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Dear Valued Customer,

BioSpectra shall notify all active customers of any changes to our GMP products by providing written
notice at least six (6) months prior to the date the change will take effect, unless the change is considered
an emergency. Any emergency Change Control Notice shall be delivered to the Customer as soon as it is
commercially feasible. Customers are considered active if they have purchased a product within the last
twenty-four (24) months, unless otherwise agreed upon.

Change Control notifications shall be provided for the following change types in accordance with the
BioSpectra Change Control procedure, DCN: BSI-SOP-0084, and IPEC Significant Change Guide for
Pharmaceutical Excipients Version 5:

Manufacturing Process

Product Specifications

Raw Material

Components

Manufacturing Location

Part Numbers

Packaging Configuration

Labeling

Discontinuation of Product
Ownership and/or Company Name
Change in test methods (if not compendial)

Any further requirements related to change notifications can be addressed in a Quality Agreement with
BioSpectra.

For additional information and to request a particular notification delivery preference, please contact your
Commercial Team Representative at Customer.Service@BioSpectra.us.

Sincerely,

CMM

Crystal McColgan
Senior Compliance Manager

The information contained herein is the confidential property of BioSpectra. The recipient is responsible for its safe-keeping and
the prevention of unauthorized appropriation, use, disclosure and copying.
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