
Certificate No 1925/MDD

EC CERTIFICATE

Full Quality Assurance System Approval Certificate

Mod. 4606/0

ALMAX IMAGING SRL 

24121 BERGAMO (BG) - PASSAGGIO CANONICI LATERANENSI 12/10C (ITA) - Italy

On the basis of our examination carried out according to Annex II, excluding section 4, of the Directive 

93/42/EEC and its revised version, we hereby certify that:

manages in the factory of:

24060 SAN PAOLO D'ARGON (BG) - VIA ABATE SALVIONI 10 (ITA) - Italy

a quality assurance system ensuring the conformity of the following products:

Electronic control unit for radiologic use

Mobile X-ray equipment

X-ray system, fixed working station

C-arms, radiographic/fluoroscopic units

Type ref. as to document Annex 1 to  ALMAX TF  Rev: 02  dated 2019-02-22; valid only if provided with 

IMQ stamp.

with the relevant essential requirements of the aforementioned directive (from design to final inspection 

and testing) and it is subject to surveillance as specified in section 5 of Annex II. For class III devices, this 

certificate is valid only with the relevant EC Design-Examination Certificate of Annex II.4.

Reference to IMQ files Nos:

DM16-0005497-01; DM17-0015492-01; DM18-0023281-01; DM18-0025091-01; DM18-0026870-01; DM19-

0037088-01; DM20-0048625-01.

This Approval Certificate is issued by IMQ S.p.A. as Notified Body for the Directive 93/42/EEC and its 

revised version. Notified Body notified to European Commission under number: 0051.

This Approval Certificate is subjected to the provisions laid down in the “IMQ regulation for the 

certification of Medical Devices - CE Marking - Directive 93/42/EEC”.

Date: 2017-03-27

Substitution Date: 2019-06-11

Expiry Date: 2022-03-26

IMQ

This is a translation of the Italian text, which prevails in case of doubts

Updated: 2020-02-24

IMQ S.p.A. | I-20138 Milano

|Via Quintiliano 43 |

www.imq.it
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Trade mark / Marca:  ITALRAY 

 
 

Product List / Elenco Prodotti: 
 
 

“C” arms, radiographic/fluoroscopic units / Stativo da corsia arco a “C” 
 

Modd.:CARMEX R9; CARMEX S9; CARMEX R12; CARMEX S12 

 
 

Mobile x-ray equipment / Stativi da corsia 
 

Modd.: CORSIX; CORSIX R; CORSIX DR; CORSIX R DR;                                              

CORSIX ENERGY; CORSIX R ENERGY 
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EC Declaration of Conformity

EC Declaration of Conformity

Manufacturer: whose single Authorized Representative:

Nanjing Jusha Display Technology Co., Ltd.
8A, Block1. Nanjing International Service
Outsourcing Mansion, No. 301 Hanzhongmen
Street, Nanjing City, Jiangsu Province, 210036
China.
Tel: +0086-25-83305050
Fax: +0086-25-83302899

Lotus NL B.V.
Koningin Julianaplein 10, 1e Verd, 2595AA,
The Hague, Netherlands
Tel：+31644168999
E-mail：peter@lotusnl.com

We, the manufacturer, herewith declare that the products

Medical Display

Model：M550G, M550, JUSHA-M550G, JUSHA-M550

UMDNS-Code: 17960

meet the provisions of Directive 93/42/EEC which apply to them.

The medical device has been assigned to class I according to Annex IX of the Directive
93/42/EEC of European Union. It bears the mark

The product concerned has been manufactured following the procedure relating to the EC
Declaration of Conformity set out in Annex VII of Directive 93/42/EEC.

This Declaration of conformity is valid in connection with the release document for the
respective batch of produced devices.

The above mentioned declaration of conformity is exclusively under the responsibility of

Company: Nanjing Jusha Display Technology Co., Ltd.
Address: 8A, Block1. Nanjing International Service Outsourcing Mansion, No. 301

Hanzhongmen Street, Nanjing City, Jiangsu Province, 210036 China.

Nanjing 2020-10-28

Place, date Legally binding signature, Function





 
 

 

 
iQ-VIEW 3.1 EC Declaration of Conformity PUB INT EN – 001R 
Based on template: FS-423-165 EC Declaration of Conformity CE Class II Products PUB INT EN – 007R  

 

 

 

 

 

 
 
 

 
 

 
 
 

 
PD-730-165 EC Declaration of Conformity 

 
The manufacturer IMAGE Information Systems Europe GmbH 
      Lange Str. 16 
      18055 Rostock, Germany 
      Tel.: +49 381 496 58 20 

www.image-systems.biz | info@image-systems.biz  
 
declares under its sole responsibility that the medical device stated as follows: 
 

iQ-VIEW/PRO 3.1 
 
is classified as Class IIa according to rules 10 and 16 of the Medical Device Directive 
93/42/EEC, Annex IX.   
 
The conformity assessment has been performed according to Annex II (4) of MDD 93/42/EEC 
based on the following elements:  
 
 Conformity to the Essential Requirements according to Annex I of MDD 93/42/EEC  
 Quality Management System for the products / product categories  
 

Digital image processing systems 
 
The license of certification is subject to surveillance by the Notified Body.  
 

MEDCERT GmbH 
Pilatuspool 2 

20355 Hamburg, Germany 
(Notified Body CE 0482) 

 
Rostock, 2018-04-12 
 
 
 
 
Dr. Arpad Bischof         
Managing Director 
 
 

http://www.image-systems.biz/
mailto:info@image-systems.biz
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