K45 B Analytical Results
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Item Acceplance criteria Result
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Description White, crystals or crystalline powder White crystalline powder
R WS T, BiETmEE, 4R BT B M
Solubility It is very soluble in methanoic acid,freely soluble in methanol and in ethanol(99.5), Conforms
and slightly soluble in water.
K 2 £y 214°C GRS 8 45 fiftD 213.5C
Melting point About 214°C {with decomposition)
pH 3.0~4.0 3.2
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Identification Compare the Ultraviolet-visible absorption spectrum of sample with the Reference Conforms
Spectrum, both spectra exhibit similar intensities of absorption at the same
wavelengths,
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Compare the infrared absorption spectrum of sample with the Reference Spectrum, Conforms
both spectra exhibit similar intensities of absorption at the same wave numbers.
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A solution of sample in dilute ethanol(1 in 200) responds to the qualitative tests [or Conforms
chloride.
3 ARXHR B ) 0, 16 4407 (impurity at RRT 0.16) =0, 03% ARt ND
Related substances Ak Cunspecifide impurity ) =0, 1% 0. 03%
i 4 A = 10ppm < 10ppm
Heavy metals
TR E =0. 1% 0. 06%
Loss on drying
HREFE =0. 1% 0. 06%
Residue on ignition
BRI 5P (Isopropyl aleohol) < 5000ppn Sdppm
Residual solvents ZFE 2. (BEthyl acetate) =5000ppm 13ppm
$4) (Chloroform) <=60ppm 3ppm
aR 99, 0%~~101. 0% CJE+HRETl) 99. 5%
Assay (Caleulated on the dried basis)
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Conclusion:
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