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To whom it may concern Gilching, 15 February 2023 

Statement 

Instruction for use for the HEINE XP Disposable Laryngoscope Blades 

According to annex | of the medical device regulation 2017/7485 (EU), each device must be 

accompanied by information needed to use it safely and properly, taking account of the training and 

knowledge of the potential user. This information comprises the details on the label and the data in 

the instruction for use. As far as practicable and appropriated, the information needed to use the 

device safely must be set out on the device itself or on the packaging of each unit. The instruction 

for use must be included in the packaging for every device, unless the device is a class | device and 

can be used safely without any instruction for use. 

The XP Disposable Laryngoscope Blades is a class | device. Because the device is only be used by 

qualified medical personnel, it is assumed that the device can be used safely without any instruction 

for use. Additional, all necessary information, which should be supplied by the manufacturer 

according to the medical device regulation 2017/745{(EU), are contained on the packaging of each 

unit. An example for the Mac 4 bläde is shown in the figure below: 
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Furthermore, additional information is laid out in the instruction for uses MED0615 and MED112782. 

This instruction for uses contains the information for the safe use of the HEINE laryngoscope 

handles. 
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