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Usznaushesien Octreotide acetatelu 1 fladdns Jeauyariu
Octreotide 100 mcg
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&.e Finished product specification : Octreotide injection

UD Test items Specifications

<.e.6 | Identification

Meet the requirement
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<.0.lo | Assay Complied aundunziteulinu ov.
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99 Test items Specifications
&.@.m | Particulate matter
- Size > 10 Um - Not more than 6,000 particles/container
- Size > 25 Um - Not more than 600 particles/container
&.®.& | Extractable volume Not less than 1.0 ml
&.6.¢& | Sterility test Sterile
&.e.o | Related substance Complied with finished product specification
&.@.00 | Bacterial endotoxins Complied with finished product specification
& Drug substance specification : Octreotide
D) Test items Specifications
&l.e | Identification Meet the requirement
&b.lo | Assay «&.0 - ®@0&.0% of Octreotide (C_Ho N, 0,05,
calculated on the anhydrous, acetic acid - free
basis
&lv.n | Bacterial endotoxins Not more than 466 EU/mg of Octreotide acetate
&bo.@ | Octreotide acetate related

compounds

- AcetyL-Lys&—octreotide
- Acetyl-Phe’-octreotide
- Unspecified impurity

- Total impurities

Not more than o.&%
Not more than o.&%
Not more than o0.¢%
Not more than ©.0%

(as¥e).__. '*9‘\ ____________________
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U Test items Specifications
&b.& | Water Not more than @o.0%
&.o | Acetic acid in peptides &.0% - 0.c%

&b.ev | Trifluoroacetic acid (TFA) in | Not more than o.o&%
peptides

&b.c | Microbial enumeration test
and Tests for Specified
Microorganisms

- Total aerobic microbial Not more than eoo cfu/g
count
- Total yeast and mold Not more than eoo cfu/g
count
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Bnsiinlumsndnen PIC/S (Pharmaceutical inspection Co-operation Scheme) lagwuagau PIC/S
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[***ﬂiml,‘dusnﬂau biological products #3115 COA of drug substance mamammmnuu/
ﬂsmmuuLﬂu Sterile water for injection i@l COA of drug substance***]
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