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DECLARATION OF CONFORMITY
Following the provisions of the medical devices directive 93/42/EEC.

We
Manufacturer:
GE Vingmed Ultrasound AS
Strandpromenaden 45
3191 Horten, Norway

Declare under our sole responsibility that the device:

Vscan Air

Ultrasound imaging system application software
Software version: 1.1
Ref.: See Addendum.

GMDN Code : 40873 

Classification rule (93/42/EC Annex IX): 10 Class: IIa

To which this declaration relates is in conformity with the requirements of the medical devices directive 93/42/EEC 
which apply to it.

This conformity is based on the following elements:

 For the directive 93/42/EEC (MDD)

o Technical documentation, ref Technical File DOC2506509, of the product to which this declaration 
relates. 

o EC certificate: approval of full quality assurance system (annex II of the directive 93/42 EEC) delivered by 
TÜV SÜD Product Service GmbH (Notified Body 0123), Certificate No.:  G1 023782 0112, issued on 
September 02, 2019.

o Harmonized standards applied on the product to which this declaration relates:    

Standard Description

EN 62366-1: 2015 Medical devices - Application of usability engineering to medical devices

EN 62304:2006 + A1:2015 Medical device software - Software life-cycle processes

EN ISO 15223-1:2016
Medical devices — Symbols to be used with medical device labels, labelling and 
information to be supplied — Part 1: General requirements (ISO 15223-1:2016, 
Corrected version 2017-03)

EN 1041:2008 + A1:2013 Information supplied by the manufacturer with medical devices

Wuxi, China, 28 February 2021                                              Wei Liwen, Regulatory Affairs Leader

This EC declaration of conformity is the first declaration for the full production systems of Vscan Air 
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ADDENDUM TO THE DECLARATION OF CONFORMITY dated 28 February 2021

PRODUCT Name GEHC Cat # [1] Part number(2][5] REF(3]

Vscan Air N/A GP000250 Vscan Air for iOS
N/A GP000240 Vscan Air for Android

OPTIONS AND 
ACCESSORIES [4]

GEHC Cat # [1] Part number(2] REF(3]

Vscan Ari CL H45611CB GP000158 Vscan Air CL G1
H45611AD GP000153 Vscan Air CL C1

Notes :

1. GEHC Cat # identifies the device(s) in the manufacturer’s catalog and is usually included on commercial documents like sale 
contract, order processing documents and shipping documents.

2. Part number identifies the device in the manufacturer’s design, manufacturing and service documentation.
3. REF is affixed to the devices as product identifier under the harmonized symbol  
4. Options and Accessories are compatible with the Vscan Air, and bear the CE-mark and, if applicable, Notified Body number 

corresponding to the EC Declaration under which it is CE-marked. GE Vingmed Ultrasound AS has verified the mutual 
compatibility of the device in combination with Vscan Air and included relevant information to users with the Vscan Air user 
manual. This activity was subject to appropriate methods of internal monitoring, verification and validation.

5. The Vscan Air part number GP000250, GP000240 will not be seen on the device

Wuxi, China, 28 February 2021                                              Wei Liwen, Regulatory Affairs Leader

This EC declaration of conformity is the first declaration for the full production systems of Vscan Air 

REF
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