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Memantine hydrochloride 10 mg/1ml oral solution, 100 ml bottle
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3.1 Finished product specification:

UD Test Items Specifications
3.1.1 | Identification Meet the requirement
3.1.2 | Assay 95.0-105.0% of labeled amount

3.1.3 | Uniformity of mass of delivered doses | Meet the requirement

314 | pH 55-715

3.1.5 | Degradation products
-1-Amino-3,5-dimethyl-7- Not more than 0.1%
hydroxyadamantane hydrochloride
-Any unspecified degradation Not more than 0.1%

-Total degradation products Not more than 0.5%

3.1.6 | Microbial purity Meet the requirement




3.2 Drug substance specification:

4o Test Items Specifications
3.2.1 Identification Meet the requirement
322 Assay 98.0% - 102.0% of the labeled amount
3.2.3 Residue on ignition Not more than 0.1%

324 Water Not more than 1.0%

3.2.7 Impurities

-Memantine related compound A Not more than 0.15%
-Memantine related compound B Not more than 0.15%
-Memantine related compound C Not more than 0.15%
-Memantine related compound D Not more than 0.15%
-Memantine related compound E Not more than 0.15%
-Any unspecified impurity Not more than 0.10%
-Total impurities Not more than 0.50%
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4.1 Long term stability ATURIUBEEYN

4.2 In-use stability N/A

43 | dmsfinw TE N/A
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Heavy metal %38 Elemental impurities

(Risk assessment report)
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