
Certificate of Registration
QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

This is to certify that: Nasiff Associates, Inc
841-1 County Route 37
Central Square
New York
13036
USA

Holds Certificate Number: FM 668712
and operates a Quality Management System which complies with the requirements of ISO 13485:2016 for the
following scope:

The design, manufacture, service and distribution of PC ECG, Holter and NIBP Systems.

For and on behalf of BSI:
Graeme Tunbridge, Senior Vice President Medical Devices

Original Registration Date: 2017-05-11 Effective Date: 2023-05-11
Latest Revision Date: 2023-05-08 Expiry Date: 2026-05-10

Page: 1 of 1

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

Issuing Body: BSI Group The Netherlands B.V., John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands
BSI Group The Netherlands B.V. is registered in The Netherlands under number 33264284 | A Member of the BSI Group Holdings B.V.
Contact Office: 12950 Worldgate Drive, Suite 800, Herndon, VA 20170-6007 USA.

https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=FM+668712&ReIssueDate=08%2f05%2f2023&Template=uk


Certificate of Registration
QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

This is to certify that: Nasiff Associates, Inc
841-1 County Route 37
Central Square
New York
13036
USA

Holds Certificate No: MDSAP 723513

Facility ID Number: F005197

The company listed on this certificate has been audited to and found to conform with ISO 13485:2016 including the
following country specific requirements:
  
Canada: Medical Devices Regulations - Part 1 - SOR 98/282
USA: 21 CFR 820, 21 CFR 803, 21 CFR 806, 21 CFR 807 - Subparts A to D
  

 
The design, manufacture, service and distribution of PC ECG, Holter and NIBP Systems

For and on behalf of BSI:
Graeme Tunbridge, Senior Vice President Medical Devices

Original Registration Date: 2020-11-09 Effective Date: 2023-05-11 Expiry Date: 2026-05-10

Page: 1 of 1

This certificate remains the property of BSI and shall be returned immediately upon request.
An electronic certificate can be authenticated online. Printed copies can be validated at www.bsigroup.com/ClientDirectory
To be read in conjunction with the scope above or the attached appendix.

Americas Headquarters: BSI Group America Inc., 12950 Worldgate Drive, Suite 800, Herndon, VA 20170-6007 USA
A Member of the BSI Group of Companies.

https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MDSAP+723513&ReIssueDate=11%2f05%2f2023&Template=inc
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 Nasiff Associates, Inc. 

841-1 County Route 37 
Central Square, NY 13036   USA 
tel: 315.676.2346 
fax: 315.676.4711 
toll: 866.627.4332 
 

www.nasiff.com 

                                         DECLARATION OF CONFORMITY 
 

Name and Address of Product Owner:  
Roger E. Nasiff, PhD 
Nasiff Associates, Inc. 
841-1 County Route 37 
Central Square, NY 13036  USA 

 

We hereby declare that the below mentioned devices have been classified according to the 
classification rules and conform to the Essential Principles for Safety and Performance as laid out 
in the Health Products (Medical Devices) Regulations. 
 
Manufacturing Site:  
Nasiff Associates, Inc. 
841-1 County Route 37 
Central Square, NY 13036  USA 
 
Medical Device(s):  
(CC-ECG1)   CardioCard Resting ECG System 
(CC-ECG1-M)   CardioCard Resting Mobile ECG System 
(CC-ECG1-W)   CardioCard Resting Wi-Fi ECG System 
(CC-ECG1-BT)  CardioCard Resting Bluetooth ECG System  
(CC-STRESS)   CardioCard Stress Testing ECG System  
(CC-STRESS-BT)  CardioCard Stress Testing Bluetooth ECG System  
(CC-SUITE)   CardioCard Suite ECG System (Resting, Stress and Holter)  
(CC-HOLTER)   CardioCard Holter Monitor ECG System  
(CC-HOLTER B12)   CardioCard 12-Holter Monitor ECG System 
(HR-VX3P)   CardioCard Holter Plus Recorder  
(HR-B12)   CardioCard 12-Holter Recorder  
(CC-NIBPECG-R) CardioCard Resting BP System 
(CC-NIBPECG-S) CardioCard Stress BP System 
 
Risk Classification:  
Regulatory Class: II (two) 
 
Quality Management System Certificate: 
FDA 510K, FDA USA, ISO13485, FM 668712, MDSAP 723513, Health Canada 
 
This declaration of conformity valid from July 1, 2018 thru May 5, 2026
 
Signature: 
 
___________________________     01.03.2023  
 

Roger E. Nasiff, PhD  
Owner and President      
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Annual Registration Successful

Facility:
NASIFF ASSOC., INC., CENTRAL SQUARE,
New York, UNITED STATES

You have successfully updated your registration and listing information for 2023.

Your registration will be valid through  Dec 31, 2023.

Be sure to print this page for your records.

The next registration renewal period is October 1 - December 31, 2023.

Registering your facility and listing devices does not, in any way, constitute FDA approval of your facility or devices.

You may contact the FDA with any questions at reglist@cdrh.fda.gov.

The Owner/Operator Number for this Registration is: 9001556.

Facility Information

Owner/Operator Information

 
  Help  (./help/index.html)

DRLM Home (mainMenu.htm)

  Facility

  Products Listing

Registration Number:
1319390

Initial Importer:
N

Facility Name:
NASIFF ASSOC., INC.

Legal Name:

Address:
841-1 COUNTY ROUTE 37, 
CENTRAL SQUARE,
New York,
13036, UNITED STATES

DUNS Number:

Foreign Trade Zone:
N

Facility URL:

Other Business Trade Name(s):

Establishment located on a campus:

javascript:window.print();
https://www.access.fda.gov/drlm/help/index.html
https://www.access.fda.gov/drlm/mainMenu.htm
dell1
Rectangle
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Official Correspondent Information

Device Listings

Listing
Number

Premarket
Submission
Number

Premarket
Submission
Type

Product
Code(s)

Device Name(s) Activities

E597835 K920020 DPS Electrocardiograph Manufacturer
Contract
Manufacturer

D005958 K972795 DXN System, measurement,
blood-pressure, non-
invasive

Manufacturer

Owner/Operator Number:
9001556

Contact Name:
ROGER E NASIFF

Company:
NASIFF ASSOC., INC.

Address: 841-1 COUNTY ROUTE 37, --

Central Square,
NEW YORK,
13036,
UNITED STATES

Telephone:
315
-
6762346

Fax:
-

E-mail: nasales@nasiff.com

DUNS Number:

Contact Name:
ROGER E NASIFF

Company:
NASIFF ASSOC., INC.

Address: 841-1 COUNTY ROUTE 37, --

Central Square,
NEW YORK, 13036,
UNITED STATES

Telephone:
315 - 6762346

Fax:
-

E-mail: nasales@nasiff.com

DUNS Number:
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D005971 K960544 DRT MONITOR, CARDIAC
(INCL.
CARDIOTACHOMETER
& RATE ALARM)

Manufacturer

Date of Initial Registration: 1990-08-20 09:42:26.0
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