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FDA Approves Required Updated Warning in Labeling of mRNA COVID-19 Vaccines

Regarding Myocarditis and Pericarditis Following Vaccination

FDA Safety Communication
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https://www.fda.gov/vaccines-blood-biologics/safety-availability-biologics/fda-approves-required-u

pdated-warning-labeling-mrna-covid-19-vaccines-regarding-myocarditis-and?utm_medium=email&

utm_source=govdelivery

OH B
A O HBYIE, COVID-19 mRNAY 75 [ ‘Comirnaty” ] (Pfizert:#) ¥ XL T'COVID-19

mRNAT 7 F [ ‘Spikevax’ ] (Moderna TXFH5d) DAL #RIZ, COVID-19 mRNAY 75 - #:f#
BOLIRBEOER OVAZ I T D= ekt 2k 'rﬁ&;&ﬁ%w@/maﬁm‘maﬂéa}:m

DERL, ENEERLIZZ 2 — T RBILVEREEF @M T 52 THD, BRI
FDAIZA BEEH KL T, L FOEREZFTLHEH L CLAHRBIOMER DY AT |Z Fa'éﬁ“ég
BRI T 5808 K LT, 37205, (1)2023~20244F8DCOVID-19 mRNAvﬁ%/%@?&@L\%
RIBIOVETZTONER OHEERFIERE A, BILON(2) COVID-19 mRNAY Y F > OHEFE#KIZ
DR ZEFBLILTZ NI T2 DEMRI (CMR) A2 B3 215 A INEE L= iFJE OfE R A 5o dl
HZEThD, FI-FDAIY, &KBLEEFITKIL, 7RO RIS | BOIE I L O gt - (i
FETIERICOEIZ, ZOFT- i G lasis 28R L7,

[ “‘Comirnaty’ J& [ ‘Spikevax’ | DALS5 17O NS B - PR R T IHHE— B T555
(2, %60 A ~11 0/ NIk 282t A Tt TV D ModernattDCOVID-19V 7 F
B L OPfizer-BioNTecht:0>COVID-197 7 F BT B EFEHEFE AT O 7 77 by — BN
WeErEE REH T DT 77 b — b SGET SN2 *,

OLHRBIODERIZEE§ 585 DWET

[ “Comirnaty’ J& [ “Spikevax’ J DL G IFRICITIT D OMH R IBL ORI T 2% &
COVID-19 mRNAU??‘/T%@?&GZ%L&&')E*LKIL\E?J%%J:U\:L\ JBESE DY AT 312~ 2455 D @
TR EDSIZIEH IR A HEEBIT, LT O/ L EEBINT 57O WRT STz

A cardiac magnetic resonance imaging : [0 DO FERM/REL 2 AR v 2 K> THE T2
B Adverse Reactions
€ Information for Recipients and Caregivers


https://www.fda.gov/vaccines-blood-biologics/safety-availability-biologics/fda-approves-required-updated-warning-labeling-mrna-covid-19-vaccines-regarding-myocarditis-and?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/vaccines-blood-biologics/safety-availability-biologics/fda-approves-required-updated-warning-labeling-mrna-covid-19-vaccines-regarding-myocarditis-and?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/vaccines-blood-biologics/safety-availability-biologics/fda-approves-required-updated-warning-labeling-mrna-covid-19-vaccines-regarding-myocarditis-and?utm_medium=email&utm_source=govdelivery

NIHS [EHMZ2VER# Vol.23 No.21(2025/10/09)

ABEFB LUK TO R D EFRRGE R T —Z D Hric L, 2023~2024F 1 D
COVID-19 mRNAUZF 4414 1~7H H OO 5 36 L OVEITOER OHEE R HE
AEFRIX, E%6H H ~645% CITHEREL100 7 Bl 7081, 12~245% 0 55 M CIIEERE100 /7]
HT-0R27HITH T,

COVID-19V 7 F Bl R EZ W ST ABEBE O LIAE T M AT 57 41—
T 7 ERIL, M7 % AR EBER D AT ARETHD, ZNDDBHEDEL, OFf
REZWSNABNTCOVID-19 mRNAY ZF L DAL — X (2[al4FE) 2521 T iz, R
JETIE, VI F o ERERAIS A M (T RAE) 07 40 —7 vy 7AW T, LHEED
~— =& 5 DIEMRID B Bt SRt 3 0 2803 % Do T, ZLH O LIBEMRIFT H. o B
IR B L OB E RILELE AL TR,

ZIHMDCOVID-19 mRNAY Y T 2R L 7212 D ODH R B L OVLESR I B 32 1F X, 20214
ML FORICE S TS, FDALY, HilRZICBITAT X TOUIF 2 (COVID-19T 7 F %5
10) DR EMEBIRIZEEAL TD,

OLMBHRLEBEISNIZCOVID-19 mRNAY 7 F U HF R E B0 E R TV M ARF 4R

FDADMHE « L [F#EE L T20244F9 A IZH RSN TR RBZ A ZEPTIL, COVID-19 mRNAY
IF 2 (AVFIVER) OPEFREZ IO R EFBLLIZAIZ00 A D7 4 —7 v 7 R A IES
iz, RS INE OFIZIE, LR OFEBNORIZH A BITODIROIER 2385 LM E LT B
DNz, Flz, DI RORBLE%, BLOKISHTH BRI LIEMRIZ S T 7-BE LW 2, IRl E
VBT 4u—7 7 D.0OEMRITIE, DR EDOEER A EOHNLZENEL, K OREEEHIZ
SELIEELWZN, 2ENGELZDIT TRz, ZHO LEMRIFT 50K 03
O KT T R IR Tl CE D TR S 20 E R TH D,

OREMT=FV T I35 HHRKS

FDAZ, COVID-19 mRNAV VF L & &Te 4 COUIF L D &M B4 Akt st =41
7 LRl AL FIEE L TRY, A %L5IERE, TNDOTIF AT ONTHIT R G R E GBI
ITAERTDHIOZDD,

E51Z, [ “Comirnaty’ 1&[ ‘Spikevax’ ]GRO —EREL T, £ HLEHEF 1L, COVID-19 mRNA
00 F R IO 2 R LT N 2 WS~ DR I B3 B D0 % 5T 9~ DR 484 FE 0 9
BEIFDADLRDENTND, ZHHDOWFFRITBEEI T ThD,

D eClinicalMedicine Volume 76, October 2024, 102809 “Cardiac manifestations and outcomes of COVID-19
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Medicine-induced Pisa syndrome
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Rissardo JM, Vora NM, Danaf N, et al. 2024. Pisa syndrome secondary to drugs: A scope review.
Geriatrics 9(4): 100. DOI: https://doi.org/10.3390/geriatrics9040100 (accessed 27 June 2025).
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