
1. PURPOSE

1.1. This Mutuel Recognitîon Agreement (MRA) Annox On confoimity assOiament und

compliance cariflcton perniflg to modical daies bas bain developed by the

Europan CommunitY und canada t anhncaf bterai madi dOvica regai.to<y

cooparation whlie facflltaing global grade and maînmlriifg the same high stanbdards

of heaitt end safuiy in both Mirsd=ctkn.

1 .2. Furthermore ibi Anaux cabi for the devaObMlUft Of mn infraaVCillf for onOing

commniMiiOlScoflSUltIOMl between Rsgulaiory andor DésignatIng Authorta

@nd conformity Assesmnri Bodies of amuh Party to anaba rogulators to dutannine

and maintain ibe equivalenca 0ft ibair moedîomi drAvc confomitY asasmanim

capabilUtis and tu devalop a coopsr*etl afproacli to postmmaica vigianc.

2. SCOPE AND COVERAGE

2.1. Tbis Annex appOis go ai madlical devisas which lni Canada or the Europemn

Communly ar subjact to conffforfty asaunt procadiurs, inoludlng scl.ntlfi

=ahralcal evahliM on f higli risic usd10 dévicesamnd qualfty sysiaus

auss s s by a ConforiTiY Assis t Sul odY.
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