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Premium Pharmaceutical Ingredients

Dear Sir or Madam,

BioSpectra certifies that the methods used in, and the facilities and controls used for the manufacture,
processing, packaging, and holding of the Tromethamine, Active Pharmaceutical Ingredient, comply with
current good manufacturing practices in accordance with the International Council on Harmonization
Guidance for Industry, ICH Q7 Good Manufacturing Practice Guide for Active Pharmaceutical
Ingredients.

We commit to register our facility with the US FDA annually and will be open to FDA inspection for
compliance with cGMP.
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Sincerely,

Dora Meissner

Executive Vice President of Quality Systems
610-599-3441
Dora.Meissner@BioSpectra.us
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