pA“KE“ LABORATORIES, INC.

286 ELDRIDGE AOAD, FAIRFIELD, MEW JERSEY 07004 L.5.A

[oc, Mo, CE-S5-007

DECLARATION OF CONFORMITY
Medical Devices

We hereby declare that the distributed CE marked products specified in the annexed product list
are covered by the “CE Marking of Conformity Certificate™ reference number: 200523 1CEQ],
renewed on March 31, 2009 and delivered by KEMA Quality BV, Ambhem, The Metherlands,
Matitied Body [dentification Mumber 0344, and conform to the required technical documentation,
in aecordance with Annex VI of the “BEC-Directive™, the Council Directive 9342TCEC of 14
June 993, concerning medical devices, including amendments through 2007/47/EC,

In addition, we ensure and declare that the distriboted CE marked products, as mentioned and
falling within Class Ha sterile, meet the provisions of the EC-Dircctive which apply to them.

This declaration is based on the application of the Quality System approved for the security and
msmintennnge of the sterility of the products coneerned, in aecordance with Annex Vool the EC-
Lhmective,

This declaration is supported by the Quality System certification based on the harmonized
standard T8O 134852003 Quality System Certilicate with reference number; 1129701 issocd on
August 28, 2009 and delivered by KEMA Quality B.V.

This Declarstion of Conformity covers Aquusonic® 100 Sterile Ulirnsound Tronsmission Gel as
specilied in the product list belong 1o this declavation, and is valid for all produgis concerned
bearing the CE marking and manufactured at the follow site;

Manufactorer: EL Authorized Kepresentative;
Parker Lahoratories, Inc. Mledicnl [Device Safedy Service OmbH
286 Eldridge Road Schiflpraben A1

Fairlield, M) 07004 US.A. 30075 Hannever, Germany
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Mary &nn Hohensee Jarmary <, 2000
Cuality Assurance Manager Fairfield, NJ USA
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Aomex o the Declaration of Conformity

Parker Labormtories T, Dae, Mo CES5-007-A-2
280 Eldridge Road
Fasefield, NI OT004 U5 A

PRODUCT LIST

Aguasonle@I00 Sterile Ulirasownd Transmission Gel

This product list belongs w the Declaration of Conformity identified by CE-5-007 and specifies
the CFE marked products concerned that Parker Laboratories intends to distribute in conformity
with the provisions of the Council Directive 93M42EEC of 14 June 1993 concemning medical
devices, including amendments through 200747EC, The Tollowing list identifies the prodocis
by name, product code, lot number, and dote of manufacture:

Product nime Product ¢ode Lot Mig Date
Agquasonict® 100 Sterile 01-01 J41 Crctober 2001
Lilerasoomd Transmission Cuel

Aquasonic® [T Sterile 01=01 -4 J41 Cietober 20
ilirascuomd Tramsmission Gel

(withoul overwreap)

,_?} '!'f-‘..-....-" F‘L’.!P"-i#r-ﬁ-d-n--- January 4, 2010
"r1urk Ao Flohensee Fuirfield, WJ 115 M,
Cuality Assurance Manager

[G73) 2v6-G500 « TOLL FREE [B00) 531-A888  «  FAX: (973 2769510+ email; parker@ parkardabs.oom



