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powder; odourless
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PROPERTIES STANDARD RESULTS
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Character White or almost white crystalline White crystalline

powder; odourless
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{ﬁﬁ%? Slightly soluble in water, very slightly s
Solubility ) ) Conforms
soluble in methanol, practically
insoluble in anhydrous ethanol
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Appearance of solution | The solution is clear and colorless Conforms
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Tofh; HFESEALENTE BRI <
0.60ml

IR TEA; 0.47ml

sample solution corresponds to that of

the standard solution; the IR spectrum
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Aggciy Add 0.5ml of phenolphthalein The solution is colorless;
indicator; the solution is colorless. Not 0.47ml
more than 0.60ml sodium hydroxide is

required.
FU e +74.5 7 ~+78.0 ° (TR 768 °
Specific optical rotation Calculated on the dried basis '
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Identification Chemical identification is positive; the| Positive; conforms;

retention time of the major peak of the conforms




of the sample is consistent with the
reference spectrum.
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Staphylococcus aureus should be

absent

TRRE <0.5% 0.03%
Loss on drying
R <0.10%
Oxalate <0.10%
ZRIR1 <0.10% 0.001%
Impurity I <0.10%
0.01%
ZRRIT <0.10%
AW Impurity III <0.10% 0.002%
| \
Related substances HoA AT <0.10% 0.02%
Any other impurity <0.10%
0.02%
HAth 4= <0.10%
Total of other impurities <0.10% 0.03%
MR <0.30%
Total impurities <0.30%
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AR PR <1.0EU/mg <1.0EU/mg
Bacterial endotoxins
Gyl 2 <0.5% FHH
Residual solvent Ethanol <0.5% N.D
.%E <0.0005% 0.00006%
Silver
T 98.0%~102.0% (¥ T MEMit) 99,89
Assay Calculated on the dried basis e
T A BB <10%cfu/g
Total Aerobic Bacteria Count <107
cfu/g
. s 1cfu/g
5 A B TR BB < 10°cfulg
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Escherichia coli should be absent FHKH ND
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