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3.1 Finish product specificationm
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1. Yhnmdaendany 94.0 - 110.0% of the L.A. of Desferrioxamine mesilate
2. ldentification m'aﬁ)ﬁhumﬂﬁi:ql% Finished product specification
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4. Sterility AU
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3.2 Drug substance specification :

Desferrioxamine mesilate’” (Gi a)

AMANTANNS InAta

BP2013

5. Related substances

- Impurity A : NMT 4.0%

- Total : 7.0%
6. Chlorides NMT 330 ppm
7. Sulfates NMT 400 ppm
8. Heavy metals NMT 10 ppm
9. Water NMT 2.0%
10.Sulfated ash NMT 0.1%

11. Bacterial endotoxins

NMT 0.025 IU/img
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5. Impurity / Related substance m')i)mumuﬁszq'lu Finished product specification
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