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S | i —wpaarEEs | o
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**;;;j];ﬁﬁﬂ . DAIVRTYF UL
18% A (1fffi : XBB. 1. 5) E YR BE|FAE
24% A (2ff : A&CIEREBA. 1. 24T : E2JEEEBA. 4-5) * 3 BF A JLR (SARS-CoV-2) RNA DU F >
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COMIRNATY RTU intramuscular injection

AEDERICHI=>TIE, HoMLOBERENEIKEEIC, FFCHT IEHOEMERVREMICOVTXETHALELLT, FEREET
NEILLPRABE/LTREET S L. Tz, AEERM/ROONLBICE, REICS L TPHEERICE I CBIRBREVREHEZCED
EMEI D&, BB, RFOHERTRICESNIBRICOVTIE, ZHDEHRERFSHEIT S &,

) HE-EAEOLGEIC LV FEATL L

2. BEFELE (PHEEZRTLILN/BEZTHLE)

2.1 o EE L TNDE

2.2 WEREMWIRBIZON- TS Z LB NRHE

2.3 KRANDRSZ 5 U E OMRBEIE OBEEE O & 2 (8. 4.9. 1. 6,
11. 1. 1BH]

2.4 RIS 2FH OIFD PRIBEAAT 5 T L AR Y iR E
B

3. BLEOMIERUHERL - IR

k3.1 BLEOHE

SARS—COV-2D A /81 77 Z L DT 2 J WY % = — K3 %DNA
ZHFR L U CHRS L72RNAZ R U, IRE Ry EIRAT 5,

w63, 2 #HRK

e = I F 7 A RIUGIE

Qfff - 'R A7 | Cfi - IRk A Iz m | (Ml A7 ok
2 U BRBA. 1) U REBA. 4-5) XBB. 1. 5)
HRS | FOTFATVRORUN | NOFATURBT 7L | FZANSF AT
roF AT rNoFAT

(RNAE b & LTl (RNAEHEE LTL: 1)

a3 g 2. 25mL

it 0.225mg (RNARREL L LT)
[U-t FrFTTFN) THECDOAN] EX (NFH-6,1-VA L) EX (2-
ANX VTN BT AT V) 3. 22mg
2= [(RYV=FLrr7Ya—i) -2000] -NN-TVF hFTFAT7RRTIR
0. 4mg

whnF L2-YAFTuA ) )l-sn-7 Jtra-3-FkAk=al > 0. Tng
L AT r—/)b 1. 4mg
REREERE 232mg
kA HXE—/L 0.45mg
b o A& E— VHESHL 2. 9Tmg
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s = X F 7 4RIV E
pH 6.9~7.9
RFEEL K12 (EFRRMEIICRTT 5 k)
[EN AEITAB LR TH 5,
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SARS-CoV-2IZ & % REAE D FBh
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6. AERUVAE
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LHEOBBTAHIEL,

1.2 BBk
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B B12m L EDF, SARS-CoV-2DFATIRILRAE 2 (DAY 5K T4 4 [
FZ, XA T 4y M VRTEEE L, BINGEO BT HET 5
&,

1.2.2 EiERH
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RIS 5 LN TE S,
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BREEZFH~D Z &, [9.12M]

8.3 WRHEREE XL ORI, B A IR A Bk, PERE
LA VERICIR D, Fio, BRAZORFEEGNICEE L, RFToRE
POSRHFHDZA L, & HICEE, RSO R EREY 2 L7256
IITHECNICEMOBERE 2T D X HANCHSED 2 &,

84 vavy THI747F%v—D0BbbbhbdIl ENbDTD, Hifl
AT S BEOE O BEA RS (2 B9~ 2 B2 & 201 2A TV BERRfE — B RER)
WS DIRIEZ BT 5 Z L N E LW, £/, AFIERERZICY
av 7, TF7 4 5% =R LI HEEE I LTd, Uk
DARBNOHFEZ T2 &, [2.3, 9.1.6, 11. 1. 1B ]

8.5 U U F AR % TR VRSN L D DR S 2 e A
HEMERE & LTRMA DL bDbNE Z LR h 5, LT L Bl
TRET DT, BEREG — EREENIIE S B S 7 8 LT BT RS O
REZBIERT DL ENEE LY,

8.6 LMH, DEENH LD Z ENRBH DT, WHEfE iTZ o
PREEEITRT L CIE, Dk, DIER SO BIER (He. BhE,
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]
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8.8 ARAI L DSARS-CoV-21Z%5 25 T 7 F o O HHMEIZET 5T —4
ESAAN
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FOWE AR L, B8 & OBERLE S OHIE 2 BEICIT V., TR
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K- EC, EELCHERETSZ L, [8.28H]
9.1.1 MBREEEEZTTWLHE. MW/MUBDEXISREEREEEZET
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AR CHISUIER S Do b Z ERH 5,
9.1.2 BEICREFEDZHALIATVSERVEREICEXRMER
BRLIEDENNDE
ARANZHKT 2 G EMRT T D FEEE R H D,
9.1.3 DIEMERER. BiEAER. HEER, OREE. XRAEES
DEREEEZHTHE
9.1.4 FHERTEEBR2ALNICRBOAOoNERVLEEERS
ZEDTUILX—2RSEREELECENHDE
9.1.5 BEICEZDOBREDHDE
9.1.6 AFIOREARIZH LT, FLULX—%ETD2EThOHDE
[2.3, 8.4, 11. 1. 1&MK]
9.2 BREEEZETLHE
PHZEIEEH Th D,
9.3 FFH#EEEZE7T5%E
PHZEIEEH Th D,
9.5 ¥R
W0 XAFIEYR LT D RTREME D & D MBI X PR oA 2828
falftk % EE 5 &SN A HEEICORERT D Z &,
9.6 237
FREEERE EOA MR ORISR BEOFIEMEEEE L, FHLOMkEX
XHIEERET S 28, b MR ~OBITIIFRHTH D,
9.7 NRE
L2m% AT % kP82 & U T B PR RRBRIX FEHE L C 7Ry,
9.8 EHE
BRI DT> TiE, MBS MBI TV, s Ok Z
BT HZ L, T, AEEBENRT LTS,

1. BRI
WROBISIENR D HbND ZENRHDHDOT, BEEL+mIiTV, BE
RO LG TE Y 7B 21T H 2 &
1.1 EXLGEIRIG
M1 2avd, 7HI245F 20— (HERH)
[2.3, 8.4, 9.1. 6]
11.1.2 DF#%. DIEX (BEARR)
[8.6, 15.1.1, 15.1.2%0]
11.2 Z0hoBIRIG

5%L4 1%~ B%ATis 1%AiG BEEE R
J& BT e AR | 548 (85, 6%) | N O P, BV
(PESFEAL) | (10.3%) 2, &% - 4T i, EIE
B
FEpirhigR | B (59. 4%) TR F U IR, | SRR RS
RURIE | R HIRRIE, 5
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g U o SEE
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a) BRARFRBRICI WV TET HEEIC & 0 IE LRG0 R BEIE

) EWNAOERRRER (= 77 1 ik (BJEK) DC4591001735k K UC4591005588k, = X
7 4 RTUGTE (EEJRER A 3 7 = U BRBA. 1) 0C45910315 8k, A DN =2 2 55 ¢ RTUMGTE (2
Wikk/ A X 7 v UHRBA. 4-5) DC4591044788k) CINSE L 7= & RIBERLC 351} 2 R o R BIH|
BETNENHEH L, FRTHE L TREORED SNEFRICONTIL D SV EHRES
D% R LT,

14, BMRALOIE

14.1 ERIFREBFOEER

14.1.1 fE A

(1) WiBE (2~8°C) XITHE T L L,

(2) fREROBIE, ENRAIC L 2REL S/ MRICMZ 52 &, BHA
F R OERINREN S 7= BRI e T5 2k,

14.1.2 BERORHFEER

(1) fMREZRIIHOEE T, APBENCER T Z L,

(2) Wik (2~8C) THHET HHG1E. 2~8CTLOEMRTFT 5 Z
LB TE S,

(3) =R CHERT DAL, MRRBHLAD D24 ILIN (—E#H &0 L
kO Z &) IERT 2L,

(4) —JEeF 2 M L7=#03, 2~30°C THR1E L. 12BFIBIPNICE 45 =
&,

(5) —JEEHE M L7oth, 120 MLANICHER Leh o 7o iRITBERE T 5 =
&,

14.1.3 SRR A

(1) RENIRER E G R0z, BIECH T > TTHEED KA L
WEIOIEETDZ L,

(2) ABOY—RIEICRDETY-L Y LEERNTS 2L, IRVIE
Hhnz b,

(3) IRAT AHIDOBITHAOWRLT 25T Z L3S D, IRFRICHRL
FTHRRDOLNDIHEITIE, EHLARNWZ &,

(4) AFNDOIAA T MZIT6E RSy (1E0.3mL) 2 HF 25, 7 RA
U 2 — LD I RS TR & L7236 6181453 & $RECY
LT ENTE D, MR RS L OVER RS 2 L7254, 6lnl
HOBMESZHMTE 2N EB83H 5, 100, 3nLEZEFRINTE 20
. BEITEET L L,

14.2 ERIIEEFOEER

14.2.1 AFNIRTU (Ready To Use) BHKITH 2 Z Lnd, FRETFI
T2 2 &, |IRICE L7237 uh SRR 0. 3mLA LY | fikk:
TREANRNZ L XA THERT 2 L, BENTEOLNIGLH
IIER LW &,

14.2.2 0% . ZAFICHRANERET L Z &, BIRN. BN, K T~0
BRI TRV &,

14.2.3 FH#%k - FRRE~OEBEERET D720 FRROSIZEETDLZ L,

(1) SHEIIFANERICE DR ST, MECMED 5V I FIcEEL
RVNE S B IOk L ClY st REARET D2 L,

(2) MPREEATERNL ZBET D 2 &

(3) WHEHERIA LIz & & WO 2 MK DM 2 6 T35
IFE B 2R &, AN CTHERT D2 &,

15. ZDMOFE

15.1 ERERERIZE D < 1FHR

*15. 1.1 {BAMTEBW T, S A/ A (SARS-CoV-2) RNAD 7 F 3%
B2, DIERPHE S TW5, PIEGREICB O THRE &
ATIEFI D2  ITEFEBMECTH D Flc2fE B BEf% L B LAINICHEBL
LTW5, F£o, KEHOIERIT, ABEIZ X D LHEVRIC XV ek
NEELTNDY, [8.6, 11 1.25H]

15.1.2 HEFERHLA O ENBIRIG RV 12T .0/ %K. DIEE D
R b ENOERERT — 4 N—2 2 AW THEE L REN
MOHERI SN DR, DIEROFBER L 2 L& 2 A, HIE
E L LCa T o ik GRIEE) e B5/i% O F4F B CHEN
EWZ EAVRIEE Y, [8.6, 11. 1.2 ]

*¥15.1. 3 MEFMCEB W T, S FEAl & OBEMEIZ R CTH D28, KT
BHIEAIED & 5 EEFE S 12T, 2 1 F 7 A /L & (SARS-CoV-2)
RNAD &7 F L BEREA T B FRIEAITE N &30 O (|2 2 i e
IR) BHEIhTnD,



17. BRERAHE

17.1 BEERUVREMEICET 558

17.1.1 @5 E T/ M#RER (C45910445888) (O =+ T «RTUARE (2
JE¥k A = H 0O U#BA 4-5))
25T 4 e GREJRE) 30ug% 3[EHERRE A C, 38| B BEfiA 55~
125 Akl L7212 EOF 2 XFRIC, =2 57 ¢ RIUM I (GRERkE
/A 7w U BRBA 4-5) (LAF, =277 ¢ RIUME (BA. 4-5)) 30ug
AP AE B ) L& & O REL L2 R+ 5
ZLEARE LT, 12~1TOFHE LIE G RIS R, 18~55
7% M OS5k B8 DA i 1 A (L AT B R A TR sk & L
TN L7z,
AFRERZ 1T D SARS-CoV-2E YL /FE 23 72\ M 18~557% DN 3241 Jo Y
55REABDOBINEA0F & 5T RIZ, = 1T 4 RIUARTE (BA. 4-5) $EfE%
1 H DSARS-CoV-21fiLi H FFL A & 574 L 72 #5258, Rl Ly =
2 F T ¢ RTUFRTE (BA. 4-5) BEICET D 18~555% M OG5 MR D BN
DOBEFET% L HIREOBA. 4-5 % OB HRBRIC K3~ 2 il PARPLAAm L, 82
FERTIC LT RS- LY,

#1 18~55p% K V6558 DB N3 D SARS-CoV-2ML3E HF FNHLIAAT (50%H
FPLIRM) DR

=t X7 4 RTUMGTE (BA. 4-5) 30ug

18~557% 557
i e e GMT i GMT
SRk IRES) B | [Eosk(EaEERa] @ | g | (oswiE <]
. 54.5 76.0
BA. 475 Ll 3 [41.3, 71.9] 10 [54.7, 105.7]
HEfR 1029. 6 1668. 1
32 40
1% A [702.6, 1508.9] [1089.6, 2553.7]
455. 3 881.9
% bk ]
Dk | BEEAT ) 32 [286.2, 724.2] 10 [601.6, 1202.7]
BERR 6431.7 8386. 3
32 40
1% A [4542.9, 9106.0] [6235.4, 11279. 2]

GMT - Sl P Aefif
a) PFURMEAVER TR (LL0Q) RifO%E, MEHTICIX0. 5 X LLOQOEA IV b7z

316f (12~175% : 1074, 18~555% : 10344, 55%H : 106f]) % %t
Gz 2 7 A RIUFRTE (BA. 4-5) HEfE% ORI Z 3 LTz, 175k
SEHFREARTH M, BT HEEIC LV RIS OFBLRILA TN L, 725
FOSDFBLRM (FRAEM N OGrade 3P4 E) 13F£20 LB Tho
Too TEETEBACACRITHAY B ~BH (PUufl) (CRBLL, Frgbi
1Z1~20 (h4fl) Thotz, TOMOEH O ER IR E (FF
Jfl) (CRIL L. BRI ~2H (PRl ThoTY,

#2 FBIRIGDFEERDL

17.1.2 ;B VEMAAEER (C45910315888) H JERBRE (0 = T «RTURS
F GEREH 4TI 0U%BA 1))
ARBRBINDOE~12 5 AR 2 57 ¢ ik (GRIFEE) 30pgd3[al#z
Fl % 32T 755 B 2 D B INE x4, 2 27 4 RIUM T GEJR
B/ A7 BKBAL 1) (LATF, = 37 4 RTUMGE (BA. 1)) 30ug%h
1[EERE (SARS-CoV-2T 7 F o & L CAR BEEE) L7 & & DR
MR OREMERFTHZ L EHNE LT, BEARR A L
7
= X7 A RTUFGTE (BA. 1) BEFEREO SARS-CoV-2/& YL A3 22\ V1784
K= X7 o i GEJRER) BEFRRE D SARS-CoV-2/ YL A3 7211163
1 % st 5212 HERET% 1 9 A OOSARS—CoV-24 X 27 1 U BEBA. LIfL{F i Fnst
(RAM R OWUARIS B 2 3l L7 5, R OFRAD LB aIF T
4 RTUFBYE (BA. 1) BERERED = 2 7 ¢ vk GEEJRER) BEREREICxd
DR QRS PEN TN EIR S LTz,

#3 2 IF T ARIUME (BA. 1) #2MERED = I 77 ¢ ik (RERAKR) #2

FEIEIZ 6 A SARS-CoV-24" X 77 11 L BRBA. 1HILi% F AnHuiAAth (50%
FIPUAAL) DL fr 15 b

27 (RTURREE (BA. 1) BERERE | = X075 ¢ ik (REIRER) BERERE Ok
GMT [T 95%( 48 GMT [ {95%(5 45 [ I95% (2 4
R B EAGA W % BN Xp] Y
(Rt 1) (Bl )
178 711.0 163 455.8 1.56
[588.3, 859.2] [365.9, 567.6] [1.17, 2.08]

GMR : SATFHLL, GMT : S FEI PR

a) PUAAEASE & TR (LLOQ) AR HE . MEHTIZIF0. 5 X LLOQO AV STz

b) MEHEILYE : MR (= 2 FF A RTUME (BA.1) /= 25 ¢ Witk GEIEEK)) Omiflosws
HEIXH R IR 1

#4 3 IF T ARIUFTE (BA. 1) BEFEREO = I 57 1 fifilk (RIRK) %
FEBEIC AT 2 SARS-CoV-24 X 7 11 LAKBA. LI T% IR 30D

7=
ST ARTUGGEE BA. 1) BERERE | = S ¢ v GRLIRk) Hemipe
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Al [%1) I %) [ f195%{ 5 i
e 95 (e B 7] e [958 b 7] X
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AELL BRI IRBR SN S

b) LM~ —Tr  FRINERDE (25T (RIUFGE BA. 1) — 2377 ¢k (IR
HR)) O I95% 5 4 X ) T R>-5%

306% A5t 42 c = I 7 A RTUMR T (BA. 1) HEffitk D22 M2 34l L
oo TRCHBEREART B ), 7 B EKIC X 0 BISUG OFEBLIRDL & BEAM L

a) T HEEIC &0 R L7 i3k
b) BIEEEA THE (AWIEEIZIT5)) L LTRE S 58
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REBIE EEEA [%]) 7oo ERBISUGOFEBURDIL (FHREE KL Perade 3L E) 13KED &
12~175% 18~551% 555518 B THoTz, E%ggﬁz%%‘igfigﬁ (EF‘H%ﬂE) IZHRELL ﬁf‘f\ﬁéﬁ
SIFFARWGE | 3 IFFARUGE | = 3F7 4RIV HEE2A (T RfE) ThoTo, ZOMOBYIEOERITHEFEE R (P
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BB | Ark | BUEY B | &k | BUEY B0 | &k | 2R b ERBIS R D ZE BRI
Ef;g‘ﬁ T R P N R I P IR I B BRGNS EBA )
- : - - : 23T RIUMGHE (BA. 1) BERERE | 2205 ¢ v GRIER) BeRint
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(50.5) | (=) (4. 1) | (=) (29.5) | (—) o 1 301 | 175 (58.1) | 1 (0.3) 298 | 179 (60.1) | 1 (0.3)
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s | 4 | 107 6.2) | (o) 102 L | (o 105 @0.0) | (0 e 1 301 | 148 (49.2) |5 (1.7) 298 | 135 (45.3) | 1 (0.3)
% o 15 0 13 0 B 1 301 101 (33.6) 1 (0.3) 298 79 (26.5) 1 (0.3)
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9.3) | (0.9) “.9 | (=) (7.6) | (—) 2 SARS-CoV 27 7 7 £ LA EHE

b) BT HEEIC & 0 R L7 %
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17.1.3 B5NE 1 /0. M#EEER (C4591001518%) s 0.~ M4H/\— bk
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FRE: 1832501)) X, 12 H O FEEABMEFEMEE T 5 [SARS-
CoV-2/ YL I3 72\ BN T 2la] B #2FE 14 7 H LAEE D SARS-CoV-212
K DGR3t T D 3 T o e GRIEER) ofei (75>
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726 SARS—CoV-21Z K D JEYEIZ %t~ D 2hiE
SARS-CoV-2
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a) VELK ONVE2002[R] B #efiits o0 BRI (P fiE) (32 EH57H L6550 Th o7z, £/, VEL
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a

160k ED43448%1 (= X7 ¢ ik GEEIRAR) BERERE @ 217204,
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BRMEFE Lz, —HOME (EHTs g6tk « 18] B %8183
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S DFEELRD A TN L 72, E7R RIS DR BRI (FLR 4 & OGrade
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KT FEBIRIGDFEERDL
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(2) 12~15|m DB MNHE
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KIG21T TSARS—CoV-2Jgk YLPEE A3 72\ BN T od2[El B #4457 H LR
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