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To whom it may concern

Temperature control
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3 AOP ORPHAN

FOCUS ON RARE DISEASES

Vienna, 06-Jun-2017

We confirm that any measured temperature has to be rounded commercially (also see Ph. Eur. 1.
General Notices) to the significant digits shown by the respective limit. The rounded value is the

one to be compared against the specified limit.

This is applicable for temperature monitoring of shipping and storage of any material with
specified temperature range (e.g. IMP, commercial products, reference standards, etc.)

Example:

The measured value of 8.3 °C is rounded to 8 °C, which is within the specified limit 2-8 °C.
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