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Tiamulin fumarate
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Appearance Should be white or quasi—white crystalline powder Compliance
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l In the chromatogram recorded wunder the content . N
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determination term,
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The infrared absorption spectrum of this product should
be consistent with that of the control
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solubility Soluble in ethanol, soluble in methanol or water, slightly Compliance
soluble in acetone, almost insoluble in n—hexane.
H . .
143 - 152°C 147°C
Melting Range
T . 0
+24° - +28 +27
Specific curl
[ivdes
3.14.1 3.4
acidity
BRI Tt
1 650mm Y ARG ANE T 0. 030 The solution is
I In 650mmAbsorbance at the wavelength No 0.030 clear and
absorbance 1 400mm Y K AR B N AN 0. 150, colorless
In 400mmAbsorbance at the wavelength No 0. 150 400nm 0. 027

650nm 0. 006




TR, S ESHRMRN N 18. 6%-19. 4%

Tamiflu fumarate (CxH4NOS. C4H:04) No 98%
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According to the calculation of dried products, 18. 9%
fumaric acid
containing fumaric acid should be
THRAE
<0. 5% 0. 2%
loss ondrying
SR TR
<0. 1% 0. 05%
Residuc on ignition
HER FFEHE
<10%
Heavymetals Compliance
I B B << 0. 3%
, 0.07%
sazeRtasiil Methanol residue
Residual Solvents MIBK %% B4 <<0. 5%
0. 02%
MIBK residue
BAREE
. AN REAREE 1. 0%
. Content of individual 0.37%
H R . o Each impurity can not exceed
impurities
Related substances - -
JERi ik iy
<3.0% 1. 18%
Total impurity content
TR, SRR R R (CxHANOS. C4H: 04)
TR AT 98%
99. 0%
Assay According to the calculation of dry products, containing

2518 Conclusion

& Analyst:

H¥E Reviewer:




