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ORGANIC VOLATILE IMPURITIES
and
RESIDUAL SOLVENTS

COMPLIANCE STATEMENT

This is to certify that during the manufacture of DL-Malic Acid and Fumaric Acid at Bartek
Ingredients Inc. Stoney Creek facility, we do not use any solvents and to the best of our
knowledge, none are present in our products. This includes non-ICH solvents, organic solvents,
and the Class 1, 2, or 3 solvents or any other solvents referenced in Test Method <467>,
Appendix 1 of The United States Pharmacopoeia and The National Formulary, Current Edition,
including all supplements. ”

Further, there is no potential for the Class 2 solvents considered in Method IV under USP <467>
Residual Solvents (Chloroform, 1,4-Dioxane, Methylene Chloride and Trichloroethylene) or any
other solvents, during the manufacturing, shipping, storage and handling of the product.

Bartek Ingredients Inc. will test product to ensure that there are no detectable amounts of
Organic Volatile Impurities or Residual Solvents present. Random monthly samples are sent on
a quarterly basis to a contracted accredited lab for analysis.
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