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PECIFICATION STANDARD RESULTS
PROPERTIES
Description White or almost white powder White powder
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High Molecular Weight
Protein NMT 0. 5% 0. 09%
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Loss on Drying
o NMT 10. 0% 3. 0%
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Residue on Ignition
. NMT 2. 0% 1. 1%
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;20 NMT 0. 8% 0. 20%
Max individual impurity: NMT
Related Substances 0. 5% 0. 03%
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Total impurities: NMT 1. 5%

, . 0. 22%
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Acetonitrile NMT 410 ppm
35ppm

CHEANHIE410 ppm

Residual Solvents

Citric acid: NMT 5000 ppm

Not detected

g sheanll FrERR: A L5000 ppm A 3]
Acetic acid: NMT 5000 ppm 55900m
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Bacterial Endotoxins Conform
NMT 10 EU/m .
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Microbial Limit Total aerobic count does not Conform
0 R exceed 200 CFU/g A
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Specific Biological Conform
Activity 100-200 nmol/mg N
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Residual Host Cell Conform
Protein NMT 10 ng/hmg N
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Residual Host Cell DNA Conform
| N NMT 10 ng/1.5m e
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