o SonoSite, Inc.
z SO"OSIte 21919 30th Drive SE
® Bothell, WA 98021-3904 USA
The Worid Leader in Hand-Carried Ultrasound Telephone: 1.425.951.1200

Facsimile: 1.425.951.1201
www.sonosite.com

STATE OF WASHINGTON )

SS.
COUNTY OF SNOHOMISH )

| certify that the attached certificate is a true and correct copy of a document in the
possession of SonoSite, Inc. as of this date.
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L};;//a /?, Schyamn
Printed Name
Notary Public in and for the State of Washington

My appointment expires_ 4A/-/< -7/ 7




c E Declaration of Conformity z

According to ISO/IEC 17050 SO nOSite
Manufacturer’s Name & Address: European Authorized Representative’s Name & Address:
SonoSite, Inc. SonoSite, Ltd.
21919 - 30t Drive SE European Headquarters
Bothell, Washington 98021-3904 USA Alexander House, 40A Wilbury Way, Hitchin, Herts, SG4 0AP UK
Declares that the CE-marked product(s):
ltem Part Number(s) GMDN Code Manufacturer
AC Power Supply P08792, P09823 36529 International Components Corporation
Bar Code Reader Kit P07718 17220 SonoSite, Inc.
Battery Pack P07168 36534 MicroPower Electronics, Inc.
ECG Cable P01592, P03241 31684 Tyco
ECG Adaptor Kit P07182 31684 SonoSite, Inc.
H Universal Stand P12163 37341 Celestica (Malaysia) Ltd.
Kit, Wireless P12240 16902 SonoSite, Inc.
Mini Dock P08788, P10401 40811 Celestica (Malaysia), Ltd.
PowerPack, Kit P13559 17115, 36534 SonoSite, Inc.
PowerPark Dock Module P12834 37341 SonoSite, Inc.
PowerPark Stand Module P12822 37341 SonoSite, Inc.
SiteLink™ Image Management System P08152, P10117 40224 SonoSite, Inc.
SonoCalc® IMT Measurement Software P07241, P07876 40224 SonoSite, Inc.
SonoSite® Workflow Solutions P13321, P14047 40224 SonoSite, Inc.
Triple Transducer Connect Module P04764 39128 Celestica (Malaysia), Ltd.

Complies with:

European Community Council Directive (Medical Device Directive) 93/42/EEC as amended by 2007/47/EC, VII, and are Class | medical device
accessories in accordance with Annex IX, Rule 12. In addition, that said products comply with the applicable requirements of:

Safety:

e ENG60601-1: 1990, 2" Edition including Amendment 1 and 2
e EN60601-1-1: 2001

EMI/ EMC:

e EN60601-1-2:2007 (when tested as part of the ultrasound system)

Quality Management and Quality Assurance:

e 1S0O 9001:2008, Quality management systems -- Requirements International Organization for Standardization
e |SO 13485:2003, Medical devices — Quality management systems — Requirements for regulatory purposes

“In T @w ., e —

August 26, 2010 Mary K. Moore
Bothell, Washington USA Vice-President, Regulatory Affairs

For additional information regarding this Declaration, please contact SonoSite, Inc., your local SonoSite affiliate, or the SonoSite European Representative.
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