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3.1 Finished product specification

U9 Test items Specification
1. | Identification mi?’«aﬁ’mmuﬁizulu Finished product specification
2. | Vinashenddgy avavsumTseylu Finished product specification
3. | Bioassay complement dependent m’aﬂmumuﬁislﬂu Finished product specification
cytotoxicity
4. | Sterility m’mmumuﬁisq’lu Finished product specification
5. | Bacterial endotoxins m’m&humuﬁszq‘lu Finished product specification
6. | pH mmw’wumuﬁszu’lu Finished product specification
7. | Volume in container m’;w"mmuﬁisq‘lu Finished product specification
8. | Purity / Impurity m’ailci’mmuﬁisu‘lu Finished product specification
9. | Particulate matter
- UM 2 10 um - NMT 6,000/container
- UM 2 25 um - NMT 600/container
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wsali

6. A3nslvien dauluglfunuu single dose mslvieuuy multiple dose a¢ldiiled]
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