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1. Australia: Therapeutic Goods Administration: www.health.gov.au/tga.

2. Canada: Health Canada site: www.hc-sc.gc.ca All medical devices guidance
documents and medical device related information can be obtained from
www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/.

3. European Union:
http://europa.eu.int/comm/enterprise/medical_devices/index.htm EU
Member  States with a different linguistic regime: France:
www.afssaps.sante.fr/  Germany:  www.bfarm.de/de/index.php  Spain:

www.msc.es/farmacia/lhome.htm .

4. Japan: Ministry of Health, Labor and Welfare:
www.mhlw.go.jp/english/index.htmi For publications:
www.mac.doc.gov/japan/source/menu/medpharm/medpub.html .

5. United Kingdom: www.Medical-devices.gov.uk

6. United States of America: Food and Drug Administration:
www.fda.gov/default.ntm Corresponding medical device-related information
site: www.fda.gov/cdrh/index.html. (this site also offers “Device Advice” —
www.fda.gov/cdrh/devadvice/ — a self-service site for medical device and
radiation product information)

7. The FDA enforcement report site: www.fda.gov/opacom/Enforce.html also

offers useful information for import control.
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