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X-Ray Film Viewers
STANDARD

Chassis composed of oven-fired epoxy powder coated
aluminum (RAL7035)

Light Source with straight daylight fluorescent tubes,
by 15W up to 58W

Diffusing Panel with  acrylic sheet of 3 mm thickness

Built-in film grip

Power Supply: 230V; 50/60 Hz

Switch: ON/OFF bipolar switch with two pole fused
plug

Cable: made of pre-insulated terminals in self
extinguishing PVC

Аll components UL - DVE- IMQ approved

The device complies with the essential requirements of
the Low Voltage Directive 2006/95/CE and with the
essential requirements of the Electro Magnegtic
Compatibility 2004/108/CE. It complies with Directive
2007/47/CE as a Medical Device Class 1. 
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DECLARATION OF CONFORMITY 

Annex IV - 745/2017 MDR 

BIEFFE ITALIA s.r.l. 

As manufacturer of the products underneath listed, declare under its own 

responsibility that the products: 

BFAL 43.43 OR - BFAL 43.70 OR - BFAL 43.70 OV 
BFAL 43.70 VE - BFAL 43.90 OR - BFAL 43.90 OV 

BFAL 43.90 VE - BFAL 43.120 OR - BFAL 43.120 OV 
BFAL 43.120 VE - BFAL 43.150 OR - BFAL 43.150 OV 
BFAL 43.150 VE - BFAL 86.120 OR - BFAL 86.150 OR 

leading to the product family: 

STANDARD VIEWER 

BASIC UDI-DI: 805373671BFAL_NEGWY 

are in conformity 

with the essential requirements of the 745/2017 MDR as Class I medical 
devices according to Annex VIII, Chapter III, Rule 1 (one).

Carinaro,13 May 2021 BIEFFE ITALIA S.r.l. 
Dr. Flavio Ferrazzano 
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