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Finished product specification

1. Identification test ATIVAIU
2. nudindiegy AFIIHIU
3. Potency ATIVWIUAN finished product specification

4. Subvisible Particles

31 Particulate Matter > 10 m 1411 6,000 6o vial
3.2 Particulate Matter > 25 Llm 11l 600 Ao vial
5. pH ATIVAIU
6. Osmolality ATIVA U
7. Sterility test ATIVHIY
8. Bacterial endotoxins AT IV

9. Solvent for Trastuzumab

9.1pH ATIVHIU
9.2 Extractable volume AFIVHIU
9 3 Bacterial endotoxins ATIINIU
9 4 Sterility ASIVHIU
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9.5 Subvisible Particles
- Particulate Matter = 10 Hm TyiAu 6,000 A0 vial

- Particulate Matter = 25 Um ”lu'ﬁu 600 19 vial
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