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“AWF7](room ainol A AFAE 3} =(Sp02) 94% )3t 7

WA X8/ e

HASHA == AS5A 71 AV AL ek A R HECMO)o] Ha3) 3z

L F A g Rer F AN
D ol g Fejar] Aol 171 @ A71%ECFR = @4 ZdolEd) ANE AAsn =
SEEN AFE 3ol o] olRE BETh of o Fof |7 Fol= wld %, 4]
S 0 TRESN LS RUEPS ), of o] Fof A% ofR-E W}
2) eGFRo] 30 mL/min ®|]¥Fo] A} ALT7F A7d3Hx] 2] bHuf o] g2l A

A Fet(AHeEe] FoArE (5 Ak S & Fx).

o
i

o
=2,
rr

Sol7} 4

o

2

2. Fol £
e 421 B Zol(124] o] 4ol 3L 40kg o] 4D
o ofe] AFEE A & 200 mg FACEIET F, B4 BFE 100 mg FAGA ol

. 5o 712

B Fo77hE 5UR Sha, 5Y Tl & Q) Fe] MAEA e A SR 593§
(FAEDL + Atk

A FA7IE 109 o =E STt

RERE
o] ke 30%o)A 120%e] BH 19 18] HA AW TV infusion @k o] ok THFA
M3 =t

o] obe REAZ FHEA WoTh BE B vlolde] mAg PR FHY foe 2AG
% s7)atolor ATHALEake) FoAE (12 mE B AR FolAF B2,
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5. A%l =}
o] ¢F& eGFR 30 mL/minu]9tel 3zl Als Eojyl AAE A g=o)

6. &FE =A € F4¢

D A7 A

HEA A BRF S B §F ulo|% AWtk 2} uho|o] vl

o thole @ HA A7e FATIS whEe Agdl 19 mLe] BE FAESE H7sh

= S
TAAZ e T AEAA ATFAE7
o Wit FAEFTE ¥E W IFFEHIF FAHA G A veldSs HY I
o A 30 FU¢ Hlo]dS ESolEH
© 2 ~ 3% B Hlo|¥e] YgEo] VIR E FokEth Z]HLHH A E g}% gallo|ojo} B}

o AT F, 7 volel 100 mgl20 mLG mgml) AAAMZ B .

o g3 870N A5 wuiT, Fo AL ) vYA B2 8 @4 oRE 89 AAE
Ea) sel@t

e ATAE Holde 54 g Fulg 8] ZA ALBT,

= ﬂlln
2
0
£

FOE A% MAE 2GS YA Astel Fosjop Atk o] e BEAT TFAA
@ons Hg Folde sANE EQ RE mde WA, AsE A A 42
Fogt,

o« ATHR FAE AUANZ FAAZEDL 0.9% FALADAAF 100 mL EE 250 mL
F9 W) b2 5ok k.
o E 1% Al FY MolA WY 09% FASNINAF §HS ATk,

£ 1. A% 40 kg 01439] 4Ql 4o} BRI AT FAS FAUERL] 4 A4
A8 st 0 0 RAATQ A AT A
e 8 | s Fa | Ae w e | 1AL
goto] Ba 87
" g @s 87
200 mg 250 mL 40 mL 40mL(2 X 20 mL)
(gto]d 271) 100 mL 40 mL 40mL(2 X 20 mL)
100 mg 250 mL 20 mL 20 mL
(gto]d 17H) 100 mL 20 mL 20 mL

o HFG F719] FAZISH w5 AHgStel Elol met WolA BRF §H 09% FAE
A A5E W, W 0.9% FAHEA YA GFE H 7S

o VSTl met APG A7)0 FAINE AgShel wolUlH BRI §3 ATHT
FA AL W, dholgo] de g S w7l R,
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e a3k &4 AT FA &d=

o M5 203] Tt A FF o H ¢ T NS =4 gt

o AT 34 §A2 A20 ~ 25T)ollA Hol 244X == 2 S A 48A)7F St
Qg st

?
o
@}
o
o%
ol
K

rlr

kg ol49] Hlat sob HALA WHEL g FANE B 8)A

N
e

0 2 3]y
gl 59 &%

REEE 7 A 7Y &%
30+ 8.33 mL/+#
250 mL 60+ 4.17 mL/+
120+ 2.08 mL/&
30& 3.33 mL/&
100 mL 60+ 1.67 mL/&
120& 0.83 mL/&

O 4ol FANG

1. A3
D o] & Fo we F oS A3LH AAE WY AN A58 AHserum
chemistry), &3} Hl, ALP, 41715 ArH=detEd,
Adoted H4S).

2) o] o2 FA4 AF 2 BANE FEL F eBR, Fo I 2 R A T AVS
g

o
>
-
=
9]
=
=3
o,
o
0Q
=
>
-
=
>
n
—
e
AL
-{m

= o= S . = .
3 FUAMALAYY, T, TE, B, AW Bl Yehe 5 gdevz Ao s 7o
Z =
=

D o] oke] 44

of 1 A
3. B 8AE AF3] FA4T A
D el A5 by Fo)7 9. IHof fAfelA o] Fol” Hx)
2) Aol AR 5 Ak o7 C10. ARl fAfe e BT Hx)

4. o) 3ut-g
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7Hn=1),

(N=516)
46 (9%)
3 (0.6%)
15 (3%)
= 3 T2, 0

516)= 10¥3t Foof

SS9

F

3), ALTQ} AST
FSA Tt

°

(N=532)
41 (8%)
2 (0.4%)°
11 (2%)°
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A eFn
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1. ACTT-1

NIAID ACTT-1
ok YNNGz A

B

Aol A g 7HE AT

2000 == 10¥9(=197) F

1)

1), oft]k7] ol a4 &7Hn

syt
gr-3(n
A4
< 5¥
FoT 33HA7%), 104 FoA 40%H@20%)NA K

1

LI

\

=
o}

A

]
o
=

), =9
1), Fod

}'(n

=1
aY

=
GS-US-540-5773 <

a. @2&H(n
AGAHOZE, A

b.

o
B

H

»AO

oA 5% ©l

5

AE AL,

T 6%), ALT 5716 T 2%, 10¥ T 7% A

QoF

o
Sl

Al

AN B s o]

A

<9

—

H 2. 5773 ¢

rh
ub

o

M
wh

o

n (%)

9] %‘E!

(N=197)
40 (20%)
4 (2%)°
9 (5%)°

3 (2%)?
5 (3%)°

(N=200)
33 (17%)
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a. ofojl=”
b. ofo|i”

E35(n=1),

|HMol&A Z7Hn=5
]dolg4 Z7Hn=4

¢ |
ALT %7Hn=1), ALT9} AST Z7Hn=2), Soj3¢] 25

oA
N
- °
=)
1]
>
k
o
2
=
l_r
24
2
fo
g

GS-US-540-5774 44413
N ARANFoR, APk
(2003} Ak, ool 3k
A3, F FolA 5% o1

Jd_
o oo

aL
(¢}

< 5¢ OE]—TLL 36“5(19%) 10€ Tl 25%( 13%)01]/‘1 B2y
Hud o) dih-g2 7906Y FoAx 7%, 108 T 4%)°]

et
I 3. 5774 AAAISIoA B o]8hg QoF
ol E O] =
LRSS FF. n (%) b2 T b2 T
(N=191) (N=193)

FEOIYTS(EE 53) 36 (19%) 25 (13%)
Fohe orgoldug (1% 0

Sof 302 oPIF TEONUS 1 %) 4 2%r
2. o120l o[ oA BEAlE oA BAEA Lo,

b AR 4
c. ALT £7Hn=2), ALT?} AST £7Hn=1), 1olu]=XMo]g4A PZ(n=1), 85 ALP
F7Hn=1), WA(n=2), A4 Za(n=])

YRAY F ol oF FelwolH 2% WMoR HuHoL YHHOE JuslE ol
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@) AFAES FHIA FolR B
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obrl s Hol Ea Z7}
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ﬁﬂ% Adee taez se FREA,
9-

505901 4 Al E A= o] ¢S 59

olFE7HE, ASNE 1 dFAF

EE 10943 Fofnt Fo
T}, n=8)o| A F5Z02%5%, n=D ALT Aol 208 F 9HoA RuEa
Z | aHAh 5Y FAFMm=9NAE= ALT 77 B
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ACTT-1, 5773, 5774 AN Q@olA o] ¢fs FoAurE F2U19 Ao A 3% o] Hid 4

AR o) 345 F)e 7+ F4~69) A A=A

4. ACTT-1 Al3loflA 3% ojrxtoz By AMeALR] o]AH35 o]Ah)
AR ol () REE BE=
=gET (N=532) (N=516)
ALT =7} 3 6
AST =7} 6 8
ula] =2y =7} 2 5
SotEld FejojRla 74 18 20
22foreld 57 15 1
eGFR 214 18 -

239x 27} 12 =
sluzesl 1o 15 22
TEEEIPY 11 18
=22 gUNY 571 9 4

o] E ol

HadeA ol (%) 5(E =_'2—(;)(I];)?_—L O(N =19(;1):'L
ALT &7} 6 8
AST Z7} 7 6
SotEld Fejojda T’ 10 19
Feoleld =7} 5 15
2230x =7} 11 8
=28l Ui 6 8

a. Eo] 5 wAist AlSALA] oAl 2, =22 DAIDS Ver 2.1S w2
b. Cockcroft-Gault Alof] 27t

H 6. 5774 Alglo)A 3% olto =z BuE ASALR] o]iH35H o]

AAAPA] o], (%) 58 T 10¢ Foi EFX 2P
(N=151) (N=193) (N=200)

ALT %7} ) 3 :

Fefoteld FejojHAa 74’ 2 c ;

ZFEIQ= 57} 4 2 ;

oleg =l A 3 " ;

a. Fo] & Wch APULA] o]goR, 53 DAIDS Ver 2.18 o5

b. Cockcroft-Gault Alof] Z+g+
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FASE BAT AT, o g FolPe 5 Zzegl AFE wUHT S,

6. 5 2&

D o] kol ofF FEHEAGANGE FYHA Wk,

2) o] o3} JEFASREAEE FEEA)R] PEEolE BAHA ek 5
NEIE ORE S &

3 AgF W AE A, o] ok CYP2CS, 2D6, 3A42] 71™oln CYP3A42] As|Alo|t). T,
OATP1B13# P-gpe] 7]& el OATPIBI, 1B3, BSEP, MRP4, NTCP2] A 3} A o]t}
7. YR, FE, Lo, A 7 Fo
D 47
o] ekl Al T =l W3 I ARE ok A Folle AR FAAdol 5 H H
oto] flside Aelets A-golwt o] S T3t
g g BE7]E o] &3 weiAEAE AN o oF 20mg/kg(thAbAl el AUC 7Rt 2 H7}A
A BEEF 4 ST FAANTA FAo] BEHA IS
HEE o] 8T Tl R 27l EAAFAA o] oF 10mg/kg(thAHAl 2] AUC 7Rte = H7}
Al DG AREFY 13 G ) T, FAl, woke] A 9l AE wjoke] HavE wE
H At
2) -
Abgholl A o] ¢fo] RF{E Tl MiEHEA AR SAHA LB
sEolME o o= ErO% e RAZRE FiHE T2 A70A o] of Bl tiAAIZE AEH oM,

o=

29 H}Olﬁii gl St = HpolH 2 Hupe} o] of Fojz Qljh of
ol dHhge 1S, ot B FRERH e g A EE F AR ol 4t
RollA] o] ofe] YA HaAdH o] ofF e AR VA ZEHIE obrlddA mE F Sle ?

8. 2ok R mAReIA Y Fol

1) Ao}

o eFe 124] o] golx 40 kg o] 4Ql Ao} AN kHA B FEAC] BhH AT
47 Ao 3999 124 oldolm 40 kg o<l FxelA o ool Eel® uh glovk,

o] FAEo et YFAZE ASHH o)

124 vlRko]l At 40 kg wRkQl Zofoll thdk o] ko] kM4 R HEHL FYHA Agt)
2) 1B

o] o2 & HHE RUHHSHEA FARA ARG IRt og uHAE 3H AA,
AR = A7) so] AdtEo] 9, FHkzAZlo|} y|Ygeo] o WwiWMElth 654 o] 3=}
oAl A o] oFe] okEdt ARE FRlFR Ut




9. 7ol Ao A o Fo

Ao BApo o) ekEd ARE Qth bR FAtolA L A FQ ofRE= 5olEx
At

ol Ao A = freldoel S A3 ste ARt FoH, 1H7s AAE o] oF

of A3 FA7IE T wid AAJste]of ot

A

10. A7 o] 3x}of| A o] Fof
Aol x| A ] oFEdt JHE= ik A #
30 mL/min "9l A} = FA7F AAEA] =

Aol QAL A3lslA] 2= 3, eGFR7}

ﬁ]
o},

11 }FFAA ] X
o] o] BFEel AP gtk HFFoAE BAYE RUHY, S
Aol x2S AND o] oke] FFTolo] thE ASAE gk

bl
ol
o
jud)
T

rJ

12. A4 F9
o] ok T8 ofE3} FAd FLIAE ShETh FAGALAUSF o)) T gzt
zqsm_q szo]Q;q oLob;]_

13. 2 9 HFFY FYAE

D) ZAe SAAZEY - QT T Hlo]de 34 g Zu|= 9] A AFL Z-Ujr

2) A3 F g Fn)HE F LY 20~25C ol A 244 7F, 2~8C ol A 48A|%F e+ s}t
% HEFZFEHMAMEHE) AR &2 HH =2 55

1)  Remdesivir for the Treatment of Covid-19—Final Report(NEJM, ‘20.10.8)

2) Clinical and Virologic Effectiveness of Remdesivir Treatment for Severe Coronavirus Disease
2019(COVID-19) in Korea: a Nationwide Multicenter Retrospective Cohort Study(JKMS, 21.3.7)
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O

1.

16 B ELHEN
f5a%
PCR At 5¢ 53] s2ihulold 209%-1971 839 $A2A, g F ol skt o]yl

2)

2.
D

KN
2 45 R ToT AU H &ok12A4) o4ela, AT 40 kg °14) A

gt AoHI2A4] HFF == 40kg mIYH A}
#H =
é_llﬂ%ﬂ(room air)OH/H /&iiﬁ},L(SpOZ) 94% o]3s}Ql FX

—|—‘

WAEH EE Aed AR A A L HEMO) et 87

ol ZEuble| 2 dS-197F FXE FARRA, FFo UdyE

oo

o]

(&9

ol A R Fs F DA

o] kg Fofsly] Aol /)% W AN7)EGFR EE B Zdokeld) AAE U4
slo] Fof 2B WEITE o o Fof STt Tl WY Ws L A5 BUEY
sfed, o] ofe| Fol A% of¥-F Wi}

eGFRo] 30 mL/min/L73m’ vITAF 7% o4 28Y olshe] wAAAobe] A5 B
Zelobeld 1 mg/dL ool ALt ALT/E A434@1e] 55 o3¢l Bfels Folt
A7 ETOLEge] FANG 5 AwE Fo g Fx),
A 5ol 5

ES - EH Lo dRels 8
sobel Ml A §FE AL HUoNAE FFF PRE wHOE I u
o AEH U o]

ok &= B (PBPK; Physiologically Based pharmacokmetlc) ndgs 53

oFS Bty gEE oukﬁ o) o] QS A EE A

AVTCLEAS] FoAkG 8. 2ok 3 RN W Tol” G B2

o AF 40 kg o2 4o} o] ofe] AAELHFL AA E 200 mg FAHERH) £
A E3E 100 mg Fo(FA-g=olth

o 7% 35 kg oA} 40 kg W] Aok o] ofe] WAgEe AR Y 5 kg FARIEH

A 2RE 25 mglkg(frA8) Fofolth

(

¢
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E1 &0 FAoA Y AR AY B &F

A5 B8 (1€42b FALF QYA o))
220H3.5 kg ©]4, 40 kg "9 5 mg/kg 2.5 mg/kg
Z~0H40 kg °]*) 200 mg 100 mg

2) ‘&% &3 2" 9 st FA
o o] ofo] FAEHS AA & 200 mg FAGF}EY) F, =4 B AA 22 7
100 mg 4 FA(FA &) ot

2. 3T 3 $5FT @AM AR &F

A= B3 1gzh | FAELEF CEAF ' 3¥AD
A1 & Zok124] o]delar 40 kg o) 200 mg 100 mg
3. Fo 7|zt
D ‘&5 -83% 1 9 sigst= &4
o BF FAVIFS SYE &L, 5Y Fo & A Sl AAAHA ¥e B F
7FE 593 BA(FAIEHT + Ut
o AA| FH717HE 10¥ o E T}
2) ‘&% &% 20 o gk &R
o o] k2 FEUI9 A Xds W Thed we, O S Ed 7Y o]
ol Fo7} AlZkE ook o}
e UG FA7IHE 3dolth
4. B U
o] ek 30&NA 1208 AA 1¥ 13 F& A FAUV infusion)$+t}. o] F <&

FAHIMSHA stk
o] ok BEAG IR Ptk B SF vlolde] MG PEE AN §UL 2AT F

H7|stoiok ITh ARGl Tt 12 B 5l FHEde] ey AR,

5. Al7el 2=t
D o]l ofF B A @ BV ¢ wjd eGFR =& &3 A olEld(AE 79 ol
28¢ o3l whatAlAlopS ZA
- Axof (28Y o]/ 1A mIRD
- eGFR: 0.45 x (A17Hcm)) /| €4 =7 o}E]ld(mg/dL)
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- Ao (1AM o] 184 m]¥h)
- eGFR = 0.413 x (X1%&(cm))/Scr) 41.3 x (A17(m))/Scr)
2) o] <f x3HE HIFA weEE 2Ad LB H| 22U EE(sulphobutyl Ether g
-cyclodextrin sodium; SBECD)2 217< Sl AA=HI 47|50 Astd A=l A
SAHBE, A o]eo] HAA $@-g F3stA &= g eGFRe] 30 mL/min w9kl

) -
| -

=
Ea

A1 Aob SR 28 23 = EA AdotEld H4ASo] 1 mg/dl o]

2l
GHARALAYOH AL 7 o] 289 olshel A of ofe] Feli WAEA i

6. XPgl A}
D o) @Al N S 2Ae] a4 ot FANA ek FAH ool 7
AH e ABEE Ao o] ok *}%@E}.(A}% bol Folagr ‘1 Ax
3 ohe BANAE AFSHA FAT R0 4 Ao BRI G FE)
2) o] o £l A 9 Felr|zk F MY )% 7&*}(*—4%@& e AAw

7. %= 24 3 4

D A<l 2 40 kg o] Ao}

D) AT7A A=

HazolA 2ot 4o &3 & nlold<s 7t 2z vho|dol thsf:

100 mg/20 mLG mg/mL) A A2 gHo
L g §I1NA AT wEith Fof AgY W m¥A B 8w on

2 34 A
o= <
gomz HF Fo

Foj @),
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CATAR FAE ANANIE SAARELE 09% FASAE A5 100 mL E== 250
mL 79} Mol F7bE 3480} Sk,
L3S AHgEte] F9 wolx Wl 09% FASAYAGF 84S AHTT

b}

#3. AU B AT 40 kg o] de] Lof FAM AZHE= FAL sRAZEE F4 AF
A& 0 0 ZA _9_/\ /\]0:]
A An| 2 83 = /\}z/\jgloﬁiﬁ Ozgo/? ;nr oﬂ]-/&-] i?ﬂ 3} A AT T4
= — o T TaT e = 7 %91194 go %E'
T O
200 mg 250 mL 40 mL 40mL(2 X 20 mL)
(ko) et 27) 100 mL 40 mL 40mL(2 x 20 mL)
100 mg 250 mL 20 mL 20 mL
(alo]l 170 100 mL 20 mL 20 mL

L AEY 2719 FAIG S gt Edol wel Mol Baw §He 0.9% FA
SAYAGSE WD, W 0.9% FAEAe S Hola
20 whel AAF 2718 FAIIE AHGEte] dlolUol A BaF S o] AFHT FA

B o

82 W, vlo] el e WALE Seje H7IF

Bad §Ho) ATHY FA §9e FY B $4 Bk

W2 208] 71 Ak ol W ke gl TPV WL TEA Ptk

ZAT B4 G Q0 ~ 25C)NA HAh 2447 B 2 ~ 8T FAILAA 434

r‘—}l—l
of
r O
2
o
O

-
kv

E4, 4 % AIF 40 kg o1l o} BAelA AHHE FAE FAAR BT 84 §9
o FY &%

RS F9 Azt 7Y &=

30+ 8.33 mL/&

250 mL 60+ 4.17 mL/3#

120& 2.08 mL/&

30+ 3.33 mL/&

100 mL 60+ 1.67 mL/&

120& 0.83 mL/+&

2) 40 kg mRFe] Ao}

® A7H A

BEzolM BEF 5o BE §F wlolLe AWk 2} vho|do] thl:

vl g AAY A7) FAIS vhsE Mgl 19 mLe] Wi FAESE Wbet
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L BF FALSE WS 0 AT FARA @ A vlolkg Al
= =i
= =

= :
-2 ~ 38 B¢ nlo|de] Y gEo] e EE EolErt ATAE AFELS ge g9 o]

- Hpo]de] Wg=o] s elHA e A, 0% T G vlelds £S5 2 ~ 3

AT % 2 oIS 100 mgl20 LS mgiml)e] WA o] Sol 2t
L g3} gU160A b5 Witk Fol A 89 W MEA 2 L WA RS

B B9 U 82| Jleltes FolEt) Hlolde] Ug&=o] 93 SaE Wy Ba
L A9 o AAE wiE

r°*'

A B3] Selw,

- ATAE Held 2 3|4 & FRIE Hs SA AT

2) 34 xl%

1% mgiml, FA1E goe] & aTHE FYFL AF suke] 5 mgkg el £

AL 09% FALA RS F 9 25, 50, 100 mD) EE AAF 279 FA]

Folalof @t o ool REA

uE

S Tt 2AE AN, TR 24
i

N .o

X

2 3?— 7} vlo] 2 100mg/20mL(5mg/mL)2]
2 TPV o] FFAL 0.9% FASANESLE Aol A
= 125mginLe 5 45joloF ek

o,
&
>
=

it
off
A

[e3

e

2.5 mglkg A &%l wt Akt

r°*'

A 358 937 A §

o} el Alg® 4 Utk AR £FE 125 mg/mLe] 3
ol B2 £ §AOR [V 2US B SeiHT)

L FA)E 50 ML viRke] §FE FYT W AT Utk
L ZAT 54 ge AeQ0 ~ 5TINA A 24X EE 2 ~ 8T WATAA 484

3k E3F Qrgsieh

IV e E§ 59
125 mg/mLe AE HHAEE & 79 SAoM ATHH AL SAVI S w
¥ 7S 09% FASYAAIS NV N Tua
ARG 2719 FAV) AN vlolel A Bad 240 AT FAL DeA
JEERTIEICY

- Bk 849 AFAHTY FAE FUAHIES 0.9% FASAYAEAT T Wl &4

S g 208 A HFo] W kel GOl BPA

rfot

£ golo} Fek



£ 125 mghml AUAMIZ gl A F FY §H7 FUHAL O = AW =27

. mjolatel A Wast §1e ATAH 100 mgml 6 mgiml) AAHZ §Ag FAy
= W, 0.9% FALALAES B wle] HE BE 1.25 mgml Au A=
golo] FER F}

L FAE 203 Fo] FFAT

—_—

(3) %ol A%
ZAG BN TE kR FAo] Folshx tth o] oF 0.9% FASANES
olsl9| the FujRe] gzl Mgy HAEA ekgich

S B4 g2 #5 7|2E 7Y SEZ Foah

E5, AF 35 kg o4k 40 kg FIwe] dof AR DRHE FAS FAAZ BT 4

2o
g9 WY Y &=

l‘

9 9 84 T Az TY &5
308 3.33 ML/

100 mL 60 1.67 mL/&
1208 0.83 mL/%

308 1,67 mL/&

50 mL 60 0.83 mL/%
1208 0.42 mL/%

308 0.83 mL/%

25 mL 60 0.42 mL/%&
1208 0.21 mL/%&

FFa T SRR FUT F S0 Justel 243 & A
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Ast=USH) o1 d-s, TS o] dutg, YA P EolefEe] FHE ofr|Sh
o] 4HLE, 5525 H) °olFe AHIHls-o 7 A 3E AT
% 1. ACTT-1 YA FollA Bag o] duk-g QoF
ANdE sl eFE
o] ukS-o] ER n (%)
IAdee) 25, n (N=532) (N=516)
okEo| AutS(35F oAb 41 (8%) 46 (9%)
ZU3 SFEol S 2 (0.4%)° 3 (0.6%)
Eof F0g o|F . ]
orsol e 11 %) 15 (3%)
a. 22Hn=D, Fo #H vk-$(n=1)
b. W2kn=1), ETBA w-(n=1), olu|xr] @] T A Z7Hn=3), ALTS} AST =7Hn=1),
GFR #ZA(n=2), 4 41<&4n=3)
@ GS-US-540-5773 AAH e == 72119 A 342 o s 3 229 A
7 AdAAFHoe =z AFeS 59(MN=200) == 10¥(1N=197) F39 )
oFE o] A2 o 59 Eo T 33W(17%), 102 BT 409 (20%)) A B 1E
T TolA 5% ol BRig o]AHlee FTAGBGY FEAT 5%, 10¥ FoAT 3%,
AST Z7H5Y B4 3%, 10d £ 6%), ALT =716 BT 2%, 10¥
Eo T 7% R
2. 5773 AN F A BE o] Aure g ok
59 Fol 109 %ol
o] kg0 FFH, %

] S FF, 0 %) (N=200) (N=197)
kB S (LE 55H) 33 (17%) 40 (20%)
gt FE-o] gut-S- 3 (2%)® 4 (2%)
Fo S-S o738 oFEo| kS 5 (3%)° 9 (5%)°
a. o= Aol &4 Z7Hn=5), 7}& A Z7Hn=1), Tolv|=Hola A &Z(n=1)

b. obmer Aol fa E7Hn=4), tEA E7Hn=D), A Z7Hn=2), wobmwHol Ea
8 =(n=1), ALT Z=7Hn=1), ALT9} AST Z7}n=2), Eojxe] B 2n=]) W7 (n=1)

—‘?JA}SH HH A, 1711
o 5Eﬂ(13%)°ﬂ /\i

o
AGY FAT 7%, 102

4

E

29 9d BAE oz @
J(n=19D, 10¥1n=193) =45t}
59 Eoii 36%(19%), 102

A BaE ol RS

o]
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3% o)A BHaH AHA4X

o] 4(3~4%

F 4. ACTT-1 Aol 3% oldoz Hud APad4x o 43eF o)

)

APAFA o4, (%) e e
A o
T ’ (N=532) (N=516)
ALT =7} 3 6
AST =7} 6 8
Qg 29 =7} 2 5
A oteld Fgoje s AP 18 20
agoleld =7} 15 16
eGFR 74 18 24
FEILE ZV} 12 13
JrIFEn i 15 22
Jz3 a 11 18
I ZEEHAZE FV) 9 4
a. Fo T BASE A¥a4x oo s SFS DADS Ver 218 wE
b. Cockcroft-Gault 2ol <A+
¥ 5. 5773 A AoA 3% olAte g RuE AFA2=x o]AH3SF o]AD)

. i AN+ ] oFt

A2 o)A (%)
(N=200) (N=197)

ALT =7} 6 8
AST =7} 7 6
A oteld FojE s 7P 10 19
I oteld =7} 5 15
FFILE Z7} 11 8
uEFEw A 6 8
a. Eo] T urAlgl Agalsx] ooz =3F& DAIDS Ver 2.1 up=

b. Cockcroft-Gault 2ol =7 gt
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shel, Theo ASelt o] ofe] Folg Fudith
o 712t & ALT7} Astxle] 5ul o HALT7F BA3a o 5u) wuto s 3

L ALT 443 34 ALel =9, ALP, INR9| o] s AL, e Z4 =x

4) S| ESANEFEZEZ2A(EE FEEZA)F] HEFY
Al AFoA S22l o] ¢k Ax U tiA ¥ Fufold 2~ S Adste
37 AL o] oy N EANFERZAEE FEZA)HAY] HEFAE

A A g

%4 A9 (sinus bradycardia)
Al B0 FAAA O] HuEJow, EE upA| e Fo £ 4 o]y IEHEHIJG.

6) ZEEEN AIZF A%

F2H19 3AE e E 3 ACTT-1 A golA Z2EEW A =& INRY A4
Hofatol wisted © HIWs] dAgstAT. 8 AP A EANA = X 2ol vt
AHEA] FUTE JFHOE HQAg A, o] s FARE ¢ ZZEEN AES

EUHY gt

6. AL

D o] <fof] gt FETAEATL FHH A ottt

2) o] %3} FEEANZFEEA(EE FEEZA)H HEEAE AAEHA Fe=th( 5.
ARt £ 3 )

D AFET W AF A, o] ¢k CYP2CS, 2D6, 3A49] 7]&olw CYP3A4<]
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As A oltt. =3, OATPIB1# P-gpe| 7]& o™ OATPI1BI, 1B3, BSEP, MRP4, NTCP<]
A 3 Al o] o

7. t]l:l’ AO'I:IOZ" EHg]_ 01

1) O]H
o) ete] 94l F wZol tl@ A4 ABE ATk A4 Fole Ame| FolAo] A%
3 oo 984 e ot o] oke =iy

/\1 ol A o] <F ZOmglkg(ﬂV}ﬂH AUC 7|qto =

B A AREF
=% olgd FE% 2 274 HEHM 2ol o] o lomglke(chAA18] AUC 7%bo 2
B7hA A4 AeFl 136 NG W) FolA, FAL, wole] g D AE wjofo)

2) ST

AL A o] ool
SRAAE o of

mlo "

AEHoH, ot o \
=29 wholE 2 $4Q FolelA AT Y wholg s Mutst o] of Fojw
A% oFFolPUrSS TEHW, Fobt Bi FREFEH AL+ YE WL g

Aol o9& AmolA] o obe] QA WaAw of of m el 71H e}

o

of7IoAl mA = A= A A HE=H | oF T

8. 2o} I mEAA Q] B
D) 2o}

o] ok 1241 ool 40 kg ol Aol AN A H fFEA ] FIIH A,
A Ao 3999 124 oldolil 40 kg o149l BAAA © ool Feig w9
oy, o] &AEd e YAEE ATE .

124) mgko] At 40 kg WIWHQl dvobe] ThdE o] ool QhxlA B fEAL HUHA &
3kt

2) 1A
o] ok A IS RUHIHUA T ALPTH ARHOZ 1A 7L,
A% 4% 5 ARYIS) AstEol n, sedsel Jgeel o Wusie 654

olike] FAOIA of oFe] oFES Hui A ekgir,

9. 2o FAeA 2] Fo
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Foll Skatel A o] of&st AR = gla. ol SAtelA &3 =4 B2 oF= &<l

o},
FAANAE gl g

l = )3
o A7 FA7I F W AN of FTh.

o)

iﬁZ

ol N oX

o

Dy

Lo s
_O,L
rlr
o
=2
rlj
£
ol
)
)
N
off
i
>~
2
i
o

all

10. A3} Fapol A o
Aol B kFS PRE ok AN FIHol AL FANA 2 @,
eGFR7} 30 mL/min #%Hel $HAbol= Foizh A4 ek,

1. FFFeiAe] 5]
o oo BFEe] AP Gt FBFAAE BLAF wUHY, YdE B2 5
G A4 aRE AN of o HBEolo] A AZAL ST

12. % g39] F9

o] eke ThE ok} FAlo] ek A orETh FASAYAGS ol9e] BE &
shel G HAHA Wskeh

o] ke WEAE A BB 2Al T ALHA YUAL B ATH FHL
w715ke] oF et

13 5@ 2 AP FING
D #48 5AAZED  ATA
2) 843 7

s},

dolre B4 g9 FulE s A AT
& 20~25C ol A 24A4]%E, 2~8C ol Al 48A1%F HA

oo
©
My
h:)
it
N
1
o H

14, AEHE AR
D ke #&
D #8714

AhAH 2 FEFH2AE g B3 4Hribonucleic acid; RNA) F&Fa 4 A A o]t
-AHA R EE old A FEYLEE ATGER, A Yo thAE o

etz or A FIFHU AL ARJIA tAAIE AT

- Y AR E 4FQIARS ob =4l AFRl4Hadenosine triphosphate, ATP)S] fAHA 2 2H&-

gty Z 24419 uvlo] 2] 2~(SARS-CoV-2) RNA ¢]&2 RNA &3 4(RdRP; RNA
dependant RNA Polymerase)ell ]3] 414 RNA A&l #HAY3L7] {38l AA ATP 7]
A7 AAEH, o]= Hlol#El 2~ RNA EA = A& JA =85S ;qomﬂq,

- F7HERL FEI|H o2 AYAEE R4k FEHLEE TR =& uw dAS =
Hlol g 2 S E 49 read-through A3}=Z nlo]#] 2 RNAS] —’,‘—b‘é o] &%} RNA
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G4 AAT & Utk wpoldx RNAY FFo] duAu2 e srt 242

w, FrRAQ] FEULE =S 2% a3 HAE o] Hpol# 29 RNA ¢Hd-& Asizltt,

(2) A 9] gntolzj 2 &4
AAHIZ2E 3k Q7 7=
M EZ v Fufolej 2~ A4S
nMe] At

AL A3 A EQ]l Calu-3 M3 2 AS49-hACE2 M A= Fo & 72 AI7F 9 48
Al Zkel] EC50+= 280 nM € 115 nM o] it}

Vero Aol A SARS-CoV-2¢ thgt e AH| 22 ECS0 g2 T 3 2447 A[H o
137 nM, 48A1%F A5 ol 750 nMo] AT

43 (HAE) A& Oﬂfﬂ SARS-CoV-29| 47 &5l thsf
Homw, Fof 3 4843t 50% +& & =ECS0)= 9.9

l

RSVell Ztdd HEp-2A| 2o 4F =& w=9 AuAv =2 F==AAu0de ¥&
A, FHARI =] Fufolgf 2 B L SEEZAJMNA Y&l &F o|EFow

A et S22AR/MNA Y] =7 Sl wet AR =2 EC507}
S7Fst9 a1, A549-hACE2, HEp-2 9 QIZt 7= FaMZeA S22 A F=7}
Skl weh AR 2 ARlake] Aol FasR T

(3 WA

o] ¢ko] FZU19 ulo]# 2x(SARS-CoV-2)ol tigk A dAY #HHE A4 Ass
AT}

AA7A o] ekl g ME v ZE U9 vlold 2 A EAS HULEA et
AA 7 CoV 7d 1 vlole 25 ARE3E FEAIHIZ S AlZ v A ZEodE 2
Ao A H 2ol disf 5.66) 7HAE S Folsts CoV duked A4 H%L Zk7] ol A
vlo]# =~ RNA 9J&Z RNA 3849 2714 X 3HF476L 2 V553L)=2 2= o)
Ao violgl e ME uj oA vlole 2 AP ZHAE B SARS-CoVell &
Sl X BHF480L 2 V557L)S =U7E A3, Al uj okl A E“Eﬂ AR =) o gt
ZrZdol 6l AP vk B4 SARS-CoV 7] o] ofsix it

4) 55 EdAY X5 &3}

kS Hod %ol 22 U9 7Y =doA Fnpoly s AL BHAY ZZU19
olgf2 HF 12417 Fof 10 mg/kgE, °ol%F 1¥ 13 bmg/kgE IV bolusZ Fo3}

, AT EFEFA FoAd vlete] 387 A o AF, #H ¥y Z

H W, # ulo]#d] 2~ RNA X7} 245t

-t10>’~85~
2 o 2
_lﬁé

2) ok53tE A

_7’|_



() 53 B

A A B 2} hAA o] gk ¢kE3dF stelnlEls oS % 63 Zrh A73E AelolA
o] ok& RHERASIY S wfo] AuA|HZ e} thAA o gk ok serHE & 89
A A 3FA T
# 8. WA u 29} thAFAI(GS-441524, GS-704277)2] k53 E4
[ @AoAmE [ GS-441524 | GS-704277
5
Tmax(hr)® | 0.67-0.68 | 1.51-2.00 | 0.75-0.75
J¢ ggan
88-93.6 2 1
AgE%)
At I
) b 88-93.6 2 1
23E(%)
go/g4 A 0.68-1.0 1.19 0.56
]:]H/H
t1/2(hr)° | 1 | 27 | 1.3
o A
CES1(80%)
A = Cathepsin A(10%) - HINT1
CYP3A(10%)
|
za 24 A= 04 oA Al S active oAt
tubular secretion
Sl A E(%)° 10 49 2.9
A (%) ND 0.5 ND
a A AHI2E 3087F IV inf.(GS-US-399-5505)
b 7 1 EE ANFA 5 &3 Tildge ZAE AHA S+
c Z97HGS-US-399-4231)
d 3 $(GS-US-399-4231)
3E 9. ©] oF 100 mg= A7 FAANA vHE AHEFEAA FAGAHIZ D fALA]
(GS-441524, GS-704277)¢) <3t detu| g
vlepr| e, B H#(CV%) el REIE GS-441524 GS-704277
Cmax(ng/mL) 2229(19.2) 145(19.3) 246(33.9)
AUC(ng.hr/mL) 1585(16.6) 2229(18.4) 462(31.4)
Ctrough(ng/mL) ND 69.2(18.2) ND

CV: A<, ND: E-=(Fo % 24 h)
a) FAEA R == 3023 IV inf.

(2) 55 BAZ
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© o} 7

deofel A o] B AM 2 oFES B FAEA gkt

dotel WE A SMEFE AYFH S AL TAZ F ABINHS

o] g5t

AR Th 124] ool 40 kg o] 4<l Aojel A AAMZ B thALA o] A AL

o
N8 sE= AT AJddA BE2E A% FAS Aoz dF5dHn
@ A7l
Ao AR =] ofFsh2 Aol fApoll A HFIEE A et
Q@ T+l

e A E 2o oFEete thgol @AM BFrIHA stk

(3) tEds e
o] ok ol 8¥ FEHTAE WIHE AT YYD FYHA Ao

2

Al Al FolA FAdAlv 2= CYP3A4, OATPIB13 P-gpe] 714 o)L, CYP3A4,
OATP1B1, OATP1B3, MATE1¢] SAA| th.
GS-704277-2- OATP1B13} OATP1B32] 7|4 oAt

3 dIAE HE
(1) NIAID ACTT-1 441§
HZ2U9 ol SdE A dd@Ae] AL, olT vk, g J3T
Aol FEJTH1,0627). A FAES ‘
oty Al 19 200 mgs, A2~10¥€ el 100 m
A F A7)
A -&(%)d ND 0.5 ND
a FeEAHIE2E 3023 IV Inf.(GS-US-399-5505)
b+ A Bx ANFoA T= o2 @i IAs SAFHA &=
C FYak(GS-US-399-4231)

d 3 +(GS-US-399-4231)
102 Aol B dst= FF F47F SE=E A
o] Al@ollA= SpO2 94% olst, TFE& 243)/% o, AT B Ee 7|48
293 A7 T AoHAT
O 5 stuol sigsts SA7E o 7hesidth: A3 A<s, SpO2 94% o3t
Haqta HQ, 71487 28,

L

oQ

(!

Hlo] =gl o) Adthda 542 thadt 2o Hd A% 59416564 173 36%);

_73_



W 645 9 53, Fl 219, Aokl 1k, e EE ARA 2
AEIFEF B4 1058, AA B4 F FF BA GTIRAA FAT 90%),
5CTel A B2 i ECNOZH Ba® A5l g NMe SuAne
THGL%), M%), 28 FuGLHAL, SHARe] ExE = FolA fASAL

12k 7 es o 5 299 oluiel F SE/AX S ARte s, IES HY e
Hx a7l @75A @3 ¢ o3 oshd A7 228 dde= %AHC’iE‘r
S E7FA o AZFE AETE 109, Hofka 154 (F E5 vl 1.29; 95% CI 1.12, 1.49, p <
0.00De] AT B 5712 & AN TY#ES BF/T5T SAA0SH)AA Al =
AoF oA 25 S5YolA(F]EE vl 1.22, 95% CI 0.82, 1.81), 5% HAH957)l A
AT 119, Hofa 18L (3] E+& B 1.3L 95%Cl 1.12, 1.52)AT.

T8 22 HriHaes 15YA 83 A ERE HUIRE A FHE, e &0l wet
H7HE Ao

1. Y d, &5 AT =

2. v, &5 A7 Qs AVMEA Fe

3. ¥4, AaXE BEFQ, oty XA 238

4. J9, Aaxs BFQ, oty XA g

5. ¥, REAks HQ

6. U, ¥IREH ] BE AFEF A4 e

7. 949, 53 7IA®] == ECMO

8. }\]_UO]-

ARbA o2 Ao A 15€9A & F =7 6 MAEJATHL2LEN] 1.54; 95%CI 1.25,

—

9D.
2997+ A o] AMES AT 11%, 9 15%ATHHR 0.73; 95% CI 0.52, 1.03).

(2) GS-US-540-5773 AA1&

ZRU19 AR Ay 2AoA AAZHE 9% olFtelq H A&

PAAEE 27170 Qe 124 o] 49 BAE e 3 wRAWA, T
7@ QAN oA o] ¢k 5% Eoj(n=20009} 108 E(n=197) LS vlwsATh
RE dAE BEEAES 7 ARG AUARZ 200 mgE T, T o]F 100

mge 19 13 Tt A7t Hdstes 45 Fo7F S9HEAH

kel
[t

.

Hloj =gl o Adthda 54 tha3t 2o 9%

g T&A 6LAIRE S 20~9841);
FAd 64%; W1 75%, 521 12%, oFAloksl 12%, 8|23y =

= GElA 22%; 71A 87
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= ECMO7F 875 & A= 10¥ FAFol 5%, 59 FoT 2%R 3L, 75
Mavh aTHE b 109 FolTol 30% 59 FoFel 25% Atk A Tol A =4
BHIIE B YU FARE T 2olA FASAT,

12k Frhies A 7 =R it 3 FHE, s E7l w2t
B7HE Ao

1. }\]_UO]-

2. 449, A54 7IASY] == ECMO 22

3. 9, WAEA &7 e AT A B2

4. A9, AFE A4 de

5. 99, REAA B, ot HA B

6. ¥, Hetha Bl ofshH HA EE 8

7. W4

ol ~gplo A o] zto] & BASA S o, 14l Y A dEHE 109 FAT 5Y
T A FAFSEATHA A E 7iAdel tigk @=H] 0.75; [95% Cl 0.51, 1.12]). wlo] 2
ghlel A o] ztolE BASAS W, 3 &5E HY AIEANAE 5 T3 10
FATAAN FAXHCE 77 Aols BEEHA Fodh 28%‘7%]1 EE <l %
AP 5 Foia 2 109 FofollA A2 12% B 14% 3.

(3) GS-US-540-5774 A7¢A1&

Z2U19 F22 AW g7 2400A AAESIE > 94%°)al #H &2 WA s
SA7F A= 124 ool i FAE ez 3} FAANA, e E A4 E
oAl o] ¢ 5Y F(n=191), 10¢ F(n=193) & % FFXE1N=2000= Bl 3}AT
EE dAe £2A 59 3 A AHAR=E 200 mgE Fodtar, 1ol %

100 mge 1€ 13 Fodgith. A3t Hdstes 45 Fo7F S9EAH

Wolzetelol el oA A4S T 2ok A9 FAp STACE S 12-954));
G 61%; WA 61%, S 19%, okAlokl 19%, sl2=dY == ZSEA 18% U84
A ol A F WAL R LA 9

e, BEAE g, A 3 2 QA7 FRge T oA
FAstaTh
13 B/ HGAG 78 9952 948 944 Ju=, g BRol g

D]
d 7+ AT
}\]_UO]-
dY, AH5A 71A87] == ECMO 8

1

o=
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3. 99, RIHEA ] Ee AT e Ee
4. A9, AFE A4 de

5. d€, Hxqta BFa, o5t AA He
6. ¥, Hetha Bl ofshH HA EE e

7. 14

1Yol A 2] JAAEE 54 Bodpols BEAarol vkl A% ATH A3
| 1.65; [95% CI 1.09, 2.48], p=0.017). 10 T T A =
Jo Fo|F Aole BAHA errrhwlo] zekelo A el Aol
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=9 35009 o] E3ho] widk I EZulolE 2~ U4l H A ZEZ(Antiretroviral
Pregnancy Registry, APR)2] &2l (prospective) Rl Ao w2, v WEZZ & of
e A2 A == T00MACDP)Y vl=7]E QoA 2.7%S ¥7d A4 A&
I Hwds w, YEUHIZS AA HHAZ71F Y vl &= Aolrt fidth 24 2714
HEURIE-3Hr e =59 & AT FHES 23% (95%/\111]?L7P[CI]'
1.9%-2.9%)%311, S EURIZ ool T4 R A 427 =5 & 2.9% (95% 4l
T3 24%-3.6%) AT B EUH 29 FJJ‘?PL%} 2 ol A9 FEUYRIE wE& dht
Aog GFANE AE MEH Aol oA HETbed o] BHEEHAUTL

m

@ sEAE

U=Entedn| =
HElz} g EXAAEFD)S 7B A7 Hdl 1,000mg/kg/daye] AT YZrlEZH
2 Fo%t ?J A% A9l E7oA FYEHAJTHAE UA(GD) 6—-17¢, E7] A4l 6—

19<1. %‘15 D d7olA A=t o g {3k dadd &S dEHA Lot Ha
|52l 1,00 g/kg/dayoﬂfﬂ N HAl YErlERNIZ2 =32(AUC2H)S Ao U=
o] <F %%tfl] A=Y oF 89 ] =tk E7] EFD Al&olA 1,000 mg/kg/dayoll A

Fomgk BA 54 &7 §lo] "ot Al a0% 74a)7F #EE AT 1,000 mg/kg/day
NA B719] ARAEEAUC2H)S Aol 519 o] of 3o dd =Rt oF 108 ¢
=tk AEE A& 1,000 mg/kg/dayolAl ThEfroldt AE=EAHC18 2 uiEi=t
AL BEFHA] otk JAA 0 FH o] ofF EFolAY YT Hoh 3] =&
AN =2(AUC24) <1 300 mg/kg/dayE E7]0Al Fo A B #AA FgFo] HEHA
E3htt. GD6YHEl +HYLLD) 2047+ Hd 1,000 mg/kg/daye] HEWIERAHIZE 7
T T3 dAIRE Ao gk AHd/AEE WEHPPND) Aol 18 Folm, A+ %/@
S APND) 56¥71A2] =7+ 255 ot UErlEdH| 28 BE43 2537} g2 =
BALE Blwstd 4 A AT ZFol7b »ERA] Gt AIRE PNDI7TL A B =12 Zﬂ
Za(FA R AAONA 8% FEEHAT PND 28—-5647HA] #&H EjA} AlFoll=
ok zkol7k giith 1,000 mg/kg/dayoll Al EAS] HAIE=SH(AUC24)S AAAA S
o] of 7o Y =EFHT oF 89 ¥ =3kt 300 mg/kg/dayoll A= Bl AHS] xﬂvtﬂﬂﬂ
DEE A ko, Aoz HALEZAUC24)L AAd 5AH o] of &aFolre] ¢
AeZnTh o 5u) o Erh

<BlEYHIE)

YEURIZE 718384 oKz dAY 61793 6—19¢)el UAlgk BA=(, 15, 35
2 75 mg/kg/day-&#Het E7|0, 25, 50 2 110 mg/kg/dayR =)ol ATFFEo AT
AAA FAH o] of &&F Hod oF 4u] ¥ H& HANE=ZHAUOA HAEe} E7|o A

_94_



o of &7 Ht} of 4v] T w2 AME A HENM Y EAFHL
A A B drEdole] WAE FUlkeh HA AlTdaE BEFEAS

=

AA] H1E o] of gake] of sulo] wFE A=A B4 Fo@)olA
AHDTE E) G AL Jlow qunn Blo B AxEH B
AcE 71zew Al +8 o of gFETH oHld BL RAEA gl
Ags, @A 27 e B HA AFgart BREJY. A=E ggow @
S AE LIAPIA, AATEA BY ASE Slzes °l7‘<ﬂ°ﬂ %—"J% s
SR o) B BEUNIZ §FA AANY A6YRE 4 F 2097 0, 15,

Q)
35 % 60 mg/kg/dayE]EUrHlE% T3 A3} dd54d0] 1JrE‘rUer \s}b?}.

D ==

=4 A 9S4 Fdg AT HERERHIEZE Fo3 94
=(AUCyol A oA 50" o] ofF oA A x=EHT °of 8
Efjzte] AlFHA(FHT 8%)7F AEHEHAUTE AA ] U o
o 2AY HAE=(AUCy FF°] of 5l B &2 FFdA+ HAY AsHsrr @
ZE A T

9 A4 R FHAAY FElE

PEU 2 g BF FEE AYAe FEHL FAAY F Utk B 5=
B SRS Agss BaelA EnA oA FPY w=E FHH A U
o

AEHES B,
7. &oto] @ Fo

of of& wk 124] WEF i AT 40kg VIR Aobdbael A Abgol SAHA ek
oh. gobgAel e ol ofe] AW fEHL HFYHA sk
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8.

9.

AFol A 40kge) ¥ 124 o) %e] BAolA 4T FAF S Fol A Aol
A B3 Jzoeduzsg gEGuZe] 33 FE9 FAE AoD dgHm,
ols} L& AFE 7 H<lo] WFAE EPIC-HRe 9 # vk

o oke] YA GAL ¥ 654 ol IS T, ol ARE AA HAA
9 fEY Bohel @tk o k] A9 wAE EPIC-HRY F F/ha
(N=1,120) ¥, 13%7F ®F 6541 o]dolaL, 3%= RF 754 o]/dol 3.

HFRe]A 2] H

of of HFF TF HAE BAe FHAF wUHATY YAdH BB xI
# QA AAaYoR o|FojAof @rk o] o THEF i 54 HFAL
Atk

10. AE7HE 913 AR

D 28714

UaZnEdH 25 SARS-CoV-2 +8 wod &3] & 4Mpro), =& 3CAF &
w3l £4ECLpro) =+ nspb ©HA R EAYIE Sh= B T RS
oA A o]tk SARS-CoV-2 Mpro7t A=d thetwlal A7z S el 5
Hholgl 2= BAE WA YEnERR == AY35ehE Z4oA Az SARS
CoV-2 Mpro9] &< AAgdom, Ki g2 3.1nM, ICs #+2 19.2nMA T}

XA AAsto)| A, YEutE# R 2 =SARS-CoV-2 Mpro ZA 290 24 Ags}
S 2 UET

YEYUH 2= HIV-1 @B a4 A A o] 7k SARS-CoV-2 Mpro ol tisiA=
4ol ofyrh HAEUH2E Yesiedu=e] CYPIA @ANAE A% A U

zredn 2] YREEE 274420

2) oFEstE An
Uzsled 2/ Egn e kst AZd tARE ta
Egmes Jzrednze dA5EE

ZAA=A, Yered 2o @ 19 23
Uzeedn e eguee] A7E A Q4 wEe F7h: g8
750 mg @ T Ea 19 23] Ad) 500 mg7hA &@wlE wTh A A
) 1020 AA 19 28] FolA of2u) EA o 29be] FAAH
Uzrled /e Ege 2] ofEeta 54 & 29 Yk

w2
a4
%]

%

rr
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% 2 A%% dARA Uznediz 2 gEgu =] okEety 54

= E 2l =
@IELE 2Sf B 2of Al BlELH2
T
Tmax (N), SLE | 3.00° | 3.98°
B2z
% APZH HE CHEE Agt 69% 98-99%
S OH-AEH| 0.60 0.14¢
V/F (L), B 104.7° 112.4°
HA
FR2 HAH B= AHA 7t CHAL
H2E7)(t1,2) (hr), Ho 6.05° 6.15°
A7 HA8 (CUF), B 8.99° 13.92°
CH A
A HE A Al 9 CYP3A4,
Z0| CYP2D6
=H]
% =H Lf of=4H =2 49.6%° 86.4%
% AW U ofE2HEH =X 35.3%° 11.3%"

00 mg 2|ELH2-D0 37 300 mg LIEOIERHIEQRY x
s é% NS

(BT SEfHH) & 100 mg 2IELIHIZ(Y)E 382t 1€ 2

bt
k>
o-— lot
o

e. -12A1ZF OAIZE 12A1ZF S 24A|Z2H0 100 mg E|ELHHIZEZ ZZ8H 300 mg AT
F-NMR 24122 =0l

El
f ZIELHIZ ZFE& 600 mg M2l & “C 2422 AF

)
ol
o
n)
o

Ao A o] efe] BTl FFE AR ofehsh RTH(E 3
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E 3 A% 3R] 300 mg/100 mg YErEAH Z/E EVHIZE EAF &
UEntedn 29 T3Fe 55

PK OH7HH =~ (TH) L|Z20E-RH|E(N=12)
Crmax (Mg/mL) 2.21 (33)
AUCins (Mg*hr/mL) 23.01 (23)
Tmax (hr) 3.00 (1.02-6.00)
Tip2 (hr) 6.05 + 1.79

* L|IZOIERH|IE 278 x 150mg2| A2 E LIEHH. &2 TmaOl Hieh SYURP)D Tir
of tiet 4=8x + SDO|20= Z|SHE (7|5t % CV)2 2 LtERY

(D 4 E°] HErEANE AFFF A= 9F
UErnELH 2 dA8A9 g EUHIE FA Y HEA AW 2413 A Fofst
A FEAHA vs) YErERRZ kFo] ot F7FATHE FCna®l oF 15%
57t 2 BHFAUC 1.6%%5 71

@ 5% de
Yzrledne/EEge2e) de 9 gusd ofEete BrhA gk

K&} A

18A] |9tk Ztxtel] tig YZrtEdu 2/ EYNZ29 5t FriEA] 29k
}.

At PK 2dS AL23S o], AF 40kg o] TH2A o)A SkAto A HF=&
A% & A FLT &F Fo A A #FEE YErtEAH 29 g

Eyn=e &4 dH AT FAE AeE 94ddn.

QF EE D5
DEQ g A HAEES FHHOE B FAT MY oA ol
Ao folue Aol gllth

A7l A
5'—7H31r““ Ao A A7 Al thdAet B 5(eGFR =60 ~ <90 mL/min), 5
S(eGFR =30 ~ <60 mL/min), F%(eGFR <30 mL/min) A7 th/d=}olA
—12 0, 12 ¥ 2471 YE2rtEHHZ 100 mge 13 A7 FHstal g EUH]
2 100 mge Fo3 &, YEvEdR Z/gEUYRE2 ¢FEs Hluo A%
N7t fl= A izl vlsl, 45 A% FAedA YartE-dR 22| Chay
°F AUCE= 30% 2 24% © E%on, 55 A& fAtdA= 38% F 87%
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o =%, 55 AZN A=

4 AR YErEDR 2/HEUNE ofFod ni= YT

ZY7y 48% R 204% U] =UTHE 4.

MY MIls a5 MEof S5k MZEOf 5 MEof
(n=8) (n=8) (n=8) (n=8)
Crmax (Mg/mL) 1.60 (31) 2.08 (29) 221 (17) 2.37 (38)
AUCq
(ug*hr/mL) 14.46 (20) 1791 (30) 2711 (27) 44.04 (33)
Tmax (hr) 2.0 (1.0 - 4.0 20 (1.0-30) | 250 (10-6.0)| 3.0 (1.0 - 6.1)
T12 (hr) 773 + 1.82 6.60 + 1.53 995 + 342 13.37 + 3.32
* U2 ToaOl CHEE SYLESHI T..00 CHE A=H"HT + SDO||o|&= 7|SHE = (7|5tst

75‘.' % CV)2E LIE}HH,

iRl A

559 HFN7F A= A Y2eEAR 2 100 mg ©
Al =124, 0AZE, 12/\]7& g 24413t Y EUYHIE 100 mgS F
W5 7 dAel FAE = E3A AL et (& 5).

E 5 AN YEMEDN 2/ EYRE 3T v I

BY 71 TSk 8ol
(n=8) (n=8)
Crax (Mg/mL) 1.89 (20) 1.92 (48)
AUCir¢ (Hg*hr/mL) 15.24 (36) 15.06 (43)
Tmax (h1) 2.0 (06 - 2.1) 15 (1.0 - 2.0)
Ti2 (hr) 721 £ 210 545 + 1.57

* aAl_ maxoﬂ I:HC)I- %%‘7}. t:iI:I-I
H 7

I:IA
% CV)2=Z LIEH. S5
ALY,

Dt 1,200 et tt=Ead + SDO|RI0= 7[5HE( 7|3P3W
PO CHEAIOAM L|Z0tERH|2/2|ELHHIZ= AlFEX] &

Q) U=rtEdN| 29 di&f 38 FEFIZE AIF
ANdBNUn vitro) A= YEnEZAR 271 AL MDR1(P-gp) % 3A4 of o3t
71 & o] X utk A2 BCRP, MATE], MATEZK NTCP, OAT1, OAT2 OAT3 OCTl
OCT2, PEPT1, OATP lBl 1B3, 2B1 =+ 4C1 o] tjgk 7]7,4_01 o}l Ll—E}];\EIﬂ-

In vitro N @A, YERIEHDR 2= qug;ﬁ'gg ddE FEolA CYPlAZ,
CYP2B6, CYP2C8, CYP2C9, CYP2C19, CYP2D6 & 719 o= A|stA] &3kt
UzZnEdn 2= 7193 T83 At oEF 02 CYP3A4 2 MDR1(P-gp)=
AAS 7Aool )

qgu}E%u]a.‘E ?jl Ao g HHF



1) FEUHZ d3) 38 FEFTEAE A

Al #ddn vitro) A75 FEUHIZ27F =2 CYP3AY 71AYLS AlAFRT
gt A EUYHIZEE oA IE|oLE 4bst OIAMEE M29] Ao 7]H3s)
CYP2D62] 714l Ho =z HLl

YJEUH 2= CYP3AY HA|Alol, 11 HE+= CYP2D6ANA H3lth. 8 EybH]
2+ CYP3A, CYP1A2, CYP2C9, CYP2CI19, CYP2B6 4 FFF25A Holga
S X33 g E4E FESE A2 B

o] ¢k} o]EgtIAUZ(CYP3A AAA) F 7F=2vtutAACYP3A F=A)DS] W&
Eo7t Yanedn 29 AUC ¥ Cpyuol tX e 9] E6] L9F=of drt
(T2 ¢FEo] YZErERAH 24| v X & Y.

rr PH

F6. = FE2E: ¥ o] & A UEnEAv =4 did 5 mriEs

LQLEE k| L|E|:||'EE‘"H =2 ng-é!'
=] o('l'o:l ﬁl —-) |]|'|7Hﬂaf|\-2 H|-§°
= HEOFE1 HEFO/CHEFE
HE o= b © O TEL LT N (04) =1t FOl/e=E
cen= EIE'—HﬂIE (90% Cl) SYEF=1.00
Cnax AUC
5} BfopR| T BOOm% 122%| | 300/100mg 1¥18 | 4 (fggi é‘;gg
B - | (6=l F00) (52| £00) 68.62) 58.65)
osarmire | e 1809 | onggmg e |, | (e |t
83] F0) (53] F0ol) 124.97) 149.11)

* Ft2HIOHN Q| B2 AUC=AUC, , O|EEtELIESl B2 AUC=AUC,
« FtEHOtYS 8 -1SYUMK| 1Y 28] ACf 300 mgeE HE EACH (O 1LHE
7

=
37Xl 100 mgS 1Y 23|, 42 £ H

U7X 200 mg= 1€ 23))

3 mAEsH

(D Frtelzi= 24

HErERAH 2= 9E =5 39 oF, 39 A A 718A A=<l
dNHBE A3 2] SARS-CoV-2(USA-WA1/2020 E=l5)7<do tis) ntolg) 2~ &
A2 ECsyo 2 ECoo &F 62 nM % 181 nM)= YERITH

Y=rnEdn 2= <3KB.1.1.7), #WEKB.1.351), ZvHP.1), @ENB.1.617.2) H =
tHC.37) ®ololl £3l= SARS-CoV-2&e|Foll thate] ARG A Zujef aufol
g2 GAS ZEeEt WERB.L.35D) "o A= USA WA1/2020 250 wlsl <F
M ZaE s 7 7P H kg AE WFol U

M3 djeFell A SARS-CoV-2 21 Z2(B.1.1.529) HolAo] 3t YZnEAH =
o Ao A3 A=+ vk Y AEEE EA A rAE WHolA A
1A ¥ Mpro P132H X3S USA WA1/2020 & 4o wWs] YEredn 2 A
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K vl W3t <DS A7 A F3t

(@ & =9o|A SARS-CoV-20] th§t &ufolai s &4

Uerledu=s BALBc 2 1297) vh$2 ASW vh$2 28 SAR-CoV-2 7
dol Qe e FolA FulolEx BHL BTk HE 447 Fo A
300 mgkg EE 1,000 mgkg UYrlEdn 2 19 28] E: HE 1243 3o
A" 1,000 mghkg UERIEDNE 19 28] ATES A 9ok Fofd BE
gl B owhelez yizta 2 A AMAZMAF e 2 ¥ Weshrt

EFSt T

(3 Fulolzj 2 WA
¥ HUbe AXFE Mpro 45 AR A XA A T
SARS CoV 2 Mpro tt8Ao] UZnedn| 29 Ao nx= Yo &4
487l flsll FAEHATE ol TIPS AE FeAS LdHA
ow A&t BA AL Al wjgel A FupolE 2~ S oS3t
BT dHA JA &tk 29 Mpro olr|=4l XS Y= ulEAHN]
(=38 © =2 Ki ghe A=A G15S(4.449)), T1351(3.54)), S144A(91.9
Hl}), H164N(6.449)), H172Y(233#51), Q189K(65.48H) 2 D248E(3.79]). G15S+= A&
Hjokol A Y2ulEAH 2(USA WA1/20200] Hlsol thdt i ZHAaAFA
%S FT HolA o Sty =3, o] AdH o E AZFEHA o 7Y
SARS-CoV-2 Mpro olu]4t XS HlZ 1 A|A Lgido =z X35t
Aol HXe FFe Asterd EAo =2 Fristath ol" Mpro ofr]x=4k A
ke ErE"HEZ 4 ZAa(F, U =2 K 809 3= AT Y54A23.6
), F140A(39.08H) 2 E166A(33.48H). o] g Mpro #1=| oAl 2| ge] AHd F
842 I8 YA Foh
k-2 P HpolH A(MHY, 802 AR-H &= M ZEUnlolE ~)E ARE
gt YErE#AHZE Az WA A" ATgolA Mpro ofnli4k  PISA,
T50K, P55L, T129M /== S144A°] 2| ghko] uERyiT) o] 23k W3l A4
JAAFS A JA gk Po5L ¥ S144AX 39 EAl= UZrE"RE 7
T4 A9 AB/HJUKECs Fkel ~4-5v © ==). o A= A7
SARS-CoV-2 Mpro®] E55 % Sl144¢) sfjagitt. Asters FA A= ESSL ©
Zogrx YEntEdH 29 SARS-CoV-2 Mproo| thdt Ao F3FS 1|3
ot ont, S144A= UEwELRZ &4 & 9198 ZAEAATHK 3k 7]
A gtE SARS-CoV-2 E7I1XE B4 As8E 4AHAA Y=rE=H]
de B4 stedl AT ¢ Utk AE B4 ARV e 9 AE

EPIC-HRol| A SARS-CoV-2 Mpro X3+ A260V(n=3) =+ A260T(n=D+= Y =Ew

tH

-
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4 55 Z=2UW9 2oz WPd e 2 o

EFn 2/ EYHIE X5 thdAe] 4%4/97 A vERstE A260T 2 A260V
A2 F7HE SARS CoV 2 A <E2021d 12¢ 5¢ 71X EEA T+

o

AR TP dolth. AststE EA o)A A260V Mpro X &2 UErtEHR =2
S AaAZIA FATHK v 13 <D.

UZntedn 29 PSARS-CoV-2 TGZEFA == AdAInI2] 2877
o7}k gomz @Ak AL o4sA et

o

papol M e) frEA

o) o] ARE SARSCoV-2 el AL YUK YL F3Y MY AAE

WFOET A2V, FAH, o1FWA, Ak

BAE AWOE BTk YHAT DS Ty, AFEM 525, B4 A
o]

(
)
Z

EAqAZ o)A 5Y Yo ZEUH9 Ao A" AR AFA
ZEE A
fdAs 29 wiAgE= o)1) 595 wli2AZteig o] <Y =rulEdH =2
300mg/E] EYHIZ 100mg) =& A%s AFFAYT old =Y 74 =
WA EL o]lgo] Qe AFFES o] AlRAdA AYHIAT 1AFEA BT
A28L7tA o] Z2119 #E dY == AR EE) 3z v Lol
mlTT &4 T(o]2efelel A Z=Y 19 A& mAb A 85E WA FdAY e
AoR diEes <3¥9 F4EHES R BEE AE ddAD, mlTTl
A Fol 2~gkelol A ZE Y 19 X8 mAb X582 WA LUAY} B8 Ao
o G e <549 S E /I ZE A5 gidxh € mITT2 £4 A E(SA
I <5¥e BE A5 tdhHE o= l"ﬁ:*—i% TPt Ao
F 2,246 9] AT o] oF = %’494:011 Hlj =]
AH e AR OH, 51%=
11, 45%< 3l YA =& Ao
HdAE 5 66%c= ABF FAAZ o] 3Y ool FAdo] aEANoH, A F
47%= wlolz=efle] dAHEH HAlollA S0t HHSD) wlo]2gfel vlolz)
HS= 4.63 logy copies/mL(2.87)°]1 AL, 26%+= wlo]2efRlelA nlo]zix~ Fspr}
210" 7(units)o] . WA T 6% F29 wigA ZE2U9 A58 9EFE dAE
L AY BS Ao Z o gdEen, mITT © miTT1 E4oA AL A
Ho]xglo Ao QIFEHs EAd AWEALL o] ¢ FoFd ekt 43S

=)

l

o:
3

01

ot
41

(o]
O>" [40 r

- 102 -



o] FAtt.

E 78 mITTL 4 mAe] 13 74 Astelth, 13 B7hmse] 49 9o
of Wis| o] ol i@ mITTL £4 mRThe] Foha APt 88%95% Cl
75%, 94%) Aot

E 7 WolzaiRlola T2 19 BASEdd A8E BX dgton, T2 19ndes
QR S 24 WA F9% ool o) e Fela Aele] T AT 24
AE)

o] of ¢
(N=1,039) (N=1,046)
28Y XI7X| ZELt 19 BHH QAR £E= I E LIQ10| AL
n (%) 8 (0.8%) 66 (6.3%)
fI9F CHH| &2 2 [95% Cl], % -5.62 (-7.21, -4.03)
28 XXl 2E Q1o At % 0 12 (1.1%)

OkOf: Cl=AlZ2| 7t

1K B85 2™ mITT ZRICHOIA CHARRE 7800 EH‘H A=E 7 2MS 7|EIe 2 it
FH e LdLE2 95% CI(-9.0%, -3.6%) I &= p-2f <0.00010{A -6.3%% Lt
M28UNX| L@ s AYSH BIEXLOl = F£& H|E2 Kaplan-Meier 2EHEZ A SHO]
Zb X220 CHo| AAMHoD, o7|AM F28L7tX|el U Gl AtQ: AFER7F Of4 CHAMRI=
A BEH A K 2ZHCE

miTT 2 mITT2 24 ZHRTAM d3dd 37 32T mITT 24 23 del=
T 137999 i dAVE TEEAT. At BAES o] oF APTe] 5/697(0.72%),
oFrol 44/682(6.45%)R ™. F A =wol AA A 12 SARS-CoV-2 ®HolAl= 21,
21A 2 211 ASv< E3st] 2EH98%) AT

oAt STl A FAR o] BAEAHIY 1 F2). o|HF AT 24
& B Bog 7133}

-

Fol S o,
2 A% ARANIAIA

3% 1: 224 19739 804 8 &
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Category PF-07321332 300 mg + Ritonavir 100 mg Placebo Difference in % (95% CI)
nMN /N

Overall (miTTT) —— I 8/1039 6610486 -5E2 {-721,4.03)

|
Symptom onset duration: <= 3 days i | 5697 44/682 -581(-778.-3.84)
Symptom onset duration: =3 days [ | : 3342 227364 -523 (-7.91,-2.55)
Age: <=60 years { | 7ie4s 37/ms21 -373(-530.-2.18)

|
Age =60 years i | 17194 29/205 <1247 (-17.00, -7.95)

|
Gender: Male e | 4520 41540 -£93 (-9.32, -453)

|
Gender: Femnale —— | 4519 25506 -423 (-625,-217)

|
BML < 30 kg/m™2 — | AEET 37/673 -4385 {-679,-3.11)

|
BMI: =30 kg/m™2 P | 4371 29373 -6.85 (-9.82. -3.87)

|
Diabetes mellitis = Yes e | 2Nn2s anary -5.51 (-10.51, -0.52)

|
Diabetes mellitus = No =t | /213 57/919 -563 (-7.30,.-3.96)

|
Basefine SARS-CoV-2 serology status: Megative A | 7487 58505 -10.25 (-13.28, -727)
Bassline SARS-CoV-2 serology status: Positive |—t—|I 1/540 8528 -1.34 (-2.45, -0.23)
Receivediexpected to receive COVID-19 mAbs treatment: Yes |—':—| 170 2/69 -1.51 (-6.40, 3.37)
Receivediexpected to receive COVID-12 mabs reatment Mo F—— | a/1032 B&/T04E6 562 (-721,-4.03)

— —
=20 -16 -12 -8 -4 o 4
Difference in % from Placebo

N=24 ME "2 F7IAt =+
DE HEFE mITT2 ZHCE 7802 st AZLH9 mAb X2E M st mITT1 2RSS
7|gto 2 ot

Elecsys 2SARS CoV-2 S T+ Elecsys SARS CoV-2(N) 24 Znrt ¥dol 42 @8 44
o=z oML
A2 HAZAE 7|82 = 2719 K|2a W 95% AlZ| 77t9| H|E XI0|E EAIRMCEH

f1ekoll vl o] ¢ko] X m&= S5YATIA] HIQIT A EZA A Hle]# 2~ RNA o] <F 0.9
logy copy/mL © o] ZrAaFom mITT, mITTl ¥ mITT2 EAZ oA A Ax
7} #FEE A

5 FAANIRE
(D) A, o)A, seHis Bl

U EnEdH 25

UEntedn| 2= WekA ol thal BrhE A gttt

Uentedn 2= S fyphimurium 2 E. coliE AH&3 Ames ¥HE|Elo} EAHEAH
O|AE, Q7 FZRTF TK6 MZEE AL3F n vitro 23 B4 9 jn vivo FES
2t Ao i vitro ® in vivo B4 AWl e GAA o] &l Ul

po)

7] @A Abke] X
A7 A=A
AEF A ©] oFo) =<l
(AUCo)Q1 #Hth 1,000

2 x7] wjoptdt AFolA, mwv] 14U ARH

—t— 1,000 mg/kg/day& 2o]
ALNA, FAL F 32
ZHT oF 4u] o &2

o %
B T
Pk

I-'N
>,
b
T
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mg/kg/day 8- BF7HA B, A4

B 2>
YEUH 2o @ thSso) e ek Aol FRHUT S By 50,
100 =& 200mglkg/day FEolA 7oA AFT A AT 9 AF] WYE]
8% oEHoz Z7HITh AUC S3AE 7Foz, ﬁ%atoﬂxu wE e QAo
% o] of gl A wERT o 2 B FUTHEA). PRAME A
B golA Webdol UehtA ehgkth Igarel el Lzs Ao 50E o]
of ol el Ag wzuTh o 49 o BTHAZ). 7, 15 EE 30 mglkg/day
Szom gEeln Wetdel Gtk of APelN mEFe] w2 L AA] FA
o oF Gl A mB | oF 36%HAT

SEWNZE S gphimuriun B E colie o1§% Ames We|glo} BEd ol
@, vhes PEOAY, e 20AF DAY FZFY GAAINE 5 T
S AT U R AA W ARl Weld mE QAR S0 Bl
99t

PEUHZE of oo AAe] $AH §FoIM AF EuTh oF 20)(52) 2 4
M2 B ES O xE A A= el G WA A

TE 548 2/xe Fg

UzrEd e fd A7l R=(149) 2 AFol(15D)e hF BEE =y
A77F T At A=olA Ho) 1,000 mg/kg/dayE wHE AL AT FIYL o,
kA, 2+ 9 el dia oS QAT RE @ISt B $udE A,
PT 2 APTTS] 37h& 944 me w42 A4adA7 A9y »E ade 2F
o] 3% |zko] B w] ¢A3 IBHAT Agel] vls) 53] VR Ao U4
A e gES MR, HF, A4 BAFEY IAE vy B T¥)
WFA(E, 3 AE AZ wd) 288 ZelA FNEER AA A vl 2=
& Eadl = 219 AR olAAE KA AL, A3 FRUIA B
BE A4S TFE7F 2k S v AaaA Asiot gle dHE
oA TAFPom ol RE 2HLS &AF] IEHYT. Ho 1,000 mg/kg/dayo]
S A o] AT HEEA ke, I ﬁ?Jr A FAH o] ¢oF BFoA9
E=ERT O 4 ¥ =2 A4S0 AT dFoldA 159 F<¢F UERERH|
25 HE AT FAT Fo #AH AHS ?EQ‘r HHged F7HE P HIAG
Z7HE B =S S EV 4AY F AN dnAd AadA e RS9
Dzolol A 600 mg/kg/daye] & AANE=Z2 QAo 5AFH o] oF 8FFoA 9
=Zx®o}h o 184) o =gkt
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10. |eFF R2g B
D g A FEY PGl VYT A9, B BEA, AR} 5 obefol
AR GelepEetdmeldol £etel Ex A A B - 4D 5 Atk

7 ¢
3} 1644-6223, 4AFe] E: https://nedrug.mfds.go.kr/

DAY AT BeA FAGol YA AT B4 AR, AFVTS} 5
sol A K)ol = F g 5 Qloh sk 02-317-2114)

rlo
et
4

o%S
o
ol
H

11. AF #4d TR F9
www.pfizermedinfo.co.kr (JJEH&FQ18) =+ 02-317-2148

ZATS
304147 M 2rtednl 2 44 + 2l =un2 24) S22 L) x3e 28 57/47]

o X ;g-ug—
71487], AerA(15C~30C)

o AL&7]%H
Azd=2FH 1271€

o £=9lx
80| AR HFNA LEEA T HAZ 110)

o A=x¥
=21 AzD AR
B>
(D Pfizer Ireland Pharmaceuticals (¢} @ =, Ringaskiddy)
@ Changzhou SynTheAll Pharmaceutical Co. Ltd (Z-=7)
y=n} @ Jilin Asymchem Laboratories Co. Ltd (=)
Edu =
<HAAZ>
(D Pfizer Manufacturing Deutschland GmbH (5<)
@ Pfizer Ireland Pharmaceuticals (e} # =, Little Connell)
=
e 2 (D AbbVie S.rl. (e]ggloh
@ Hetero Drugs Limited (31%)
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TE Az AR
AR 2>
(D AbbVie Deutschland GmbH & Co KG (5¢)
@ Hetero Labs Limited (¢1%)
<ZEZPD
BRIk (D Pfizer Manufacturing Deutschland GmbH (5¢)
+ BlEUE) @ Anderson Brecon Inc. (7]=)

@ Pfizer Ireland Pharmaceuticals (o}d=h =, Little Connell)
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25 [EEETEE R ENERER

2 X 22XE 43N

F2UYblo]|H 279 =-19 (Z2}19)&
grzZH ™ AFAEE<
strguE™ = PCR A4 52 58 Z21} vlolgis 292-197} 379 SR A,
Fzog AP 9Fo] L A= W 5= 49 L AolI24] o]Aolx AF 40kg
o)) FAe XN BE 98 I A FoloFEekA A oA N FALSUF FB O A,

SJeFE ¥ /A dgkeUTh

o] AyAole Asrl B&AAY Bgat

4g olsiste B mgol 5

z Ut B 279219 (ZEH9)H?
ZEUE ZEuuleldsg Byt dolgse ofs) AU, neldiE BiH
e Adve Wy WEe B Z=Uigel gdd 5 eyt

2219 AL 9 oFd AZARE FEIGE =
A greFai Yehtauth AS7Re) ArE fRie) ifmm 43ko
ASEA T, F R @ﬁm MY 5 o9lon the =
AU dE S, A2AY, HAR D Ty 7
cistd Al Qe mE Amue) A waAs
o e Aow mur

FrzH =

saZulEE PR A4 5 5o 220197} 318 8424, 3502 492 949
o] ¥& ZA%F B F5F A 2 &ok124 olFolI AF 40kg o) FAel Amol
AFHE 9 AT FA YEAUT 4F YA F5E 229 393 34 A8
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ARl FzuHl =] Abgol ek kA B frEAC B3 AH= ATH UYL
AFoleFEdA = PCR AA 55 S8l 22y nlolg|= ZES-197F 319 SR 2 A,
TTor yPd Hddo] w2 AT H T5F AU H &ok12A4 o] Folar AT 40kg
ol Ao AN 7E M8 F2EHEL IUF AHES FEIAFUH

A7t el dlshs Aol 57 A LA L.

A S EVIVF A= AS

A HEE EE ARGl dE A5

A JAPYAY A A A5

A T R AT

A T Fo] gl= A
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FAZHEE oFA HEsita?
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. AEYF FOT LdEE, RARAY Ao glo] HamEEs] Beg F9
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A UEZrnEdH 2 g EYUHE2 = F2Azd| s HRo fgs] dd=277F 9= A
.

A T2 YFFE F shyE: 58 T A

- x4

- HEY, J5AZ, Z2ZAH

- g=g3

- olm et E, tR2UYHE, g 7lelyE, T2uyE AUy

- 714l

- FHAE, JE2AolE, S22

- O3 c2d 2], 2 0EkY], wEo 2l

- ZHlXERR, AlblERRD

- H 59 v EMPAH) X5 AHEEE AuuR(@nkE )
- EgjolEd, A8 voEH

- ol FEH =

- ZhEuinA R, HeatEeg, HUE]

- g4

- AIRlEZ 2~ E(Hypericum perforatum)

9 B2o] MaguEs P BET AT FU FAES Yo & Yx oJoFEe
ARE obgUth FiazH S o OE YokEY A4§ JEE oAU 2E + 9
Ut 5 Exe

F2ZH =9 el F JE FQ FFL = ofE Aol Yy K?
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F2bgo] LA A5, ofgjol AAIE oo oFE b
J

of ok 2] A (KIDS)
2] R 31(X131) : kares.drugsafe.or.kr
A - ®1644-6223

AES} HAY PAgol AT A3, TR AA M P4 8-S
Yo (gl 02-317-2114)

)

SAZHEE @A RS o s }?
F2A2HE AAE 15T ~ 30C Y ALoix HASAA L.

22199 el o AAS LW oj@A sof shtar

. SRARTIA BolFAA L.

o AW A7 A (https://[www.kdca.go.kr) &3 o] x| o] HFEEIA Al L.

#3037} : FF o] AR KA LEHA FT HAZ110)
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Q) HIV 7+ SAHCD4+ TAH|ES= <50 cells/mm3)
O A 59 A4S 24
(10) A7Fae == A4 FrkE 2 gk
) 3R]~ eFE(Disease modifying anti-rhumatic drugs, DMARDs) X5 a1 = 3k}
2) A A ] WEo] AU kAt
(1D vz AA| A}

(12) 71554 siFets] FHlS == v 7154l

2. HYAAA
¥ ol ok= F WA ol ARSI X EE WA e
(D 1185 FZ2HIAHZ0|=Q0mg oo 87O E 25 o) Ak 2
(2) &z 3}A)(alkylating agents)
(3) 4 &&= (antimetabolites)
(4) o]2 A& WA A (transplant-related immunosuppressive drugs)

by

(5) ¢ 3}st @ M Al(cancer chemotherapeutic agents)

(6) & I AHTNF) 2pekAll(tumor-necrosis factor(TNF) blockers)

(1) I AA A = HAY=HEAR] 718 AA=82 A|A|(biologic agents)
(8) Burton tyrosine kinase inhibitor =14
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Instructions|on|Using|
Paxlovid for/Patients’

@mmmmrnamm
befiore taking Peolovid?

(1) @ Bafore you take Padavid, tall your heakhcars provider if yous

- have any alergias

' by I o Kionay disaase

~ Wl PrEInat of plan to besoma pregrant
- are breastienading & child

< have arry sarious ilinesses

E!olwrhﬁwnmﬁahldmmum
mﬁlmm“m 1F o a e b

1P you riss & ckss of Padovdd within 3 hours of the v It s usually
taknn, takos it a5 S00n a5 you rmember, K youmiss a dose by
mone than B hours, skip the missed dase and take the mut dose
ammnmmﬂzmum:mmm
I o are tak ]
mmwmmmm
‘vouu should cantinug ta take your modicing a5 prascribad by your
heakheare provider.
) Talk to your hoaltheany provides i you donot fesl botber or
1 o el worse after 5 divs.

Q) What if1 am pregnant or bresstfesding?
0 weis soroncx trsstot

mothars with Paedovid, Fora motthar ard unborm baby: the benadit of
“takeing Padervid many bis grosater than th risk from tha satmant.

101 ) precant, CRSCLESS WOUF DIUONS and Spociic shustion
‘with your heafihcane provider. i is recommendied thak you

5

miistha oF an addhional barmer contracagtion mathad f youw have
a chance of being pregnant. Consult vour madical provider for
contracegiive methods that sul your naads.

(D How do take Paxlovid?

L)
which ai co-packaged for orsl uss.

Foopl
mam“ o tirtfttribr with | ﬂiﬁﬂl&ll‘lw

by ity
hsmmumm a3 fablets art the same me.

el

I you hawe kidney disease, talk to your healthcare arovider.
Yiou may nied a different dose.

() What precautions should I take when taking Paxiovid?

() © Swalkow the tabliets whoti, Do not chaw, break, or crush the tailets,
G0 Taikin Pandovid with ar without food.

& Do not stap taking Padovid without taking to your haakhcar provides,
evonif you fieol batter,

Safe Use Instruction

@mwhm&mm

_ Read:and adhena to the: frstrections for the use of Padosid for Patiants:
~ and Caregivers] on the cover pags befors you take Padovid.

Confirm

() What are the potential adverse events?
{1 Comman adverse events from

tasta akeratian, diarrhea, high blood pressure, and muscle pain.

() What are the medications nat allowed to be taken fogethar
with Pextlovid?

*mmmmmmmhmuu
your heatthcare provider about all mexd YOu are taking.

= if you e taking any over-the-countor dngs containing St
mmimmmmsmwwm

sch as arodaty and d

Do 50 10 il yiur haahthcane provides about It

e (U]

[

activiywhiintoking Podowid fyou sro bresstionding,

iS5 YO Dptions and specific Shusion with your & 1"

hashhzars provider.
() How should | store Paxlovid?
betwesn 15°C 10 30°C.

() Sore

) How can | leam more sbout COVID-197

(1) @ Askyour heakthcare providor.
) Visit the wabsite of the Korea Disease Consrol and
Pravention Agerscy (KDCA) at hitpse-fiwww koicagokr)

% room

() What should | do with any medication that is laft over aftar
Itmke & dose or when | stop taking the medication?

in principhe, thene shouldn't b any lefover midication.

1 i i ay macication bt for reasons such as whisn you stop
‘takding & due to i vent, b 1o dispose
of it and must not keap K for lter use.

* [Magel st} Ingrisonment wifh forced bor for w0 105 yaara or fings o uain
WA 50 o

of g
WWIMG’MU’WI‘IWWW‘I

N, Ilterm narme: Mame of the company
1 thoiromin Tab “Yuyw Phanma
2 Minatrol Tab Dongkook Pharmacewtcal

4 Simmian Tab HLE Phasmacetical

5 Evorguesn Tab Taiguk Pharmaceutical

(] 5-Mi Tab Vivozon Pharmaceutical

7 Yes0Tab ‘Theragen Etex

B GYND-PLUS Tab Jin Yang Pharmacsinical
_!_ e __I-_M ST

1 Hyperin Tab Dongsung Pharmaceutical

T Myeongwon Tab  Han Kook Shin Yak Phanmaceutical

12 Sense Up Tab =Wicrld Pharm

13 ClmesinPlusTab  Young Poong Phanmacetical )

4 Aroumn Tab Mirda Pharm

15 Esmonplus Tab Samik Pharmaceutical )

16 Jail Ceramin O Tab Fharvis Korea

7 Pasici Tab Saoul Pharmacauticals

18 Femisersa Tab Kwangdonp Pharmaceutical

Hera d Tab Subaung
il Hapilon Tab Dorgkoo Bio & Pharma
Famin-up Tab ll-yang Phanm

119 -
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Q8&As on sid

e e
sl the oo ffect reporting

Pensation scheme

SAFELY USE
COovID-19
ANTIVIRAL PILLS?

How to Report adverse events

@mem nts d after taking Paxdovid?

) Contiect tha hoshthe:ar previcar whe issued your prescrigtion to
and whithar to cancel ar
mdl'grh

prescripfion,
~ Renort adverse avents to the Korsa insthte of Orug Satety and
Fiisk, Managpemant (KI0S) or contact the KIDS at 1644-6223.

| Helplines providing halp wish advence svents and reactions |

reporing . Keera.dngsafe.or ks
IIDSCI“ 1646223 R

l_u:r"_
| Haw ta report advares svents and adverss avants |

Epaspenren

Bccans KIDS's oiicial T
Siepl Step2 StepZ
Ao KDy et s infermatien
L ::aﬁe’ =.uu|-
@. Whst sre the informations to ba provided
to report adverse evenis?
(" For patient : 56, ag0, nama, etc.
[Expragsing your iz is 8 == Rl

datie of adminissration, stc.
For the rerporting person - ciate of first symptom onset,
name and contact o ol
' Fur pallost Y wversavents
A g, NaT ayTERome and Tl dascriptions
it  Far RS BoFwn
ot aars [Padeell L)
-t O i nigReRon, oz e el o boematon e

= Idariation on the MB0NING BE7H0N & nat @acnsad,
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- o] ¢F 178&(285.7mg) =
FAE - BRoe 2085 200mg

o & - A : SARS-CoV-2 Hpo|2 2 HAE Fo ZEunlols 2dF-19(clst 2
2U197F SR8 BARA, Yol AYE TR 202 P AYol B
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Slalgel sl A%s melslor STh ‘3. YurH Fo' ‘5 g
= 12AEEAR, 5) SHANE AR B2

o=
ok
e A

e o] ok 800 mg200 mg 4L 12/417wiT} AAls BAgle] 5L AT T
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=EA B Aol AetE A, of 8u =EAl B &4 F HU|F o] #EEIoH,
E719] miefar A Ao A NHC Q7= oF 184] i‘:oﬂfﬂ B2t AlFol A

o] o2 Al Foll= TR Fow, 7Y A4 A=
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°F 0, 100, 250 EE—E 500 mg/kg/daye ATF ot =, oH] EFD AFolA 44s A
= AL7TL7EA] o] & Aol 1,000 mg/kg/day7k=] 737-F 3ot
L ,000 mg/kg/day(NHC 7 =9 8u] ) &FlA 24 = 4
o, 2R = 24 71‘%‘, =3 Wygo] #FFUL, 500 mg/kg/dayNHC 474 =&

v ) oY &FolA HA AT FHa ‘i-l =3t Aol HFEHAT. 250

,d
iy
4
o,
AN
=)
=2
_>|:
p_a
o _|_4

w

g =R Y ) o5t &FolAe dEHdo] YERUA &gt
glkg/day &=FolA 16vte] 5 2viE]lY =7] XAHE

C ¢
A B4 a7o E3
3 AABAFH A AF A 282 500 mg/kg/day A AF ZSUEF AT}

Kl o
e
=
3
=

E71&5 o] &3t wiejA Hy Al gl A
ok 10, 125, 400 =+ 750 mg/kg/day
Bad=Ad 4742 750 mg/kg/day(NH
2o =35 %k 400 mg/kg/day(NH
o] Ueb A ettt

OO[‘U[O_L,
(]

A =22 189 ) &&FlA e A Al 2
%‘*J =EY TH) #F) olst §FlAe TEFA

BA 54 WO R 750 mglkglday &FA AsdH Tad AF T P4
HI A2 0l i A o] AT
ST WY AP A Aol A FE A6LFE T A20G7HA o] kS HY

Al
500 mg/kg/dayNHC 4 &3 FASE =744 AT+5F 04’3}2?\3}. A7 A AA - o ] g
FIFE HAH A et

2) T

D) AFH 8

o ¢ = hAMAIZE ARl frFEoE EHIHAY, fF A dFS HAAY =
T T FotolA F&Fe vIA=A AFs SAAFHA FUo

°fe FoIgt A=rt /3 Al71e] @A elA NHCZE HE5H 0

oo
i
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o] ofo)
o},

2 FENIAE
ST B AIFoA 7 T A=Al 250 mg/kg/day Y TS w, A7
o] A oAl NHC7} A== AUt
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wE £420 Sl NHCE oFEshe B7bEA sk
-
= I

N =7
AlgfjAd o] NHCY F8 A4 AZE= oplu g A&7 NHCY

10. el &Apel thet Fo

7ol Aol Al NHCS| of &t B7hE A 3t

123 AdellA ZFthAE NHCO 8 24 F2s ofylernz, IHol7t NHCo| =
o 9 AR B= Aow oAddH

N

il

12. AEIE A AR

D #8713

o] ¢F2 SARS-CoV-2¢ tgh gufo]lg] 2~ &S 71X AFeEC|t) o] 2 AUdlA] Al
Hd 728 AE FARAIQ] NHCE tiAbE $ Al W2 2233 NHCE oA oFe] g4
FAS 717 YRFEFHLAE ACIAENHC-TP) o2 ¢14kstdth. NHC-TP7HNHC-Y ¢14F
A[NHC-MP1e] &ej=2) Hlolz]~ RNA S a 4o o3 SARS-CoV-29] RNAo| 4=
Hlolg 2~ iAo Q{77 FHEo| vlolg 2 EA7E A Hh

o] Z+& 7|A(viral error catastrophe 3-& viral lethal mutagenesis© 2 &2z L) A
3}el 9@ A ik HlolE], 58 RdoA o] SARS-CoV-2 7+ AT, 18]al o] o7 X
55 g A o] SARS-CoV-2 A A9 B4 A3}E 7|¥re g stal qloh

2) k83t B7t
NHC 3! A3z NHC-TPe} @nlola 2 a4 Abolo] A= A& o= F7HE A T

e

4 %o NHCE 7}Balse 5 —o] 22 dolE Hekzolth
2790 NHCE AZol $98 S0 Al NHC-TPZ §H4Th NH
bl Thofsls A BUG A2E AH FeY WEE Ao

O



I 2. NHCe| k=8t M

NHC 7]t (%CV)

gxol Ao op5et

AUCO-12hr (ng-hr/mL)* 8260 (41.0)
Cmax (ng/mL)* 2330 (36.9)
Cl2hr (ng/mL)* 31.1 (124)
173 AR A o] oFF 8t
AUCO-12hr (ng-hr/mL)* 8330 (17.9)
Cmax (ng/mL)* 2970 (16.8)
Cl2hr (ng/mL)* 16.7 (42.8)
AUC Accumulation Ratio 1.09 (11.8)
T
Tmax (hr) T 1.50 [1.00 ~ 2.02]
o o] oaf Cmax 35% #a, AUC 9 ¢l
X
g7 o A9kin vitro) -
2rn7] Fx 8A0L)* 142
A
5 t1/2 (hr) 3.3
Ax 7] AA-&LMh)* 76.9
0-12AF A5k o2 wjdd &% 3 | 39 (31.6%)
e HAEA 2 T, AR AR o Al 1 dAAI-A BEE A
AT oES BAA =9 AT TERAL ~ At
L 55 A
Ak opgel BA o ofshd A%, 48, 9%, B A9 F2E7) NHCO| op5sto] fojv]
g S mAA EskHh
© &0 B4
&otE o= 3k o] oo A7 w3 E Bk UTh
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@ A B4

A% WiZ & NHCS] ojn] Q= AA Z27h ohich Ae F5sE B4 ofsta Z YA
F5% AN7E NHC] oF53tel oJn] gl JFS w14 @sieh. eGFRo] 30 mL/min/L73m2
el AL B4 F¢ A5 tFOo= of o 2 NHC eF§ste] Hrhd A gtk

S el A
Z 9 = 074 IS oz o] ¢ @ NHCO ¢f53dto] Hrig AL ¢t
S NHC AAY F AEE QAHA gouz 2t o7}

(2 FBHFEAE AT

In vitro A7 215} o] o7} NHCE CYP &4} At P-gp 9 BCRP 54419) 7o) ol gich
&3 In vitro A7 23} o] ¢k NHC= CYP1A2, 2B6, 2C8, 2C9, 2C19, 2D6 2 3A42] A& A7}
oz, OATPIBI, OATP1B3, OCT1, OCT2, OAT1, OAT3, MATE1, MATE2K, MRP2, MDR1 %
BCRPS| A sl 17} ohym, CYPIAZ, 286 % 3A4e] H=A7} opiieh 4% Ulx F5%o
ZEUH90) e ThE A SAE Zoe P EokEY of of 2ho] HEAEL WIHHA wsith

4) WY =3}
(D Fnpolz| = &4
o] ¢Fo] hAAIQ FEHU LA E FAA NHC= A zujeF E244 oA SARS-CoV-29] th gk

244s e, Zﬂfﬂ 249 50% B35 W& FE(ECH0) a5 A-549 Al=Z 9] 79 0.67
-2.66 «M, Vero E6 A|Z9] 7% 0.32-2.03 M %Atk NHC+= SARS-CoV-2 Holq <&
vHB.1.1.7), ¥ eKB.1.35D), ZrHP.D R FEKB.1.617.2)o 247+ 1.59, 1.77, 1.32 & 1.68 «M
o] EC50 #o &2 A& vl &84S YERt NHCE AlZ v Al SARS-CoV-29l ofj gk
e AR 28] Fnjol 2 FAo AAES YEhA FUdth

F2 1190 g A B ETHE Bhs7] 9% 24 A DA NHC A7 Be® o
2 A2e FAH A 2rh NHCol t@ U4 B71E 98 AX gL obd 9y

\“>

NHCE M vjof Aol A e Alu o) 7b44 7baol $el® Z3HE 2(nspl?) X $HE4S
OL, V557L 2 E802D)& 717l wholej2eo] thste] @A §AstY o wahhA 754
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2o Aoz wuw

rlo
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Uak AR A SFEEE ofulmal MEHA S, AA EE AD7} Bzl Hl8) o] of Kol
Zo) wholel 2 @7 Dol A | el AEHUTh Ao Alauw } A 3ol 2 e
Ao ofnliit Wl BAFEFAG WA

2
b L
g Wzt o33 B T BHAsHE FeAS dEA A Eo-

() TE ZdoA #<ld SARS-CoV-29l tidt &4

o] of9o] gujolel 2~ FAd-L AEU9 wp9-2, 2E, HY BEHoA o] ok& Hloj# 2 F
H A ZF2 FY F 12 ool FHF & HIHEH AT

HZ 2o A o] of Fof Al 47529 SARS-CoV-2 717} Fojd o2 7H4astal v &8
HE MASEY ol Mu7E ¢ s] AA AT H 2B R4 o] of FoA] Hio]
2] 2= RNA 3l Ho|A o A violg| 2 J7p7F AAaFHA. #Hlx=2 o] =28 Akl A
SARS-CoV-2 &9 A7} #olsiAl Hasta #Rwel] o Ao,

(4) in vitro A|Z=4

o] oke] ARl FZE QA E FA NHCE 39 w& AQolA A2 OE T47 A%
ol el CC50 ol 75 uM(AHd YT CEM AZF)FE >100 uMel o2t thaka
AZEA S JEITh o oke 149 23 84 BAolA 874 2 244 A7A 24
of ThEF CC50 gl 747k 24.9 uM B 7.7 uME A B4 ATAZE] F4& oA shs

Ao vehy.

5 FAANE AR
(D &4, HoldA, A4 Al

@ WHoldA

o] ¢kz} NHCE A} 843 A8 S stAY sHA] &< in vitro BHE|glo} B =1 o]
A(Ames 24Dl A A A3E YERlTE o] oF2 271 In vivo A WHoldd =l
Al A=t In vivo Pig-a ®ol¥dAd AL RE% A#AE YEAS ©] ¢F2 in ViVO
Big Blue® (cll Locus) &3 HX| 7 wlo]dAd AlFolA 0|t o] k2 (AL &
3 A E ALY 3R L) in vitro &3 A& in vivo HE A3 Ao A G| {4_\"}6]'
FFE5ol S40IAUTh A2 Mol g F3Fs HUEstr] Y8 F2AAS 3 A/ A
AN EZE o] &3 WHoldA Algo] AFE] Ut

S

>~
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FAEA HolE et A7 7IH6D)S FHA Lz ashy, o] oo FAEA AL vt

® 4% ol
RHD 5] A AbgH NHC 2o 7h2}

2
7)
FH AEoA FARS of Ae, wrdEd, & 27 T o] AU

oANA H 3L 500 mg/kg/day(dA B =Z A 22k NHC 97 ==9] 4u) 3 89l =5)7}
A Fog I =4 AT JlelAl HaL 50 mg/kg/day(NHC 973 =& 3} ¥’ )71

B3t 149 SA A, Z& nk¢2oA Ha 2,000 mg/kg/dayNHC A4 =22 198 4
A ATFNME W T AT Ao BEEA )
d A

Qo

d

BE 2@A T JHS VA st Holn §F o EH BLEA 0| w2 17 mglkgld
ay(NHC 94 =200 A& 53) ol gol A B2 5ol 79 F 22 AT 59 P
o o) AEE gavh BAHUL, ol Fol UY Fol o AT BT Watz 3

= AT

np-- oAl H 11 2,000 mg/kg/dayNHC 94 =

T AT oA 1 1,000 mg/kg/day(A H A 242 NHC 94 =59 9u) ¥
_]

= =
SHA Tt e 54 ATl s S FAY EdeE FA o] #EHA U

Zl Sood Hldd 2219
14, f1eft =z, olFwrtd Aldelth A4
Aegel gt HFJAE st o] 7H AT

(A1 AR} 604 o], B, HITHBMI >30), WHA Agd g, Soish A% A, w8 #HH43

WA, B4 b, o] AWe WA HFES WA g f3Y BAEA LI 2Ee A
AAH oz gstgon FEURRE 5U ool Sl HAH A4F ZFHAL A
RS L1 B9 4o} of of 800 mg T 9loke 19) 28], 527k AT Bk
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IAAYAN FAANED 2L A Qﬂ%*&x}f—ﬂ A% FAHH 4341(18-904) T 604] o]
’z} 17%, 75X ©17& 3%; FA 49%; W<l 57%, 51 & ofZ g 7HA| vl=l 5%, ofAlof<l
b, S AR 50%, el ABANAE e o e UG
H 528903 12%7} okZelzh, 6%7F Robelelzh, 283 3%7} obAlotel A SEH
o AR 48% S 1A 39 olulel AFe B 919 Fol B AT 71a
Ea S1PAAE W), > 604(17%), FaBA6%)01 ATk Hol ehele] SARS-Cov-2
MO FAT B4 A3} Y& 19298(F FANMAY B 55%)9] BAES F 58%] B4
1.617.2 2 AY A ZAAHAAL, 20%7F 7(B.1.521), 11%7F ZvkP.1), 1281

e A7k Z1E Wl B/AS ZARUth AAH O, ol sl ATEASIY A 5

= 7

= Abgo] ARG AP Al vl
HERA &2 1841 o]/de] A<l

) F EAskE dAE
3o} >60A1], T, BTHBMI =30), L‘éﬁ $23, Foie ARAE A A4
Hactive cancer). 18 12 &4 3stelvto @& 2345 Uehd Aot
gz 7 Aol CDC°ﬂ o3 Fogd TF ZE2U19=9 g
A skl 4 dolEe EA6kA] ket

E 3 Y FZ=2U]19 4 AN FEAH A

o] °K(N=709) 9] 2F(N=699) BAY oHE zjo)*
n(%) n(%) (95% CI)
A29L7HA E4 ARE AT 2443 ol AY FL& ABHEE 949 =3
48(6.8%) | 68(9.7%) | -3.0%(-5.9%, -0.1%)
A2 714 ZE A9 9% A
1(0.1%) | 9(1.3%) | :
AR REE2 762H | AlMCiatXtol CHEE A& = %7“:'” 2 J|dtez & SZH=E4
OolA 292 7IX| ISt Lt AlSH & RH= 0] 2t F0{20|M 7.3%(28/385), 2|2 501

TOIA 14.1%(53/377H)0|UZS. EHE fe= }O|= ~6.8% A 2(95% =2 FZH -11.3%, -2.
4% EII kaj-II-I p 7[- 00024)

X-[x.” E'II-OIHHI-I A|o-||:HAI-X|.E EHAI-OE _?.'QF |:H|:|| ol OI:OI HAE] AI-LH_Or_Ié-I_IIZ_ A= 3
0%(955 AZITZH 1%, 51%)%S.
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Difference (%)

Time from Symptom Onset to
Randomization

< 3 days

>3 days
Age

< 60 years

= 60 years
Sex

Male

Temale

Obesity (BMI > 30)

Yes
No

Diabetes Mellitus

Baseline

No

COVID Severity
Mild
Moderate

Most Common Baseline Clades
20J (Gamma) f—e—
21A, 211, 217 (Delta)

24 24

21H (Mu)

Baseline Antibody Status

il

Positive
Negative

-
e
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|
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et
|
Yes I—:0—|
gl
|
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Other ]
|
o

=30 -20

O oofF A8 By -4x

-10 0

10

Molnupiravir < Favor — Placebo

AIE|FZHE Miettinen & Nurminen 22 7|8lo 2 M EH

# Events/Subjects Risk Difference
Molnupiravir  Placebo % (95% CT)

25/339 28/335 1.0(5.2,3.2)
23/370 40/364 -4.8(-9.0,-0.7)
36/591 52/572 3.0 (-6.1, 0.0)
12/118 16/127 24 (-10.6, 5.8)
32/330 41/355 19(-65,2.8)
16/379 27/344 36(-74,-02)
29/535 46/507 3.7 (6.9, -0.5)
19/174 22/192 05(-7.1,6.2)
17/107 17/117 14(-82,11.1)
31/602 51/582 3.6 (-6.6,-0.7)
19/395 27/376 24(-5.9,1.0)
29/311 40/321 31(-81,18)
0/37 9/47 -19.1 (-32.6, -8.9)
18/237 221221 24(-78,29)
6/75 13/82 7.9 (-185, 2.6)
5/47 7/38 78 (-24.4,7.4)
5/136 2146 23(-1.7,7.1)
39/541 64/520 5.1(-88,-1.6)

o2 +HE 729l 2 T (modified intent-to-treat) 2.

L} SARS-CoV-2 FEdl2#AlE credo] thEr ZA|(IgM, IgG 2! Igh) FFE= Roche Elecsys anti-N 248 S35

WG AP, B BEA, AR 5L oo
of eehel E: ABE Y B3 AT F Yok

- gt ol ok ol A B A(KIDS) A3} 1644-6223, Y Ake] E: https://medrug.mfds.go.kr/

o

3, A - Bl R ETE 52 F=del
(5} 02-331-2000).

of thsl e=hol =t (3} 02-331-2000)=
H A% Fmdol=t/ (d3: 02-331-2000)
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O AFE ¥4 AR £9
www.molnupiravir.com %+ =l 2t (d3h: 02-331-2000)

O =34
4074 </

O A

714 87], 42X #(15C~30T)

O AHE71%

AZLZHE 24714

O #4

TPl b (FNMEEEA o7 W =E 416 M=o 235 (HH==257D

gk« (02) 331-2000]
O A=

(PA) 18106, United States (USA)

Az A Z=r A 2 A=A A THTA
Pathepn s 2110 E. Galbral.th Rd. Cincinnati, OH 45237, 2 A A %
Pharmaceuticals Inc. United States (USA)
MSD International ) )
) Pridco Indus Park, SR 183, Las Piedras
9, 9, ’ x_] }‘
GmbH (Puerto Rico | ¥l Puerto Rico (PR), 00771, United States (USA) 814
Branch) LLC
111 Consumers Drive Whitby Ontario LIN | A A| =,
Patheon Inc. | Zitey 575, Canada (CAN) %
Merck Sharp e 4633 Merck Road Wilson, North Carolina —
& Dohme Corp. 27893, United States (USA) -
Sharp Corporation | ©]=* 7451 Keebler Way, Allentown, Pennsylvania sz
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of T&3A -&ste T =7ty 7ol wel A A Axd o FS Tk
ok 513]—
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11. MK-4482-002 Part2¢] A F2beju) SAbatol| ik vho] 22 v =(viral shedding)
A9} SARS-CoV-2 A FAA wEEHE 7 IAE 4 A8E A= A

- 20229 4€ 30€71A] AR E A E, 2022\ 104 3197HA] FHE BAAE AES A

N

* e A S gl A9 Al E&stelok 3

12. BAAZE =4 A5) Ok/‘g‘% Fisher 344 A =& t)F o= NHC = NHC-TP7} 118
A HAEH=A AFE &Astr] As) F&sHPK) A+ 2HE

- o] Aol NHC7F agholl A HE5™, Big Blue = A7 FJrE Al Z 3} oF 3,
I A3RE A SEREH HEE0Y) HE A FYFddA o AEstodoF g

* @e AD F Y A5 Al zastolol @

13. (kA A1E) 2021 38 7]0) A ZHE Tg RasH2 v~ 67019 A A e 23S A
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(KIDS) (A3} 1644-6223, & o] A: https://kaers.drugsafe.or.kr)

A =g Y6 (3} 02-331-2000)

O ol ek %A nasor FUA?

A ©°] ¢F2 AH2(15~30C)ol A EAA Al L.
A oPoly W FE &0 BA e ol HASAAL.

O 9 Ta% AHdo] o oA sordurt?
A RS HZIIAA E3HA Al Q.

A AEAYAH F o)A (www.kdca.goknS WE3HA A L.

A A BALE FEFYAL.

A 13} 02—331—2000% Fel A= del 2@l ot L

A °] o7 #BHEFH Fo Z](WWW.molnuplravnr.com)% HEHA L.

FUAAL - FFAA UG (Fh4: AN T FAUNE 416)

QYA 20229 39 23
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Q) HIV 7+ SAHCD4+ TAH|ES= <50 cells/mm3)
O A 59 A4S 24
(10) A7Fae == A4 FrkE 2 gk
) 3R]~ eFE(Disease modifying anti-rhumatic drugs, DMARDs) X5 a1 = 3k}
2) A A ] WEo] AU kAt
(1D vz AA| A}

(12) 71554 siFets] FHlS == v 7154l

2. HYAAA
¥ ol ok= F WA ol ARSI X EE WA e
(D 1185 FZ2HIAHZ0|=Q0mg oo 87O E 25 o) Ak 2
(2) &z 3}A)(alkylating agents)
(3) 4 &&= (antimetabolites)
(4) o]2 A& WA A (transplant-related immunosuppressive drugs)

by

(5) ¢ 3}st @ M Al(cancer chemotherapeutic agents)

(6) & I AHTNF) 2pekAll(tumor-necrosis factor(TNF) blockers)

(1) I AA A = HAY=HEAR] 718 AA=82 A|A|(biologic agents)
(8) Burton tyrosine kinase inhibitor =14
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