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QUALITY CONTROL TESTING AND VALIDATION STATEMENT

L-Histidine Monochloride Monohydrate

L-Histidine Monochloride Monohydrate, Bio Pharma Grade for BioBuffer Solutions Product line
is analyzed by BioSpectra’s Quality Control laboratory. Analytical methods utilized for the
analysis of L-Histidine Monochloride Monohydrate, Bio Pharma Grade for BioBuffer Solutions
Product line are validated as applicable in accordance with BioSpectra’s Analytical Methods
Validation Master Plan. The L-Histidine Monochloride Monohydrate testing methods listed in
the table below are validated in accordance with USP General Chapter requirements.

Current Product Number
LHMM-4250

Analysis Name
Assay
(different calculations to report dried substance and
anhydrous basis)
Endotoxin
Trace Metals to report: Heavy Metals and Iron
Water

For further information, please contact info@biospectra.us
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