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This is to certify that the Management System of:  

 Abbott Laboratories Diagnostics Division  

 

 100 Abbott Park Road, Abbott Park, IL, 60064, United States 
 

MDSAP Facility Identifier: 079226220 
 
 

has been audited by LRQA and found to conform to the following audit criteria: 

ISO 13485:2016 
 

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    

 

 Cliff Muckleroy - Area Operations Manager Americas  

Issued By: Lloyd's Register Quality Assurance, Inc.  
 

    

Certificate Approval Number: UQA 00000846 
Effective Date: 2018 October 13 

 

Original Approval:  
MDSAP/ ISO 13485 – 2017 December 7 

Expiry Date: 2021 October 12 
 

 

Certificate Issue Number: 10155325 
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Approval Number: MDSAP – 0015682 

 

 

 

The scope of this approval is applicable to: 
 
 

Design and Manufacture of In Vitro Diagnostic Medical Devices, used in the Screening of Blood Donor Units 
for Transmissible Diseases. Design and Manufacture of In Vitro Diagnostic Medical Devices used in the 

Diagnosis, Management and Detection of Cancer, Autoimmune Status, Cardiac Markers, Endocrine 
Disorders, and for Therapeutic Drug Monitoring. Design, Development, Manufacture, Refurbishment, 

Distribution, and Post-Market Customer Service and Support of In Vitro Diagnostic Medical Devices for 
Immunoassay and Clinical Chemistry Systems. Manufacture, Design / Development of In Vitro Diagnostic 

Products including Instruments, Reagents, and Accessories for Hematology. 
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Certificate Issue Number: 10155325 
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Location Activities  

 

  

100 Abbott Park Road, Abbott Park, IL, 60064, 

United States 

MDSAP 2017 

Design, Manufacture, Development, Installation, 
Service and Support of In Vitro Diagnostic 
Products including Test Kits, Reagents, 
Accessories and Instruments. 

 

 
 

 

  

Conway Park, 675 North Field Drive, Lake Forest, IL, 
60045, United States 

MDSAP Facility Identifier: 079226220-002 

MDSAP 2017 

Oversight of the Quality Management System for 
the Abbott Diagnostics Division Sites. 
 
 

 

 
 

K Complex - Distribution Center  

Route 41 & Martin Luther King Drive, North Chicago, 
IL, 60064, United States 

MDSAP Facility Identifier: 079226220-003 

MDSAP 2017 

Distribution of In Vitro Diagnostic Products 
including Test Kits, Reagents, Accessories and 
Instruments. 

 

 
 

 

  

 



  

Certificate of Approval 
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This is to certify that the Management System of:  

Abbott Laboratories Diagnostics Division  

 

100 Abbott Park Road, Abbott Park, IL, 60064, United States 

 

 

has been approved by LRQA to the following standards:  

 ISO 13485:2016  

 

   

 

 Cliff Muckleroy - Area Operations Manager Americas  

Issued by: Lloyd's Register Quality Assurance, Inc.  

for and on behalf of: Lloyd's Register Quality Assurance Limited  

 

This certificate is valid only in association with the certificate schedule bearing the same number on which the 
locations applicable to this approval are listed. 

    

Current issue date: 13 October 2018 

 

Original approval(s): 

Expiry date: 12 October 2021 ISO 13485 – 7 December 2017 

Certificate identity number: 10155326 

  

Approval number(s): ISO 13485 – 0015680  

 
 

 
 

The scope of this approval is applicable to: 

 

Design, Manufacture, Development, Installation, Service and Support of In Vitro Diagnostic Products including 
Test Kits, Reagents, Accessories and Instruments.  



 

Certificate Schedule 

Certificate identity number: 10155326 
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Location Activities  

 
  

100 Abbott Park Road, Abbott Park, IL, 60064, 
United States 

ISO 13485:2016 

Design, Manufacture, Development, Installation, 
Service and Support of In Vitro Diagnostic 
Products including Test Kits, Reagents, 
Accessories and Instruments. 

 

 
 

 

  

Conway Park, 675 North Field Drive, Lake Forest, 
IL, 60045, United States 

ISO 13485:2016 

Oversight of the Quality Management System for 
the Abbott Diagnostics Division Sites. 

 

 
 

 

K Complex - Distribution Center  

Route 41 & Martin Luther King Drive, North Chicago, 
IL, 60064, United States 

ISO 13485:2016 

Distribution of In Vitro Diagnostic Products 
including Test Kits, Reagents, Accessories and 
Instruments. 
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This is to certify that the Management System of:  

Abbott Laboratories Diagnostics Division  

 

 

100 Abbott Park Road, Abbott Park, IL, 60064, United States 

 
 

 

has been approved by LRQA to the following standards:  

 ISO 9001:2015  

 

 
 

 

 Cliff Muckleroy - Area Operations Manager Americas  

Issued by: Lloyd's Register Quality Assurance, Inc.  

for and on behalf of: Lloyd's Register Quality Assurance Limited  

 

This certificate is valid only in association with the certificate schedule bearing the same number on which the 
locations applicable to this approval are listed. 

    

Current issue date: 13 October 2018 

Expiry date: 12 October 2021 

Certificate identity number: 10155324 

 
 

Original approval(s): 

ISO 9001 – 3 December 2017 

 

 

 

Approval number(s): ISO 9001 – 0015681  

 

 

 
 

 

The scope of this approval is applicable to: 

 

Design, Manufacture, Development, Installation, Service and Support of In Vitro Diagnostic Products including 
Test Kits, Reagents, Accessories and Instruments.  

 



 

Certificate Schedule 

Certificate identity number: 10155324 
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Location Activities  

 

  

100 Abbott Park Road, Abbott Park, IL, 60064, 

United States 

ISO 9001:2015 

Design, Manufacture, Development, Installation, 
Service and Support of In Vitro Diagnostic 
Products including Test Kits, Reagents, 
Accessories and Instruments. 

 

 

 

 

  

Conway Park, 675 North Field Drive, Lake Forest, IL, 
60045, United States 

ISO 9001:2015 

Oversight of the Quality Management System for 
the Abbott Diagnostics Division Sites. 

 

 

 

 

K Complex - Distribution Center  

Route 41 & Martin Luther King Drive, North Chicago, 
IL, 60064, United States 

ISO 9001:2015 

Distribution of In Vitro Diagnostic Products 
including Test Kits, Reagents, Accessories and 
Instruments. 
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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 



 

 
 
 
 
 

- To whom it may concern - 
 

Canelli, 09.01.2017 
  
 
 

Object: REACH - Regulation (EC) n. 1907/2006 of the European Parliament and 
of the Council of 18 December 2006 

 
 
 
The Regulation(EC) n. 1907/2006 of the European Parliament and of the Council of 18 
December 2006 requires Registration, Evaluation, Authorization and restrictions of 
Chemicals manufacture, placing on the market or use of such substances on their own, in 
preparations or in articles and to the placing on the market of preparations into European 
Community. 
 
NUOVA APTACA srl declare that our product shall be exempted from Registration because 
we are “downstream users” and our product are made with “Substance” (polimer, monomer, 
additives, etc.) that the our Suppliers have been registered in accordance with the relevant 
provisions of the Regulation (EC) n. 1907/2006 of the European Parliament and of the 
Council of 18 December 2006. 
 
NUOVA APTACA srl declare that our product do not contain any substances included in the 
“Candidate list”  (The candidate list can be downloaded from the ECHA website: 
http://echa.europa.eu/chem_data/candidate_list_table_en.asp). 
 
 
Best Regards 
 
 
 
 
  

Duilio Buono 
Quality Assurance Manager 



 

 
 
 
 

 
- A chi di competenza -  

 
 
Canelli, 13.01.2016 

  
 
 

OGGETTO: Direttiva REACH - Regolamento (CE) n. 1907/2006 del Parlamento 
Europeo e del Consiglio del 18 dicembre 2006 

 
 
Il Regolamento (CE) n. 1907/2006 del Parlamento Europeo e del Consiglio del 18 dicembre 
2006, prevede la registrazione, la valutazione, l'autorizzazione e la restrizione delle 
sostanze chimiche prodotte o importante all’interno della Comunità Europea.  
 
Con la presente la NUOVA APTACA Srl. dichiara che i propri dispositivi sono esenti 
dall’obbligo di registrazione in quanto la NUOVA APTACA è un “utilizzatore a valle” e 
pertanto i dispositivi da noi realizzati sono prodotti con “sostanze” (polimeri, master, additivi, 
ecc.) già soggetti a registrazione dai ns. fornitori ai sensi del citato Regolamento. 
 
La NUOVA APTACA Srl dichiara inoltre che nei propri prodotti non sono presenti sostanze 
SVHC inserite nella “Candidate list”  (lista che può essere scaricata dal sito dell’ECHA: 
http://echa.europa.eu/chem_data/candidate_list_table_en.asp). 
 
 
Distinti saluti 
 
 
  
 
 
 
 
 
 

Duilio Buono 
Quality Assurance Manager 

















 

This is to certify that the quality management system of: 
Awareness Technology, Inc. 

Main Site: 1935 SW Martin Highway 

Palm City, Florida  34990 USA 

Additional site:  2325 SW Martin Highway, Palm City, Florida 34990 USA 

has been assessed by Intertek as conforming to the requirements of: 

ISO 13485:2016 

The quality management system is applicable to: 

 

The design, development, manufacture and service of IVDD General 

Laboratory Instruments.  

Additional site: Manufacturing, Quality Control, Shipping and Service. 

Certificate Number: 

9362-7 

Initial Certification Date: 

March 28, 2012 

Certificate Issue Date: 

March 27, 2018 

Certificate Expiry Date: 

March 27, 2021 

In the issuance of this certificate, Intertek assumes no liability to any party other than to the Client, and then only in accordance with the agreed upon Certification Agreement. This 

certificate’s validity is subject to the organization maintaining their system in accordance with Intertek’s requirements for systems certification. Validity may be confirmed via email at 

certificate.validation@intertek.com or by scanning the code to the right with a smartphone. The certificate remains the property of Intertek, to whom it must be returned upon 

request.  

 

Calin Moldovean 

President 

Intertek Testing Services NA Ltd.,  
1829, 32nd avenue, Lachine, QC, H8T 3J1, 
Canada 

 



 

 

EC DECLARATION OF CONFORMITY 
 
Lorne Laboratories Ltd declares that the following in vitro diagnostic reagent:  
 

Product name Catalogue number 

ASO Latex kit 031100A 

 
 
has been classified as non List A, non List B (Directive 98/79/EC, Annex II) 
and complies with the essential requirements and provisions of Directive 
98/79/EC of the European Parliament and of the Council (also SI 2002 
No.618 which transposes the requirements of Directive 98/79/EC). 
 
and is in conformity with the national standards transposing harmonised 
standards: 
 

 BS EN 980:2008 

 BS EN ISO 13485:2012 

 BS EN 13612:2002 

 BS EN 13640:2002 

 BS EN 13641:2002 

 BS EN ISO 14971:2012 

 BS EN ISO 18113, parts 1&2 
 
The conformity assessment procedure performed was in accordance with 
Annex III of Directive 98/79/EC. 
  
This declaration of conformity is issued under the sole responsibility of Lorne 
Laboratories Ltd and is valid from 13 April 2016. 
 
 

 
_______________ 
Eddy Velthuis 
Technical Director 



 

 

EC DECLARATION OF CONFORMITY 
 
Lorne Laboratories Ltd declares that the following in vitro diagnostic reagent:  
 

Product name Catalogue number 

RF Latex kit 830100A 

 
 
has been classified as non List A, non List B (Directive 98/79/EC, Annex II) 
and complies with the essential requirements and provisions of Directive 
98/79/EC of the European Parliament and of the Council (also SI 2002 
No.618 which transposes the requirements of Directive 98/79/EC). 
 
and is in conformity with the national standards transposing harmonised 
standards: 
 

 BS EN 980:2008 

 BS EN ISO 13485:2012 

 BS EN 13612:2002 

 BS EN 13640:2002 

 BS EN 13641:2002 

 BS EN ISO 14971:2012 

 BS EN ISO 18113, parts 1&2 
 
The conformity assessment procedure performed was in accordance with 
Annex III of Directive 98/79/EC. 
  
This declaration of conformity is issued under the sole responsibility of Lorne 
Laboratories Ltd and is valid from 13 April 2016. 
 
 

 
_______________ 
Eddy Velthuis 
Technical Director 



 

 

EC DECLARATION OF CONFORMITY 
 
Lorne Laboratories Ltd declares that the following in vitro diagnostic reagent:  
 

Product name Catalogue number 

CRP Latex kit 850100A 

 
 
has been classified as non List A, non List B (Directive 98/79/EC, Annex II) 
and complies with the essential requirements and provisions of Directive 
98/79/EC of the European Parliament and of the Council (also SI 2002 
No.618 which transposes the requirements of Directive 98/79/EC). 
 
and is in conformity with the national standards transposing harmonised 
standards: 
 

 BS EN 980:2008 

 BS EN ISO 13485:2012 

 BS EN 13612:2002 

 BS EN 13640:2002 

 BS EN 13641:2002 

 BS EN ISO 14971:2012 

 BS EN ISO 18113, parts 1&2 
 
The conformity assessment procedure performed was in accordance with 
Annex III of Directive 98/79/EC. 
  
This declaration of conformity is issued under the sole responsibility of Lorne 
Laboratories Ltd and is valid from 13 April 2016. 
 
 

 
_______________ 
Eddy Velthuis 
Technical Director 
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