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ELEMENTAL IMPURITY STATEMENT
Bis-Tris GMP

BioSpectra’s Bis-Tris, Bio Excipient Grade material will be profiled for elemental impurities via
ICP-MS utilizing USP <232> and <233> in accordance with ICHQ3D with reference to parenteral
application and associated limits. The results will be reported in a Bis-Tris Elemental Impurity
Profile upon completion of the analysis.

Current Product Number Historic Product Number
BTRI-3250 BT3250

For further information, please contact info@biospectra.us
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Cassie Baun
Senior Compliance Specialist
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appropriation, use, disclosure, copying or alteration. Decision based on the use of this information is the sole responsibility and liability of the
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