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Registrar Status with 
Health Canada 

Standards 
(agai strar is nst which the regi

authorized by Health Canada to issue 
quality system certificates) 

Registrar Contact Information
Recognized 

under section 
32.1 of MDR 

 

Applicant 
under 

section 
32.1 of 

MDR, but 
certificates 
accepted 

by HC 

Ceased to 
be 

recognized 
under 

section 
32.5 of 
MDR 

Other 

CAN/CSA 
ISO 

13485:98 
& 

ISO 
13485:96 

CAN/CSA 
ISO 

13488:98 
& 

ISO 
13488:96 

CAN /CSA 
ISO 

13485:2003 
& 

ISO 
13485:2003 

AMTAC 
CERTIFICATION 
SERVICES LTD. 

Davy Avenue  
Knowlhill, Milton Keynes 
MK5 8NL  
United Kingdom 
 
Ph:   44 19 08 85 7750  
Fax:  44 19 08 85 7751 
E-mail: acsl@intertek.com 

 X    X X X
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http://www.intertek-acsl.com/
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Registrar Status with 
Health Canada 

Standards 
(against which the registrar is 

authorized by Health Canada to issue 
quality system certificates) 

Registrar Contact Information
Recognized 

under section 
32.1 of MDR 

 

Applicant 
under 

section 
32.1 of 

MDR, but 
certificates 
accepted 

by HC 

Ceased to 
be 

recognized 
under 

section 
32.5 of 
MDR 

Other 

CAN/CSA 
ISO 

13485:98 
& 

ISO 
13485:96 

CAN/CSA 
ISO 

13488:98 
& 

ISO 
13488:96 

CAN /CSA 
ISO 

13485:2003 
& 

ISO 
13485:2003 

BSI AMERICA, INC.  
 

12110 Sunset Hills Road  
Suite 200 
Reston, Virginia, 20190-3231 
USA 
 
Ph:  800 862-4977  (Canada & 
        USA only) 
        703 437-9000 
Fax: 703 437-9001 
E-mail: 
inquiry@bsiamericas.com 
Web Site: 
http://www.bsiamericas.com 

X    X X X

 
DQS GmbH 

August-Shanz-Strasse 21  
60433, Frankfurt am Main 
Germany 
 
Ph:  49 69 9 54 27 372  
Fax: 49 69 9 54 27 212 
E-mail: dqs.zentrale@dqs.de 
Web Site: http://www.dqs.de

X       X X X

http://www.bsiamericas.com/
http://www.dqs.de/
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Registrar Status with 
Health Canada 

Standards 
(against which the registrar is 

authorized by Health Canada to issue 
quality system certificates) 

Registrar Contact Information
Recognized 

under section 
32.1 of MDR 

 

Applicant 
under 

section 
32.1 of 

MDR, but 
certificates 
accepted 

by HC 

Ceased to 
be 

recognized 
under 

section 
32.5 of 
MDR 

Other 

CAN/CSA 
ISO 

13485:98 
& 

ISO 
13485:96 

CAN/CSA 
ISO 

13488:98 
& 

ISO 
13488:96 

CAN /CSA 
ISO 

13485:2003 
& 

ISO 
13485:2003 

LABORATOIRE 
NATIONAL D'ESSAIS, 

G-MED 
CERTIFICATION 

DIVISION 
 

1 rue Gaston Boissier  
75724  Paris CEDEX 15 
France 
 
Ph:   33 1 40 43 39 72  
Fax:  33 1 40 43 37 37 
E-mail:  
Web Site: www.gmed.fr

X    X X X 

INTERTEK TESTING 
SERVICES  

NORTH AMERICA LTD. 
(ITS) 

1829 32nd Avenue  
Lachine, Québec, H8T 3J1 
Canada   
 
Ph:  514 631-3100  
Fax: 514 631-1133  
E-mail: intertek-sc@intertek.com
Web Site: 
www.intertek-sc.com

X    X X X 

KEMA REGISTERED 
QUALITY, INC.  

4377 County Line Rd. 
Suite 202  
Chalfont, Pennsylvania, 18914 
USA  
 
Ph:  215 997-4519  
Fax: 215 997-3810  
E-mail: info@krqusa.com 
Web Site: www.krqusa.com

X    X X X 

http://www.gmed.fr/
http://www.intertek-sc.com/
http://www.krqusa.com/
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Registrar Status with 
Health Canada 

Standards 
(against which the registrar is 

authorized by Health Canada to issue 
quality system certificates) 

Registrar Contact Information
Recognized 

under section 
32.1 of MDR 

 

Applicant 
under 

section 
32.1 of 

MDR, but 
certificates 
accepted 

by HC 

Ceased to 
be 

recognized 
under 

section 
32.5 of 
MDR 

Other 

CAN/CSA 
ISO 

13485:98 
& 

ISO 
13485:96 

CAN/CSA 
ISO 

13488:98 
& 

ISO 
13488:96 

CAN /CSA 
ISO 

13485:2003 
& 

ISO 
13485:2003 

LGA INTERCERT 
GmbH 

Tillystrasse 2  
D-90431, Nuremberg  
Germany   
 
Ph:  49 911 6 55 41 61 
Fax: 49 911 6 55 41 70 
E-mail: intercert@lga.de 
Web Site:  
www.lga-intercert.com

X    X X X 

LLOYDS REGISTER 
QUALITY ASSURANCE  

(LRQA) 

1401 Enclave Parkway,  
Suite 200 
Houston, Texas, 77077 
USA 
 
Ph:  281 398-7370  
Fax: 281 398-7337 
E-mail: marketing-usa@lrqa.com
Web Site: 
http://www.lrqausa.com

X    X X X 

NATIONAL 
STANDARDS 

AUTHORITY OF 
IRELAND  

(NSAI) 

Glasnevin,  
Dublin 9 
Ireland  
 
Ph:   353 1 807 3800  
Fax:  353 1 807 3844 
E-mail: medical.devices@nsai.ie 
Web Site: www.nsai.ie

X       X X

http://www.lga-intercert.com/
http://www.lrqausa.com/
http://www.nsai.ie/
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Registrar Status with 
Health Canada 

Standards 
(against which the registrar is 

authorized by Health Canada to issue 
quality system certificates) 

Registrar Contact Information
Recognized 

under section 
32.1 of MDR 

 

Applicant 
under 

section 
32.1 of 

MDR, but 
certificates 
accepted 

by HC 

Ceased to 
be 

recognized 
under 

section 
32.5 of 
MDR 

Other 

CAN/CSA 
ISO 

13485:98 
& 

ISO 
13485:96 

CAN/CSA 
ISO 

13488:98 
& 

ISO 
13488:96 

CAN /CSA 
ISO 

13485:2003 
& 

ISO 
13485:2003 

ORION REGISTRAR, 
INC. 

7850 Vance Dr. 
Suite 210 
Arvada, Colorado, 8003-2128 
USA   
 
Ph:   800 446-0674  (Canada  
         & USA only) 
        303 456-6010              
Fax: 303 456-6681  
E-mail: info@orion4value.com 
Web Site: www.orion4value.com

X     X X 

Effective 
December 

10, 2004 and 
until further 

notice, 
registrar not 
authorized 

to issue 
13485:2003 
certificates  

QUALITY 
MANAGEMENT 

INSTITUTE 
(QMI) 

Sussex Complex 
90 Burnhamthorpe Road West 
Suite 300   
Mississauga, Ontario, L5B 3C3 
Canada 
 
Ph:  905 272-3920  
Fax: 905 272-3942  
E-mail: qmi@qmi.com 
Web Site: www.qmi.com

X       X X X

http://www.orion4value.com/
http://www.qmi.com/
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Registrar Status with 
Health Canada 

Standards 
(against which the registrar is 

authorized by Health Canada to issue 
quality system certificates) 

Registrar Contact Information
Recognized 

under section 
32.1 of MDR 

 

Applicant 
under 

section 
32.1 of 

MDR, but 
certificates 
accepted 

by HC 

Ceased to 
be 

recognized 
under 

section 
32.5 of 
MDR 

Other 

CAN/CSA 
ISO 

13485:98 
& 

ISO 
13485:96 

CAN/CSA 
ISO 

13488:98 
& 

ISO 
13488:96 

CAN /CSA 
ISO 

13485:2003 
& 

ISO 
13485:2003 

RWTUV SYSTEMS 
GmbH 

Langemarckstrasse 20 
D-45141, Essen 
Germany 
 
Ph:  49 201 825 3247 
Fax: 49 201 825 3243 
E-mail:medical@rwtuev.de 
Web Site: 
http://www.rwtuev.de

X       X X X

SGS SYSTEMS & 
SERVICES 

CERTIFICATION 
CANADA  

6275 Northam Drive, Unit 2 
Mississauga, Ontario, L4V 1Y8 
Canada 
 
Ph:  905 676-9595 
Fax: 905 676-9362 
E-mail: info@sgsna.com 
Web Site: www.sgs.ca

X       X X X

http://www.rwtuev.de/
http://www.sgs.ca/
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Registrar Status with 
Health Canada 

Standards 
(against which the registrar is 

authorized by Health Canada to issue 
quality system certificates) 

Registrar Contact Information
Recognized 

under section 
32.1 of MDR 

 

Applicant 
under 

section 
32.1 of 

MDR, but 
certificates 
accepted 

by HC 

Ceased to 
be 

recognized 
under 

section 
32.5 of 
MDR 

Other 

CAN/CSA 
ISO 

13485:98 
& 

ISO 
13485:96 

CAN/CSA 
ISO 

13488:98 
& 

ISO 
13488:96 

CAN /CSA 
ISO 

13485:2003 
& 

ISO 
13485:2003 

TUV AMERICA INC.  

5 Cherry Hill Drive  
Danvers, Massachusetts, 01923 
USA   
 
Ph:  800 888-0123 (Canada &  
        USA only) 
        978 739-7000  
Fax: 978 762-8414 
E-mail: info@tuvam.com
Web Site: 
http://www.tuvamerica.com  

X       X X X

TUV RHEINLAND OF 
NORTH AMERICA, 

INC. 
(TUVRNA) 

North American Headquarters 
12 Commerce Road  
Newtown, Connecticut, 06470 
USA 
   
Ph:  888 743-4652 (Canada &     
        USA only) 
        203 426-0888 
Fax: 203 426-4009 
E-mail: info@tuv.com 
Web Site: www.us.tuv.com

X       X X X

mailto:info@tuvam.com
http://www.tuvamerica.com/
http://www.us.tuv.com/
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Registrar Status with 
Health Canada 

Standards 
(against which the registrar is 

authorized by Health Canada to issue 
quality system certificates) 

Registrar Contact Information
Recognized 

under section 
32.1 of MDR 

 

Applicant 
under 

section 
32.1 of 

MDR, but 
certificates 
accepted 

by HC 

Ceased to 
be 

recognized 
under 

section 
32.5 of 
MDR 

Other 

CAN/CSA 
ISO 

13485:98 
& 

ISO 
13485:96 

CAN/CSA 
ISO 

13488:98 
& 

ISO 
13488:96 

CAN /CSA 
ISO 

13485:2003 
& 

ISO 
13485:2003 

UNDERWRITERS 
LABORATORIES, INC. 

(ULI) 

1285 Walt Whitman Road  
Melville, New York, 11747-3081 
USA 
 
Ph:  877 854-3577 (Canada &   
        USA only) 
        631 271-6200  
Fax: 631 271-8259 
E-mail: 
customerservice.mel@us.ul.com
Web Site: 
http://www.ul.com/medical

X       X X X

 

http://www.ul.com/medical

	Date of issue: December 13, 2004

