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Change Notification

Date: 14.Jan.2021
Change Notification Number: CN0038

Background for change: | Observations of yellow precipitates in the final product of TMB
SENS (Cat.no. 4850), which in most cases the activity was not
affected, and the product could be used regardless. But for
some users the precipitates generated a problem in the use of
the product. In order to remove gradual precipitation of the
product, the following change are implemented.

Description of change: The concentration of one of the stabilizing component in TMB
SENS (Cat.n0.4850) will be increased with 10 %. Furthermore,
a filtering step will be implemented as a standard for the final
product. These changes have been found to improve the
stability of the product without affecting the product
specification, which will remain unaltered in the product CoA.

The following will be The concentration of one component in the TMB SENS
changed: (Cat.no.4850) will be increased with 10 %.

A filtering step will be implemented in the production process of
TMB SENS (Cat.no. 4850).

Implementation: The implementation will be performed as of January 2021.

Additional Information: Testing has shown that the implementation of these changes
does not affect the product specification listed in the product
CoA, which will remain unaltered. Furthermore, the changes do
not affect the product Safety Data Sheet. Hence the handling
and labelling of the product will remain unaltered.

For additional information or questions, please contact
support@kementec.com
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