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CERTIFICATE OF ANALYSIS
BIS-TRIS

B10 EXCIPIENT GRADE / BTRI-
LOT: BTRI- -

CsHioNOs A F.W. 209.24 g/mol

Manufacturing Date: / /
Manufacturing Site: 100 Ma
Packaging Date: / /

ANALYSIS TEST RESULT

Absorbance (0.1M) -
a.u.
Appearance and Color White Crystalline Powder
Assay (Dried basis) %
) TAMC CFU/g
Bioburden
TYMC CFU/g
Chloride %
Endotoxin <50 EU/g EU/g
one Detected None Detected
Enzymes None Detected None Detected
None Detected None Detected
=3 ppm ppm
Conforms to Reference Standard ~ Conforms to Reference Standard
=3 ppm ppm
<1.0% %
100 - 105 °C - °C
8.8-9.38
6.3-6.7
Residue on Ignition (ROI) <0.1% %
Solubility 0.1M in HO Clear and Complete Clear and Complete
Water (KF) <1.0% %
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COUNTRY OF ORIGIN: U.S.A.
TEST METHOD REFERENCE: DCN: BSI-ATM-0095

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

Household Item.

SHELF LIFE: The retest date is assigned based on the industry standard for Bis Tris. Bio
Program is ongoing to further support the retest date.
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