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Dear Customer,

Our pharmaceutical grade Lactose and Microcrystalline Celluloses are produced by different
production processes. The product is either milled, sieved, granulated, spray dried, or roller dried.
During the drying process normal fluctuations in retention time in the dryer can cause the product to
be scorched and to develop a dark coloring.

This occurs incidentally and is inherent to the production process. In this case these dark particles
cannot be specified as foreign material. Due to the process, it is not possible to avoid scorched
particles. For these technical unavoidable particles (TUP) DFE Pharma implemented a system
procedure, which is based on the “IPEC Technical Unavoidable Particle Profile (TUPP) Guide”. This
system procedure can be viewed during an on-site audit.

This statement substitutes all previous versions issued for the brand names mentioned above.
We trust this information, which is made up to the best of our knowledge, will be helpful to you.

With kindest regards,

Name : M. Meijer
Job title : QA Manager -
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This document is contrelled by a validated, electronic system and is valid without signature.
The above facsimile signature is only for display.

DFE Pharma GmbH & Co. KG
Klever Strasse 187, 47574 Goch, Germany, P.O. Box 20 2120, 47568 Goch, Germany, T. +49 2823 9288 770, F. +49 2823 9288 7799



