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Appearance White or off-white powder Complies
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Solubility . . Complies
soluble in anhydrous ethanol and methanol, slightly
soluble in acetone.
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G 204-208C 204.7-206.5C
Melting point
N-methyl-_C-(naphthalene-l-yl) <0.10% Not Detected
methanamine
Cis-Terbinafine <0.10% 0.003%

\ Trans-Isoterbinafine <0.10% Not Detected
BESZL 4-Methylterbinafine <0.10% 0.019%
Related Substances Terbinafine dimer <0.05% 0.035%

Any other individual impurity | <0.10% 0.007%
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Determination

Complies with USP40 standard
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