
The Parties shali enter ita the aperational phase provîdsd that thora la
representationof etch Party'a CAfs in Attachment Il.

The Agreement will aima b. re-examninad et the end of the transltlonal period to talks
eccouflt cf tue regulatary evolution of eachi Party. Canaideration shalt b. given ta a
single subnumW*îo/valu.tionhwqUaty systemae asseammnent which mlmuftaneously
sutifles the requirenuaenta of each juriadiction.

7. OPERATIONAL PHASE

7.1. Gunurm Obligations

The provisions oft INa Section wiII qppy only to conformity assasment carrisd out
in tiie Parties' respective tefrhgaries; by Confoi mly Assassinent Soies recognlzed
under tii sectoral Annex.

1hm Europoan Conwnunity anid Canada agre. that, for medical devices covered by
tii Amex, aci Party wfll recognize tihe co. uions of tihe conformity assassnant
cadai ouit by the othor Party maid the. certifIcat. of conupliance granted by the
Ccnforrmky Assassinent Body of thie other Party, wluhout furtiior se-assssnnt.

For evalustion aguinst Esupem roqiremsnts, lIsaith Canaida or tithor Conformity
Assasanesut Bocies dsslnaed by Canada shall estsblich the conclusions of
ccinpleted confomty asssents as refaird o lIn th. Active lupi>ais Modical
Device muid tihe Medical Device Directives, anid issue the appropriate cmrtif lof
conipllsuce. Tihe responsibla authoris i the European Ccsnmunlty will, wltiiout
auiy fustiie re-ssmemsrnut, socept tha certificaton au evidnce cf conilmo wlth
lhe premarket requirements 01 thie relevant Europoort Directives.


