QUALITY MANAGEMENT SYSTEM ”

CHANGE NOTIFICATION

CORMAY

F02-QAD-04_01 / 20.07.2021

CHANGE NOTIFICATION

Notification number

PZ_2402_01 Date 16.02.2024

Change number

119

Subject of the change

Change of intended purpose for reagents from Prestige 24i line.

Affected products

Cat. no Product name

According to Attachment 1

Change category

] raw materials [ quality control

M informations provided with the
] packages

product
1 manufacturing M final product

L other

Change description

REFERS TO PRESTIGE 24i/BIOLIS 24i ANALYSER USERS !!!

Change affected intended purpose for reagents from Prestige 24i line
(see attachment 1). Mentioned products will be no longer
recommended for Prestige 24i/Biolis 24i analyser, information about
use with this analyser will be removed from instruction for use and
applications on Prestige 24i/Biolis24i analyser will be no longer
available.

Reason for change

Change of intended purpose for reagents, instruction for use update.

Implementation

March 2024

Additional information

Products with new version of instruction of use will be available for
sale from March 2024. During a transitional period (while stocks last)
products without implemented changes may also be available.

Attachments

Attachment 1 - List of products affected by the change

If there are any questions or concerns with respect to this change, please fell to contact your

Area Sales Managers.

Elektronicznie podpisany
Anna przez Anna Smolira
Data: 2024.02.15 15:01:42

Smolira +01'00'

Quality Assurance Manager
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