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主題 Subject  Re: Regulation of medical devices
______________________________________________________________________________

Thanks for your invitation on our views of the proposed regulation of medical devices.  We
summarize the implication of the Regulation of Medical Devices as important guidelines to private
hospitals in the following:

1. Being purchasers of medical devices with registration, hospitals have the right to obtain
adequate documents from relevant parties releasing the medical devices on any previous
adverse incidents and follow up to protect patient safety and the benefits of hospitals.

2. Carefully select medical devices (Class I - IV) before the decision is made for purchase.
3. Check for proper and valid product registration in the process of medical device purchase.
4. Identify different risk levels of the medical device to be purchased.
5. Check for proper labeling of medical devices.
6. Report any adverse incident of currently used medical devices in the hospital to Department of

Health/ Manufacturer/ Importer and closely monitor other adverse incidents released by
Department of Health/ Manufacturer/ Importer.

Thank you for your attention.
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