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This product is a white
amorphous powder:that is e AL
Apngfznce easily soluble in water, CS:%Zrm

slightly soluble in methanol,
and almost insoluble in
ethanol,” I-butanol,
acetonitrile, 2-propanol,
ethyl acetate, anhydrous

ethanol; 'and dichloromethane.
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The infrared absorption
spectrum should be consistent
with the spectrum of the
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Has maximum absorption
at a wavelength of

276nm
reference substance
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B. Content main peak in the sample Conform
determination solution should be consistent

with that of the main peak in
the standard solution
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D. Appraisal testing

Sodium salt identification

positive reaction
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microorganisms<<100cfu/g
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Clarity of solution Refer to USP40-NF35 Conform
TR
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Limit range and detection results of peak IX of sodium sulfobutyl

betacyclodextrin
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I 0-0. 3 0. 01
1 0-0.9 0. 59.
11 0.5-5.0 1. 73
v 2.0-10.0 6. 55
i 10. 0-20. 0 19. 26
VI 15. 0-25. 0 18. 66
VII 20. 0-30. 0 21. 76
Vill 10. 0-25. 0 19. 11
X 2.0-12.0 10. 13
X 0-4. 0 2.21
PH 4.0-6.8 6. 34.
K4y < 10% 5. 70%

moisture content
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