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Regulatory Exclusivity and 
Patent Term Extension

Market Regulatory
Exclusivity

Patent Term Extension
(up to 5 years)

US 5/12 years One PTE/product/patent

EP 8+2+1 years Multiple SPCs/multiple products/patent

Japan 10 years Multiple PTEs/multiple products or indications/patent

Australia 5 years Multiple PTEs/product/patent

South Korea 6 years One PTE/product/patent

Taiwan 5 years One PTE/product/patent

Israel 6 years One PTE/product/patent

No Exclusivity/PTE : AR, BR, IN, HK, TH (biologics), UY, and ZA 
Exclusivity only: CA, CN, NZ, MY, MX, CO, and VE    


