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o. ¥981 Metformin hydrochloride &oo mg tablet
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e.@ Finished product specification: Metformin &oo mg Tablets USP&a

1 Test items Specifications
® Identification Meets the requirement
(o} Assay x&.0 - ®o&.0% of the labeled amount
o Dissolution Meets the requirement

Uniformity of dosage units Meets the requirements
& Impurities

Any individual impurity NMT c.e%

Total impurities NMT 0.9%
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e.lo Drug substance specification: Metformin Hydrochloride USP&a

Individual impurities

9 Test items Specifications
® | Identification Meets the requirement
o | Assay &z.¢ — ®0.0%, on the dried basis.
Residue in ignition NMT o.60%
& | Heavy metals NMT @o ppm
& | Organic Impurities

NMT o.olw% for the metformin related compound A; NMT o.e% for any other impurity

a.en Finished product specification: Metformin oo mg Tablets BPwoeb

k) Test items Specifications
® Identification Comply with the test
5] Assay &0 - @o&.0% of the stated amount
o Dissolution Comply with the test

®- Cyanoguanidine Comply with the test

o« Drug substance specification: Metformin Hydrochloride BPwoa®

k) Test items Specifications
® | ldentification Comply with the tests
b | Assay &z.¢ - ®@0e.0% (dry substance)
o elated substances
- impurity A NMT the area of the corresponding peak in the chromatogram obtained with reference
solution (a) (0.0%)
- unspecified For each impurity, not more than o.& times the area of the principal peak in the
impurities chromatogram obtained with reference solution (b) (0.0&9%)
- total Maximum o.©%
o.m times the area of the principal peak in the chromatogram obtained with reference
solution (b) (0.0m%); do not regard the peak due to impurity A.
@ | Heavy metals Maximum @o ppm
& | Loss on drying Maximum o.¢%, determined on e@.0oo ¢ by drying in an oven at eo&°c for & h.
o | Sulfated ash Maximum o.e%, determined on @.o ¢
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- Drug substance specification fi1sananludaseirasuan drug substance e TulAT1eW drug substance 181
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<o nidlenindalulszvealve frdadeslionansiusewmsgunisdaemundninasiuag e PIC/S
(Pharmaceutical Inspection Co-operation Scheme) Tmevitaeanu PIC/S participating authorities N3aillanassusas
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n. anﬁszudwaq’lundu Biopharmaceutics Classification System (BCS) Class en #38 &

da o

4. g larn1TSNEILAU (narrow therapeutic index drugs)
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