@ Pﬁzer

005
k202658 1 il (B53hR0) BAREBRIAES
*20244F8 A tiT 876313
fr & 28C DAINRTYF U
HEM 120 A EYERRF E A
a5+ 4 J)LR (SARS-CoV-2) RNADH F >
BIK, AR S }ﬁiﬁ% [ 30600mmx00138 |
BRI | 20244P9R |

- — . o T— o
A=F 5+ mrovvvzetl s
COMIRNATY intramuscular injection syringe for over 12 years old

1E) HE-EAEORGEICL AT L

2. BRETELE (PHEEZRITHIENBEHTRLE)

2.1 oA R LT DHE

2.2 BmERBMRBIZNS TN Z LN LNRE

2.3 KRANDRA 0t U RE OMRBE DBEFRED & 2 E (8. 4.9. 1. 6,
11. 1. 18]

2.4 LRSI B2EDIFD, TRIEEMAIT ) 2 LAY kR
W DHE

8. BEELGEXMEE

8.1 AANL TPPiEafEsRiEial) RO TE M BeRE M A (S L
THEAT L,

8.2 WA IOV T, BERATICL PRI, MIBR ORI K > T
FEREEZTH~B Z &, [9. 18]

8.3 MWHERES XX T ORI T, B B BN E Bk R
T A VSRS D, Fio, BB ORBEEHICEE L, RToRE
BSOS HICE, RBEEORFIERE R LIchE
WIS IERT OB %2 21T 2 L O FRNZMLE 5 2 &,

84 vavly TTFI747Fv—DBboLbNbdIlENbDHld,
AN IEUE OBEEEZC BT 5 M2 & 027\ BEfith— E R,
WeBEFE A OPRIEZR BRI D ENEE L, £, AFEEH®ZICY

‘ av s, TT7 4 7% =000 LI LT, LI

3. BZDWMERUHAM - R
131 BEOBE
SARS=CoV-2D Z/8A 7 2 28 DT 2 WEELF| 4 =1 — R4 5 DNA
ML LTS L7CRNAZ RS L . IRy L IRAGT 5,
PR E LTHWARE BURKR) 1TTRO LB,

HURER ARS-CoV-274 X 77 1 L KELP. 8.
*?f%m [ses-cor-ar s oot DAROBREA TR &, (2.3, 9.1.6, 11, 1. 1508]
= . _— L. 8.5 U7 F L ABMEE AL TR AT & 2 DR S 2 2 e i
et ST A R TR SRR & L CMAih BN D = L8 b D, RMIC X B
Aoy SARS=CoV-200 A/3A 77 42 /87 e = — N9 ZmRNA = - HEDCE J_ > - ° e .
o o BWET DT, PR —EREIIE B D7 & LT ECHBERE O
P 0.030mg (RNAKEEEE LO) %%‘E@ﬁjhé - &‘\ﬁ%i L . e
[(U-t FRFTTFA) THLOANA] R (AFHL—6, -4 L) EX 8.6 LHse, DIRRAHOLNDLZ LNH DT, WL UIT D
(2-~F LT VBT AT L) 0. 43ng PREEE (ZxF LTI, DR, DIEE R E D DR (Fde, B,
2- [(EUZF L7 Y a—n) 20000 NN-UF FTFLATE LT IR To< Fr, PRURIRIEE, BHRFIE) 23580 DAL HE AT, ERNICE
0. 05m, 2 )
R 1,2—§x»’f7uzr/v—sn—7wtu—g—akzm:U‘/ 0. 09mg iR ZITH X H)EANCHbESLZ L, [11.1.2,15.1.1,15. 1.2
2L A7 12—/ 0.19mg i%ﬁg]
ﬁffﬂﬁamg 8.7 amF U A /LR (SARS-CoV-2) RNAD 7 F U #fiifkic, F7 > - N
b oA 2 — LSRR 0. dng L SEBEREAN R ST D, BB JUE 2 OFREE I L T,
3.3 HEIDMHR X7« NU—JEEREDN DR DIER (TWESEAL A 5 4 F 2 BthfEE
Hise 4 23T T A MFEY Y v P12 L JBREEL, BRI OIEET 720 LIBRSE) 23388 DAL a IR bICE
o 6.9~7.9 FiZEICARRR T2 L0, HOMUDHATLZ &,
BEIE F91. 2 CERLRSIEICHT 5 H) 8.8 KA L AOSARS-CoV-212%F 2 U 7 F L D EMPRIZHT 57—
PR AdIIAW LI TH D, X7, [7.3%H]
4. MEEXITHMRE 9. BENEREEHTHEICET IR
SARS-CoV-2I= & % RS E D F I 9.1 BREIEE HEOHWETSICEL. IEEETLHE)

BHAAHE D RONTNNICEY T 2 LBD L HAIE, @HERE
LOREAMZE L, RN O S OHW 2\ I TV, PR
FEOLIENE, WIS, A7REC SN T Ha7RmAEITV, REZ

5 PEEXEIHRICEET HEIE
5.1 AR OFBZHR OFFREAR IR L TWheu,

6. BERUAS FIZG LT, HELTEMT 2 2 &, [8.22/]
1[=10. 3mL % f5 N ICHERES 5, 9. 1.1 MBREEREEZZTTLSE., I/MUBMEX TREREEZET
5%

1. RERUVREICEEY 518 AFBERS I I UG B DD = L b 5,

1.1 EENRE 9.1.2 BEICREFLEDBHMNLEINTLIERGEREICAXRESR
125 8L EoD# BEAREEDENNDH

1.2 {EERE AANH B GRS EPME T35 TGN S 5,

SE@E HIEIOSARS-CoV-27 7 F o OEEFEN LD/ & 634 ARl L 9.1.3 DIRMERKER. BiEAER. xR, higkE. XEEES
TBITHERET A LN TE B, DEBREEEHTDE

1.3 R 9.1.4 THERETERZ2BURNICEROAONE=ERVEEERS
MBZEITSARS-CoV-27 7 F > DRI D 72 WL, 3 L 24 o[ EOTLUILXF—ZR5EREELICELNHDIE

MRz W C2R BHEFRA1T ) Z &N TE 5, [8. 85 ] 9.1.5 BEITEZOBEDHLHE

1.4 RIREE 9.1.6 RFIDAERIZH LT, PLILX—2ETI28FnDH2E
[ERTANE ERBDIZHEIIL, tho T 7 F o L FRFICERT 52 & [2.3, 8.4, 11. 1. 1&M]]

WT&ED, [14.1. 53]




9.2 BHERELHTHE
BERETIEAThH D,

9.3 FFrfREEE2HT 5F
BHZEEH CTh D,

9.5 1im
b SUTAENR L TN 5 ATHEMED & 2 ML T B ERE BB 25D
falgthZz L2 LS N 5B ICORERT 5 2 &,

9.6 2L
TR EOBRRMIER ORISR EOREMILEZE L, SO X
I EBRFT S 28, B MR ~OBITIIRHTH 5,

9.7 /hR
12 AR 2 )5 & U7 BRI IXIEHE L CUie

9.8 EkvE
BEREIC 7o o TiE, MRERZEEICITV., HERE ORRREL |-
DICBETHZ &, —MIC, ABBEENME T LT D,

1. Bl
WRORIIERSH 5D Z L BHDHOT, BEE DTV, B
DD LN BEICITE R LB EZITH 2 L,
1.1 EXGEIRME
M1 Yavy, 7774 5F 20— (BHEARH)
[2.3, 8.4, 9.1.6&M]]
11.1.2 DERg. DR (BEEAH)
[8.6, 15.1.1, 15.1.25 ]
1.2 2008

5%L L 1%~ %A IFESTH BEEE AR
JREHES (F | 0 (85.6%) . I TR, Bk, N
SHERAT) i (10. 3%) ¥, o ., A
FLEE
FEAHES R FEIN (59 4%) ¥ TR F N, mg | SERRTE, RRILHE
MR, ANIRAE, SR | FR
L SRR, R
Wik T (14.8%) 7 A L, RARIGR R E
I 5 [BEELGETE NN
P
i - BHR AR (39.1%) . VO,
RIS (25.3%)
Jiajt ZIFIE, JIZ T, | FLBEPERTZ
RS
ik U 2 REIE
Gl R SEEE (5. %
5 FESE ALBE, 3
WS, R
JilE, BREIR )
ZOfth #2595 (66. 0%) | | Ak R, BIE, A
JE (36.0%) . FeH LT R
(16.8%) R, R

a) EERABRICE WV CTET H3RIC L 0 IUE L= RIBOS O BBLEIA

) ERAORRRRER (257 ik GEIEER) 000459100130k & OC469100538k, = X7
T RTUFGLE (RIFKE, A 3 7 v S HKBA. 1) 0C459103138R, W N =2 = 57 ¢ RIUFGE (2
Tk A X 7 1 U HRBA. 4-5) 0>CA5910447388R) CUNE L 7= & [EHERLIZ 451 5 HROFBE]
BEZNEZNEN L, K0 THSE L THRBE OB SN FRITHONTE LY @0 RBE S
DA FE# LTz,

14, ERLDFEE

14.1 ZERIERROEE

1411 AHNF0. SuLD1ITHAET L7 4V RV ) P Th D,

14.1.2 fERARNCERICRT Z &, ERARTCTHhIUL, 8~30°C TL2MHEH]
ECMETE D, BEFARRCEMER Y=L T H L,

14.1.3 el v o 7EI LIthi, BEHICHERT 5 2 &, B0l
FATERWGE, 2~30CTRIF L., ARHLUNICHERT 52 &,

14.1.4 BRI AN RN E A B THER L, BRENBDLND
LAIEERA LR &

14.1.5 AR Mov 7 FLr LIRELTERELRZNW &, [T.45H]

14.1.6 W%, ZAMCHRNNERT 2 Z & #IRN, EA, K T~0
BRI TRV L,

14.1.7 406k - MRGEA~OFELBT DO FTRRORICERTHZ &,
(1) $HRIIMENSRICE RS T, MR, L%, SZOmn Tk
WCEIEE LeW X 5  SHBEFER Ik L CHl 28t R A IRET D Z &,
(2) PRAEATIMI 2 RET D Z &,

Q) HHEHERIA LTz & & BB O 2 RLMIRDPFA 7 b E
FEHICEARE . LA 2 TIERT S 2 L,

15. ZOHthoEE

15.1 BRERERICE D < 1E#k

15.1.1 ATV T, I mF 174 L& (SARS-CoV—2) RNAD 77 F L 4
FERL D2, DIERBSME S CD, BEITSARS-CoV-2T 7 F
Y OFERBORWH AT B2E B £ TOBEMICBWCHRE Sz
JEFI DL ITEAEBIETH 0 ERC2E B S B UNICREILL T
Wb, E7z, REBOFEGIT, ABEIC X D ZEEVRIC X 0 iER 23 e
#FLTHAHY, [8.6, 11.1.28H]

15.1.2 BEFEBR AR O ENEISUSEEWHRE BT 205K, DK
WERE, ENOEEIEHT —F X—2 & AW TEH Lz — £
MO SN DR, DEROBBIRL 2R L7z 2 A, Wk
IZSARS—CoV-27 7 F > DEFEIE D 72 WE KT D a2 2T 4 fRTE
GEEJERR) 2lI#Effk OAEBMETHIENR RV LIRS h Y,
[8.6, 11.1.2&]

15.1.3 AN WT, KIE Al & OBBEMEIT A CH B3, KE#
HEAIENED & B WL 2B\ T, 237 7 A /LA (SARS-CoV-2)
RNAD 77 F BRI | B FelB I AL JE 0 O RENR (5| BN
IR) @& IhTna,

17. ERERRLIE
17.1 BHERURLSMECET 28
17.1.1 @S E T/ MAEKER (C45910445888) (o =+ F «RTUER:E (2
JR¥k A =4 0 #BA 4-5))
2 ST e GEEIREE) 30ugs 3[RIHEFRE A C, 38 H #EflN 55~
12 A&l L7z 12l EOF A XG0T, =2 X 77  RTUFHE GEJREE
/A7 a U 8BA.4-5) (LU, = X7 ¢ RTUARHE (BA. 4-5)) 30ug
Z1EHEE 4RI AHEE) Uiz & & ORERNR WZEME2 R 5
ZEEAME LT, 12~1THOF 8 I XIFE MRIEXRGER, 18~55
1% OS5 DRI 1 X IR A AL ETAN S BRI TRER LhGAR & L
THEE LT,
AFRERIT 1) 25 SARS-CoV -2 YL R A3 22 V18~ b5 D B ANE 3241 K Y
S5RLBOSINE 40 & %R, = I T «RTUFRHE (BA. 4-5) HEfitk
1 A DSARS-CoV-2lLi AT IR 4 314 L 72/ 5. R1o Lk =
2 F 7 4 RTUFHIE (BA. 4-5) BEICIS1T % 18~55mk K NG5 E D BN
OREFES L H A REOBA. 4-5 % OB BRI %6 2 i rh G A i, 42
RN NTER LY,

F1  18~555% M UBbREAE DB I DSARS-CoV-2MLF TR UAAE (50%H
Fpiifm)

=37 A RTUMGTE (BA. 4-5) 30ng

18~557% 55i%iH
HE HE HE GMT HE GMT
FSE IS 220 itk [mfos%(EHxi] » | #igk | [(WRIosuEmX ] *
" . 54.5 76.0
BA.46 | BAA |52 [41.3, 71.9] 10 [54.7, 105.7]
TR 1% " 1029. 6 10 1668. 1
1n A [702.6, 1508.9] [1089.6, 2553.7]
455. 3 881.9
ZIRE FEL AT y
Bk | B 3 [286.2, 724.2] 10 [601.6, 1292.7]
PEfE L 6431. 7 8386. 3
32 40
1% A [4542.9, 9106.0] [6235.4, 11279.2]

GMT : ST FHIHTARAT
a) HUREAE R FRR (LLOQ) HKIMDHE . MEHTIZIE0. 5 X LLOQOMEAS VB dtiz

3161 (12~175% : 107651, 18~555% : 103f5], 55t : 10661) Z %t
BUCa 7 RIUFRTE (BA. 4-5) BEFEf% OREMEZFEME L 7=, 175k
SEPEFEATHIN ., B HEKIC KV RIS OFBURPLZ TG L, 32 72F)
FUOSDOFEEARM, (FHEER KL OGrade 3LLLE) 13FE20 80 Tho
Too TESFERACAIR ITREAREY A~ 0 (hofi) 12383 L, FReciim
IE1~2H (Ffl) CTholz, ZoMoEGEOTRIIHFESE N (F
RAE) ICRHE L, HEEIRIII~20 (TRE) Tho7Y,



2 LRRIBUE D REBIRIL

3058 & %Gz 2 I T 4 RIUMTE (BA. 1) R OLEMEZTEM L

B (REH 1) oo IRBRICHARSR T H M, B HEEIT L Y RIRIS O FEHRIL 2 REI L
1175 18~551% 5% Too BRBIROGOFEERI (FLEMAEKL DGrade 3LL L) 1FTFRD L
AT 4RI AT 7 ARG FIFT 4RIV BY Thoto, EHREAFRIIEAES A (PR ICRHE L, Fie
(BA. 4-5) (BA. 4-5) (BA. 4-5) .
T Tae Toas | %“ — %’ — HIRE2H (hRfl) Th ot ZOMOEGEOESITHREE N (T
£ B rade it rade Bl rade . N )
| AR | ek | owE | mEe | ek | wE | g sk | pp fE) ICRBEL, eI~ 20 (Fhrfi) Tho7Y,
e ping _ 75 1 81 0 59 0 S . .
w | ey | 09 | ™ jwn | o | %] ey | o 5 TARBIRIE O FEILRBL
7 0 64 2 4 1 B CGEBLEIE (%))
W 4 107 102 . 105 - - : R ——
(67.3) (=) (62.7) (2.0) (39.0) (1.0) 2 IFT A RTUFE (BA. 1) BERERE | 207 ¢ ik CREIAH) R
- 54 0 ) 45 0 31 0 -3 FEAM Grade 3 M ~ Grade 3
e I L O A e I PVR VN A R (A A mae | g | TR s g | FEREE D
o . 28 0 32 0 21 0 TESHEL
fAE | 4| 107 @y | o || ey ) 105 0.0 o) b 1 301|175 G8.1) | 1 (0.3) 298|179 €0.1) | 1 (0.3)
i P - % 0 2 15~ 0 - 13 0 W% 1 301 | 148 (49.2) | 5 (1.7) 298 | 135 45.3) | 1 (0.3)
@y | &) U ) a2y | - ES 1 301|100 33.6) | 1 (0.3) | 298 |79 6.5 | 1 (0.3
13 0 17 0 12 0 " —
i 7 ; P 1 301 | 67 (22.3 0 (— 298 | 59 (19.8 0 (—
I I L e I L T 105 L) o 5 A9 7 (22.3) (=) (19.8) (=)
e 1 301 39 (13.0) 0 (=) 298 | 49 (16.4) 0 (=)
. 10 1 5 0 8 0
O A I O I 7R Y YA N N S A Bis 1 301 |34 0L3) | 0(=) |28 | 27 @D | 0(—)
2) T AR L0 S LT i FEE 1 301 | 15 6.0 | 4(L3) | 208 | 11BN | 0(—)

b) ENEEN [EE (AFEEHEZGT5)) U LTREShFR
c) 38.0CLLL, 38.9CAMATLEIC, EIELENFEE (Grade 3) LLEE LT

17.1.2 @5 FEMAER (C4591031588%) + JHERE (2 2+ 7 4 RTUSR
I OGRS A U DO0U%BA )
ARSI O5~12% HRNZ 2 I F7 4 fivE (IR 30ugd 3wl
T % 2T 765k B 2 A BINE & 51T, 2 2+ 7 ¢ RIS GEJR
/A7 a UBEBAL 1) (LT, =25 o RTUAGTE (BA. 1)) 30ug%
I[EI#EFE  (SARS-CoV-2U 7 F o & L CAM A #4fE) L7z & & D5 R
PR ONZEMEERRT D 2 L2 AR E LT, MEA RS % FEhii L
77
257 (RTUARIE (BA. 1) BEFRAEODSARS-CoV-2REYLfE 13 72\ V17845
a7 o TR GEEJRRK) BEFEMEDSARS-CoV-2/RK UL 23 72\ V163
181 2 et 5202 BERR% 1 9 A OOSARS—CoV-24 X 27 & L BKBA. LifiL i ANt
IRAT S LRI B SR 2 5T LT fE R, RIROFAD LB 237
S RTUFRVE (BA. 1) BERERED = 2 7 ¢ 57k GREJRUR) HERERE o
DR IEL R E R T IUR &N,

#£3 T IFT ARIUME BA. 1) BEREREO = T ¢ fhiE GRFER) 8
FEBEIC 5T A SARS-CoV-24 3 7 & L BRBA. 1L H AnHL A (50%H
FOPTIAA) DT b

a7 A RIUAEE (BA. 1) Bl

AT 4 ik GEERRE) HERERE

- — GIR
gy | O FINOSHART | g | ONT [TRIOSHER [T I95%E
4 <] " bRl - X ©

(HfE% 1 A) (EfftzLy A)
- 711.0 - 455.8 1.56
[588.3, 859.2] [365.9, 567.6] [1.17, 2.08]

GMR @ S (T FH5k, GMT @ Se(m Vb iAfll

a) BLAMGAVER PR (LLOQ) KOS, MEHTIZIZ0. 5 X LLOQOEA v H 17z

b) EHUERYE  OR (= 25 (RIUFE BA.1) /=255 4 ik GEIFERK)) ORAI95%E
X AR 1

F4 aIFT 4RIV BA. 1) EREMEO 2 I -7 ¢ ik GREIFER) 2
FEEEIC )T 2 SARS-CoV-24 X 7 & »#KBA. LB R RIS Z R0
=

= SOT (R () B | oSO o Gae) wer |
%
e | 0 GUREEE DD GUREEE D | peskisa
@ugw CRTOBH 4 ) ’ﬁ";ﬂ 95 s ]
(1 ) (Bl 5 1)
121 (71.6) 85 (57.0) 14.6
169 [64.2, 78.3] 149 [48.7, 65.1] [4.0, 24.9]

a) PUMiRAS—AT A M (N=ATA AEAER TR (LL0Q) Ao 55 &IELL0ME) 725
AFFLLE RS LT IR SN 5

b) LY =P FURIRARDE (2 317 4RTUFE BA.1) — =37 ¢ ik (iR
) DRI HI95HIE AR T HR>-5%

a) SARS-CoV-217 7 F > & L CAlnl B #2ff

b) B ARRIC X 0 EFE L 7= Bk

¢) FSERED [ (AFEBAYT %)) U EE LTlESn-5g

d) 38.0°CLLF, 38.9CH#MAHAEIC, EEENEE (Grade 3) UL EE LK

17.1.3 #\NE L /0 /MHFER (C45910015K5%) 5B I~ I4H/N— +
(ATFTAHE REK))
SARS=CoV-2T 77 F~ L RAEFED125% LA E O REFEZR S INHE & R, =
2T 4 T GREIRRE) 30pgZ 19~23 A RN T2l L= & & 0F
PER ORI ERFTT 222 BN E LT, 77 ARSI
{bZ gk L ERER A2 F2Mi L7z, & Ol AR T2 27 1 i (2
TRRR) 30ng % 2[EHE/LRE 7 D 18~55m D BMFE 22 I F7 ¢ ik (i
JAER) 30pgd LEHERE L7 & & OGS B G Ok o it LTz,

(1) 16 LS mE
3652301 (= X7 « ik (EEJRKR) HEFERE : 18198M, 7' 7 & AH:
FHFE : 18325H1) ZX[4UZ, 12 H O FEEATEFHHE H T 5 [SARS-
CoV-2KYLEE DS 72\ VBN T o 2[a] B #2f 147 B LA 0 SARS-CoV-212
L DRYEICRT 2 2 3T ik GRIER) ofFhE [V T
BHANMEL (VEL) 11 %5TAf L7=, 4013761 (= X FF 4 f5vE (GRIFER)
PERERE : 1996561, 77 RBERERE : 2017261)) & &I, 2o HDE
EANMEEMIIE H T 5 [SARS—CoV-2Ug e A 48 % [ 72 & hn
FTO2E HEEFERT H L ODSARS-CoV-217 & 2 IEHIEIC 5 = 2
FT e GEIERE) OAME (VE2) | 3 L7o, MR
6D LY THoY,

726 SARS—CoV-2(T X B JEAEIT 63 5 A 5h i

SARS—-CoV-2
" , U T AAME
FRHTHRM GO | 10 & B I ULE —
—— [95ME A XHT (%)
=TT R 18198 g

VE1® | DRER) BEFERE
77 R 18325 162
2 3T o Gl
VE2® | IRER) BEFERE

7T R EARE 20172 169

a) VELX ONVE20D2[R] B #2f@ % 0 JBBRHIR (1 Juf) 1322 N5TH L55H Th o7z, E72, VEL
K OVE2 DFFHTIC (TAZRERIR19~42 A B O BINEF 13 & v, TOWFRIIVEL LVE2TENRZ
FL19~23 H D 2N 1396. 5% (35248%1) & 96. 3% (386651) , 24~42 A DOBINE 133, 5%
(127561) &3.7% (147261) ThH-o71="

95.0 [90.3, 97.6]

19965 9
94.6 [89.9, 97.3]

165 LA FD43448%1 (= X7 4 ik GEEIRRR) HEFERE : 2172001,
7T R REERERE : 217280) A BRI 2T 4 I GEEIGRR) BEAE
%O T U, EROSINE (AT G613 : 117 B Bifdt
8183%1, 2[H] B HAEMAT507H]) CIRBRIREFERTARM. & AsEIC X
Y BISUS OFEERIL A (M Uiz, EREIRIGOFRBURG (FRel
N UGrade 3LAE) 1ZRTDOLIBY Th-o72", EEENFR I
YH (PRl (CEBAL., fsefliEzE (PRfE) Thotz, 0
DG VEDOFGIHFER A (FPRfE) (CRBL L FreifixLA (F
) Tho7Y,



KT LRRIBUEDOREBIRIL

12~15% 0226061 (22 X7 ¢ e GEEWERR) $EFERE @ 113141, 7

R (BHEE [4]) T u AR EEERE - 112961) ZRRICa I T e GEIEER) B
b R GRIEHR R 75 R DLARMEZE TG U7, TEBREEEERER TR, B HEKIC LY BIRIED
Eg ;?;g ot ook G;‘ij} ;Tg bt G;ief FEHRI & T U 72, ERBIRIS OFERM (FR2E K% UGrade 3
PLE) IR0 L 30 Th o fo AR IXHER Y 1 (i)
sl 1| 4093 | 3186 (77.8) | 28 (0.7) | 4090 | 488 (11.9) | 2 (0.0) R L. BEIRIEZH (TR(E) T ot 20 e gtn®
Ve 2 | 3758 | 2730 (72.6) | 33 (0.9) | 3749 | 372 (9.9) 0 (=) ,
1| 4003 | 1700 (41.5) | 35 (0.9) | 4090 | 1172 (28.7) | 14 (0.3) %‘i%?’a (PRAE) (CFEBLL . FHUARNIII~2A - (TR Th
o S729,
2 | 3758 | 2086 (55.5) | 143 (3.8) | 3749 | 756 (20.2) | 16 (0.4)
. 1 | 4093 | 1413 (34.5) | 25 (0.6) | 4090 | 1100 (26.9) | 22 (0.5) #10 BRSO RBLR L
2 | 3758 | 1732 (46.1) | 76 (2.0) | 3749 | 735 (19.6) | 19 (0.5) REEE (REHA 1)
oo || 1098 | 738 (18.0) | 14 (0.3) | 4090 | 398 ©.7) | 5 (0.1) [ P [ —
2 | 3758 | 1260 (33.5) | 63 (1.7) | 3749 | 260 (6.9) | 4 (0.1) . - = ;
. 1 | 1093 | 431 (10.6) | 9 (0.2) | 4090 | 203 (5.0) | 3 (0.1) §§ éﬁg FREH Gﬁﬁ"g W&ﬁ FREHE G;ljj‘)s
2 | 3758 | 1114 (20.6) | 62 (1.6) | 3749 | 125 (3.3) 0 (=) vt | 1| 127 | 971 (86.2) | 11 (L0) | 1127 | 263 (23.3) | 0 (0.0)
1| 4093 | 406 (9.9) | 7 (0.2) | 4090 | 247 (6.0) | 1 (0.0) i 2 | 1097 | 866 (78.9) | 7 (0.6) | 1078 | 193 (17.9) | 0 (0.0)
PR 2 | 3758 | 772 (20.5) | 27 (0.7) | 3749 | 170 (4.5) | 5 (0.1) N 1| 1127 | 677 (60.1) | 15 (1.3) | 1127 | 457 (40.6) | 8 (0.7)
s 1| 4093 | 111 2D | 8 (0.2) | 4090 | 27 (0.7) 7(0.2) s 2 | 1097 | 726 (66.2) | 26 (2.4) | 1078 | 264 (24.5) | 4 (0.4)
2 | 3788 | 512 (13.6) | 32 (0.9) | 3749 | 14 (0.4) 3 (0.1) B 1| 1127 | 623 (55.3) | 11 (1.0) | 1127 | 396 (35.1) | 9 (0.8)
a; éiigftii:ﬁmif_gf& - R i 2 | 1097 | 708 (64.5) | 22 (2.0) | 1078 | 263 (24.4) | 1 (0.1)
3 BBEOEULW;; giggzzgggéjﬁrgﬁbggz;i ;) SEE Lk - 1| 1127 [ 272 1) | 2 (0.2 | 1127 | 148 (13.1) | 0 (0.0)
2 | 1097 | 355 (32.4) | 6 (0.5) | 1078 | 90 (8.3) 2 (0.2)
(2) 12~15FDSME e 1 | 1127 | 311 (27.6) | 5 (0.4) | 1127 | 109 (9.7) 2 (0.2)
12~ 15 DB D H M2 BN Crili L7z, 19831 (=2 - 2 | 1097 | 455 (41.5) | 20 (1.8) | 1078 | 73 (6.8) 0 (0.0)
T 4 e GRIERR) BERERE - 100561, 7T L aREERERE  978f1) % i || 1127 | 190 ©n |10 | 1127 77 6.9 0 (0.0)
PRI [SARS—CoV-2FKGL R DS 22\ S INF T2\ B $#:f0544 7 H LA D 2 | 1097 | 173 (15.8) | 4 (0.4) | 1078 | 51 (4.7) 0 (0.0)
SARS=CoV-21Z £ D EITEIC KT 2 2 27 ¢ it (RIF) OFZ —_— 1| ter | 4 Q0.1 | 1r (L0) | 1127 | 12 (1D 2 (0.2)
P [V 7 F oA (VEDT) &2, 222061 (2 XF7 ¢ ik (B 2 | 1097 | 215 (19.6) | 25 (2.3) | 1078 | 7 (0.6) 1 0.1

R B 111961, 777 & ARBERERE : 111045]) & %5R1C [SARS-CoV—
2WYLIE DA M % R Ae W BN T oo 20l B #5447 B LLKE D SARS-
CoV=21Z & BIRYEIZKEF 5 =2 X F 7 ¢ vk GEEIRAR) o470k (VE2) |
ZEHE Uiz, RTRERIIRSD LB Y ThH otz

#8 SARS-CoV-2(Z X D BYSIEIZ 3 2 ik

SARS-CoV-2 o
Wi | asiE | 07 SRR
Wi s
= T o G 1005 0

VE1Y | TRER) HERERE
77 e R 978 16
2 5T 4 HTEGE
vE2? | TRER) HEfERE

7T e R 1110 18
a) VELX ONVE20D2[E] H HEFRH BB (9 fif) 123 h b620 Th o7z, F7z, VEIRD
VE2 ORI 1T HEFRRIBR19~38 H 0B MF A & £, E OWNFRITVELEVE2TZEREHL9
~23 H B OB 1395. 9% (1902f1) & 95. 8% (21364]) , 24~38 H DS NN 134, 1% (8141)
L4.2% (930) THoT

100.0 [75.3, 100.0]

1119 0
100.0 [78.1, 100.0]

20 DAERREED B MEAE 2 T L 72 SARS-CoV-2/8 YL iR 75 72\ Y 360451
(12~ 1555 H% - 19051, 16~255HE : 17001]) Z5RIC, @Ik sarERvE
FEMZER & LCa F7 o ik GREJRER) 208 B84 15 H DSARS-
CoV=21.37 FRIFTAAM 2 34l L 75 5. EKID L 31 12~ 1555 #ED 16
~25REEEICRIT D IS R S Tz,

#9 12~ 155 HED 16~ 25 BEIZ %9 % SARS-CoV-21fiL i HF A At (50%
HEIPUARAR) DRk

12~ 1555t 16~25 %Rt
. GMT [ 1MI95% 15 ; GMT [ FEHI95%(5 7 MR [ 195%
zaugw - fﬁﬂgﬂ ) LA
(20a] H B 15 1) (20 H BRI 1 1)
190 1239.5 170 705. 1 1.76
[1095. 5, 1402.5] [621.4, 800.2] [1.47, 2.10]

GMR : (iP5, GMT @ $(m VBTl
a) PUAMGASER TR (LLOQ) ARMiDBE . HEATICIZ0. 5 X LLOQOE A IV Hiviz
b) FELHPE~ =P MR (12~155%,/16~251%) D FI95%FHIX [ THL>0. 67

a) BT HEEC X0 R L 22 pidk
b) EAEEA [EE (HEEDEGT D)) ke LTHESNLTS
) 38.0°CLLE, 38.9CA&MAHEIT, EEENEE (Grade 3) LIEL LT

Q) 72+x0—7 v #EHF 12K ELEDOSME. 2021F£3R138TF—4H
v kA7)
4200401 (= I F7 « fRE (REIRER) HERERE : 2000811, 7 R4
BE 2 21096H1) K 1M448661 (22 2 F7 o ik GEEJEIR) HZ2FERE - 22166
B, 7" B AREERERE : 2232005) % XU E I ENVEL R UNE2D 7 o+ 1
—7 v TR AT o1z, FTERIIRILIO LBV THoT2,

F211 SARS-CoV-21T X B IEHEIC KT B ADE (202143 13H T — 4
By "AT)

SARS-CoV-2

_ . . Uy F Ut
BT R SRS | 12 & 2 i UE .
B [95%ZHE X ] ()
SATT A 20998 77

VE1” GELURRR) BEFRAE

75 R ERRE 21096 850

ST

VE2? GEZUIR) PEFRRE

77 R 22320 873

a) VEI KX OWVE20020a] B BERE % 0B BRBIR (hyufi) Wb 118H Th o7z, F7z, VEIRW
VE2O AT\ (X HERE R R 19~ 42 B B O B NE B E £, ZONFTULVELLVE2 TZE 219
~23 HE DB INE1£96. 2% (40515%51) & 96. 1% (4273961) | 24~42 H O SN 143, 8% (1579
fl) £3.9% (1747(5]) ThH-7="

91.3 [89.0, 93.2]

22166 81
91.1 [88.8, 93.0]

(4) BMRE (A S+ T45HF (BEK EBEE)

ARERCa I T ¢ i (R 30ng% 2elHEFE 3 7 D 18~55/% D
BINE 30661, 20E BN H5~TH A% I -7 4 ik GEJR
BR) 30ug# LAHERL L7- & & 0L MR OERIEZ e Lz,
SARS-CoV—-2RE GRS 72\ 21061 & 5t Gl =2 T o v GRS
3IA B BEf % 1 4 A DOSARS-CoV-21f % H FniiAfl 2 A L 7= k5B, %
120 &30 2 57 ¢ fHiE (IR 28 B #fEt1 % B DSARS-CoV-
21 3E PR BRI ST B IEL IR S Nz,

F12 30 HAERL L J] 200 A& 1 o J11TxEd % SARS-CoV-21L i
TR (50% T FIFUIAAN) DRk
GMT [U9SW S ] °
3la] H AL 10 B 2le] H BfE % 1 A
210 2476.4 [2210.1, 2774.9] | 753.7 [658.2, 863.1]
GMR @ HfmEHIbE, GMT : S I Bt

GMR [FHI97. 5%15 45
X

3.29 [2.76, 3.91]

TE B




a) PUAMAEE TR (LLOQ) KiMDHE . MATIZIZ0. 5 X LLOQOE A v H 417
b) FELPEORRINALME - MR (3] HEfEt 1 0 A /20 H R L0 A) O FHI97. s%(E XM T
[F>0. 67 B UGMRATHE E 0. 8

18~555% DB NFT3066 & Xt = 7 ¢ ik (EIREKR) 3 H#:
Flth DM M Uiz, InBRRBEERTHM., E - HEICX VEIK
IEOFBIRILE GE A L7, ERBISUEOFHHFRN (FREEKL D
Grade 3LLE) 1ZEIBDEBY TH o7, EFHBALAIMITHFEY H
(i) (ICHRFE L, FEHE2A (TRl Thor, 0o
U L oNEE & BR RO FRIIHFER A (PAE) ICREE L, FF
FEIRIEI~2R (Ffl) Thovz, Vo SEEIEHEREYS A ~40 B
VCIEBL L. KRS A5 B LAPIC IRl L7,

F13 EREIPUSOFRBURDIL (7 77 ¢ Mk (EJRER) 3lel B BEffii%)

ReBLE GEBUEIA %)
ST T GREIREK) R
FERE R L il SN Grade 32 1"
TSR 3 289 240 (83.0) 1 (0.3)
W57 3 289 184 (63.7) 13 (4.5)
HU 3 289 140 (48.4) 3 (1.0)
5 P 3 289 113 (39.1) 4 (1.4)
i 3 289 84 (29.1) 3 (1.0)
EsIEE 3 289 73 (25.3) 1 (0.3)
FEE 3 289 25 (8.7) 1 (0.3)
U v giiiE? 3 306 16 (5.2) 1 (0.3)

a) T KIS L0 R Lol () 2 REE AR

b) ESEEAS [EE (AEEHLH5)) e LTREShEER

) 38.0CLLL, 38. 9CEMAIGAIC, TIEENFEE (Grade 3) LIEE L7z

d) [EE GRERBANE O F OMRE & BHE IS %) | ULEOBAIC, EAEE & (Grade 3)
kel

17.1.4 ERE] D+ERER (C459100558%%) (BZZ . a3+ T4 HE (E
B
SARS—CoV-2T 7 F » REEFED 2055 LA _E85R% L D B A N fdbRERk A %
XG4 Bk GEIRER) 30ug% 19~23 B [A]ME T2/ L
Jo & & O, AR OGERME T2 2 L2 A E LT,
7" F R R REER A e L 7=,
15661 (= X7 4 e GRDERK) HeRERE : 1166, 7 F & AR ERERE
40181) A RFECORIE IR A R4S L. 2l0] HEERE#% L A 0 SARS—CoV-2
My MHIZ R4 EBY ThoT-,

14 2[8] B 1% 1 % A OSARS-CoV-2 MLy F AL (50%H Fnt iA:4)
GMFR [ﬁﬁll% EyE

GMT [ f95%(5 5

HE X
g ESIN
i ar g (2le] A #effit1 0 A/
(2[E A /&R Ly H) LI F R
SAERE | 116 | 524.5 [459.7, 598.4] 51.5 [45.2, 58.7]

23T o

GELIRMR) BERR | 20~647% | 94
B 65~857% | 22 | 365.6 [254.6, 525.0]

77 R R EERERE | 2 | 40 10.6 [9.8, 11.4]

GMER : (i -8 EFAE. GNT : Sl P Bifacfff

a) HURMAVER TR (LLOQ) AGOSHA . MAHTIZIZ0. 5 X LLOQOEA AV S

570.7 [497.6, 654.5] 55.8 [48.7, 63.9]
36.6 [25.5, 52.5]

1.1 [1.o, 1.1]

16061 (=2 77 ¢ ik GREIRER) HEFERE . 11961, 7T & AR
416) ERBRIZ2 T 4 HiE (t‘iﬁ%) PERILS D22 2 % T L
7oo IRBRIREERRLT B RILET B ik il SO DS S, 72
RSO BRI (52 W&U&Me%Uﬁi%M@k%@f&o
Too HEETERALERIIHEAY A D2 E (PRIE) ORICEB L, £
B2 A (HfE) Tholo, ZOMOREMED RS ITERE A
(Hofil) (CRF L, FHEHMEIAE (hRiE) Thor=Y,

15 ERRIRISOFEHIRIL

HHE GEBEIE (%)
a5 T T GRIER) e e
- 7T AR
e Grade 3 Grade 3
% HG Lk LR HG Ak LR
ST AL 1 103 (86.6) 2 (L.7) 1 (2.9 0 (=)
Pt 2 | 92 (719.3) 2 (1.7) 0(—) 0 (—)
1 48 (40.3) 1 (0.8) 4 (9.8) 0 (—)
T
2 70 (60. 3) 4 (3.4) 1(2.4) 0 (—)

FEHGH GEBEIE (%)
NV ? gb/78 .
- +T;§§¥(tﬁm 751 R
234 Grade 3 Grade 3
. FRAK LY HHEIR LY
B 1 39 (32.8) 1(0.8) 6 (14.6) 0 (—)
[t
2 51 (44.0) 2 (L.7) 5 (12.2) 0 (—)
1 17 (14.3) 0 (=) (2.4 0 (—)
Pt
2 19 (16.4) 0 (=) 0 (=) 0 (—)
e 1 30 (25.2) 1 (0.8) 2 (4.9 0 (—)
- 2 | 53 (45.7) 2 (1.7) 124 0 (-)
1 17 (14.3) 1 (0.8) 2 (4.9 0 (=)
R
2 29 (25.0) 1 (0.9) 0 (=) 0 (=)
- 1 17 (14.3) 0 (=) 0 (=) 0 (=)
2 | 38 (32.8) 1 (0.9) 0 (=) 0 (—)

a) TIEER THE (AFEDEYF5) ) UEe LTlRE ST
b) 37.5CLA L, 38.9CHMATHAIC, HEENEE (Grade 3) LLl& Lz

18, EER

18.1 {EFR

AFNEH SNDEHT Y P A vy Yy —RNA (mRNA) 1 ZARE S
JRAIZHASNTEY . T LY EERNETH HmRNADME LA
iz ﬁDLiﬂ mRNALZ =1 — R & 315 SARS—CoV-20D R34 7 & /7%
BN BT 5, RRIBEFRIZ LD RS 7 B o BEITK
¢5¢ﬂ#¢%$&0ﬁwﬁﬁrméﬁ§§éh5:&?\Mm—
CoV-2lC R DIBYHED T HET 2 L EZ LN TV D,

8.2 AR ERE

Ulli (F3 27 o U BKLP.8. 1) #UAI %21 B BIFE C2RRL: L=< 7 A
BT, &GO HgICAI 7 ok (LP.8. 1) (x4 5 5
PURDEANEO b, F2, Ul GEJEE) B 421 A B T2
EIG L, D1y A2l GEJREE 4 X 7 7 S #EBA. 4-5) A
B, IDICED4LH AU (F 7 v U 8KkLP.8. 1) BAIEZFnE
NIEFELG LTz~ 72BN TH, b1y HZRICAI 7 v Uk
(LP. 8. 1) (Zx3 % HFHUADEABRD b,

21. RBEH

211 EEM Y 2 7 FHEIm 2R T O |, MUIcEwmT 52 &,

21.2 B CORGLBIR SN TS Z & o b, HIEIRTE% ., ﬂ@ﬁ%
WEOARAN DL RV T 5T — 4 %, HOLPUHEDLFEIC
6%?%KM%&6&&%K\ﬂﬁﬁﬁ%k@%&@ﬁ%ﬁmé
RZiRE L, AR O EERICLER B2 LD 2 &, TORE,
[E 23S hE 9~ D TR SSIC L 0 B S HFRIC OV T HIE YT B
T5HZ L,

21.3 ﬁEEWﬂT£m¢X VA P OO R R O AR S D LT B
W03, ERCHNT B RE & ST AT BN 5K 5 [ PR AR B A 1
ﬁ&#ékk%;\$ﬁ®ﬁmﬁ&U*Aﬁ LR D BN WA
EFRMERH L OWERE NES CATFAREL 70D L 5 B i@ %
BLDZ L, Fh. EHMMT I AFIOT IR ORISR D EHRD
FAZIZONWT, WENCH T 22 &,

214 ARFNOBEMIZEE L, ABRIOFEER NZRIEZOWTIEAH S
THMPERIND Z L2 HE X, SO0 CDOREREE JUIGEE I
B OFINER O EMEICBET 2 HERACEE b TR S, T
DHSCTHRHICLDRABEZGCrOEMIND L5, Eficx LT
HWENCHB TS Z &,

*%22. A

U 20,30l : 1K, B

23. FEXM

1) Clinical Considerations : Myocarditis and Pericarditis
after Receipt of mRNA COVID—19 Vaccines Among Adolescents
and Young Adults

2) %BIEU_Eﬂ%%Eé%?I’ﬁ%E 00 F o B RIS

BFISFEEFE23MIET - R EFSESE T ORSERLE

TR RMES (BRI &

3)  FEPEEL MBS O TIMHRER (C46910447808) HiiDh &kt



4)
5)

6)
7)

FENEAL -
FENE AL
14 H7&G8

FEPNE R
N

WOMBIFERBR (C45910317385R) MiBhE H

WA 1,/ 11,/ MAEERER (C45910013K88) (2021424
CTD2.5.1.2, 2.5.4.3, 2.5.5.5, 2.5.5.7, 2.7.6.3)
WM T/ 11/ TAIRER (C4591001388%) #liBhiE
WA 1,/ 11/ ARRRER (C45910017888%) (2021411

HITH/KER CID2.5.1.2, 2.5.4.2, 2.5.5.2, 2.7.6.1)

8) tLWERL: BN 1,/ TAHRER (C459100555%) fHiBhEE

9) FPER U AR R R iR

24, XEFERERUVENEDESE
7 7 A Pt
Pfizer Connect/ AT A W)+ A T H A= 7
T151-8589 A AUHRBIEA XA x4 AR3-22-7
TEL 0120-664-467

25. RigfafT LDERE
AFNTERBRAGAS DR & 70 b 7wy CEMIEHEARIGR) .

26. WERFTEES

26.1 EERSET
7 7 A P4t
HORAB A AR 2 A 3-22-7

26.2 iR
SIONT=CH




