
2.2. The product covarage aol be as determiîned by the relevant logislataon of mach
Party, which is:

<a) for the Europman Comrnunity

- Council Directive 9OI3S5iEEC of 20 June 1990 on thm approximnation
of thebm of et Mwmber State rmlating to active implantable
medcal devices, es amerd.d.

- Coumcl Directive 93142JEEC of 14 June 1993 concmmnn medical
devices.

<là) for Canada

- Thte Food nid Druga Act end Medica Devices Regulations <wpood
f or promulation 1998)1e n mnded tram tirne to tim.

- the Canadian Electioal Code <ns Ut relates Io medica dovices).

- the Radiation Emfttng Devices Act and Regulationa am.ndmd tm
tinte Io lime tas they relate to medical devines).
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