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ACCREDITATION

North American Accreditation Body

Accreditation Certificate

Here with confirms that
Certification Body: Alliance Registrar and Inspection Services Inc.

Corp Office: 21 Burke Brooke PI. Suite 115, Toronto, Ontario, M4G, OA2, Canada

Has fulfilled the requirements of ISO/IEC 17021:2015 & IAF MD9 [Application of ISO/IEC 17021 in
the Field of Medical Device Quality Management Systems (ISO 13485)] and relevant normative
documents and is competent to certify:
Management System according to:

» Medical Device Quality Management System ISO 13485:2016
Within the scope of accreditation mentioned in the annex.
Registration No: NAAB1402QMD

Initial Accreditation Date and Place: March 17, 2014 - ON, Canada

Current Accreditation Date and Place: March 17, 2023- ON, Canada

Expiry Date: March 16, 2026
Validity of Accreditation Certificate depends on continuity of compliance with the relevant
requirements and obtaining the approval based on the annual surveillance assessment.

Scope of supplier products, processes, and services for which the registrar is authorized to issue
registration under this accreditation as attached.

Jim Moran

ST

NAAB President

www.naabaccredit.com
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ACCREDITATION

North American Accreditation Body

Accreditation Certificate

Scope of Accreditation

No. Code Description

01
(A11) | NON ACTIVE MEDICAL DEVICES

02
(A12) | ACTIVE MEDICAL DEVICES-NON IMPLANTABLE

03
(A1:3) | ACTIVE IMPLANTABLE MEDICAL DEVICES

04 | (A14)
05

IN VITRO DIAGNOSTIC MEDICAL DEVICES(IVD)
(A.1.5) STRELIZATION METHODS FOR MEDICAL DEVICES

06

(A.1.6) DEVICES INCORPORATING/UTILIZING SPECIFIC SUBSTANCES/TECHNOLOGIES

Scope Categories are bored classifications which may include business activities which a registrar's
qualifications have not been demonstrated. The registrar is expected to make this clear to its own personnel
and to potential Customers, and to accept application for registration only for which the registrar has the
qualifications.

Note: Accredited CBs shall be had qualified auditors or they shall put the related client in NAAB's witness process.
This certificate is valid for below offices of Alliance Registrar and Inspection Services Inc.:

Regional Offices
North America
Europa
East Asia
West Asia- Middle East

Jim Moran

J/

NAAB President

www.naabaccredit.com
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