INFANRIX Kersten Compliance Services, LLC

Approval Date: November 6, 2019

Product: INFANRIX

Proper Name: Diphtheria and Tetanus Toxoids and Acellular Pertussis Vaccine Adsorbed

Manufacturer: GlaxoSmithKline Biologicals

Indication: For active immunization against diphtheria, tetanus, and pertussis as a 5-dose series

in infants and children aged 6 weeks through 6 years (prior to the 7th birthday).

Description: INFANRIX (Diphtheria and Tetanus Toxoids and Acellular Pertussis Vaccine
Adsorbed) is a noninfectious, sterile vaccine for intramuscular administration. Each 0.5-mL dose
is formulated to contain 25 Lf of diphtheria toxoid, 10 Lf of tetanus toxoid, 25 mcg of inactivated
pertussis toxin (PT), 25 mcg of filamentous hemagglutinin (FHA), and 8 mcg of pertactin (69

kiloDalton outer membrane protein).

BLA: BL 103647

Regulatory Milestone: No data available

PDUFA Goal Date: No data available

Package Insert: Package Insert - INFANRIX

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

European Public Assessment Report:

e Human medicine European public assessment report (EPAR): Infanrix HepB



https://www.fda.gov/media/132350/download
https://www.fda.gov/media/75157/download
http://wayback.archive-it.org/7993/20170722071402/https:/www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM244609.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/infanrix-hepb
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e Human medicine European public assessment report (EPAR): Infanrix Penta

e Human medicine European public assessment report (EPAR): Infanrix Hexa

Advisory Committee:

Data regarding the safety and efficacy of Infanrix were presented and discussed at "the July

10, 1996 meeting of the FDA's Vaccines and Related Biological Products Advisory Committee

meeting.
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