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STATE OF WASHINGTON )
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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

, 2009.
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Manufacturer’s Declaration of Conformity u

Full Quality Assurance Procedure -
According To Australian Therapeutic Goods (Medical Devices) Regulations 2002 ms.te

This is a declaration made in accordance with the requirements of Clause 1.8 of Schedule 3 of the Australian Therapeulic Goods
{Medical Devices) Regulations 2002 relating to the devices stated in following Schedule.

Manufacturer’'s Name & Address: Australasia Sponsor's Name & Address:

SomofSite, I SoncSite Avstalasia, Lid.

21919 - 30* Drive SE Austiizsia Hezoguarers

Biothel, Wiasimgton SEIZ1-3604 LSS Suile 3, 134 Marabang Wy, Beliose NS 2085, Ausiclia
Declares that the product(s):
Item Part Number(s) GMDN Code Manufacturer
SomoSite Namoldao™ series uilasound | PITITT, WiTN11 4GS, AUTED, ATTE3, A0TE4 Ianuaciused by
Sustem SongSite, lnc..
Complies with:

Eaclh medicall divive pant numiber isted abovwe complies wilth Ewropean Community Cowil Dirsstive (Wedical Desice Diieciivg) S342EEC 28 amevded by
ZOETHAIEC, Aamex I, arnd zve Class o devices i socondance with Amnex IX, Rule 10, EC Cenificate CF 62429 fas teen isssed by e Brith Standans
Imsitutiom (B for compliance with Amves 1|, section 3 2 of the Eropean Cowndl Directire S3H2EEC. Iin adiiion, ez iind of medlical desioe towihich e Full
Quality Assurance Procedires frave beew apglied congiies with the appiicable provisions of e essential pincigies. the dssification ndes, 21 each sage, flom
e disign of tthe device untl its fival inspection hefore heing supglied. Ie adiition, saidl dedces comply with ihe appiicatie regurements of.

Safety:

e EMBDEDI-1: 1880, 2 Ediffom including Avendivent 1 and 2 e ENGHEDL2.37: 2000 + &1 (2000
*  ENEDEDI-T-1 200

EMI / EMC:
«  ENGIGON-1-2 2007
Supplementary Information:
Inciuded are the following Accessories and OEM Products:

Accessories: vmmu OEM Products:
. e ey
Battery Pack, Sanyo ceils T Sony, Biack and Wiite Yien Prcter, LPESTD
m&? (| 38aE-5 Transducer

P21ni5-1 Tramssooer

Quality Management and Quality Assurance:

o [SOW00TI00E Cuility meregement syslens — Requiienents inematonal Organization for Standadization (2000}
o IS0 1346362000, Medical devives — Quality menagesent sysiens — Requinements for repiletony purpsses (2003

Abene R oot

June 22, 2009 Daina L. Grafham

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