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Finished product specification (Irinotecan eoco mg/&ml injection)
@. ldentification Test SRR RTARH!
o . USuausiendAgy ®o.0 -e@oc.0 % LA of Irinotecan
e . pH n.o-6n.cs
&. Bacterial endotoxin NMT o.@m USP endotoxin units/mg of Irinotecan HCL
&. Uniformity of Dosage units ATIWU
o. Impurities
- et-Ethylcamptothecin NMT o.lo%
- w-Ethyl-@o-hydroxycamptothecin  NMT o.lo%
- Camptothecin NMT o.lo%
- Any unspecified NMT o.0%
- Total impurities NMT @.0%
o. Particulate matter ATIU
. Sterility Test ATIU

Drug substance specification : (Irinotecan HCL)

®. ldentification Test ATIINY

. USuumisdidgy &m.0-eoL.0%LA of Irinotecan HCl (anhydrous)
en. Residue on ignition NMT o.@%

& Heavy metal NMT o ppm

&. Impurities MTINY

5. Microbial Enumeration MIINY

@. Water determination Between w.0%-x.0 %
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