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AL
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| ERISE I K REBERD=HDEE

| ERISEIKVRIB/MED - DEE)

EEnTEUERABOHRE

YRy &/MEETEDHE
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BIRERUXH - 2R ERFOINE - H2 - DHTICED

BEDY R &IMEER
AAXERVVIFUOEEERTHANDAA FIZE

BUEICET SHE - ABROFHEDOHRE

AL

{RERKDRE S EHRIRMH - TEGIE
BNOERATEMERZTY BN Y R &IMEES
R EL AR i A AR & 2 1F it

EFRAC S T DER DR & 124k
AR 17 O B D ERR & St

KOBRFOMEBIL, MIATBIEN EHEM BRSSP ORI IR R — Y THERE L T2 &0y,




I. A#ICEI HIEHE

1. BR5E4
(1) #04
AT v R7 4 ®fFE

(2) #*4

MenQuadfi® intramuscular injection

Q) BAMDHEE
A DLFNTHE LT,

2. —#k#
(1) % (&K
4 MR E T 7 F > (R b5 Y A RS ) (A=W B )

(2) #%& (4%
BN

@) RATL

BN

3. BMEARITRMERX
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4. FFARUSFE
A% L7
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Im. A7 I1CE9 5EE

1. YELEHHEE
(1) SVER - 4R
BB L

(2) &Rt
BN

) Wit
RN

4) Bm (DR . BR. BER
BN

(5) ERIEEMEREEH
BN

(6) 7 ECIREL
BN

(T) %D T HTIEE
BB L

2. AMRAOEEEHTICE T OREN.
V. 6. WAIDKFSME TR 2 %2EN) OHESHE

3. B OHRHRBE. EE!
TR ABRIL B SR IE
ERS ¢ ek



V. RHEICET SHEE

1. FifE
(1) FRORZ
VN

(2) EHDHNEEKR VIR

= A Tl SN2 T ABSA TV SR

A )

PEIR It O

3) #Aa—F
M LN

(4) #EFIDYHE
pH : 556~6.5
REEL - 91 (0.9%4F A RIZ k5 k)

() ot

BEARRNA

2. HHIDHER
(1) B CEER) OEERUHMF

R 5y 134 7/ (0.5 mL) FDsrE
| BEERE PR - SR % Y A REEAR (IyE#E A) 10 ug
2| BB R - SR b Y A REEAR (Mg #E C) 10 ug
Bl | BEIEAC B S E IR - SR R Y A REEAR (g #E W) 10 ug
7 | MR HER - REE N Y A AR (IERE Y) 10 ug ¥
ﬁ bR (vl RN 3.35 mg
1 pH Gl 1

) ZhERE LToR, MR b Y A FZ 7 HEIL, REFORHAEEROER THLZ 55 nig THD

N, WD FEOLWER &2 T B I ko> TEIT 5,

(2) EMBEZEDRE
BEA=RANA




V. RHEICET SHEE

3.

4.

5.

6.

8.

9.

Q) BRE

PSRN

RTBRROEBREUVERE
BN

paNii

13170 (0.5 mL) HIZ, BEIRREZHEAR - BUEE b Y A NG (IiEREA) | R EZ
BER - BB b o NREEAR (iEHE C) | BEIRREZHEA - UG b A FESA (s
W) R OBEIER B HER - AR b Y A FREGA (EFY) 2, RS L TR 10ug 5A T

Do

BAY DEHEMED H 5 HMY)
B TR R, F O T R

HEDBFERELTICE TSR EM

ATy R4 FEDRESARBROBE

e WRirAlE | REmm | RVE Py
B (| _o~sC BN | g |
saats | ORI 120 5 luxche ELER o o
(e o= — | ST s
200 W-h/m2 L |

ABRIE R - MEIR. pH, MUE, SEE

ARERVBBEEOREN
BN

FlE DEEEL (WBIEFENZEL)
AFNEMOT 7 F o EIRE L TR L IR 570,
(VI 11. @M Eorg  HEAEREEOEE] © 14.1.1 (5) Z25M]R)

BHE

BN




V. RHEICET SHEE

10. &R% - @K
(1) EESRELGESR - 8F. NENVRKREESR - ARICHT S1FR
A% L7

2) B
0.5 mL X1 /34 7L

Q) FiREE
A% L7

(4) REBROME
—REEE AT T AR TR v n T F LA A
S/ Ik R i)

11. BRSNS EMER
[X. 5. BEWTEM] OHESK
EWEERE TG HRY A b : ¥/ 7 1 e-MR : https://e-mr.sanofi.co.jp/ =M

12. £l
BB L



AEICET H5IEHE

IEEREESYIES
BEMEA T (MIERE A, C. W RONY) 1T & 2 IR EEEREIE HYLE D 155

(fiF#)

REN DA I % AT 2 MAERBRIZ I W T BEORIKRI = RARA > M IMD OFRIE TR T
BH2H, IMD O & 9 IZRALRPMRE B CIIRIE TR 2 B0 KR A > k& L TRE
THZELIIREETH D, —F . IMD TiE, fRMNTEPED MG A PEHUA & F0E T 85 & DI S
FHAENRRD LN TEY . b MR Z W7 s &R EREEIC L W IE L7 hSBA V7 5
VPURIGE MR R ERE AT D 7 F o ORMEE R T 2RI E 375 2 L AR S iz, LR,
HFLWBBREEAR T 7 F o OB TIE, U7 F 8% hSBA UV 7 F U Hiikn 580 bz
HREOEIGE v — = RARA o F e L, BEARD 4 MR EER Y 7 F 27T 5
GIEFIEL M E2 RT Z LI KV AMMERFHME ST\ D, ZD7d, AFIOF ML, hSBA U
7 F PRI A FEFHMEEE & U, ARESROBIRKERE AR T 7 F Ak ISR R T
Z IR VEHm L7,

AHFN ORI T FEEARFRER CIX, hSBA V7 FUHiRIEE %, U7 F BRI hSBA Hrifffi
25 10 8 A DYERF TITHERE% O hSBA HiiiffiAs 1: 16 Ll b, U7 F o #fiaiD hSBA Hifk
iAs 1:8 LI LR TlIBefi%|IZ hSBA HURMS ERERT S 4 FLL BN L7256 L ER L
7o HARNYEERE OARFN O G 5N % FH 3 2 72 12 366 L 7= EFC16335_MEQ00068 7tk T %
WEsNRER & W U EFEE V. U7 F 8% 30 H BIC hSBA U 7 F U HFUKIGEA DGR B T- 4
B OIS E FEIMEER & L, AFORBY 7 F > (A F 7 N THE) kT 5 IELMEE R
L7z,

EFC16335_MEQO00068 B DFER, 2 D 55 ik TOHARANE, BERYIAMER ORA
IZBWT, U7 F % 30 HHIChSBA U7 F U HUKISE NGB LN HRE OEIAIL, A
FIBEFERE CIE, MIEREA, C. W K OVY (22T, ZREHN 85.6%, 96.6%. 87.4% &% X 97.7%.
KD 7 F oM, MEREA. C. W LOVY 1220 T, ENE 65.4%, 62.6%. 49.2%
KO63.5%TH Y, 2 TOMBERZ DV TR ZED 95%EH XA O FHRIZ-10%% EEY | AKF O
SHHRT 7 F ATKET 2 IEHMEDFE S iviz, BIEHMIEEEE (V27 F o #f#t: 30 H HIZ hSBA #t
RAMZ23 1: 4 XiE1: 8 LLETH o - OFIG, hSBA S/ FEH LAl & OV hSBA HUiffiA3
BERERT D 4 (FPLE ER LBREOES) 12OV ThH, 2 TOMIBRIT OV T, AR
SR T 7 F PRI R U CRRRE ) U m W IE RS 2R LT, £72. HARANCRIT 5 AFH
DERIERMET 17 7 A T SMEADOFREREFE LRV D TH T,

LLEWIZ XD RAIOBHRE « R % A T2 ST E FEko THiERE (iEE A, C. W KTYY)
2 K DR EEMEREIR R R RYUE DR L RRE LTz,

MEERX IR ICEAET HFE

5. MREXR IS RICEEET 55

5.1 AAITIL, MigEEEA, C. W ROVY LSMTER T 212 BEPERERE K 5 RYWE 2 T+ 5 2 &
X TE2 (MJERE B ISR T 22 EERIRR EHERYEL T3 2 Z &ixTE 20 |

5.2 BEITHIE L TV D REIRR FIRGYE 1R T 5 2 L IETE R0,

5.3 AFIOEEREIL, FRHEMEICES ERO T HERMICERT 5 Z LT TR0,

igi




V.

AEICET H5IEHE

3.
(1) AERUVAEDREDR

(fEwi)

BEAGRDORIERE Y 7 T OFLHEL A HF D CCDS IZESEFE LT,

5.1 BEREREEIZIZ, D/e< &b 12FOEL D MIEHLH Y | BHRDOIZEALIE, A, B, C. Wk
VY D5 >0MERICEViEZ S EEbNATNS, 20, A, C. WERY D 4 SO 1LiE
BER, OISR ELR>TND,

5.2 AANL, B E (MIERE A, C. W ROVY) (12X B EEEVERIEAR HIRYED TB & LT
bivsd BEICRIE L TO DR FHEGE A TR T 5 Z LT TE i) |

5.3 AFNE, BEREHOMIERE A, C. WROY O 2 DEFHE LG~V A RZ L 0H
DIEER/EA LD THY, ERE XY A Fe LT, ERO THERMICIEH T80T
=AW

RZERUVAE

1 A, 0.5 mL =/ ANEEFET 5,

(2) RZERUVHAEDRTERZRE - 1R

AFNOUESE TARER (MET28) KO UILAH#RER (MET32) TiE, ZFHADR, 7Ya v
NOFREEOEHERE XX U T &2 8 BOREAE TTEN R 515D MenACYW #5658 D 7 F
R E R Lo, 206 OFBREE RIS E | B MIERFO SR AL 1 B E Y720 10ug &
L. BZPEREMGR N2 Y A RE R EEREG SETEREREEAE L, 7V a2V MG E
IRVECHEEUAN A BRE L. DARE 0 g PR AR C o5 M ]y OV e 2 51T L 72, Vg Ah56 AR AR
(MET35, MET43 &X' MET49) Ti&, HA&8H) 0.5 mL 2 HEIFHAN IM) S0, i
PEA T L7251 DTN oRBRICIS W T H xR & U7 KE S CRURRORIEKE Y 7 F 1okt
T HIELMENGEA Sivte, £z, AFOEFMEITIEFTH Y, BT a7 7 A VITKEZETK
REHLOBIERED 7 F o LR TH -T2,

=N MAEER R RER (EFC16335_MEQO00068) (235 T, sk & [Al Uicf& il 2 vy, [ CH
ELROHBETER L, TORE., 205 55 mE TOWHREITB W T, A4l 0.5 mL OH[A|
IM BEFEIC & 0+ 2B E AR HE S, £ ToMmER (A, C, WEKDQY) (2472 hSBA U
7 F UHRISEICOWT BT 7 F o (A7 b T ) 126 D AR OIELYENGEH S iz,
Flo, RRIOIAFMITIRLF T, “RMET 07 7 A NMIATFT 7 RIHELRKETH-T-, 2B H
RNYEBRAE N F3 1T B o Z IR B OV A Ot 1, WA IR SR 3 W C A AR IR O FE A AR A
TRZREIN- b O LR TH o7, ENERRBRCIX 56 MUl EOBBRE X5 e o203,
RSB CTlaE g 2 &1 56 MLl EOBBRE 12T HARF D145 2 i JivE K OV A 72 B
PERRBD LTS, LEDFERG, BARANZEBWTHAA 0.5 mL OFF WAL, IMD 1
IR B IR CE D, BIF72_37 v M) A7 FIOFRER GO TERE L, A& ORELROH
®% 1 B, 0.5 mL ZMWNAERT S, | EELT,



V. BRICET SRHE
4. RERVASICEEY 38

1 RERUVHAECEEY 5IE
1.1 2 5w D/ NI/ 2 2 L O RIWEITHESL L TV 720y,
1.2 RFsHEERE
A LEE L RBOTZIGEITIE, oD 7 F 0 LRRHICHET 5 2 LR TE D,
M

[14.1.1 &

)

1.1 EWEBIFRRER S E D S RE LTz,
1.2 VEMHAE ML |

(B2 D0 7 F o OBEREBIRICR DR CED A EOEE] Ok
STICHOWT) (B 24 2 H 28 AATERA 229 0228 5 5 5 A9 3K « A iR o [ 3R
LA RBREBm) ROARFOENT —% 32—k (CCDS) (23X i# Lz,

5. ERIRALAE

(1

BT — 8/ r—

FFI DAL R OZ AN SNT, FROBIRT — 4 /3y o —10R LISl EE 6
BEGE 3 RBROF 9 IR IS X FA L7,

AR 6 BT, AAAGERUINE, AR, A RIS L L ENE IR, SHE
OHEHEINE AR . A% k5 & U708 I3RS, 3 SR, SHE AKEHERA . %)
W LIRS & LImMEANE | ARRRIBR R OV E A GRS 2 2 515 & L7oVEsh s 1 /AR C
o Fe. E L AME R OSBRI AR & x5 b U7e 5 T 2 3B OSBRI & %

MAHFRER DFF 3 B 2 2 EZ &R E LT,

BRERT—R2 /1Ny —

RS B D Phase xR o
i SRR A BEREPIR IR0 BE GEBREH)

BT R}

% 1A B E U 7 F o RO 18500 E | FLIRIC R 72 5 MenACYW #EAH D

T A MMl BT 4 7 |40 AR OREER A (30) JF U] (T2 FEH B
MET28 74 FHEER, 3 | MBEREY 7 F RO 12 5 AU IR LOBHARE, 37 Va0 b
kot BELRDOR) 4 A7 | 19 5 AWK ORERNIE (41) | LoEHAERE) % 38 IM B L-

=V AT v FE Y| BIEREY 7 F RO 2 5 Al | L& 0reM, RO

R OfEREALIE (179)

¥ 1/114H RENEREE T 7 F 2 REFED 12 » A | SR MenACYW fEARID 7 F
MET32 BN, 7o Zafb, | OREESE (373) : » 2 %ﬁé%ﬂ%ﬁ@&ﬁﬁ% R, SR
Fex oy |BUEEER, FRGE R dpg (64), 4/10 pg (62). | THIE IM BEREL 72 & 3 ORAEER

TR WA THRER] ik 10 ug (62) OV UM O FEATG

K2 ; 4pg (61), 10 pg (61)

EAIILE! BEIERE D 7 F VU REFED 2~95% O | AA &2/ NI HRE IM L L &
MET35 T 4 7 7 A R |fEE/NE (1000) ¢ D2 A e O % JEME O FEATR
KE. TN a |G, T oA b, FE| OAREFIRE (499), kFHEEE (501)

EReP AR A TRE R LR

EAIIEE! B RE D 7 F R D 10~55 | AFI 2 HE] IM #5E L7 & 2 0is
MET43 BT 4T 7 A NI | O EE R R R A & OVR A | PR OV R O R
PN B, 7 Ak, 5| (3344) :

SR, WATRER bR | AKIEE (27087, xfIREE (641)




V. ARICEY 5EE

REBE T B2 D Phase R B .
o ik KT A BB A0 BE GURA)
F I PR T 7 F RO 56 5% LA E | ARF 2 HE] IM #EfE L7z L 207 e
MET49 TT 4 77 A R | OEEFERA (906) : M} OSFE JME OO BEA
KE. AN 3| B, T X b, £ OKFIRE (451), xREE (455)
SRR WATHER] PLiL
EFCL6335 A BARSRET D & F L REERRD 2~55 it | A% IM HAE L7 b & OR MK
MEQOOOGS_ ET 477 { R | O BARANERE/NE, EHFRMRME KL | O FEORHE
R B, 772k, E|ORKA (359) :
MR, WATREMI S | ARFIRE (179). REE (180)
sEEH
MET44 5 14 PR T 7 T RO 56 1% L4 E ztzﬁlsz L7z & & DR O E R
K e, e, | DA (30D 0D AT
X S| OARKIEE (201). HRREE (100)
5 14 BEERE D 7 F RO 10~17 | KA 2 BEMEOPEHY 75> (Tdap
MET50 e T i AL kO EFEIARAE (1715) ¢ KOHPY U7 F) & IMERE LT
K Sesn i e | AR (505). XHHEEE (507), & & ORAENER UGB FIE D R
" AF|+Tdap+HPV # (403).
x Tdap+HPV B (300)
EIIRE 4 EMERE T 7 F o O nlEf % | KFIZEMER L7 L 2022k
MET56 EF 4 T 7 A N |27 1550 Lo RIS AR | OV M O FEAT
KE. ST R 2 %@\?yﬁAm\i,&@ﬁA(&m:
HE PR, WATRERI S | ARHIRE (403) . xPEREE (407)

IM : AN Tdap : R, 77V 7, FEMIEEETHEE HPV: B ¥R —< DA LA
¥ :mw b 1(902) +uvh 2 (895) +rwwv 3 (906)

(2) BERZEEEAER
M ERe L

() AERCERFAER
AN OBIFNLST K R B A BT D720, R, SRR OFLIR 2 x5 & U725 T FERRER
B (MET28) KOShRZRSE L-%F [/IAHRE: (MET32) %L, 7223 F RO PS
Ex X VT X T DFETTIEN IR D300 MenACYW #E AT 7 F 8K 4 IM #:4E L 7=
L X DRV OGRIEFMEZ TG L7z, 26 ORBRIC X 0 BIR K72 Sk BANZ >\ TL BRA
OVEEHIRAE 25t 5 & L7255 T AR B A 0t L 7=,

) AANOAKR S NI HELOHEIL V. 3. FEAUOHE] DHER

DHEANSF R OEEEZRAT HBHNE [HLUCICTE I/ THEHER
@ A HRRUERERFE LB E [ HEHABR MET285ER) ¥

B :

TEEHN: ZMenACYW G MID 7 F o 0¥ % 3 WA %2 WY 7 F 0 L FIRFIC 3 B
@Lt&%@ @&U\ﬁafﬁ P D Bl

BlXxBH : Z 13 » Al DOIRES T MenACYW #EEM Y 7 T2 2B INEEFE LTz & & OZ2MER D)
G I i@.ﬁ-fﬂﬁ

HENEMN : AL OYIRIZ MenACYW FEGH D 7 F o 2 HRIEEE L 7= & & O K OV 5idE
DA

HEBRTYA Y B 1. SiiskdtFE. o4k, BT 40 774 REER, EEHGB GLIEOR) .
AT =T AT T HT

HR : PEEL BRSO TRETH D LT SN DN, SRR




V. ARICEY 5EE

TRIREE
e Day 0 U 7 F UG T, LLFOFMTHDHHE
BN 18 ik LA b 40 5% AR
SR 12 » AL E 19 » H AR
LR : 2 » Hi+28 H (60~88 H)
o [FIE R SCEI Y SIS OB ENREE N EL L TWDHHE

TRV EE -

<EA. $HIRBRUELIRHE>

o BEAN DR E T Z DRV B D,

IMD OBEERE, UMK Y 7 F - OBRER & 55

WO MR IR OBREET 72 FER LN E O 5227 =% (HiAEWE o Rk 5

IIARFEHEICE F720)

T 7 F L DWT DDA I T 2 BEM OWBUE X 13E DN 5 55

ENOEA], U7 F o ULERESR OBERHRBRICEAAN SN TNV D H

TR AT AN L D ©, REIRE Lo 227 26767, XTIV 7 Fr Ol E8E2 Kk

ETAREMEN B D IRREICH B

<HA>

o FEE/BMMRE (LEA, BRE, MEA, REHMEREA, Vo ~TFWEREA, BHREERE) 28
ERSE

o BEADOHIZH DO TEE 72 K LANICHEL L 2 2 EONBHREN & 5, T ANRED O
JEEiR s 37.5CLL ETH HHE

o Dt MMUERET ANV A (HIV) | BRIFR i C BRRFR~D Y

o 53y ALUNDGIE 1T ) o WTFDIENO MIERF OP 5, #5580 7 F L HE5ERT 6 HEE L
WOEF TR OB 5T L DRIBEE AT v A RIFEEXIXZE DIED OG0 iR EO TN &
5% (T BREOREAAT 1A RO G OF RO EEEER O AT 2 A RO 3~4 HIEOD
B G OF T, AAILET 2 HELINIZ 1 2 —RAEZ B2 TR 525210 TWh T, 1B5R~0fd
ANEr & LT)

o WBRD 7 F L pERERT 28 HRNCAT S0 0 7 F o OBFEEZZ T2, HLLIIBRE T ENDH D, X
WBRD 7 F v OB DO 2 [BlH OFRIMAT 28 HEIZA 7NV D 7 F U DAD B0 T 7
FUBRETENDDE (7N WU 7 F o OBEMIT, WY 7 F o o 2 BEETE T
PR 2 %NS AEELE L)

o LIEDIGA. U F U ORE S CIRITIRIRA OFE RN BE IR EE CTH D H

o i

<$HR>

o FFE/MEBMEE (OVERE, BUER, MiEE, EHEER, Vo ~THERRY) 267 5F

o HEDHMIZ) b b iaE 72 FFLINICHE L2 2EONBIEEN H 5. UTHMANFEOE
WHRAS 38.0CLL ETH HFH

o HUSUTIEMR#ES I L - Tl SN =B o HIV, B ABUIF% XiE C RUF R ~DEYeH

o 53y ALUNDGE 1T ) o WTFDIENO MIERF O 5. #5807 F 5T 6 B L
WOEF TR OB E5IC L DRIBEE AT 1A RIFEEXIXZE DOIED OG0B EEO TN &
5% (T ARMORO AT a4 KOMWRE G-+ OFE KON EEFEROAT a4 RO 3~4 AMO
MR E R oOF L, AR 2 HEILINIZ 1 2— A2 B2 TG EZZ 1 T\ i iud, 16~
ANEr & LTD)

o WBRD v F L AEFERT 28 HRENTAT DU 7 F o OEfEE 13-, H LR TENH S, X
WBRD 7 F v OFFE%R DD 2 [BIH OFRIMAT 28 HEIZA 7NV D 7 F DA LD T 7
Fr (A TN YT T F UL O SUTRERIELAN) EETER S HH (7>
WU F o OERIT, WY 7 F o OB 2 WFRTE T 2 A% s LA iEL L)



V. ARICEY 5EE

o BRSO REIEIE 2 B Eo RABIENE, ULZE DIENMI & DO RFEE OBEREN H 5 F

<ER>

o FFEMBMERA (LA, BURA. MR, EMERE, Vo~THRERY) 269 0%

o HREDHMII b b TilaE 72 FELINICHEL L 72 2 EONBIREDN & 5, U ANFRFOE
WHREAS 38.0CLL ETH HFH

o BIUTIERMREL IZ X » THAE SN2 BE2 o HIV, B BUAFAR UL C AT R ~D Y

o PR V7 F U HHERT 14 HRENCIEDND T V7 F L OHfE A T8 L TR T ENH 5. Tk
T 0 F L OXBEREE 14 BRI SO0 7 F o OB T END DH

-ﬁ%%fﬁ%éﬂéﬁ%%@ﬁy%ymﬁ%wfnw@%@Fﬁ&é%(tEL\B@H%U&%

I, FAGURNC 1 RISUE 2 BIOBFEZ Z 1 T TH L)

-ﬁﬁ&@®%ﬁ£%a@&@%¢\Xi%@iﬂﬁ%#®@ﬁ%%§®%ﬁ@ﬁ%é%

o SERMEMRGHAEFIE, REMRE, RUENMBEREZ & OEMERER, UXFME L < IZEHBZRIEE
EETHEKREREE NG DH

o o /a7 Y UELIIFZDIENOMERA OG- 2% T2 End 5D, XITHEHR D 7 T B
6 WRILANICIERA L IR N EGIC L 2RIBRE AT v A FIREXITZE DIED O ETiRE %
A7 (T BRMORO AT a4 KOS5+ OF L O SEBFERNAT A RO 3~4 H
WOEIER G oF T, AT 2 BEUNIZ 1 2— 2% B2 THREE2Z T TR uE, BB~
DRANEFE LT)

HERF*

ARERIT, LLFO MenACYW fEATL D 7 F2 3 8K 2 FHWT, 4Fin 2 k@27/757/ W2 X0 &
IR (A7 —U 1) T, WIZHIE (AT —T 1) TEEMHEIZHO VTR L7=%, R (A7—v
M V) 1ZDOWTxREE ARG R Y 7 ) & ORI ;éJM%ﬁoto

o T VaNy R URHE (1 [BIEAE Y70 K IMIEREOZHER 2 ng. LLF 2 pg)

o TNy MBVIKHE (2 ug/Ad))

o TVanNy MeLmHE (10 pg)

<ART—=TI>

MANE 2 BERRE (Gl XX G2) OWTFnncT A 2EIf L, 22 2 pg/Adj (G1) X% 10 pg
(G2) % HAlA] IM BEfE L 7=,

HEFEEHE - 27—V IHICAT T D RNC, BRI IO WTLLFOREET —F (U 7 F 8% Day
0~Day 7) ZHeB L7,

o PIFE L DREBIRH Y LM END 1 Ll LoEESRAGERES (SAE)

o 15%% L[a] B #BRE CHERLIAMCIRINAE 2 S/ 39.1°CUL L (AFER) ORBOHE
<AT—TI>

IR % 2 HERERE (G3 XX G4) W NN T & LEIMF L, [FERIC 2 pg/Adj (G3) X 10 ug (G4)
Z-BA[E] TM BEFE L 7=,

HEFEYE - RN ERIERIC, AT —VINIBATT DRICLL FOZE2MT — % M LTz,

o ML ONEERLH Y LHWrEND 1 Ll LD SAE

o 15%% E[al A #E5RE CHERLIAMIFEIRNAE 2 S/ 39.6°CLLE (BEAGIR [HELE] SUIMER) o
DA

<ART—TmM>

FLIR A 4 BEFERE (GH~8) DWT NN T » H LEIFF L, MenACYW fE&H T 7 FUBECIXENLEN
2ug (G5). 2ug/Adj (G6) XiX10pug (G7) % 2 » AWM T2, 4 X6 » AliFic 38, 3 FERA
EWERE Y 7 F 2 (Pentacel [AMAKAR], 7' L_F =KW Engerix-B [AIARAGR]) & [FIEFERE
Lt&ﬂ;ﬁ%ﬁ@®&bfméﬁ0®ﬁ%a@%ﬁ B i #E C-CRMuor i &8 Y 77 7 (MenC-
CRM. AHF&R) R UCA»ZY 2—/LTIM L7,

Phase-in #: ALIRIZHOWTIE, MenACYW FEETL T 7 F o B S -0 D 15 il (G5~GT RBE X
D& 54 \ZOWT, 1 [BH MR 7 A OLLT O T — X s Licth, 20 OWERE 241



V. ARICEY 5EE

HFANDZEE LT,

o HEFE L DIRNFBRH Y LMW D 1 1FLL o SAE

o 2 FILL_EDOBRE THERELISMRKR 2N 2 S 70 39.6°CLLE (EIGIR [HERE] IR %
O

Zn 15 BilE. 5k o#ERTE &R U2 eVEREAN & OV R RN 2 52 7=,

<RT—UN>

AT =IO 4 FEFEREETOARWHRE O (7Y M) It L, A% 2FEBED 13 » A#n (=28
H) BRZ, G5~GT7 21X 4mA & LTH LU MenACYW #58D 7 F L 8K Z B HERE L 7=, %FHRRE
G8 DILIRIZ OV TiE, MenACYW AU 7 F o (2 pg/Adj) ZHAEL7-, EHvBiEmy 7 F
ITIEH Xz,

FUMIE R -

FHEFMIAT VMO AR E L, 27— IV TIBINEERE 252 0 7= IV Z R G 0 % 5 &
Lo BAKROSNIE, WONCHIBY 7 F U BEDOHIE (G8) ZBIEAIFMIE R x4 & Lz,
<RLH>

o PEFEFL 7 HUWNIZHEL LT R E RSSOV B RO

o PEFETL 28 HUAWNICHEBL LI IR EAEFFSR (AE) KRR A4 L THBL L7Z SAE
<BERE>

BRERTONR—R2AT A v, BEREEIIRAROSETIZ28 3 (14 A) %, AWETE3EHED, 4HH
DOBNMPEREZ Z T 7-3LIE Tlid 4 B H OREFEN S 28 H~42 HEOKMIEREA, C. W X ONY 12615
BERERIPFLIRIZ OV T, SRR OVNETIT e MR E AW 72 iR EEMEREE (hSBA) 12X 0, ik
N T 7 Y R % O T2 B R EEERE S (eSBA) (2L 0 HIE L, BLFOHBIZ DU TRl
L7,

o FLAAT D53

o FUARMA 1 : 4L EKROT : 8 LI EDOHERE DEIE

o BATFHIHUAMN (GMT)

o WRRIAMHIAE (RCDC)

o [FRAEFED 7 F NZEHENDHURICK T D0 s (BRI Z x5 & L-BIErRHEE) - fik
BRAF, JukGiE, GMT, & EEEE (GMC)

EETRARAT -

FRAT R AL A

LRVERNT R GEER (SafAS) (1R 7 F o &2/ /e &b 1R S, ZeET — 2 0MEbi-
e

Per-Protocol fRHT*I 4] (PPAS) : Sl FUEMEMT O B2t et AR T, 10BRY 7 F o 2072 <
b 1 BHEERE S, BT 7 F RS O MR IR ORE R3S DL, BER e S FHEED S Ol
IR o T-1WBRE

IERZRMRHERIBE IZAT DT, Ll ARt &2 Uic, i AR I ZRIFEH & (4, RHER 2 [SD].
GMT/GMC K OZn b OEHEXH [CID) Z#nL. 7 =0 —ZBUIBESm EES, o8k
OENHD CI) ZR Lz, BRI 5 log HUAMMIIER DM ITHE D LAE Lz,




V. ARICEY 5EE

BT -
<K RE&EMH>
BHRFICBIT DANI T GEIEIILL To LB Th ol
25— (n) bOE HERERE () FIfH %K A SafAS PPAS
I (30 5PN G1 (2 pg/Adj) 15 25.3 7% 15 14
(18~39 7%) G2 (10 ug) 15 29.4 1% 15 14
T (41) g G3 (2 ng/Adj) 21 14.0 » A 21 19
(12~18 % Aw) | G4 (10 ug) 20 a 13.7 % A 19 19
G5 (2 pg) 45 46 41
m (179) FLIE G6 (2 pg/Adj) 45 66.0~68.2 44 39
(60~88 H i) G7 (10 ug) 45 H 43 36
G8 (MenC-CRM) 44 44 41
G5 (2 pg) 70 8 6
v (35) FLIE G6 (2 pg/Adj) 12 12.0~12.6 12 12
(10~15 » Hifm) | G7 (10 pg) 11 » H 10 9
G8 (2 ng/Adj) 5b 4 4

a: LBNIEERE S odz, /b G8ITHAN HILIZ 11X 2 pg BRI L7,

<REMOFER>

LEMEDITIR TH D SafAS (FA 30 il $hE 40 BIKTHIE 177 ) 12T, WO
JETHIECHNEA DT, AKX OGN TIE SAE, 18T ILICE 572 AE b b o7z, JLIRT
6 £ SAE 23 Shicis, Wb U 2 F R & DR RBIRITRY b o7z, SAE <77_
N—%)%%ﬁtk%ﬁ1%@%%%$mbkoEM@%%xth%fiEME&U@@$¢
2712 AE ZH 60Tz,

Hefdt% 30 3 LINORIRHEIERAE AE & LTORRA 24 (G1) THLNFEMED EVIE, 1B5EE
=i iof???/@@&l%%%%@(mﬁm)E#MéﬂtomﬁfwﬁiﬁﬁgAEjﬁg
NP, IR CIEEISE & HE S = RIREIEARE AR 137005 72, B E LG OB & 13
ﬁuibﬁﬁofwt# FRERE BOS T, BRANCHOWT, A, SIRKOFLIE DAL TIH
BETH-T, Atk 2HFHOPEREIC 4B1H O MenACYW AT 7 F o 2 HfE LT L & OARMN
IXBHTH T,

AT—UT1 (FRA) -

Day7 & TIZ 1 LA EORFESIG &2 Wil L7 OFl G GEBLEIS) 13, mMEDO G2 (86.7%[13/15
B1) ©J5s G1 (73.3% [11/15 #1]) KV @mhoiz,

R E S L SO

G2 (86.7% [13/15 f5l]) OFIBLEIEIT G1 (46.7% [7/15 B1]) kv @<, &b LN DOEwR
(G1:46.7%. G2 :86.7%) T. WIZHEIR (MEFERET 6.7%) M OMIEE (G1:0.0%. G2:6.7%) T
B ole, REBUTIRE CHfE% 3 HUNIZHBL L, HEWIRMIT 1~3 A CIER AN L LR o T,

REE A 5 SO

FEBEIG XM AR & b 53.3% (5% 8/15 f5) T, L bz Dik, B (MHEEFERE T 40.0%) KO
AR (G1:46.7%. G2 :33.3%) Th o7, REEITEE THAER 3 A LIPIZREL L, FEHBIMIX
1~3 A CIRRZ LI L Ligo T,

Befditt 28 H £ TICRHL LI E AR

30 Bl 13 Bl TRt 23 D IERFE AE 23S S, G2 (53.3%. 8 1] 12 1F) o3 BEIS1T G1 (33.3%.
5611114) Lo bmhoic, 09 BLEIKISIEF 4 BN 4 4 (G1 : BEREEZ OFEMED F 4 2§,
G2 : BfE 4 HRRIZHBL L7 TR OURIHEER 234 1 6)) 238 Sz, Wi biE <, FEikd F
VWM 1 HTIHA L, THNL 3 BRE, EHEAZ X 8 H RERReE L7z,




V. ARICEY 5EE

AT—T0 ($R

Day7if@¢%mﬁf®§%fﬁ¥u X, G3 (81.0%) KUrG4 (78.9%) Th-oT=,

R E S EBAL S

G3 (61.9% [13/21 #1]) DOIHEIEIL G4 (36.8% [7/196]]) L0 E< ., b ALNTZDOIFER
(G3:42.9%. G4 : 31.6%) T, KWIZHEHE (G3: 38.1%. G4 :10.5%) K OMEIE (G3: 23.8%., G4 :
10.5%) Th-o7-, KEHUIWRME TR 3 HLAWNIZHBEL L, BEMMIX 1~3 BMClHEZ L L
L7eino Tz, FLBE, FEAR K& OVESRE O R EESHINL OGO FBEIE 1L, G3 D2 G4 L0 b @& ME T\ A
B BT,

et AN

FEEIAIL G3 (76.2% [16/21 #]) KONG4 (73.7% [14/19 #]) T, b E L A ONT-DIL L HIH
M (G3 : 52.4%, G4 :52.6%) ThH oz, KEEITIRE CTHEM%L 3 BLAINICIHE L, FEEMMIT 1~
3 HTIREEZMNEL LighoTz,

Pt 28 H & TICRI LIZIEEEE AR

40 5l 34 511 TEF 89 D IERFE AE s S4v, EEIAIL G3 T 81.0% (17 #1139 1), G4 Tix
89.5% (17 5] 50 1) —C, FEIESE, FHLFE TOMRERH], %ﬁiﬁ?ﬁ&@%ﬁméﬂt% \ZDWT, HEfERE
M CEETIEER D b o Tz, b2 < AbNI=DIE NRYWER L OFABIE ] IS5 AE T,
Wiz THBEE, [Fpas, ERR X OWERERE | S Ch o7z, BG83 B TR 3 4 (G3 DAIR
JE 161, G4 O TR OVEREBAL MM A 1 #1) 5 Sz, WU IRE T, B B R EL L 72 AR
JEIL 5 BRHeE L, BEFE 3 H &IS58 L7z TR OBERE Y A IC 388 L7 A i i 4 B RFERE L
7=

AT—UM (BLIRA~D 3 E#EFE) -
B EROe DFBEEIL, G LN G6 T 100%. G7 XN G8 TI7.7% Th -1,

R E S EBAL S

FHEEIL MenACYW FEARD 7 F U8 (GH~GT7 : 54.3~68.2%) (ZH_TXIY 7 5 MenC-
CRM #£ (G8: 81.8%) DI NE Mo, b ALV IGITIER (G5 : 45.7%., G6 : 63.6%.
G7:51.2%, G8:65.9%) T. KIZHALEE (G5 :39.1%. G6: 40.9%. G7:30.2%. G8:52.3%) Th
ST, REBUTWE CHAE 3 HLAPIZREL L, HBHIL 1~3 BRI TIREL LB L Lieholz,

FEEEH G

FHEEIL MenACYW #EAID 7 F £ C 95.3% (G7) ~97.8% (G5). MenC-CRM #f (G8) T
1 95.5% T, JxbE< BN S RN (G5 : 84.8%., G6:97.7%. G7 : 88.4%, G8 : 88.6%)
Tholz, REFUTRE CHM% 3 ALINIZIHE L, BEHMIZ 1~3 A TIHEELE L Lo T,

BEfdf% 28 H £ TIZHBL LI E AE

177 IR 119 B CHF 314 DO IEREE AE 233 4, RBLEIG1E 63.0% (G5)., 79.5% (G6). 62.8%
(GT) &U 63.6% (G8) ThH-7=, & b%< «7%%2%71 DIE NEYYER L OFA BIE ] IS b AR
T, KRIC TagfEERS LORERTEREE ), TBEEE] ZTbhbol, RIEULI iMT@ 37 3 CHF 53 1
(MenACYW AT 7 F L EE 28 i 40 ﬁﬁ\ MenC-CRM #f 9 5] 13 1) #iE <=,

eG5:9/46 ] (19.6%) T13{, =D H>H 24 (THI, ¥2) IFEETH-T=,

e G6:9/44 5] (20.5%) T 13k, 2D 56 3 (HIKE K, SMHEAK, HRYY) ITEE TH T,
eG 7:10/43 %5 (23.3%) T 14 1f, HEEDORIKISIT /2> 72,

e G 8:9/44 ] (20.5%) T 131f, EEDORISKISIE R0 -T,

AT—N (ELRTO MenACYW 2 ST D 45 F UBNiERE) -
FEE U DFRBEN G 62.6% (G5) ~100% (G8) Th -7,



V. ARICEY 5EE

R S A SO

FHEE1E 30.0% (G7 :3/10 #i) ~100% (G8: 4/4 f]) T, L HOLNT=DOITKBHE (G5 : 25.0%.
G6:41.7%. G7:30.0%. G8:100%) K OVEH (G5:37.5%, G6:33.3%, GT7:20.0%. G8:75.0%)
ThoT=,

REFLTERSE CHEFE% 3 HLAPICHEL L, RBEMIMIX 1~3 H TR EZLE L Lieho T,

e A O

FEEEIEX. 37.5% (3/8 4 : G5) ~80.0% (8/10 ] : G7) T, b ALNT-DII5HREME (G
5:37.56%. G6:50.0%, G7:70.0%., G8:75.0%) Th-olz, KEHEITERE CHAE% 3 HLUANIZH
L, BEYMIT 1~3 B TIHEELE L Lo T,

P14 28 0 £ TICRH LR E AR

34 B 13 B TEF 17 R DOIERFE AE 238t E S, FBLFIE 13 G5 T 8 il 2 5] (25.0%)., G6 T 12
BH 5 ] (41.7%) ., G7 T 10 i+ 3 5] (30.0%). G8 T 4 5l 3 f] (75.0%) Th o7, mbHEL A
LD ThERER, MElE L OWRRES ) ICofSvd AE C, RIZ TS EES L O 5 F/kk
fg) KO TEYYERS L OFAERIE | FTholo, BIRIGIE 2 B TEF 2 R E S, G6 DHFEED
BLORER L GT DBEDIRE (T N& 18 Th-o7z,

<BEREOER>

SayEIRIEIE PPAS (A 28 . $hIR 38 (I OVELIR 157 #1l) %t GRUICRHE LTz, £72 A7 —YIVTAE
% 2 BIBINO 4 [B1B OBFEZ % 1 72985038 31 18 PPAS I2& 7z,

RT—=1 (RANDERE)

rSBA Fiikffi2s 1 : 8 UL EOWERE OEIS

RS ICETORAWERE (100.0%) 23, 4 SOMIEHEICOWT 1 8 LI EZEM LT,
PUBEEER LA D GMT :

WEEFERE (Gl KO G2) & bRt AR Lic, #fE% O GMT IE, 4 SO MiEHEE TIC OV CHfE
ATE L CE<, G OmiERE Y Tk 18 5Ll Lo ER AR U, FUAKISOREIXSHARED G2
(10 pg) DF2 G1 (2 pg/Adj) LV mEnoiz,

AT—0 (HBR~DERE)

hSBA Hiikfis 1 : 8 LA EogkrE DEIE

WEERERE (G3 LY G4) &b, MiERE A TlItho miERE & it L T2~ 72 (G3 @ 52.6%. G4 :
63.2%), IMIEEEC. W ZOVY 122\ T, G3 TZENZEH 100.0%, 68.4% M X 78.9%, G4 TiIwvd
b 89.5%TH -7z,

hSBA Hufiffi2s 1 : 4 L EowksE 0ElS
MmiERE A, C. W KONY IZ2WT, G3 TENEN 78.9%. 100%., 84.2%. 84.2%T. G4 TliLZ#
Fh 73.7%. 94.7%. 94.7%. 94.7% T > 7-,

BRI k> GMT
MIEE A 1TV T, G3 TIEBRERIC GMT O EFEH BT, G4 T 2 fRl0 LR Th -7,
RIHERRRE & b, MIFRE C TRLE ERAZ DA, G3 KU 4 T, ZAZN 40 (ERU 4T 5 ER L
o WITEV LR AR LEORMER Y (Fheh 12 R0 16 %) ROMmEE W (Zheh 6 f
K2 {5 Thotz,

AT—CI (AR~D 3 EHEE)
hSBA Hiiifis 1 : 8 LA EogkrE DElE
MenACYW FEA D 7 F U8 (G5~T) 1281 2 ML, IERE A TlE 22.5% (G5) ~61.5% (G6) .
Mg C TiX 94.9% (G6) ~97.6% (G5). MiEH W Tik 83.83% (G7) ~87.2% (G6). IMiEHE Y
TI%90.2% (G5) ~100.0% (G6) D#iPHTIH 7=,

15—




V. ARICEY 5EE

SHHEEE (G8) T, & ToHERE (100.0%) MIMIERE C T L CHiAM 1 : 8 LI E& R L7,

hSBA Fuiifizs 1 : 4 LA EO#ERE OEIS

MenACYW #EARID 7 F U BETIE. MIERE A 12OV TIE 40.0% (G5) ~69.2% (G6). IMjEEEC T
1 97.2% (G7) ~100% (G6). IMiEEE W Tix 91.7% (G7) ~95.0% (G5). ILiFEE Y TIZETOHE
FEAE T 100% CTH -7,

SR CIL, R TOWHERE (100%) 23MIGEHE C It L CHUAM 1 : 4 DA EA sk L7z,

PR FHiuk o GMT

MenACYW AU 7 F U BECIE, %R RO GMT O _EHIZMERE C (40~59 £i2) TH LI,
WIZMIEREY (183~351%) . MiGHEW (5~61%) DIATH-7, MIHEE AIZONTIX, & TOHFE
BT GOGMT O BRI 4 R CTH -7,

STARRECIX, MIERE C Ikt L CHERERT O 2.3 7 HEEfdith @ 390.7 £ T LA L7,

[FIRFEERR D 7 F S8 0 D USR5 9008 Ui
PEHY 7 F e En PRIk T 2% 3 B H OEfE OREINE (TURRAR, FUREER) |
MenACYW FEE&M Y 7 F 8 L XHREECRIFEE CTh - 7=,

AT—UN (GBINEE)

hSBA Hii&{fiAS 1 : 8 LI EDwERE DOEIE

4 [B]H OB, o 27— L R, MIERE A (69 5 R It Mg e & el L T T o
T o72 (G7: 22.2%~G6 : 58.3%), IMIHHE W K TONY (Zx59 % KT 4T D MenACYW fi
BT 7 F o HFERE T 100.0%, gL C 12k L TiE 83.3~100.0% Th -7,

xtHRY 7 F 2D MenC-CRM % 3 [B[#2f61% ., 1BJ1T 2ug @ MenACYW FEE&M Y 7 F 0 %) &) CHEFE
ST G8 TIIMOFERERE LV BRI~ T2,

PR EHUAR D GMT
G5. 6 KON 7 OB D GMT 1X, 3[alH OBFEtL & FIEE, MIEREA Z2FRE, 2 TOMERETES L
7~

<fEw>
W72 % 2 FEHO MenACYW fEAT D 7 F V8K (7Y anNy FHVIERABELR YT Va Ny M LE
&) ZlRAKROSIRICER L& &, $72 3HEO MenACYW FfEERID 7 F U 8K (7 V2N
FRUEHE, 720 RO VIRHAE, ROT Vany MM LEH®) 2, ARICEY) 3 B L,
ZD#% 13 » A TIBINO 4 BIAOEMEITo72 L &, WIS BAEMITRI T, 2Rt
07 7 A INIEWRDH HE L2 o7, £72 MenACYW #EETT 7 F L 2L I 3 [RIBEfE L7- &
%®£é@7m774Wi [ — X#/l—wfﬁﬁbtﬁﬂﬁﬂav7%/@ﬁ a7y AL
ERIEETH T, S HICHATEBANAOEGER Y 7 5 Th 5 Pentacel, 7' L XF— () Engerix-
B LIRIHERE L7z & &, BIF AR ML R LT,
ETCOAT—UT, @RE (10pg) OZHEREZ ETe MenACYW FEEHLD 7 F 0 OREFE % 2 1T 1= 45k
FlE, RBE Qug) SHELT, L0RWGIEINEE R LT, ARBERND, 7TV bH D
@ﬁ%%@ﬁ(2@mm>%ﬁﬁbt ATH, REINEDHERN RN R ENTZ, ILIRKRU%)
BCIX, £TO MenACYW #EAHID 7 F U 8UKIC, MIEEE A ISR 2088 280T, tho misiticxt
Téﬁﬁ&%@bfﬁ#ohom%#C_owT I, FLEIZ MenACYW #EEG 8D 7 5 3 FiEOHY
R DENENZHEFE L TR H DN RERONT, RY 7 F Uk L FETh o7,




V. ARICEY 5EE

@ #HRERNFELIEENSE I/ THEHER (METI25ER) ©

MET28 Bk TBIZE SN - MiHHE A I3 2 IRV REISEIC LT H 720U 7 F v B & i
WAk L. 2fEHDOH L MenACYW Fi &MU 7 F U 8E (7280 R L) 12OV Tk
e L7,

B8 : 12 » HlwiroghEic 2 O MenACYW &Y 7 F Bl 2 Ja7p 2 B CHARMEM L 72 &
E DOLREMROREITNIET 1 7 7 A L OFHih

BRBRTYAY B I/IM, 2k, 7o b, HER (BIEH) . R WATHERM

R : BEERELOBRICE SO TRETH D LTS b sk

FBRIREE

o MAANLH (DO) (212 % Aty (£21 H) THDHH

o [AIERLHSCGEICHIRE OB ERRELE N EL LTV DHE

o TEINT-ETORBERIZKEEL, 2 TOIRRTIAZETFTX 58

TRV EE -

o JRBROFEM X IT5E TITHEE KT AREMEN & 5 BE R AR B SUTIEBMR R (DA, BRA,
REHER A, VU o~ TFMHEREA BREA, MRFENER, B ORERE, BIRFE, 7 N —MEREA,
SR EE, R, BE, MEEE, AR, HOWAEEO U VoNE, UTEH LY L oSRICE
B RIETZOIEINOEMEHAY ., RIGROAMEYE %) 2H7 548

o WD IERERERRE X DBV H D3

o BFE T2 BFFLINICRE L2 WNRREBNH 5, UTHANREOKIE (REIR) 2 37.5°CLL
EThHrE

o IMD OBEFERE, UMK EY 7 F v OBFENR & 54

o BITIEMRES OWMEIC XLV, HIV, BEIFFR UL CRIRFRITHT T 5 MG RIS Bt D

o BFE 3 H AUNDGE 17 o T EDIENO MIEREK O 50 95D 7 F L HfEwT 6 B L
W OVER IR O H G X DRI E AT va A RIREILE OIED ORISR EORI TN &
2% (7T BRWORAO AT v A KOWEE G HoO#F KO EREEROATa A RO 3~4 AFO
B G-h O#F I, FHANET 2 WEUNIZ 1 a— 2282 TERE 2% TR, 1BBR~0#l
ANEF L Lic, A7 a4 RORFTRGIIARRIEEIZE o)

o FRIMAT 72 BERILIPICHIUAEME O N5 ITHEH 22 0 5 TEN D 2 H FUEME O RTH5- X
IRIR P I AR IS 72 00)

o U F LU DWT DD IR T D BEE OWBEUE X IELE DE NN B D3

o UUF LD IMBERENEZD L 725 /MR IE XL H P E 2 A9 5 4

o FHLAILAT 30 HRNZZEDIENDN AZFE S BERARBRICEIN LT U O 1B B oh 2 S |
T 7T IRETIE, B L < ITEFERICE D 2 130 ORRBRIC SN Uiz

o IBBREATRIERNIC L 2 W ©, WBRE IR Lo ) 27 287253, XTIV 7 F o Ol EE K
ETAREMEN H D IRIEICH D H

o WBRD 7 F L 4EFERT 30 BRI S DU 7 F o OB AZ T -, XUTWTNNOIERY 7 F 4
itk 30 HRINCA v 7NV U 7 F U8R OV ERIELIAN O S0 0 7 F Uil E 52T 5
FENDDHHE BRIEREN A V7NV T 7 F T, WRY 7 F o OO 14 ARTE
T, IR Y 7 F U HRED 14 ABNOZITH LN TX D)

o BRI 2 5 O RAEULZ DIED O] B OMIRRIEE OB N H 5 H

o X¥T7 - NU—JEMERE (GBS) DR SUIFIRENH 5 E

REA -
AERClE, Bk /25 2 FHDO MenACYW FEA LD 7 F L 8] (4] 1 L OEA) 2) 1220V C,
MET28 iBR DRI HSE TR D HEZHE LT,
o AR (1[RMERY 72 0 A MIEREDZHER 4 ng ROMEER b v A K& oy) D
o HHE (MiERE C KONY IXZHER 4 pg, A KTOVW-135 1XZHA 10 ng [4/10 pg] WONTREE R k
XA REZLR) ED

00—



V. ARICEY 5EE

o MR (MIEREY -0 ZHER 10 pg R OG> oA K& 2 o8y) D

1) R R E VA RE Ry O, WAL ERIROSHEHK, 2 R BHIC XY BB,
PRI LA AN TSR 2 LA T D 6 BEFREDO TN T v X LEIF L, ZNENOWERD 7 F
v % H ] IM BEfd L 7=,

G1: 841, (KHE (4pg)

G2 : A 1, FHE (4/10 pg)

G3: #H1, mHE (10 pg)

G4 : ) 2, IRAR (4 pg)

G5 : 84| 2, mME (10 pug)

G6 (XU 7 F o) (R N Y A ¥ /87 B 10~20 pg [5G S 72 Mgk C OBk E %

FER 10 pg MenC, AFRARAGR)

T F o ONBIN R DT, Uy T UBRISFIIIEERE L, ZEMEOBBEHEE . BLLKORAE
BEBID A & o 712xt L TN E 2 5k Lz (BIEEBE/M).

EWBEFEY 7 F > ORI TR o 7o, REIZIG U, #8RT 7 F o OfEn &k OB 30 A
PLEZETC, BN T 7 T U 2R SND ATV a— Wt TR LT, 2L, 17z
YOI F L, WRU 7 F oD 14 B#NDERAREE LT,

FUMIE R -
<RLH>
o BERETR 7 HLINIZHEHL U T REETEGHAL SO M OV B [ 2
o PEFETL 30 H (+7 H) LIWNICHEL L7-FEFFE AE L ONRRBIM A48 L TR L 72 SAE
T 2) BRMERISICEEND AR
W5 FEVESTEBOL RS TEAHERAL NG, R ALALBE, VRTINS
WEERG RS - BB IERE, BB, HRREE, AskEEs, St
<BERE>
R—=2F A (Day 0, U7 F MR MOU 7 F o5 30 HE (7 H) % OBERRAK # ML
BEA. C. WEONY (2 DHERERIHLIRIZ DWW T, hSBA KON rSBA [C X D HIE L. LA FOIHEA I
DUNTRHMIE L 72,
e hSBA HUARME (F2) 281 : 8 LA LKL 4L E, T rSBA HUAMMA 1 : 8 DL EDO#ERE OEIE
e GMT

¢ RCDC

HEEHARAT -

IERZRMRHEAIRE 134T DT, Rl it B4R U, e A B0 EAOR R (CFfE, SD. GMT/GMC
FOCD) zfR L, A7 3 =53 B, aaRk0Th 5o CL 0N RCDCO)
ZoR LTce FHURISHT % log PUAMMITIEAR S3ARIZHE 5 & ARE L7z,

FRAT R B AL

SafAS : 1GBRD 7 F o adle< &b 1R S, REMT —Z 035 b Lo g

PPAS : S0 R VERRAT O LB R R REM T, IRV 7 Fradbled b 1 RS, AU
7 F ARG O MERBRAR DR RG DAL, ERARFEMEEZE D> © O 727> TR

HERRE :

<K RE&EM>

AHERITH A AT 98B 373 BilD 5 B HERRTICIRER A 1k L7z 5 FlaFrR< 368 f5] (G1 : 63 #i,
G2, G3 K O'GH : % 61141, G4: 606, G6:62%l) IV FrngEsnT- (SafAS), V7 F v
RSN 2 TOWREDNIRREZE T L, IBBRZ HIE LT X olz, 205 HIRRIEN
FHEIEOBMLIZ & 0 #ERE 62 175 PPAS 7> bR S 4L, &1 306 5l (G1: 54 f3], G2, G3., G5 K}
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Y | 7698 (68.0 ; 85.4) Tt (63.2 ; 81.7) 24146 (36.9 ; 67.1) 22/48 (31.4 ; 60.8)

n: hSBA U 7 F U HURISE 2 R L7-HBRE 5. M . PPAS PN OREAT R nT BEFI AL

rSBA [T L 5fER ¢
U 7 F RSO rSBA U U F U HFURINE L. A TOMIEHEZ DWW TAHFIRE & O EE CRRRE Th
o, U7 F AEREREN K OETRREM CHlnE 2 & I L7258 12 b RER O 23558 0 b vz,

D30 DI EEIE K EHiAD GMT

hSBA (Z L 5#5R (hRSBAGMT) :

D30 ® hSBAGMT %, £ TOMIERHICOWTIEFERETX—A T 1 )b KIEIZ EF- LTz, #2

FEMA I MIERE A KON WA DWW TIEARA] &t IRBECRIBRE TH 0 | mighE C L OUERE Y 220\ T

AHRNIBED TR E D> T, MIERE A 12OV Tl G1 T 51.0, G2 T 31.8, MKkt C oW TIL Gl T

48.3. G2 T 18.5, MIEREW IZOWTIXG1 ©29.0. G2 T17.1, MiERE Y (oW T G1 T 41.9,

G2 T16.6 Th-ol=,

56~64 1% Tl%. MR O hSBA GMT IZ. £ COMIEREIZOWTARIEE (Gla) & XIHREE (G2a)

TRE TH 72, 65 Ml ETlE, BERE MERE A X O W IZOWTIEAKIRE (G 1b) & xFHEEE (G2b)
o7




V. ARICEY 5EE

TRFZEE T, MIEHE C KLY IZOWTIEARIRED v @mmoT-, &0 7 F RN TIL., 56~64
% & 65 kLl ECRIBRETH -7,

rSBA IC X 5755 (rSBA GMT) :

D30 @ rSBAGMT 1%, 2 TOMIERLZ DN TR—R T A U5 KIBIZ EH LT, #F% O rSBA
GMT %, MmiE#E A KO WIS DUV TIEARFIRE & b BREE CRIFREE C, MyERE C L OVY IOV TIEAHA
BED T2 T2,

FER A TEE Z LI T 5 & MIERE C ZBRE , BERRREN L OBERERER] C rSBA GMT [Z[AIFRE T
otz MIHHE CIZOWTIX, 65kl EOWERE 1231 2 HfE% O rSBAGMT 1%, AFIFED 723 %f
MEEL Y @ o7,

<ZE2MDRER>

LEVEDINT SR & L2 299 1 (G1 : 199 6, G2 : 100 fil) (28T, HF% 30 4y LAN O BRI
Y€ AE & 5 WIZRIBUNTRD Hivie o7, F72, L1, SAE K ONEERHIEIZE 72 AE 132D 5
NIRRT,

PR 7T HUWNIZ 1 UL EORFERIG 25 LI giirs OB 61, AFEE (G1) MUY 7 5 8t
(G2) TENEINH57.8% (115/199 #) }K ¥ 53.0% (53/100 #) T, 1F& A EORFERIGOEIEE T
JL—FR1XEI2Tholz, &KL LTH6~64EDIMN 65 LELY bEN-T-,

PR 7 B DN E U7 B e A UG

G1 ?® 35.7% (71/199 ) KO G2 @ 35.0% (35/100 #) THEIEFEBAEICN A B, 1L ED

BRI AOS O, RLBESUTAEIR) 2 LB oEIG 1%, WM CRIRE TH - 7=,

TESHALALEE K OEN A IEIR O EEIS 1L, G1 & G2 TENFh., 11.6% (23/199 #]) & 5.0%

(5/100 f51) . 7.6% (15/198 B1) & 2.0% (2/100 ) T -7z, Fxb % < W S A2 FeE SRS

IEIE T, G1 T 30.7% (61/199 i) . G2 T 32.0% (32/100 f5) TH -7z, FplY 7 v M

é 1 1¢uﬁ®¢%m&%ﬂuﬁuﬁm€:$&ﬂ: L=t DEEIT, G1 Tl 56~64 %D 578 65 m Ll b X @
BIRELTENP-TZD, G2 TIEWY 7ty N CTRIRETH - 7o, FrETEFHBALS b D BEIE X

k NERTL—R1XiE2 T Pefiite 3 FUUPNICREBLL . HEMMIZ 1~3 H Th o7z,

P 7 H UNICREL L - E S B UG

G1 D 46.7% (93/199 f5]) . G2 ® 41.0% (41/100 ) THE EH LA B, 11¢ui®¢%f€é\5f
Bty (GREEA, 88, ERECSUIMAR) 2 Lo aBs oFla1E, ﬁ#ﬁ;ﬁﬁifﬂiﬂ“ Thoto, &
B4 < HE SNTRESE OSIE. G TR (35.2% [70/199 #1]) . I ZEER (28.0% [28/100
Bl]) ThoT-, FEAORBE GRS, G11X1.5% (3/197 %), G2 “C‘&i 10% (1/99 %) ThH -7z,
FEBY 7 v MBI DR ERE GO EIEIT. Gl TIX56~64 D HN 65l kv b4
e LTEMoTeM, G2 TIEFREThH 72, FHEEFKISOEELITIZFEAEN 7 L— K 1 X

2 T, % 3 HUNIZHBL L, BEMBIX 1~3 H Th-T-,

PefEf% 30 HUAICRIL L= JEEEE AR

1 LU EOFEREE AE 28 L7oBRE 0FIA X, G1 & G2 CRIRRE Th -7,

G1 THE SN ERIEFFE AR 13, HEHEBALZE 9 FEK (3.0% [6/199 f11]) . E5GEREY: (2.5% [5/199
F]) . kR OV (4% 2.0% [4/199 f5il]) Tho7-, G2 Tl RO, Wk, 55% & OFEER
(% 2.0% [2/100 #1]) ThH o7, FEFFE AE OFRBLEIGIL 56~64 ik & 65 ik LL_EOPERE CRIFEE
T, FEAEDOIEREAE X, BIEEL—F1 X2 ThoT,

1 LU E D IERFERISOG & WA U= oE&51X G1 T 6.5% (13/199 #1) . G2 T 2.0% (2/100 1))
Tholz, ETIERFERISDFBEIAIT 56~64 1% & 65 LA EOWERF CRIRE T, T A ENE
JEEZ L —R1 X2 Tholz,

<iam >
56 Ll EDORAIZEB VT, hSBA KON rSBA (2 & V) 3 L 72 ARAIBEREIZ L D e MER il E ., BEAEE



V. ARICEY 5EE

DOXRT 7 F > ORI G & FIRE T, & HICZeE EOBREIIRO bR otz
AR E LT, WEERICBITAREET e 7 7 4 VL, 56~64 1% & 65 bl Lo 7+ v FCRIEET
HoT=D3, 56~64 ik DFLERE CTIXTERFINL UG DI BLEIE BMENZE D> T2,

Q@ 1W0~1TROBEHRBFEEREE LI-ENE THHAR (MET505KER) *°

B :

TERM : AF 2B THRE LT & X OFUARISIC W TEIKR 4 SR ERE AR D 7 F o L DL

I L 2 R

BlXxBH :

o RANZE E 2R E O AHURIZH T D HURRISIZ DWW T, RFEMEBEFRE DO 5E & | ik,
7TV T, WMt E B %A SRS (Tdap) V27 2 (RERARE) . K O'E hRY
n—<vA /A (HPV) U7 F L ORI L ORERIC X 25

e Tdap V7 F U ZEEN D PURICK T D HUREISIZOWT, Tdap 7 7 F > & KA e O HPV U
sF v LREERE L-SA L. HPV U 2 F o 02 & R L2548 O Heikic X 2 5Em

e HPV U 7 F o % 3 AR L7212 ® HPV U 7 F & TN D HUFIC KT D FUR G IZ DWW T
HPV U 7 F o OfnlEfE a2 AKF| O Tdap V7 F o L REFERHE L-5HA L. Tdap V7 F D
Fr & [RIRFEEFE L 7= 856 & O iz X 2 7

HEMEW

<SSR >

o AF|HM B 5% Tdap L OHPV U 7 F o L O RIEHEMEZ OMIERE (A, C. WEQY) 12545
LA O FEAl

o XtIRD 7 F U BFEZ OIMIGEE (A, C. W EROYY) (X9 2 Hriffl oA

o REISUIXR T 7 F L HF% OHURERGUA K OHLY 7 7 U 7 HUiRiRE O FHf

e Tdap V27 F U ZARKIKLONHPV Y 7 F o LRIER L& &, XL Tdap V7 5% HPV U7 F
VDI & FIFFERE L 72 & & OFUATREEE D71

e HPV U 7 F o % 3 [E#:fE L 7= 1% OHUAMMIC ST, HPV U 27 F L W)[E#:fE 2 A% % O Tdap 7 7
F o & RRHERE L 7=35A & Tdap 7 27 F o DR L [RIRFHERE L 72 & & OFUEM O ik

<Lt >

o KANDEENET 0 7 7 A MTHONWT, T 7 F 0 L DG, X 5ICAA%Z Tdap 77 F 2 &
OHPV U 7 F > & [RIREERL L 7456 O R

RRTYC Y BN, SRR, 74 ab, FFE/RT FEIHR, WATHERN
SEHRPR R A Bl L C B OB 1 & Bk L1

MR 1 10~17 5E DR AR A

FBRIREE

o MANHODHEEMN 10~1TH THDHH

o [FEMIASCEICH UTEMRELS L 2BL M OEMNRZASATNDH

o WRBRE N OB UTIERREE N, TESNIZE2TORREBICEKR L, £ TOBRRTIELETF T
ERAE

FIRRREEE

o MRARIE U UFRALH. SUIEEIR PTREZ2 e (RIRER, EEFIN 22 7o, SUIRRID 7 F 55
D 4 BELLERTD DR AIETRD 4 BRR £ TOBRICA R0l 2 Ehaas U < I3k L7z &tk
(. AR PTRE AR otk & TR E20)

o IGBRD 7 F U WNEIEEAERT 4 WREILINIC, o T 7 F i Y, ERES SUTIRRFIEDOIRERICSN
Lo, IATBBRER I TICZ 5 LICIRBRICSIMEZ T EL TV L E



V. ARICEY 5EE

o IRBRT 7 F L HERERT 4 FE (28 B) LINICAI SO T 7 F o e 4EfE S -, UTHEFE®% 30 A (Visit
2) ETIMOEDDOU I FUEE TELTCNDE (LA 7NV U7 F oI, WTh
MOIRERT 7 F B O 2 WRILLERTDUIZ THIUTHR S, ZofsMaix, 117z
B 7 F U ROSMA TN T T FonaEnsd)

o IMD IZx3 2IRER D 7 F o XITMERE A, C. W XUXY 25T, 1Ml L <IESAMO SR L
IIFEBTLOBEERE D 7 F o OBEFEREN 5 54

oL AFERICHEEGR, 7TV T UXEBK T 7 F 2 OFREREN S HH

e HPV UV F o OHFEIEIN b D

e iE 3y AMICSE S v 7Y v M T R RA O 5% 2 ) 1=

o RMIIHRMGEARAEREAT D2 ENEMTEEDN D, BE 6 1 A BITA AALFHRE
B E T P oI EZ T, RHMOSMRIBREAT a4 MEE (BE3 5 A0 Hid
LT 2B L7 L F=Y u r XIR%EDORAOFRE) %)%

o FRIRAY, MIEZA0 U FHIN R S N T BEIFE AR B R YIE OBEEE N & D&

o JEBRHICHEMEAR IS 2 U A7 BEWE (T70b b, Rt R R IE B M5 500 S 3R
RERYIEMILE BB . SUTJR IR L ORI TR S & AE LT 5 [EIZ M9 5 #5RE)

o WTNMNDT T F VAR L TR MRS Z /3 2 ERBEM, SUIARBBRCHERT2 v 7 5
VELIITNICEENIRD 2GR THU 7 F Uk LT, Efmd g s (BEOE B %H
FEHD 7 F o OBfE% 7 HREILINICEED SIVIE [F] S, Eik L~V O, BAEM R ]
RE) BRLEZEDRHDLE

e GBS OIRENH D3

o KIBBRICBIT DU 7 F L OHEfRTOD 72 &b 10 FELUNIC, WIER NV A REFT 7 F o D8
FERR T Y ZARESOERRBO N2 D HH

o [M/MIBMENS ABHCT]E S, V2 F U OIMBREN AR THLHE

o MIMFEEZAT S, THA AT 3 BREILINICHUREESE A B G- S, 77 F 0 IM #RENREET
boHE

o IRBREALEAIA ., AIBER O I X5 TIZHEE KT T AREM 2 & 5 &I L7218 MR BB
(HIV, BAUF%, CHRIFZ%Z L)

o UUTF U HICHEER L IXEEORMREE JTEYYE GEBETEMOHIWIZ L D) XITAE
38.0°CLL EDOREWER BB HT-E (TS OWEBRE AT, HIEMNIEIE T2 AN AL
5 ET, KIRBRIHAAN DL

o WIEIERIMAT 72 FERLLNPUAEDE O 055U TEH 2521 7248

HERAE -

RN T EEIRAEPIRE 2. LT O 4 /8 (G1~G4) OWTNITT ¥ 2EIFIT L,

ZnENoU 75 0.5mL & DO (Visit 1) (2 1 [a] IM £2fE L 7=,

72720 HPV U7 F 0%, #IE#EFEZ DO (2, 2 [ H & 3 [BIH O ILZ - ENPIERERED 2 5 H

% (Visit 3) &U'6 » A% (Visit4) (25 L7z,

G1 : AF| (& MIGEE 10 pg)

G2 : BEERH AV =8 (MG A, C. Y XOVW-135) 77 U7 CRM197 &8 D 7 5 (MCV4-
CRM, AHAAKGR)

G3 : AAl+Tdap X *HPV U 7 F >

G4 : Tdap XO'HPV U 7 F

RIERCIERHLZEMNT — 2 L 2 — 3 Thiehote, L, BeE7Tr 7 s A VBRERSND K

DIHT- T — A M AFINT AR, IBRIKEE . MmiEE e IrEAZLZES (IEC/IRB).

XATIRBRESEE OB L B DB ENH - - HEITIE, WOTHOARIERE T2 & & Lz,




V. ARICEY 5EE

TEFFMEER -

Gl (KA KRONG2 RRY 7 F ) ORI L OB 30 H (Visit2) OImiEkE (A, C, W LD

Y) (Z%F9 %5 hSBA HiAff

BIREHHIEE :

<GP >

e G1 XN G3 (AKH|+Tdap X ONHPV U 7 F ) OEFERT; O 30 BICB T 2 MiGEE (A, C.
W EOY) 1Zx4 2% hSBA HLiffi

e G3 x'G4 (Tdap X O"HPV U 7 F ) % 30 BIZBIT 2 H1H B SZHuARE

o G3 KU G4 D% 30 HIZH T HHUERGUAL Oy 77 U 7 HUkRE

o G3 N G4 ORI N ONHPV 7 7 F 2 @ 3 [ HiER% 30 BI2BT 55 HPV Hikfh

BT ER -

< SRR >

e G1. G2 LN G3 OARAIIIX IR Y 7 F 4/ H1 & OBEFE% 30 HIZH T 2 Mgkt (A, C, W AW
Y) (Zx3 % hSBA KO rSBA HifAAfh

Gl ¥ G2 D4 100 BV 7% v ks OBEFERIT M OBEFER 30 BIZH T 20 E HEHUA R OHIY 7
TV T HURE

G3 KO G4 OFEFfRT N ORI 30 HICERIT 2HUE B PR, PuRERSUAEL Oy 77 U 7 HiR
R

G3 KONG4 DHHARY 7 F 2 i

G3KNGL DR—RF A ) ROHPV U2 F o d 3 [0l A OEFEN D 30 Hi%OH HPV Huikf

<ZEetE>

o L 30 4y APNIZHSEL U 7= AIREM: IR E 425 AR

o BT 7 H LAPICHHL U 72 B B VRS ERAL G M OV B SO

o BEFET% 30 H LANICHEEL L7 4 AE

o Visit 1 O 180 H (G1 LTNG2) XiE 210 H (G3 KLUNG4) £ TORBRIMAZ@L CRAL
7= SAE

e Visit 2~6 » H OBEBFHAEK E T (G1 L' G2) Xif Visit 2~Visit 5 £T (G3 X’ G4) £ T
WCHRHL L7, FFCERTREERKEE cOZ2 2+ 5 AE (MAAESD) #7V

7 1) MAAESI i3 Visit 2 £ T34 E AE & L CIRE L2,

ETFRAT

FRAT X S AE A

FAS : s KOFENTRIREER  GEIN D 50 A DO fFAT xt GL4E )

SafAS : RR TV 7 F o &/ &b 1 R S L, BRMET — 2 B G o iliRE (B ToreMD
FARAT X BRER )

PPAS : /6D 7 F o a/b7ed &b 1 RIS, G2 T 7 F L HRE% O MIRIRIA DR RD3F S,
R 7R FEREFHEE D O OB 720y - ToPERE (8T ORPEIRIMERREAT R EE M)

2T ORPEFIEDIENTIX PPAS 2 %51 Fhi L, BN O [T OfEATIX, FAS % %G ERFEI 72 B
FICTHM L7, 2 TOREMDMENTIX, SafAS % k5150 L 7=,

<SefE IR >

S R IEL T

FEIMEEE (BEE% 30 H D hSBA U 7 F U HUASEED) 1250 T, G2 12xtT 5 Gl DIEL MR
ENLMIER A, C. W EDY OZNZEIUTHOWTEBNZATV, mEEOEFIE OO W 95% CI O TR
73-10%% EREIDGE . LN RSNz E Lz,

7 2) hSBA V7 F U HURIGEDES :

EREATO hSBA HUiAfiiZs 1 : 8 RitiD5 4 - BAfiR O hSBA Hiiiffizs 1 : 8 LAk
PERERT O hSBA HUAMA 1 : 8 UL EDIFE « #2410 hSBA HUikMMi A HAERTOFUAM D 4 501 E




V. ARICEY 5EE

BIVREHIIE B 12D\ T b IED MR E & 56 L 7=,

BEDRHEE B2 OW CERLRHRI EE2 R Lic, — IS, A7 TV —ZEI3ER L, HES #1E (§
) RONCI #R Uiz, RHEEMD 95% CIIE, HIAIZ DWW CITIEM 72 —E/5 46 (Clopper-Pearson
) ZHAWTHEE Lz, GMT X GMC I22oW Tk, ASHEEED 95% CI I3 35 E BI040 2 50E L,
EHERLZ W THE- LT,

<Zet>

B TOFEMEEOWRE IZ OV T, BeMEofEREFR Lz, LM E O FE/R /T A—H (2o
T. 95% CI (Clopper-Pearson %) #HH L7z,

HERAIHE -

<K REM>

ARt 1715 BlO#ERE 2 RIRERICHA AL, 221 Gl (505 %), G2 (507 #i), G3 (403 i) K&
WG4 (300 %) 127 & 2Bt L=, #EBREOWNRE FTRIZEH LT,

G1 G2 G3 G4 &t
EIRAES 505 507 403 300 1715
o k5] 10 7 27 30 74
FAS 492 499 388 286 1665
PPAS1* 463 464 360 263 1550
PPAS2* — — 242 164 406
SafAS 503 501 392 296 1692

% PPAS1 1IAHAIB LU Tdap V7 7. PPAS2 X HPV U 7 F o ORI RMEDMENT & x5 & 9 55 H

STHREED G2 (ZEI D T Bz 4 BINAR 2SNz, eI T Zh b oWBRE 1T Gl
Kabto&3%%+T@p&U¢mvva%/)_DDH?%MKlm@ﬂﬁva%y@RMVy
CRM Z#EfE ST Toh, RV TSR L G2 125 7z, G4 (Tdap XY HPV U 7 F
) B T oz 161K G3 (K4 Tdap XONHPV U7 F ) OU T F U a2 N9,
L RVEMAT TIX S BEHBRE 1L G3 ICE -, EEMEOAH 1641 ] (95.7%) BAIRBRAZSE T L=
(G1:98.0%., G2 :98.6%., G3:93.3%, G4:90.0%),

BRT T4 I ERZ DI L, FP b X, AE DA OHEEIC L5 B E0J Ik, IBEIREE L NS
BRI GFE DO AR ESF T o 72, SAE XUZFDIE® AE (2 L 5 FHithikiZ e 0o 7,

SafAS OB &bl 4 BEFERE S CTHM 51.5% (871 f1]) . Zct 48.5% (821 ) TH -7z, Hhinld 4 £%
FEREZ @ U CRITRE T, MHAIURE OBERE O FEE 11.4:1.33 i Ch o 7=,

<GBERMEOFHER>
ETOREFIEORENTIZ PPAST (1550 ) X% PPAS2 (406 f5]) % *t5i23h L=,

AHF, HPV U7 F o ERE R 77 U 7HRIC T 2 FURISE L Z N O CRER T
Hol,

T E H

FEIMEER TH D hSBA U 7 F U HUAISEIC L 0 5l L7=AA] (G1) BEfE#% OGREINEIL., SR
T 7 F T DH MCV4A-CRM (G2) BEFEL DI A% LT 4 DDOIMiEREE TIZOWT, WD
Ol 95% CI O FIRIF-10%% EEIY | kT 7 F 5t T D IEL MR RS LTz,

HHE 30 B D hSBA UV F VKIS EER (%) : PPAST(N)

;% AH| (N=463) MCV4-CRM (N=464) WRED R D3
by n/M IS (95%CT) n/M IS (95%CT) (95%CD)

A 350/463 75.6 (71.4 ; 79.4) 308/464 66.4 (61.9 ; 70.7) 9.2 (3.4 ; 15.0)

C 449/462 97.2 (95.2 ; 98.5) 336/463 72.6 (68.3 ; 76.6) 24.6 (20.3 ; 29.0)
W 399/463 86.2 (82.7 ; 89.2) 309/464 66.6 (62.1 ; 70.9) 19.6 (14.2 ; 24.8)
Y 448/462 97.0 (95.0 ; 98.3) 375/464 80.8 (76.9 ; 84.3) 16.2 (12.3 ; 20.2)

n: hSBA U7 F U AGURIGE % B L 7o . M : PPAS PN OfIRAT AT 7T REFI#



V. ARICEY 5EE

BT H
F 7o, AAl%E Tdap KOHPV U7 F o LRIFEFE L7 & % (G3). 4 DD MIFHEETIZOUWT, hSBA
U 7 F o HURISE 2 AR LT RE OFIS 13, AAlZ BB L7- & & (G IS LIS TH -
7
Tdap V7 F v ZAREIKLOHPV U7 F 0 LRIFERE L7 & & (G3) OHUEERL O 77V 7t
ZiX, Tdap V27 F o2 HPV UV F Lo OHL LRFEFR LI L& (G4) TR L TIELMETH- T,
BHHZ Y A RHHEIZOWTIE, G3 D G4 IZHT I LN RSNz, S 61T, PPAS2 (406 #)
2T 5 HPV U 7 F 2 3 [Bl#EEfE% O HPV FURIIZ DWW T, G3 O G4 (23T D IELMEN RS T,
MHER M EkEEESE (FHA), /X—% 7 F > (PRN), KOMREEER (FIM) 2 8K O3 BIHFEIZ-DOW
TiX, S MEIT RSN o 7o, B BRI 2 B o g FH9 722 A8 BIBIR 1T STV ez o |
B HZICK 2 HURSEOIKR T OBMKNERIIAATHSL, LorL, FIEHK M YA N, 5t FHA,
HLPRN K OWT FIM H H% D 7 %/ﬁi/t%:r L7-#BrE oEAIL, G3 & G4 CTRIRECTH- T,

<BEMOFER>
BRVEDANTE & LT 1692 5] (SafAS) 123\ T, WK ONEBRFIFICE -7~ AE T3 O LA
VRN

PR 7 B DNICTHE B U 7= e A S

AFNBEREL RO O TR SR TEIE 2Y G1 T 45.2% (224/496 #41]) . G3 T 47.2% (183/388
) THoT=, WIZ, FERD G1 T 5.4% (27/496 ), G3 T 4.4% (17/388 f5]) ., F7=. #IEEN G1
T5.0% (25/496 f51) . G3 T 3.9% (15/388 i) O#RE THE I 7z, Tdap T HPV & D[r]RFE
FlE L 72 BRI BT C OSSO RITERD oo 72,

PEfEf: 7 B UNIZHBL L - FrE 2T G

TR E S RO TAH 2 G1 T 35.3% (175/496 1) . G3 T 61.3% (238/388 ). HEIEA G1 T
30.2% (150/496 i) . G3 T 33.8% (131/388 f3) ., M UMEREA G1 T 26.0% (129/496 f5]) . G3 T
29.1% (113/388 #l) TH 7=,

PefEf% 30 0 LAPIZZ8 B L 72 AN PEFEREE AR

B A o Visit 112 9 TR 12 ORISR E AE (G1 : 3/503 61 [0.6%]). G 2 : 1/501 #
[0.2%], G3:3/392 il [0.8%]. G4 : 2/296 f5] [0.7%]) N@WE SNz, TF7 4 7F—XiF4Mm
T R A SO AIRED SAE 13380 HivZeoo 7z, Visit 4 T3 [EIB® HPV U 7 F o % §fl
L7z 1 BlowesRE < 1 RO AIREEIERRE AE D3 Sz,

BEREfS 30 HUANICRE L% E AE
BIRT, 1L EOIERE AE 285 L7-#BrE 0EIA 1L, G1 T22.9% (115/503 #i) . G2 T 25.9%
(130/501 #1) . G3 T 26.3% (103/392 #51) . G4 T 22.6% (67/296 #i) T. = > HLIFEEIFFTE AE
1L G1 T 3.0% (15/503 5l) . G2 T 4.2% (21/501 f3) , G3 T 4.8% (19/392 fil) . G4 T 4.1% (12/296
) T, FEEMEREAZE U CRRE Ch o7, HfE% 30 HUNIZHEL LT 1 UL LoIEEE R IERE
B SO 2 0 L= oE 513 G1 T 3.0% (15/503 f4]) . G2 T 3.4% (17/501 #]) TRIEEE T, G
3 TIX 8.7% (34/392 ), G4 TiX 4.1% (12/296 #l) TH -7z, b < WG SN DITEHEAL O
9 PEIE N OES BN L ©, 220 G 1 T 0.6% (3/503 i) &1 0.2% (1/503 #1) . G2 T 0.6%
(3/501 f31) } O 0.2% (1/501 #1) . G3 T 1.8% (7/392 #3i]) } ¥ 1.5% (6/392 #51) . G4 T 0.3% (1/296
B) LN 1.7% (5/296 f5l) THIE I 47z, £ Dz @E SN OIEELT, G1 T 0.2% (1/503 1) |
G2 T0.2% (1/501 fl), G3 T 1.0% (4/392 %) ToH -7z, G4 TITHE S Rh -7z,
TRERI HC 16 il SAE 2345 &4, 4 fillZ DO O U 7 F 4EFET% 30 HUAN® SAE Th-7-, =
N0 5, JHREBEMLEMICL ST 7 F U EREBEFRS U &HFr Sz SAE OBBROFIEIZE S
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M : PPAS WOFHTREf T REGIE N : PPAS

BIREHEEE

BAIZE T3 hSBA T4 F UKL S

18~55 DR A IZBN T, AFIRE (Glb~3b DHFE) KON T 7 F U BE (G4b) @ hSBA i
JSBEROZEDWIH 95% CI O FRIZ-10%% LBV | AKFIOXIRT 7 F x4 2L ER TR I NI,

178 30 B2 M hSBA 70 F UiKIGEE (%) : PPAS

gﬁi AF (G1b+G2b+G3b) MCV4-DT (G4b) HEEDERDE (%)
i n/M IEEE (95%C1) n/M IEEE (95%C1) (95%CI)

A 1,034/1,406 73.5 (71.2 ; 75.8) 158/293 53.9 (48.0 ; 59.7) 19.6 (13.5 ; 25.8)
C 1,173/1,406 83.4 (81.4 ; 85.3) 124/293 42.3 (36.6 ; 48.2) 41.1(35.0 ; 46.9)
W 1,084/1,408 77.0 (74.7 ; 79.2) 178/293 60.8 (54.9 ; 66.4) 26.8 (20.7 ; 32.9)
Y 1,241/1,408 88.1 (86.3 ; 89.8) 147/293 50.2 (44.3 ; 56.0) 27.4 (21.7 ; 33.3)

n: hSBA U U F U HRIGE & #k L7 B%. M : PPAS WO fEATREAT rTREHI 4R

KEEIZE TS hSBA 74 F UHAKIGE
10~17 mOPERE 1B T, AFIEE (Gla~3a OHFE) KUK TY 7 F U8 (G4a) @ hSBA #hjE
VA RO ZD I 95% CI O TIRIZ-10%% ElEl Y | KFIOKRIRT 7 F o xt3 D IELER R ST,




:Al -
V. REICET HIEHE
178 30 HZE D hSBA 74U F UIAIGEZE (%) : PPAS

f%l A% (GlatG2a+G3a) MCV4-DT (G4a) MR DISERDFE (%)
ey /M AR (95%CI) /M PR (95%CI) (95%CI)

A 812/1,097 74.0 (71.3 ; 76.6) 166/300 55.3 (49.5 ; 61.0) 18.7 (12.5 ; 24.9)
C 1,049/1,097 95.6 (94.2 ; 96.8) 160/300 53.3 (47.5 ; 59.1) 42.3 (36.6 ; 48.0)
W 1,049/1,097 95.6 (94.2 ; 96.8) 216/300 72.0 (66.6 ; 77.0) 12.5(7.22 ; 18.2)
Y 927/1,097 84.5 (82.2 ; 86.6) 257/300 85.7 (81.2 ; 89.4) 10.0 (6.18 ; 14.5)

n: hSBA U7 F U HURIGE & Rk L7 Bi%. M : PPAS WORETHEA n BEF] 4K

30y FE®D hSBA D4 F L HiKGE

hSBA U 7 F U HUKISERDZET, 4 SOMFHETICOWT, £ 1y MHOZEDRM 95% CI O F
PRIF-10%% Lfnl> Tz,

¥BEIOBZEOARFIIO Y D hSBA T F UAKIGEZE (%) : PPAS

1fi G1 (N=843) G2 (N=820) G3 (N=845) BRI ERDAE (%) (95%CI)
B | ™M gsucn | ™M | @sucn | MM | (95%cD) G1-G2 G2-G3 G1-G3
A | 29 71.1 626/ 76.5 621/ 73.7 -5.4 2.9 -2.5

842 | (67.9;74.2) | 818 | (73.5;79.4) | 843 (70.6 ; 76.6) | (-9.59 ; -1.16) | (-1.30 ; 7.01) (-6.78 ; 1.74)
c 760/ 90.5 730/ 89.1 732/ 86.7 1.3 2.4 3.7

840 | (88.3;92.4) | 819 | (86.8;91.2) | 844 | (84.3;88.9) | (-1.58;4.28) | (-0.740 ; 5.54) | (0.708 ; 6.79)
v | 778 92.4 753/ 91.9 759/ 89.9 0.5 2.0 2.5

842 | (90.4;94.1) | 819 | (89.9;93.7) | 844 (87.7;91.9) | (-2.14; 3.07) | (-0.763 ; 4.79) | (-0.248 ; 5.20)
W 686/ 81.5 661/ 80.7 664/ 78.7 0.8 2.0 2.8

842 | (78.7;84.0) | 819 | (77.8;83.4) | 844 (75.8 ; 81.4) | (-3.00; 4.54) | (-1.84 ; 5.89) (-1.02 ; 6.61)

M : PPAS WOOfR#T#EAt rTREFI%LX N : PPAS

AENRUVREBIH F o EEE D hSBA GMT
A TOMIFEZ OV TAFIGFERE (G1+G2+G3) @ GMT I FREE (G4) L v E<. GMTR (K#|
PEEEE/G4) 13, 2 TOMERIZ ST 1.90~8.05 T, 95% CI O FRIZ 1% FFEl-> 7,

<ZEMDRER>

MO G & L7e 8,311 5 (G1 i : 895 fiil, G2 : 883 fiil, G3: 898 fiil, G4 : 635 i) T\
T, A, EEREIG XL AE 2 X DB IEFIIFED e oo T,

ANEEMEIER T AR 1 3AFIRE (G1~3 fF8) T 0.4% (10/2,676 f5]) 125, G1 T0.3% (3/895 i) .
G2 TO0.5% (4/883 ). G3 T 0.3% (3/898 #l) Th -7z, *IFEEE G4 TlX0.5% (3/635 f]) Th
STy T 747X —NIAEMEERNT HLEEOARHED SAE 1A L0 o 7,

FEERICET2REMNT A -2 DEN  EERORBFFHHEUVEE (%)

HerERE (N) G1 (895) G2 (883) G3 (898) G1~3 (2676) G4 (635)

n/M % n/M % n/M % n/M % n/M %

FEE RS 477/877 54.4 484/861 56.2 485/882 55.0 | 1,446/2,620 55.2 353/615 57.4
FEERSHIOLSE | 355/ 877 405 353/861 41.0 341/882 38.7 | 1,049/2,620 40.0 242/614 39.4
FrER2H NG 379/877 43.2 379/3860 44.1 404/882 45.8 | 1,162/2,619 44.4 281/615 45.7
FERFE AE 110/895 12.3 126/883 14.3 121/883 13.5 357/2,676 13.3 85/635 13.4
FEREE RIS 23/895 2.6 23/883 2.6 22/898 2.4 68/2,676 2.5 7/635 1.1
SAE 9/395 1.0 13/883 1.5 6/898 0.7 28/2,676 1.0 5/635 0.8

n : FEHLEL. M : SafAS WO rTEEFIEL. N : SafAS

PR 7 B DUNICR B L7 R E UG

Peffifh 7 B & TIZRO LIV REEESRBALROO X, AFIEE (G1~3 PFA) T¥&Jm 38.8% (1,015/2,618

). HLBE 4.8% (127/2,619 f) . K OVERE 4.2% (110/2,617 B) TH o7z, — XU 7 F ek

TILJLNE 38.3% (235/614 f1]) . FLBE 4.1% (25/614 %) . K OMENE 4.1% (25/612 i) ToH -7,
48—




V. ARICEY 5EE

LR ERE RO, AFIEE TR 32.0% (838/2619 7). FHJE 27.9% (730/2618 f3]) . K OMEE
& 21.4% (559/2618 f3) <. xIHREE IR 31.2% (192/615 1)) . 5E¥R 27.8% (171/615 i) . &
OMBEK 21.5% (132/615 f3) TH-o7-,

PEfE% 30 H DA R B U 72 IR EIEEE AE

1 UL EOIERFE AE s L2 BRF OFIG1L, AAI 3 vy ML W ONTAHIRE & Ot B ClRFR
BEThoT,

1 L E DI E RG22 s U= A1 1.1% (G4) ~2.6% (G1 X XG2) T, ERFEIK
JSIAFIEE (G1~G3 OFE) TILIEFHNLZ 2 FERE 0.7% (20/2,676 ) | 1SN EVE 0.4 % (11/2,676
). FEWED FE0.83% (7/2,676 1)) TH-o7-, FHEETIZELD 0.3% (2/635#1) TH-T-,

SAE [38:fE#% D30 £ TIZ 5 Bl THiGF S22, W LIEREEEMIC K - T & ORI RS
D EHIWr ST bDE L, IBROFIEIZEST2L D H o T,

Pt 30 A £ TIZHIE S/ MAAE ORBEIGIX, AAIE e~ M TREEE (G1: 4.7% [42/895
], G2:4.9% [43/883 f5l]. G3:5.7% [51/898 #i]]) T, AFIREL IFEFEM CTHRIRETH -7 (Gl
~3 BFERE 1 5.1% [136/2,676 1511, G4 : 5.8% [37/635 %i1), 1F& A L%, IBBRE(EERMICL Y U7
FUoBHE & RARBRAR L & ST, b2 < S/ MAAE 13 NEGYER K OVEARE) 12
FEEINHHDT, ZOIBLELENST-DIXTT A NVAKIFAR Th o7 (G1~3 FFEHE 1 0.2%
[6/2,676 B1]. G4 :0.3% [2/635 #l]),

6 # H [ DB B

6 % A OBHREAIIRNIC 28 1> SAE 2385 S22, W b IRBREEERNIC X - THEfE & DR F
BfRd 0 LRIl SN bDid7e < IBBROFIEICE ST b D H R0 o7z,

6 » HREOBHRAEMMIC 1 4Ll Lo MAAE 2355 L7-#BE oE& 1L, A&l 3 v v NETHE
T (G1 T 12.0% [107/895 ], G2 T 12.7% [112/883 f5l]. G3 T 14.1% [127/898 f5i]) ., AHAl &
XU 7 F O THRERE TH o7 (G1~3 JFAHET 12.9% [346/2,676 ], G4 T 12.6% [80/635
1), &TH MAAE (X, IBBRE(EEMICE Y U7 F U8 & NREBRR L M S, Hb%<
WA Sz MAAE (13 EYMER LOFAERIE) [0SO T, 202 bbb SN0k E
KOEREYE T, G1~G3 JFEEED 1.4% (38/2676 %) . G4 D 1.1% (7/635 ) TH#iEShi-,

@ 56mLLEDBANEREE LEBNENERER (MET49558%) '+

BHRY :

FEEW  AFIUIRBY 7 F o 2 HEERE L7 L XOmiEEA, C. WERYISHT 50 7 F 5
RIGEIZDNWT, RENOKIRT 7 F 2%t 5 IELTEORRGE

BIXRBM : AKIUIRRY 7 F o 2 LT & 2ofiEEE A, C. W XY 1I2%F7 % hSBAGMT @
L

FEMNEM -

o ARFIUTHIRY 7 F o OBFERT K O 30 H H+14 H (D30) @ hSBA HiA i ¥

o BHEEREDOY 7 v MBI DAFISUIRIRY 7 F L BERERT LU D30 @ rSBA Bl o 5Lt

o RAIUIXHIRD 7 F o ORENET T 7 7 A4 )L OFHM

RERTHA Y B, ZhikitFE, o220k, 574 774 N_EEMK., EHE, W TR

W& : 56 L EDORKA

FRRIREZE
o FHAINFFDOFMDS 56 sl E D3
o TEINI-ETORBEAIZKEEL, 2 TOIRMFIEZETFTX 558

FIRRREEE
o MREREE U IIHRELT. SUTARIRATRE At (PARERE 1 AELL Bl L TV 256 HE TN 252 1
TWDEE, XXV 7 F U 8fo 4 BRLL ERT) bERER D72 < L b 4 B OWIMITA 270tk
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% FhE TR L TG54, IEIR ATREZR ok & 13 a7 S 720
o WBRD U F L HERERT A ERILANIC, U 7 T Yy RS SUTIEETFIEOIGER IS LT,
SAFIATRBR I P ITIRBRIC SN Z TE L TV HE

o WBRT U F BT 4 WE (28 H) UNIZMISENDOU 7 F o 2SN, ik D30 Bl s hn
DU F L BFEETELTWDLE (P LA IV U 7 F oL, 188U 7 F 8D 2
LA BRI E% Th v ﬁeéh/m&LT1%4/7wi/%77?/&0§ﬁ4/7wi/
B2 FoNEEND)

o BERER BEIRYIEITST DI T 7 F o o U 7 F > (ThbbiyEit A, C. W X Y 25
To. VAT, ZHHASUIRAROMIEKEY 7 F v, HDOWIIHEAENENEB 250U 7
F) OERENS D H

e WE 3y AMICSE S 0T Y v M T SR RA O 5% 52 ) 1=

o RVEIIH RMERBEREXTZDRNBH 5, i8E 6 » HRICH ALFRIES S IRER E D
EMRIREEZ T, RHMOSFERIBRREAT a4 MEE GBE3 » Ho ) bl LT 2 M
UEo7 v R=ya r XIREOEROKRE) =2 F-H

o FRIRI, Mg 0 TP AN HERR S U7 BRI AR B RYIE O BEERE R & 5 &

o IRBRPICHEBER A IS 2 U A7 NEWE (FRletEmi IR R SR B M) 1) SO IR RE ) M JELiE
B Xiﬂa‘:ﬁ&@{mﬁ{”ﬁ%@bfb\él EMTAERE)

o TT v I AN TNTININDY I F AR D BEEN O P ESOS S EEEN . XAFATEER Tl
THUVIFUE LLIEIZFNCEENDIR D EEHTHYV 7 F Ak L TEMEE N TIGZE R L
22 EMbDE

o [M/PHOBIED DEECHIE S, IBREEEMICEI VU7 F U IMBRENESTH D LT L-F

o GBS OIRENRH D&

o KIRBRICEBIT DU 7 F o OATOD < &b 10FELNIC, ER YA RERY 7 F v 0
F1% DT VY ZREROG DIFRIED & 5

o MMM, SUTKAFLAT 3 M LLNIZ Bl E A B G- SHv, IRBRE(LERNIC I W U 7 F L OIMEE
RN &l S -

o TV a— UL I P ROHE

o RBREATIERTOHIWHC LV . AIRBRO FEHE IL5E TICHELE RITTAREMEN S 2 BEREEZHT D
*

o U TF U HICHEER L ITEEORAMEEREYYE (EBEEEROHIWIC L D) IR
38.0°CLL LD FEMIE BN T (TS OWEBRE I, FRHENEITE T 5 BN L3
% E T, ABRITHAAN DR

o WI[EIERMLAT 72 FERILANHUAEWE O 0 B 5 U3 ES 2% =%

HEAE
BRI A AT 900 Bl 2 LA T D 2 $2f87E (G1 X TUVG2) OWTNT1: 1 DHTT & LEIfF
L. Visitl (D0O) 12, 2 TOEREITAF IM) HHWIRERY 7 F o (SC) & HEHERE L7,
G1 CKFIRE) : & MiEEE 10 pg
G2 (KIHBHEE) : MPSV4 (AFHAKZR)
FAFUTEEIC X > TREBME L, G1 RO G2 £ ENIT 56~64 i DOHERE 200 il % A AT,
65ﬁui@%%%u0WTiﬁﬁ 250 Bl & LA ANIL, X DHIZ 65~T4 ik & T5 kL EOBERHE 2 4
T I N—1ZJERUE L, 250 B> 25%LL_EDORERE & 45T 70— I AT,
ETOEBREIZHOE, DO KON D30 £ THHMEEE OFT — % ZUNE LT, 2ttt (AE) 12250\ Tt 6
» H#% (+14 B) © D180 ¥ CTOMHIR, BEFFHEZIT-7-,

BERS AR 50 180~194 H

ERFMHER
N—=2A T A ROV 7 F 4% D30 (IZB 1T 2 REREMERE A, C. WAD'Y (249 % hSBA



V. ARICEY 5EE

T 7 F CHURIGE

BIREHEIEE :

o REIIIXRT 7 F o O#FE% D30 OMIEREA, C. W EXOVY 1Zx9 5 hSBA GMT

FIRMEMEER -

<SP >

o KFIUTR Y 7 F o OHFERT K O D30 OLiEEEA. C. W RKOVY I2%59 % hSBA Hififfh
KON rSBA HiikAfh

< B>

o HEFT: 30 Sy LANIZHEL L 7 AR IERFE AR

o BEFET% T HUAWIZHEBL U2 R @SR EON 2 OV & i

o PEFT% Visit 2 (D30) F TITHBL L 7-IERFEAE (BT OWTIXEREAED )

o JRERHAM 2@ L CHRBL L 7= SAE

e Visit 2705 6 » H# O BIHAERER £ TO MAAE (Visit 2 £ TIIFEEFE AE & LT2)

EETRARAT -

FRAT R AL A

FAS : I KO fibir s G4

SafAS : JEER T 7 F o a7 b b 1 EHERE S, BaMET — 2 03MF DIV iBRE

PPAS : G JFVEMRNT O BB 22 fET IR T, IRV 7 F o &b &b 1R S, A7 Y
7 F BRSO MR ORE RN G S v, ERRFEMFHEED S OB 72 o TR E

T ORIEFIEDFEHTIX PPAS Z XI5 FHi L, BINOREIFMEOMENTIL FAS Z x5 & LIRZRA7R
HHDT=FEM LTz, 2 TOLEMEONT L, SafAS % %502 Fhi L7,

<SR >

TEEHEIEE T D AF M O IR T 7 F 8% 30 BB IMERE A, C. W KDY ZhZ2hic
9% hSBA U 7 F U HURIGET V2o T, ARFIOR IR B IELTERE ZFT\V, mEEOEIS
DZEDMIH 95% CI O FRAA-10%% LRI 5546, FELEN RSN LT,

BIVREEMIE B (2> TE, Mo hSBA GMTR KO D 95% CI A% H L7=,

BUERYFAGE B 12 DW TR MIEHEC AT~ D HURM O Flal fi it & A Uiz, AR 7 Y —258%
IFER L, SRR, B KONCL 28 Lz, RHEEMED 95% CLIL, E&T — X 22V TR IEHUTEL
Z V. HRIZOWTIL Clopper-Pearson 154 W THEH L7,

E 1) hSBA U7 FUHURIGE (R—AT7 A VBihy A THUAM 1 : 8) DEFE
- PEFERT hSBA HUIRM2Y 1 : 8 R DH4 - BERit% hSBA HiiAffizs 1: 16 LI E
- FETERT hSBA HUAM2Y 1 : 8 LI LA « #:E1% hSBA HiikftinvZEmEnio 4 500 E

<Z&eME>
G1 XN G2 OHEREIZHOW T, ZRMEFHMEE B D+ 7237 A—41% 95% CI (Clopper-Pearson %)
LD EH LT,

SHERARAE -

<K REM >

PR TR 907 Bl OBERE 2 ARIGBRICHHAAIL, T VX DB LT 7 F o E S T otz 1
Bl ZFR< 906 Bl (AHIEE G1 : 451 B, XIHRRE G2 : 455 ) NENENDU 7 F o BfEa =T 1=, &
896 | D#ERAE N D30 £ TOIRBREZZE T LT,

STHREE (G2) @ 1B, IRREBEEEMICE D U7 F U858 L ORBERER R L Ll sz SAE (&
BIRIE B OIEAIZ K D ABE R OB OF=IcilBriaFik Lz, 2Otz G1 @ 4 FlIR G2 D 2
FIDVEER FEHE G R ZEORBESFIZ L D . GL O 2 FIANBHRREIC L 0 B#CIEBRZ 1L, £72 Gl D 1
i AE DAL O H T B ERICTRERD HBERL L 7=,



AEICET H5IEHE

WERE DR (f5135)

G1

G2

A=

=R
FHA A TBIEL 451 455 907
Bl RRAIEe 451 455 906
U7 F R 448 453 901
1R 5E T I 444 452 896
IR %k 7 3 11%
BN S 1) 5k 440 447 887
FAS 443 450 893
PPAS 433 431 864
SafAS 448 453 901

T U HLE S o T 1Bl EE T

B OEIEIE G1 T 57.4% (259 B1]) xF 5 42.6% (192 #1) . G2 TiL 57.4% (261 f5]) xf 42.6%
(194 ) TH o7z, MANFFOFEEFEELSD 1. G1 X G2 THREE (21 E1 67.0£7.52 &Y
67.3+7.54 %) T. FH4EEE CTHRRE TH 7= (56~64 7% TiL G1 T 60.4+2.68 i%. G2 T 60.4+2.48
. 65 kLl ETIE Gl TT72.2+5.77 %, G2 T 72.7+5.47 %),

<HEREDER>
e L PPAS (864 f41]) 2 kFIZHEAM L 72,

FERFHERE

hSBA U 7 F U HURIEZEIT £ 0 5HM U 72 ARFIEERRL OIS & X, *HRY 7 F 2 MPSV4REFE% O
PEISBNTRE L, 40D IMIGEE2E T2 OW TR Z O Mi{H195% CI O FRREIZ —10% % B\ Y | KK %t

D 7 F AR DIEFMED RS NI,

#1830 B2 hSBA 7V F UHKIGE R (%) : PPAS

G1 (A

G2 (MPSV4)

§E£ TR DI 3
gg n/M IR ER (95%CI) n/M IR ER (95%CI) (95%CI)

A 252/433 58.2 (53.4 ; 62.9) 183/431 42.5 (37.7 ; 47.3) 15.7 (9.08 ; 22.2)
C 334/433 77.1(72.9 ; 81.0) 214/431 49.7 (44.8 ; 54.5) 27.5(21.2 ; 33.5)
W 271/433 62.6 (57.8 ; 67.2) 193/431 44.8 (40.0 ; 49.6) 17.8 (11.2 ; 24.2)
Y 322/433 74.4 (70.0 ; 78.4) 187/431 43.4 (38.7 ; 48.2) 31.0 (24.6 ; 37.0)

n: hSBA U7 F U HURIGE & Rk L7, M : PPAS WOREHTHEA nl BEF %K

BIREFIAH

D30 IS& 1+ 4 hSBA GMTR

AT DOMIBREZ OV TAKFIEE G1 © hSBA GMT 13 REE G2 L v &< . hSBAGMTR (G1/G2)
1.75 (MyEEE A) ~4.10 (IMyEREC) THo7-,

$%E 30 H#& M hSBA GMTR : PPAS

E G1 CAHI) G2 (MPSV4) AHI MPSV4 ®
e M GMT (95%CI) M GMT (95%CI) GMTR (95%CL)
A 433 55.1 (46.8 ; 65.0) 431 31.4 (26.9 ; 36.7) 1.75 (1.40 ; 2.20)
C 433 101 (83.8 ; 123) 431 24.7 (20.7 ; 29.5) 4.10(3.16 ; 5.33)
W 433 28.1(23.7 ; 33.3) 431 15.5 (13.0 ; 18.4) 1.81(1.42 ; 2.31)
Y 433 69.1 (58.7 ; 81.4) 431 21.0 (17.4 ; 25.3) 3.30 (2.57 ; 4.23)

M : PPAS PN Df#AfT A T REBI S




V. ARICEY 5EE

BRNFTMIEE -

D30 pim;EE A, C. WRU Y [TX T 5 hSBA ffAiih

_—27 A > ® hSBA GMT |, &£ TOIMERECK LT GL (3.07~10.7) & G2 (3.26~11.0) TIA
FREECH o7, BF% 30 H ClEMAE L b2 TOMEREICONWTR—RAT A b EH L, G1 T 28.1
(I iE#E W) ~101 (fyE#E C). G2 T 15.5 (MifFkE W) ~31.4 (fyEREA) Thoiz,

65~T74 ik DHERF TlX, DIEROERRE & FROFRI GO, X—2 T A EIL, 2 TOMmEREC
*f U CHiECRRRE T, D30 1238\, Mgk C. W KDY IZ2OWTIE G2 £V G1 TRV Mg A4
Hiv, MIERE A TIEZFRE TH - 7=,

75 WL EOWEBRE TlL, N— 25 A4 MEIZATOMIERECK L CmEETEEL L Tz, D30 Iz
T, MiERE CIZOWVWTIEGL OFR G2 I bE<, MiGkEA, W EOY IOV T fECRfEE
ThHoT-,

rSBA R DIER

AR L LT, D30 (2 rSBA FUAINET 22358 L - 0B &%, miERE A, C XKOW Tk G1
DN G2 £V B L@ -T2, N2 T A 2 THIRRMET D30 I[ZHURIGE 278 LI #iRE OFl &
I, 2 TOMBRECOVWT G (90.2% [IfiERE W] ~98.8% LifiERE Cl) 23 G2 (78.8% [ifLiE
FEY] ~91.8% [MIEREAD LV bE»oT,

D30 @ rSBAGMT X, it e HIZETOMFREIZDONWT =2 T A b BEH L, G1 T 1,479 (I
HEREY) ~2,586 (MIEREC), G2 T362 (MiEREY) ~1,171 (MiEEEA) ThoTo,

H2) rSBA VI FUHIURIGE (N—ATA UBhy NATHUAM 1 : 8) DESRE
- BEFERT rSBA BUAMIAS 1 : 8 RiiD%A - #EFE% hSBA Huifflizs 1: 32 LAk
« BEFERT rSBA HUAMAS 1 : 8 LL LA « #5714 hSBA HUAI RO 4 (521 L

<ZEHOFER>
HEVEDINT G & L= 901 1) (G1 : 448 i, G2 : 453 i) [ZBWT, U7 F 5 & KRR A
HETE 720 SAE, AE RGN T 2 155 IEFICE T HIIER O Hien-o T2,

SEERICET2REMNT A -2 DEN  EERORBEFHHBEUVEE (%)

HRERE (n) Al (N=448) MPSV4 (N=453)
LEMRT A—H FHGE | BEFE (95% CI) FEHLFIEL FEEEG (95% CI)
R E S 182/443 41.1 (36.5 ; 45.8) 121/451 26.8(22.8 ; 31.2)

REE SR SOG 118/443 26.6 (22.6 ; 31.0) 43/451 9.5 (7.0 ; 12.6)

e ]G 138/443 31.2(26.9 ; 35.8) 109/451 24.2 (20.3 ; 28.4)
JERFE AR 63/448 14.1 (11.0 ; 17.6) 47/453 10.4 (7.7 ; 13.6)
FEHFE B s 15/448 3.3(1.9 ; 5.5) 10/453 2.2(1.1; 4.0
SAE 15/448 3.3(1.9; 5.5) 15/453 3.3(1.9; 5.4)
N : SafAS

BEfERS 7 B UPICRE LB E RS

PERE%T H £ TR EORFERS Z #ids LT gRE OFIA 1, Gl (41.1%) 525 G2 (26.8%) X
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C57BL/6 128 256 128 64 64 64 64 <8
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BALB/c 2048 4096 4096 2048 4096 2048 4096 <8
Men C C3H 2048 2048 2048 2048 2048 512 1024 <8
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IgG (GMC) 24.79 23.34 23.58 26.69 0.29
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BEMRET2B%REL-EESOSHEKFENR [g6: GMC (95% CI)

Mg ikt R ) AR
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MenQuadfi™ is a vaccine indicated for active immunization for the prevention of invasive
meningococcal disease caused by Nersseria meningitidis serogroups A, C, W, and Y. MenQuadfi is
indicated for use in individuals 2 years of age and older.

MenQuadfi does not prevent N. meningitidis serogroup B disease.

MIEKR O &

Administer MenQuadfi as a single 0.5 mL injection intramuscularly.

Primary Vaccination

- Individuals 2 years of age and older receive a single dose.

Booster Vaccination

- A single dose of MenQuadfi may be administered to individuals 15 years of age and older who
are at continued risk for meningococcal disease if at least 4 years have elapsed since a prior dose
of meningococcal (Groups A, C, W, Y) conjugate vaccine.

(20214-10H)

BRIN & 1T 2 RTXEDHRE

BHRE X132 R

MenQuadyfi is indicated for active immunisation of individuals from the age of 12 months and
older against invasive meningococcal disease caused by Neisseria meningitidis serogroups A, C,
W, and Y.

The use of this vaccine should be in accordance with available official recommendations.

MEX O &

Posology

Primary vaccination:

- Individuals 12 months of age and older: One single dose (0.5 mL).

Booster vaccination:

- A single 0.5 mL dose of MenQuadfi may be used to boost subjects who have previously received
a meningococcal vaccine containing the same serogroups (see section 5.1).

- There are no data available to indicate the need for or timing of a booster dose of MenQuadfi
(see ection 5.1).

Other paediatric population

The safety and immunogenicity of MenQuadfi in individuals under 12 months of age have not yet

been stablished.

Method of administration

For intramuscular injection only, preferablyin the deltoid region or anterolateral thigh depending
on the recipient's age and muscle mass.

For instructions on handling of the vaccine before administration, see section 6.6.
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(An Australian categorisation of risk of drug B1 (2020 4 10 A ¥sfI3cE)

use in pregnancy)

<HE>

A=A N7 VT

B1 : 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 have not shown evidence of an increased occurrence of fetal damage.

KE R OBINC I T DG FE~ORGIZET2ARITLUTO LB TH D,
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8.1 Pregnancy

Pregnancy Exposure Registry

There is a pregnancy exposure registry that monitors pregnancy outcomes in women exposed to
MenQuadfi during pregnancy. To enroll in or obtain information about the registry, call Sanofi
Pasteur at 1-800-822-2463.

Risk Summary

All pregnancies have a risk of birth defect, loss, or other adverse outcomes. In the US general
population, the estimated background risk of major birth defects and miscarriage in clinically
recognized pregnancies is 2-4% and 15-20%, respectively.

There are no clinical studies of MenQuadfi in pregnant women. Available human data on
MenQuadfi administered to pregnant women are insufficient to inform vaccine-associated risks in
pregnancy.

A developmental toxicity study in female rabbits administered a full human dose (0.5 mL) prior to
mating and during gestation period revealed no evidence of harm to the fetus due to MenQuadfi (see
Animal Data).

Data

Animal Data

In a developmental toxicity study, female rabbits received a human dose of MenQuadfi by
intramuscular injection on five occasions: 30 days and 10 days prior to mating, gestation days 6, 12
and 27. No adverse effects on pre-weaning development up to post-natal day 35 were observed.
There were no vaccine-related fetal malformations or variations observed.

8.2 Lactation

Risk Summary

It is not known whether MenQuadfi is excreted in human milk. Data are not available to assess the
effects of MenQuadfi on the breastfed infant or on milk production/excretion.

The developmental and health benefits of breastfeeding should be considered along with the
mother’s clinical need for MenQuadfi and any potential adverse effects on the breastfed child from
MenQuadfi or from the underlying maternal condition. For preventive vaccines, the underlying
maternal condition is susceptibility to disease prevented by the vaccine.

(20214-10H)
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Pregnancy

There is limited amount of data on the use of MenQuadfi in pregnant women. Animal studies do not
indicate direct or indirect harmful effects with respect to reproductive toxicity (see section 5.3).
MenQuadfi should be used during pregnancy only if the expected benefits for the mother outweigh
the potential risks, including those for the foetus.

Breast-feeding
It is unknown whether MenQuadfi is excreted in human milk. MenQuadfi should only be used
during breast-feeding when the possible advantages outweigh the potential risks.

Fertility

A developmental and reproductive toxicity study was performed in female rabbits. There were no
effects on mating performances or female fertility. No study was conducted on male fertility (see
section 5.3).

(20224F 5H)
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g 8.4 Pediatric Use
P NESIOY/S . ! . .
7(';2 1 ;ghg) Safety and effectiveness of MenQuadfi have not been established in individuals younger

than 2 years of age in the US.

Posology
BRI DIRATSCE: | Other paediatric population

(202245 H) The safety and immunogenicity of MenQuadfi in individuals under 12 months of age have not yet
been established.

AEOUATLED 19.7 /W% OHOFLEITILLTFO LB THD,
9. BEDNE=ZEHIHEHICEAT HEE (GR¥)
9.7 /hR

2 AR ZNRE LA Z 22 L L EWNERRRER I L T2,




. &HE

1. FAF - REXERICIR L TR Z1T 5 1CH - > TOSEIFH
(1) et
BN

(2) Hitk - BAMRURERSF1—J0EBM
BN

2. TOMOEEEN
BEMTEM : AL 77 BT ¢ A ERSND T L 20 TR~
EIRGERE NS LR A2 7T BT 4 ER MR S5 St~ MIEREH OB

EREERERTERY A b . 2 7+ e MR : httpsi//e-mr.sanofi.co.jp/

T 7 o ®WEICET 5 X< H D Q&A - 1A : SANOFI MEDICAL INFORMATION
TRED QR =2 —RFX V7 7 & AW,




. &HE

X979 R7 1% BRiEDERTGIE

[FFI3APARESATY]

CDREIC B> TREFEDEAULBWESFERLTLESW,

1

ABENSIOEL, BRICELTHSEPHICERLED,

2

- RELLOBEN G B HB> RS ELRABEALENT &,
DOFYE WEES BWEAREEBIBIL,
EWEARNBELLDRERLBN L,

NP7V E LV EFER  EHHZERUE T,

PN DF vy THN—%ZIZT L.

NP7V DERRUZDORAEZ7 I I—INETHELE.
EHBOHZ/INA PILOROPRIBEICEBICHULET,
FHIO.SMLEEZEHREICREMOET,

3

OESER OEHHIIRMA TR TVARL,

EATSENHBEERUTH I =AHRIEKEANIRICEL. ZOTOMBEPMED B3
BIEKBEVBVWREDHDZRIRTSI L,

ERHOBRICBOTRBFEFOFRVPHREERISI L,

A TZILAICEE, RFROYE. BYDEREADROSNIIZEREALBNIE,

CHEDRAIPICH B EEERBULBHS, BEIRKUEDNASBNELSICHREB Z &,

AR EMOHAPTITFUERELRWTIE,

FHRIZEZHANEHULET,

SERRBRNORIBERETDRICIE. KB ZBUBWESFEFRETSIE,

SERELIOEIRICH > TIREEEEDOERPHEEERITDII L 2ERUTO/NMNRICEETZIES
[ KBRRISMAIEBICIERE T D EHEELW,

CEREESH DEO=AHEXITKEFNMIBZERICERIETD, ZAHIBDBZEIZBIESLIHNS
HEIETO=AHPREEEBEICEB ICHZRIU. BIRRES TS,

AFSHARENOMCERL. BT ERRIEERIRAERIELEVWS &,

CERETIMI R R &,

SERSHERIALULEE BBEBPULONORAIAPIEDERINAHASNIIBEIEESICHERE, SM%E
METERTZE,

CARFEMD T FERIFEE T ZRIE. BERIMOBPIRIGNEESEICERSBVWKL S, 2L
EH25ecmULEHITB*
*ARNERE RO FHEBORBEEICHTEELSY

SARBOBE XBRNMHOBE WEE
f— T L RN
=t

=mmE 90°
Gt by

- A e

4 | ERAULCESER x5 NI PIERERREEYEVTRERREL TS,




MNQ - IF6-D



	表紙
	医薬品インタビューフォーム利用の手引きの概要
	目 次
	Ⅰ．概要に関する項目
	１．開発の経緯
	２．製品の治療学的特性
	３．製品の製剤学的特性
	４．適正使用に関して周知すべき特性
	５．承認条件及び流通・使用上の制限事項
	６．ＲＭＰの概要

	Ⅱ．名称に関する項目
	１．販売名
	２．一般名
	３．構造式又は示性式
	４．分子式及び分子量
	５．化学名(命名法)又は本質
	６．慣用名、別名、略号、記号番号

	Ⅲ．有効成分に関する項目
	１．物理化学的性質
	２．有効成分の各種条件下における安定性
	３．有効成分の確認試験法、定量法

	Ⅳ．製剤に関する項目
	１．剤形
	２．製剤の組成
	３．添付溶解液の組成及び容量
	４．力価
	５．混入する可能性のある夾雑物
	６．製剤の各種条件下における安定性
	７．調製法及び溶解後の安定性
	８．他剤との配合変化（物理化学的変化）
	９．溶出性
	10．容器・包装
	11．別途提供される資材類
	12．その他

	Ⅴ．治療に関する項目
	１．効能又は効果
	２．効能又は効果に関連する注意
	３．用法及び用量
	４．用法及び用量に関連する注意
	５．臨床成績
	(1) 臨床データパッケージ
	(2) 臨床薬理試験
	(3) 用量反応探索試験
	(4) 検証的試験
	(5) 患者・病態別試験
	(6) 治療的使用
	(7) その他


	Ⅵ．薬効薬理に関する項目
	１．薬理学的に関連ある化合物又は化合物群
	２．薬理作用

	Ⅶ．薬物動態に関する項目
	１．血中濃度の推移
	２．薬物速度論的パラメータ
	３．母集団（ポピュレーション）解析
	４．吸収
	５．分布
	６．代謝
	７．排泄
	８．トランスポーターに関する情報
	９．透析等による除去率
	10．特定の背景を有する患者
	11．その他

	Ⅷ．安全性（使用上の注意等）に関する項目
	１．警告内容とその理由
	２．禁忌内容とその理由
	３．効能又は効果に関連する注意とその理由
	４．用法及び用量に関連する注意とその理由
	５．重要な基本的注意とその理由　
	６．特定の背景を有する患者に関する注意
	７．相互作用
	８．副作用 
	９．臨床検査結果に及ぼす影響
	10．過量投与
	11．適用上の注意
	12．その他の注意

	Ⅸ．非臨床試験に関する項目
	１．薬理試験
	２．毒性試験 

	Ⅹ．管理的事項に関する項目
	１．規制区分
	２．有効期間
	３．包装状態での貯法
	４．取扱い上の注意
	５．被接種者向け資材
	６．同一成分・同効薬
	７．国際誕生年月日
	８．製造販売承認年月日及び承認番号、薬価基準収載年月日、販売開始年月日
	９．効能又は効果追加、用法及び用量変更追加等の年月日及びその内容
	10．再審査結果、再評価結果公表年月日及びその内容
	11．再審査期間
	12．投薬期間制限に関する情報
	13．各種コード
	14．保険給付上の注意

	Ⅺ．文献
	１．引用文献
	２．その他の参考文献

	Ⅻ．参考資料
	１．主な外国での発売状況
	２．海外における臨床支援情報

	ⅩⅢ．備考
	１．調剤・服薬支援に際して臨床判断を行うにあたっての参考情報
	２．その他の関連資料

	裏表紙

