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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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4.8 Undesirable effects

gHPV vaccine
Table 2 includes adverse experiences that have been spontaneously reported during post-

approval use of gHPV vaccine and-may-alse-be-seenin-post-marketing-experience-with
Gardas-9. The post-marketing safety experience with gHPV vaccine is relevant to
Gardasil 9 since the vaccines contain L1HPV proteins of 4 of the same HPV types.

5.1 Pharmacodynamic properties

Pregnancy

During the clinical development of Gardasil 9; 2,586 women (1,347 in the Gardasil 9

group vs. 1,239in the gHPV vaccine group) reported at least one pregnancy. The types
of anomalies or proportion of pregnancies with an adverse outcome in individuals who
received Gardasil 9 or gHPV vaccine were comparable and consistent with the general

population (see section 4.6).
Prevention of juvenile-onset recurrent respirator illom i RRP
vaccination of girls and women of chil rin ntial

JORRP is caused by upper airway infection primarily with HPV types 6 and 11,
acquired vertically (mother-to-child) during childbirth. Observational studies in the US
and Australia have shown that the introduction of gHPV vaccine since 2006 has led to
declines in the incidence of JORRP at population level.
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6.4 Special precautions for storage
Gardasil 9 suspension for injection:

Stability data indicate that the vaccine components are stable for 7296 hours when
stored at temperaturesfrom 8°C to 2540°C or for 72 hours when stored at temperatures
from 0°C to 2°C. At the end of this period Gardasil 9 should be used or discarded.
These data are intended to guide healthcare professionals in case of temporary
temperature excursion only.

Gardasil 9 suspension for injection in a pre-filled syringe:

Stability data indicate that the vaccine components are stable for 7296 hours when
stored at temperaturesfrom 8°C to 2540°C or for 72 hours when stored at temperatures
from 0°C to 2°C. At the end of this period Gardasil 9 should be used or discarded.
These data are intended to guide healthcare professionals in case of temporary
temperature excursion only.
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