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2) FIE T 1 2h RS & BN 9~ 5 B PR e O SERE S R AT RE T do - T, FIE PRI R & ©
BEEMENHEN STV D EFR T RiNA » b b IFELRWES, 2B, 208
EATiE, BIE TR RENBEICEEH SN TW A BT 7 F o D1 E DR TR &
NI IR E BT 2 Z LI X0, MY 7 T v OFIE TR IS O "l HerE & §F
MTsZ&t, LEIIHYTHLEBALND,

3) FEIE T By eh B % BN 9 5 B PR AR O FERE S R Al HE T d - T, FIE PRI R & D
BEMENTENL STV D HIEFRIT S RiRA > b3 < L iBEDORBR THE D=9
DEIEFHT —Z LR ENTWARWES (RILFS),

4.3.2. BETYVIZRELBEETIABEFNT FRA 2 MNCETLIEE

BEICHERFGE SN TWA T 7 F N ko TELS B SN T, iR L 72 5 R BICEE
T DRI I2A X FORENEFITHD LT D LD REA. U7 F L OFRMEN
BEEREI 72 A R P OFBAROETITIHMI TE 2V X 9 22k & 5, 3IE T Bh2h 4%
& OEEMERFENL STV D REFH T RARA > MBS DA, Yk aE Kb
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MG DRERA21T O, £70. WESNTU O F U ORIE TR R & G L 7o BiEaBR
O KA RTA 3.2 HIZHSE | YEABROMAN LB bNDL5GH. B
ACIT Y 722 FEHE 2 N T2 S0 SRR L2 AR 2 5kl 2 S5t L . YoM R BR S A S 5%
ZENHREE R DAL H D, BIFEDNL DD U 7 F L AZBWTIL, FIE T IR0 5%
FLRET DU FUCHEINDRESISHRESINTEBY , 2D ORERIGE
HWTU I F U OFMMEZRIET 5 2 L3 KICRO LN TV D,

BEAF DU 7 F 2 THIRIE T RS & B AR BIEME DGR & A 7o 5% BUS 23 [F]
ESNTWRWNEORHROBRZ HW=T 7 F 0 Tld, A& BEET 2 BARRBR
HZ, AIREZRBR U SIE T P R I B 3 D B S DFFEZRA D REXTh D, £
DI FIE T RIS & Bl 2 E KL 2 d Ml X 2 L O KRR Z 791
TRETHD, L, BYYEIZ L > IV 7 F o ORIE TR RS & BES 5 500E
I EFHnT 5 Z ERREELRGE L H D, FOLEA T RERTEARIUF %I, #HH
SNTeT I F 2 ORIE TR RZN B N2 e F S E 7l L, Zh 512N T
FIE FHIROS & B AT R ORIE TR & OBFF#EMELZ I 502 L TS RET
H5b,

Fo, BT VDN STV ASEEICIT, WERRZEL Tt MIBIT5
FIETRIIRE L BEST 20N HET 2L bAHTHDL, NT ATV z=y
7D, YR FRIEZ 2R D R RBEOMFE S e b & FEEL YL E)
MET VORI S E T X&ETH D,

Z VD IIE TP A5 & BRE M 2 R D00 SO I, BRYL R U S % AR TR
% HRFIER XUIANTELIER S 2 & SRR BLIR M (P RPL M) RS b Z &0
—MTH D0, FEREAITLIARAN & . ELISA 15 (BEFEEHIETE) O HL 5 (RiEREREEHD
HilEER) S OFURRIETEIZ LV £ S 55U & o MBI B2 & 555121,
IS TORMITATRETH D, HUARAMNITI BAFE EE 055 A o2& ] ) B Al 4 CREA =
o,

AR IS E BB T2 2 E N TR SN2 FEOHIRIZB W T, Mt is s
PRI B I 72 0008 1B OB B 72 KOS IR RIS TH 5 & THRlE
HAITIR, BIE TG & AR IR EIC OV T E O BIEM 2 5 T X AR RBRT
PA RO LD,

4.3.3. TRIRIRER B R OBING R DELR

REEIRFEARRRINC T 7 F 2 OZ R O FHge B[R0 18 M50 % (2 B8 T 5 FEAM A3 K #7235
HBND D, I T 7 F v ORI A N e MM 2 /EH 2% B B CHRRER & I &5
% Z EIIAFRERIGA N Z W, BUERTE% OFIAEFEIZIB VT, REIOIIE TR R %E
RIEMGSE D LEMEZRFTT 5 2 L b BETRETH L, FHlICHBEINZY 7 F
IRV T, U DRI 2L & FIE T B F 0 BRE M 5538 S 2 LR O TR, 0%
LB OFFEEICET A EWMN. V7 F USROG BN E ORI O 2 4 % A
Etd 5 ECEETH S,
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4.3.4. BRBROFEITETHELE

T 7 F O EEFHET 5B T, BYYEORAE, BRI = 2 RARA > b, 5
SE TR R BE T 2SS ((FET H56) SRSV T, M #miciEuic
T & APWBRE R AR ET RETH D,

4.4. BEHEOFE

BLE R TR RE B EE T OERR BRI I 1T 2 2 2 O, PR meA2@m Lt CTv
JF L DEEMEOREZA LI L EELT 2 DO TH Y HERTE I NTZHED
IR L CTIT 9, FERG R RBR TR S22V B 3 2 B S B, iFE R
BRICB W TIIFICEREZ L ) RETHhH D,

ZAAVERHIE, BRRRBRIZR W T 7 I U 28 S N2 2B E RS 1T x L TIT UL,
LEWT — 2 OIEIL, U7 F RN LD 5, BetET — 213, il &b,
BT 7 F AR BICINET D, U7 FrOFREND RN « BRS04 1
PR UNICRBLT 5, TRITERVWAEFEZONELEE TH L, AEFRE
WET DHIMIX., NE(LT 7 F o DOE/RIET 7 F o 5/h 5 28, £V 7 F o0
BT FUoBEREND AEMMPEL L2508, FHEX )T o RFHUR 0T 7 F
IZOWTIXT 7 FUEfEND 1 FRIOBHGHEZITI %, V7 F U ORMHEIZIS L,
25 4 HMLL Lo e M 258 ET 5 Z LB BEREELHDH, AEFLO
IWNERIZH T > TiE, AFEICRE SN AEFRLEGICLVINET 5. HEREE K
DEFEDT-DIZZ 2 LTEBRICAFELZEINT 5, BFRICHERE O HFEZINET 2% D
FEREBEZLND, BAICE > Td, FE LHM 2 TRIAT I AEFRLIUE
TEDLEICT DI ENMNEL 0D, Rk OBIFAENMZRE L TW D545,
EORERIAEZTATELHILERNDH S,

PURASEERL 2 FERPRER (B — DRRIYEDO FEHICHW SN D U 7 F o) %L Dk
T—HDWELEETRETHDH T — X HFNE LB, BELE-AESES %
T L, WA OREIC X DEWEARE TS, 610, DT 7 F 08 A LD
AR & 72 2 AAER O ) 72 Rt S O L M LB % 5 2 DRI
DWTHGETT 2.

4.4.1. FEERLTHINS B « 25 K

HEFERIT. BB @UEREEFES BV TIIEBIARORE) 2GS
BREVWCELTZH DD F LRV, HDWITER LA EpE, ER, UIHRER 0 =
ETHY ., BRI L ORRERE DRV, RRBRAEE TCERWEEFRLLRIE
MELTBMOHS, VI FUIEELZER L, BIETHOODREZELT D &
VD) RIS ORI S D e R & RIRRCEERERAL O IER . RBAR, KRS D
BE L RWRATIGRREE, VU REilEREO MG EFRE T2 EnEL, 2
O OEWERIZRIRIG & MRS LD, TSNS BTG, 28 RGO BEIZ 2OV T
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I, VI FUDEXY T 4 BERERREICL o TRRD 20, FRRBAFE O RV EIC
FrE L, BIEEZHETNETH D,

7. U F RIS TP A MU RABER S (Immunization Stress—
Related Response : ISRR) WAL 9D Z LICHEE LT, IBBREZ1T O,

4.4.2. HENAESES (Serious Adverse Event : SAE)

EERAEFEGGSAE) LI AEFROHI L, HICEDLZ LD, EmaErT b0, 14
DT D NBE SUTABZHIF OIEE N BEE L 225 6 O Kigih SIS 72 E - BERE
Rk D b O, EREFEZ KT O, TOMOERREFHIFEGEZ NI,

T 7 F B OBIERBIR TP IC I L2 2T O SAE ([ZHOWTIE, M2 s EAME
ﬁéhéﬁ%f%évﬁ%yﬁﬁ%mﬁﬁ%%%T% &mﬂﬁiéhtﬁéf%
+oricE= &)/7¢5 ERMETHD, V7 F UM% O SAE OHFITIL IR
ﬁ#ét IR ICIE AR SN2 Wb o b b 578, BERGERL kmf%%%%
XIERNET D ENEETH D,

5. METHIEEN

AR I B 1T AV 72FERTAIRE BRSOV T, TERIREAER D 72 8O DO HE TR
A} (ICH E9 jf4’}\:74’,/) (TR 10 47 11 7 30 HEHRFER 1047 5)Z AR ERLZ 2
RFEAEEHREEN) 2RI,

FIREAEDL

TV 2N R

RIICE 2T MIA, PURE & bICERICRE SN L S, ZOHURITHT 5%
P2 IS E 2 R BRI R S O WE,

e PLIA M (geometric mean titer : GMT)
BEREE 0 IZx LT 2B Ol (Xn) OO n FffR25HHT 52 LIl > THLIL
B WEREREO ) Il (ny X1IXX2X -, -+ X Xn),

IEIRaRES

FANZRE L2 BRI Qi MR 6 7 A LI IZThbin s 1 RHO—#o U
7 F R, REREARETOIRET T A IR EN S, —EAMRE A%
SRS A E STV D & SR RL AR T 1 Mo (7
— A S —) CHRFRIZRRREFHENHGTTE 5,

HI ¥5 (R EBREREE I FRER)
ALV TINELTFITANLA FRLATANLA, AR LAT AR, HAME A L A5
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DA VAL, RMEREFEET DL RTE HA:~LT T F =) RE-> T 5D,
ZOMEEFH L THEBRE SN TND, ZRHDUANVATERLTZANE, vA
WANKT TNF = A5 29U I JUE) Zff> T D, JURRIE O Tk, o
T A NVAGUR & MLIE 2 POS ST, BERICEMmRE A 5 & Fuik & st
TUFE > T 7 A NV ZAHURITARIMER & S U, ARIMERDNEEEE S 5, ARIMERDEREE &
9~ % B RIS AR R THURMI 2 s 9 %,

EEVAIETIREN

T AV ADEY ) X3 FHE OIEEZ PRI 2 HUE, 7 A VA ERYEIZ 30 Tk
PAENCEEE@ N T D, FUERRIED FIEIX, VA VR LG E RIS/, ZDk, ¥
A VA &I ORAE 2 BB &G S8, JOSETIe (Ffandic) o Twn
B A NADEEECHET D, AV ABEGE & N3 2 F R MG A R 58 ChUR M %
KT D,

BN 2
RMORIET Vi 28T 5720 ERERIC—EDOREZ H1F T EH . 6~18
AT OV 7 F R,

FEIET B
TRMER A DG K DI RDFIEZ B < 2 &,

TR
U7 F AL DREOE (RIERZ, Miflattsk, SRS ObEEE,

TR IE
R iE DIF IR~ DREISE N SIES N D S DT, [[ CAFEDFIFEIE~D 2 [ H DE
BICK LT, RENCHREISE L. LBV RIcE Z2rd (CIRBEINE) .

T 7 F v DIRE T B0

U7 FrORIET PRI, U 7 F IR I 2 RIERI G TR 2 HEfiEE I
B AFIEEIG O TR TER I, BEANRPGE NS,V 7 F U g co U 7 5
VEMIC XA TRMEIND .U 7T U0 RIE TSR
(Vaccine (protective)Efficacy (VE)) 1%, —#RICLA FTOX Tz b,

VE = (ARU—ARV)/ARUX100% = (1—ARV/ARU) X100% = (1—RR) X 100%

ARU = U7 F U IEBFEREIC I 1T D RIEHIE

ARV = U7 F UEERERRIC I D RIEEIS

RR = FHXMGERE = U A7t RRIZFFEOBIERMM CHEL TRk D)

(tHH - WHO U 27 F > OERRFHIIZ T2 A K7 A )
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