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Finished product specification: Metformin &oco mg tablet
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b USinasendinty *&.0%-00&. 0% ®&.0%-ao&.0%
e Dissolution Test ® : @0%Q in @& min ATIVNTUY
Test b : 6d&%Q in eno Min
Test o : #90%Q in oo min
& Uniformity of dosage units | #59961U
& Organic impurities Any individual : NMT oc.e%
Total : NMT o.0%
Drug substan ification: Metformin Hydrochloride
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@ Identification Test ATV NIV
b Usunudaengrdyy &®.E%-000.0% ®=.¢%-606.0%
o Residue on ignition NMT o.e% =
Heavy metals/Elemental NMT @o ppm/AT2aHU Maximum @o ppm
Impurities
& Organic impurities/ Metformin Cpd.A : NMT c.0l% | Impurity F NMT o.0&%
Related substance Any individual ~ : NMT c.@% | Impurity A NMT o.o%
Total : NMT o.&% Unspecified(for each) NMT o.0&%
Total Maximum ole%
Disregard limit  NMT o.om%
o Loss on drying NMT o.&% Maximum o.&%
@ Sulfated ash - Maximum o.®%
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