


DCN: 16-000062 v.6.0
COUNTRY OF ORIGIN: U.S.A.

TESTMETHOD REFERENCE: DCN: 16-000042

INTENDED USE: Material represented by this Certificate of Analysis is suitable for use as an excipient. It is
manufactured in accordance with the ICH Q7 Good Manufacturing Practice Guide. The material represented by
this Certificate of Analysis is not suitable to be used as an Active Pharmaceutical Ingredient, Drug Product or
Househeld Ttem.

RESIDUAL SOLVENTS: Based on the manufacturing process and the controlled handling, storage and analysis of
this product, this product complies with the requirements and specifications listed in the current USP method
<467> Tables 1, 2, 3, or 4.

Prepared by: /Qﬂfﬁ’l«—/ @%/W‘ Date:?/g/.?_( Job Title: QA .?PC’Q:J'S"}/
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Reviewed by: (V ‘ ‘“/k/—\ Date: '\\X\Z\ Job Title: D I\ Manager

e infirmation coitained hevein o dhe proporte of BioSpectra, The recipiont is responsible for iy sate keeping, and the proveadion ol winthorized
appropidation, ase. disclosiee aid copeing.
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