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Drug substance specification (USPea)

a.e Definition White to almost white crystalline powder.

oo dentification test mwshumuﬁssqlu drug substance specification
(IR, HPLC)

an.en USunausinendnAey (Assay) .0 — ®o.0% (dried substance)

en.& Impurities
on.c.o Residue on ignition  LilAU 0.0 %

a.clo Organic impurities

Aripiprazole related compound G 11U 0.00 %
Aripiprazole related compound Fo:c laiifiv o.00 %
Aripiprazole &, -dimer® LailAU o.00 %

Any other individual impurity
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Total impurities LAy o.€0 %
VYA : a = a-{e-{«(o,a-Dichlorophenyl)piperazin-e-yllbutoxylquinolin-e(eH)-one.

b = &(v,m-Dichlorophenyl)-e-[e-(lo-0x0-,,m,a-tetrahydroguinolin-si-yloxy)
butyllpiperazine @-oxide.

c = If possible from the manufacturing process.

d = &,@'«(Ethane-e,e-diylbis(e,m-dichloro-&-{c-[en,&-dihydroguinolin-e(eH)-one-
sl-yloxybutyllpiperazin-e-yl}benzene).

o.& Loss on drying LA 0.¢%

Finished product specification

o.® Descriptions m%whumuﬁszq‘lu finished product specification

oo Identification test mmﬂmumuﬁimﬂ,u finished product specification

.o UsunaudnendiAey (Assay) ®&.0 - @o&.0%L.A. of Aripiprazole

en.« Dissolution WARINANNTAEANEUBIRILN Aripiprazole Witpeni
&% (Q) vosUinaiefiudenglunm mo wil

on.& Uniformity of dosage units mwmummﬁssﬂu finished product specification

en.'o Organic impurities
- Aripiprazole related compound F T3ty 0.0 %
- Aripiprazole related compound G Laitiiu o.mo %
- Any individual unspecified L1ilAu oloo %
degradation product
- Total degradation products LailAu @.0 %
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