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o Dissolution Test @ : @0%Q in && min MTIINTU
Test v : @¥&%Q in o Min
Test o : @0%Q In oo min
& Uniformity of dosage units | #5296
& Organic impurities Any individual : NMT o.e%
Total : NMT o.9%
Drug substance specification: Metformin Hydrochloride
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® Identification Test AN ATIINIUY
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o Residue on ignition NMT o.6% .
& Heavy metals | NMT @0 ppm Maximum o ppm
¢  Organic impurities/ | Metformin Cpd.A : NMT o.0w% | Impurity A : NMT 0.00% |
Related substance [ Any individual  : NMT 0.@% | Any other : NMT o.6%
| Total : NMT 0.4% :
o Loss on drying ! NMT o.&% Maximum o.&% |
o Sulfated ash 1 Maximum o.e% |
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