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

4) loFEE PRA Fue] 3. AFO|FEMHA A A2016-52
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VACCINE (VACCINATION PROVIDERS) EMERGENCY USE AUTHORIZATION (EUA) OF THE MODERNA
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Certificate of Immunization
M
Date of
A od .
NODO Birth(Month/Day/Year)
ame A
Sex
o
Address
<E Wi g <EIE!
, accination ate ) .
Vaccine Series Given(Month/Day/Year) Provider/Clinic
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5

We hereby certify that all the above vaccinations were performed under Article 27
of the Infectious Disease Control and Prevention Act and Article 22 of the Enforcement
regulations of the above—mentioned Act.

£ e |
Year month day

A pR|PY, SEAHTAA £2| Fol
N - 2% - TEE, ABIBY | S

Governor of ( ) Special Self-Governing Province or
The head of ( ) Si/Gun/Gu, The head of ( ) medical institution

210mmX297mm[ B4 AKX 80g/m (R &2 Z)]
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- ALC-0159 = 2-[(polyethylene glycol)-2000]-N,N-ditetradecylacetamide
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- FHl=HE
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7) Covidl9 programme guidance for HCW. Public Health England, ver 3.1, 11 Jan 2021
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- O] ool A e e male A mHAS
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o WA 4L 98 Hi 2mL o 09% AEAAFAIAe] Bashch FujolA
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o slolzt HAEU9 MAL A 2(ultra low temperature) W¥EILE ZkE =
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i3 WSS wholol sl AAFE FF & Azt wet ZgafoF T

o 3jo]x} 29 WAL o we} sl H JEHE

o FE9 WAL EF AFH 25/A 458 7](thermal shipper)Z Hl5E Ut}
F587] AAE 15~25TlM Bio] 7453, 458719 v A S
- 587 YHMERA(Dry Ice Pod), WAIEAFAKVial Trays), WAIEAGA}

A WHESAKBox that holds the Vial Trays) ¥ % 2 Z(Foam Lid)Z=
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Vil Trays

Box That Holds

the Vial Trays Foam Lid
HI =
[
£zpo[ofo] £222F:)0-)5kg
Lepojopo £ ESF 22k 3] 5kg
apojopEzfol 74  E3f Z2k - -~ Shlpp-:.:'ﬂumlnlr
32.6kg
HpolopElol 57 Edp Z2k
36.5kg
Softbox Aerobox

B A WOH(S2H0I001A) E

' O B: B4l

224 X (vial tray)
EI’_I-/\I-X}E CI—: LH‘=’/\|-I|-

(Box that holds the vial trays)
| 2xte ATISIH(Z 215)

=
Z2{: Shipping and Handling Guidelines. pfizer-BioNTech Covid-19 Vaccine. Dec 3, 2020
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EY WAl 0| AMHEZ(adverse Events of Special Interest)

*

271 : WHO. COVID-19 Vaccines: Safety Surveillance Manual Module: Establishing active surveillance

systems for adverse events of special interest during COVID-19 vaccine introduction1

S Ty ojAutg g B
WA 2t obSLEl HM Vaccine-associated enhanced disease (VAED) 1
A HEo=E oYt E HRAK 0| Ao ZEE0| ST S/t 8% -
24 3522 ZFF Acute respiratory distress syndrome (ARDS)
HOIY HESO 47 gl 8% 454 I Te ¥ o4d Ty Mia E52 EF 14
O dt= a8 Fol
24 HEaA &4 Acute cardiovascular injury (ACI) 1
Y 5, A2E A2EE 2EY AR dod 43, HEFS 52 24 Fol -
S1HO0| Coagulation disorder 1
Aot =Y = WS Pl 572 0|0fX|= A HOjAMTEE, =) -
24 M =4 Acute kidney injury (AKI)
UZAH MR Ee MY 2402 N0 =i Z0| SHEO N, TsiE, A F7| A 14
2232 2HO Hoj
k|MZF Generalized convulsion 4=
i 7|59 HOE Eol= Y B
ZAHZE2 Guillain Barre Syndrome -
MU Z0{S7{L} BIOX|D, EHO| SO{X[7L} OHH|E|l= S9| 342 EY T
24 1% &4 Acute liver injury e
U=40 YUdsY A U 24 g5, U 7|59 HoE Zdsl= 52 Y T
%2} M4 Anosmia/ageusia A
WA HE = 27 L 01 0| Bopit Ldlst= | T
S8 FA 84 Chilblains
M20| BrEA0l tEE WMsis NI DA FTOE SHI AR GOl 2712 467
q WIE| LIEHE = U
Chd 7| TREEEYH Single organ cutaneous vasculitis
goEo| d5s EZFCE St HYCE ZE FI|0M LY Jhsotn mot ZA g 4-65
(CSwW)7t 7+ 2
CtE 24t Erythema multiforme 46=
1 §7|8 OFEFEE oSt mFEet T
OfLFEZFA|A anaphylaxis 50l
S4F0|H ot YBX| HEoz eV S ge =
24 Fad BHH Acute aseptic arthritis ]
Hd @350 Iz 4 B9 gduy, W SIS STY2E = Y 52
E|3HH Meningitis
Lot H=E H1 Qe Ao ZY e FF, HEE KS5U 5F MUEA oY FRE 45
20l= MEA @5, U ES TSI EH F74K| JEje] SH7t 2F HoY
SATEE| M+ Acute disseminated encephalomyelitis 46=
SIZAE sl EE 24 g5d He el
AEZAAF Thyrombocytopenia 46=
SATO[ 150 X 10%L O[5}l HIH Al HMMEE AfUEY ZE AYT 0| st T
gam ZAE Bt @HZF Thrombosis with Thyrombocytopenia Syndrom(TTS) 490302

EAMIO0| 150 X 10%/L Olsel Eo| MBS

Ch7[# EF $F2 Multisystem Inflammation Syndrome with Children and Adult(MIC-C/A)
Y o, A, H IR & % YE 7 S A oRRo 352 ged
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1. https:/ /www.fda.gov/advisory-committees/advisory-committee-calendar/va
ccines-and-related-biological-products-advisory-committee-june-10-2021-meetin
g-announcement

2. https:/ /www.ema.europa.eu/en/news/meeting-highlights-pharmacovigilanc
e-risk-assessment-committee-prac-7-10-june-2021

3. https://www.ema.europa.eu/en/news/covid-19-vaccines-update-ongoing-ev
aluation-myocarditis-pericarditis

4. https://www.fda.gov/media/150054/download

5. https:/ /brightoncollaboration.us/myocarditis-case-definition-update/

6. https:/ /www.nhlbi.nih.gov/health-topics/heart-inflammation

- 228 -



i)y

MAll <7H™ 2020. 6. 4.>

A

(=]
EI-A

k=l

HE A [EX] A2

Rl
10

{jr

o

<k

T

™ No
&I

Mo
XD 3D
10 0

o
R0 o
50 I}

NS
ol 7}
OF

=

__O._
ol

A

Al =3 At

<3
0 0
— o
= ,%
]l o
X0 o N
[ ol __o_l
<
Gl ol
) ~
iof N
o ae
r NE
Ulo s Iz
ol 5D 5 = w7
G o ol
R o G jo| ™
o <
ol ol
G I
o d—.\_ [
o —
X
o0 |z B
oy !
~ o
g_..._ e =
<J| ol ol o N
—_ < —
-
oM %] o0
oF[of] ~—
_ 0| ~ -
W.M ] Hnﬂ_ ol 2_| O_l
X
_ a T
N o} o
R
| =]
o B Das| Lo
Y Mo —| =&
ol <5 3w = U
o <2 < <k
oJ ol K| <0 H —~ Nk
=] < | W < I =
=3 K | D T =
0| & ﬂow - W_u N
X0 o X — = T N
__o_l -
X | No o
whut T8 By
KD 2o = o0 | DOV O
Wlo = =z | & T

nE

Mo Bo
o %
o <

0 5

N0

|2 45 oo

i~

< 2
m__% s o0 |._A.J|
Mo 5 ol
Rl H 1A
&0 x
g Gl
1o H| Py fo
XIED . o o = - O_H
103 = Jo B g X o
=) o __ZQ_T Ay =3
C) o< 3 I~
80 50 ﬁ_w_mﬂ ar N G| %
(=1 s = X
Mo | B M Mo & T & <) il
RUGF o ANB AN S HB oo oy
ESLIES DE S et
3y = ———— e D
< o
i i) u_m iof
| B g -
R [ ulr| ng o ®
oy O Tx e &
iof Ey = of KO ey
oL8! ® ol 5 o
ol L I )
||_ olo — J4
" .- 4 L - b
= R 60 20 X0 2
A s B o t
Y — | = < = =X
N &m ~ AT i W F oo I
T e WS ym IR
< i Mool TR T T BUED ©IFO kI
A . KD <0 MO0 oS TUAU NE =0 gy
N e e aaa e
o 1o J— — _U_l -
< < o R st i
o] * il oo i
v I oo < D
= ou|omw| = T x =
X ~ |~ Mo <0 K w_no =3 2_.6 _._.w_
o0 ZT T 5 gy F_W
0 << 4 = 35 A < %o __m___.ﬂ ol mo
nE g B ovoll4r 3 I
Moo e 0| 0l —l— N ™M KO
Wil |5 o | R w0 |~ ot
s = ® % 5 |2
G T N oo D 20 |E
ogN w4 g3l <0 o 08 D e
10 o _ I I <0 10! s
= <0| <0 1) o x99
[ e — o | O Ou_ _.A|_
N __o_| o o OT
_ -l __00 O_O %lo o
o T Mo 2 =< 160 RO
o Mo = XD 20 o TN
&I <0 & 30 = o 5o 2
<Dy Do wm % o3

FX| 80g/m']

HH A
=S

210mm X 297mm[

- 229 -



fuct.

23]

| 0|8 Alof= A

EA
S

o Z el

=t

EE]

X o <0 Nfo o Mo X ol ok L X ©
ol o ETI! .ol .oF S ol
RO JLIN Mo - iy R gl oF
N = [ (1}
< M Row® o o 3l _Mo__. ol __ 1 N n g
4 ol oy oF S SRR I Fo
i GEplgls o W@ o o A w S —
= o o 1 of T ® smn 2 i
= L = T I = - S
H ol ™ B u _m_.um‘_ muﬁw ok uMu_l Uk J ﬁnl_ m_na XN =
drae ok = 5y %o o E L 1| T o 2 S X
AL = o zud E Jo e 7 A RO S ar
K =<0 oju ~J I+ =R ~ N Tl = ol <
L gL 204D 50m ® _ & o g & g
3 3.3 5 o N9 0 — o
3 " o o K
e Pk o0 SN goron® I e m_v:_ S a w00
Qg FOIND m Bhs PIOMg " RN 5 % pizw
Lok SRI R % S L I S S Y m oy Eols
H__u_ z_o @ 60 O (=3 A._ o) w_lﬁ\_v z_.o Wu.m |_u/_|| z._o A_ __o_l or _.—AA_.__lu %n X0 __ A_ ~r ﬂ._ _z_._u “_A”_.__ﬁlv = z_l An_ ml\_ M_|~ =
S 2. 2l B % L T B
Cs ZiARY 3 oI Zwdow iy Zwaly T
528 Tl R og_pmm ml_wmet o a0 Tomd o W
ol 7 <0 = 0 < oJ . — Ol =l o] s Hlo ~ ~ __o_l Ho:._ ! pu H_|o ol NI o__”_ 3 ~0 o Al An_ z_.o |__|_
7o RO Ko By R 30 0y 0f M %%@@@ W@ﬂ@@@ W@%ﬂ%% < W% %%Eﬂ
1 1 —l_ 1 1 1 1 _ 1
O m O O O O O O
D pHoE ERL 1o RI A 4r R B
2 Ohmk X ® _5 372 20 o
B guNo [y of ok o X . 0] 00 T i
0 < 0 = T X0 K0 ok o X -
= of A = =) 0 o o 5 < o 20
= Zr ol or m__._._ =0 _ _ Iy o B0 X > ol z_o ||_AI
o 3ot oF 0 of <v HJ = — ol J)J = m oo — 0
H o % m [SIR B0 OF & z02k T= o ol
= WEr R e ® oo w0 SNy - Mo 3
g Mnd N ST T o G o U= <0 x 80 ¢
ol <X o ” = o) 1o X ujo ] ol XX < SU <k ]
= SNjo T & N ) . o) Pt N T
"ooEn "t _.00 L g O 1 ey M5 s wr Lo iy
— o — W0 ~ ol © X + ) Vo y ol ilo | = A
s wagp X mog ST - 8020 $0¥ e iol) S
oF T KN = = N ™ o = . o0 oL —
mﬁ o ol X0 N[0 Fa{i| m_w D._/ ._|t = = T n 3w Mo 2 o o M\ S L ﬁ_m. ~N
o WMSE g BT R g W R y oo A
1 DX g HO" W o .~ Ao = - ol OF door 2
kD o gp 9 o oIy —OF o &= « - I+ <l oF No g1, ©
fom A0 w0XON ool N 0 7l s R Fm e
s & W08 Shs I~ ooz TN M, G W
w35 zog 0z X0 I oMorX - @ o %o of 10 2051 b T T
do 202X HZo o OF prwrs = Sk 2o 0 5l il =3 KK I
3 R o0 iH o 1 LN~ Oe_eﬁooﬁu_mma o 20 .“mo a_._..__.u_:m_.o =z e 3 T
3 oML T GghT WO OEE N gy X Rl T geWgron o
D o0 F: B0 Az Hop I~ W om 1o S T it s ) X =
s Teluzxnm®rn By D AT mox L= — Sdogoly Epds = °
H_l ®O JE— < .Al_ _.=_._ < I e — 0 X I _ = w._l <0 XU = = S "
An_ z._omEPEEO_q/E_‘#‘_ E_mmm_ :W._.JH_OIEFZHO o._7._. Mﬁ_ Z._H_l_lo_: ._AO MO_A_I_:A .._Anom z_oWulu_ﬂuu_O“__&: ﬁ_“_z_oo o__._._
P EL CITIUIROF RIS a0 RIS ol g H I 2 rproMorn T H%N o A B o
X 1 1 1 1 ] ] ] 1 . 1 5 K @ @ @ 1
= O O O O ~N O O O

- 230 -



W] GI%EE T 59 3 IS (AES) SN

(S )M
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Mo HEH0l LE2 Wdlsle O|f Mg G52z 4t AR gHol & | [ 465
7iEtL WIHE0)| LIEE = UZ
chl 7| T BEEAH Single organ cutaneous vasculitis
dado| 252 SYCE o YRR ZE FIIOM 2 ThssiH mSt ZME | [ 465
F CSwW)7t 7re 8
CrE S84 Erythema multiforme - 46
1 87| mREFEE op|5k= mfEs i
OILFE2FA|A anaphylaxis - 50l
SZF 0|0 Aot A2X| B3R #ElV|s HHg Yo =
24 278 #EY Acute aseptic arthritis . ]
£ 230 T2 A Y| odEy Hadys 5718 SEYCE k= A 2
| +=2%H Meningitis
Lot HE E1 QU= A9 U E= T HE2 254 5F MEA o FRE | [ 45
Hol= M| EF, =S TIERHE F71K| JEje] S47F 25 HQth
TS H+H Acute disseminated encephalomyelitis 0 46
STGAE HHsk= E5 28 254 T i
HATZAS Thyrombocytopenia - 46
SAE0[ 150 X 10%uL O[Sl HPgeIERl SMMENE XiEE 22 eS| Sk T
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Al 2XIQt Zit =XIE JIS010 FMl

T EF(F12R|) AAL Xt TR ey
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) A =
[]AlZ dHjo|2 O | © Troponin | ol
Lj (=]
O CK -MB ol b
=
ol (=3 = ol
3. EKG HAI 21Xt £AHE 5 HAIH ML ( = g &)
O ST-segment or T-wave abnormalities (elevation or inversion)
O Paroxysmal or sustained atrial or ventricular arrhythmias
O AV nodal conduction delays or intraventricular conduction defects
O Continuous ambulatory electrocardiographic monitoring that detects frequent atrial or ventricular ectopy

O 2 &A (
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4. MZESIE AL A0 2 219 AHE BF HAPH FMIL ( =

e
[

New focal or difuse left or right ventricular function abnormalities (eg. decreased ejection fraction)

Segmental wall motion abnormalities

Global systolic or diastolic function depression/abnormality

Wall thickness change

Intracavitary thrombi
a9 A (

O
O
O
O Ventricular dilation
O
O
O

0. &i8 IDSE SANH) ARESH B TAt BARE AHE T HADH MR ( 4 & g

O Edema on T2 weighted study, typically patchy in nature

O Late gadolinium enhancement on T1 weighted study with an increased enhancement ratio between myocardial and skeletal
muscle typically involving at least one non-ischemic regional distribution with recovery(myocyte injury).
O 1 2 27 (

-
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flie
o

1. IS HIIE AUBERE O R

O
7-1. JIE dEE Q= FH2 Xgdnl i At JIsSHEMS.

- 233 -



Myvocarditis decision tree brief format DRAFT{Brighthon Collaboration)

2021.54

Histopathologic examination of myocardial tissue (autopsy or
endomyocardial biopsy) showed myocardial inflammation

}'_%‘

| No inflammation seen or not
v done or results unknown

[ Elevated myocardial biomarkers {Troponin T and Troponin 1)
AND
[ Evidence of focal or diffuse depressed left ventricular function
of indeterminate age in 21 imaging study:
o Abnormal cardiac magnetic resonance (cMR)®

o Abnormalities in echocardiogram?

No

[ = 1 cardiac presentation * AND 2 1 Non-specific presentation °
OR
(22 non-specific symptoms in infant/young child ®

G
Alternative etiology for symptoms? |

Nl}l

&

‘ IOR
ki) Echocardiogram abnormalities *
IOR

[ Electrocardiogram abnormalities

Yes o
[ Elevated myocardial biomarkers [Tropanin T/1) OR {CK myocardial band)

YES

No

L 3

IOR
= Monspecific electrocardiogram abnormalities

[ 21 lab marker of inflammation [elevated CRP (C-Reactive
| Protein), ESR (Erythrocyte sedimentation rate) or D-Dimer

YES

Level 5: NOT a case of Myocarditis

= = o=

: ll I-_..'_.ET I- definiti : )

*cMR Abnormalities: I Echocardiogram abnormalities: I Electrocardiogram abnormalities:
o Patchy edema on T2 weighted o Mew left or right ventricular function abnormalities o ST-segment or T-wave
images including: segmental wall motion abnormalities; abnormalities (elevation or
o Late gadelinium enhancement on T1 decreased ejection fraction (EF <55% for =54 yrs; or inversion)
weighted images with increased <50% for >55 yrs); global systolic or diastolic function | | Paroxysmal or sustained atrial or
enhancement ratio between depression/abnormality; ventricular arrhythmias
myocardial skeletal musde o Wentricular dilation or wall thickness change o AV nodal conduction delays or
involving =1 non-ischemic regional o Pericardial effusion intraventricular conduction defacts
distribution with recovery = Intracavitary thrombi
F Cardiac symptoms; F Non-specific symptoms: FInfant/child non-specific symptoms
= Acute chest pain or pressure o Fatigue : o Irritability
o Palpitations E M_Jd-_ommal pain o Vomiting
2 Dyspnea after exercise or lying down E E:;::js / syncope 1 Poor feeding
= Diapharesis - Cough o Tachypnea
2 Sudden death O Lethargy
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