
.*****=L
*=-* î*
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Report No.:
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Product Seru ce

EU Quality Management System Certificate (MDR)
Pursuant to Regulation (EU) 20171745 on lvledlcal Devices, Annex lX Chapters I and lll
(Class lla and Class llb Devices)

No. G10 023782 0130 Rev.02

Manufacturer: GE Vingmed Ultrasound A/S
Strandpromenaden 45
3191 Horten
NORWAY

NO-MF-000000553

The Certificatlon Body of TUV SUD Product Service GmbH certifies that the manufacturer has
established, documented and implemented a quality management system as described in
Article 10 (9) of the Regulation (EU) 201717 45 on medical devices. Details on device categories
covered by the quality management system are described on the following page(s).
The Report referenced below summarises the result of the assessment and includes reference to
relevant CS, harmonized standards and test reports. The conformity assessment has been carried
out according to Annex lX Chapter I and lll of this regulation with a positive result.
The quality management system assessment was accompanied by the assessment of technical
documentation for devices selected on a representative basis.
The certified quality management system is subject to periodical surveillance by TUV SUD Product
Servlce GnlbH. The surveillance assessment Shall also include an assessment of the technical
documentation for the device or devices concerned on the basis of further representative sanrples.
All applicable requirements of the testing and certification regulation of TUV SUD Group have to be
complied with.
For details and certificate validity see: www.tuvsud.com/os-cert?q=cert:G10 023782 0'130 Rev. 02

713237573

G10 023782 0'130 Rev. 01

2022-08-25
2027-08-24

2021-11-12

lssue date: 2O22-OB-25
Christoph Dicks
Head of Certif ication/Notif ied Body
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TUV SUD Product Service cmbH is Notified Body with identification no. 0123
TUV SUD Product Service GmbH. Certification Body. RidlerstraBe 65.80339 Munich, cermany

l.*r:ffi#'
;-fu1*'.1

W.B,#

TT'V.

F
g,

F
CE
lll
CJ

a
(f
trl
(J

F
G
ut
CJ

a
F
Ysg
s
F
o-
EI
CJ

)

$tlutri
4ritr
#{4[r
RA.llttr

a
EJ
F
(J
l!

F
E
EJ
(J

a

-
l!

E
G
lrJ
N



***** 
B.nanrr du^lrD6,8,El.d bY

* * zcnhkrcllcdc, Lindrr €* Etc * YH1,',t':iti, I
*. -.* Nl.dnmptudur,o, ,** * ** Bs-MDR-oee

Rev. Dated
00 202't-1't-12
01 2022-03-09

Report
713179289
713236231

Product Seturce

EU Quality Management System Certificate (MDR)
Pursuant to Regulation (EU) 20171745 on l\.4edical Devices, Annex lX Chapters land lll
(Class lla and Class llb Devices)

No. G10 023782 0130 Rev.02

Classification:
Device Group:
lnlended Purpose:

Classification:
Device Group:
lntended Purpose:

Classification:
Device Group:

lntended Purpose:

The validity of this certificate none -

depends on conditions and/or
is limited to the following;

Revisiorr H istory:
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TUV SUD Product Service cmbH is Notified Body with identification no. 0123
TUV SUD Product Service GmbH . Certification Body. RidlerstraBe 65.80339 N,4unich . Germany

lla
Z11O4O1 - ULTRASOUND SCANNERS

lla
Z,I1O4O2 - ULTRASOUND PROBES

lla
211040192. ULTRASOUND SCANNERS - MEDICAL DEVICE
SOFTWARE
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