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Product Name h.riirl |‘/4|pin¢ thm:'h}'dr::!c: / UJ\?,LM\
S AECECERAD) 2.8 .05. ‘ZO/'-"]
 Batch No. iR ATO9(B)-IRINI014 ~/ | Quantty F7l& sl
Mip. Date '!,?fllu,ﬂ ' 20181117 | PEa. Size f
Retest Date W $ H Y] winine | ,
ltem i H l ) Specification 23 i Result f-iF 2
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Character 48 A while or almost white crystiline powder !

ERCE T AR S

A)The IR absorption spectrum is accordant with the |
%pu:trum obtained with the reference standard
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Identification %5 B) The RT of the major pezk in the chromztozram of the |
sample corresponds to that of the
obtained in the dssay & EE
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Specific rotation  ELREHE -20° ~+2.0” -0.20% - ‘
Water K75 1.00%~3.5% i 2.3%
Residue on ignition = Fm |
Fasemt S010% ; i
Heavy metals 4R =0.001% ‘ Conforms 754
Residual solvents 2 # %7 | Ethanol ZFE=5000ppm E $7ppm
Impurity A FF A<0.10% : <0.03% |
Impurity B 2% B<0.10% <0.03% |
Impurity C #¥JH C<0.10% <0.03%
Related substances Impurity D #/f D=<0.10% <0.03%
A 280 Impurity E 3R E<0.10% <0:03%
Impurity F 245 F<0.10%  <003%
Individual impurity $—2%&<0.10% <0.03%
Total impurities 2% F<0.50% <0.03%
! o
Assay it | 98.0~-102.0%(anhydrous substance LI Tk %3 ) 100.3%
Conclusion £% n':: The product tested complies wuh the specification 4%
Remarks #7%: Rcs:dual solvents iﬁﬁ;’fﬁﬂl N-Dmc[hylfonnanudﬂ\ N FEERE<S80pm ND
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