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3.1.  Finished  product  specification:  Nicergoline tablet
9/aye1

I)  'dentif,cat,oT:St  Items Specifications

Complied  with  finished  product  specification90.0-110.00/oofthelabeledamountofNice.rgoline

23
'  AssayUniformity  of dosage  units  *Dissolution*

Complied  with  finished  product  specification

4 Not  less  than  70  0/o  (a)  in  30  minutes
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Related  substances  or  impurity

Vlmu"ffl:_"u"uO

Compli.ed  with  finished  product  specification

Uniformity of dosage  units ib@3  Dissolution lVI"imu@nal5iia®isiu@3 16UflRI@m5ffls?@5ifl5igM`"inatfl"iL@gri
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3.2  Drug  substance  specification:  Nicergoline
9,aye123

Test  itemsIdentification Specifications

Meet the  requirement

-Specific  optical  rotation +4.8  a to  +5.8  a  (Anhydrous  substance)

Assay                            99.0-101.0  0/o  of Nicergoline  (on  the  anhydrous  substance)

F`elated  substances-Impuritya

Ic>

t3Jlnu  o.8  o/o

-Impurity  A 'Q
ttlmu  o.5  o/o

-Impurity  H IQ

[ulnu  o.3  o/o

-Impurity  D 'c>

tanLnu  0.2  0/o

-Impurity  C,  F,I  (for  each) 'Q
t3JLnu  o.2  %

-Unspecified  impurity (for  each) 'Q
[3JLnu  o.io  o/o

-Total  impurities Maximum  1.2  0/o

4151 WaterSulfated  ash Maximum  o.5  o/o

Maximum  0.1  0/o
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