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PROPERTIES
‘ g 1 {8 2 R R T R . .
.. White crystalline or )
Characteristics i Complies
crystalline powder; No odor
T e R HLE
Solubility Complies Complies
Ll FFERlE FFERE
Identification Complies Complies
g £105° 5 +112° +107. 8°
Specific rotation
1! X 4
&W%?& 465 495 477
Absorption
& Impurity A <<0.1%
2% Impurity B<<0. 1%
Z% 5 Impurity C<<0. 1% ND
Z%J5i Impurity D<<0. 1% ND
Z%FiImpurity E <<0. 1% ND
BB EP NEES AL i T R B ND
Related substances Cholecalciferol Butyrate < ND
0. 1% 0.0067%
RN ND
Unkmowm impurity<<0. 1% 0. 0067%
lé\%;ﬁ
Total impurities < 1.0%
FAEE MMethanol <<3000ppm 2. 260ppm
S FH IR Y i 44. 6ppm
B \';‘?;q
Res?ﬁEiT&giigent Methyl formate < 100ppm 0. 631ppm
NHA Acetone<< 5000ppm 10. 9ppm
1E Ve +2-F R R e +3— H 3k b ND
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<290ppm
=% Triethylamine<<5000ppm
B
<
Lead Zppm ND
Eﬁ. <2ppm ND
Arsenic
& & (HPLC) 98. 0-103. 0% 100. 0%
Assay 39. 200. 000-41. 200. 0001U/G 40. 000. 0001U/G
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Hoht: AERUTRREXE PR 7 SHAMRENLRE BJEE 327 %, HESH:100080




