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74 ROTARIX (Rotavirus Vaccine, Live, Oral) Suspension, for oral use
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(Australian categorisation system for prescribing medicines in pregnancy)

B2 (202544 ) *

\\}ﬁ

B TR OB

KRR LT H

F—A N7 U7 D43 . (Australian categorisation system for prescribing medicines in pregnancy)

B2 : Drugs which have been taken by only a limited number of pregnant women and women of childbearing age, without

an increase in the frequency of malformation or other direct or indirect harmful effects on the human fetus having

been observed.

Studies in animals are inadequate or may be lacking, but available data show no evidence of an increased

occurrence of fetal damage.

(2) INRFICEHY HECE
ARIRDOUAT LEITIB N T

. 197 /NS OIICEEFHOBE ITEND | KIE O RN SCE K OSE O SmPC

WZiE. LT OREDE & D,

i FLE N A
KEDORACE | 8.4 Pediatric Use
(2024 -1 H) Safety and effectiveness of ROTARIX in infants younger than 6 weeks or older than 24

weeks of age have not been evaluated.

The effectiveness of ROTARIX in pre-term infants has not been established. Safety data
are available in pre-term infants (ROTARIX = 134, placebo = 120) with a reported
gestational age < 36 weeks. These pre-term infants were followed for serious adverse
events up to 30 to 90 days after Dose 2. Serious adverse events were observed in 5.2% of
recipients of ROTARIX as compared with 5.0% of placebo recipients. No deaths or cases
of intussusception were reported in this population.

#[E D SmPC
(2025 %2 A)

4.2 Posology and method of administration
Paediatric population
Rotarix should not be used in children over 24 weeks of age.
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