Intertek

Certificate Number E C C e rtifi Cate

601 CE
e e R PRODUCTION QUALITY ASSURANCE
1';,' S“ctoie: 'zcoaof_.-,on o Directive 93/42/EEC for Medical Devices, Annex V

Certificate Issue Date

01 August 2008 We hereby declare that an examination of the under mentioned

production quality assurance system has been carried out following
Certificate Expiry Date the requirements of the UK national legislation to which the
18 Octoher 2010 undersigned is subjected, transposing Annex V of the Directive
93/42/EEC on medical devices. We certify that the production quality

;’fo‘*‘;’;jﬂgzg‘c’; ’;:;‘fﬁﬁfn“g’ system conforms with the relevant provisions of the aforementioned
their system in compliance legislation, and the result entitles the organization to use the CE 0473
with the regulations staled marking on those products listed below.

in this certificate, alfowing
regular assessments and
following the contracted
requirements of the Notified
Body.

This Certificate is for the Orgamzatlon -
exclusive use of AMTAC's

client and is provided pursuant

lo the agreement betwoen DTR MEDICAL LIMITED

AMTAC and its Client.

AMTAC's responsibility and

liability are limited to the terms : . 5

e et the 17 Clarion Court, Clarion Close, Swansea Enterprise Park, .
agreement. AMTAC assumes Swansea SA6 8RF =
no liability to any party, other
than fo the Client in
accordance with the i
agreement, for any loss, /
expense or damage
occasioned by the use of this
Ceriificate. Only the Client is
authorized to permit copying or
distribution of this Certificate.
Any use of the AMTAC name
or one of its marks for the sale
or advertisement of the tested
material, product or service
must first be approved in
writing by AMTAC.

Medical Devices as per attached schedule

AMTAC Certification Services
Limited is a Notified Body
according to Directive
93/42/EEC for medical
devices, with identification
number 0473.

AMTAC Certification Services
Limited

Davy Avenue

Knowthill

Mitfon Keynes

MK5 8NL, UK

&Telephone

+44 (0)1908 857 750

Email: acsi@intertek.com

Authorized Signatory:
2. NAsH
AMTAC Certification Services Limited, Milton Keynes, UK
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