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337411: Metformin hydrochloride 750 mg prolonged-release tablet
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2.1 Finished product specification

Y8 | Specification of finished .
Acceptance criteria
product
USP43 In house
1 | Identification L
A:HPLCor LC The retention time of the major
peak of the Sample solution
corresponds to that form the
Standard solution, as obtained
________ in the Assay
B:IR Complied with finished product
specification
2 | Assay (HPLC) 90.0 - 110.0 % of Metformin 95.0 - 105.0 % of Metformin
hydrochloride hydrochloride
3 | Dissolution \ Test 1 | In house 914849 Test 7
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99 | Specification of finished
_—— Acceptance criteria
UsSP43 In house
- Atlhous | 22 % - 42% 20 % - 40%
- At3hours 49 % - 69% a5%-65% |
- At 10 hours NLT 85% NLT 80%
Uniformity of dosage units Meet the requirement
Loss on drying 0-3%
Impurities /Related substance
Organic impurities
individual impurity NMTO01% ~ NMT 0.1%
Total impurites | NMT 0.6% NMT 0.5%

2.2 Specification of Active pharmaceutical ingredient (API)

Acceptance criteria

Acceptance criteria

L . .
L D) Specification of API 5P -
1 | Appearance White , crystalline powder
2 | Identification
® |nfrared absorption Meet the requirement compiled to standard
spectrophotometry
® Chloride Meet the requirement compiled to standard
® Magnesium compiled to standard
3 | Assay (on the dried basis) 98.5.0 to 101.0 % 96.0-100.5%
Assay of magnesium sterate 0.45-0.55%
4 | residue on ignition /sulphated ash NMT 0.1% NMT 0.1%
5 | Loss on drying NMT 0.5% NMT 0.5%
6 | Impurity F NMT 0.05%
7 | Heavy metal -method A NMT 10
8 | Organic impurities : .
Metformin re_Latt;d compound A NMT 0.02% NMT 0.02%
(Impurity A) e
| impurty 8 ¥ aaaa il NMTO0S%
Impurity C NMT 0.05%
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Acceptance criteria

Acceptance criteria

5] Specification of API = A
| Individual impurities NMT 0.1% NMT 0.05%

Total impurities _.HMT 0.5% _NMT 0 2% i _
7 | Residue solvent (if test) Complied with Active Complied with Active

Pharmaceutical specification
or specific test
(Fesmenunailedipnunniy
Reporting threshold)

Pharmaceutical specification
or specific test
(Foeenunadieiiiannni
Reporting threshold

NMT = not more than
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ICH Guidelines #3®
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