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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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4.6 Fertility, pregnancy and lactation
Pregnancy

Alarce-amount-of Post-marketing data on pregnant womenéere-than—+1-000
pregnaney-outeomes) indicates no_ malformative nor foeto/neonatal toxicity of
Gardasil 9 (see-section5-1- when administered during pregnancy.

Animal studies do not indicate reproductive toxicity (see section 5.3).

A six-year pregnancy registry for Gardasil 9 prospectively followed 180 women of which
there were 69 pregnancies with known outcomes. Frequencies of miscarriage and major
birth defects were 4.3 % of pregnancies (3/69) and 4.5 % of live born infants (3/67)
respectively. These frequencies were consistent with estimated background frequencies.
These data support similar findings from a five year pregnancy registry for gHPV vaccine
in which 1,640 pregnancies with known outcomes were included.

However, these data are considered insufficient to recommend use of Gardasil 9
during pregnancy.Vaccination should be postponed until completion of pregnancy
(see section 5.1).
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Gardasil 9 is indicated for active immunisation of individuals at the age of 9-45 years

old against the following HPV diseases:

» Premalignant lesions and cancers affecting the cervix, vulva, vagina and anus
caused by vaccine HPV types

* Genital warts (Condyloma acuminata) caused by specific HPV types.
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