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LR1197

®

CERTIFICATE OF COMPLIANCE

(ISO TYPE 3 CERTIFICATION SYSTEM)
Issued to Orion Concepts Inc.

Address 2-451 Enfield Road
Burlington, ON L7T 2X5
Canada

Project Number LR1197-1R5

Product LED Laryngoscope Handle; LED Handle for
Sigmoidoscope/Anoscope Illuminators

Model Numbers GS-MED-A-XX, GS-STU-A-NU and GS-PEN-A-XX, where XX may be
either NA or EU or NU or blank or Other and represents different
mechanical hook/latch configurations only; Model GS-LEI-X-A-HP,
where X may be S or blank or other

Ratings 3.0Vdc, internally powered

Applicable Standards CAN/CSA C22.2 No. 60601-1:14: Medical electrical equipment —
Part 1: General requirements for basic safety and essential
performance (Third Edition, dated March 2014)
AAMI ES60601-1: Medical electrical equipment - Part 1: General
requirements for basic safety and essential performance -
Consolidated reprint C1: 2009; Incorporates Amendment 2: 2010
and Amendment1:2012.

Factory/Manufacturing Location Same as Applicant

Statement of Compliance: The product(s) identified in this Certificate and described in the Report covered
under the above referenced project number have been investigated and found to be in compliance with the
relevant requirements of the above referenced standard(s). As such, they are eligible to bear the QPS
Certification Mark shown below, in accordance with the provisions of QPS’s Service Agreement.

CERTIFIED
ELECTRICAL SAFETY

Issued By: Scott Airdrie

Signature: ‘-L#t'Ef‘;ié&Jw; Date: December 17, 2021
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