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6) Graham, B.S.: Science 368 (6494) : 945, 2020
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[16mEl EDENE]
0 ZxlE

16/ LMD 43,4485 (KFIBE: 21,7206, 75 tHREE:21,7286)) ZHRICKFIFBROREME
FHIBLE Uz, —ERDEN1E (BT RAIE 1B %RER8,1830. 2OEZEER 7,5076) T/H8RE
EE% 788 EFEFEICKIVEIRISOFE RN ZFHEL E Uz, EREIRMOERINL (BEREFH K
U'Grade 3LLL) FTFROES) TUI EHERIERB I EESE (PRE) (CFRIRL. KA 28
(RRYE) TLZ. ZDDZHMENERITERB (hRE) (CHEIBL. FHHIAF1H (PRIE) TULK,

EBBIRGORBURR &

&
SR (FEBREIS [%]) i
ARIE FotRE 5
L
e ST Grade 3 2] Grade 3 <
R LE plage =~ TREE b
1 4,093 3,186(77.8) 28(0.7) 4,090 488(11.9) 2(0.0)
SRR
2 3,758 2,730(72.6) 33(0.9) 3,749 372(9.9) 0(—)
1 4,093 1,700(41.5) 35(0.9) 4,090 1,172(28.7) 14(0.3)
2
2 3,758 2,086 (55.5) 143(3.8) 3,749 756(20.2) 16(0.4)
1 4,093 1,413(34.5) 25(0.6) 4,090 1,100(26.9) 22(0.5)
T
2 3,758 1,732(46.1) 76(2.0) 3,749 735(19.6) 19(0.5)
1 4,093 738(18.0) 14(0.3) 4,090 398(9.7) 5(0.1)
PR
2 3,758 1,260 (33.5) 63(1.7) 3,749 260(6.9) 4(0.1)
1 4,093 434(10.6) 9(0.2) 4,090 203(5.0) 3(0.1)
=
2 3,758 1,114(29.6) 62(1.6) 3,749 125(3.3) 0(—)
1 4,093 406(9.9) 7(0.2) 4,090 247 (6.0) 1(0.0)
RS
2 3,758 772(20.5) 27(0.7) 3,749 170(4.5) 5(0.1)
1 4,093 111(2.7) 8(0.2) 4,090 27(0.7) 7(0.2)
seac
2 3,758 512(13.6) 32(0.9) 3,749 14(0.4) 3(0.1)
a:BFEEEICKYEHELFIE
b:EEEN [SE (BEFE=F23) | MU EELTHRESNEER,

€:38.0CLlEL, 38.9CEBALIZEIC. BEENTE (Grade 3) I E& LT,

HAER BT/ T/ MAEHER (C45910015K8R) | ASRESHImE R




5.1 8551/ 1/ MBEHEER (C4591001 5 8R) —%1/m8/s— bk — [Bs7—9]

1OEEEROASER

AHIE* TSR
(N2=21,621) (N°=21,631)
BEER n® (%) n® (%)
2HREER 5,770(26.7) 2,638(12.2)
= Bl 4,484 (20.7) 1,095(5.1)
}l-.-:_: B 240(1.1) 139(0.6)
ot HEFECHADS 21(0.1) 24(0.1)
BR
5 ERLEEER 126(0.6) 111(0.5)
Ly IR 4(0.0) 0
< =E 71(0.3) 68(0.3)
EIRICHDDD 21(0.1) 23(0.1)
BEDIECESIAESER 37(0.2) 30(0.1)
B 16(0.1) 9(0.0)
BE 13(0.1) 9(0.0)
EFICHHDD 3(0.0) 6(0.0)
T 2(0.0) 4(0.0)
MedDRA ver.23.1
EIEE CRFREL. 1O L EEE R T SNEN TR
a: BEOSNEH. BEEODE.
b:BERXHDS51HULORENRESNICSINEN. [EEEER] FHEEBR1HLULORENRESNIZSIER.
C BRBEEMICKY . EERZE(CEET B SHk.
SEREIRING . BB TAE) (BOEE . GIRE") >/ ERER . REHEOLEEREIR. GHONERE)
CERHENFELL,
BT AFKI B CRIIREELIE « MBI TS5 AREE TIRERIE 26 HIMMEREED | DEEES 16l
AaEHESNELIEN. WITNEBREFEICEELZLEHIiShE U,
FEDE<LOESEROFERE G 1QIEEERK L 2OBEEER T, . SFE&RE (56/mL L) KV
HIFEF#E (16-55%) CaRETULE.
Polack, F.P. et al.: N Engl J Med 383(27) : 2603, 2020 (ARHER(E 7 7 1 F—DRARUH—> v TDHERES N 1)
Copyright © 2020 Massachusetts Medical Society. All rights reserved. Translated with permission.
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@ 2O B#EE®R7BLFEDOSARS-CoV-212k3
RRFE X I 2 FF OB (EZ=FHEHIEE)

36,523%1 (AFI8¥: 18,1984, IS tRE : 18,3250l #HRIC. —DBOFEFH4HEIER
[SARS-COV-2BEEEAN G VLWSIIETNH2OBEER 7HEEDSARS-CoV-2 (L KD RERLAE(CX T
BEFNOBEMME[TI7FEMMET(VED ] Z5HEILE L. 40,1378 (KHFIEf : 19,9656, 75
tAREE:20,1726)) ZHWRIC. ZDOEHOEEEMEEHEIEE [SARS-CoV-2 BREREDERZR DO
WEIIETO2LEEE® 7BLENDSARS-CoV-2(C KB RREICT T BEFIDEMME (VE2) | #
ML E Uz BITRRIITROEH ) TUE,

SARS-CoV-2[C kB RFEICK T HBEE

SARS-CoV-2(c&kd JIFBNE
FRATXIRBIZS R EBI [95% (SRR (%)
AFIEE 18.198 8
VE1? 95.0[90.3, 97.6]
TS5EREf 18,325 162
AHEIEE 19,965 9
VE2? 94.6[89.9, 97.31

TS5tREE 20,172 169

a:VE1BLUVE2M2OE#E#R DEBHEAR (DRIE) 3ZNZEN57HES5HTH /e Fio VEIS KLU VE2D@BTIC (I EZERE19-428BEO
SNBSS EN. TORRIFVEIEVE2TZENZN19-23HEDSNIE(F96.5% (35,2486l) £96.3% (38,66561) . 24-42HEDSHEF3.5%
(1,275%1) £3.7% (1,47261) TH o7,

HAER BN/ T/ MEEER (C4591001 55 [ GBIl E

@ EECOVID-19(CxTB77F 83 (VE) BIREHEIER)

1CIB#EERDEIECOVID- 19 ER(FAFIBE 6. TS EARBEIFITLIZ. EECOVID-19(Ixt
FDAREIDVEIZ88.9% [95%EHXA (CI) : 20.1%-99.7%] TUI.

EfECOVID-19(C3393VE

AIEE T REE

(N"=21,669) (N°=21,686) VE
(%)

flEs° | EREEARAC (n¢)  BIERS  EREEAREC (n9)
1OB#EEROEECOVID-19%E 1 4.021(21,314) | 9 | 4.006(21,259) = 88.9 (20.1,99.7)

B HFHEREE

(95%ClI°)

1 OE#EEEHS20BEEFET 0 4 100.0 (=51.5, 100.0)

2OBEERHNS7HEET 0 1 100.0 | (=3,800.0, 100.0)

2OB#EER 7HBLIE 1 4 75.0 (—=152.6, 99.5)
mITT&EH

a:SROBNER. b HEEBOEEEZE-ISNEN. o HRPMHE. HEEBCHIDIVRATEFE LB IEHEN. £8M&E(CH7=51000
ANEHY DEBHOEEHIR . COVID-19RAHRK 3 1 DERBEN SRRBOKE TET, d:FHEEEONREAZBNER. o 7I7F Bk
(VE) DEFEXRE (Cl) (3. Clopper-Pearsonix (2K U T FERREAE TR (CERDVWTEH,

Polack, F.P. et al.: N Engl J Med 383(27) : 2603, 2020 (A&HER(E 7 7 1 F—DRARUH—> v TDHEREINL)
Copyright © 2020 Massachusetts Medical Society. All rights reserved. Translated with permission.
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5.1 ;855 1/0/M4E5:5% (C459100158588) — =0/ m48/5— b — [BHF—I]
[12~15TmDENE]
=24

12~15/%M2,260 6 (AFE¥ : 1,1316). 775 EARE 1 1,1296]) ZRRICAFIFBELR DL L1425
UEUT, jahaEEER7HE. EFHRICKVBEIRINOFERINZZFHELE Uz, EREIRINDFEIR
KR (BREABIU Grade 3LUL) FTFROES TUR SEHEMIEREFEELSE (hRIB) (CHRIZ
U. Fifc AR (& 28 (hRE) TLE. ZDOMOEHMENERIE2~38 (PRIE) (CRIRBL. FfiRE
1~2H (hR{E) TLL,

=
[
7® ELBIRGORBRILR
n;sg
S RIRBIE (RIRES [%])
L
T AHIE FSERE
=g B i Grade 3 SF{dh Grade 3
o gl | PR pEe | gl | TRER BLE?
1 1,127 971(86.2) 11(1.0) 1,127 263(23.3) 0(0.0)
SESTERMIETE
2 1,097 866(78.9) 7(0.6) 1,078 193(17.9) 0(0.0)
1 1,127 677 (60.1) 15(1.3) 1,127 457 (40.6) 8(0.7)
e,
2 1,097 726 (66.2) 26(2.4) 1,078 264(24.5) 4(0.4)
1 1,127 623(55.3) 11(1.0) 1,127 396(35.1) 9(0.8)
2 1,097 708 (64.5) 22(2.0) 1,078 263(24.4) 1(0.1)
1 1,127 272(24.1) 2(0.2) 1,127 148(13.1) 0(0.0)
TS
2 1,097 355(32.4) 6(0.5) 1,078 90(8.3) 2(0.2)
1 1,127 311(27.6) 5(0.4) 1,127 109(9.7) 2(0.2)
==
2 1,097 455 (41.5) 20(1.8) 1,078 73(6.8) 0(0.0)
1 1,127 109(9.7) 1(0.1) 1,127 77 (6.8) 0(0.0)
BIEE
2 1,097 173(15.8) 4(0.4) 1,078 51(4.7) 0(0.0)
1 1,127 114(10.1) 11(1.0) 1,127 12(1.1) 2(0.2)
B
2 1,097 215(19.6) 25(2.3) 1,078 7(0.6) 1(0.1)
a: EFHEEICKYEHEm UL
b:EEEN [BE (BEFEZHT) | U EEUTHRESNIEER,
c:38.0CLlE, 38.9CHABA-IBEIC. BEEEHNBE (Grade 3) LA EEULE,.
HAER EASE] /I /MBEER (C4591001HE8R) AR EHEER
15



@ 2O B#EE®R7BLFEDOSARS-CoV-212k3
RRFE X I 2 FF OB (EZ=FHEHIEE)

12~15RZOSNEBCHIT2EMMZENTEFHBLE L. 1,9838 (AFIE¥: 11,0056, 7S5 tR
7 :9786l) ZXWRIC. —DEOEEEMM4FTHMEIEE [SARS-CoV-2 REEALZLWSIIETND20
BiEER 7BLEDSARS-CoV-2([CKBDRERIEICH T 2ARA DB [T 7F>B30E1 (VED 1]
. 2,2296 (AEIEE :1,11961. 7758 11,1108 2WRIC. ZDEHOFZEEMHTMHIES
[SARS-CoV-2BREEDEEZROBVWSNETO20BERER7BHLENDSARS-CoV-2[CX%
REYEICH T DARA OB (VE2) | ZFHEL I Uz, BTRRETROEHTULE,

SARS-CoV-2[C kB RFEICK T HBEE

SARS-CoV-2(c&kd JIFBNE
FRATISRBIES R BI [95%Cl] (%)

AFlEE 1,005 0

VE1? 100.0[75.3, 100.0]
TS5REf 978 16
AFlEE 1119 0

VE2? 100.0[78.1, 100.0]
TS5tEREF 1,110 18

Cl:{S5EXE

a:VETRU VE2MD2 0B #EE# OEHEAR (PRE) FLWITNE628TH oz, o VEIB KU VE2DMEFICIFIZERB 20 ~39BRNSNEN S
FN.ZOARIBIVEIEVE2TZENETN20~23BENSN1E(388.4% (1,75361) £87.7% (1,9554l) . 24~39BHEDEME(311.6% (23041) &
12.3% (2748l) T ol

HAER BSET/ T/ MEEER (C459100155R) [ ASBEFEHEE

@ 2O BiEEE1 7 ANDSARS-CoV-2 M;FPFH A (B EHEIER)

TODFEHBNSEERICHE UL SARS-CoV-2 REEN 3606 (12~15mEE : 19041,
16~25/% 8 1 1704) ZXRIC. BIRREREFHAIEEHE UTHEI2@B#ER1 #BADSARS-
CoV-2MEFHAFEZ s HELLER. TROESWI12~15mEFD16~25mBFCH T BIEHHE
MREhFELE,

12~15 8N 16 ~25 B CXH TS

SARS-CoV-2 MiEehFn{ah (50 % chFl i i) D {aSIEL

12~151%8 16~2552
GMR
~ GMT [[I95%CI]? i GMT [FfI95%CI]? [EEI95%CI]Y
AEBI QEEEEE1 #H) AEBIE QEEEEE1 55
1,239.5 705.1 1.76
190 [1,095.5. 1.402.5] 170 [621.4. 800.2] [1.47. 2.10]

Cl: {SFXMA . GMT: a4l . GMR : #EFa L
a @A EE TR (LLOQ) KRiEDIBE . fEHIC(X0.5XLLOQDEN AV SN,
b:IEHMHT— >t GMR (12~15%/16~257%) Ol 95%CITBR>0.67

HAER BT/ T/ MAEHER (C45910015K8R) | ASRESHImE R

16




5.2 BRI/ 01855 (C4591005515%)

#HRER : ER51/ 1185058 (C459100558) ; AGREEHE & £

@ EREE

JXF 7« LUF FE) 02l BEES KU REREEFHE L.

20820 F8S R FORBBEFABIE-F LI 160 FIEEHANT: . ENEERET LA (HIV), CREFFA LR
(HCV). Fz[FBEUFR I (HBV) DRREZF I 5E. COVID-19NEEENHZE . REIHEEEZ(TTVS

% B. GBI F IR EHEE I 23EEEFDEREVDHIDE TR SN,
7® SRR
% SRR A L EE S R B AR (&) . HREAR (30ug/E) $rld TS bR AT 3831
= CEAEBEIL. LT N %21 BER TS ABICHAREELE (202141 BEICALT. 2080 EBEET LT
2 W3,
X )

{15 5

(£ £ #] FEHEED  BEAARRBEACSTRFFNO20BEEROZEMSIUOBEEHTOT77 1)L
* BRI G CESIERAIE R . Rk BBAR)
o EBRIL (FRE. KRS BE. TR B, ™R SRR ERE LB . FiR 23R b UzEETR)
s HEER
s ERLGHEEER
s MRFHRES LU MRECFIRE
[REFY] EZFHEEE  BAARRBACS TERFNCKIFESNZRENE [2O0BEER 1 »BIEOXOFS
Tl (GMT) B RUEERIICN I 2 2008 #E#R 1 » BIFOZ AT LR EER (GMFR) ] Hi#ii(3 SARS-
CoV-2 MBIz RIE L7z,

AEHBREROBENTIERN TH Y EXGHRETZHRFRREICEFEDIVTLEL,
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0 ZxlE

16061 (AEBF 1 11961 75 LAREE 1 416)) ZRRICABIZER DR LM Z5HEL £ Uz, BERERE
E#7HEFEFHECKVBIRISAINESN . ELREIRISOFERIK R (BREAH IV Grade 3
PIE) FFROESTUI EFEMIRREEEIBAN 52 H (PRE) DBICFEIRL . FHARE &
28 (PR(E) TUIE. ZOHDEHEOERFZERD (PRIE) (CFHIRL . FHiHEHREI 18 (hRIE)

<UL,

FREIRMLOFERIANR

RIRFIE (RIRENS [%])
AEIBE TSERE
EEm ERLK Grade 30 k2 BREK Grade 31 k2

1 103(86.6) 2(1.7) 1(2.4) 0(=)
SESTEMR R

2 92(79.3) 2(1.7) 0(—) 0(—)

1 48(40.3) 1(0.8) 4(9.8) 0(—)
=5

2 70(60.3) 4(3.4) 1(2.4) 0(—)

1 39(32.8) 1(0.8) 6(14.6) 0(—)
GRS

2 51(44.0) 2(1.7) 5(12.2) 0(—)

1 17(14.3) 0(—) 1(2.4) 0(—)
EAENE

2 19(16.4) 0(—) 0(—=) 0(—)

1 30(25.2) 1(0.8) 2(4.9) 0(—)
mE

2 53(45.7) 2(1.7) 1(2.4) 0(—)

1 17(14.3) 1(0.8) 2(4.9) 0(—)
ESJE0PE

2 29(25.0) 1(0.9) 0(—) 0(—)

1 17(14.3) 0(—) 0(—) 0(—)
FEEO

2 38(32.8) 1(0.9) 0(—) 0(—)

a: HEEN [BE (BEEEHZHTS) | U EELTRESNIESER.
b:37.5Cll L. 38.9CERBRIHEIC. BEEENBE (Grade 3) Ll L& Ul ARIBDFERIDRIREIS A 37.5-37.9°CIF17.6% (2141) . 38.0-

38.4CI139.2% (114) . 38.5-38.9°CI3:8.4% (104) . 39.0-40.0°C(30.8% (141) . 40.0°C#B(3 05l T o7z,

HRER : BN/ DT8R (C459100558R) @ &GRS EHEE A
JIFTrE0E BHAGRICHRIWSE

A< U BESRERIR

18
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5.2 EASE 1/ T8 5% (C4591005515%)

0 RERME

15681 (AFIBE: 11661, 75 tREE: 400)) ZHRICHREREZFHEHL . 20B#EER1H1ADSARS-
CoV-2 50% MEPFIFUMEF FROEHWTUE,

201B#E#% 17 ANDSARS-CoV-2 M;EhF0Hi#(d (50%

AE GMT [[fil 95%Cl]1? GMPFR [[f8195%Cl]?
Ik QuBE#EEER11A) oBE#EER11»A/1 OB EEH)
£FHn 116 524.5[459.7, 598.4] 51.5[45.2, 58.71]
AFHIE* 20-6475% 94 570.7[497.6, 654.5] 55.8[48.7, 63.9]
65-857% 22 365.6[254.6, 525.0] 36.6[25.5, 52.5]
TSuREE £FHn 40 10.6[9.8, 11.4] 1.101.0, 1.1]

Cl: {SHXMA . GMT: #faFa51iAfii . GMFR : #ig E R &=

a  FUMEANEE TR (LLOQ) REDIHE . MEFIC30.5 X LLOQDEN AV SNz,

HNER : EWEE 1/ D858 (C4591005588) | AR HIE R




6. AHIIEERIEZ O IHICDNT

HiEEENTEM ER<EEL

FEII0O0F71)LR (SARS-CoV-2) (KD RERFEAE
(COVID-19). HE\ OO+ 77 F > ThBAAIIC
AT 2EEA TV BFEIRNEHHIRICEH ST
WBA. BREICAZZIBVLTVWEAEN LW E
T, WIBBEL (T TRFDIRELZHT. <D
£OBHLIC, BYREREHZESBEVWLUE
T AR DIFIEICEAT 2 EERFIEE T E DR
BEOTEM [FEI0F77F> AZIF5F1%
BEESNh3EEZOIREANIZEBRLTVET,
RIBEBEEADHADIRICTTERLIES LY, 13:::

HEEEEOBEBROII A =r—axvIiconT

AHNCOVWTHENE AR IEE EEICRIRIDODIEIR | EE1EE DT FEIFHA . S8E . FHRERIICDOV
T TEICHBPLTEE Y, £z 20BOFFIZRERIC(E. 1DBEOZRER DR FZH#ERL.
HULEIRISAHIRLTONIFERDFHEN G <OHE UL C &2 EEFIICIEREE CZ D IRIE
E—REICHEERLTIEE L,

Q8. BEICHOTIFY PERR. RS (LHAICHLTFLILE—
i T ?

Qs. 97

BECHBILUNDFHERETEIRD (7 LI F—RINE) ZREBRUIZTTCGEFPE T T DR
HBIANVET, T, HEEECZOSRIETARFEERTH . H(CHTEEMBENHBHEVET,
ZDEOBIBE I TRHERER . EEPSIUEEROAL LM EER T B1DDEANLGHREED
KOCHRIERBLLEE Ve BANGIERE LT FIZRFERERIC) Y TRATEBRSICUEUAD
B CIAIATT —2areEBREFENFETONET, A1 27— 3V MELDEHE - 457 RS
FFLRIFRESCEDETITHMLIES L,

EIEROXTIG

@ ZIER B EELLEERE/ERERATHELTESSKIICLTIIEEL,
c D7 LLF—REP. ASHNEZERPRELBEICHIZIEVT LI F—ER. REMWE
RADEHEENHBHICOVTIZ. FEEI0ZBFELTESSIKRSICLTSEEL,
* ZOMDFICONTIF. A E<LHEERISTBFHLTESSIKLSICLTIEE LY,
O EERBEMNLRICT I 71 5F Y — 2R SERPHEESOMRNTTEICOVT. FHIlCHIZX
<IEEL,
ZLDHE . RECERBICEDTREN D E T EFEBUDORRCERFEH 24 15E %2 (CIERUIIBE.
FEBEIRIGADE TH o7l MBREGERDTZDIHE (. R PHICERM (FREEREBEOEME(E
HHUDFE) (TEEUERECEAFIDOFERICOVWTHERULWERZRZ(TDRIICHIEALLES L,
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BESFHRHSNIZE DXL

O EEERBSOHFEL

AEIDWEBE (CAESBRI’ROOSNLBEGER. 77 —HEEIOFIIMIVRTIF>
EERSEEEAT M MNEICTBRAEE TREERRSEHMLLELET,

O 77 F—HEIOFVINRTIFUEBREESFHAY TN

— https://www.pfizer-covid19-vaccine.jp
] £, IHBEEEORECEISHITREAN EERSERIEELSIEE (PMDA) AD
= BIRSEEVHES BIRGEEVERESHE  UTER) 6BELLELET,
g
5 IR SER RS HIEICDVT
A RS OMBEECHEMG. THEBSERILEN. BEHBAENEHDERES
5 LTWBC &M E =}, BEHBABICRETHSENBHEITONTVWET, BE
(A (CHRRBERNHIDEDIDCTHDIDET GKRETDEEHLO>TVET,
2

© BIRIGEE VO EREHIE
https://www.mhlw.go.jp/bunya/kenkou/kekkaku-kansenshou20/
hukuhannou_houkoku/index.html

BIRIGEEVWVREICDOVTR BERM TS VT TS0 ERALTH 51T
RESZ(EHL. PMDANRIE T 2 ENTIRET Y, FRIEEREIRIDEEVREEZ AT
FBIHDT FVBHHIETDT. TERALESL

O HBEZMT TN (VIFUICKZBIRINERV DRSS . EEAERER.

FIEEEER. —BRHAEERICKZEIERAXEEEEDNIRS)
https://www.pmda.go.jp/safety/reports/hcp/0002.html

0 BIRIFEWVWRESE BIHEIRIN2) DAHT7 7V ([FREEEEIR VRS E]
AN7 7)) (B RREERZLFR)
https://www.niid.go.jp/niid/ja/vaccine-j/6366-vaers-app.html

AT (S [FREERBIRGRVREE] 2/VY I OBE L TER T 37207 TUTT,
FrE28F 10 1BNS7 TU TR LICRES TOREVLLEITET.

VOFUEERICELZEEERE. 7IFONR . RE. BEBICLZ60. AN ICHETS
0. BRNG ERINEEEN53) bOBESFIETT,

FEDBEFRLR THESN TN SEEBRBLVBATONRERSIIEHIS [4. BLSMHER) =
SRR IEE L

%ﬂEE‘U’J%‘/L‘,&’M‘FI‘C&z%:c‘:t%ia‘ani@”@‘@ (Bl : 1> TNT I & BRE) BB
U THRBIBETE LTS Mm< 2

BESERNBOONIZER LERESROIX. REZHBOWLELET,
21


https://www.pfizer-covid19-vaccine.jp
https://www.mhlw.go.jp/bunya/kenkou/kekkaku-kansenshou20/hukuhannou_houkoku/index.html
https://www.mhlw.go.jp/bunya/kenkou/kekkaku-kansenshou20/hukuhannou_houkoku/index.html
https://www.pmda.go.jp/safety/reports/hcp/0002.html
https://www.niid.go.jp/niid/ja/vaccine-j/6366-vaers-app.html

@ (BE)HBEESNEBEERRSEICOVT

O FHIEEACH VT BIRISEVIRSEDHHEANRFONTSY . B EERICECZEIRINE
ROMENRZENETSELEIC. CNSZEERZFERIICRSEL. TORERRZRVT, FhHEED
REMICETZEREREITZILE BEOBELELGCRBOILDICHELIEBEEZRET 5 &
TWET,

OHEIOFIANATTFICOVWTIE. FRHEEE EDERE ((REFERE) U TRESNDIH.
BEEOEHREEEAROBNTEIRIGOES - FFHEZTOE T
EERLR. BESVREETERRERE IS0 BN BN BIMFCHRELT

FHEZEITLE T —
3
BIR SRV RS HIEIC B3 ME S FEORN o
&
1]
: o
PMDA HREDHSE . e x4
(k) EEREEHS « > (RRTR &N 7 - EiE) i
REE I

0 % it ]

. mm <> ( BmacomE ) 5

( wmsmE )

¥ 1 EIRIDEEVRS S EERERESESACEDEIFRASRELLTEMIRDNS,
2! EECICIZ . BT RIEEE N MRESE N SRRES ICRBAL TEE R TE5E (L. BEMREBC TEEFBECRETIL— 5B,
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COMIRNATY intramuscular injection
J0F 91 LR ERYUYVRNATIF Y (SARS-CoV-2)
%) ER-ERSONSEIC KD ERTHTE

(2E-BARREES |

BRREERSEES | 876313 BR 55 R ¥ & A | 202142R8
% ® # S | 30300AMX00231 B 3 £ &£ A | 20205128
& B & A | 2021%2RH B & E B B | 8F(2029%2R)

Bpik —90~—60"C BEHEAE 618

AL A THPIERSNICEDTHD ABBICEVWTRBAREMFICRIBRISBON TN/, BUERFTREIIERSBERENEFTTHZ,
FEIDERBICH > T HEDUHHEIFEEXIIRFEE IC FRICHTIEMOBIMEROLZEMRICOVWTXETHRALIL LT, FREEFTXEILLIARZE L LTEET S,
e, BEERDROSNIBRICIE RBICH U TFHEEERCEDRIRBBVWEREHFHEFICEISRET 2L, BH. FHORERTRICNES NIBRICOVTIE RHMOER

ZRRERT 5L,

2. BEERNEYE (FHEEZZ I ENBEHTRNE)

2.1 ASHLREHEZLTVSE

2.2 EERAMEBRICHN>TWBIENHASHLRE

2.3 REIDED I UEEDBHBIEDEEEREDH 5E (8.4,
9.1.6. 11.1&8]

2.4 LEHICBIFZEDIEFED. FHEBEZITSIENTEYLR
REEICHDE

3. HEOHMERCHER- R

3.1 BiEOBE
SARS-CoV-2U1ILADR/IA V5 )R EDOT S /B Z2 31— NS 2DNAZ#HE
EUTEBUIRNAZRELL, BERACRET 2.

3.2 #Hm
IR55 4 ASF78E
B RIFATY
BE 0.45mL
|8 0.225mg
[(4-ERAFYTFIV) PHYIANIEZR(NFFV-6,1-T1)L)
EXQ-~"FIIINTHYVEIZTIL) 3.23mg
2-[(RYTFL>2Ua—)L)-2000]-N, N-IVFRSFVIL 7~
73R 0.4mg
1,2-Y 27704 )-sn-7U+E0-3-7/RZRRIY> 0.7mg
ANl JLRFA—)L 1.4mg
BHENE 46mg
B\ILFRUDTL 2.7mg
'k HUD L 0.07mg
Uy EKFRF NI T LAZKIY 0.49mg
UyEEZKFAYT L 0.07mg
3.3 WHIDMIR
IR5E% ASFF18F
pH 6.9~7.9
REEL 1.8 (EBRBRICHT D)
IR ARIZAFUICRTH D,

4. HEEX FFNR
SARS-CoV-2Ic & BBLIED TR

5. MEEXFFRICEHETZER
5.1 FAOFHHROBHEHBSHIL TN,

6. RIERUAE
HB4£RRIER1.8MLICTHERL. 1E0.3mIE A2, EE. SBHOMETHA
RICEET 5.

7. RERUVAEICEETZER

7.1 FERRE
REIDEEIF 25U LDEICTITS,

7.2 E1EER
1EEDEBMNSIBEZBAIZAICIE. TEBROEPMNC2EIHOEEZEES S
Z&,

7.3 E#EEE
RENF2EFE L DRI ER SN TVNBIENS, B—DREE- BREHDHDTY
FUERRTHIEB2EEETBLIERT I,

8. EEREFNIIER

8.1 AHF T FRHEEREMRA RO A IO 71 )L AR ICRDERK O FIEER
MEEHE [CEMUTERT 3.

8.2 HIFEEICOWVWT, EERMICKH I L, WERVBRICE > TRERIREZHAND L,
[9.128]

8.3 WHEE NI TDREEIC, HEYABBRER T, HEHUZERICRS.
Fic, FEROBRERICBRL. BRAOEBERISPHERDOEL. Soicmih TBRE
DEBEHEREZUVBBICGECHICEMDLRERITELSFFCHSEDI L,

8.4 3Vl  FFI74ZFI—hH50NBIEN BB, EEAICBEAEDBEES(IC
BT 2MPLETDICITV. EER—ERE, REEZEOREERRIBIENERLL,
[2.3.9.1.6. 11.1Z8]

8.5 VI F U EEER X IFEERICEHICLZODEAERICEEOMERERERFELT
KEDBSONDIENH B KIFICKLDEEZRIT 27, FERER—ERBIZESES

BREUc ETHRIEEEDREBER R I BIENEELL.
+8.6 FAILDERBRIINETHDHN ARREERIC, DHX DEENFEINTNS,
WEBEXFZOREZFICH LT, DL, DEXDPFEONDER (. BiE.
B A WIREE, SEITIRE) DRBOHSNIBARICIE. BPHCEMDZREZXTD
LOEFICHISESIE[15.1.128]
8.7 AHEMDSARS-CoV-2IC 2TV F Y DEBEICET BT — 513730,

9. BEDERZEIZEICHIDER
9.1 FERITE (FEOHIMZEITSICRL. TREEITZE)
BEEBENROVWITNNCRLETZERHENZETIE. BRERRERMFEEZBHR
U\ ZEKCEEESOHIMZEEICITV. FHEEOLEN. BIRIN. BRMEIED
WTHAREREAZITV., ARZHERICEL LT EBLTEET 2L [8.25 5]
9.1.1 EEREEZZITTVWRE., IVMREMER IZREREZEI3E
FEPEER ICHM X RGN BS5DNEIENH S,
9.1.2 BEKEBEFTLZDEHDBENTVEIERTEREICERERBERZIEDED
WaE
FENCH T BREIDENMET I AL DB,
9.1.3 DEMERKE. BlKE. FRAS. IREE. RAEREFOERKEETY

3%
9.1.4 FHHFETEER2BLUAICEADHBSNERVEEERZZFOTLILF—%
BRSERZELIIENHDE

9.1.5 BEICERDHREDHZE
9.1.6 FAIDHEATHULT. PLILF—2ETDHEZNDHZE([2.3. 8.4, 11.158]
9.2 BHEEEEE IS
EEEIRETHZ.
9.3 FikEEEEHI2E
BEEEFIRETHD.
9.5 i@
TR XISIERL TWSATREE D H D IEICIE FrhEE EoB SN Bt E LB 5
CHIBTSNBIBEICOMEETZE,
9.6 ®ILR
FrHEE LOBRERVBARBOEREEZZE R, BAOWREX FPEZIRHTS
Z&o ENFAAHRANDBATIERATH 20
9.7 INR:
12k E R RE UERRR R BRIEERE L TULVR L,
9.8 miktE
BEECH-TE. BZEEESEICTV. FEBEORBRREE+HICRRET L,
—RRIC, EEREEENMET LT\,

11. BRI
ROBIREHHEONBIENHBDT, BEETDICITV. BEDBHOSNIIGE
ITIFE S NEETS L,

11.1 EXBEIRG
2avI.7F7147F% 20— (BHETH)
REIDYEFERICS 37, T 71 5F I —DBHSNIAIFEE I L TE, FA]
2[OHDEEZTHRNIE,[2.3, 8.4, 9.1.65]

11.2 ZOtDBIR G

5%L E 1%~-5% 1% SRR
BRER | 575 (85.6%)7. ZSER, BB,
GEBTERAD) | FERE (10.3%)°). A
TR 4T
BEER | 55 (59.4%)” STEEHEL, TR,
RIRSE. FAERTE
ks THRI(148%)° | B | Bd. AAOHGE
WPIREE CIREIEGER. 56
H-BIER | HRE(38.8%)°. PORE. B
RIS (23.0%)
B 25FE. BB, BT
i3 1) > I ERE
SER SBEUE (%55,
ZFOEE. K
5. B,
EIES)
Z0ft 3 (66.0%)7. | &5 BRE. FNE. 1Y
=% (36.0%)°. T FERER
72.(16.8%)”
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14. BALEDER
14.1 FRRARGOER
14.1.1 &A%

(1) BHRIRF
AHIF—90~—60CH5—25~—15ClcBL. —25~—15CTREI4AM
RETDIENTES, BBIEICRD, BE—90~—60CICRURET D EMN
TEZ, WINDBEHLEMBBAIERT .

(2) BBHR%E
AEZSHEE(2~8C) THET 21581E. 2~8CTI hBHERET ZIEMNTE
%0 BB, RRIFESRE T, BHHBERNICERT L,

14.1.2 BFHE

(1) ERTHET 25EF. BRERROEREZ2REMURNICITS L,

(2) BHEDIRIF, ENRBICLZEREZR/NRICINZ 2, BFAXKROEMRIY
5 WKSICT BT E,

(3) FRERBIEFESELRNT &,

14.1.3 &RAE

(1) FRANCEBICRLTHLZ &,

(2) RBNSRTFERZEEFRWH, BIEICH > TIHEINEALLBWLSERETD
Z&,

(3) REDODNAT7IVICcHRBEBRRIER.8mLEMZ. AEDH—RRICIRDETH >
KHEEGRIRMT 28, IRDBERWIE,

(4) FRAOBIEHBOBIFERLIENH I, HIRT DEAET %, HIREICH
HFHRHENZHEICIE. FERALRWNZE,

(5) R ORIF6EEES (1E10.3mL) EH T 5. 7V RRY 1—LDDRVNES
XIGEFBEEER LSS, 6D ERINT DI ENTED, ZENESH SR
SEREEEERLCSE. CRBOEENZ RN TEARNIEN B D, 1E0.3mL%E
HITERWGE. REEIREETDIE,

(6) HMEDKIF2~30CTREL. HNEOREUNICFERT 2 &, HIREORERH
BIRICERULABD > TERISEET 52 &,

(7) FRBREFEORICIE, ENRAICLZIBBEER/INRICHZ 2L, BEEXKRUER
MEM LTSRN KSICT D&,

14.2 FREEROEER
14.2.1 EBRICRULHERED/N\A7ZILHSEEE0.3mLERD., A FPEENGNTE

14.2.3 - HRENOFEL B IZHOTLEORITERT DL,
(1) BBETEIZET D &
(2) EFHERIAUcEE BIBEORZIPIROERIASNIIBEIEESICHZIRE.
EAIZNZ TEHIT DL,
*15. ZOMDER
15.1 BRRERICEDIER
15.1.1 BACE VT, ARBERIIFATH DL, IOF71IILAEMTII VRNAT I FV
(SARS-CoV-2) @R IO 2. DMER DR ESINTWD, BESNIFEFIDZ <
FEFEBETHD, M2 BEERHBAURNICRIRL WS, ol KEHDESIT.
ABRIC L BREREARICK DEER D EL T2, [8.65H]

21. EDEH

21.1 EERIURVEBSEEZRED L BYICERIT DL,

21.2 AHF EEREFREBEERF14E03HB 1 BEOREICE D EARINIAFHIEA
METHO, ABFICEVWTRARERZICRDBRIFBSNTWS 6, ISR
BH3IEHRSBHRENEL. RETHZE,

21.3 BREATOHRNRONTVNSIENS, WisiRFTH%. BIERBEREOAB DR S
BT 2T —9%. HOMUSHESDIEHBICE DT RHICIET & & 6IC, MITITIR
EANEEREFRESFASEBICREL. RHOBEFERICHREREBZHE LD,
ZOE, BNEETRERAEZICIDESNIBERICOVTEREYICRBT B2 L,

21.4 REERN TEERISFHEP DRSO RENE SNIBRICIE PN
EEEMIZITBEAEE MERESRBABBICIRET L E6IC. AFOBE T
RUORLEICRIEFOEREZ. EREREERVREEEDBRSICAFARELS
SOMEBERBBEEHEL DL, ol BDMTSIABI OB MER VL EMICRDERD
FKEICOWT, BYICH TR E,

21.5 FHDEBICKRL. FADBEHERVLZLEICOVWTRISEROBEENERIND L
EREZ. HENUHHEEE X EREE ICRAOEWERVORLSMICET 2IEHN
XEEEHSTHBEIN, FREE TNEICLIAEEZBHSEEIND LS. EHIC
U TCEYIICEET SIS,

21.6 EEREREEREABITRAELIFICEDCENOREOHFHRBIE. ARG
MoRELT6nBET D, £5821.2, 21.3XId21 4lcEDWTREShzEREIC
&0 EAREEELEEITI2DLENROSNHEICIE. EERREFBBRERFTIE
D2FEIBICEDEEAREHEODEEAMT DIENH DI E,

ZEHTHERT L, RENBHONIBRIERLAENIE, 22. @&
14.2.2 @5, ZABICHANEERT 22 s, BIRA. KA. K TAOEBRTHARNI &, 19584 7L
O EERNEYEZSUERE LOIE OWETICIE+9TBELIZSI W, * 202147 AT (H5R)
[ ESilReNape-atut 0 m-1AN
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