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425048 : Galantamine 8 mg prolonged-release capsule, hard, 1 capsule
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2.1 Finished product specification

48 | Specification of finished product Acceptance criteria

In house
1 | Identification Complied with finished product specification
2 | Assay 95.0 - 105.0 % of Galantamine
3 | Related compounds/ impurity

N-Desmethyl galantamine (Impurity E) NMT 0.5%
Galantamine N-oxide NMT 0.5%
6S-Galantamine 138 NMT 0.2%

Epi-galantamine (Impurity B)
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98 | Specification of finished product Acceptance criteria
In house
Any unspecified degradation product/ any NMT 0.2%
individual unknown
Total degradation products NMT 1.2 %
3 Dissolution | |
- At 1 hours 21 % - 38%
At 4 hours 45 % - TO%W
ey ey e 80%
4 | Uniformity of dosage units Complied with finished product specification
2.2 Specification of Active pharmaceutical ingredient (API)
48 Specification of API et el
Ph.Eur 10.3
1 | Appearance White or almost white , powder
2 | Solubility Sparingly soluble in water; very slightly soluble in
anhydrous ethanol. It dissolves in dilute solution of
alkali hydroxides
3 | Identification
® |nfrared absorption compiled to standard
spectrophotometry
® Specific optical rotation or Complied to specific test
Enantiomer purity
® Reaction of Bromide Positive
4 | Assay (on the dried basis) 99.0 to 101.0 %
5 | pH 4.0-5.5
6 | Specific rotation (test for Between -90 to -100
galantamine form natural sources)
Enantiomer purity (test for Impurity F : NMT 0.15%
galantamine form synthetic process)
5 | Loss on drying NMT 0.5%
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! Acceptance criteria
1D0] Specification of API i
Ph.Eur 10.3
6 | Sulfated ash NMT 0.1%
7 | Related substances :
Impurity C NMT 0.4%
impurity D oz NMT 0.4%
ndividual unspecified impurties | NMTO.1%
Total impurities NMT 1.0%
8 | Palladium NMT 10 ppm
9 | Residue solvent Complied with Active Pharmaceutical specification
or specific test
(Giyaﬁwmmmmﬁaﬁémmﬂiw Reporting threshold)
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