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.o Finished product specification : Metformin Hydrochloride Tablets (USP o)

42 Test items Specification
c.a.6 | Identification mﬂaiaﬂqshumuﬁsau'lu Finished product specification
calo | USunumendifyy &&.0 — @o&.0% LA. of Metformin Hydrochloride
&a.m | Uniformity of dosage units maﬁ]ﬁhumuﬁsaﬁu‘lu Finished product specification
ca.€ | Dissolution Test USunausnendrdey (Metformin HCL) Aosazaelideunit wo%
gasUiinadheniinds melune <& wifl
&e.& |Impurity :
Any individual impurity Not more than o.e %
Total impurity Not more than o.o %

&l Drug substance specification : Metformin Hydrochloride (USP &@)

do Test items Specification
&b.e | Identification m’aa]bhumuﬁ‘izﬁlu Drug substance specification
clolo | USunausendhny *a.& — @om.0% of Metformin HCL (dried basis)
&l.m | Residue on ignition Not more than o.e %
&b.@ | Organic Impurities :
Individual impurities Not more than o.ole % for Metformin related compound A
Not more than o.a%
Any other impurity Not more than o.&%
Total impurity
alo.¢ | Loss on drying Not more than o.&%
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