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Finished product specification:

1 | Description m’mhum:uﬁszq’iu Finished product specification
2 | Identification (Infrared spectroscopy) mi’ailmum’mﬁisuslu Finished product specification
3 | Uniformity of dosage units mm&humuﬁizﬂu Finished product specification
4 | Assay by HPLC 95.0 — 105.0%

5 | Dissolution NLT 75%(Q) of the labeled amount of

Eltrombopag is dissolved in 45 min

6 | Impurities

- 3.(22)-2-[1-(3,4-dimethylphenyl)- | Not greater than 0.2%
3-methyl-5-oxo-1,5-dihydro-4H-
pyrazol-4-ylidene] hydroxy-
hydrazino}-2'-hydroxy-3-

biphenylcarboxylic acid
- Any unspecified impurity Not greater than 0.2%
- Total impurities Not greater than 1.5%
7 | Microbial enumeration tests m’m&humuﬁi%ﬂu Finished product specification
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