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QUALITY ASSURANCE STATEMENT:

This study was inspected by Quality Assurance, and reports were submitted to the Study Director and
Management in accordance with Standard Operating Procedures, as follows:

Date reported to Study Date reported to

Phase Inspected Audit Date Didesiny Nisirancht
Product Testing g:iggﬁg%i 04/07/2021 04/07/2021
Data Audit 05/20/2021 05/20/2021 05/20/2021
Final Report Review 05/20/2021 05/20/2021 05/20/2021

This study was conducted in compliance with Good Laboratory Practices standards, as described by the FDA
(21 CFR Part 58), with the exception that the characterization of the identity, strength, purity, composition,
stability, and solubility of the test materials were not performed by BioScience Laboratories, LLC. No
deviations from the Study Protocol or from applicable BioScience Laboratories, LLC, Standard Operating
Procedures were observed. This statement also serves to confirm that the Final Report reflects the raw data.
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