LGAR | InterCert

Zertifizierungsgesellschaft mbH

Certificate

The LGA InterCert GmbH, TillystraRe 2, 90431 Nuremberg, Germany, a CMDCAS recognized registrar,
herewith confirms that the following company

Elana bv
Yalelaan 44

3584 CM Utrecht
The Netherlands

has introduced and applies a

Quality Management System

for medical devices according to

ISO 13485:2003

Medical Devices - Quality management systems -
Requirements for regulatory purposes

for the design, manufacturing, distribution and servicing of
Elana Catheter and Elana Rings

Proof of fulfillment of the above-mentioned standard has been
provided by the certification through LGA InterCert.

Expiry date: October 9, 2013 Audit report no.: 1901816
Certificate ideptiﬁcation code: 1901816-033-000 of July 2, 2010

Effective date: \ October 10, 2010
lace and date/of czf%ation decision

NLy@rg, ptember 3, 2010
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