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lJO Test items Specifications

d.or.o ldentification Meet the requirement

d.o.b Assay Com ol.ied nrltfi tsuvv ru'aulinit o u.

d.o.en Particulate matter

- Size > 10 pm

- Size > 25 LLm

- Not more than 6000 particles/container

- Not more than 600 particLes/container
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tJo Test items Specifications

d.o.d Extractab[e votume Not less than 1.0 m[

d.o.d Steritity test Steri[e

d.o.b Related substance Comptied with finished product specification

d.o.eq, BacteriaI endotoxins Complied with finished product specification

I
lJO Test items Specifications

d.b.o ldentification Meet the requirement

d.b.b Assay c(d.o - ood.oolo of Octreotide (Cd.(HbbN,oO.oSb)

catcutated on the anhydrous, acetic acid - free basis

d.b.en Bacterial endotoxins Not more than 466 EUlmq of Octreotide acetate

d.b.d Octreotide acetate retated

compounds

- Acetyl.-Lysd-octreotide

- Acetyl-Phe'-octreotide

- Unspecified impuritY

- Total impurities

Not more than o.dolo

Not more than o.d3lo

Not more than o.d3lo

Not more than to.o7o

d.b.d Water Not more than oo.oolo

d.b.b Acetic acid in peptides d.oo/o - otE.dolo

d.b.6', Trifluoroacetic acid ffFA) in

peptides

Not more than o.bd3/o
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