
 

 

 

0
8

6
0

C
M

_
0

3
_

IT
 

4265/5/A 
___________________ 

 

CERTIFICATO n. 
CERTIFICATE No. 

SI CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITÀ DI 
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY 

 

MEUS S.r.l. 
 

Unità Operative / Operative Units 

Via Leonardo Da Vinci, 24B-26-28 - Zona Industriale Tognana - 35028 Piove di Sacco (PD) - Italia 
Progettazione e produzione di kit diagnostici per l’analisi del sangue e dei liquidi biologici. Progettazione e 

produzione di terreni di coltura per microbiologia.  
Progettazione e produzione di stampi per articoli in plastica per laboratorio analisi. 

Via dell'Industria 2-16 - 35020 Arzergrande (PD) – Italia 
Progettazione e produzione di aghi e dispositivi sterili per il prelievo ematico. 

È CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD 
 

UNI CEI EN ISO 13485:2016 
 

Sistema di Gestione per la Qualità / Quality Management System 
 

PER LE SEGUENTI ATTIVITÀ / FOR THE FOLLOWING ACTIVITIES 
 

Progettazione e produzione di kit diagnostici per l’analisi del sangue e dei liquidi 
biologici. Progettazione e produzione di terreni di coltura per microbiologia. 

Progettazione e produzione di aghi e dispositivi sterili per il prelievo ematico. 
Progettazione e produzione di stampi per articoli in plastica per laboratorio analisi. 

 

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

production of moulds for plastic labware. 

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

 

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

 

Per informazioni puntuali e aggiornate circa eventuali variazioni intervenute nello stato della certificazione di cui al presente certificato, 
si prega di contattare il n° telefonico +39 02 725341 o indirizzo e-mail info@icim.it. 

For timely and updated information about any changes in the certification status referred to in this certificate, 
please contact the number +39 02 725341 or email address info@icim.it. 

 

DATA EMISSIONE EMISSIONE CORRENTE DATA DI SCADENZA 
FIRST ISSUE CURRENT ISSUE EXPIRING DATE 

 18/01/2007  18/01/2022 17/01/2025 
 

 

 

____________________________________________ 

Vincenzo Delacqua 
Rappresentante Direzione / Management Representative 

ICIM S.p.A. 
Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 

www.icim.it 

mailto:info@icim.it
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4265/5/B 
___________________ 

 

CERTIFICATO n. 
CERTIFICATE No. 

SI CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITÀ DI 
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY 

 

ROLL S.r.l.  
 

UNITÀ OPERATIVA / OPERATIVE UNIT 
 

Via Leonardo Da Vinci, 24A - Zona Industriale Tognana - 35028 Piove di Sacco (PD) 
Italia 

È CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD 
 

UNI CEI EN ISO 13485:2016 
 

Sistema di Gestione per la Qualità / Quality Management System 
 

PER LE SEGUENTI ATTIVITÀ / FOR THE FOLLOWING ACTIVITIES 
 

Progettazione e produzione di Holders (camicie) per prelievo sottovuoto.  
Progettazione e produzione di kit diagnostici per l’analisi del sangue e dei liquidi 
biologici. Stampaggio di materie termoplastiche ad iniezione per articoli medicali. 

 

Design and production of Holders for vacuum sampling.  
Design and production of diagnostic kits for blood and biological liquids  

analysis. Injection moulding of thermoplastic materials for medical devices. 

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

 

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

 

Per informazioni puntuali e aggiornate circa eventuali variazioni intervenute nello stato della certificazione di cui al presente certificato, 
si prega di contattare il n° telefonico +39 02 725341 o indirizzo e-mail info@icim.it. 

For timely and updated information about any changes in the certification status referred to in this certificate, 
please contact the number +39 02 725341 or email address info@icim.it. 

 

DATA EMISSIONE EMISSIONE CORRENTE DATA DI SCADENZA 
FIRST ISSUE CURRENT ISSUE EXPIRING DATE 

 18/01/2007  18/01/2022 17/01/2025 
 

 

 

____________________________________________ 

Vincenzo Delacqua 
Rappresentante Direzione / Management Representative 

ICIM S.p.A. 
Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 

www.icim.it 

mailto:info@icim.it
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4265/5/D 
___________________ 

 

CERTIFICATO n. 
CERTIFICATE No. 

SI CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITÀ DI 
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY 

 

VACUTEST KIMA S.r.l. 
 

Sede / Head office 
Via dell'Industria, 12 - 35020 Arzergrande (PD) – Italia 

Uffici direzionali e amministrativi 
Unità Operative / Operative Units 

Via dell'Industria, 12 - 35020 Arzergrande (PD) – Italia 
Progettazione e produzione di provette con vuoto predeterminato ad uso prelievo ematico, liquidi biologici e urine. 

Produzione di provette per microprelievi di sangue. Commercializzazione di prodotti del Gruppo: kit diagnostici, terreni 
di coltura per microbiologia, articoli in plastica per laboratorio analisi, provette con vuoto predeterminato e aghi sterili. 

Via Leonardo Da Vinci, 22 – 35028 Piove di Sacco (PD) 
Uffici commerciali e magazzino. 

È CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD 
 

UNI CEI EN ISO 13485:2016 
 

Sistema di Gestione per la Qualità / Quality Management System 
 

PER LE SEGUENTI ATTIVITÀ / FOR THE FOLLOWING ACTIVITIES 
 

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

Commercializzazione di prodotti del Gruppo: kit diagnostici, terreni di coltura per 
microbiologia, articoli in plastica per laboratorio analisi, provette con vuoto 

predeterminato e aghi sterili. 
 

Design and production of test tubes with predetermined vacuum for collection of 
haematological samples, biological liquids and urine samples. Production of test tubes 
for micro-collection of haematological samples. Trading of the products of the Group: 
diagnostic kits, culture media for microbiology, plastic disposable labware, test tubes 

with predetermined vacuum and sterile needles. 

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

 

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

 

Per informazioni puntuali e aggiornate circa eventuali variazioni intervenute nello stato della certificazione di cui al presente certificato, 
si prega di contattare il n° telefonico +39 02 725341 o indirizzo e-mail info@icim.it. 

For timely and updated information about any changes in the certification status referred to in this certificate, 
please contact the number +39 02 725341 or email address info@icim.it. 

 

DATA EMISSIONE EMISSIONE CORRENTE DATA DI SCADENZA 
FIRST ISSUE CURRENT ISSUE EXPIRING DATE 

 18/01/2007  18/01/2022 17/01/2025 
 

 

 

____________________________________________ 

Vincenzo Delacqua 
Rappresentante Direzione / Management Representative 

ICIM S.p.A. 
Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 

www.icim.it 

mailto:info@icim.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  
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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 



 
 

 Page 2 of 2 

 

    

 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 of Registration
QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016

This is to certify that: Helena Laboratories (UK) Ltd
trading as Helena Biosciences Europe
Queensway South
Team Valley Trading Estate
Gateshead
Tyne and Wear
NE11 0SD
United Kingdom

Holds Certificate Number: MD 69326
and operates a Quality Management System which complies with the requirements of ISO 13485:2016 & EN ISO
13485:2016 for the following scope:

The design, manufacture, supply, servicing and repair of in-vitro diagnostic devices, molecular
biology products, immunochemistry products and medical laboratory equipment and
consumables.

For and on behalf of BSI:
Gary E Slack, Senior Vice President - Medical Devices

Original Registration Date: 2002-10-25 Effective Date: 2021-04-14
Latest Revision Date: 2021-04-13 Expiry Date: 2024-04-13

Page: 1 of 2

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.

https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+69326&ReIssueDate=13%2f04%2f2021&Template=uk


Helena Laboratories (UK) Ltd
trading as Helena Biosciences Europe
Sunderland Enterprise Park
Colima Avenue
Sunderland
SR5 3XB
United Kingdom

The design, manufacture, supply, servicing and repair of
in-vitro diagnostic devices, molecular biology products,
immunochemistry products and medical laboratory equipment
and consumables.

Helena Laboratories (UK) Ltd
trading as Helena Biosciences Europe
Queensway South
Team Valley Trading Estate
Gateshead
Tyne and Wear
NE11 0SD
United Kingdom

The design, manufacture, supply, servicing and repair of
in-vitro diagnostic devices, molecular biology products,
immunochemistry products and medical laboratory equipment
and consumables.

Certificate No: MD 69326

Location Registered Activities

Original Registration Date: 2002-10-25 Effective Date: 2021-04-14
Latest Revision Date: 2021-04-13 Expiry Date: 2024-04-13

Page: 2 of 2
This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.

https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+69326&ReIssueDate=13%2f04%2f2021&Template=uk


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 

10/020 h 04.08 ® TUV. TUEV and TUV are reg istered trademarks . Ut1hsat1on and application requires prior approval 



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 

10/020 h 04.08 ® TÜV, TU EVand TUVare registered trademark:s. Utili sat1on and apphcation requires prior approval 



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. 

Page 3 of 5 TUV Rheinland of North America, lnc., 12 Commerce Road , Newtown, CT 06470, USA 
Tel: (925) 249-9123, Fax: (925) 249-9124 

10/020 h 04.08 ® TUV, TUEY and TUVare reg istered trademarl<s . Util isat1on and applica11on requ ires prior approval 



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. 

Page 4 of 5 TUV Rheinland of North America, lnc„ 12 Commerce Road, Newtown, CT 06470, USA 
Tel: (925) 249-9123, Fax: (925) 249-9124 

10/020 h 04.08 ® TUV, TUEV and TUV are registered trademarl::s . Ut lisat1on and apphcation requires prior appro11al 



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 
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Declaration of Conformity 

Page: 1 of 4 

 

DECLARATION OF CONFORMITY 

 

1) Manufacturer (Name, department): Monobind Inc. 

Address: 100 North Pointe, LAKE FOREST, CA 92630. UNITED STATES 

and  

 

2) European authorized representative:  CEpartner4U BV,  

Address: ESDOORNLAAN 13, 3951DB MAARN, THE NETHERLANDS; 
(on product labels printed as: 
CEpartner4U , ESDOORNLAAN 13, 3951DB MAARN, THE NETHERLANDS  Tel.: +31 (0)6 516 536 26;  
or as: CEpartner4U, 3951DB; 13. NL  tel: +31 (0)6 – 516.536.26) 

 

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

Immunoassay products;  

ELISA,  

CLIA,  

Control, 

Instruments                                                                                                 (see appendix) 

 

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

Document No. Title Edition / Date of issue 

L 331; 98/79/EC In-Vitro-Diagnostic Directive 1998-10-27 

 

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

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

 

Lake Forest, USA;2011-09-27 ------------------------------------------------------------ 

 Tony Shatola; QA Director, Monobind Inc. 

(Place & date of issue (yyyy-mm-dd)) (name, function and signature of manufacturer) 

 

 

Maarn, NL; 2011-09-27 ------------------------------------------------------------ 

 Olga Teirlinck; Consultant, CEpartner4U BV 

(Place & date of issue (yyyy-mm-dd)) (name; function and signature of authorized representative) 
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Appendix  

          Date: 2011-09-26 
 

Device types 
Item# 
ELISA 

Item#   
CLIA 

Item# 
Control 

Item# 
Instrument 

EDMS code 
Risk Class Certificate # First date of 

CE-marking 

Thyroid          

T3 – Triidothyronine 125-300 175-300   12.04.01.05.00 Low  2005-11-11 

fT3 – Free Triidothyronine 1325-300 1375-300   12.04.01.01.00 Low  2005-11-11 

T4 – Thyroxine 225-300 275-300   12.04.01.07.00 Low  2005-11-11 

fT4 – Free Thyroxine 1225-300 1275-300   12.04.01.02.00 Low  2005-11-11 

TSH – Thyrotropin 325-300 375-300   12.04.01.11.00 Low  2005-11-11 

Rapid TSH – Rapid Thyrotropin  6025-300 6075-300   12.04.01.11.00 Low  2010-06-29 

T3U – Triidothyronine Uptake 525-300 575-300   12.04.01.06.00 Low  2005-11-11 

TBG – Thyroxine-Binding Globulin 3525-300 3575-300   12.04.01.09.00 Low  2005-11-11 

Tg – Thyroglobulin 2225-300 2275-300   12.04.01.08.00 Low  2005-11-11 

T3, T4 & TSH – Triidothyronine, 
Thyroxine & Thyrotropin Combo 
(VAST) 

8025-300 8075-300 
  

12.04.01.01.00 Low 
 

2005-11-11 

T3 – Triidothyronine (SBS) 8125-300 8175-300   12.04.01.01.00 Low  2010-06-29 

T4- Thyroxine (SBS) 8225-300 8275-300   12.04.01.01.00 Low  2010-06-29 

fT3, fT4 & TSH – Free 
Triidothyronine, Free Thyroxine & 
Thyrotropin Combo (VAST) 

7025-300 7075-300 
  

12.04.01.01.00 Low 
 

2010-06-29 

Neonatal Thyroid & Genetics         

NTSH – Neonatal Thyrotropin 3425-300 3475-300   12.04.01.90.00 Low  2005-11-11 

NT4 – Neonatal Thyroxine 2625-300 2675-300   12.04.01.12.00 Low  2005-11-11 

N 17OHP – Neonatal 17 OH 
Progesterone 

5525-300  
  

12.05.01.07 Low 
 

2008-02-01 

Biotinidase 8825-300    12 07 02 90 00 Low  2011-09-26 

AutoImmune Thyroid         

 Anti-Tg – Anti-Thyroglobulin Antigen 1025-300 1075-300   12.10.03.04.00 Low  2005-11-11 

Anti-TPO – Anti-Thyroperoxidase 
Antigen 

1125-300 1175-300 
  

12.10.03.01.00 Low 
 

2005-11-11 

Fertility & Prenatal         

LH – Lutropin 625-300 675-300   12.05.01.05.00 Low  2005-11-11 

FSH – Follitropin 425-300 475-300   12.05.01.04.00 Low  2005-11-11 

PRL – Prolactin 725-300 775-300   12.05.01.08.00 Low  2005-11-11 

PRL – Prolactin Sequential 6025-300 6075-300   12.05.01.08.00 Low  2005-11-11 

hCG – Human Chorionic 
Gonadotropin 

825-300 875-300 
  

12.05.02.05.00 Low 
 

2005-11-11 

Rapid hCG – Rapid Human 
Chorionic Gonadotropin 

3325-300  
  

12.05.02.05.00 Low 
 

2005-11-11 

FSH, LH, hCG, sPRL Combo (VAST) 
8325-300 8375-300 

  
12.05.01.90.00 Low 

 
2006-08-24 

AFP, hCG, uE3 Combo (VAST) 8525-300 8575-300   12.05.01.90.00 Low  2010-06-29 

Steroid         

Cortisol 3625-300 3675-300   12.06.02.04.00 Low  2005-11-11 

DHEA-S – Dehydroepiandrosterone 
sulfate 

5125-300 5175-300 
  

12.05.01.02.00 Low 
 

2010-06-29 

DHEA  - Dehydroepiandrosterone 7425-300 7475-300   12.05.01.02.00 Low  2011-09-26 
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Device types 
Item# 
ELISA 

Item#   
CLIA 

Item# 
Control 

Item# 
Instrument 

EDMS code 
Risk Class Certificate # First date of 

CE-marking 

E2 – Estradiol 4925-300 4975-300   12.05.01.03.00 Low  2010-06-29 

uE3 – Estriol, Unconjugated 5025-300 5075-300   12.05.02.02.00 Low  2010-06-29 

Progesterone 4825-300 4875-300   12.05.01.06.00 Low  2010-06-29 

Testosterone 3725-300 3775-300   12.05.01.10.00 Low  2007-11-01 

Free Testosterone 5325-300 5375-300   12.05.01.10.00 Low  2010-06-29 

17OHP - 17-Hydroxyprogesterone 5225-300 5275-300   12.05.01.07.00 Low  2010-06-29 

17OHP - 17-Hydroxyprogesterone 
Ext. Range 

9925-300 9975-300 
  

12.05.01.07.00 Low 
 

2010-10-18 

Vitamin D3 – 25-Hydroxyvitamin D3 7725-300 7775-300   12.06.03.10.00 Low  2011-09-26 

Growth & Bone Metabolism         

hGH -  Human Growth Hormone 1725-300 1775-300   12.06.04.02.00 Low  2005-11-11 

PTH - Parathyroid Hormone 7825-300 7875-300   12.06.03.13.00 Low  2011-09-26 

Diabetes         

Insulin 2425-300 2475-300   12.06.01.03.00 Low  2005-11-11 

Insulin Rapid 5825-300    12.06.01.03.00 Low  2010-06-29 

C-peptide 2725-300 2775-300   12.06.01.01.00 Low  2005-11-11 

Insulin & C-peptide Combo (VAST) 7325-300 7375-300   12.06.01.03.00 Low  2005-11-11 

Cardiac Markers         

CKMB – Circulating Creatine Kinase 
(MB) 

2925-300 2975-300 
  

12.13.01.02.00 Low 
 

2005-11-11 

CTnl – Troponin I 3825-300 3875-300   12.13.01.07.00 Low  2005-11-11 

DIG – Digoxin 925-300 975-300   12.08.01.01.00 Low  2005-11-11 

HS-CRP – High Sensitivity C-
Reactive Protein 

3125-300 3175-300 
  

12.13.01.90.00 Low 
 

2005-11-11 

Myoglobin 3225-300 3275-300   12.13.01.05.00 Low  2005-11-11 

Infectious Diseases         

IgG – Anti/H. Pylori 1425-300 1475-300   15.01.04.03.00 Low  2005-11-11 

IgM – Anti/H. Pylori 1525-300 1575-300   15.01.04.03.00 Low  2005-11-11 

IgA – Anti/H. Pylori 1625-300 1675-300   15.01.04.03.00 Low  2005-11-11 

Cancer Markers         

AFP – Alpha-Fetoprotein 1925-300 1975-300   12.03.90.01.00 Low  2005-11-11 

CA 125 Ovarian Cancer Antigen 3025-300 3075-300   12.03.01.06.00 Low  2005-11-11 

CA 15-3 Breast Cancer Antigen 5625-300 5675-300   12.03.01.02.00 Low  2010-06-29 

CA  19-9 - Pancreatic Cancer 
Antigen 

3925-300 3975-300 
  

12.03.01.03.00 Low 
 

2005-11-11 

CEA – Carcinoembryonic Antigen 1825-300 1875-300   12.03.01.31.00 Low  2005-11-11 

CEA - Carcinoembryonic Antigen 
Next Generation 

4625-300 4675-300 
  

12.03.01.31.00 Low 
 

2010-06-29 

fβhCG – Free Beta Human Chorionic 
Gonadotropin 

2025-300 2075-300 
  

12.03.01.90.00 Low 
 

2005-11-11 

Allergy & Anemia         

Ferritin 2825-300 2875-300   12.07.01.02.00 Low  2005-11-11 

Folate 7525-300 7575-300   12.07.01.03.00 Low  2010-06-29 

IgE – Immunoglobulin E 2525-300 2575-300   12.02.01.02.00 Low  2005-11-11 

sTfR - Transferrin Soluble Receptor 8625-300 8675-300   12.07.01.06.00 Low  2010-06-29 

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

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

  AIT-101 
 

12.50.01.16.00 Low 
 

2010-06-29 

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

  FC-300 
 

12.50.01.16.00 Low 
 

2010-06-29 

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

  MC-300 

 

12.50.01.16.00 Low 

 

2010-06-29 

Thyroglobulin Control – Tri Level    TG-300  12.50.01.16.00 Low  2010-06-29 

H. Pylori IgG Control – Positive & 
Negative 

  
HPy-

IgG-300 
 

12.50.01.16.00 Low 
 

2010-06-29 

Miscellaneous Instruments         

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

   IN006 21.02.10.01 Low 
 

2010-06-29 

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

   IN001 21.02.10.01 Low 
 

2006-08-24 

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

   IN010 21.02.10.01 Low 
 

2011-09-26 

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

   IN005 21.02.10.01 Low 
 

2006-08-24 

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

   IN007 21.02.10.01 Low 
 

2010-06-29 

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

   IN004 21.02.10.01 Low 
 

2007-03-01 

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

   IN008 21.02.10.01 Low 
 

2011-09-26 

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

   IN003 21.02.10.01 Low 
 

2007-09-10 

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

   IN009 21.02.10.01 Low 
 

2011-09-26 

IC hardware + dedicated accessories + 
software – Mircoplate Washer 

   IN002 21.02.10.01 Low 
 

2010-06-29 
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Certificate of Registration 

of Quality Management System 

to I.S. EN ISO 13485:2016 
 

The National Standards Authority of Ireland certifies that: 

Monobind Inc.  

100 North Pointe Drive 

Lake Forest, CA 92630 

USA 

 

 

has been assessed and deemed to comply with the 
requirements of the above standard in respect of the scope of 
operations given below: 
 

The Design, Manufacture and Distribution of In-Vitro Diagnostic 

Medical Device Immunoassays and Related Reagents, Controls, and 

Semi-Manual and Automated Washers and Analyzers.   

Additional sites covered under this multi-site certification are listed on the 

Annex (File No. MD19.4585) 

 
 

Approved by: 
Geraldine Larkin 

Chief Executive Officer 

 
 
  

 

Approved by: 
Caroline Dore Geraghty 

Director of Medical Devices / 
Head of Notified Body 

 
 

 
 

Registration Number: MD19.4585 

Certification Granted: May 18, 2010 

Effective Date: September 25, 2019  

Expiry Date: September 24, 2022 

 
 

 

 

 
National Standards Authority of Ireland, 1 Swift Square, Northwood, Santry, Dublin 9, Ireland T +353 1 807 3800  
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Annex to Certificate Number: MD19.4585 

 
Scope of Registration: 
 

 

The Design, Manufacture and Distribution of In-Vitro Diagnostic 

Medical Device Immunoassays and Related Reagents, Controls, 
and Semi-Manual and Automated Washers and Analyzers.   

  

Activity  Location 

Headquarters, Administration, 

Design, Manufacturing, 
Distribution  

Monobind Inc. 

100 North Pointe Drive  
Lake Forest, CA 92630  

USA 
File No.: MD19.4585 

 
Manufacturing, Distribution  Monobind Inc. 

103 North Pointe Drive  
Lake Forest, CA 92630  

USA 

File No.: MD19.4585/A 
 

  

 
 

 
Verified by: 

Operations Manager 
 





siPin
EG-Konformitätserklärung

CE-Deciaration de Conformitö 1 EC-Declaration of Conformity

CE
Testreagenzien Anti-Salmonella 0, Vi

Ractifs de test Anti-Salmonella 0, Vi
Test Reagents Anti-Salmonella 0, Vi

Wir/Nous/We

sifin diagnostics gmbh
BerlinerAllee 317-321, 13088 Berlin, Germany
phone +49-30-700-1 44-0, fax +49-30-700-1 44-30, info@sifin.de, www.sifin.de

erklären in eigener Verantwortung, dass
dcIarons sous notre propre responsabiIit que 1 declare on our own responsibility that

die Medizinprodukte (1VD): Testreagenzien Anti-Salmonella 0, Vi
les dispositifs mdicaI (IVD) : Ractifs de test Anti-Salmonella 0, Vi
the medical devices (IVD): Test Reagents Anti-Salmonella 0, Vi

TRI2OI Anti-Salmonella Group B
TRI2O1-O1 Anti-Salmonella Group B
TR1202 Anti-Salmonella Group C
TR1203 Anti-Salmonella Group D
TR1203—O1 Anti-Salmonella Group D
TR1204 Anti-Salmonella Group E
TRI 301 Anti-Salmonella 0:2
TRI 302 Anti-Salmonella 0:4
TR1302-O1 Anti-Salmonella 0:4
TR1303 Anti-Salmonella 0:5
TR1303-O1 Anti-Salmonella 0:5
TR1304 Anti-Salmonella O:6i
TR1305 Anti-Salmonella 0:7
TR1306 Anti-Salmonella 0:8
TRI 307 Anti-Salmonella 0:9
TR1307-O1 Anti-Salmonella 0:9
TR1308 Anti-Salmonella 0:10
TR1323 Anti-Salmonella 0:11
TRI 325 Anti-Salmonella 0:13
TRI 309 Anti-Salmonella 0:14
TRI 310 Anti-Salmonella 0:15
TRI 328 Anti-Sa!monella 0:16
TR1 329 Anti-Salmonella 0:17
TS1 330 Anti-Salmonella 0:18
TRI3II Anti-Salmonella 0:19
TR1 312 Anti-Salmonella 0:20
TRI 331 Anti-Salmonella 0:21
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EG-Konformitätserklärung

CE-Deciaration de Conformitö 1 EC-Declaration of Conformity

CE
Testreagenzien Anti-Salmonella 0, Vi

Ractifs de test Anti-Salmonella 0, Vi
Test Reagents Anti-Salmonella 0, Vi

TS1332 Anti-Salmonella 0:22
TR1335 Anti-Salmonella 0:25
TR1313 Anti-Salmonella 0:27
TR1 336 Anti-Salmonella 0:28
TR1339 Anti-Salmonella 0:30
TR1314 Anti-Salmonella 0:34
TR1341 Anti-Salmonella 0:35
TR1344 Anti-Salmonella 0:38
TRI 345 Anti-Salmonella 0:39
TR1346 Anti-Salmonella 0:40
TR1347 Anti-Salmonella 0:41
TR1348 Anti-Salmonella 0:42
TR1349 Anti-Salmonella 0:43
TR1350 Anti-Salmonella 0:44
TR1351 Anti-Salmonella 0:45
TR1315 Anti-Salmonella 0:46
TRI 353 Anti-Salmonella 0:47
TR1354 Anti-Salmonella 0:48
TR1355 Anti-Salmonella 0:50
TR1356 Anti-Salmonella 0:51
TR1357 Anti-Salmonella 0:52
TR1358 Anti-Salmonella 0:53
TR1359 Anti-Salmonella 0:54
TRI 360 Anti-Salmonella 0:55
TR1361 Anti-Salmonella 0:56
TR1362 Anti-Salmonella 0:57
TRI 363 Anti-Salmonella 0:58
TR1364 Anti-Salmonella 0:59
TR1365 Anti-Salmonella 0:60
TRI 366 Anti-Salmonella 0:61
TR1367 Anti-Salmonella 0:62
TR1368 Anti-Salmonella 0:63
TR1369 Anti-Salmonella 0:65
TR1370 Anti-Salmonella 0:66
TR1371 Anti-Salmonella 0:67
TRI 316 Anti-Salmonella Vi

Sonstige Produkte
Autres dispositifs/Other devices

allen Anforderungen der Richtlinie 98/79/EG entsprechen.
remplirent toutes les exigences de la Directive 98/79/EG qui le concernait.
meet all the provisions of the Directive 98/79/EG which apply to it.
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sifin
EG-Konformitätserklärung

CE-Deciaration de Conformite 1 EC-Declaration of Conformity

CE
Testreagenzien Anti-Salmonella 0, Vi

Ractifs de test Anti-Salmonella 0, Vi
Test Reagents Anti-Salmonella 0, Vi

Angewandte harmonisierte Normen: DIN EN ISO 13485:2016,
Normes nationales appliqus: DIN EN 13612:2002,
Applied national standards: DIN EN 1 3641 :2002,

DIN EN ISO 14971 :2013,
DIN EN ISO 15223-1 :201 7,
DIN EN ISO 18113-1:2013,
DIN EN ISO 18113-2:2013,
DIN EN ISO 23640:2015

Konformitätsbewertungsverfahren: Anhang III
Procdure d‘valuation de la conformit: Annexe III
Conformity assessment procedure: Annex III

Gültig bis: 2022-05-25
Valable jusqu‘au:
Valid until:

Berlin, 23.10.2021

Dr. Kathrin Landgbe
Sicherheitsbeauftragte für Medizinprodukte
Agent de scurit / Safety Officer
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EG-Konformitätserklärung

CE-Deciaration de Conformitä 1 EC-Declaration of Conformity

CE
Testreagenzien Anti-Salmonella H

Ractifs pour tests Anti-Salmonella H
Test Reagents Anti-Salmonella H

Wir/Nous/We

sifin diagnostics gmbh
Berliner Allee 31 7-321 ‚ 13088 Berlin, Germany
phone +49-30-700-1 44-0, fax +49-30-700-1 44-30, info@sifin.de, www.sifin.de

erklären in eigener Verantwortung, dass
dclarons sous notre propre responsabilit que 1 declare on our own responsibility that

die Medizinprodukte (IVD): Testreagenzien Anti-Salmonella H
les dispositifs mdical (IVD) : Ractifs pour tests Anti-Salmonella H
the medical devices (IVD): Test Reagents Anti-Salmonella H

TRI4OI Anti-Salmonella H:a
TR1402 Anti-Salmonella H:b
TR1403 Anti-Salmonella H:c
TR1404 Anti-Salmonella H:d
TR1405 Anti-Salmonella H:E
TR1405-O1 Anti-Salmonella H:E
TR1407 Anti-Salmonella H:f
TR1406 Anti-Salmonella H:g
TR1406-O1 Anti-Salmonella H:g
TR1408 Anti-Salmonella H:g,m
TR1408-O1 Anti-Salmonella H:g,m
TR1409 Anti-Salmonella H:h
TRI41O Anti-Salmonella H:i
TRI41O-O1 Anti-Salmonella H:i
TRI4I1 Anti-Salmonella H:k
TR1412 Anti-Salmonella H:L
TR1412-O1 Anti-Salmonella H:L
TS1413 Anti-Salmonella H:m
TR1438 Anti-Salmonella H:n
TSI 41 4 Anti-Salmonella H:p
TS1415 Anti-Salmonella H:q
TR1416 Anti-Salmonella H:r
TS1417 Anti-Salmonella H:s
TS1418 Anti-Salmonella H:t
TS1419 Anti-Salmonella H:u
TS1420 Anti-Salmonella H:v
TS1421 Anti-Salmonella H:w
TS1422 Anti-Salmonella H:x
TR1423 Anti-Salmonella H:y

1/3



siPin
EG-Konformitätserklärung

CE-Deciaration de Conformite 1 EC-Declaration of Conformity

CE
Testreagenzien Anti-Salmonella H

Ractifs pour tests Anti-Salmonella H
Test Reagents Anti-Salmonella H

TR1424 Anti-Salmonella H:z
TS1425 Anti-Salmonella H:z4,z23
TS1426 Anti-Salmonella H:z6
TR1427 Anti-Salmonella H:zio
TS1428 Anti-Salmonella H:z15
TR1440 Anti-Salmonella H:z23
TS1429 Anti-Salmonella H:z24
TS1449 Anti-Salmonella H:z28

TS1430 Anti-Salmonella H:z29
TS1431 Anti-Salmonella H:z32
TR1445 Anti-Salmonella H:z35
TR1447 Anti-Salmonella H:z38
TR1448 Anti-Salmonella H:z41
TR1437 Anti-Salmonella H:1
TR1437-O1 Anti-Salmonella H:1
TR1433 Anti-Salmonella H:2
TR1433-O1 Anti-Salmonella H:2
TS1434 Anti-Salmonella H:5
TR1435 Anti-Salmonella H:6
TS1436 Anti-Salmonella H:7

Sonstige Produkte
Autres dispositifs/Other devices

allen Anforderungen der Richtlinie 98/79/EG entsprechen.
remplirent toutes les exigences de la Directive 98/79/EG qui le concernait.
meet all the provisions of the Directive 98/79/EG which apply to it.

Angewandte harmonisierte Normen: DIN EN 150 13485:2016,
Normes nationales appIiqus: DIN EN 13612:2002,
Applied national standards: DIN EN 1 3641 :2002,

DIN EN 150 14971 :2013,
DIN EN ISO 15223-1 :201 7,
DIN EN ISO 18113-1:2013,
DIN EN ISO 18113-2:2013,
DIN EN ISO 23640:2015

Konformitätsbewertungsverfahren: Anhang III
Procdure d‘vaIuation de la conformit: Annexe III
Conformity assessment procedure: Annex III

2/3
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EG-Konformitätserklärung

CE-Deciaration de Conformite 1 EC-Declaration of Conformity

CE
Testreagenzien Anti-Salmonella H

Ractifs pour tests Anti-Salmonella H
Test Reagents Anti-Salmonella H

Gültig bis: 2022-05-25
Valable jusqu‘au:
Valid until:

Berlin, 23.10.2021

Dr. Kathrin LandgVebe
Sicherheitsbeauftragte für Medizinprodukte
Agent de scurit / Safety Officer

3/3



ÒÈÌÎËÎÂÀß ÏÐÎÁÀ ÀÃÀÒ
ÈÍÑÒÐÓÊÖÈß

ïî ïðèìåíåíèþ íàáîðà ðåàêòèâîâ äëÿ òèìîëîâîé ïðîáû

ÍÀÇÍÀ×ÅÍÈÅ
Íàáîð ïðåäíàçíà÷åí äëÿ îïðåäåëåíèÿ óñòîé÷èâîñòè áåëêîâ â ñûâîðîòêå è

ïëàçìå êðîâè ïðè äèàãíîñòèêå çàáîëåâàíèé ïå÷åíè â êëèíèêî-äèàãíîñòè÷åñêèõ
è áèîõèìè÷åñêèõ ëàáîðàòîðèÿõ.

Íàáîð ðàññ÷èòàí íà ïðîâåäåíèå 500 îïðåäåëåíèé ïðè ðàñõîäå 3,0 ìë ðà-
áî÷åãî ðàñòâîðà íà îäèí àíàëèç. 

ÏÐÈÍÖÈÏ ÌÅÒÎÄÀ
Ñûâîðîòî÷íûå áåòà-ãëîáóëèíû, ãàììà-ãëîáóëèíû è ëèïîïðîòåèíû îñàæäàþò-

ñÿ òèìîëîì â òðèñ-ìàëåàòíîì áóôåðå ïðè ðÍ 7,55. Èíòåíñèâíîñòü ïîìóòíå-
íèÿ, êîòîðàÿ çàâèñèò îò êîëè÷åñòâà è âçàèìíîãî ñîîòíîøåíèÿ îòäåëüíûõ áåë-
êîâûõ ôðàêöèé, èçìåðÿåòñÿ òóðáîäèìåòðè÷åñêè ïðè äëèíå âîëíû 650
(630–690) íì.

Ðåçóëüòàòû èçìåðåíèé âûðàæàþòñÿ â åäèíèöàõ ïîìóòíåíèÿ ïî Shank-
Hoagland (åä. S-H). Êàëèáðîâêà îñóùåñòâëÿåòñÿ ïî ñóñïåíçèè ñóëüôàòà áàðèÿ.

ÑÎÑÒÀÂ ÍÀÁÎÐÀ
1. Êîíöåíòðàò ðàñòâîðà òèìîëà (â òðèñ-ìàëåàòíîì áóôåðå), 11 ìë –

3 ôëàêîíà;
2. Ðàñòâîð ñåðíîé êèñëîòû (2,5 ìîëü/ë), 10 ìë – 1 ôëàêîí;
3. Ðàñòâîð õëîðèäà áàðèÿ (48 ììîëü/ë), 5 ìë – 1 ôëàêîí.

ÀÍÀËÈÒÈ×ÅÑÊÈÅ ÕÀÐÀÊÒÅÐÈÑÒÈÊÈ ÍÀÁÎÐÀ
Äèàïàçîí èçìåðåíèé – äî 20 åä. S-H.
×óâñòâèòåëüíîñòü îïðåäåëåíèÿ – íå áîëåå 2 åä. S-H.
Âîñïðîèçâîäèìîñòü: êîýôôèöèåíò âàðèàöèè íå áîëåå 10%.
Íîðìàëüíûå âåëè÷èíû: 0–4 åä. S-H.
Ïàòîëîãèÿ: ñâûøå 5 åä. S-H.
Ðåêîìåíäóåòñÿ â êàæäîé ëàáîðàòîðèè óòî÷íèòü äèàïàçîí íîðìàëüíûõ âåëè-

÷èí ó îáñëåäóåìîãî êîíòèíãåíòà.

ÌÅÐÛ ÏÐÅÄÎÑÒÎÐÎÆÍÎÑÒÈ ÏÐÈ ÐÀÁÎÒÅ Ñ ÍÀÁÎÐÎÌ
Ïðè ðàáîòå ñ äàííûì íàáîðîì íåîáõîäèìî ñîáëþäàòü ïðàâèëà òåõíèêè

áåçîïàñíîñòè, ðåêîìåíäóåìûå ïðè ðàáîòå ñ êðîâüþ â ñîîòâåòñòâèè ñ
«Èíñòðóêöèåé ïî ìåðàì ïðîôèëàêòèêè ðàñïðîñòðàíåíèÿ èíôåêöèîííûõ
çàáîëåâàíèé ïðè ðàáîòå â êëèíèêî-äèàãíîñòè÷åñêèõ ëàáîðàòîðèÿõ ëå÷åáíûõ è

Òèìîëîâûé ðåàêòèâ èñïîëüçîâàòü ïðè òåìïåðàòóðå íå íèæå +18° Ñ. 
Äëÿ ïðèãîòîâëåíèÿ òèìîëîâîãî ðåàêòèâà è äëÿ ïðîâåäåíèÿ ïðîáû íåîáõî-

äèìî èñïîëüçîâàòü ÷èñòóþ ïîñóäó áåç ñëåäîâ ñèíòåòè÷åñêèõ ìîþùèõ ñðåäñòâ,
òàê êàê îíè  ïðåïÿòñòâóþò ðàçâèòèþ ïðåöèïèòàòà.

Ïðè ïîëó÷åíèè çíà÷åíèé èíòåíñèâíîñòè ïîìóòíåíèÿ âûøå 20 åäèíèö
S-H, àíàëèçèðóåìûé îáðàçåö íåîáõîäèìî ðàçâåñòè 9 ã/ë ðàñòâîðîì  õëî-
ðèäà íàòðèÿ â ñîîòíîøåíèè 1:1, ïîâòîðèòü àíàëèç è ïîëó÷åííûé ðåçóëü-
òàò óìíîæèòü íà 2.

Åñëè èñïîëüçóåòñÿ ëèïåìè÷åñêàÿ (èçíà÷àëüíî ìóòíàÿ) ñûâîðîòêà, òî â êà-
÷åñòâå êîíòðîëüíîé (õîëîñòîé) èñïîëüçóþò ïðîáó, ñîäåðæàùóþ 0,05 ìë ñûâî-
ðîòêè è 3 ìë 9 ã/ë ðàñòâîðà õëîðèäà íàòðèÿ.

Ïî âîïðîñàì, êàñàþùèìñÿ ïðèîáðåòåíèÿ íàáîðîâ è èõ êà÷åñòâà, ïðî-
ñèì îáðàùàòüñÿ ïî àäðåñó: 105173, ã. Ìîñêâà, óë. Çàïàäíàÿ, ä. 2, ñòð. 1,
ÎÎÎ «Àãàò–Ìåä». Òåëåôîí äëÿ ñïðàâîê: (495) 777-41-92.

Èíñòðóêöèÿ ñîñòàâëåíà: ê.á.í. È.Â. Ñìèðíîâûì – çàâ. ëàáîðàòîðèåé ÃÍÖ
ÐÀÌÍ, ê.õ.í. Ã.Í. Êîëüöîâîé – ñò. íàó÷í. ñîòðóäíèêîì ÃÍÖ ÐÀÌÍ, Â.Â. Ãëà-
äóíîì  – ãëàâíûì òåõíîëîãîì ÎÎÎ «Àãàò-Ìåä».

105173, Ìîñêâà, óë. Çàïàäíàÿ,
ä. 2, ñòð. 1, ÎÎÎ «Àãàò-Ìåä».

Òåë.: (495) 777-41-92.
Ôàêñ: (495) 741-25-19.

www.agat.ru  agat@agat.ru 



Ñîäåðæèìîå ïðîáèðîê òùàòåëüíî ïåðåìåøàòü è èíêóáèðîâàòü â òå÷åíèå
30 ìèíóò ïðè êîìíàòíîé òåìïåðàòóðå (+18–25° Ñ). Íåïîñðåäñòâåííî ïåðåä èç-
ìåðåíèåì ñîäåðæèìîå ïðîáèðîê åùå ðàç ïåðåìåøàòü è èçìåðèòü âåëè÷èíû
îïòè÷åñêîé ïëîòíîñòè ïðîáû ïðè äëèíå âîëíû 650 (630–690) íì â êþâåòå ñ
òîëùèíîé ïîãëîùàþùåãî ñâåò ñëîÿ 10 èëè 5 ìì ïðîòèâ õîëîñòîé ïðîáû (ðà-
áî÷åãî ðàñòâîðà ñåðíîé êèñëîòû 0,1 ìîëü/ë).

ÓÑËÎÂÈß ÕÐÀÍÅÍÈß È ÝÊÑÏËÓÀÒÀÖÈÈ ÍÀÁÎÐÀ
Íàáîð äîëæåí õðàíèòüñÿ â óïàêîâêå ïðåäïðèÿòèÿ-èçãîòîâèòåëÿ ïðè òåìïå-

ðàòóðå +2–8° Ñ â òå÷åíèå âñåãî ñðîêà ãîäíîñòè. Äîïóñêàåòñÿ õðàíåíèå  íà-
áîðîâ  ïðè òåìïåðàòóðå äî +25° Ñ íå áîëåå 5 ñóòîê. 

Ñðîê ãîäíîñòè íàáîðà – 2 ãîäà.
Òèìîëîâûé ðåàêòèâ ìîæíî õðàíèòü ïðè êîìíàòíîé òåìïåðàòóðå (+18–25° Ñ)

â ïëîòíî óêóïîðåííîì âèäå íå áîëåå 2 ìåñÿöåâ. Ïðèãîòîâëåííûé ðàáî÷èé ðàñ-
òâîð ñåðíîé êèñëîòû 0,1 ìîëü/ë è Ðàñòâîð õëîðèäà áàðèÿ (48 ììîëü/ë) ïîñëå
âñêðûòèÿ ôëàêîíà ìîæíî õðàíèòü ïðè êîìíàòíîé òåìïåðàòóðå (+18–25° Ñ) â
ïëîòíî óêóïîðåííîì âèäå íå áîëåå 6 ìåñÿöåâ. Êàëèáðîâî÷íàÿ ñóñïåíçèÿ ñóëü-
ôàòà áàðèÿ õðàíåíèþ íå ïîäëåæèò.

ïðîôèëàêòè÷åñêèõ ó÷ðåæäåíèé», óòâåðæäåííîé Ìèíçäðàâîì ÑÑÑÐ îò
17.01.91 ã., è «Ïðàâèëà óñòðîéñòâà, òåõíèêè áåçîïàñíîñòè, ïðîèçâîäñòâåííîé
ñàíèòàðèè, ïðîòèâîýïèäåìè÷åñêîãî ðåæèìà è ëè÷íîé ãèãèåíû ïðè ðàáîòå â
ëàáîðàòîðèÿõ (îòäåëåíèÿõ, îòäåëàõ) ñàíèòàðíî-ýïèäåìèîëîãè÷åñêèõ ó÷ðåæäåíèé
ñèñòåìû Ìèíèñòåðñòâà çäðàâîîõðàíåíèÿ ÑÑÑÐ». 

Ïðè ðàáîòå ñ íàáîðîì ñëåäóåò íàäåâàòü îäíîðàçîâûå ðåçèíîâûå èëè ïëà-
ñòèêîâûå ïåð÷àòêè, òàê êàê îáðàçöû êðîâè ÷åëîâåêà ñëåäóåò ðàññìàòðèâàòü
êàê ïîòåíöèàëüíî èíôèöèðîâàííûå, ñïîñîáíûå äëèòåëüíîå âðåìÿ ñîõðàíÿòü
èëè ïåðåäàâàòü ÂÈ×, âèðóñ ãåïàòèòà  èëè ëþáîé äðóãîé âîçáóäèòåëü âèðóñíîé
èíôåêöèè.

Ðàñòâîð ñåðíîé êèñëîòû ñîäåðæèò ñåðíóþ êèñëîòó – åäêîå âåùåñòâî. Ïðè
ïðèãîòîâëåíèè ðàáî÷åãî ðàñòâîðà ñåðíîé êèñëîòû 0,1 ìîëü/ë  ñëåäóåò íàäå-
âàòü îäíîðàçîâûå ðåçèíîâûå èëè ïëàñòèêîâûå ïåð÷àòêè. Â ñëó÷àå ïîïàäàíèÿ
ðàñòâîðà íà êîæó è ñëèçèñòûå íåîáõîäèìî íåìåäëåííî ïðîìûòü ïîðàæåííîå
ìåñòî áîëüøèì êîëè÷åñòâîì ïðîòî÷íîé âîäû. Ïèïåòèðîâàíèå per os êàòåãîðè-
÷åñêè çàïðåùàåòñÿ. Ïðè ïîïàäàíèè âíóòðü ñëåäóåò íåìåäëåííî âûïèòü 0,5 ë
òåïëîé âîäû è âûçâàòü ðâîòó. 

Ðàñòâîð õëîðèäà áàðèÿ (48 ììîëü/ë) ñîäåðæèò ÿäîâèòîå âåùåñòâî – õëîðèä
áàðèÿ, íî åãî êîíöåíòðàöèÿ íèçêàÿ, ïîýòîìó ðåàãåíò íå ñ÷èòàþò ÿäîâèòûì.
Âñå îñòàëüíûå êîìïîíåíòû íàáîðà â èñïîëüçóåìûõ êîíöåíòðàöèÿõ ÿâëÿþòñÿ
íåòîêñè÷íûìè.

ÎÁÎÐÓÄÎÂÀÍÈÅ È ÐÅÀÃÅÍÒÛ
– Cïåêòðîôîòîìåòð, äëèíà âîëíû 630 íì, èëè ôîòîýëåêòðîêîëîðèìåòð, äëè-

íà âîëíû 620–660 íì (êðàñíûé ñâåòîôèëüòð), êþâåòà ñ òîëùèíîé ïîãëîùàþ-
ùåãî ñâåò ñëîÿ 10 èëè 5 ìì;

– ïèïåòêè, ïîçâîëÿþùèå îòáèðàòü îáúåìû æèäêîñòè 1,50; 3,0; 4,5; 6,0
è 10,0 ìë;

– êîëáû ìåðíûå âìåñòèìîñòüþ 50, 250 è 500 ìë;
– ïðîáèðêè  âìåñòèìîñòüþ 10 ìë;
– ñåêóíäîìåð;
– âîäà äèñòèëëèðîâàííàÿ;
– ïåð÷àòêè ðåçèíîâûå èëè ïëàñòèêîâûå.

ÀÍÀËÈÇÈÐÓÅÌÛÅ ÎÁÐÀÇÖÛ
Íåãåìîëèçèðîâàííàÿ ñûâîðîòêà èëè ïëàçìà êðîâè.

ÏÎÄÃÎÒÎÂÊÀ ÐÅÀÃÅÍÒÎÂ ÄËß ÀÍÀËÈÇÀ
Òèìîëîâûé ðåàêòèâ. Â ìåðíóþ êîëáó âìåñòèìîñòüþ 500 ìë íàëèòü îêîëî

450 ìë äèñòèëëèðîâàííîé âîäû è, ïðè ïîñòîÿííîì ïåðåìåøèâàíèè, ïèïåòêîé
ïîñòåïåííî ïðèëèòü 10 ìë êîíöåíòðàòà ðàñòâîðà òèìîëà. Íîñèê ïèïåòêè äîë-
æåí áûòü ïîãðóæåí â âîäó â êîëáå. Ðàñòâîð äîâåñòè äèñòèëëèðîâàííîé âîäîé
äî ìåòêè è ïåðåìåøèâàòü åùå 10 ìèíóò äî ïîëíîãî ðàñòâîðåíèÿ.

Ðàáî÷èé ðàñòâîð ñåðíîé êèñëîòû 0,1 ìîëü/ë. Â ìåðíóþ êîëáó âìåñòèìî-
ñòüþ 250 ìë êîëè÷åñòâåííî ïåðåíåñòè ñîäåðæèìîå ôëàêîíà ñ ðàñòâîðîì ñåð-
íîé êèñëîòû (2,5 ìîëü/ë), äîëèòü îõëàæäåííîé äî +8° Ñ äèñòèëëèðîâàííîé âî-
äîé äî ìåòêè è ïåðåìåøèâàòü.

Êàëèáðîâî÷íàÿ ñóñïåíçèÿ ñóëüôàòà áàðèÿ. Â ìåðíóþ êîëáó âìåñòèìîñ-
òüþ 50 ìë ïèïåòêîé âíåñòè 1,5 ìë ðàñòâîðà õëîðèäà áàðèÿ (48 ììîëü/ë) è äî-
âåñòè äî ìåòêè ðàáî÷èì ðàñòâîðîì ñåðíîé êèñëîòû (0,1 ìîëü/ë), îõëàæäåííûì
òî÷íî äî +10° Ñ. Ñîäåðæèìîå êîëáû òùàòåëüíî ïåðåìåøàòü. Êàëèáðîâî÷íóþ
ñóñïåíçèþ ñóëüôàòà áàðèÿ ãîòîâèòü ïåðåä óïîòðåáëåíèåì.

ÏÐÎÂÅÄÅÍÈÅ ÀÍÀËÈÇÀ
Â ïðîáèðêó âíåñòè 3 ìë òèìîëîâîãî ðåàêòèâà, ïðèëèòü 0,05 ìë ñûâîðîòêè

(ïëàçìû), òùàòåëüíî ïåðåìåøàòü è èíêóáèðîâàòü â òå÷åíèå 30 ìèíóò ïðè êîì-
íàòíîé òåìïåðàòóðå (+18–25° Ñ). Íåïîñðåäñòâåííî ïåðåä èçìåðåíèåì ñîäåðæè-
ìîå ïðîáèðêè åùå ðàç ïåðåìåøàòü è èçìåðèòü âåëè÷èíó îïòè÷åñêîé ïëîòíîñòè
ïðîáû ïðè äëèíå âîëíû 650 (630–690) íì â êþâåòå ñ òîëùèíîé ïîãëîùàþùåãî
ñâåò ñëîÿ 10 èëè 5 ìì ïðîòèâ õîëîñòîé ïðîáû (òèìîëîâîãî ðåàêòèâà).

Âåëè÷èíó èíòåíñèâíîñòè ïîìóòíåíèÿ îïðåäåëèòü ïî êàëèáðîâî÷íîìó ãðàôèêó.

ÏÎÑÒÐÎÅÍÈÅ ÊÀËÈÁÐÎÂÎ×ÍÎÃÎ ÃÐÀÔÈÊÀ
Äëÿ ïîñòðîåíèÿ êàëèáðîâî÷íîãî ãðàôèêà âíåñòè â ïðîáèðêè ðàñòâîð ñåðíîé

êèñëîòû è êàëèáðîâî÷íóþ ñóñïåíçèþ ñóëüôàòà áàðèÿ â êîëè÷åñòâàõ, óêàçàí-
íûõ â òàáëèöå 1. 

Òàáëèöà 1
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