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7.1. oen Aripiprazole 5 mg tablet
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7.3.1 Finished product specification:

18 il AMANYML
1 IDENTIFICATION TEST Meet the requirement
2 | Assay 95.0 - 105.0 % of the labeled amount of
ARIPIPRAZOLE

3 DISSOLUTION
Test 1 : - NLT 75% {Q) of the labeled amount
Test 2 : - NLT 80% {Q) of the labeled amount

- NLT 809% {(Q) of the labeled amount

o
ade... AW Oh—  Jsesmunisunis
) 9\@\ NSNS

aq-!’}a.............ﬁfiféﬁiﬁm ......... ATTUNTUNABLAYIYMS

i e-bidding ﬁWO 000 U YFuUge 4.n.66



Test 3
4 | Uniformity of dosage units Meet the requirement
5 | Organic impurities
- Aripiprazole Related compound F - Not more than 0.3 %
- Avipiprazole Related compound G - Not more than 0.3 %
- Any individual unspecified - Not more than 0.2 %
degradation product
- Total degradation product - Not more than 0.1 %
7.3.2 Drug substance specification: Aripripazole
D Test items Specifications
1 Identification Meet the requirement
2 | Assay 98.09%-102.0% on the dried basis
3 | Residue on ignition Not more than 0.1 %
4 | Organic impurities
- Aripiprazole Related compound G - Not more than 0.1 %
- Aripiprazole Related compound F - Not more than 0.1 %
- Avipiprazole 4,4 -dimer - Not more than 0.1 %
- Any other individual impurity - Not more than 0.1 %
- Total impurities - Not more than 0.5 %
5 | Loss on drying Not more than 0.5 %
gL
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