18/08/2016 Gmail - RE: Attachment

I N I Gmall Derek Lamb <liquidgands@gmail.com>
RE: Attachment

1 message

Vishal Thakker <Vishal. Thakker@bsigroup.com> 2 June 2016 at 13:10

To: Derek Lamb <derek@lamb.uk.net>

Hi Derek,

If that is the case you need to spate out the different models as the intended use would have changed to act as an
oxygen hood as well.

Thanks,

Vishal Thakker MEng(Hons) AMIMechE

Scheme Manager/Product Specialist

T: +44 1908 814565 | M: +44 7776 161579

Vishal. Thakker@bsigroup.com
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18/08/2016 Gmail - RE: Attachment

From: liqguidgands@gmail.com [mailto:liquidgands@gmail.com] On Behalf Of Derek Lamb
Sent: 02 June 2016 11:35

To: Vishal Thakker <Vishal. Thakker@bsigroup.com>
Subject: Re: Attachment

Hi Vishal,

Please see 2 Documents attached.

The light shields can be made as a complete Oxygen Hood so falls under the same classification as the Oxygen Hood.

John has also pointed out | need to add the Class 1 plastic products (Tube holder and Cot Lid) to your spreadsheet.

We used to have a Single Plastics / Acrylic Technical file which had everything from all the products in 1 file.

When we computerised the file it was easier for use to separate the products into groups.

This does cause us to have some 'grey' areas of what classification the product falls into. I've added to the indications of
use of the light shield stating it can be made as a photo therapy oxygen hood.

Regards

Derek Lamb

On 2 June 2016 at 08:34, Vishal Thakker <Vishal. Thakker@bsigroup.com> wrote:

Hi Derek,

Thanks for the classification documents, can you send through the updated spreadsheet as well.

However the classification for the light shields is incorrect, | believe rule 9 would not be applicable as the device is
not an active device. Please have a look at the definition of an active device in the MDD as well as the med dev
guidance document.

Thanks,
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Vishal Thakker MEng(Hons) AMIMechE

Scheme Manager/Product Specialist

T: +44 1908 814565 | M: +44 7776 161579

Vishal. Thakker@bsigroup.com
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From: liquidgands@gmail.com [mailto:liquidgands@gmail.com] On Behalf Of Derek Lamb
Sent: 01 June 2016 16:40

To: Vishal Thakker <Vishal. Thakker@bsigroup.com>

Subject: Re: Attachment

Sorry your right with regard the heat shields - | made a mistake updating the spread sheet.

See our exisiting classification rational attached

With regard the Light shields see our existing classification rational

On 1 June 2016 at 16:18, Vishal Thakker <Vishal.Thakker@bsigroup.com> wrote:

Hi Derek,

| have marked up the attached and made some changes.
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Can you please have a look at the 2 marked in red, for the light shields can you please look at the rule you are
using again as the product is not an active device. For the Heat shields | agree with the rule but not the
classification.

Thanks,

Vishal Thakker MEng(Hons) AMIMechE

Scheme Manager/Product Specialist

T: +44 1908 814565 | M: +44 7776 161579

Vishal. Thakker@bsigroup.com

UK
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BSI Group, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes, MK5 8PP, United Kingdom | bsigroup.co.uk

linkedin.com/company/bsi facebook.com/BSIStandards Twitter: @BSI_UK @BSIKitemark @BSIStandards

BSI Assurance UK Limited is a member of BSI Group and is registered
in England under number 07805321 with its registered address at

389 Chiswick High Road, London, W4 4AL, United Kingdom

From: liqguidgands@gmail.com [mailto:liquidgands@gmail.com] On Behalf Of Derek Lamb
Sent: 01 June 2016 15:13

To: Vishal Thakker <Vishal. Thakker@bsigroup.com>

Subject: Attachment

Think | missed the attachment as | hit send

Regards
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Derek Lamb

Visit the BSI website at www.bsigroup.com

This email may contain confidential information and/or copyright
material. This email is intended for the use of the addressee only.
Any unauthorised use may be unlawful. If you receive this email
by mistake, please advise the sender immediately by using the
reply facility in your email software.

The British Standards Institution is incorporated by Royal Charter.

This email has been scanned for all known viruses.

Regards

Derek Lamb
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Regards

Derek Lamb
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