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Eltrombopag 25 mg film-coated tablet

1. Foen Eltrombopag 25 mg film-coated tablet
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3. gruanUAnImaina

Naﬂ‘]‘iaLﬂ?ﬁzﬁﬂmﬂ'l’ﬂ!,{]ulﬂm’m Finished product specification Wag Drug substance
specification lFaanziTsunadinUANENTIINTEMNTUAZET NSYNTIABITUY

3.1 Finished product specification:

& Test Items Specifications
Identification Complied with finished product specification
2 | Assay 95.0 - 105.0% of the labeled amount of
eltrombopasg

3 | Uniformity of dosage form unit*

Complied with finished product specification

4 | Dissolution

Not less than 75%(Q) in 45 min

5 | Purity

- GSK1498840A*: Not more than 0.2%
- Any unspecified impurity: Not more than 0.2%
- Total impurities: Not more than 1.5%

6 | Microbial test

Complied with finished product specification

* GSK1498840A fa 3'-{(22)-2-[1-(3,4-dimethylphenyl)-3-methyl-5-oxo-1,5-dihydro-aH-pyrazol-4-ylidene]

hydroxy-hydrazino}-2'-hydroxy-3-biphenylcarboxylic acid

n33UNIT
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3.2 Drug substance specification:

i Test Items Specifications

1 | Identification Complied with drug substance specification

2 | Assay 98.0 - 102.0% of the labeled amount of eltrombopag
olamine (Corrected to water and solvent-free basis)

3 | Related impurities - GSK268158A**: Not more than 0.5%
- SB-573412**: Not more than 0.1%
- Any unspecified impurity: Not more than 0.10%
- Total impurities: Not more than 0.6%

4 | Water content Not more than 0.8%

5 | Residual on ignition Not more than 0.2%

6 | Palladium content by ICP-OES | Not greater than 10 pg/g

** GSK268158A fAin 25,35-Bis{(22)-2-[1-(3,4-dimethylphenyl)-3-methyl-5-oxo-1,5-dihydro-4H-pyrazol-4-
ylidene]hydrazinyl}-26,34-dihydroxy(11,21:23,31:33,41-quaterphenyl]-13,43-dicarboxylic acid

SB-573412 fio 5'-Chloro-3'-{(22)-2-[1<(3,4-dimethylphenyl)-3-methyl-5-oxo-1,5-dihydro-4H-pyrazol-4-
ylidenelhydrazinyl}-2-hydroxy[1,1'-biphenyl]-3-carboxylic acid
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4.2.2
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