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&.e Finished product specification : Octreotide injection

U Test items Specifications

&.6.6 | [dentification

Meet the requirement
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&.@.o | Particulate matter
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- Size 2 10 Um - Not more than 6000 particles/container
- Size > 25 Jm - Not more than 600 particles/container
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18 Test items Specifications
&.e.€ | Extractable volume Not less than 1.0 ml
&.e.& | Sterility test Sterile
@.e.D | Related substance Complied with finished product specification
&.&.¢ | Bacterial endotoxins Complied with finished product specification

«.o Drug substance specification : Octreotide

U Test items Specifications
&b.e | ldentification Meet the requirement
@bl | Assay c&o - eo&o% of Octreotide (CrHuoNeoOpode)
calculated on the anhydrous, acetic acid - free basis
&lo.en | Bacterial endotoxins Not more than 466 EU/mg of Octrectide acetate
@b.@ | Octreotide acetate related
compounds
- Acetyl—Lysi—octreotide Not more than o0.¢%
- Acetyl-Phe”-octreotide Not more than o.¢%
- Unspecified impurity Not more than 0.&%
- Total impurities Not more than b.0%
&b.& | Water Not more than @o.0%
&lo.o | Acetic acid in peptides &.0% - 0.c%
.ol | Trifluoroacetic acid (TFA) in | Not more than o.lod%
peptides
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