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cBESN AR e 2 A VA EER, BIRER X U A NV AF BRI T D TR
52 A MBI (2 M B #E 2 WS D BFEDOr X 7 A NV RITL— A fE
TFETOR)
PATL TCWDHAR o Z A LV ARIC L 22 ToOrZ A VAHHR, BRER X U A
VA BRGRITT T D TR
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o U
‘b b X TANAT I F 02 MEMEOMENE o X 7 A LR IgA FURBG RS
S OFAAAh
- [FIRHERE U7 e ] P RAEERE D 7 F o o HuiA i
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E1D THR= (1— (HRV U7 F RO BIGRFEIE 77 E RO BILRFESHHE) ] X100
152) “HGAIEED  IEREZRERAIX R K Ol p i (Fisher OIEMERE A E/KYE 0=0.05)
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HEANVEIARRER TIE. B ha X A LA T 7 F 2 1095CCIDsy D 2 [Bl4fE 2 E PR Y 7 F o L R
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o SR 22 22 . B 34 28 H
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V. afkicBY 45|EA

ES

F R E H

- HEMEEGER 10519 5l (v ha X A VAT 7 F U8 5263 . 75 EREE 5256
B) 1IZBWT, 2B D ETOWRITRRIC L 2 EIER ¥ 7 A VA BBRIZHT 5 FH
E (95%ZHEXR : p M) 12 96.1% (85.1, 99.5 : p<0.001. Fisher o il IEfERR )
Th o7,

U F o0& MEERES 31 BN (0~30 B B) ICHEZH SN B ERIEDORIIX
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BY R 7 TN LU0 7,

AIEDRHIEAIER 17867 Bl (£ b2 & 274 %D 2 7L B 9009 B, 7750 8858 )
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HIV B2 R E N RICREM ERET LERRAER (8415 D5 ER) : Rota-022 3XE& '

SESE A SOFHRE O HIV YA (100 B1]) Zxfge & Lz “HERRBRICBW T, EEHMiTEE Th 58
% OEHERESR (71— 2 L3 ORER, RH-SUXTH) OB X, AFIEE 52.0% (26/50 f5i]) &7
7R 56.0% (28/50 ) Td -7,

AFNEERER 31 A (YN A 2 3T) (2B DRIBUSORBIMEEIL 2.0% (1/50 #1) TH Y | JEF 1§ T
o,

BERERRIZTI FUOMDKFEBERET LKA (GBS FEMEKER) : Rota-052 58k ¥

fHEB A (100 FH, 31200 ) Zxige Lz —EEHRAER OERO—FITRA, G778 RNaHE
i) 1I2BWTC, 77 RS 18.8% (95% 5 HHIXM : 109, 29.0) OFEMFRIKIZT 7 F 2 HKENRTED &
iz (FEFMER), 72, e a 7 7 A VIIAKEREEE L 77 BRI W CHEETHY, V7T
VRO ARRE & BIBEIR 22 SICBIEMI IR bR o T,

Bl SOG DR BUSA L 1 I AFIBERERE 2.0% (2/100 ) THY . FE1fFl, &5F 0 1HITH-Tz,

BIOFE

Rota-005 7Bk CTix, ALEME N & A TRAME K ClX HRVS.6 #, HRV6.8 B & & 1T SR MK
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WAL ZLPRENTND 2
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BHURZ2 D, IZ DM B RONEX, BUED & Z AL TIEARN,
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Rotarix oral suspension Rotavirus vaccine, live
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(An Australian categorisation of risk of drug use in pregnancy) B2 (2021454 1)

M

B SO

A —A ~Z U7 ®43%8 : (An Australian categorisation of risk of drug use 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) NREZEICET SEH
AFLOWA LI WT, 19.7 /NEEE | OIRIZEREFHOBE IO, KE OB SCE K OUEE O SmPC
WX, UToR#EH H 5,

H i RLAN AT

KEOTRF CE 8.4 Pediatric Use

(2022 4211 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.

He[E D SmPC 4.2 Posology and method of administration
(2022 -8 H) Paediatric population
Rotarix should not be used in children over 24 weeks of age.
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