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3.1 Finished product specification:
3.1.1 Identification test
3.1.2 USunudiendagy
3.1.3 Uniformity of dosage unit

3.1.4 Dissolution time

3.1.5 Degradation products/ Impurities
3.1.5.1 N-(2-Chloroallyl)-1-(R)-Aminoindan
3.1.5.2 Aminoindan
3.1.5.3 Indanone
3.1.5.4 3-N-Propargylaminoindan-1-one
3.1.5.5 Any other
3.1.5.6 Total
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MTIINY

95.0-105.0% LA of Rasagiline Base
NTIINY

NLT 809%(Q) of the labeled amount

Is dissolved in 30 minutes

NMT 0.0030%
NMT 0.5%
NMT 0.5%
NMT 0.5%
NMT 0.3%
NMT 1.0%
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3.2 Drug substance specification :

3.2.1. Identification test ATIINY
322 Usmusendagy 98.0%-102.0% (calculated on the dry basis)
3.2.3. Color and Clarity of Solution Clear and Colorless
3.2.4. Melting Point 155.0°C - 159.0°C
3.2.5. Specific Optical Rotation +18.5° to +23.0°
3.2.6. Loss on Drying NMT 0.50%
3.2.7. pH 4.0-5.0
3.2.8. Enantiomeric Purity
S - isomer NMT 0.1%
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Finished product specification:

3.1 |dentification test
3.2 Usunaudiendneigy

ATIINY
95-105% L.A. of agomelatine

3.3 Uniformity of dosage unit ATIU

3.4 Dissolution test

MFIVEIY

ARENITUNTMVUAANANYZIANY

UI¥5IUNTIUNT

NIIUNT

(nenquen  sendisEsy

, Of, o) F

Wedungy ungavlun

2
/)\ /[ NFSUNNT

11;2/) /-6- Foulvdy



-4-

4. [Jaulvdu

¥
<

fauenmdesdunanmiledeiuses nieunmefietoiusesenansiaufiid e vwasideadsi
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