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(FDA) Z2L19 S 218 Al ZIZAIE S MEA RIE

(Emergency Use Authorization for Vaccines to Prevent COVID-19: Guidance for Industry), 21.5.26

(FDA) 221119 87| LH| A|AH Sl BEHY: RIHI0IY X AR LA XIFH

(COVID-19 Container Closure System and Component Changes: Glass Vials and Stoppers
Guidance for Industry), 21.3.4

(FDA) Z2LH9 SZE71 HIAAE 23 QA & MZ, REY, QUE 2 MEO|E 0| AAL
(Manufacturing, Supply Chain, and Drug and Biological Product Inspections During COVID-19
Public Health Emergency Questions and Answers), 21.5

(FDA) MZ9o|AELIIATME 2021-2025 M A g
(CBER, 2021-2025 Strategic Plan), 21.3.19

(FDA) FDA 4\ 252 9/3t Er{xi0l 2

(Resiliency Roadmap for FDA Inspectional Oversight), 21.5.5

FDA (Food and Drug Administration)

O 2L YA ZIZARRSQ! MA X|Z! (Emergency Use Authorization for Vaccines to Prevent
COVID-19: Guidance for Industry), 21.5.26

O FDAE SEEAUHIYAE 712t L F2LH9 #AO| ZIGAESU(EUAIE Q715hE SISO FD&C Act,
21 U.S.C. 360bbb-3(0|HY AZoAAZLZEH)M 27510 Z2LH19 ol &7 2 EUAS| 52
AIHE ?Ie CIOIE], FEo| 2ot Mt 3 X

O atef, mlx & HMOEE(CMO), HIYd HolE % =, od HolH % Z=, A8 % FHEZE Zelot
ACH, ZIZAE S HFEL HAN HMEE 0{0F 5t YLAIFUFHIND) EE 45 F1 OAHIIY Y E

AA
X 0|8 IS MEE
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O MEo|tZmIIAHME 2021-2025 FM2F & (CBER, 2021-2025 Strategic Plan), 21.3.19
O FDA MZ 9= I7IHLME(CBER, Center for Biologics Evaluation and Research)= 2021~20254
7|7t S0t Dt HIMS E4ol7| flet Met|els gdHe
- O] e U2 RS, 2 S HAHH|, ME, &Y, R R 52 4EA4F9 oY, =k, 2
H 2SS EHSCEM, QI7te] HE, 249 oY, AT, X|=E 750l ofdl, oy 0jdE Soff S
Y 3 WEHYEEH 208 ES§

- HIR: ADIR U M B2 U HQIO| A2 BE5H JHM, ARSI FRHQI S /OtET} Qa5
N7129 g, 91 2 HRS B, ASSOIOE0| Chet MEXO| FHXXO2A CBERS YSHOIEE
Yotut R H2AAS MBS

- X%/ : CBERE MEY % 7719 BRI APAZ 2YF|0] 00, 37l HSOIFR0| et FHUSS
SYOHL, LIDIK| 474 ZA, 131, 57 59 MHIAS KigE

- CBER %2 72 =&

817|150l S8 S5 QHHsn BTIMel ojofEo| i 2 B NS ERIE
OfoFE JH B TFHIAAIS] IR NS SH6E7| Bt T 4

M2 230l et Chol S Yatotn 224 B3 2712 57

2ol Ergat ZH0| HQJS 22|

SARS-CoV-2 HO|Z2RH HZ5l7| 9Igh A K| 2210 et H4EE 1M

(Reflection paper on the regulatory requirments for vaccine intended to provide protection against
variant strain(s) of SARS-CoV-2), 21.2.23

(Z51501 7}0|S2{QI)THH|Z) T2LHQ 8 AI(H| =] OF|L=HIO| 2 AL E| HAl)

((OCABR, Pandemic COVID-19 Vaccine (Non-Replicating Adenovirus-Vectored Vaccine)),
21.4.20

(E5k59Q1 710| =20 H|9] F2LH9 HHA(MRNA A1)
(OCABR, Pandemic COVID-19 Vaccine (mRNA Vaccine)), 21.4.6

(E01&2! 70| =) Hy|el D2LH9 WM(RHEF ALLO| 3 THEHE])
(OCABR, Pandemic COVID-19 Vaccine (Recombinant Spike protein)(section 2 only)),21.4.20

(B51501 TH0IS2IQNHD LR A BY FEH U CH 427 HE 28 4l

Haemophilus Type B Conjugate and Meningococcal C Conjugate Combined Vaccine 21.1.27

(E0t521 710|=212)BH7HE(rDNA) EiAl
Hepatitis B (rDNA) Vaccine, 21.4.29

(E51521 710|=2t21) 2R FEHI0|2{A(rDNA) Al

Human Papillomavirus (rDNA) Vaccine, 21.6.21




b

i3
=
>

.22

NE
1=
=
r
Ie

2021
()

i
o0x
r

7] 8

rx
18
el
>
ol
09k
oA

i

[
o O
® 0%

_ . . EDQM (European Directorate for the Quality of Medicines)
(£5152 710|=2teNC|ZH|2(0f, TS, BAZIF(DNA) 27 MG

Diphtheria, Tetanus and Hepatitis B (rDNA) Combined Vaccine (adsorbed), 21.5.27 O Z=LH9 Al Sots0l X8 M- gH7

. O SEoUEEZIQIRS|(EDQM, European Directorate for the Quality of Medicines)= Z2ZLH19 BiAIQ]
(E5K5Q! 7t0|=2telC|ZH|2|0f, TiAE, Bial5l(acellular component), BEZIE(rDNA) & HA (S A Z51A01 A0 T X|RIS JNASI0] LHEN
Diphtheria, Tetanus, Pertussis (Acellular Component) and Hepatitis B (rDNA) Combined Vaccine _mEY ZRLHO A=A Of|LHIO|ZIAME] 81A) (OCABR, Pandemic COVID-19 Vaccine

(adsorbed), 21.5.27
(Non-Replicating Adenovirus-Vectored Vaccine) (full version)

(E5K59!1 7I10|E2tQNC|ZE|2|0f, MAE, uHAUFl(acellular component), AOIOH|(E825)), B&7IA - oHH F2LH9 EA(MmRNA B4 (OCABR, Pandemic COVID-19 Vaccine (mRNA Vaccine) (full

(rDNA), sl H2A B Hef =8 H—'VL‘(%’_‘*) version)

Diphtheria, Tetanus, Pertussis (Acellular Component), Poliomyelitis (Inactivated), Hepatitis B ) _ _ _

(rDNA) and Haemopbhilus Type B Conjugate Combined Vaccine (adsorbed), 21.5.27 - O Z2LH9 SA(HARH AIM0|3 HEiA) (OCABR, Pandemic COVID-19 Vaccine (Recombi-
nant Spike protein) (section 2 only)

BN COIONC|IE2|0F DA o AOIDHH|(28H3)). BE7IA — - S =
R A e i, el esliler cunpeneit, SRl O SO B OlE|-HIO|2IAHIE #AI T} ‘mANA HAI0| 51718 SIS 0| TRt sig XIZ0j chat
=2T — O HH i—“H-H 11— — — -
. . . . L . L MZYAC QoI M= st e & S 716 AH|0|1E ¢
Diphtheria, Tetanus, Pertussis (Acellular Component), Poliomyelitis (Inactivated), Hepatitis B IZ@e] HIOJE MES ot 22 ZRESS 71010 A0l
(rDNA) with separate Haemophilus Type B Conjugate, Combined Vaccine (adsorbed), 21.5.27 O ‘THE3 A]1|-O|El_ CHHE] HHAP O] SF}A0| A|SEH0| RSH KRS, T2 HHAIO| AT 5712 SE51H D

(B31591 7j0|=21eNEITE|2I0L TS, Heta(whole cell), A010HI(2&3) £8 HA(SE)

Diphtheria, Tetanus, Pertussis (Whole Cell) and Poliomyelitis (Inactivated) Combined Vaccine
(adsorbed), 21.5.27

(E3+5Q 710|=2feh T TH|2|of, TS, BsH(whole cell), A0t0HH|(EE3), HE2 S2HRA BY
g =& WAER
Diphtheria, Tetanus, Pertussis (Whole Cell), Poliomyelitis (Inactivated) with separate Haemophilus A R J|EL S

Type B Conjugate Combined Vaccine (adsorbed), 21.5.27
(EC) EU YUto|orER Ihy
(E01521 710|E2I2NA™ I (ERE)), BHZIA(DNA) 28 HA(ER) (Revision of the EU general pharmaceuticals legislation), 21.3.30-4.27
Hepatitis A (Inactivated) and Hepatitis B (rDNA) Combined Vaccine (Adsorbed), 21.5.27
(EMA) Z2LE9 QKM HiAl - EMAE 1R EEAH0|AL] HATO| W2 M XS] Antds gg

(COVID-19 Vaccine Janssen: EMA finds possible link to very rare cases of unusual blood clots
with low blood platelets), 21.4.20

EMA (European Medicines Agency) (EMA) Z2LH9 OLAERIRILZH HAl - ALSI0| M2 01} 2[3HAs

[0 SARS-CoV-2 HO|ZEH E36t7| I8t #ilo] FA| 20 st HEE TN (Reflection paper on the (AstraZeneca’s COVID-19 vaccine: benefits and risks in context), 21.4.23
regulatory requirments for vaccine intended to provide protection against variant strain(s) of
SARS-CoV-2), 21.2.23 (EMA) HIO|IE /SIO| Xt LBE{LEC| FZLE19 BiM MASE Al ZZ2F SO
C N - = | i i facturi ty and ly for COVID-19 i f BioNTech
O TZELH9 HOHIO[HA BiA(UT} = Tt EiD) SOI0 st S, HIYY 2 AN H0|HE 7N R éﬂg;era;r?dlrllﬂ\éa(jce(:rlr?ae),rgﬁr.]z.sg Hring eapactty and supply for vaceines from BioNTech/

-

Mot AE RTINS YHS

- EUOIA AIEGI7IE &2 & #M(7|Z=0| 57+E SARS-CoV-2 H"*l) , MRS HQISH MIZIPY, (EMA) QUAA|S R A|AEIO| QIAA|S & A3 Bl MRS 9|8t =Q 0|ME =M
CHAD, MAAIH0] & g ilat SYUSEALL IR FARSH HHO] HIO[ A EiAIY 704—?—% Hee=of (Clinical Trials Information System reaches major milestone towards go-live and application of

A HI0[E{S] QEAHS XS O|2EES U (AIKIS} O|KI0) HUHES B [JAKZ TEsl0] ZiZte) the Clinical Trial Regulation), 21.4.21

_IEA st HIA|sH
s AiAE (EMA) SF2ZA| SIaHE7121245|(PRAC) Blo| F2Ake!

(Meeting highlights from the Pharmacovigilance Risk Assessment Committee (PRAC)), 21.5.7

9) 3r=HI0|22JtEE 3|, ‘HI0|22|2FE Regulatory On-Air’, 2021.6
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O ASUA oiEH7I®3] (PRAC, Pharmacovigilance Risk Assessment Committee) /2 FLQAlSt
(Meeting highlights from the Pharmacovigilance Risk Assessment Committee (PRAC))
O 89| AZZAl ci™7IRIel= 2021.6.7.-10 S8 Sdf, ZNEE 5 S
Syndrome)0| JUUE BtXH= Vaxzevria(OtAEZEA|U|7H Z2LH19 BANE HESHH Q=
- Vaxzevriag FEL2 MEE T ZMEH 5= S0 it 6712 Ao Ot '% 4EE
y

S Tl
RGN, Ches OIA0IN TES 42 0| BATIND, 322 DY 5 5520 He0| NS

HE7IRIR 3= Vaxzevria®l ME2R FAE0R ZMEH +5 33 S ME FE0| FItaHof
t

Cap|llary Leak
2xe

(NMPA) MESIMH|K|C| E5H501 2|2t
(£ R R E1BE), 20.12.21

(NMPA) 2020 & OJOFE AALE 1A
(2020FENMmEITIRE), 21.6.21

NMPA (National Medical Products Administration)
O MEsHHMMQl EolsQ1Ta|d (ARt T L EENE)

O &= F/IA=d=H=(NMPA)2 YSSEHHCl Sotseltelde S 20.12 J1E5I0 "21.3.18H

- O] Za|ed Y2 NN E ToAE el (FEARKMEAREEX),(19.8.)2 MSH HMEE "
AR (FEARZNERREEZL),(19.6)2 2718 BIAst U YE0ofF| oyt R4S

SHK

=)
- WEE |2 Sotstl ZXIE BEel Sots 20| Het MY Fate), Sotsl g

el

e

[

O
o

g},

[] 202091 ©JoFE AAE TN (2020FE LI B IR )
O 52 Z7IGEYSHAZ(NMPAIS 2020 SIOIRRIE, BI5[0|OKZ, H}0|Q0JoE0| MA| 5171 MAF S
AMS Z 11,582740|O0 20194 CHH| 32.67% S7I3ICT LH
O 7147 LQ3HHI0|Q0otR 0| S2 M 712 £ 14107122 20194 TiH| 27.72% S7t3t
- 0| 042 HO| 29| IND 10| 272, X128 HI0|22/242 IND AH0| 53771 &

- 0f4I2 HIO|QO|OFE NDA =7t 971, |28 H0|Q90FE NDA 2427t 1087, MITITIAIF NDA
227} 17102 T

10) 8H=2HI0|R2|HE R3], ‘32| HIO|R2A4E FHIFE update!’, 2021.3
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(CO) Hi0|2F2 2020
(N 7 #B& 2020). 21.1.19

(MHLW) QofZ 3 QofIF | Hix X SAE|7|Z20] 2t 88 RN
(EXRRVERSNMOBEEERVREEEORZEICHTZ2ETO—HREICDOWVT),
21.4.28

(MHLW) d=SPEMA| 7|1Z2| LRI
(EMFRRBEZEO—BZNET 51), 21.1-2

(PMDA) A& T 2LHHI0|HA(SARS-CoV-2) didl IO 25H oJZ4(E 1) HO| HiO| A uiA HI}
FEIOFT1IL R (SARS-CoV-2) Do F > OFMICETREXH (#HEl) ZTE/KICHT S
JOF > DOIMEICDWNT), 21.45

(PMDA) £1Z T 2LtHI0|2{A(SARS-CoV-2) Ml HIH0] 25t OJ74(E22) AAUTHZAIRS] A AL S

Off CHet =2 b=

GO0+ 7 1J)LZ (SARS-CoV-2) DU FVOFMEICEET 2E XA (& 2) TR
HBROWREZICN T B MEBNERRICDVT), 21.6.11

CO (Cabinet Office)
O HIO| M2k 2020 (/N1 FEBE 2020)

Sl B U AJe ZEWE MOIRORIE, eI, MEXIEA, SRS B8 Ho0l o
FQ I, #5 U SHE 7|S0/00, MRS HRO| 2OF 7|5 Y HE'(2019-2024), MHIA
Al £9J'(2025-2030) 267 2 HZ0| LIl

MHLW (Ministry of Health, Labour and Welfare)
O MESENH 7|Z20 YRNH(EYEHNRFEED—EBHEHIET 214)
O QUEZIxR 0| FEss Z2|MAM (RNELRUADIFY (V=0 T0F>) )t 3.2.2. OI0|ZZ2tADt
BHEAY (V1A IAVEEAE B (21.1.14)

[ASZEO| "UHZ ZAUY St U M FRERERENEMERNRT T ), A3.4.7.1. M=E(
), A3.4.7.2. NE(GHER, A3.4.7.3. BHE@IE) HE (21.1.22)
O YUZZZRO| THE THZRE AT Al (R0|L X #AE] HAME Q) (FIEER X FRBEE Vo F>
Z—ANLZZ—IREMREE) 0 3.2.2 2EAIE (EEER HE (21.1.22)

11) 1=2HI0|QoAE RS, il HIO|R2|E #MEE update!’, 2021.3




O QAZAZR0 "HE 55 MY o-TZE[OMH MoK (FzigEfEAe -TOT1F—tEr>eEg—, 44
1

O QY20 "EZLHI0|ZA RNA Al (AOF I 1L REHTUSYRNATIFY (SARS-Co
2) ), tE(21.2.14)

PMDA (Pharmaceuticals and Medical Devices Agency)

[ AIZ T2LHH10|2{A(SARS-CoV-2) Ml TIjof 25t QJZ4(512H) HO| BHO|2A WAl Bo} (HROnF
1JLR (SARS-CoV-2) DUF>DOFMICEETEIERAS (& 1) BERICHTZTIFOFMICD
L)

O YAZR7)7|BY7|IRRIITECANEEBERKGSMEHE,  PMDA)S  BIAMARMOIM =
SARS-CoV-29| H0| H{O[2{A HiA19] oY -Fad B7I0| LSt oS Ml

- Ao] SO AIHo ERet B, HIYY H YgAlg 2000 Het WS s, 0[0] 20A S2UE

TZLE1OUAO| IR} = HIZZTOH X0 2Jo 7|22 AEE SARS-CoV-2 Hi0|2{AQt THE HO|

HEO[2{A0H Tt 17} HAlS thef o=

i o —

b

oo g2 O

O A5 T2 A(SARS-CoV-2) &l TIt0l| W5t Q7A(Et2) YATHEAIEQ ASUHAX SO CHst
21X i EFHEROOFT7ILR (SARS-CoV-2) ToF > OFMICEIZERS (@& 2) 77thR
IR BR DI ERE I § A B IEMEEIC DV T)

O QAEBQART7|BE7|FORIIITEUAAERMERKSMEHE, PMDA)Y  HAMARMOME
SARS-CoV-2 Ml i & LA f/2fZ (placebo)s HE e A2 22X 8210 tHet GIAIE
HIAIRS

 WHO

SARS-CoV-2 (ZEL}19) BidIo] §2X0| 1 FuAMQ| £5HE 2/t WHO 2% &=+
(WHO Operational Tool for efficient and effective lot release of SARS-CoV-2 (Covid-19)
vaccines), 21.1.20

SARS-CoV-2 (ZZL119) #iAo] §8H0|11 ARl £ 2T WHO 2% £+
(WHO Operational Tool for efficient and effective lot release of SARS-CoV-2 (Covid-19)
vaccines), 21.1.20

SARS-CoV-2 (Z2LH19) tiAlol §8H:0|11 29I £5lE {8t WHO 29 £
(WHO Operational Tool for efficient and effective lot release of SARS-CoV-2 (Covid-19)
vaccines), 21.1.20

T2 MM RS HIt LAIXIH
(Evaluation of COVID-19 vaccine effectiveness), 21.3.17
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FR7[e0| B=E 7|1Z2HLe| S5 58

(Acceptance of available traditional vaccine supply with reduced shelf-life), 21.3.1

T2 YRS S5 X =7 710|=2t¢!

(COVID-19 vaccination: supply and logistics guidance), 21.2.15

TFZLH9 XS
(COVID-19 natural immunity), 21.5.10

DY F21L419
(Hypertension and COVID-19), 21.6.17

MAI AZLH9
(Asthma and COVID-19), 21.4.19

SARS-CoV-29| ZARZH HH A|7]0f| CHet Hol R 2F
(Definition and categorization of the timing of mother—to—child transmission of SARS-CoV~-2),
21.2.7

(02021-2022727| S+ AZ=ZS et HilQ 8fo]2{2 gt A1 (Recommended composition of in-
fluenza virus vaccines for use in the 2021-2022 northern hemisphere influenza season), 21.2.26
O WHO= A 28, 920l 7|&3He HM Stt7 ¥ Hit7 S2f8A0)| Zake Hi0|HA S IS, S8t

2021-2022%7| sS4 A1 AEE Of21et 20| gHe
- ST HIYF B3, 47h)

+ an A/Victoria/2570/2019 (H1N1)pdm09-like virus;

- an A/Cambodia/e0826360/2020 (H3N2)-like virus; and

+ a B/Washington/02/2019 (B/Victoria lineage)-like virus.

(47} MO AL =71 a B/Phuket/3073/2013 (B/Yamagata lineage)-like virus.
- MIZHIQ = THAE WA, 471

+ an A/Wisconsin/588/2019 (H1N1)pdm09-like virus;

- an A/Cambodia/e0826360/2020 (H3N2)-like virus; and

- a B/Washington/02/2019 (B/Victoria lineage)-like virus.

- (47} ARl AL =71 a B/Phuket/3073/2013 (B/Yamagata lineage)-like virus.

O MRS AN AN 2 ZIZAR SO CHEE T2LHO WAl T7L A| D2ARE 22 (ADDENDUM to Consider—
ations for Evaluation of COVID-19 Vaccines for Prequalification or Emergency Use Listing), 21.3.12
O WHOE 20.118 BIAHZEAISS HACR2 AFMEANAMAPQ, Prequalification) = ZIZAIRS

(EUL, Emergency Use List)2 A&st 2L WAS HII517| QI8 ™R 7|20 tigt Ho 2 X7
HHSIFOM, '21.3.127K| 4572| eiAZ MAst

mo =




202113 HEE7| A A 2 ST | 22 Al A =5}
( X J [ X J
O SARS-CoV-2 0faftiA o] 225K Listing) ¥ 517HIA 0|42 laH, SHEf HHO[2{A Q| HHO|HIO[2{ A0) ChEt - 'Horizon 2020" 7|5 & & 109 REE 20 HES fIgh SH7HY (itez XIS o F0IH, Mt
17+ dirMg MEHMO = BiEsl F2|M0E Q150 S 2M0(1 MASH, 2aSttet /P HALEE &2 A QIR THELHAQ1 ‘SHAIQIFE O|LIMEIZ(IMI, Innovative Medicines Initiative) 0 Z2L19 &3
B=23 Jjust W OilitE 7,2002 2 XY
O Z2LN9 MM 254 HIH AAXIF (Evaluation of COVID-19 vaccine effectiveness), 21.3.17 O Q915 Horizon Europe(2021-2027)131419
O WHOE a4 H|(observational study designs)S 2%t F2LH19 WA Q5 M(Vaccine Effec— - "Horizon Europe’2 EUS| MOAt I 2| A= T2 T (Framework Program, FP)QE "21-'27 &t
tiveness) 7101l Ciet YAl &l XITE HST 13023 2o AT & HMS Lot Az S XIHUFO0|H, Horizon20202] SEAHA
O FZLHQ Al @M TII= H0|EQ YMEQF ZXI0| =O2tE HEkE AT} LIS & Q17| IR0 AA - QEANOIHA, SZEDIHQt AR QIO|LH|0|M 3749 SHAIFHO| CHEH Wp&t7|s J(gh gl
2 9l SiA0f TSt £Q T2HAFSI0)| CHal Mmst LHBYH Y32 Lo, XL7tst LS HE Zefet 228 Ma|IANIS ol Zok=0| 7|0st2AL gf
- T2LMO MM Q5N TILO| Al S5, III0| S X2, ZUE L TEAATLH 0| CHE B AIES - SARS-CoV-2/Z2LH 90| tict st MASH T, H101nat X|2S Sot ML ALK A H H2

XA XIS S X1
O 53 HOIQMQILHTE! (£ L EBHR)
-ET2 20104 70f AMQ F St iR HIO|RMAS XS 3, HIO|QMY] UG LHH

Jlee

[=:] -|°— o] =15
2) 718 X|HAIY Sig e
oI SR IR AR A -'21.3 JHE|E L=0IM 14.5 F=(M14Xt 570 2, 2021-2025)(RHS LHSHH, 701 iy 20F &
O 0= ‘Operation Warp Speed’ (OWS) 517|£9| Ho| QA S X|REt
- '20.5 0|=2 'Operation Warp Speed(Z11< &) £Xg ¢Hst - E5| Wst7|&0| ‘XA 8 FHI6k, 2026E 7K R&D XIE2 0 7% 0|4 =2 A2
- 9 1009 23 002 COC(HSHVIYHE), FDAMZEI2), DoDEYS), HHS(22), NIH( O ¢ "=ZAPHNEI|Z (AMED)™
= HE71Y), BARDACY e M AN J|) & [ AU FO5H 2I-2 S Sol '21.1 - 2= o2 AN 7|2 (Japan Agency for Medical Research and Development, AMED)= 2015.4
THK| QtHst D S0l BiAIO| N KBS SHE o e e o A oo
- HHAIS H MEH A| MR J7|& 47K|= OfafiQt 24 5ILIQ| 7|72 ZIOkiAl HICF E8IM0|1 §S MO SN US RISSIEE sH= R&D HEZEFYQ
T, YYTIA| o1 2 &S0l T HAZe RLEchs U = 27|24 H0IHE M3 A - AMED= Z=&7| #37|7+S 5EH02 5101 20200 17|12 ABSIHOM, 20214 27|0|= 671X E8t
2.20.7~118 & U2 Y434 AR Z045H0] 203 Yol ZHE MBS = US A Z2HEQ. 9%4F 2. °|E7|7I/°é A0] 3. KAM/MEOZ/SMAIX|Z 4. ASHO[E 7|8t 5. st
. - " ’ 7|=AT 6. Seeds7HHr o1 7|HhZ =XIEt
s s el A R o S Sl . O] o1t e 20214 AMED?) 01|*E+;I*°H° 1)j61TO+ :n(oF 13,0859 &)0|0f, R2ZLHQ0| et KL x|
- 5 7 9
o =) S g Its = | ==k} Sh =2 = = =0, , o i = =
4. QPGB F MOl WAIS MAKSH 7H540] ELHT (I4X[= mRNA, HIO[ZAMIE, Of=a}, JHZEHTH 2715 712M0] 52 202 &7 Qe HIE XS AlA|EH9
Y EME 7SS oIS A8 A o
- OWSQ| Al RIS AATIX| ZHE 7|2 242tS 7|HIQZ Sh= 27HX| HiA SHE HEISHE 2 510], AT O UE AE WSS 20 12| I2HE (H\ - EREMEHHTOS 12 1)
TS Yslote A, ACNY, &5 Y SHO| BHEHEE 2E TS SAI0| LHGHH IWLS 55t 5h= _AE 22 So| Z/0{0BHE O [0IT} 012 HEE o3| 20| st 2UIQ| ¢S ExI5iD 10|
2, AHIQY EE 27| QY THO| SEAB0) e STHLS AXSH HE 728 STE + U=S IS XI2, 042 98t OO WS sl ME WEH 2o B2 IRNE'S £Tst
O IS AIRS Bl 5 -DRMEE U= Z ARSI A2 R MFTRR (2R EREBSHEEARTT)S RE0F A7
X AEBS BT EFEMSEE) O Ystoz, ZHo| et M 37| L SR

O 0|2 ‘National institute of health’ (NIH)
- AHARH 217 H7A 2 671 MEZ FHEH SEHHETLE +3otH, HA2 NIAIDEX L 248y
Aol 2 ATA) Of VRC(HA A1 MIE)OAN AN L X|otL /S

- 0j=9] TA| A-HIXIEL] 80-90%E &Y
O 98 ‘Horizon 2020’ (2014-2020)?

- ‘Horizon 2020’2 {&9| 1tstH éitl% K|25t7| floh "14-"207tK] 2f 10023 22 E EU z|CH 13) EC, Horizon Europe.
HHA 14) EC, ‘Coronavirus:preparing Europe for the increased threat of variants’, 2021.2.17

Sk}

SITEAl T2 IMO|H HIV, TB 2 L2t2|0f ehAlo] 0= =2 (predictive tools) éEtﬂH_' e B EC bilises €123 million § h and bat the threat of 2021.4.7
, ‘Coronavirus:commission mobilises € million for research and innovation to combat the threat of variants, 4.

2 Z2HMES A o= 16) S&T &, ‘5= 14,572 Tty |2 FAUWEI AAKE, 2021.4.1

17) KEIP, ‘&= 9 K| HI0|22|ofAte] S U AIAE', 2017.10.30

18) SH=HI0|RF S|, ‘U2 HFO| HIO|QEA FHT| AL FEIYRY, 2021.2.2

19) $1=2HI0|RE 3], 2021HE U=9| 2} YK fOIE o oflAter, 2021.6

12) Korea-EU Research centre, ‘EUT?, Z2LH IS HATX|ES It S210[Z20200fAH17’, 2020.6.30 20) 3t=2HI0|QOIUFEH S| ‘ZLHQ| BiAl A7 E5F, 2020.12
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2

OZ2= 5 /1Y £2 194 | 204 718 £2 YNES B0l F7i= 52 43.4%, H30I= 30.1%,
J2IA 19.6%, S 18.9% 209100, 1Y WS YHES HOl Ft= MRTI0L4HI0r -45.2%, B
—19.6%, QIE=HIAI0F ~16.1% &=

(% 2) 2016-2020 S2Y WA AN 72 U HEE

(e (%)
25,000 23,247 23,377 20

2016 2017 2018 2019 2020

Corporation
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EX 1 IQVIA, B=HI0|20/F 5 3| 715, 21.6.8

2t

2) SR AYAR X 57
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A, Y2401 111, (Y301 724 &

rat
o

e AHEH, SEEXHM0| 3671, HIY0] 1267, AU4140] 78
o

(O 3) S2E uidl HAE Al oig

Ol
150

126
11
100
78 72
50 36
0 -

LEEREE Hloy Yy A2y Uy3y

=X 1 IQVIA, 21.6.8

O 222 ol #ilo] SFE AL Slgs dHEH, 71y W0l S+ols 282 Z2LNoURH, 71 B2
7S Aok 7Y€ 2 GSKY
O™A IjH“QI e %* % 7@ E&S HIZ2S RA[ots A2 Z2H9 HLHLO = 22%, 111210[AH,

% 33, HPV #4410 3% 17710] HE 0l

O7|gEEE GSKZI 197102 I3 HE2 g7iYs ZIdE0|H, SANOFI, Cansino Biologics,
Neoimmunetech/Genexine, Epivax, Moderna, Inovio §0| £IE 0|8

pertussis
HIV infection

hepatitis B
bacterial infection

respiratory syncytial
virus infection

indication number %
B covio-19 111 2%
B influenza 38 7%
B cancer 33 6%
HPV infection 3%
. viral infection 14 3%
. respiratory syncytial 12 2%
virus infection
. bacterial infection 1 2%
hepatitis B 2%
. HIV infection 9 2%
B pertussis 9 2%
etc 28%

—HPV infection
viral infection
ZX 1 1QVIA, 21.6.8
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Janssen For the prevention of coronavirus
1 COVID-19 Janssen SARS- | disease 2019 (COVID-19) for 2021-2-27 158
Vaccine Biotech Inc., | CoV-2 | individuals 18 years of age and (EUAS)
o= older
2 E:Ezg:zzz Seqirus Inc Influenza Influenza Vaccine (Z2[H=AI 2021-3-3
Quadrivalent ’ . MBHE=ZH012) (2021-7-2)
CX-024414 (single-stranded,
) 5'-capped messenger RNA
Spikevax Moderna (MRNA) produced using a cell-
(CovID-19 . SARS- o L
1 : Biotech free in vitro transcription from 2021-1-6
Vaccine : CoV-2 :
Moderna) Spain, S.L. the corresponding DNA tem-—
plates, encoding the viral spike
o (S) protein of SARS-CoV-2)
2 Vaxzevria | AStaZeneca | SARST o i01-SARS-COV-2 2021-1-29
AB CoV-2
COVID-19 Janssen-Ci— SARS- adenovirus type 26 encoding the
3 | Vaccine lag Interna— CoV—2 SARS-CoV-2 spike glycoprotein 2021-3-11
Janssen tional NV (Ad26.COV2-S)
1 | CoronaVac Sinovac Scé\Fﬁ; covid19 vaccine(inactivated) 2021-2-6
=2 2 | Vero Cell Sinopharm - SARS™ 1 419 vaccine(inactivated) 2021-2-25
wuhan CoV-2
3 Convidecia Cansino Bio SARS- | covid19 vaccine(adenovirus 2021-2-25
CoV-2 | vector)
SARS-CoV-2IC &2 BRAAEDFRA
S 7+ . | EWRE- MR BHEMA S EdIAESL
1| gz e SRS BERR (SARS-Cov-2 2Bl of | 2021-2-14 | (RGN
(Comirnaty) oS 55 512 ot= M2 S84 %3mE)
2R AUE)
COVID-197 | _. .. SARS-CoV-2IZ &2 BEAEDFIh
— EET N N PN
IFVETIL gg%m SARS- ZIRE- R t@“é%ﬁﬁxﬂﬁiﬁa EdAESL
U= | 2 FEE (CHIC o= CoV-2 BEZESD (SARS-CoV-2 ZHgo| o | 2021-5-21 | (4HHIAFRIC
(covib-19 oW ® U 55 B2 st M2 254 fR3mE)
Moderna) °= 28R o%E)
2S5 SARS-CoV-2IC &2 BERAEDFH
NFZXETV e SARS- TMEE-BIRET BB A B SRS
3 TEE (OLAE2I CoV-2 BEZEM (SARS-CoV-2 o of | 2021-5-21 | (4IEGRIC
(Vaxzevria) | " WS 85 812 ol= MER R84 %3mE)
b 2 ER YUE)

£X : FDA, EMA, PMDA, CDE

| 74t 545t
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O, 771 AtOIIM 1070 &2 T SOIH 170 AHflA INDE
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OF0|RIR2 21.6.30 Y4 1/2a%tg MFIH &018 7ICh2|n S
(B 10) =2 7| Z2LH9 Al QAT i 21.8.107|F
ENE N=9 THEHZ | /7 |2 UMTA UM
EuCorVac-19 EuBiologics Co Ltd = 1/24 1A
L AL
GBP510 SK Bioscience Co Ltd Zﬂr%{il) 2
Protein Subunit
NBP2001 SK Bioscience Co Ltd =L 14 14
IN-B009 HK inno.N =L 14 14
GLS-5310 GeneOne Life Science Inc =L 1/244 14
DNA
GX-19 Genexine 2L 1/24 24
QTP104(Quvaceq) Quratis INDAIA 1
RNA
EG-COVID Eyegene (1/2a% A1)
non-Replicating Viral )
AdCLD-CoV19 Cellid Co =L 1/24 14
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21) WHO, ‘COVID-19 Landscape of novel coronavirus candidate vaccine development worldwide’, 2021.8.10
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Protein Subunit

VirusLikeParticle

DNA

RNA

Non Replicating
Viral Vector

Inactivated

CE11) M7 Y43d Tl A 51712tz s F2LH19 i, 21.8.671F

M=
RBD-Dimer
EpiVacCorona
FINLAY-FR-1
FINLAY-FR-2
Recombinant Protein

CIGB-66

NVX-CoV2373
SCB-2019
UB-612
Recombinant (sf9 cell)
COVOVAX
Nanocovax
MVC-COV1901
Plant-based VLP
AG0302-COVID19
ZyCoV-D
INO-4800
mRNA-1273
mRNA-1273.211
BNT162b2

BNT162b1

CVnCoV
mRNA
Ad5-nCoV
Sputnik V
Sputnik Light
Ad26.COV2.S
AZD2816
AZD1222
Covishield
GRAd-COV2
ERUCOV-VAC
SARS-CoV-2 Vaccine(Vero
Cells)
Inactivated(Vero Cells)
COVID-19 Inactivated
Vaccine
BBIBP-CorV
Inactivated(Vero Cells)
CoronaVac
VLA2001
VLA2101
QazCovid-in

Covaxin

KoviVac

IHL7|4/7 ]2 S22 YT
Anhui Zhifei Longcom 2 34
FBRI 2 3
Instituto Finlay de Vacunas Cuba 34
Instituto Finlay de Vacunas Cuba 34
Sanofi/GSK 34
Center for Genetic Engineering and Bio— ] 34t

technology (CIGB)

Novavax 34

Clover 3

COVAXX 34

West China Hospital 34
Serum Institute of India 34
Nanogen 34
Medigen 1 24
Medicago 34

AnGes 3

Zydus Cadila 34

Inovio 3

Moderna 65 34
Moderna 34
Pfizer/BioNTech 97 34
Pfizer/BioNTech 3
Curevac 34

Walvax 34

CanSino 8 3y
Gamaleya 70 34
Gamaleya 12 34
Janssen (Johnson & Johnson) 59 34
Oxford/AstraZeneca 34
Oxford/AstraZeneca 121 34
Serum Institute of India 45 34
ReiThera 34

Health Institutes of Turkey 34
Minhai Biotechnology Co 1 34
Chinese Academy of Medical Sciences 34
Shifa Pharmed Industrial Co 1 3
Sinopharm (Beijing) 59 34
Sinopharm (Wuhan) 1 34
Sinovac 39 34

Valneva 34

Valneva 34
Kazakhstan RIBSP 1 34
Bharat Biotech 91 34
Chumakov Center 2

& : WHO, COVID19 vaccine tracker At2 $H=HI0|22|FEH 3| 7+8

I, T2LE1O HHAl AR =
o0

® o

O EEYZ 71y 20| JHL0| 0|2E A2 MZETHWE (protein subunit)2 34%S AKX, RNAZL
16%, H|XI7H=2H|HO|MAHIE(Viral Vector(non-replicating))2t £&3HKinactivated)?} ZtZt 15%E
AX2HIE5)

(O&8 5) HMAH Z2LH19 YA SHELE HIE, 21.8.107|F

0% 5% 10% 15% 20% 25% 30% 35%

YEe cra

(Ps, Protein subunit)
HIZI7HE K| bto] 2| 2\

(VVnr, Viral vector, non-replicating)

DNA

S LN EES
(Inactivated)

RNA

A7 p o] A U]
(VVr, Viral vector, replicating)
H}0|2{ & [AIIRL
(viral-like particles)
VVr+ K AN Z
(VVr+APC)

EELTIEES

(LAV, Live-attenuated virus)
VVnr+ G AR AN E
(VVnr+APC)

£X : WHO, ‘COVID-19 Landscape of novel coronavirus candidate vaccine development worldwide’, 2021.8.10

O HAo BN 3l B0 714 2 B0 42 HE JLE5IUE If, 28Y 7422 23] ME'ot= WHO0| 7+
UL, ‘ZEFAKintra muscular) &AlS 7P 20| AHSE(H12)

H12) ©MA 229 AR B S, 74, Z2E HIg, 21.8.1071%

Al £0] 314 U 742 S OH, %)
13| 16 15%
[BSESES 16
23] 72 65%
RS + 142 3 2% HE 6
1A + 212 & 2%k BB 28
1ZYE + 28Y & 27t HE 38
38| 1 1%
XS + 282 3 27 ME + 562 3 3K HE 1
0% / Mg 21 19%
Al £ B2
ZrE 3 3%
ZAA| 93 85%
st 5 5%
s 4 4%
ass 84 76%
HIZE=01 8 7%
0y / 8Lels 14 13%

&% : WHO, ‘COVID-19 Landscape of novel coronavirus candidate vaccine development worldwide’, 2021.8.10
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22) University of Minnesota, Data reveal fewer real-world COVID vaccine side effects, 2021.4.28
23) A2, FUO[LES UM ST, 2021.6.30
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24) AMEO|FZ TR O\ {& Qg Mt OLAELAUIZIAL Z2LH 0 Bl by FE', 2021.6.14.
26) QiffrA, DA ZAH, A7 HiH HE 5 AL ARA A&, 2021.4.29
26) tigtRl= gAY, ‘TR0 SYYAWMEE Y=Y, 21.6.14
27) TO|HHARA, ﬂﬂ(J&J) T2LHO A, F 70| ™ 2 XA F, 2021.4.28

HE, R J&J Z2LH9 BN HE 1K, 2021.4.21
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[0 =20 &tst 0|+

O 1Eo{7t=|0] HE3tel A I 34 Zlel ZOIH MIA #idl §59| 7|2 LH AYS R
250] 2 HAS NovavaxAte ‘NVX-CoV2373' 1t Pfizer/BioNTechAtel ‘BNT162b2(Comirnaty)’
O, 7t5 250| FH AL H#A2 CureVacAtel ‘CVnCoV 2 LIEH (H13)

Il Z2LE9 BA M S
o0
(F13) 9HE7|ZY IAZLHOMA §5,21.7.2 7|F
as =
F=3 I Hi7 oA o = (BIO_ e
SHE M= THE7|4/7 |2 572 PHARMA (The New York
DIVE) Times)
ZF2001(RBD-Dimer) Anhui Zhifei Longcom 2
EpiVacCorona FBRI 2
96 %
o ;
NVX-CoV2373 Novavax 90.49 | 0% againstAlpha
Protein Subunit variant, 49% against
Beta
2 % with 2
Soverana 2 Finlay Vaccine Institute 1 62 % with 2 of 3
doses
Abdala C.enterAfor Genetic Engineer- 92.98 %
ing, Biotechnology of Cuba
VirusLikeParticle CoVLP Medicago
mRNA-1273 Moderna 46 94.1 % over 90 %
RNA BNT162b2 Pfizer/BioNTech 83 95.0 % 91.3 %
CVnCoV CureVac 48.0 % 48.0 %
Ad5-nCoV CanSino 5 65.3 % 65.28 %
Sputnik V Gamaleya 63 91.6 % 91.6 %
- 72% in USA,
Nci;‘ir:e\s’ggf;'r”g Ad26.COV2.S Janssen (JOST:)O” &John 41 66.9 % 68% in Brazil,
64% in SouthAfrica
AZD1222 Oxford/AstraZeneca 92 76.0 % 76.0 %
Covishield Serum Institute of India 33
Covaxin Bharat Biotech 9 77.8%
KoviVac Chumakov Center 1
BBIBP-CorV Sinopharm (Beijing) 35 78.1 % 78.1 %
Inactivated
'”ad'vcagﬁsd) (vero Sinopharm (Wuhan) 2 72.8 %
o )
CoronaVac Sinovac 22 50.4 % 50.65 % in Brazl

91.25% in Turkey

£X : BIOPHARMA DIVE, TheNewYorkTimes
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Variants of Interest (VOI) : SARS-CoV-2 HIO|ZA Hz9 S4HHH0| =

=L =

#10|X| (WHO)

Variants of Concern (VOC) : VOI 7|28 &%
AT HACX2H|9) 584 AAE 20|= HO|X(WHO)

Ly T,

Variants of High Consequence (VOHC) : D|CDC2| 2%
ATESH T2 ST AL, AMESHE HALX|EH Q| B IR
H0l|= HOlA|

- (ZEf #10]) Xy ™ HIﬁI’“OE FY fefold s B0l Q=Y &

=

HoiLt Aol oY E TS P28t B Tk542
=
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~50% O =8 Aoz =
- WHOE Hm2jo] 25t &
- 0|2 CDC £t HEHHOIE VOIOIM VOCZE A
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29) Naturemedicine. SARS-CoV-2 variants of concern are emerging in India 21.5.27.

30) SOFALO[IA, "dAl S0 VB F=E QI¥GH= Q1= #0(0f CHoll XIZ7HK| L2l Z4S 21.5.25.
31) ¢gHRA, ‘WHO, ZEHHO| MAXIBIS EICt 7ta8 Mufster, 2021.6.19

32) CDC, Variant Proportions, 21.5.31

33) GAVI, ‘There’s new a Delta Plus vaciant of COVID-19-what does this mean?, 21.6.29
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H 14) 7|28 I2LH9 HO| Hio|2A 28 U EX
WHO OICDC  First Identified
Pango GISAID  Nextstrain . =
lineage clade clade d / Earliest d S8(CDC)
Class  Label H20/s | documente
- Mok Zof 50% &7+
. Q19) QU BEX} KA o2 MIA =5
GRY (for- e ;n At XA T2 MY 55
Apha | B117 W20 | O Kingdom. - EUA HRIBEEMIRO e B2ty o
501Y.V1) Sep-2020 gt Qs
: - UES 3= 2 OUHES = EHo| 2Ft F
st ¥&k 40|
- Mo Zof 50% S+
* bamlanivimab2} etesevimab HUS25t|
South Africa, | RIZH| ZE0] TSt 2IZH0| SX{SHH ZtAdt
Beta | B1351  GH/SOIYN2 20H(v2) O COITor o h s e Aot o1
o7|‘0‘43;ED| Hl’I‘lZE;g 4 o|5t
Variants ;mj;zl OUHE & FHO st &5
of =7
Con-
cern * bamlanivimab2t etesevimab HYZZ A
(VOC) Brazil, RIZH| ZEH0] TSt 21Z40| SX{SHH ZtAdt
Gamma P GR/501Y.V3 | 20J (V3) O Nov-2020 QIOLL CHE EUA HUSEYNRZI} 7ts
Japan - UGBS 3= 2 OUHE 5 FHo| 5t 5
S UA
- dofE 57t
India « UH EUA U EZSHX|Z RO tht B3t 24
Delta B.1.617.2 = G/478K.V1 21A (0] 0 O 0 A7tsHUAS
2020 L gus = wmo) o3t 5 24 T4
ol
Delta 5 4 617.2.1 N/A N/A
Plus
- JmE 2o 20% S+
* bamlanivimabt etesevimab HUS2A|
RIZH| ZEH0 TSt 21ZH50] AZ ZHAGIHS
L}, O] ZHAO| QUMK GISFS OF 4 9IS TR
B.1.427/ United States | TIAZZSRXZH MR 7Hs
Epsilon B 1' 429 GH/452R.V1 21C 0 of America, |« %S 32 2 OUHE S SHO 25t =
T Mar-2020 St A
« 0|20|A R8ots B.1.427 0| HIE2| 31X
Sh A I BHALX|ZH|7L O] 0|0 22HHO|
Variants 2te WS UEHE Hlo[E0f T2t 21.6.298
of B VOCO|A AN statE
Interest
v - 9% EUA HUSESHAIZHO OfS 58t 2
20B/ Brazil, 27158 AS
Zata P2 GRABIKVZ cugae | O | Apr2020 - JWEE & S0l olet B35t 24 KK
ol
Multiple « UL EUA LS EFHX|=HO| et S35k 2
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WHo ebe O XM THAHHE(TRIPS) 22 0]2¢
Pango GISAID Nextstrain st Ideptlfled =
. / Earliest EH(CDC)
lineage clade clade pome  documented
Class  Label EROE (TRIPs (Trade-Related Aspects of Intellectual Property Rights, S22 X|=XHAIHO| 25 @)
Philiopines (H1Z) TRIPsE, 19894 58 MZZAUCH 1994F ER-ISH WTOMARH7| )2 E4FHO 2 AHEE
Theta P3  GR/1092KV1 21 0 pBOZ : i o
Jan-2021 (CHR) Soid, A&, MEH, MEH S XIMRfAHO| TSt &= ChALZE S A-0|D, S|¥=2 A= HELO|
M XEIAHE 250t SHAMPIE UX[GH0F & 2T I+ 204 F. XL HA|A 2L 20l Mt XIZRhAH
« bamlanivimab2} etesevimab HUZ 23| HSHEE EQ6H= Z10| 76t Etof Chotod WTO SX6HZ 7|70 MA 7ts &
RIZH| ZE0 3t DIZA0| AR UASIO
United States ﬁooz_lt;dﬂ:;;;?ﬁ;ﬁié - SlS. HiAl (W) TRIPsE, £ 78, 7322 AL AUS
lota B.1.526 | GH/253G.V1 6 ~ 21F o] of America, || o= = 2 o O’II“*’S—’;% Zﬂoﬂ ot = H1E UBHA 2 7|22
Nov-2020 55/, "~ cTEeTTE
Variants * 519175 (sublineage) B.1.526.10] 2H|S H28 RXMjeEe FS7tsd, g9l & AR 2t 71&E
of (parent lineage)22 S+ 5
Interest MBS K| RHAHH| AlRH
VoD i H45 KRS 2S, QK| 2 B3 YA HA}
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