)

P

nhra ¢ /\>

BAHRAIN

"~

v [ ®

<
dranll eiloailig (ol euUhill Aubgll Al

NATIONAL HEALTH REGULATORY AUTHORITY
Chief Executive Office

Circular No. (2) 2021
Date: 17 January 2021

Subject: Using “Electronic IFU”

To0: all importers of medical devices and
manufacturers

As per NHRA role in monitoring the import and
marketing of medical devices in the Bahrain
market and ensuring safety and public health
protection.

the authority would like to draw the attention of
all importers of medical devices and
manufacturers to the fact that in addition to the
many benefits of using "Electronic IFU”
including:
e [Easy access to the latest information
related to the use of the medical device.
e Searchable, which reduces search time
for specific information.
e |t offers more language options and the
ability to enlarge text and image.

However, the use of this type of IFU is limited
only to professional users who receive
training on the use of E-IFU and it is not
permissible to use it by lay people in order to
ensure the safety use of the medical device.
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