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1. ¥oen Metformin 500 mg  tablet
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Namim’nﬁLﬂiﬁzﬁqmmmﬂuwmu finished product specification wag drug substance
specification  fi19BndvRSUat Uity %ﬁlé)’wmLﬁawiaﬁwﬁ’nmuﬂmznsiumsmmiuasm
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3.1 Finished product specification: Metformin 500 mg tablet

U9 Test items USP 41 BP 2016
1. | Identification Test MIINIU AT

2. | Yunashenddyy 95.0%-105.0% 95.0%-105.0%

3. | Dissolution Test 1 : 70%Q in 45 min AT

Test 2 : 75%Q in 30 min
Test 3: 70%Q in 60 min
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Test items USP 41 BP 2016

4. | Uniformity of dosage units | m539m1u -
5. | Organic impurities Any individual : NMT 0.1% -
Total : NMT 0.6%

3.2 Drug substance specification: Metformin Hydrochloride

U8 Test items UsP41 BP 2016

1. | Identification Test AT HTIWY

2. | YBanaushendrdy 98.5%-101.0% 98.5%-101.0%

3. | Residue on ignition NMT 0.1% -

4. | Heavy metals - Maximum 10 ppm

5. | Organic impurities/ Metformin Cpd.A : NMT 0.02% | Impurity A : NMT 0.02%
Related substance Any individual ~ : NMT 0.1% Impurity F : NMT 0.05%

Total : NMT 0.5% unspecified: NMT 0.05%
Total : NMT 0.2%
6. | Loss on drying NMT 0.5% Maximum 0.5%
7. | Sulfated ash Maximum 0.1%

3.3 HaN13IATIEY Elemental impurity #58 Risk assessment report (WaRWLINET
Ysznau)
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5. msdssliuauszdninindasian (Price Performance)
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