KEMAX

CERTIFICATE

Number: 2005231CE01 c €
CE MARKING OF CONFORMITY
MEDICAL DEVICES

Issued to:

Parker Laboratories, Inc.
286 Eldridge Road

Fairfield, NJ 07004

USA

For the product category:
Ultrasound Transmission Media

KEMA grants the right to use the EC Notified Body Identification Number illustrated below to accompany the CE
Marking of Conformity on the products concerned conforming to the required Technical Documentation and meeting
the provisions of the EC-Directive which apply to them:

0344

Documents that form the basis of this certificate:

Certification Notice 2005231CN, initially dated July 10, 2000
Addendum, initially dated January 25, 2002

KEMA hereby declares that the above mentioned manufacturer fulfils the relevant provisions of '‘Besluit Medische Hulpmiddelen',
the Dutch transposition of the Directive 93/42/EEC of June 14, 1993 conceming medical devices, including all subsequent
amendments, and that for the above mentioned product category the Conformity Assessment Procedure Annex V in combination
with Annex VI for Class lla products, is executed by the Manufacturer in accordance with the provisions of the Council Directive
93/42/EEC of June 14, 1993. The necessary information and the reference to the relevant documentation, of the products
concerned and the assessments performed, are stated in the Certification Notice which forms an integrative part of this certificate.

This certificate is valid until: April 1, 2012
Issued for the first time: July 10, 2000
Reissued: June 28, 2006

Renewed: March 31, 2009

drs. G.J. Zoetbrood dr.ir. G\W. Bos
Managing Director Certification Manager

© Integral publication of this certificate is allowed.

KEMA Medical
KEMA Quality B.V. Utrechtseweg 310, 6812 AR Armhem P.O. Box 5185, 6802 ED Arnhem The Netherlands
T+31263 562000 F+31263 525800 customer@kema.com www.kema.com Registered Amhem 09085396

Experience you can trust.




ADDENDUM

Belonging to cerificate: 2005231CE0M1

CE MARKING OF CONFORMITY
MEDICAL DEVICES

Ultrasound Transmission Media

lszuad o

Parker Laboratories, Inc.
286 Eldridge Road

Fairfield, NJ 07004

USA

Thits cerificate covers the following produci{s):

Aquaisonic Starile Uitrasciend Tranemission Gk (Closs (la)

Inifial date: dsnesny 25, 00

Fevision date: -
#
t-_a—:_f-f.‘_"'" e —
drs. G.). Zoetbrood or. Ir. GW. Bos
Managing Direclor Cerification Managar

i Intieg rad puibication of B cadificabs s allowod

HEMA Medical
FEMA Quality BV, Utechiseweg 310, 6812 AR Ambam P.O. Box 5185, 6802 ED Ambem The Metherlands
T+31268 3562000 F+31 26 2 52 58 00 custormenfiema. com www bema com  Registerad Amnem (9085355




