
For evaluating against Canadian requirements, the European CADI sha estebish
the conclusions oif the exemaination and submht to Health Canada en abbreviaied
supportlng report and certificats of compiance which includes such conclusions.
Based on these documents, anmd withut any fLwdho re-aasessinem. Hiath Canada
wîi accept the certification as evidence of compliance writh the proinarket
requirements of the Canadien Medical Devices Regulations.

Each Party sha make aliible to the other Party, upon reasoned request, any
Information which hms been reviewed as Pari Of the eussment of a mellcai
devica for the purpoae of iasuing certificates of compliance.

Eacii Party reaevea the rîght et an thrne, le question Information with respect to
the designation procesa or the performance of conforiy assesaments agait the
requirements of ins regulaory regihne. Furthurmore, eacti Party reservas the right
to conduct k.s own conformity sesaments for rossons identified 10 the othar
Party. Justification for aucti action shaUl be b.aed on documented evidenca and
notification la to b. provlded In advance to the other Pary. Recours. 10 this action
shouid b. an exception.

7.2. Proceduras for Deaignhtion of CAB

The procedures to be folbowe by the Oeulpating Au&thlties of eacti Party in
dssignatig CADs shail repect the critaria laid down ini the othar Party's
rsgulations or guideNines (non-binding guidance la provided in Attachinent V).
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