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Revision History

Revision Description
1 First issue of the IFU based on Regulation (EU) 2017/745.
2 Updated IFU following review by Notified Body (added two warnings).
3 Added languages: Estonian, Lithuanian, Slovenian, Hungarian.

Removed languages: Japanese, Portuguese, Russian, Turkish.

3.1 Added languages: Romanian, Portuguese.
4 Updated instructions for use and precautions sections as per PPCP/23-04.

Added languages: Czech.

Removal of unnecessary indications for the product (clinical practice) in the instructions for
5 use, precautions, and warnings sections.

Added languages: Turkish, Greek.

6 Updated sizes section as per PPCP/23-08.

Updated IFU following review by Notified Body (sizes section) and translation of language

6.1 . L
names from English to the original one.
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