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1) WHO(2015). Guidelines for immunization program managers on surveillance of adverse events following
immunization. 3rd edition.

2) 4FH oy % 2o Ut HE AR A8

3) Global manual on surveillance of adverse events following immunization. WHO 2014

4) oJoFg5 MR AEEY 4. AEYFE AR LAl A|2016-52

5) Guidance for Industry oxicity Grading Scale for Healthy Adult and Adolescent Volunteers Enrolled in
Preventive Vaccine Clinical Trials, FDA, 2007
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EMERGENCY USE AUTHORIZATION (EUA) OF THE PFIZER-BIONTECH COVID-19 VACCINE TO PREVENT
CORONAVIRUS DISEASE 2019 (COVID-19).

VACCINE (VACCINATION PROVIDERS) EMERGENCY USE AUTHORIZATION (EUA) OF THE MODERNA
COVID-19 VACCINE TO PREVENT CORONAVIRUS DISEASE 2019 (COVID-19).

REG 174 Information For UK Healthcare Professionals

EMERGENCY USE AUTHORIZATION (EUA) OF THE JANSSEN COVID-19 VACCINE TO PREVENT
CORONAVIRUS DISEASE 2019 (COVID-19)
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A0Sl dUEE F Eamzdad EMS JIZEOM 0
H4 HS: TIS OO0 EHAAZ-AYE2AY AHS Als HY/FR0UHS 7|3
] PFA ELISA S| ZAL 22| 2aff 57|18 A2 A= HE/FUHS
HAPIR 71 ATA
% O cHio|2{A HIE| BHAI(OFAEEIAL|ZE, QF) EE A ofF
O o (= 7[ZE0M 24) 0O o4 (= siY 9I3, olstel 7[=2ELIM &Y =ER)
UYYE = | HY ZOUSSHS
O|AHES 2} | (194 Djptel 22 253 41)
. 24 ZHHA|
O YHE = 2 A (2/2%) A | BS e
UA| = O OtAE=RAUZL (O012F  T23h
0O 9kl (01 021
a0z |71 Jle HBHHS -
7|12 HEOA HY ¢
- EEOlAL o|o| (A2ts|4l):
1. 08 & I=TWHY (NS £ ot S F2E TF HAIOIH FML.
[ RESEO|LL Aot & [ EEf (Seizure) [J SHISH A[OF O AKX &5 3 9H
O =2 MEey 3¢ 04RO 8K 0 28% 0 2%
O ol o &0l ] =8 M ) sSa2t 8E [ 2E
O &KX OGN O2o82% 0% ==o o8 s-E - ®e —°
O 7|E} &SEs 71)
2. {0fl V BEAISE SA0] XX 9 AIZEE JISH=MIL. (5= HIT% 32 S5 JIS)
ojAl) S4EH - H & YeHdeFE Al =
3. ETUNLX] AAIBt HAIE 25 M0 FAML.
[] D—dimer ] CBC O HAate|st HAG
3-1. AMOIEHZAL Ao vol ZS AL Xl S5 & HIE =MUZ J|s
O0fAl) 2021/10/21, brain MRI, superior sagittal sinus thrombosis
=5
@ =22
@ 7IEt
3-2. CBC(HME T HANMIAN SAT =XI= (HAAILX} ZAny Bkl /ul )
3-3. D-dimer =Xl= ( ZAFURL ZAn} £t9| pg/mL [ DDU [0 FEU )
3-3. FHTITAHAL il ( )
* AU UAAE St= O|fFfs 2u3E & HauUdALT UM S vfM st schistocyte & =742
Btolsto] ClE AU AE S M St A &
4. I AKBOR (OO0 A AR A = 2, AE Y = = 2/ Ogofe)
O PFA ELISA ZHl Al zIst B S &Ml HAL ( = = 2)
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= E H n k=1

CEE RO S #Al 0| MEHS(AESD) N

o 54 4] o]dHh-g(Adverse Events of Special Interest : AESI) 16]

Em Al O|AFHIS B3} sz
=2 tl'l:l °|o-_|'a ﬁo ?:Ml 7H—|.

HHAL 2 obSHE HY Vaccine-associated enhanced disease (VAED) 14
A MEoZ ofdste{E HAMO| AHE0f HAFO| FSFL/t Sk 8% -
24 SE2Y 5FF Acute respiratory distress syndrome (ARDS)
dold MRS 547t gle 4% ¥5d O e X oAt Tdd Mita €52 SYCE 3= 248 ¥ 14
of
4 HEHA &4 Acute cardiovascular injury (ACI) 1
M SE H2E A2 BN AR oY 43, HEF 59 24 Fof
S0 Coagulation disorder "
ot Y £ EWT QY 5712 0[0jX|= X HOMES, =) -
4 ME &4 Acute kidney injury (AK)
YEAH MR Ee M &40Z Yo LHE0| HHEO M MejH, A4 A7 8 528 £HO F =
o
£|MZE Generalized convulsion 4=
L 7|52 YOHE HOl= 54 T
ZHWHYSZE 2 Guillain Barre Syndrome ne
HAGAIZE Z01SAL §{0IX|0, 0| SO{X|AL} OHH|E|= 52 S4E 28 T
24 4% &4 Acute liver injury -
=90 AHBY A 2 Ba 4, 2t 7150| HAE Xfste S5 BY T
£} A4 Anosmia/ageusia 46
A HE T 22 e 0|2 HA0| Bt Wlsts MEY T
S AL B8 Chilblains
Meo gEXel bEg wdsis OF DAER G522 S RARSH EHO| &IEt WIRtof LEt 4-65
= U
Chl %7 mEE A Single organ cutaneous vasculitis 46%
| ASS SECE Stz FHORE TIE UM 2 7tsoty LSt 2MERE (CSsw)Zt 7t &
CFE 4t Erythema multiforme 4en
F g7|E DREFES of7|sh= e as T
OILFHZFA|A anaphylaxis ol
SZH0|0 o B | HE2E w8U|s HEE Yoy =
24 2’4 BEY Acute aseptic arthritis ]
2HE G359 g2 A 3o g9y Wi 5718 ETYRE = Y 5T
k|2 Meningitis
Lot M5 Hh Q= Ao 4 = gF, Hg2 250 FF M ol FFE ol MEA g5, 45
LS TICKIHEH ST HEjel 5471 2F Hagh
SHLE/YE|H+H Acute disseminated encephalomyelitis 46
STNUBAE UHdl= ER 28 2458 B T
YLEZU2LF Thyrombocytopenia 463
ZAHO| 150 X 10°%/L O[5l HIFHHQl HAMEE AUEY 2 LB 0| st T
gam ZAE St @S Thrombosis with Thyrombocytopenia Syndrom(TTS) 49152
SATO| 150 X 10%/L O[stRl Eao| AMT ==
C7|2 "5 EFF Multisystem Inflammation Syndrome with Children and Adult(MIS-C/A)
M H, MY, & IR, = 2T 712 S AH of2iRel0) g52 2o

16) WHO(2021). COVID-19 Vaccines: Safety Surveillance Manual Module: Establishing active surveillance
systems for adverse events of special interest during COVID-19 vaccine introduction
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