2 de 2 C/ CAMPEZO, 1 - EDIFICIO 8
28022 MADRID

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

Madrid,  08 de marzo de 2019
DIRECTORA DE LA AGENCIA ESPAÑOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

Fdo. Mª Jesús Lamas Díaz



 

 

Rev: 05/2018 
 

 
DIA.PRO Diagnostic Bioprobes S.r.l. 

Sede legale e lab.: Via G.Carducci, 27 – 20099 Sesto S.Giovanni (MI) – Italia  
Tel. +39 02 27007161/6450 • Fax +39 02 44386771 • http://www.diapro.it • E-mail: info@diapro.it 

Capitale sociale €50.000,00 I.V. – P.IVA: 11924660159 – Reg. Imp. 11924660159 – REA 1509959 

Dia.Pro 

Diagnostic 

BioProbes 

srl 
  

 

EC DECLARATION OF CONFORMITY 
 

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L. 
VIA G. CARDUCCI N° 27 – 20099 SESTO SAN 

GIOVANNI (MILANO) – ITALY 

PRODUCT CMV IgG 

CODE: CMVG.CE (96 tests) 

CLASSIFICATION ANNEX II – LIST B 

CONFORMITY ASSESSMENT ROUTE ANNEX IV 

   

 

WE HEREBY DECLARE THAT THE ABOVE MENTIONED 

PRODUCT MEETS THE PROVISIONS OF THE COUNCIL 

DIRECTIVE 98/79/EC  

FOR IN VITRO DIAGNOSTIC DEVICES. 
 

 

NOTIFIED BODY AEMPS – n° 0318 

(EC) CERTIFICATE(S)  FULL QUALITY ASSURANCE SYSTEM N° 

2004 05 0442 CT (in accordance with Annex  IV – 

except Section IV) of the Directive 98/79/EC), 

RELEASED BY EC NOTIFIED BODY N° 0318 

 UNI EN ISO 13485 N° 2013 11 0039 EN, 

RELEASED BY EC NOTIFIED BODY N° 0318 

 

 

PLACE & DATE OF FIRST ISSUE MILANO – MAY 2004 

PLACE & DATE OF CURRENT 

EMISSION 

SESTO SAN GIOVANNI (MI) – MAY 2018 

SIGNATURE 

Legal Representative 

Dr.ssa Fiorenza Scozzesi 

 

 

 

 

 
 

 

 

http://www.diapro.it/


 

 

Rev: 05/2018 
 

 
DIA.PRO Diagnostic Bioprobes S.r.l. 

Sede legale e lab.: Via G.Carducci, 27 – 20099 Sesto S.Giovanni (MI) – Italia  
Tel. +39 02 27007161/6450 • Fax +39 02 44386771 • http://www.diapro.it • E-mail: info@diapro.it 

Capitale sociale €50.000,00 I.V. – P.IVA: 11924660159 – Reg. Imp. 11924660159 – REA 1509959 

Dia.Pro 

Diagnostic 

BioProbes 

srl 
  

 

EC DECLARATION OF CONFORMITY 
 

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L. 
VIA G. CARDUCCI N° 27 – 20099 SESTO SAN 

GIOVANNI (MILANO) – ITALY 

PRODUCT CMV IgM 

CODE: CMVM.CE (96 tests) 

CLASSIFICATION ANNEX II – LIST B 

CONFORMITY ASSESSMENT ROUTE ANNEX IV 

   

 

WE HEREBY DECLARE THAT THE ABOVE MENTIONED 

PRODUCT MEETS THE PROVISIONS OF THE COUNCIL 

DIRECTIVE 98/79/EC  

FOR IN VITRO DIAGNOSTIC DEVICES. 
 

 

NOTIFIED BODY AEMPS – n° 0318 

(EC) CERTIFICATE(S)  FULL QUALITY ASSURANCE SYSTEM N° 

2004 05 0442 CT (in accordance with Annex  IV – 

except Section IV) of the Directive 98/79/EC), 

RELEASED BY EC NOTIFIED BODY N° 0318 

 UNI EN ISO 13485 N° 2013 11 0039 EN, 

RELEASED BY EC NOTIFIED BODY N° 0318 

 

 

PLACE & DATE OF FIRST ISSUE MILANO – MAY 2004 

PLACE & DATE OF CURRENT 

EMISSION 

SESTO SAN GIOVANNI (MI) – MAY 2018 

SIGNATURE 

Legal Representative 

Dr.ssa Fiorenza Scozzesi 

 

 

 

 

 

 

 

http://www.diapro.it/


 

 

Rev: 05/2018 
 

 
DIA.PRO Diagnostic Bioprobes S.r.l. 

Sede legale e lab.: Via G.Carducci, 27 – 20099 Sesto S.Giovanni (MI) – Italia  
Tel. +39 02 27007161/6450 • Fax +39 02 44386771 • http://www.diapro.it • E-mail: info@diapro.it 

Capitale sociale €50.000,00 I.V. – P.IVA: 11924660159 – Reg. Imp. 11924660159 – REA 1509959 

Dia.Pro 

Diagnostic 

BioProbes 

srl 
  

 

EC DECLARATION OF CONFORMITY 
 

 

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L. 
VIA G. CARDUCCI N° 27 – 20099 SESTO SAN 

GIOVANNI (MILANO) – ITALY 

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

CLASSIFICATION GENERAL IVD 

CONFORMITY ASSESSMENT ROUTE SELF CERTIFICATION 

  

 

WE HEREBY DECLARE THAT THE ABOVE MENTIONED PRODUCT MEETS 

THE PROVISIONS OF THE COUNCIL DIRECTIVE 98/79/EC  

FOR IN VITRO DIAGNOSTIC DEVICES. 

 

 

 

ISO CERTIFICATE UNE EN ISO 13485 N° 2013 11 0039 EN, 

RELEASED BY AEMPS (AGENCIA ESPAÑOLA 

DE MEDICAMENTOS Y PRODUCTOS 

SANITARIOS) 

 

 

PLACE & DATE OF FIRST ISSUE MILANO – MARCH 2004 

PLACE & DATE OF CURRENT 

ISSUE 

SESTO SAN GIOVANNI (MI) – MARCH 2019  

SIGNATURE 

Legal Representative 

Dr.ssa Fiorenza Scozzesi 

 

 

 

 

 

 

 

http://www.diapro.it/


 

 

Rev: 05/2018 
 

 
DIA.PRO Diagnostic Bioprobes S.r.l. 

Sede legale e lab.: Via G.Carducci, 27 – 20099 Sesto S.Giovanni (MI) – Italia  
Tel. +39 02 27007161/6450 • Fax +39 02 44386771 • http://www.diapro.it • E-mail: info@diapro.it 

Capitale sociale €50.000,00 I.V. – P.IVA: 11924660159 – Reg. Imp. 11924660159 – REA 1509959 

Dia.Pro 

Diagnostic 

BioProbes 

srl 
  

 

EC DECLARATION OF CONFORMITY 
 

 

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L. 
VIA G. CARDUCCI N° 27 – 20099 SESTO SAN 

GIOVANNI (MILANO) – ITALY 

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

CLASSIFICATION GENERAL IVD 

CONFORMITY ASSESSMENT ROUTE SELF CERTIFICATION 

  

 

WE HEREBY DECLARE THAT THE ABOVE MENTIONED PRODUCT MEETS 

THE PROVISIONS OF THE COUNCIL DIRECTIVE 98/79/EC  

FOR IN VITRO DIAGNOSTIC DEVICES. 

 

 

 

ISO CERTIFICATE UNE EN ISO 13485 N° 2013 11 0039 EN, 

RELEASED BY AEMPS (AGENCIA ESPAÑOLA 

DE MEDICAMENTOS Y PRODUCTOS 

SANITARIOS) 

 

 

PLACE & DATE OF FIRST ISSUE MILANO – MARCH 2004 

PLACE & DATE OF CURRENT 

ISSUE 

SESTO SAN GIOVANNI (MI) – MARCH 2019  

SIGNATURE 

Legal Representative 

Dr.ssa Fiorenza Scozzesi 

 

 

 

 

 

 

 

http://www.diapro.it/


 

 

Rev: 05/2018 
 

 
DIA.PRO Diagnostic Bioprobes S.r.l. 

Sede legale e lab.: Via G.Carducci, 27 – 20099 Sesto S.Giovanni (MI) – Italia  
Tel. +39 02 27007161/6450 • Fax +39 02 44386771 • http://www.diapro.it • E-mail: info@diapro.it 

Capitale sociale €50.000,00 I.V. – P.IVA: 11924660159 – Reg. Imp. 11924660159 – REA 1509959 

Dia.Pro 

Diagnostic 

BioProbes 

srl 
  

 

EC DECLARATION OF CONFORMITY 
 

 

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L. 
VIA G. CARDUCCI N° 27 – 20099 SESTO SAN 

GIOVANNI (MILANO) – ITALY 

PRODUCT HSV1&2 IgG 
CODE: HSVG.CE (96 tests) 

CLASSIFICATION GENERAL IVD 

CONFORMITY ASSESSMENT ROUTE SELF CERTIFICATION 

  

 

WE HEREBY DECLARE THAT THE ABOVE MENTIONED PRODUCT MEETS 

THE PROVISIONS OF THE COUNCIL DIRECTIVE 98/79/EC  

FOR IN VITRO DIAGNOSTIC DEVICES. 

 

 

 

ISO CERTIFICATE UNE EN ISO 13485 N° 2013 11 0039 EN, 

RELEASED BY AEMPS (AGENCIA ESPAÑOLA 

DE MEDICAMENTOS Y PRODUCTOS 

SANITARIOS) 

 

 

PLACE & DATE OF FIRST ISSUE MILANO – MARCH 2004 

PLACE & DATE OF CURRENT 

ISSUE 

SESTO SAN GIOVANNI (MI) – MARCH 2019  

SIGNATURE 

Legal Representative 

Dr.ssa Fiorenza Scozzesi 

 

 

 

 

 

 

 

http://www.diapro.it/


 

 

Rev: 05/2018 
 

 
DIA.PRO Diagnostic Bioprobes S.r.l. 

Sede legale e lab.: Via G.Carducci, 27 – 20099 Sesto S.Giovanni (MI) – Italia  
Tel. +39 02 27007161/6450 • Fax +39 02 44386771 • http://www.diapro.it • E-mail: info@diapro.it 

Capitale sociale €50.000,00 I.V. – P.IVA: 11924660159 – Reg. Imp. 11924660159 – REA 1509959 

Dia.Pro 

Diagnostic 

BioProbes 

srl 
  

 

EC DECLARATION OF CONFORMITY 
 

 

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L. 
VIA G. CARDUCCI N° 27 – 20099 SESTO SAN 

GIOVANNI (MILANO) – ITALY 

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

CLASSIFICATION GENERAL IVD 

CONFORMITY ASSESSMENT ROUTE SELF CERTIFICATION 

  

 

WE HEREBY DECLARE THAT THE ABOVE MENTIONED PRODUCT MEETS 

THE PROVISIONS OF THE COUNCIL DIRECTIVE 98/79/EC  

FOR IN VITRO DIAGNOSTIC DEVICES. 

 

 

 

ISO CERTIFICATE UNE EN ISO 13485 N° 2013 11 0039 EN, 

RELEASED BY AEMPS (AGENCIA ESPAÑOLA 

DE MEDICAMENTOS Y PRODUCTOS 

SANITARIOS) 

 

 

PLACE & DATE OF FIRST ISSUE MILANO – OCTOBER 2004 

PLACE & DATE OF CURRENT 

ISSUE 

SESTO SAN GIOVANNI (MI) – MARCH 2019  

SIGNATURE 

Legal Representative 

Dr.ssa Fiorenza Scozzesi 

 

 

 

 

 

 

 

http://www.diapro.it/


 

 

Rev: 05/2018 
 

 
DIA.PRO Diagnostic Bioprobes S.r.l. 

Sede legale e lab.: Via G.Carducci, 27 – 20099 Sesto S.Giovanni (MI) – Italia  
Tel. +39 02 27007161/6450 • Fax +39 02 44386771 • http://www.diapro.it • E-mail: info@diapro.it 

Capitale sociale €50.000,00 I.V. – P.IVA: 11924660159 – Reg. Imp. 11924660159 – REA 1509959 

Dia.Pro 

Diagnostic 

BioProbes 

srl 
  

 

EC DECLARATION OF CONFORMITY 
 

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L. 
VIA G. CARDUCCI N° 27 – 20099 SESTO SAN 

GIOVANNI (MILANO) – ITALY 

PRODUCT TOXO IgG 

CODE: TOXOG.CE (96 tests) 

CLASSIFICATION ANNEX II – LIST B 

CONFORMITY ASSESSMENT ROUTE ANNEX IV 

   

 

WE HEREBY DECLARE THAT THE ABOVE MENTIONED 

PRODUCT MEETS THE PROVISIONS OF THE COUNCIL 

DIRECTIVE 98/79/EC  

FOR IN VITRO DIAGNOSTIC DEVICES. 
 

 

NOTIFIED BODY AEMPS – n° 0318 

(EC) CERTIFICATE(S)  FULL QUALITY ASSURANCE SYSTEM N° 

2004 05 0442 CT (in accordance with Annex  IV – 

except Section IV) of the Directive 98/79/EC), 

RELEASED BY EC NOTIFIED BODY N° 0318 

 UNI EN ISO 13485 N° 2013 11 0039 EN, 

RELEASED BY EC NOTIFIED BODY N° 0318 

 

 

PLACE & DATE OF FIRST ISSUE MILANO – MAY 2004 

PLACE & DATE OF CURRENT 

EMISSION 

SESTO SAN GIOVANNI (MI) – MAY 2018 

SIGNATURE 

Legal Representative 

Dr.ssa Fiorenza Scozzesi 

 

 

 

 

 

 

 

http://www.diapro.it/


 

 

Rev: 05/2018 
 

 
DIA.PRO Diagnostic Bioprobes S.r.l. 

Sede legale e lab.: Via G.Carducci, 27 – 20099 Sesto S.Giovanni (MI) – Italia  
Tel. +39 02 27007161/6450 • Fax +39 02 44386771 • http://www.diapro.it • E-mail: info@diapro.it 

Capitale sociale €50.000,00 I.V. – P.IVA: 11924660159 – Reg. Imp. 11924660159 – REA 1509959 

Dia.Pro 

Diagnostic 

BioProbes 

srl 
  

 

EC DECLARATION OF CONFORMITY 
 

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L. 
VIA G. CARDUCCI N° 27 – 20099 SESTO SAN 

GIOVANNI (MILANO) – ITALY 

PRODUCT TOXO IgM 

CODE: TOXOM.CE (96 tests) 

CLASSIFICATION ANNEX II – LIST B 

CONFORMITY ASSESSMENT ROUTE ANNEX IV 

   

 

WE HEREBY DECLARE THAT THE ABOVE MENTIONED 

PRODUCT MEETS THE PROVISIONS OF THE COUNCIL 

DIRECTIVE 98/79/EC  

FOR IN VITRO DIAGNOSTIC DEVICES. 
 

 

NOTIFIED BODY AEMPS – n° 0318 

(EC) CERTIFICATE(S)  FULL QUALITY ASSURANCE SYSTEM N° 

2004 05 0442 CT (in accordance with Annex  IV – 

except Section IV) of the Directive 98/79/EC), 

RELEASED BY EC NOTIFIED BODY N° 0318 

 UNI EN ISO 13485 N° 2013 11 0039 EN, 

RELEASED BY EC NOTIFIED BODY N° 0318 

 

 

PLACE & DATE OF FIRST ISSUE MILANO – MAY 2004 

PLACE & DATE OF CURRENT 

EMISSION 

SESTO SAN GIOVANNI (MI) – MAY 2018 

SIGNATURE 

Legal Representative 

Dr.ssa Fiorenza Scozzesi 

 

 

 

 

 

 

 

http://www.diapro.it/


        
 
 

 

 

 

 
 

  

 Certificate 
 

  
  

 Standard 
 ISO 9001:2015 

 

 Certificate Registr. No.  01 100 1810000 

 

 Certificate Holder: 
 

 EUROIMMUN 
Medizinische Labordiagnostika AG  
 

 Seekamp 31 
23560 Lübeck 
Germany  
 
 including the locations according to annex 
  

 

 Scope:  Design, development, manufacture, 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 in 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 2020-05-19 until 2023-05-18. 

 First certification 2018 

  

  

 2020-05-14   

 

  

  TÜV Rheinland Cert GmbH  
 Am Grauen Stein · 51105 Köln  

 

 

 

 

   
 

 

 www.tuv.com 
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 Annex to certificate  
 

  
 

 

 

 

 Standard 
 ISO 9001:2015  

 

 Certificate Registr. No.  01 100 1810000  

 

 

 www.tuv.com 
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    No.  Location  Scope 
  H 
/01 EUROIMMUN 

Medizinische Labordiagnostika AG 
Seekamp 31                                                                      
23560 Lübeck                                                                    
Germany 

Design, development, manufacture, 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 in humans and animals; trainings 
 

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

Design, 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 forin vitro diagnostics in 
humans and animals 
 

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

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

/04 EUROIMMUN 
Medizinische Labordiagnostika AG 
Am Sonnenberg 9                                                                 
23627 Groß Grönau                                                               
Germany 

Design, development and manufacture  
of immunofluorescence test systems,  
molecular diagnostic / genetic test systems,  
and test systems for the determination of 
infectious agents for in vitro diagnostics 
inhumans and animals 
 

/05 EUROIMMUN 
Medizinische Labordiagnostika AG 
Am Born 24                                                                      
23627 Groß Grönau                                                               
Germany 

Design and development of software  
for in vitro diagnostics for humans 
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 Annex to certificate  
 

  
 

 

 

 

 Standard 
 ISO 9001:2015  

 

 Certificate Registr. No.  01 100 1810000  

 

 

 www.tuv.com 
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/06 EUROIMMUN 
Medizinische Labordiagnostika AG 
Im Kreppel 1                                                                    
02747 Herrnhut                                                                  
Germany 

Manufacture of immunobiochemical test 
systems, immunofluorescence test systems, 
molecular diagnostic / genetic test systems and 
test systems for the determinationof infectious 
agents for in vitro diagnosticsin humans 
 

/07 EUROIMMUN 
Medizinische Labordiagnostika AG 
Am Pließnitztal 1                                                               
02748 Bernstadt                                                                 
Germany 
 

Manufacture of immunobiochemical test 
Systems, test systems for the determination  
of infectious agents and instruments for in vitro 
diagnostics for humans 

/08 EUROIMMUN 
Medizinische Labordiagnostika AG 
Schloßstr. 11                                                                   
91257 Pegnitz                                                                   
Germany 
 

Manufacture of immunofluorescence test 
systems, installation and service of  
instruments / software for in vitro diagnostics in 
humans, trainings 

/09 EUROIMMUN 
Medizinische Labordiagnostika AG 
Am Flugplatz 4                                                                  
23560 Lübeck                                                                    
Germany 

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 
 

/10 EUROIMMUN 
Medizinische Labordiagnostika AG 
Gewerbestr. 19                                                                  
23942 Dassow                                                                    
Germany 

Manufacture of sheet metal and other 
components for instruments for in vitro 
diagnostics in humans and animals 

 

 2020-05-14    

 

            TÜV Rheinland Cert GmbH 

Am Grauen Stein · 51105 Köln 

 
 

 

 

 



Certificate 
Certificate No.: 

Manufacturer: 

D-U-N-S No.: 

Certification criteria: 

Scope: 

MD 3313978-150 

EUROIMMUN 
Medizinische Labordiagnostika AG 

Seekamp 31 
23560 Lübeck 
Germany 

322209263 

ISO 13485:2016 

A 
" ® 

TUVRheinland 

Australia Therapeutic Goods (Medical Devices) Regulations, 2002, 
Schedule 3 Part 1 (excluding Part 1.6) - Full Quality Assurance 
Procedure 

Brazil RDC ANVISA n. 16/2013, RDC ANVISA n. 23/2012, RDC 
ANVISA n. 67/2009 

Canada Medical Devices Regulations - Part 1 - SOR 98/282 

Japan MHLW Ministerial Ordinance 169, Article 4 to Article 68, PMD 
Act 

United States 21 CFR 820, 21 CFR 803, 21 CFR 806, 21 CFR 807 -
Subparts A to D 

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

TUV Rheinland of North America, lnc. , an MDSAP recognized Auditing Organization, certifies that the 
quality management system of the Manufacturer has been audited against and found to conform the 
Certification criteria for the Scope contained in this certificate. The quality management system is 
subject to annual surveillance audit(s). 

Project No.: 

lssue Date: 

Effective Date: 

Expiry Date: 

3313978-150 

2020-05-14 

2020-05-19 

2023-05-18 

Certification officer: Dipl.-Ing . (FH) D. Wiedemuth 

TUV Rheinland of North America , lnc. 

The validity ofthe certificate can be verified by calling 1-888-743-4652. 

Page 1 of 5 TUV Rheinland of North America , lnc., 12 Commerce Road , Newtown, CT 06470, USA 
Tel: (925) 249-9123, Fax: (925) 249-9124 
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Certificate 
Certificate No.: 

Manufacturer: 

MD 3313978-150 

EUROIMMUN 

A 
„ ® 

TUVRheinland 

Medizinische Labordiagnostika AG 

Seekamp 31 
23560 Lübeck 
Germany 

No. Location 

/01 EUROIMMUN 
Medizinische Labordiagnostika AG 
Seekamp 31 
23560 Lübeck 
Germany 

D-U-N-S No.: 322209263 

/02 EUROIMMUN 
Medizinische Labordiagnostika AG 
Am Born 24 
23627 Groß Grönau 
Germany 

D-U-N-S No. : 313547785 

103 EUROIMMUN 
Medizinische Labordiagnostika AG 
Am Sonnenberg 9 
23627 Groß Grönau 
Germany 

D-U-N-S No.: 313547785 

Project No. : 

lssue Date: 

3313978-150 

2020-05-14 

2020-05-19 

2023-05-18 

Effective Date: 

Expiry Date: 

Scope 

Design , development and manufacture of 
immunobiochemical test systems, 
immunofluorescence test systems, molecular 
diagnostic I genetic test systems, test 
systems for the determination of infectious 
agents, and instruments I software for in vitro 
diagnostics 

Design and development of software for in 
vitro diagnostics 

Design , development and manufacture of 
immunofluorescence test systems, molecular 
diagnostic / genetic test systems and, test 
systems for the determination of infectious 
agents for in vitro diagnostics 

Certification officer: Dipl.-Ing. (FH) D. Wiedemuth 

TUV Rheinland of North America, lnc. 

The validity of the certificate can be verified by calling 1-888-743-4652. 

Page 2 of 5 TUV Rheinland of North America, lnc., 12 Commerce Road , Newtown , CT 06470, USA 
Tel: (925) 249-9123, Fax: (925) 249-9124 
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Certificate 
Certificate No.: 

Manufacturer: 

MD 3313978-150 

EUROIMMUN 

A 
„ ® 

TUVRheinland 

Medizinische Labordiagnostika AG 

104 

/05 

106 

Seekamp 31 
23560 Lübeck 
Germany 

EUROIMMUN 
Medizinische Labordiagnostika AG 
Am Pließnitztal 1 
027 48 Bernstadt 
Germany 

D-U-N-S No. : 313547786 

EUROIMMUN 
Medizinische Labordiagnostika AG 
Im Kreppel 1 
02747 Herrnhut 
Germany 

D-U-N-S No.: 342488345 

EUROIMMUN 
Medizinische Labordiagnostika AG 
Schloßstr. 11 
91257 Pegnitz 
Germany 

D-U-N-S No.: 342488344 

Project No.: 

lssue Date: 

3313978-150 

2020-05-14 

2020-05-19 

2023-05-18 

Effective Date: 

Expiry Date: 

Manufacture of immunobiochemical test 
systems, test systems for the determination 
of infectious agents and instruments for in 
vitro diagnostics 

Manufacture of immunobiochemical test 
systems, immunofluorescence test systems, 
molecular diagnostic / genetic test systems 
and test systems for the determination of 
infectious agents for in vitro diagnostics 

Manufacture of immunofluorescence test 
systems, installation and service of 
instruments / software for in vitro diagnostic 

Certification officer: Dipl.-Ing. (FH) D. Wiedemuth 

TUV Rheinland of North America, lnc. 

The validity ofthe certificate can be verified by calling 1-888-743-4652. 
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Certificate 
Certificate No.: 

Manufacturer: 

MD 3313978-150 

EUROIMMUN 

~ 
„ ® 

TUVRheinland 

Medizinische Labordiagnostika AG 

107 

108 

109 

Seekamp 31 
23560 Lübeck 
Germany 

EUROIMMUN 
Medizinische Labordiagnostika AG 
An der Trave 1 
23923 Selmsdorf 
Germany 

D-U-N-S No.: 313773638 

EUROIMMUN 
Medizinische Labordiagnostika AG 
Werkstr. 1 
23942 Dassow 
Germany 

D-U-N-S No.: 342488342 

EUROIMMUN 
Medizinische Labordiagnostika AG 
Gewerbestr. 19 
23942 Dassow 
Germany 

D-U-N-S No.: 342488342 

Project No.: 

lssue Date: 

3313978-150 

2020-05-14 

2020-05-19 

2023-05-18 

Effective Date: 

Expiry Date: 

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

Design, development, manufacture and sales 
of immunobiochemical test systems, 
immunofluorescence test systems, molecular 
diagnostic I genetic test systems, test 
systems for the determination of infectious 
agents and instruments / software for in vitro 
diagnostics 

Manufacture of sheet meta! and other 
components for instruments for in vitro 
diagnostics 

Certification officer: Dipl.-Ing. (FH) D. Wiedemuth 

TUV Rheinland of North America, lnc. 

The validity of the certificate can be verified by calling 1-888-7 43-4652. 
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Tel: (925) 249-9123, Fax: (925) 249-9124 
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Certificate 
Certificate No.: 

Manufacturer: 

MD 3313978-150 

EUROIMMUN 

A 
„ ® 

TUVRheinland 

Medizinische Labordiagnostika AG 

Seekamp 31 
23560 Lübeck 
Germany 

/10 EUROIMMUN 
Medizinische Labordiagnostika AG 
Am Flugplatz 4 
23560 Lübeck 
Germany 

D-U-N-S No.: 322209263 

Project No.: 

lssue Date: 

Effective Date: 

Expiry Date: 

3313978-150 

2020-05-14 

2020-05-19 

2023-05-18 

Installation, service and distribution of 
immunobiochemical test systems, 
immunofluorescence test systems, molecular 
diagnostic I genetic test systems, test 
systems for the determination of infectious 
agents, and instruments / software for in vitro 
diagnostics 

Certification officer: Dipl.-Ing . (FH) D. Wiedemuth 

TUV Rheinland of North America, lnc. 

The validity of the certificate can be verified by calling 1-888-7 43-4652. 

Page 5 of 5 TUV Rheinland of North America, lnc. , 12 Commerce Raad , Newtown , CT 06470, USA 
Tel : (925) 249-9123, Fax: (925) 249-9124 

10/020 h 04.08 ~ TUV, TUEV and TUV are reg1stered trademarks. Ut1hsat•on and appltea\Jon reQuires pnor approval 





A 
Certificate 

.. ® 
TUVRheinland 

Quality Management System 
EN ISO 13485:2016 

Registration No.: 

Organization: 

Scope: 

sx 1483000-1 

EUROIMMUN 
Medizinische Labordiagnostika AG 
Seekamp 31 
23560 Lübeck 
Germany 

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

The Certification Body of TÜV Rheinland LGA Products GmbH certifies that the organization has established and applies a 
quality management system for medical devices. 
Proof has been furnished that the requirements specified in the abovementioned standard are fulfilled . The quality 
management system is subject to yearly surveillance. 

Report No.: 

Effective date: 

Expiry date: 

lssue date: 

:--... 

(( DAk!~sche 
" Akkreditie rungsstelle 

D-ZM-14169-01-02 

3313978-90 

2020-05-19 

2023-05-18 

2020-05-14 

10/020 h 04.08 <II TUV, TUEV and TUV are reg1stered tradernarks . Ut1hsation and apphcati00 requ1res prior approva\ 

Dipl.-Ing. (FH) D. Wiedemuth 
TÜV Rheinland LGA Products GmbH 

Tillystraße 2 · 90431 Nürnberg · Germany 
1 / 4 



Certificate 
Quality Management System 
EN ISO 13485:2016 

Registration No.: sx 1483000-1 

Organization: EUROIMMUN 

~ 
„ ® 

TUVRheinland 

Medizin ische Labordiagnostika AG 
Seekamp 31 

No. 

/01 

102 

103 

Facility 

EUROIMMUN 

23560 Lübeck 
Germany 

Medizinische Labordiagnostika AG 
Seekamp 31 
23560 Lübeck 
Germany 

EUROIMMUN 
Medizinische Labordiagnostika AG 
Werkstr. 1 
23942 Dassow 
Germany 

EUROIMMUN 
Medizinische Labordiagnostika AG 
An der Trave 1 
23923 Selmsdorf 
Germany 

Report No. : 3313978-90 

2020-05-19 

2023-05-18 

2020-05-14 

Effective date: 

Expiry date: 

lssue date: 

/&~ (f DAkkS 
·~ // Deutsche 
~ Akkreditie ru ngsst elle 

D-ZM-14169-01·02 

10/020 h 04.08 ® TUV, TUEV and TUV cre reg1stered trademarks_ Ut1hsa11on and application requires prior approval 

Scope 

Design and development and manufacture of 
immunobiochemical test systems, 
immunofluorescence test systems, molecular 
diagnostic I genetic test systems, test 
systems for the determination of infectious 
agents, and instruments I software for 
instruments for in vitro diagnostics 

Design , development, manufacture and 
distribution of immunobiochemical test 
systems, immunofluorescence test systems, 
molecular diagnostic I genetic test systems, 
test systems for the determination of 
infectious agents and instruments I software 
for in vitro diagnostics 

Design , development, manufacture, service 
and distribution of immunofluorescence test 
systems, molecular diagnostic / genetic test 
systems, test systems for the determination 
of infectious agents and instruments I 
software for in vitro diagnostics 

Dipl.-Ing. (F ) D. Wiedemuth 
TÜV Rheinland LGA Products GmbH 

Tillystraße 2 · 90431 Nürnberg · Germany 
2/4 



Certificate 
Quality Management System 
EN 150 13485:2016 

Registration No.: sx 1483000-1 

Organization: EUROIMMUN 

~ 
„ ® 

TUVRheinland 

Medizinische Labordiagnostika AG 
Seekamp 31 
23560 Lübeck 
Germany 

104 EUROIMMUN Design, development and manufacture of 
Medizinische Labordiagnostika AG immunofluorescence test systems, molecular 
Am Sonnenberg 9 diagnostic I genetic test systems and, test 
23627 Groß Grönau systems for the determination of infectious 
Germany agents for in vitro diagnostics 

105 EUROIMMUN Design and development of software for in 
Medizinische Labordiagnostika AG vitro diagnostics 
Am Born 24 
23627 Groß Grönau 
Germany 

/06 EUROIMMUN Manufacture of immunobiochemical test 
Medizinische Labordiagnostika AG systems, immunofluorescence test systems, 
Im Kreppel 1 molecular diagnostic / genetic test systems 
02747 Herrnhut and test systems for the determination of 
Germany infectious agents for in vitro diagnostics 

107 EUROIMMUN Manufacture of immunobiochemical test 
Medizinische Labordiagnostika AG systems, test systems for the determination 
Am Pließnitztal 1 of infectious agents and instruments for in 
027 48 Bernstadt vitro diagnostics 
Germany 

Report No.: 3313978-90 

Effective date: 2020-05-19 

Expiry date: 2023-05-18 

lssue date: 2020-05-14 

~~ 

((?~~~"h' ~::;/ Akkreditierungsstelle 3 I 4 
D·ZM-14169-01-02 

10/020 h 04.08 ® TUV, TUEVand TUVare registered trademarks. Ut1l isat1on and appl1cat1on requi res p11or approval 



Certificate 
Quality Management System 
EN ISO 13485:2016 

Registration No. : sx 1483000-1 

Organization: EUROIMMUN 

A 
„ ® 

TUVRheinland 

Medizinische Labordiagnostika AG 
Seekamp 31 

108 

109 

/10 

23560 Lübeck 
Germany 

EUROIMMUN 
Medizinische Labordiagnostika AG 
Schießstr. 11 
91257 Pegnitz 
Germany 

EUROIMMUN 
Medizinische Labordiagnostika AG 
Am Flugplatz 4 
23560 Lübeck 
Germany 

EUROIMMUN 
Medizinische Labordiagnostika AG 
Gewerbestr. 19 
23942 Dassow 
Germany 

Report No. : 3313978-90 

Effective date: 2020-05-19 

Expiry date: 2023-05-18 

lssue date: 2020-05-14 

4-~ 
~ . DAkkS 

Deutsche 

Manufacture of immunofluorescence test 
systems, installation and service of 
instruments / software for in vitro diagnostic 

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 I software for in vitro 
diagnostics 

Manufacture of sheet metal and other 
components for instruments for in vitro 
diagnostics 

Akkreditierungsstelle 4 I 4 
D·ZM-14169-01-02 

10/020 h 04_08 <!I TUV. TUEV and TUV are reg1stered trademarks . Ut1l•sat1on and application requires pr ior approval 
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DECLARATION OF CONFORMITY FOR MATERIALS  
Hereby we declare that Nuova Aptaca Srl In Vitro Medical Diagnostic Devices (Directive 98/79/CE) and Medical Device 
(93/42/CE): 

 
1. During devices manufacturing no materials containing natural rubber, latex, synthetic rubber are used (except 

for Articles of latex). The statement is formulated on the basis of information and statements provided by the 
producers of the raw materials used. 

 
2. Devices are produced with materials that do not contain substances submitted to restrictions provided by 

10/2001/EU Regulation and respect the global and specific migration limits in accordance with the following 
conditions: 
- Simulant A ( distilled water) -40°C for 10 days  
- Simulant B ( acetic acid solution 3% p/v) – 40°C for 10 days  
- Simulant C ( Ethyl alcohol solution 10% v/v) - 40°C for 10 days 
- Simulant D1 (ethyl alcohol solution at 50% v/v) - 40°C for 10 days 
- Simulant D2 (Vegetable oil - Try substitute made with 95% ethyl alcohol as indicated by the Italian 

Ministerial Decree 34 of 21.03.1973) - 40°C for 10 days 
The global migration limit, together with all other specific restrictions which monomers and/or additives 
present in the material can be exposed to, are respected in the use conditions here above. Notes and/or 
simulant used for migration tests allow to fix the food or the group of food, admitted to the contact with food. 
The statement is formulated on the basis of analytical tests made by our qualified Laboratory and information 
and statements provided by the producers of the raw materials used 
 

3. Devices are produced with materials that satisfy the follow requirements: 
- Directive (UE) 2015/863 (substances use restriction – phthalates, sulphates) and following updates and 

changes 

- 1272/2008 Regulation ( labeling and use of dangerous substances) and following updates and changes 
- 10/2011 Regulation (specific migration limits) and following updates and changes 1895/2005/CE Rule 

(substances use restriction  for food contact) and following updates and changes 
- 2011/65/UE Directive (heavy metals, RoHS) and following updating and changes 
- 1895/2005/UE Regulation ( objects intended to come in contact with food) and following updates and 

changes 

 
The use in an industrial or commercial venue of the material indicated in this statement does not exclude the 
determination of its compliance with applicable rules of competence as well as the technological suitability for 
the purpose which it is intended by the user. 
 
 
Canelli, lì 21 May 2019 

Buono Duilio 

Quality and Regulatory Affairs Manager 



 

DICHIARAZIONE DI CONFORMITA’ DEI MATERIALI  
 

 

Con la presente si dichiara che i Dispositivi Medico Diagnostici in Vitro (Direttiva 98/79/CE e s.m.i.) e i Dispositivi Medici 

(93/42/CE e s.m.i.) della Nuova Aptaca Srl: 

 

1. sono stati prodotti utilizzando materiali che non contengono gomma naturale, latex, gomme sintetiche che 

contengono gomme naturali (ad esclusione degli articoli in lattice). L’affermazione è formulata sulla base delle 

informazioni e dichiarazioni fornite dai produttori delle materie prime utilizzate. 

 

2. sono realizzati con materiali che non contengono sostanze sottoposte a restrizioni secondo il Regolamento 

10/2011 (limiti di migrazione) e s.m.i. e rispettano i limiti di migrazione globale e specifica (ove applicabile) alle 

seguenti condizioni: 

- simulante A (acqua distillata) - 40°C per 10 giorni  

- simulante B (soluzione di acido acetico al 3% p/v) - 40°C per 10 giorni  

- simulante C (soluzione di alcool etilico al 10% v/v) - 40°C per 10 giorni  

- simulante D1 (soluzione di alcool etilico al 50% v/v) - 40°C per 10 giorni 

- simulante D2 (Olio vegetale - Prova sostitutiva effettuata con alcool etilico al 95% secondo quanto indicato dal 

DM 34 del 21.03.1973) - 40°C per 10 giorni 

Il limite di migrazione globale, unitamente alle altre restrizioni specifiche alle quali possono essere sottoposti i 

monomeri e/o gli additivi presenti nel materiale, sono rispettati nelle condizioni d’uso sopra menzionate. Le note 

e/o i simulanti impiegati per le prove di migrazione consentono di determinare il prodotto alimentare o il gruppo 

di prodotti alimentari, ammessi al contatto con alimenti. 

L’affermazione è supportata da prove analitiche da noi condotte presso Laboratori qualificati in accordo con il 

Regolamento citato e sulla base delle informazioni e dichiarazioni fornite dai produttori delle materie prime 

utilizzate. 

 

3. sono realizzati con materiali che soddisfano i seguenti dettati legislativi: 

- Direttiva Delegata (UE) 2015/863 (restrizione d’uso sostanze - ftalati, sulfati, ) e s.m.i. 

- Regolamento 1272/2008  (etichettatura e uso sostanze pericolose) e s.m.i. 

- Direttiva 2011/65/UE (metalli pesanti, RoHS) e s.m.i. 

- Regolamento 1895/2005/CE (restrizione d’uso sostanze per contatto con alimenti) e s.m.i. 

- Regolamento 10/2011 (limiti di migrazione) e s.m.i. 

 

L’utilizzazione in sede industriale o commerciale del materiale indicato nella presente dichiarazione non esclude 

l’accertamento della sua conformità alle norme vigenti di competenza nonché della idoneità tecnologica allo scopo 

cui è destinato da parte dell’utilizzatore. 

 

Canelli, lì 21.05.2019 

 

 
Buono Duilio 

Quality and Regulatory Manager 
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