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o1 Insulin human injection
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2. Usenausie Insulin Human siadizdaas1einienssuIunis recombinant DNA wagdl
mmu‘%qw‘ﬁglﬁﬂmm insulin atin mono-component TuuSuna 100 1U /ml, 10 ml
3. Uisaﬂum%uzmif\;mﬁmﬂimmm%LLUU multiple doses Y3103 10 ml uazdasiuuas
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1. Identification test G\S?ﬁw\i’]umm‘ﬁizﬂu finished product
specification

2. YFunausnendnfgy 95.0 - 105.0% labeled amount of Insulin
human

3. pH nyavsumudiszyly finished product
specification

4. Sterility test ATIVNUY

5. Zinc content milﬁlﬂ\i’mmmﬁizﬂu finished product
specification

6. Bacterial endotoxins 14ilAiu 80 endotoxin unit/ 100 IU of Insulin

7. Limit of high molecular weight m’mﬂ\imm’mﬁizﬂu finished product

proteins specification

8.. Particulate matter ATIU
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