Certificate

Production Quality Assurance System Approval
Annax V of the Directive on Madical Devices

ECM, Eifolskr. 1c, 52068 Aochen, nofified to EC under 0481 heraby
declares thal an examination of the under mentienad quality ossuranca
syatem has bean corried oul lollowing the requirements of anmex W of the
Directive 93/42/EEC.

This certfificate is issuad on behalf of:

Manufacturar

Transatlantic Handelsgesellschaft Stolpe & Co. mbH
Am Joseph 8-10, D-61273 Wahrhaim

ECM cerfifies that the qualily @ssurance syshem under which the praducts
ligted in annox I ta this cortificate ore monufactured conforms with the
requirements of annex ¥V of the Directive 83/42/EEC on medical devlces

This Certiticate is only walid for the products mentionad above. Spacial
terms of validity ore desoribed in annox | fo this cerlificole.

Any substontiol changes of Ihe quality assurance syslem ar the lished
products which might affect canfarmity to annex ¥ of the Directive
93/42/EEC hove lo be nolified 1o ECM and are subject 1o o separate
assassmant.

Data af initial cerfifleatian: 2001-10.29

Prolongation: 2007-12-21
Rapor! Number Ragistered under Walld until
120-07-102 If07/01462 20012-12-21

Aachen, 2007-12-21
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