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Dosage Form: Suspension for injection

Composition:
HPV TYPE 58 L1 PROTEIN 20 MCG / 0.5 ML
HPV TYPE 52 L1 PROTEIN 20 MCG / 0.5 ML
HPV TYPE 45 L1 PROTEIN 20 MCG / 0.5 ML
HPV TYPE 33 L1 PROTEIN 20 MCG / 0.5 ML
HPV TYPE 31 L1 PROTEIN 20 MCG / 0.5 ML
HPV TYPE 18 L1 PROTEIN 40 MCG / 0.5 ML
HPV TYPE 16 L1 PROTEIN 60 MCG / 0.5 ML
HPV TYPE 11 L1 PROTEIN 40 MCG / 0.5 ML
HPV TYPE 6 L1 PROTEIN 30 MCG /0.5 ML
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5.1 Pharmacodynamic properties

LONG-TERM EFFECTIVENESS STUDIES

In Protocol 002 extension study, no cases of high-grade intraepithelial neoplasia
or genital warts were observed through 8:211.0 years postdose 3 (median
follow-up of %#610.0 years) in girls (n = 87264) and through 8-410.6 years
postdose 3 (median follow-up of %69.9 years) in boys (n = 262+) who were
aged 9 to 15 years at time of vaccination with Gardasil 9. Incidence rates of
vaccine HPV types related 6 month persistent infections in girls and boys
observed during the study were 52.4 and 54.6 per 10,000 person-years,
respectively, and within ranges of incidence rates expected in vaccinated
cohorts of similar age (based on results from previous efficacy studies of
Gardasil 9 and gHPV vaccine).

PERSISTENCE OF IMMUNE RESPONSE TO GARDASIL 9

. for at least 710 years in girls and boys who were aged 9 to 15 years at
time of vaccination with Gardasil 9; depending on HPV type, 981 to
989 % of subjects were seropositive.
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IMMUNE RESPONSES TO GARDASIL 9 USING A 2-DOSE SCHEDULE IN
INDIVIDUALS 9 THROUGH 14 YEARS OFAGE

In a clinical trial, persistence of antibody response has been demonstrated for at
least 105 years in girls aged 9 to 13 years who received 2 doses of gHPV

vaccine.
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