Safeguarding public health
Our Ref: CA006464

Henry William Gray,
Avondale Surgical Uk
Briar Park Business Centre
11 Stour Road
ChristChruch

BH23 1PL

United Kingdom

09 September 2009

Dear Mr Gray,

MEDICAL DEVICES REGULATIONS 2002: REGULATION 19
Registration of Persons Placing General Medical Devices on the Market

Thank you for informing the Competent Authority of the change to the original notification dated (date the
registration was registered); Manufacturers Name:- Scope Medical located at Manufacturers Address:- 275
Industrial Area Phase 9 Mohalil India 160 062 for whom you are acting as the authorised representative and
for supplying the medical device information.

The change(s) to your registration has been recorded based on your declaration that you have
determined that the device(s) fall within the definition of “medical device”, and that you have classified
it'them as falling within Regulation 19 taking into account the intended purpose(s) and mode(s) of
action. In accepting your registration, | should make clear that the Competent Authority does not
examine each individual notification and therefore cannot and does not necessarily endorse these
determinations. Neither does this letter represent any form of accreditation or approval by the UK
Competent Authority.

Your registration is based upon your declaration on the RG2 form and means that:

For Manufacturers of Class | medical devices, Assemblers, and Sterilisers

You should now be operating under the Medical Devices Directive and the above Regulations for the products
you asked us to register, by fully complying with the essential requirements, CE marking those products or
labelling them as such.

For Manufacturers of Custom-made devices

You should be ready to claim compliance with the Directive and Regulations and should be manufacturing
custom-made devices in accordance with their requirements.

If you stop placing devices on the market or if you are not complying with the Regulations you should
inform us so that we can amend our records. You should be aware that it is an offence to place on the
market CE marked devices that do not comply with the Regulations.

The information you provided has been recorded against the reference number shown at the top of this letter,
which we ask you to quote in all future correspondence and communications.

Please inform us of any changes to:

+ the company information
« additional generic groups of devices (not individual products within an existing generic group)
« discentinuation of a generic group of devices.

L]
Please use RG2, the Registration form, to tell us about any of these changes.

Thank you for registering the following generic groups of devices:

Class | Devices:
Laryngoscopes/Otoscopes And Accessories
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Custom Made Devices:
None

Products Covered By Article 12:
None

Confidentiality

Please note that in accordance with Directive 2007/47/EC as of 21st March 2010 information on the registration
of persons responsible for placing devices on the market will no longer be treated as confidential and the
Competent Authority will provide third parties with information on the name and address of manufacturers and
authorised representatives and their devices that have been registered. However the names of individuals, their
telephone numbers and email addresses will remain confidential. This will apply to all medical devices and in
vitro diagnostic medical devices.

Should you have any queries regarding yourregistration, please do not hesitate to contact us.

Yours sincerely

/ *“'"'h

ria trent
Regulatory Affairs Administrator
Tel: 02070843101

Fax: 02070843112

Email ria.trent@mbhra.gsi.gov.uk
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