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John Lamb <john.lamb@viamed.co.uk> Mon, Sep 2, 2013 at 11:55 AM
To: Alexlander Yin <alexlander99@yahoo.com>
Cc: derek@viamed.co.uk

Dear Alexander
Have you carried out a full Risk Analysis?.

Did you use the EN14971 : 2009
If yes is it possible to have a copy

You should also have in your Technical Files a Risk Analysis Certificate which you generate and sign to confirm you have carried out a Risk Assessment.

| have found that using the prior EN14971 Annex A and Annex D made the exercise much easier to understand and complete.If you do not have these | can send
them too you.

If your analysis is only in Chinese just send it we will construct our own Annex A and Annex D in English.

Kind regards

John

Alexlander Yin <alexlander99@yahoo.com> Tue, Sep 3, 2013 at 10:55 AM
Reply-To: Alexlander Yin <alexlander99@yahoo.com>

To: John Lamb <john.lamb@viamed.co.uk>

Cc: "derek@lamb.uk.net" <derek@lamb.uk.net>

Dear Mr. John,
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Yes,we carried our the full risk analysis according to EN14971:20009.

Enclosed please find the rish analysis report for your reference.
Thanks&best regards,

Alexander

From: John Lamb <john.lamb@viamed.co.uk>

To: Alexlander Yin <alexlander99@yahoo.com>

Cc: derek@viamed.co.uk

Sent: Monday, September 2, 2013 6:55 PM
Subject: Phototherapy eye masks Project 29 44707
[Quoted text hidden]
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