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CERTIFICATE OF ANALYSIS
HEPES

B10 EXCIPIENT GRADE / NEW CODE HEPE-3220-20
(HisToricAL CODE HE4220-K020)
LOT: HEPE-0121-00142

CsHizN>O4S 4 F.W. 238.30 g/mol. A+ CAS# 7365-45-9
Manufacturing Date: 8/5/21 Retest Date: 8/31/23
Manufacturing Site: 1474 Rockdale Lane, Stroudsburg, PA 18360
Packaging Date: 9/19/21

Packaging Site: 100 Majestic Way, Bangor PA, 18013

ANALYSIS SPECIFICATION TEST RESULT
250 nm 0.0500 a.u. max. 0.0070 a.u.
Absorbance
260 nm 0.0500 a.u. max. 0.0028 a.u.
(0.1M)
280 nm 0.0800 a.u. max. 0.0024 a.u.
250 nm 0.0500 a.u. max. 0.0038 a.u.
Absorb
borbance 260 nm 0.0500 a.u. max. 0.0016 a.u.
(0.05M)
280 nm 0.0800 a.u. max. 0.0013 a.u.
Appearance and Color White / Crystals White / Crystals
Assay, Dried Basis 99.5% min. 100.6%
Chloride 0.005% max. <0.005%
Endotoxins <5EU/g <1 EU/g
DNase None Detected None Detected
Enzymes RNase None Detected None Detected
Protease None Detected None Detected
Heavy Metals 1 ppm max. <1 ppm
Identification (IR) Passes Test Passes Test
Insoluble Matter 0.01% max. <0.01%
Loss on Drying 0.5% max. 0.1%
TAMC <100 CFU/g <10 CFU/g
Microbial Content
TYMC <100 CFU/g <10 CFU/g
pH (5% Soln) 50-6.5 54
pKa 7.45 - 7.65 7.52
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