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=
s 2 BX202 HIHUS
o
3. 428 45
- A2 YIUS Y 250U 4 HIZE LK §5S 2oTlE WEY
- SOIx} WA DL WA IR 10,0008 B 1% OlStoIA LA
- = M HE S0, O HE HESOPIN O X% Bue
- A2 HYYS BS HUHS T 142 Ol
- OH HAIT} LH{A WO BIZS O 4 9= RXSO2 WIEYUS
- Z2LHOB LO7IE ORI SARS-Cov-2 4 A HdRiel SIat 20001, U @
TES AYoR Ol UY T ARy 0| NE| F7RITD BT
4. BHY HAT YASZS SUE B

3) /8 AUZH SHOIX],
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-1
9/treatments-vaccines/vaccines-covid-19/safety-covid-19-vaccines
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- 3|1 520 MY @AM HASS Z8I5H @MS(Thrombosis with thrombocytopenia,
TTSE XHAMY 2 U= NMYAI(ETY AT ZAF) 1 Stiret A L FH(ETE)0| EY

- Y2 L S22 20| AMAQ CHfotd UHHHOIX| 2 RER0AM LEE = A=

- OfAECHH|UZE g4l S OFMl BiA HE = I =27 TTS/H 2l = US

- 2023 SEVIK| OtAEZH|HZ SiAl 3 Okl HHA HE S oF 900749 TTS SAPF EEQUQ
H, 25 <2 200710] X[FHQI e At 0| UAS. 20042 XFHQI Yo ATt BIEA|
MOl BAZM AALE= A2 OfLX|EH LUR0AM TTS/E AHLS Z2H3US
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3) OI=
Hne

0= AHEH|LME|(Centers for Disease Control and Prevention, CDC) SH|0|X| ‘EiAl Ot
H

H
A E1M(Safety of COVID-19 Vaccines) 2h= #HO[X[0A ZZLHNO BHAO| FQ O|AHIS
Off CHet MESt OlMEIE LB HEHE J7i5H! UsY
E5| BHAl O|AEIZ0]| CHolAl= HiAl O|AIES HIA|AE(Vaccine Adverse Event Reporting
System, VAERS)9& Of2ist
XS ME A3 (Advisory Committee on Immunization Practice, ACIP)O{A] BHAMOY| CHEE

()
0o WIS
HIES YUHSH0)

gjo

= 2020. 12. 14.~2023. 3. 1. & 0|20|A= 62 7,2002t 3| 0|2 FE2LIQ BHAI0| HEEQ
(2023. 3. 7. YUHO|E)
- FAZLHQ YA ME 5 AR ARSI O|ME20] LIEHE & QXD CHEEO| O|MHE2 O

Oty ARIK|= 0JAtEISQ]

Ut

= F2ULNY MM ¥E 3 OFF S22 539 014LIS0| LERS 4 IS, #0122 3| 471K
SOl 55 OIMEISOILITANA, HAT Uy HYS, 42 Y HYY, ZY-HRY 53D)2
H5 BUEYS
» TE2LEAL YE0[E JHgt H1(2023. 6. 15.)
Q9 | - FDAS A MSSIHAAKIZKS(VRBPACOIN TRUSA B2 HOMAl monovalent

XBB.1.5. g9 F=LMMS JHEe As HIE

m QAR O F2UpEo) oy HE(2023. 6. 23)

- VSD AAEIS 0|83 6-19F Y4l 7|9 16-494 Y4 CIOJEIS 245 23t HAE mRNA
A ROE AR YA g0l HAS(@0R 0.94; 95% Cl 0.86-1.03)

» FRUN 22 XY D2 HIK| ML DRI A LH(2023. 7. 13)

- 0|2 CDCOIA HZEE0| 9= SHFXIS(0|Z L 2,50081~3,0008 B FANS AR T2 LjuH
Mg 222 X|Yots T2 IMQI HEIX| dMHA T2T4S 2023 7HSHEH 2024 UNK| Al

i,
3 2 UEY

ron

1. MUARY 21(2023. 7. 13. YCI0|E)
- DIZ0IALS Aol 2013 ZARI0] WAl E & WASHs DE ARY ARIS VAERSO| HI5izS
i QU2 2020. 12. 14.~2023. 3. 1. SOt ¥l HZ & 19,476212 AFA| Ot B0t F4g

ME (A HMEX S 0.0029%).

LS - A2LHNE IS M2 T2LMMS BECHK| g2 M| Hloi AIYE0] RUS(1XL F0f aHR
0.46, 95% Cl 0.44-0.49; 2+ £0f aHR 0.48, 95% Cl 0.46-0.50)

2. ZQ HAZ H71(2023. 7. 13. YH0|E)

4) 0= CDC #MAIQIMy HITA.
https://www.cdc.gov/coronavirus/2019-ncov/vaccines/safety/safety—-of-vaccines.html
5) O|= BHAERER HAIAR VAERS ZH|0|X| https://vaers.hhs.gov/

x|
6) Ol= OIYHEESTEH
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OfLFREAIA

Ot AE DIS0IA T2 1002 2| BB 5219] HIZ(0.0005%)2 LHdoks Aoz 2ug1
UZ. OILEEAAE HE RY9| #HHUAN Y 7H5d0| US

mRNA H{O] OlLFEEAA HYEE

2020 12€ 14Y~23Y VAERS HIO|H 24: 1898t 3| HE & 21719 OFLFEAIA Aty Al
(1002 3] & 11.12), 11 & 172(81%)2 LU=27| FHO0| U= At AU, OFHEAAR
2t AlgAR= 1SR 25

= [} =1L
OFMI WAl HME & CH2f 1002t & MEY 471(0.0004%)2| HIEZE AT AN SNS0| Lysh
ol oy SUE2 AT W0 TS FYos o2fet OlgESE =g = US

2y 552
ZY-HR SR oM A HE F SBI WA 4 QU 048ISO 50K 0149 AN

=DV

T =2oo

012 W 55X ZAAAEIQI VSD (Vaccine Safety Datalink)@ Z2 C|O|Ef 201 =M, QM
BHiAOl A 21 O[Lf 2 -Hi2| S LYME2 S10|X} Al 3 DLt BHMO)| Hloh 2181 O =10,
QRdl BHAOl X 42 O[L ZE-Hi2| S3c YHES 3t0[X}; uhdl 3 DL} A0 HISH 11K
0 52 A2= 20IE

OJLHOY et ARIRS(1AF BE = 182, 2x FF = 119¢)

—

J

AZE EE AYHE

R 42 E= AYY AlIE RS mRNA # HES ©e 100 S4 gy Yad

200 =B HE "o SXoIA MG

VSD HI0|E{Z 02510 2020 128 142~2022F 5% 31U(18~39A CHAN), 20204 12€ 14

U~20221F 82 20U(G~17M THAN)Q] 7iZte 248 A0, mRNA Al O|UEHE = 98 O|LHO|
SOITIQI= 1 F 13722 GHUEE 5 7Y

M3 U A0l WS Al & 2247102
|

. FSLIEAL E0|E i BT(2023. 6. 15.)

FDAS| EA-USSPHMAMAZAH2I(VRBPAC)OIAT Z2LtE 23 KA monovalent
XBB.1.5. g9 IZL{MLS LY HE ALY
YHOIEE Z2LHM2 SO0IRE 75 J8%t 01

L A A TRUMA QBT OHEY HE(2023. 6. 23)
-1

ACIPE 6¥ 3/Q0f|A] F2LIHAL UALO|H| FZLH0[2{A ZHOZ Olst HXMOI OHIE QA

O AUt Bt @, AL RAL AR AAOF SR Y, EfOFtAKFetal distress)|2| LA

s daAA Yl eE SEHC= RAANZICH D Bt

T=LEAIOl QMY

ot YMEUAZ mRNA BiAS] QMY ZAHE0| SEEQ UCHT AZe

ACIP 62 3|90fA AZHE HTLO| TEH(UAMA Network Open. 2023;6(5):e2314350), ZZL}

SAH A OHHES LR KR LML HATHO| S

» VSD AABIS 0|2al 6-19F AMF7(9] 16-49M| AME HO|HE 245 AL, EAH mRNA
A O HES ALt LMD A20| SiAS(@OR 0.94; 95% Cl 0.86-1.03)
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F8 =71 JIF7E 3ig ZLEE - £ JIF/301E MR 21

Ongoing pregnancy-period

controls Spontaneous abortion cases
COVID-19 mRNA vaccine COVID-19 vaccine COVID-19 vaccine  Adjusted odds
exposure No. booster, No. (%) No. booster, No. (%) ratio (95% Cl)?
Primary analysis
Third mRNA COVID-19 vaccine 270853 11095 (4.1) 14226 553 (3.9) 0.94 (0.86-1.03)
in 28-d window
Secondary analyses
Any COVID-19 booster vaccine 270853 11952 (4.4) 14226 592 (4.2) 0.94 (0.86-1.02)
in 28-d window
Third mRNA COVID-19 vaccine 168699 10808 (6.4) 13326 861(6.5) 0.97 (0.90-1.05)
in 42-d window
Any COVID-19 vaccine booster 168699 11579 (6.9) 13326 915 (6.9) 0.96 (0.89-1.04)

n 42-d window

5. 20234 7t F2UMMO| het ‘E3X] YMA T2 AIY O1F L' (2023. 7. 13))
O Ol= CDC, Zz=uHd 22 X D207 AlY &H
- O=0il M ZELH19 O] HIAAELZL SHAIE 0|20z F2LH190I ZHE ARISO0| X&XHe= il

=1 QL= 7H20 CDCOIM ZAZE2e0] gl= FEHXS0I= L 2,5002-3,0002 & F4hE e
2 I2LHAS 22 X|oks TR0 'HEIX| dMA T2 S 2023E 7HSRE 20244

K| AYE HS UHS

Ol0f M=t = CDCe A EARNM= & 119 F2i9 Oiits FR6l0 olE 792z A=
s FRotdl XY o=/l HAME, of=it ot ALEH0| i §21S0] Z=LHAs

SRR FEUS 4 UTE I HEY

7|E}

CDCE FDAE mRNA #HAID} OHi-8441(23.6. 015 ARRSIA| 942) LA Al RE0| Cit
Mztet SRR NS HHM HUE| SUEZGKD, £7t l0IEES ACIPY RIAE Y

m FZ2LH19 YEEH et Mel-2/S 2X(benefit-risk analysis) 2 ACIP HIAEE FZLH19

M| Zakeo| T2t £7t YRS HIGITE C|0|EE
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4) 8=
He

- G2 9otE gl HQZHEHAIE(Medicines and Healthcare products Regulatory Agench,
MHRA)S TZLHQ HHAl O|AEE20f| CHol| Q2 ME7| L UBIHS(ZEKL, ARRAF = 7HHON0| K}
YHOZ Hiloh= 2R 71E N=E 2Yot US. F d= IIE HEE Soff 22 HEE

Ofotl MHRAZG s=alfet 7|EF QMM A AUE VM UHe

- OUES 2 oSO

JCVI)Q| COVID-19 A

ISt SH=2123|(The Joint Committee on Vaccination and Immunisation,
IS0 A O|MEIS LIS HHS!

OoOL-O

_ r|:l

=9 HI L8

1. Yellow card Reporting?

= SO HOHOIERD, £20= Watd ofF 24 Z=H(DAP) FAC2 HAE.

m 2022. 2. 22. 7HK[9] HEE 240 3RS

n FR0M T2 AEL= 2A0[AF A DL A0 CHolM HES

= HREHA HHAIE mRNA HAS 83 4 gl A2 E*Xfoﬂﬂl 2AH Oz AEET UZ

m 2022 OYEE F2LH9 BAH HHQOIS Tt 27} SI0 (Kt EAE] M (Comirnaty Original/Omicron
BA NI} 27} BCLE £AH HHM(Spikevax bivalent Or|g|naI/Om|cron)‘§ =2 Ngst

m 2023. 2. 22. 7|& @R 7I= E11 A= 271 SJO|At BiA 400674, 27+ BELE B 5 1087, LLHEHA
A 5774, BHAIE D=0l 2,31971Q. oF 7 B0 = 0fy2] SIS HE Halet o QS Aot oplEd
=2 SlO|A} 8iA 10,867 Al|, 2CLE SHA 13,896 ME‘II CHHHA HHAL 178 A2 LIERGS

m 27} SlO|K} HHAIL} 27} DL} BHAIO] A XA H 1 HI2L 10005 E0E QF 0.5219| 0|AMIZ0| H =

i

III

e 2 JCVI I¢s #1 Z JCVI COVID-19 AQIRS8)
m T2LH9 A9 JHE 2F F|9l22 2020. 11. 30. 7|&0|H, 0% AHC0|ET} QiS. A9IEF]
M SfBAE FA FHE 2+ 8IS
= JCVI 913E3]9 2022. 3. 2EB(EE) 2|2=(2022. 4. 20. Y2E)0A= O[F| Q| tHoks7t ZELH9
BidES HSolM QIEFUAIR 20| YMok= F2LH1929] XA %E'%FS 9§MI5’4EH'_ =ink-y
m D= QSRR S0l CHolf &K HelS SRSt SEet S/t a3, B il TE2 siSiS Ol
&= QAL XEHOZ S 7KK = s, e fdE X0IE TP (0= S&et G- EisX| pit=
m JCVI advice® & A O|MEI2 st H%
- OfAEZN|Y|Z} BiAO] HMEBO0| FA01AM et 20| Eﬂé._ A=(2021. 4. 8.)1t 0[0f| HE 40X
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7) https://www.gov.uk/government/publications/coronavirus—-covid-19-vaccine-adverse-reactions

8) Joint Committee on Vaccination and Immunisation (JCVI):
https://www.gov.uk/government/groups/joint-committee-on-vaccination-and-immunisation

9) JCVI advice: https://www.gov.uk/search/all?keywords=JCVI

10) Kharbanda EO, et al. Spontaneous abortion following COVID-19 vaccination during pregnancy. JAMA. doi:10.1001/jama.2021.15494

11) Magnus, MC et al. Covid-19 Vaccination during Pregnancy and First-Trimester Miscarriage N Engl J Med
2021; 385:2008-2010 DOI: 10.1056/NEJMc2114466

12) Calvert, C., Carruthers, J., Denny, C. et al. A population-based matched cohort study of early pregnancy
outcomes following COVID-19 vaccination and SARS-CoV-2 infection. Nat Commun 13, 6124 (2022).
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13) Stock SJ, et al SARS-CoV-2 infection and COVID-19 vaccination rates in pregnant women in Scotland Nature
Medicine 2022 https://www.nature.com/articles/s41591-021-01666-2 .

14) Goldshtein |, Steinberg DM, Kuint J, et al. Association of BNT162b2 COVID-19 Vaccination During Pregnancy
With Neonatal and Early Infant Outcomes. JAMA Pediatr. 2022:176(5):470-477.
doi:10.1001/jamapediatrics.2022.0001
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15) https://www.health.gov.au/committees—and—groups/australian—technical-advisory—group—-on-immunisation—atagi
16) Al2FX(2016). 33 Q= {7t M.
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60-64 28 days Pericarditis dyslipidemia

70-74 17 days Pericarditis Chronic bronchitis, hypercholesterolemia, obesity,
smoker

70-74 1 day Pericarditis HTN, diabetes, dyslipidemia
70-74 8 days Renal failure exacerbation HTN, diabetes, chronic renal failure

80-84 1day Death Complex nursing patient - IHD, HTN, COPD, dementia,
diabetes
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10 days Pneumonia
80-84 3 days CVA
60-64 27 days Myocardial infarction
65-69 21 days Acute kidney failure
65-69 2 days Seizure
75-79 26 days

70-74 Deep Vein Thrombosis
85-89 37 Pulmonary Embolism
80-84 29 Herpes Zaster

65-69 12 Myocardial infarction
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- 49| 0|4EES AHO0|A0 thal E1l(n)

> QUIREA ZAL B UFTLE(T), dadPM(), HY SAEAAS(), LR2H()

5. MY &XHE 2129, 12k 229, 2k 1399Y, 3xk: 509, 4%}k 1H)
- 2020, 12.-2022. 9. 30.9) HO[E

3 olzy SjOR MEX 4 U B 4
1 dose 2 dase

{0-21 days folowing vaccination) | (0-30 days following vacclnnlim:
Risic for Risk for

— My
o=

Sex  |Age group Number af for all Mumber of [ o al
Hu A Number of myocarditis Numer of

mber of -
wvacciness. 4 : o
vacciness | cases vacciness | cases cases
One case One case One case
et Y feperady] fRpotac] ",y
vattinees VACLINEEs vACEInees
[]
[1] 1,327 0
178,764 | 52389

Female

269,798 |

omlol=lolola|ol

1.074,881 : 520
178

Male

Tatal
— MHEH X=E J|A | |-E HHA| A= & Al X|C |7 ol A
Number of days from vaccination to diagnosis 19 dose {N = 22} W Male EFemale
&0
B
Ean
?lﬂ 2 1 1 2 1 1 1.1 1 1 11 1 1 Z 1 2 1
E g = =
g
z o 1 2 3 4 5 & 7 & ] 100,12 12 13 14 15 16 17 18 18 20 2
&0 56 Mumber of days from vaccination to disgnosis 2" dose (N = 139) W Male W Female
[
B an
o 18 16
2 11.3 1."‘71"' 1 11 1 P x 3 L = A 4 311 3
Ea = ] e = = =
=¥ o 1 2 3 a 5 L] 7 8 . 10 i 12 13 14 15 I 17 18 19 20 21 22 23 24 25 2 217 28 29 3N
Days
Mumber of days from vactination to diagnosis 3rd doss (N = 50} mAMale HFemale
&0
2
g 40
T 3 11 3
e 1 -1 3 1 N z 2 1 1 1 1 2 - 1 1 1 1 1 2 1
.E 0 B o w % = =
= o 1 2 3 4 S5 6 7 8 & 10 M1 12 13 14 15 16 17 18 19 20 21 22 23 24 25 26 27 M MW 30
Days

One case (Female) of susp. myocarditis reported 4 days following 4™ dose (no hospitalization required)
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1.

2.

3.

4,

5.

6.

=8 =JH/JI2t AOIE

WHO

* https://www.who.int/groups/global-advisory-committee-on-vaccine-safety/

o

« 98 Y=Y SHOIX|(EMA)
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus—di
sease—covid-19/treatments-vaccines/vaccines—covid-19/safety—covid-19-vaccines

e

« 0= CDC HAQHHY Hi1A.
https://www.cdc.gov/coronavirus/2019-ncov/vaccines/safety/safety—of-vaccines.html

- 0|2 BHAMEERR HNA|AE VAERS EH|0|X| https://vaers.hhs.gov/

- 0= HUESTU=AE2

https://www.cdc.gov/vaccines/hcp/acip-recs/vacc—specific/covid—19.html

G=

+ COVID-19 0] CHet BAE 7t H11M
https://www.gov.uk/government/publications/coronavirus—covid-19-vaccine-adverse-reactions

« Joint Committee on Vaccination and Immunisation (JCVI)
https://www.gov.uk/government/groups/joint-committee—on-vaccination—and-immunisation

SF

+ COVID-19 401 et =7 |eiz?dEel 2leitas 2 MR
https://www.health.gov.au/committees—and—-groups/australian—technical-advisory—group—on—imm
unisation—atagi

=

« Paul Ehrlich Institute &1 QFMY DL
https://www.pei.de/DE/newsroom/dossier/coronavirus/coronavirus—inhalt.html;jsessionid=602B56
4D37EE1C38962F6280F4880EE7.intranet242?nn=169730&cms_pos=6 (EYLH)
https://www.pei.de/EN/newsroom/dossier/coronavirus/coronavirus—content.html?nn=164146&cm

s_pos=5 (FN)
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SM-SY SYNSos] AL WAR O|YEIE HES| A=
https://www.mhlw.go.jp/stf/shingi/shingi-kousei_284075.html
MY USO8 AL HAR O|YEE HES| 39F

https://www.mhlw.go.jp/stf/seisakunitsuite/bunya/vaccine_hukuhannou-utagai-houkoku.htm|

. O|AZtA
« BAR9 FRLNONUFE FEMS HAOIE(EZAE YHE)

https://corona.health.gov.il/en/vaccine=for-covid/ (80{/5|=2|0{)

< BARO Al oMy RUHY Eel 24t BEJ

https://www.gov.il/he/departments/publications/reports/vaccine-efficacy-safety—follow-up—-com
mittee(5|E22|H)
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F2 201 3al
5 Al B B0
A 20 FAH 801 ¥ Hol B3

Novavax vaccine, Nuvaxovid

Moderna vaccine, Spikevax

QL Al
OLG|LeHIO| 2 A HE| HiAl

adenovirus vector vaccine

OtAESHH|H|7} 24

AstraZeneca, ChAdOx1, Vaxzevria, Covishield

OFA| HHA|

—— 1

Janssen vaccine

S10|X} Al

Pfizer vaccine, Comirnaty, BNT162b2

mRNA HiAl

mRNA vaccine

QO0|=E 7|¢k 27t i

Omicron BA.1, Omicron BA4/5

=1 < (= 2 |
B F2 o|ytts &3 &0

AE 80 FAL 01 & Fof BH
2tar0| Al HEHIE corneal graft rejection

paraesthesia, hypoaesthesia

Guillain Barre Syndrome

capillary leak syndrome

O Bell’s palsy
Shmats myocarditis
A pericarditis
OtLFEZIA|IA anaphylaxis
oY tinnitus
menstrual disorder, ammenorrhea(2&32), menorrhagia(CHA),

hypomenorrhea(dtA2 )

auto-immune hepatitis

dermatomyositis

cutaneous small vessel vasculitis

LD AN NS thrombosis with thyrombocytopenia syndrome
2 M transverse myelitis
B 7IEt E0f
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ALE 20] FAHE0 & ol £
nj3& #0| B.1.1.529, Omicron variant
EAHAF BARM, BAH Z&, booster shot
FZLHM9 COVID-19, SARS-Cov-2, coronavirus—2019
3% HE third vaccination
ARt BE forth vaccination
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