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Product Approval Information - Licensing Action

Proper name: Quadrivalent Human Papillomavirus (Types 6, 11, 16, 18) Recombinant Vaccine
Tradename: GARDASIL

Manufacturer: Merck & Co., Inc., West Foint, PA, License #0002

Indication for Use: Vaccination in females 9 to 26 years of age for preventi

of the ing di
Human Papillomavirus (HPV) Types 6, 11, 16, and 18:

e Cervical cancer

Genital warts (condyloma acuminata)

and the ing pr ous or dy

Cervical adenocarcinoma in situ (AIS)

Cervical intraepithelial neoplasia (CIN) grade 2 and grade 3
Vulvar intraepithelial neoplasia (VIN) grade 2 and grade 3
Vaginal intraepithelial neoplasia (ValN) grade 2 and grade 3
Cervical intraepithelial neoplasia (CIN) grade 1

Approval Date: 6/8/2006
Type of submission: Biologics license application
STN: 125126/0
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