
GE Healthcare

We:

EU DECLARATIO-N OF CONFORMITY
Following the provisions of the medical devices reguration 2ot7174s.

Manufacturer

GE Healthcare Austria GmbH & Co OG

Tiefenbach 15

487lZipf
Austrla

Single Registration Number (SRN): AT-MF-000001461

Declare under our sole responsibility that the device:

Voluson Expert 22

Basic UDt-Dt: 8406821BUG00149HD

ldentification number (MD Number): 5805692

lntended Purpose:
The Voluson Expert 22 is a general purpose ultrasound system intended for ultrasound image
acguisition for diagnostic purposes incl. measurements on acquired image.

GMDN Code: t10751

GMDN Description: General-purpose ultrasound imaging system

Class: lla

Classification rule (Annex Vlll): Rule 10 (Active MD for Diagnosis) and Rule j. j. (Software) of Annex
Vill of Council Regulation EU Z0L7 /7451

To which this declaration relates is in conformity with the requirements of the medical devices regulation 2ol7/745
that apply to it and with the requirements of the directive 2oLL/5s/EU on the restriction of the use of certainhazardous substances in electrical and electronic equipment (RoHS) and the directive 2o14/53/EU on the radio
equipment (RED).
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This conformity is based on the following elements:

. Technical Documentation reference: Doc2548733,of the product to which this declaration relates'

. EC certificate Number: G10 075707 0078

.Conformityassessmentprocedurefollowed:Annex|Xexcludingchapterll

.DeliveredbyTuVsUDProductServiceGmbH(NotifiedBody0123),RidlerstraBe65,80339
Munich, GermanY

This EC declaration of conformity supersedes the 'ation dated 05-MAY-2022orevious declar, --)

SIGNATURE:

Date of issue:

Place of issue:

Name:

Function:

Signature:

ZipflAustria

Roland Kuntscher

Regulatory Affairs SPecialist
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ADDENDUM TO THE EC DECLARATION OF CONFORMITY

Device, occessory description covered by this DoC
and its associoted technicol documentqtion
Software Version: 8C400

Serial Number: From F160i.01 onwards +

F60070 to r60099

Zipf, 09JUN-2022

Cotalog number used by customer to order the
dev ice o nd/o r acce sso rie s

See Appendix A - List of Compatibility - Accessories
and Options covered with this EC-DoC

See Appendix B - list of Compatibility used with
Console Voluson Expert 22
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A:List of
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-Accessories and covered this EC-DoC

4
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#
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-9-D 5-9 MHZ 4D ENDOCAVITY PROBE

12-D 6-12MHz 4D ENDOCAVITY PROBE

G-o; o-re MHz Realtime 4D broadband linear

G3 Volume Abdominal Probe

1O-D 4D ENDOCAVITY PROBE

CONTRAST IMAG I NG-CONTRAST MEDIA

H487 1 1E E
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Appendix B: List of Compatibility used with Consoles Voluson Expert 22
Note: For this GE Healthcare Austria GmbH & Co OG is not manufacturer

Guide- CIVCO Part # 742-335

for 9L - CIVCO Part # 742-333

_t-D 44ye Matrix phased Array Linear probe

llg{gLXlt Multi-Angle - CTVCO part#742_352

- CIVCO Part#742-270

Stafter [iL] CTVCO part# 142-327
PEC 63 - Reusable CTVCO

Starter Kit - Disposable CIVCO

- CIVCO Part # 742-421

Notes: [1] EC-Declaration of Conformity Uy Ce He.ftfrcare tapm C"rp*rtb;
[2] EC-Declaration of Conformity by CTVCO Medical Solutions, USA
[3] Ec-Declaration of Conformity by GE parallel Design, SAS France
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