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3. audulaniuais
3.1 Finished product specification: Olaparib tablet
¥o Test items Specifications
1. | Identification NI
2. | Assay 95.0 -105.0% of olaparib
3. | Dissolution NLT 80%(Q) at 60 mins
4. | Uniformity of dosage units ATIY
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3.2 Drug substance specification; Olaparib

o Test items Specifications
1. | Identification e
2. | Assay {on water and solvent free basis) 98.0-102.0%
(HPLO)
3. | Related compound
- Olaparib n-Propyl (HPLC) - NMT 0.30%
- Olaparib Pip Dimer (HPLC) - NMT 0.15%
- Olaparib Des Fluoro (HPLC) - NMT 0.15%
- Any individual unspecified impurity - NMT 0.10%
(HPLQ)
- Total Organic impurities (HPLC) - NMT 0.50%
4. | Ethanol (GC) NMT 0.50%
5. | Water content (KF) NMT 0.50%
6. | Sulfate ash/Residue on ignition NMT 0.10%
(USP,EP,JP)

3.3 nemrrrTinasy Blemental impurity viai] Risk assessment report (usiasiensnsuszney)
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5. myUssdluAtuseainBnnsiasian (Price Performance)
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