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3.1 Finished product specification

1) Test items Specification
1. | YsuneushendAgy m’mci'lumuﬁisqlu Finished product specification
2. | Bioassay complement dependent m’;’\amumuﬁwﬂu Finished product specification
cytotoxicity
3. | Identification mmmumuﬁisﬂu Finished product specification
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5. | Bacterial endotoxins m‘smc«"mmuﬁszq‘lu Finished product specification
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) Test items Specification
6. | pH mimci'mmuﬁssq‘lu Finished product specification
7. | Volume in container | miaﬂmumuﬁsaq‘lu Finished product specification
8. | Purity / Impurity mwchumuﬁisqiu Finished product specification
9. | Particulate matter mmwﬁumuﬁizﬂu Finished product specification
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- UM 2 25 um liifiu 600/container
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A. fin1sAnw N9 E)  #Aosaeadl 20 AZUUY
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gausuNdiNUANENTINNTEIMISWAYET NSENTNETSISAgULEn Tddmunsdlen
adlaylvl (New generic drugs) fiunslausiaus U 2546

2. Wnsfnwdeadu Randomized crossover design 5e Parallel design (nselendl
t1/2 M)

3. MsAndenanaatinsmslueaadasiilavnmg wiadudUae wu swweide way
80U HIV
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2.4 dayamsfinwinauasanIwen (Long term stability) 10 Azuwu
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