* 20221 AHGET (BB, HEEER)

DAIRADIF U
EMFHRRIEE
BO%SEE FOIIAIVRDIFY

O9UYD Ammz

BE B2 BT T 2~8CTRE
BE5HIR - 364 A

BXFERDOEES

876313

3RHIRS)
A A, -
i ) Rotarix
IR
) R ESOnE FEE= [22300AMX0050]
o DT 2 & BOSEIIE | 201161 1A
" E— 7.2 B
2. FEAESE (PHEEERIISI MBI THNE) BHERI-T 7T OREEMEH LB A, B CARAl

2.1 HEDAREZEL TWEE

2.2 EELEWERIIO D> TWVAI ENHLPLE

2.3 KA OB AT UIARF ORI L > CTHREELZE L
Tl ENDBE

2.4 [BEREEDORIEZ EH 2[R H 5 RIBE DR EHEL
BEE (XyrIVBEE%) 269 5%

2.5 BEBECHEODH E

2.6 EREEATGE RS (SCID) #E9 5% [8.4. 9.1.452]

2.7 LEICEBFAEDIZD, FPHEEEITO Z EASREE LR
RBlchHHE

3. BSEOBIERUHER - K

*3.1 BEEDBIE
AFENZ. GIP [8] ICBT Ak hay A LA (89-128) D%
O—>ThrHEEL huy AL A (RIX4414%k) 277V
713 RUFLVBRHRO Verofifa THREEEESE, B2V 1)L
AW ERER L. BINFZMANAEEITH 5.
AANE, BB TRECERZ 7 YHERS (M) YY) RO
Y OFERES (BAIASERTHT I VBE) ZHEHALTWVS,
Fio, METEOED CTOHOER (Verofifaot L N> 71
BEE) 2BV, FUYOMBHEKSS (ME), 73750
RS (73 BE) ROy VOABERES (57 87
T3 UhKGRY) RERL TV S,

3.2 A%
AENE. 1.5mLEICROED 2 &ET 5o

IRz a%Y vy AN
\ FELEL huy 4 ILA (RIX4414%) 6.0logo
AIRIY CCIDsoll |
FERIEME (1.073g). 7YY VB (100.75mg). 7K
WA | N A (54.76mg) . ANy DLEFEA —

)V (2.033mg) . pHRAHA]

3.3 EFIDMIR

HR7E4 u%y w7 ZRFEKR
I £ VB TET. A SR T
S - FER EEEHOR T, RIRBEECRNTZRD LWL

Sl

4. FREN ISR
O 94 ILRICKBEBEXRDTFH

5. MEENIFHRICEHET BER

5.1 KAlZa % 74 )L AGIP [8]. G2P [4]. G3P [8]. G4P
[8]. GIP [8] IZHG 2 FIRIRAREENT VS,

52 o7 A NVAICERT 5BEHAZTHTHI LI TER N,

6. FENUHE
FLRIER ., 4N EOMBEEZ B W C2EEOFEE L., #EE
3EE].5mLEd %,

7. BERUHEICEET 3R

7.1 EENRE - HESH
EROE,PSMEEEZRB L. Da Eb4EMOMEZ BV T2
EEHOEEEZTE T I %, B ELERBEFTICIHEELZT TS
BTl Fio FEHERICBLWCOEMRICEET I LN TE S,
aB. PIEERIZAEZIAE6H E TITH CEPHERIhTVSY,

1.5mMLZHEESEL I ENTE 2,

7.3 [EbsERE
ERiPBREEROIHZEICR, oD o F > EERICERET S
ZENTE S, [14.1.13H]

8. EERELRIEER

8.1 RENZ. [FHEEERHAL] RO [EHEEERSE] I8
WLUTHERT AL,

8.2 #EEE ICOWVLT, BEREAICLTHZ. MERUBER
BE2%) 1Lk TREFEREZHANS Z &,

8.3 WEME R OFOMESIC. HEYH IR ES LT,
FLEERORBERICEER L, AFOEL. S5ICER.
WNAZDOREERZZ2LZBEICIEEPLICEMOBZE S
ZUIAHEOHERIICHSEL &,

8.4 KEIOFHEREMHIE S N 2 EROER RSB W TIREARTED
PHIRETHD ., & MREARETAILA (HIV) BEEWELS
DRBAREEIIN LT KEIOBEWER LEEDERT —%
370, REREICEESHIEREZETIERTZOBZN
W bHE. RENHZZL-TIREEZ T TVAE., EHEICL
KERBARTEDOES VL EICAR Z2EET 25813, RER
SREZEDOYE ZEROFEICHIEFERL. EEICEET S &,
[2.6, 9.1.4, 17.1.5%]

8.5 WiEEEORESIC. BERELZ BT HER (EFE. KE
HolEM, MmEPE. EREHE. &2 22 LHEICIEH
PRICEMOZEZZ T2 LOFHMICH ST L2 L, BIOT
L2 RETIE. REBEERICECLLBERENDIZEA
ENEERE, STHHURICHE SN TWS, T/, BiloEz
R CIE, FIER OB B EEERTHEICE T 2 BERERTO
YRAZHBRESNTWS, [11.2, 15.1.3588]

8.6 KAl ay I A IVATZF OEHEEICET 52L2ME.
FRERME, BHEDOT—F 1370,

9. BEDEREZHEIDEICEHTIEE
9.1 FEEFTEE (EEOYIKZTSICEL. FEZETIE)
WHEEEPROVTNPIEET LR N25E1E. BE
REROEE AR L. 2PEEOEE#ES OHK 2 EE /T,
FHEEOLEE, BIKE. BREICOVLTHS2HEEITL.
FEZEEICEL LT, ERLCEET S &,
9.1.1 DIEMEREE. BREEE. FREES. MERE. REE
EZLZDEWKREZETDE (9.2, 9.32M]
9.1.2 FHHEETERE2BUAICEADH SNIEBERUSEER
BEO7UIF—ZERSEREELEIENGDE
9.1.3 BEICIFVWNADERENHZE
9.1.4 RBEEICEENHIEREEEITIENRVZOHZNNLSG
3E. ABRIFZECTAEEZITTVNSE., EHEICEXRE
REASEDENWNDE [2.6. 8.4, 17.1.55H]
9.1.5 BIEEE (EEXIFEMHOBEBEE. BRERRZMEDEL
BRAMBEBRE) ZF753HR
FRiEE OB RES L EE 2 EHET S NS HEAICDOH
BEITL L. BHRE (EEIBEOBEESR. BEFRERE
DR VWEREBBRSE) 2EHITLA2ARENRE LAF O
BERORLM 2L U= RERERIZEMR L T,
9.2 BikEEREEZEI5E
BEETEE CTH 5. [9.1.12H]

(172,



9.3 FFREREEZH9 5%
BEEERETH L. 9.1.12H]

n. 8l
ROBIRERHEDONZBZENHZHD T, BE 2 +FITITV,
BENRO ONTGEITHE LB LTS 2 &

1.2 ZOfDEIRIE

5%LLE | 0.1~5%Ki A
SHRER | SRMET | FE
TNRTED BN BB IR G
HILER . MR, fE| ERRET . BRBR
EElal
PR Es Nk / B
B 2 ¢

E1) VEHMERREER T OSERE 1~ 10%K

F2) WHMERPRERER T DS 1 0.1~ 1%

E3) AF T ATORBMRARRREERETIE. KA O EHE
M7 531 HEIC B 2 BERAE D FRESAE DA R S
NTBD. ZOIEEACHHIEFEERTHLUANICED 51
TWb, [8.55MH]

14. BRLOFE

14.1 EREEROFR

14.1.1 EiE8S

(MNEELEAERAMEBICPP > TVAEIBELLEHT 52
Lo 272U, BMABYYE (BE%) OBAIEEZENT S
WEEIX TR0,

Q) PRI IZEHOFEREFRE LTV AR IIBEELEHT S L.

QDA EIZBEE LW &, [7.35H]

(D EFNOBFERERIZICBWT, B2 E&D BRI OBEUZH
PRI 7z 0,

14.1.2 EIERE8
AFNIBOFREZTICRY . MERITES L TE R 570,

15. ZOMDFR

15.1 BREREARICE D 1B

15.1.1 DU F U EREZ & LB LRI FRENEZEH
LEETHCE (fl: BUORBMBOFRNE), 77 F VHkK
AN ADEFERAOHEM A, AFEEBNTHZ E— 7127
TIOHMR® 6N TW5B, £y KEIOKFAEREZ S LB
NEERREE T AFRBEZEOEFERICT 7 F o HRESHE
ENTWVD, [17.1.7%18]

15.1.2 ST 7 AV ARET 1 » T > RICBT 5 RBEE R E
T BEREORBRNZMMT 22 L2 EHHME LT,
6322501 (A&AFI31673%1. 75t R3155241) DOFLRICIHRE L /-
EZA ZROT 7 F o EEESIHBOBERIEICD W TOM
TFY 2 7130.85 (95%EHEXR : 0.30,2.42) T, K77 F 8
BICLA2BEBEORRY A7 DEKIZRDSNLL» -2 Y,
[17.1.6%H8]

15.1.3 BHTITONLZBEMEDOAY T F UV RAIIBVWT, K
RIBEEATHEOBEREOHE Y A 71, WEEER134.68
(95%fE#EX M : 2.62,8.35) 2 B#E#%131.83 (95%(FHEX
R:1.31,2.56) TH-7=Y, [8.5. 17.1.6%]

15.2 FEBREREHER ICE D < B
AENC T —av A )LA1E (PCV-1) ODNAKIF KRV A
L ZRIFDIRADRD 5N TWAED, PCV-12EHORKOR
K& dZ ERUE MADOBRPLRTIOREE 252 LI13M56
nNTWz, B, KAEIOEREICL VDPCV-1DFEENLLHE
FE & 72 5 EDMEIZ T,

17. BRERRRAE

17.1 BMUERURESMICET 255

17.1.1 BEASMEEER (B (FHMR) ZRELEZESRLEER
B& : Rota-05651ER)
%6~ 14O REILIRTOSHNIC N T 2 —EERHERRICB VLT, KD
L7 IR %1 » ABBCARREROEEZT> 72,

(1) EEEHEEE
FELBHETHEI Y TN ABBRPBGL EEBS N -BE, &
UC2WEBE DV EBRIRRICZ 5 E TOREICE T 2 EEEEADZ LN
Bauy A VABBRICHT B FHHRIETROEBY TH o725,

Rl OI9ACIWVABEBRICHTDTIF U FHMNR
uy A IVABEBE| TR (%) *
HERE FEHBE (%) (95%fEHE X )
(95% (5 #EX M) (pfE) *
(42‘,9—23%) 1.8 (0.8,3.4) 81.9
281D EEEAER R Fow R (60.0,92.6)
(25081) 10.0 (6.6,14.4) (p<0.001)
(425871;@ 2.8 (1.5,4.7) 79.3
HER2ABFE T Fown (60.5,89.8)
(2506) 13.6 (9.6,18.5) (p<0.001)

E) FHMR= (1- (RABFOBBARFHE/ T I HOBHRFRE
BUHEE)) x100
¥2) ST EMBEICK SpiE (MEME. EFBOEET)
(2) BREHTEIEE
EEHEANDZE P NEREETY 7 A LV ABIE% (Vesikari score? 1155
PIE) 12htg 208 A )L ABB RS FEBS NS, RO
EDEBARITICEHETOREICBI 2 FHIRII RN EBY TH 7Y,

K2 BEOIVAIVABBRICHT DI F U FHANR

BETYIANVA | FHHER (%) =)
BEH \EBERRBEEE (%) (95%FE#EXME)
(95% 5 HEX ) (pft) =¥
(42;372@ 0.2 (0.0,1.1) 95.4
28 L) _FEEFERF S Fowk (68.6,99.9)
osomn | 44 @270 (p<0.001)
(42;?;@ 0.4 (0.0,1.4) 91.6
ERURHEE T Tt R (62.4,99.1)
(25060) 4.8 (2.5,8.2) (p<0.001)

ED FRAR= (1— (KRB0 BBRFEREE 77 KRB0 BB RFE
HEE)) x100
1E2) SEMTIEMBEIC L 2pfE (RABGE. EFROZEET)

GIERUIEGIEIC N T 2 EBEHRBEANOZZ P LELUY I A VAEB
ROTHEHR (95WBEFXMH : pfE, AT EREEEICLSpE (A%
FELOEFBOEMET)) ICOVTIE, Oy 71 ILABBRI 28D HEFRE
SNTREEICB VT, ZnENn91.6% (31.0,99.8 : p=0.014) %U78.9%
(49.4,92.0 : p<0.001) TH o7z FEBEIC, EB2AKFETIE. ZnEh
84.6% (50.0,96.3 : p<0.001) KU'76.1% (47.0,89.9 : p<0.001) T@H -7z
GIEIROIEGIBRICR T 2 EBEENOZE PV ELERETY I L AE
IEROTRIZNE (OSREFEXME @ plE, EM(TERGEEICESpiE (W
T OEFBOEET)) IOV TIE, 0¥ 1)L A B A28 LI HETE
SNREEICB VT, £ Z2N100% (24.0,100.0 : p=0.025) %1r92.8%
(44.2,99.8 : p=0.005) TH-7z. EBRIC, EBAKFETIE. ZhEh
91.6% (31.0,99.8 : p=0.014) %091.6% (31.0,99.8 : p=0.014) TH -7z
AHEREAEGIS08HIH ., HiE%IHME (BREAYHEZ &) KB 2BIRIED
FIRFEE1212.2% (62/50851) TH o7z EhbBDIE. ZHIEE/ T
7.3% (37/508f) . FHI3.5% (18/508f%1). Mt/ EiF3.3% (17/50845)
TH-o7,

17.1.2 BN E MBS (B (FRAZIR) ZRE U KRRISIRRHER
Rota-036515%)
TR ERFLIR3874061 (AFIBES72061. 751 RBE130261) #xt5he L —EHE%
HEEBICB 50y A VABBRLVCEEDY 7L ABBR (Vesikari
scoreM 1L E) 1T BRBIOFHHRIE TN EBY TH 7",
AFIEERIHE (BEEHEZEL) OREMAEEIT- 1291461181
BEIRISDOFBSEEIL57.8% (528/914%) TH-lz. EbDIX. 5
/<9 043.2% (395/91441) . H225.6% (234/914f1) . BHARIR
22.1% (202/914%1) TdH -7z,

K3 O U1 ILREFIDTFRHRIR

A (257241)
TIEAR (13024)

oy AL AGER
FEIZIER (%) =
(95%EHEX M : pfE) =2

HETY VA LA
BB A TR (%)
(95% (S HAEDX T - p{ﬁ) #2)

EEFHIEE | ARIFEHE TORMNE

2TORE

87.1
(79.6,92.1 : p<0.001)

9.8
(89.6,98.7 : p<0.001)

HROVFHEIEE : £ARVFH L TORME

(41.0,97.3 : p=0.002)

78.9 90.4
FI

ECOR (72.7,83.8 : p<0.001) | (85.1,94.1 : p<0.001)
89.5 9.4

GLP 18l (82.5,94.1 : p<0.001) | (90.4,99.1 : p<0.001)
58.3 85.5

e2p 14 (10.1,81.0 : p=0.02) | (24.0,98.5 : p=0.009)

J— 84.8 93.7

(52.8,99.9 : p=0.001)




AH (257245)
7T R (1302f1)

ay AL ABES
FRIRIR (%) =V
(95%(SHEX M = pflE) *

HETY A ILA
BBATHHRE (%) =
(95%(EHEX M : pfE)

(58.6,82.0 : p<0.001)

83.1 95.4
G4pP [8] (55.6,94.5 : p<0.001) | (68.3,99.9 : p<0.001)
G9P [8] [ o

(71.0,92.4 : p<0.001)

FD) FHR= (1- (AFBOBBARFALEE/ 7 RBEOBBRFH
BISEE)) x100

¥2) ZHEAMICEIL ERAGGERELCEMPE (74 v ¥y —0E
TEME AE/K#Ea=0.05)

17.1.3 BAENHRRR (BFHREREMNRICRESMERET U ERRER :
Rota-054515%)
TERR27 ~36;ECHAE L7-RHER (1009f]) Z2XRE LI ZEHERREIC
BOWC, FEMEEE THIEELEEERORTIEICAKIBLE It
AHTEVEIROONT, X2l Tu T 7 A LBREKETH -7,
ARIEEZIHE (BEYEHL2ET) ICBT2BIRICORBESAEIE8.5%
(57/6706) TdH -7z, ExbDIE. FE3.4% (23/670f1) . HFLEHE/ <
T01.0% (7/67061). BEE#1.0% (7/6706]) TH -7z,

17.1.4 BHETERR CEFTOEMMEERT U ERKRRER : Rota-
028/029/0305158)
FEFLIR1051961 (AHIEES26361. 75t RBES2560) ZMRE L8
EMREEHEBICB VLT, BIRFHEIEE Th 5327 5 £ TOWMITHRIC
KHEETY TAINABIBRICHT 2 TR (95S%EFEXM : plE) &
96.9% (88.3,99.6 : p<0.001) TH -7z
KEBEIC B 2 EE A EREROFEFHE1868/10000 (1001/5359%1) T
0, FExbORMKET4319.1/10000 (171/535941) . B H£253.8/10000
(136/535961) . b5t EG235.1/10000 (126/535961) T&H > 7.

17.1.5 B E TR (HVERIARENRICREMEZRET U RS
B% : Rota-02251{5%)
EREMREME Y IBREOHIVERZEILIE (10061) Zni5e Lz ZEEmRERIC
BT, FEFHAEE THLHBEEBROBEHR (7L — F2UI3DOHE,
TEH X TR OFBSEE L. REIBES2.0% (26/5001) &7 5 REE
56.0% (28/50f) CTRIEETH 7%
AEFEEEIIHE (BREEHE2ED) CBU2EIRILOREBEHEIZ2.0%
(1/5061) THO. ERIFITH -7, (8.4, 9.1.45H]

17.1.6 ;BNEMIBREE (BEREREY R J Z1851 U KRIRERREER -
Rota-023515%)
fEEEFLIR632256 (AAIRE3167301. 75t RBE31552F) 2= ntRIc, &M
BIIHUATOGEREREES X2 EEFMAER & L S5
BWT, REBETIET I REEE g U CIBERIERLE) 27 OHEINEED
6NT (FABME). T/, UREZ TOMEMNY 227130.28 (95%EHEXR :
0.10,0.81) T -7z, AHMEOFEIMIEE THH1HKIC72 5 TOEED
T4V ABREA (Vesikari scoreS115LLE) 120t 2 FFh%h51284.7%
(95%(EHEX M : 71.7,92.4 : p<0.001) TH-7 (BRIEFHMESER
178671 : AAIEE009H. 75 L AE#8858%1) 2 9. [15.1.2, 15.1.3%H]
KREFEEEZOEE G HERRORKBSHEIX506.9/10000 (468/9233%1) T
HO. EnBOIZEREZ126.7/10000 (117/9233%1) . FiZ$110.5/10000
(102/9233f) . B L 467.2/10000 (62/9233f1) T > 7=

=4 EEENBLUACSIT IBEREREY A 7EIICEIT 3R MOEN

BERERERHROR| VAZE | YRS
A PAA /10000 L= plE™?
£ | /10000 | 1 | /10000 | (95%CI) =V | (95%CI) =
) -0.32 0.85
grmm |0 10 17| 22 |(2.01.2.18) 0.30,2.42) | O
. -0.32 0.50
IEESAE 1] 03 2] 06 (-2.03.1.20) | (0.07.,3.80) | °->!
" -0.01 0.99
RS S | L7 5 LT (480,45 | 0.31,3.20 %

D) WA LIS%EHIX

E2) BEMESRE S NIWBRER (%) ORMLERER (a2 a7
TAMIKD JRERE  MEORREENELL AREKEa=
0.05)

17.1.7 BHEMEHER (RERZHRICT I F U HOKFTEZERET UL
BEPRERER : Rota-05251HER)
fEREANE (1004H. &F20001) ZxitRe Li-—Ee5kiti ERO—F
ICKA] AT RE2ERE) ICBWT. I REEEIS.8% (95%
(EHEX R : 10.9,29.0) O#E(FEHIAICT 7 F v HRMEPRDSNLY (F
EAMEIEE) . £/, BT T s A VISKFEERE TS ARRICE
WTEBETH . 77 F UHROKPEEE L §IFERE & ICHEEIIRD 5
nNzir-iz.
BRSO FIFSAE AR HERER2.0% (2/1006]) THD. FEIfF., BD
F0IBITH 7. [15.1.150]

*17.2 RERTRATS

17.2.1 BENRNERSTRERREER CUBERNEREET Y TF7 U PRIEETE
ERUA (V—0D0FV) BETIFY (DPT-IPVOIFYV) LDAE
FHEREZ 185 U I BhEARFZERAREIER - Rota-079558)

RO~ 12BDERILT (FIREREE147H], ZEHEEE1456]) 169 5
IFERHERBICBW T, ARIZE/2RU3, AR, DPT-IPVY 7 F
VRERI ART6H ARICEET 2 RIEER S . AFZEB2RKR V3.5
n ARIC, DPT-IPVT 7 F & E4%3, 4.5k 067 ARFICHEET 2RE
BT, DPT-IPVY 7 F » OGERE R OR 2% i L7z, KFl&
ORFEEEICLVDPT-IPVY 7 F > O REOGRERYE (EEFHME
H) NOEEIROSNZ P >T,

EIRFEREREA7HIR, SEEHM (BREYHEZED) KB 2BIRIEOHR
AL, 50.3% (74/147H) TH o7z Fhb DX, BRI/ <D
34.7% (51/14751). 3#.19.0% (28/147f1). FHI12.9% (19/147f%1) <
HoTz. REHBEEISFOBRIGORIRIE. REEERERETDH

57219,

20. BURVLEDER
SMERIER X, BE L TRET 5 &,

2. a

Fa—7 1.5mL 1K

*23. EEXHR

CDC : MMWR Recomm Rep. 2009 ; 58 (RR-2) : 1-25
Ruiz-Palacios GM, et al. : N Engl ] Med. 2006 ; 354 : 11-22
Linhares AC, et al. : Lancet. 2008 ; 371 : 1181-1189

Rosillon D, et al. : Pediatr Infect Dis J. 2015 ; 34 : 763-768
Kawamura N, et al. : Vaccine. 2011 ; 29 : 6335-6341

Vesikari T, et al. : Scand J Infect Dis. 1990 ; 22 : 259-267
Vesikari T, et al. : Lancet. 2007 ; 370 : 1757-1763

Steele AD, et al. : Pediatr Infect Dis J. 2011 ; 30 : 125-130
Rivera L, et al. : Vaccine. 2011 ; 29 : 9508-9513

Gillard P, et al. : Hum Vaccin Immunother, 2019 ;15 (4) : 800-808

24, WEERERVBVWEDESE
TS50« AIRTTA UHEREH
B ES X AR -8-1
HAZT— 7 -ty —
TEL : 0120-561-007 (9 : 00~17 : 45/ HHH KOS HREH £ <)
FAX : 0120-561-047 (24m#Ri524t)

25. {RERfafT LODER
FAENIRIERE T ORMRE 72 5700 (GEMEERIE) o

26. ELERTEEES
26.1 8HEERSTT
1S9V AZRI514 A ELL
RRBXAR 1 -8-1
http://jp.gsk.com

Lexdoczesro

—

3 m—



O%VUvy O ANHRD
ERBGE

Iﬂwﬁnﬁﬁwﬁﬁivaiyﬁ?]

FHEERUIENTLEE LY
RICANIEVTLEE W

\

EOHEERE | | EslLen RICANEL

EBUET FrvIDREBTCF1—T &M ULET

Fa—TbhS5FvryIT=HU Frv T LEBRROREEZ Fa1—T [CHULDIT,
(FryTFFEORICEL). FELE T,

Fa1—JZETIFUWVT IR

BRDIFIERZEFREX T -

KFa1—TEIUCTRIFT DL

XFa1—TD
AEZEFD

NFUCHAN ¢ <4

BELET

F1—TOERCRDENTNBT L, EBROBICRYDIENT EEHEL.
FEHO LFERCL TEERENECH I TEBODFRICANET,

CDIIFVI
EOEERETY

BERF1—JORICEIEDI LD
HOF IO FICHEESDEE Ao

MAFIEBEREF RV ZEL TS,

MXIDHWVWTLEWNSSF
1H5POELTLEE L,

| EREHDF1—ITBLUFry Ik EEEEPELTREELTLEEL |

4



