25 fiquieu 2568 - M1 1970 3

ngﬂﬂm%’qu%%@ﬁﬂ’]
Octreotide Acetate 0.1 mg/ml injection
GPU Code 1141198
TPU Code 1141216
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Finished product specification:

1 | Identification mi’mmumuﬁszq‘lu Finish product specification
2 | Assay 95.0-105.0% labeled amount of Octreotide
3 | pH 39-45
4 | Bacterial endotoxins Not more than 100 EU/ mg
5 | Degradation products
- [Des-Thr-ol®-Octreotide NMT 1.0%
- Unspecified NMT 0.5%
- Total degradation products NMT 1.0%
6 | Refractive index 1.338 - 1.340
7 | Osmolality 280 — 350 mOsmol/kg
8 | Volume in container Not less than 1.00 mL
9 | Sterility m’;ﬁ)mumuﬁizﬂu Finish product specification
10 | Particulate matter mmmumuﬁizq’tu Finish product specification
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ﬂmﬁﬂwmuﬂwmmaam Erythropoietin alfa (Epoetin alfa) 4000 i.u. injection
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