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Approval Date: December 21, 2018 

Product: RECOMBIVAX HB 

Proper Name: Hepatitis B Vaccine (Recombinant) 

Manufacturer: Merck & Co, Inc 

Indication: For prevention of infection caused by all known subtypes of hepatitis B virus. 

Description: RECOMBIVAX HB Hepatitis B Vaccine (Recombinant) is a sterile suspension of 

non-infectious subunit viral vaccine derived from HBsAg produced in yeast cells. 

BLA: BL 101066 

Regulatory Milestone: No data 

PDUFA Goal Date: No data 

Package Insert: Package Insert - Recombivax HB 

Summary Basis for Regulatory Approval: Summary Basis for Regulatory Action - Recombivax 

HB 

European Public Assessment Report: No data 

Advisory Committee: No data 

Safety: No data 

NCT Numbers: 

https://www.fda.gov/media/119457/download
https://www.fda.gov/media/74274/download
https://wayback.archive-it.org/7993/20170722071446/https:/www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM244544.pdf
https://wayback.archive-it.org/7993/20170722071446/https:/www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM244544.pdf
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