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D) Test Items Specifications
@ | ldentification Complied with finished product specification
b | Assay «¢.o-eo&.0 % of Rasagiline
e | Uniformity of dosage units* | Complied with finished product specification
& | Dissolution* NLT @o% (Q) of the labeled amount of Rasagiline
dissolved within mo minutes
& | Impurities/Degradation Complied with finished product specification
products
5 | lo-Cl-AAl NMT mo ppm
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&l Drug substance specification

49 Test iterns Specifications
@ | Identification Complied with finished product specification
® | Assay ®e.0-eob.0 % of Rasagiline mesylate
m | Specific optical rotation Between +o&.& ° and +om.o °
& | Loss on drying Not more than o.¢o%
& | Sulphated ash/Residue on Not more than o.l0%
ignition
o | Impurities Complied with finished product specification
o | Enantiomeric purity (S-isomer) | Not more than o.@%
@ | Residual solvent Complied with finished product specification
« |pH g.0-&.0
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