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1. o871 metformin hydrochloride 500 mg film-coated tablet ¥58 metformin hydrochloride 500
mg tablet
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nansnsvas g mBuluniy Finished product specification wag Drug Substance
specification fg19Bennndushivatuiisitu Faldaanzidoudedinnuamenssunsemsuage
AsEVITNANSISNAY Tetndussuiilishdsanduatuiifieuvhvielminiunaspunduisulasiu
Vil AUSENANTENTINANGISUAY 1389 SEYFTUET WA 2561 astudl 6 Surem 2561 (asdsemely
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3.1 Finished product specification: USP 41

& Test Items Specifications
Identification Meet the requirements
2 | Assay 95.0 - 105.0% of the labeled amount of Metformin
3 | Dissolution
- Test 1 -Not less than 70%(Q) of the labeled amount of
Metformin is dissolved in 45 minutes
- Test 2 -Not less than 80%(Q) of the labeled amount of
Metformin is dissolved in 30 minutes
- Test 3 -Not less than 70%(Q) of the labeled amount of
Metformin is dissolved in 60 minutes
4 | Uniformity of dosage form unit* Meet the requirements
5 | Organic impurities
- Any individual impurity Not more than 0.1%
- Total impurity Not more than 0.6%

ﬂmmi .............. ‘/’S// ..................... G LA 6‘1"‘( ..................... O @7"”5 '
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3.2 Drug substance specification: USP 41

i Test Items Specifications
Identification Meet the requirements
2 | Assay 98.5 - 101.0% of the labeled amount of Metformin
(on the dried basis)
3 | Residual on ignition Not more than 0.1%
4 | Organic impurities
- Metformin related compound A | Not more than 0.02%
- Any other impurity Not more than 0.1%
- Total impurity Not more than 0.5%
5 | Loss on drying Not more than 0.5%

3.3 Finished product specification:

BP2016

o Test Items Specifications

1 | Identification Meet the requirements

2 | Assay 95.0 — 105.0% of the labeled amount of Metformin
3 | Uniformity of dosage form unit* Meet the requirements

4 | Dissolution Meet the requirements

5 | 1-Cyanoguanidine Not more than 0.02%

3.4 Drug substance specification: BP2016

i Test Items Specifications
1 | Identification Meet the requirements
2 | Assay 98.5 — 101.0% of the labeled amount of Metformin
(dried substance)
3 | Impurity F Not more than 0.05%
4 | Related substances - Impurity A: Not more than 0.02%
- Unspecified impurities: Not more than 0.05%
- Total impurity: Not more than 0.2%
5 | Heavy metals Maximum 10 ppm.
6 | Loss on drying Maximum 0.5%
7 | Sulfated ash Maximum 0.1%
2l 8
Y 2 AP S S
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metformin hydrochloride 500 mg film-coated tablet %38 metformin hydrochloride 500 mg
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