MDD - Decision Report

Intertek

Certificate No: 41314824
Date: July 25, 2014
Handled by: Magdalena Backstrom

E-mail: medtechsweden@intertek.com

Getinge Disinfection AB
ATT: Philip Nokrach
Ljungadalsgatan 11, Box 1505
351 15 Vaxjo

Purpose Five year extension assessment according to the national legislation for
medical devices LVFS 2003:11 (Medical Device Directive 93/42/EEC),
Annex Il.

Activity Five year assessment audit was performed October 28-30, 2014 in Vaxjd

by Goéran Nerby and Per Bergstrém. The technical file was reviewed by
reviewers name at Intertek’s office.

Scope of assessment Washer Disinfectors, Class lla, lib

Result 3 minor non conformities were noted during the audit. Presented
corrective action plans have been examined and approved by us.

Issue date of certificate August 19, 2014

Conclusions/Decisions  Referring to the above a Certificate of Conformance with the national
legislation for medical devices LVFS 2003:11 (Medical Device Directive
93/42/EEC), Annex Il has been extended. The Certificate is valid for
products specified in the “MDD - Product List".

Follow-up assessments Follow-up assessments are going to be performed once a year.

Appeals Any appeal against this decision will be processed by an appeals panel as
Intertek. The appeal shall be submitted to Intertek Semko AB, PO-Box
1103, SE-164 22 Kista, Sweden.

Others Any complaints, from customers and others, and corrective actions
concerning your certified quality system shall be documented and
retained. Upon request Intertek Semko has the right to review this
documentation.

Intertek Semko AB
Notified Body MDD

Mats Premfors
Certification Authority MDD

Intertek Semko AB
Torshamnsgatan 43, Box 1103, SE-164 22 Kista, Sweden
Telephone +46 8 750 00 00, Fax +46 8 750 60 30, www.intertek se
Registered in Sweden: No SE556024059901, Registered office: As address Page 1 of 1



