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Part 2 X 1Xl=
HIZSZ2=[EIAHIZ] A2 AI2592 e

O &2s8%

L PCR Z4 5& B3 8218, g % ol sh ool

(BF 289 o goli A% 3 kg o) mihulelel 27t E-19 Bape] A w

- HH
- AY)F7](room air)ol|l A AHAESE(Sp02) 94% ©]8)] 3kx;
- BREMA X8 Qg B}
- 71AIZ 1Y A eakA @ FI(ECMO)o] B 83k $hx)
2. PCR A4 5& 53 :zlw TR Yd S0l 2 435

o % 2%
oA F 40 kg o) mEhulol g gt E-19 Bare] A=
O 448%
L %ol A % Rt F AN
D o] ok Fofa}r] Aol mE #Ao|H eGFRE ZASIAL o] oFe Ko
pow AhelA RUHPATHEEEF 5. Aol B, el Fojaa
1ol SAel o] Fof )

D ol o Rl Ak Rel L% B BE SAolA Qg

3) ol

2. ¥ &%F
D Aol = AF 40 kg o) 9] Zof
- o] ko] AR SO A F T3] BILFoZ 200 mg A A
A ERE 1Y 13 fFAEFo 2 100 mg 2 A9 Foo|t),
2) A3 28 oliola AlF 3 kg ol 40 kg v]wESl Ao}
o] ¢fo AX &F2 AA & T¢I FHE&FOE 5 mglkg HA B
A ERE 1Y 13 fAEFo =2 25 mgkg 2 A9 Foo|t),
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A EoJ(IV infusion)

A
= 1

HAl =t

<)

BEE Fo

=

T—

o}

D o] o2 30&olA 1202 24 1€ 13|

o

E=rh.

o}

o] ¢¥& eGFR 30 mL/min"] 9kl Ao Al Eol7} AAE A

5. A %] &=}
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mw
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L E 18 Agstel 79 Moldl W 0.9% TA8 AN 84E AYB,

H 1. HI5 40 kg 0|42 Mol 20 Sxtof o AEEE= TAS SEAT2UO| 3] X" ¢
A== g F= b2l Ol ad =~ +
HOAIEIZ STe| FASM2|A G Z=g whofl A HHE ool =t o

EEEET M@ gE. seel e sne
200 mg« 250 mLe 40 mL+ 40 mL(2 = 20 mL)« [*
(gro|t 27h)« 100 mL# 40 mLe 40 mL(2 = 20 mUe |*
100 mge 250 mLe 20 mLe 20 mLe N
(HIo| 2 17)e 100 mLe 20 mLe 20 mLe -

- A-Y A7)l FAZI vhEe ARESte] ®1o] wEt wWolx e &3
0.9% FAHE A dE wia, wd 0.9% FARE A daee #7710,

- % 1o wet HAER Z7)e] FAZIE ARSSEe] Hioldold HBad &2 AT
A7 FAF A2 wiaL, mlo]del F2 mARE &4 HI]ZH.

- a3 &4 ATAET FA fAe FA el &4 d=t

- e 203 ThE A4 Aol W ¢ e EHdT Me E5A ¥

- AT 34 &9 24220 ~ 25C)olA AW 24AM 37 == 2 ~ 8C Y WyAIL
A 48AI1ZE F_F kst

3) Fo A

AT AN T UL bR B Felaix et o] o3 0.9% FA
& AYAGSF ol9le TE FUE goste] APPL BAHA Yk
o] ok Fof W= o Bt mUH T ojof ATHALE R FoAG L
S oI WS E T 4UT )
_g]

L Sle BN o = =
A ol 2 1ee TRY T30 FuZe) Awy
shok Fhe.
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H 2. HIS 40 kg 0142] 4210} 20 SXPA] HEE|E= FALE STAT 2L 3|4 gHlo] ¢
TU K

= W =, =l A|Zhe = HE, N

308 833 mL/2« +

250 mlL« B0« 417 mL/E~ -

1208 2.08 mL/E«e -

308 3.33 mL/Ee -

100 mLe 60+ 1.67 mL/2+< +

1208 0.83 mL/=e -

7. A% 289 o1l AF 3 kg o4 40 kg MR AojolAe] kg =A B
D A7 A3

CRBzolN WaF Fo) B % vlo|Le AWtk 2 uholdol Ta):

- wlel¢ B AAY A7) FAYIS vhEe A8d) 19 mLe) B FAESE
o] BAAZ BEe BF AN ATH T

- A FAEFE 9 W AU GAHA e A volLe H7w
=/ 302 St vhol

- 2 ~ 3% BSE npo|ge FolEth AT8E AAR=2 ¥
g o]ojof Tt

- o]t W&ol s &HA & Ae, 02 FF TA Hpold s &
A2~ 3% UEEo THE YRR FotEnh Hlo|d e Y&Eo] ¢
g wj7tA Bagk A4 o] dAE wHEITh

- ATA F, 2+ vlo]delE 100 mg/20 mL (5 mg/mL)e] A AHE fHo] &
ATt

- B2 g ¥ AR

2) 54 23

% 289 ool AF 3 kg o4 40 kg v]whe] ob FAkolAlE 100 mg/20 mL
(5 mg/mL)e] ANANZ ATH Sl 09 % FAE ALNALFE Agtal 2

% 1.25 mg/mLE © 345 ojof 3},

1.25 mg/mLe] #AGABIZ 3|4 Mo F SQFHE FUHFLS 2o AT 7Nk

mg/kg F3t&8 2 25 mg/kg FAEFS J|Fo R Fr)

2o 0.9% FAHE AP A F9 (4 25, 50, 100 mL) =& HHE3I F7]9]
AZI17F Aot S AMEE 4 . B &3S 1.25 mg/mLe B4 BEE
F7] 1% S BE F SHOZ [V FYUL T3 FoHG

FAZ] 2 FA] BEZE 50 mL v The] £ FUE o AT 4 o
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H2E W,

Mo gHe) ATAY AUANZE 09% FAE AUAASE FY ol §7
i

WS 203 A2k F3o] M gke] g BT BEA ehoto} Ak

cwle] g FY M AgsE A9, PuANZ 54 g9 125 mgmle HF
FEE DL FRT GO 09% FAS YHHASE WA F, AT §39
ATH §Ae §A BT,

- AR A4 &S A0 ~ 25CT)oA H 2443 = 2 ~ 8C o WAL A
481 FRF kA st

ol B4 §FF BAF AT
]

H =2
EUH —’F—*V]— GiksElisy

N2 W, 09 % FAHE Ae4
Au A2 54 golo] HE= Hr}.

L FANE 208 A HRC] FAY] ek §92 ERET EEA Yook k.
CEZAT 54§ A Agok

3)

Eof 73

- ZAT HAL T2 B FA6 Fojshx et
S o] o3} 0.9 % FAE AYAGSF ol9e] BE YT §Ae] AFHE el

A orth ke 308 oA 1205 Ax AW FEos|of 3o}

AL ] T
39 EmLmnE E 79 443 % 29 AR AEo Agscl B
Co] oFg Rol Wi £ WAL RUHGH ok dT(1Eate] FolAE 1 AT,
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= 1
d, A4 4 13 Be AR 3 419 1 d8AE 2 IFA
SAA AR ZEIOHANA o] o5 Fof W Azmubbolgl X ZET-19 AFA
B7HE Ao

(D) A2l A AAA 8

= o =
- NAID ACTT-1 93432 2upsolls 293-19 JUBAE dyo= 3
22, ol Fwstd, Az YPAPOR AHHN=532) T 91°Hn=516)

O|4HI2 0] E2 p (%) B i
e (N=532) . (N=516)..
LSO HES3 E2 0|4, 41 (8%)., 46 (9%).,
Z0i5E S0 HES 2 (0.4%), 3 (0.6%) .-
54 s O FE0 S 11 (23%)b. 15 (3%).,
a. BEn=1), Y A HrZ{n=1).
b. & (n=1), Y & YrZ(n=1), CIO|=/[F0| =4 E7Hn=3), ALT 2t AST =7Hn=1),
GFR EH:n=2), 34 H&dn=3.

- G5-US-540-5773 AT 55 ZE2URto|E 2~ 519 dd SAE e
2 3 7, 3 dB3AReE, Ades 5€M=200) == 10€Mm=197) &
oAt of=olduteS 5 ;E[_oq% 339 (17%), 109 Tl 409 (20%)N 4 =
TEHAL, F TAA 5% o] B o] gukgE :rLO-C‘,(SE‘ FoAT 5%, 10¥ F

T 3%), AST =769 FoT 3%, 10?-__1 EoT 6%), ALT 27169 BT 2%,
0¥ BT 7% ATt
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H 2.5773 YEAEHAM E0F o|guts 2%

oS0l FF, n G- >8 IAZ o8 Iz T
(N=200)~ (N=197)¢

US0|HEIS(2E S3)° 33 (17%) 40 (20%)+ i~
SO eF2 0| Metse 3 (2%)° 4 (2%)Pe -
50 StHE of7|5t A ZE0| MBS 5 (3%)0e 9 (5%)°e v

a. OHO|=7| 0| E 4 E7Hn=5), ZtE 2 F7Hn=1), 20| =HO|H4 ES(h=1)- u

b. OtO|=7|F 0| =& E7Hn=4), ZtE L S7Hn=2), Zt+% S7Hn=2), LOt0|=F0|Z &
Z2(n=1), ALT S7Hn=1), ALT 2} AST S7Hn=2), FHES 2F(nh=1), E&n=1)

- GS-US-540-5774 A4APL 55 ZEUrtelgl 2~ dE5-19 dd &A= iy
o2 3 FAMA, 3 YFAPLE, APFS 5%‘( 1) 10¥(n=193) &<

stAY BFA 8-S 38 (n=200)3} A .

oF= o] 4w

109 Foi 25 U3%)NA HIFHJA, F TolA

] Eo 3694(19%),
5% O]AOP By

QR

5%)& 3U7 Folshgrt.
BAA ABokE 13 o)
FokS 13 o) Fol wgkm
o1 Fol Wit

/\] & o
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TY6Y FAT 7%, 10€ FAT 4%)°] AT}

H 3. 5774 YHAEHO A 20 E O[4EES 2 Q9% e

o|4utse| B8, n (%)~ s e EAL T

Mool om (N=191) (N=193)+

AS0| B E(2E S 36 (19%)¢ 5 (13%)e B

S S 0|8tSe 1 (<1%)ke 0 ©

S0 STHE Op7|E Y2 0|HEtS 4 (29%)¢ 4 (2%)°e i

a. U200 23t 0| Al BEEXEZUAM FIE|R] ZOICH i

b. ¢gts Zbe

c. ALT S7Hn=2), ALT 2t AST E7Hn=1), Z0I0|=T0| =4 HE(h=1), 2F ALP

F7Hn=1), EF(n=2), dYT+ H2(h=1)

- GS-US-540-9012 LA ZZ2Ynlo|g 2~ A9 3-19 S ddo] 7¢ o]yl
a1, SARS-CoV-2 Zrdo] FxEHAeH ddo g ojojd ARJAE A ol
7HR B ddAE g e E 3 AR, olFwrhE, i A3
o=, AFeF n=279, A< 276, AlF 40 kg o]/l 124 o] &oF thiAf 3
H) = 91oKn=283, A<l 2789, 124 o]A&ola AF 40 kg o] o} At

< TR 2798 9] tidA 5 22782 oY &
04 Hholal, 449 o] thaAtE 7R o8 oA A
B tdAs AR 2% Ao Aldts 13



L obEol S (RE BB AWT MB12%)T SlokE 25WOWN A nH AT,
ARENA 5% ol RiE oFolauee AN F T BRI A=
ZOe op/|% FU fRolAurgolt fEol gk e HuHA gt M4
om ZHAA o] Al FoTo FHAE GS-US-540-9012 AGAIE e A
AT Feol A BLE A GAUA, o)) d HolEe] A A@dA ol

* QAAD F AN naE EahA e olaukg

CABAAE T ol oF FATOA 2% vz HuFEoy JdHer ouge o

rr

*AJAFA o]

- AT AHAE e E dte FAuA, o %%7}%1, o ok
GS-US-399-550501 4 Al @ttt o] )
AT HAF(05T, n=BolA T35 TSL, 91g
RIEFPT 5o 29 3 fA2HAT 59 FAZN=9NAE ALT Z717} RaEA]

R
- ACTT-1, 5773, 5774 A|@A o] ¢S Fo ¥o F2ynlolgix 7Y 3-19 3=
oAl 3% ol Bad AAAFTH o)l FB~455)S ZH7t F4~600 A A = AT
H 4. ACTT-1 AlE0IA 3% 0|4o2 ¥ g HEUSK 0|43 52 014w ‘
e uaH 0142 00 AR Az 1
(N=532) (N=516)+
ALT E7te 3% 6%+ “
AST F7te 6% 8%« -
2o 28 St 2%+ 5%+ “
JHOLE|El S| 3 A Zhbe 18%+ 20% “
S OLE[El St 15%+ 16% -
eGFR Ze 18%. 24% “
EEIL= FIte 12% 13% -
FAE22d Tae 15%. 22% .
BT " 11%+ 18%+ +
Z2EEH AZE 7 9%+ 4% .
a. £0 = 2ot 225K 0|d22, S22 DAIDS Ver 2.1 2 [GE.~ -
b. Cockeroft-Gault 410l 2AHE.»
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B 5. 5773 ME0M 3% 0|lde= EaF HddxX] 0|43 S3 0ld)-

ALK 018>, (%) Bt |
et (N=200) (N=197)¢

ALT B7}e 6% 8% "~
AST B7te 7% 6%+ i
2 otE|H SE|ojEA Fabe 10%¢ 19% ©
A OLE[ L STt 5% 15%« i~
2EALR =Tt 11%¢ 8%« u
SRa2y 2o 6%« 8%« "~
a 0] = QrMisl AlEAlaK| 0|42 S22 DAIDS Ver 2.1 2 [+ i
b. Cockeroft-Gault 210l 2H&.» o

H 6. 5774 A|EH0|M 3% 0|do2 85 Alslasg] D|g{3 =3 0|4he -
LBUAK] 042, (%) SB iz | wEIAZe ) EEARS. N
PR S et wteions (N=191)¢ (N=193) (N=200)~
ALT E7te 2% 3%+ 8%+ i
A otE|H S2lofHA Zabe 2%e 5%« 8%« i
EEIALE FThe A% 3% 2% i
2224 Zie 3%+ 1%+ 6%+ i
a. 0 T 2ot d€45K 0422, 532 DAIDS Ver 2.1 & &« “
b. Cockeroft-Gault 40| 2H&.»

H 7. 9012 AE2| HYH XA 2% Olgdez EaF

- GS-US-540-9012 OMOMI oA o] oFS Fo wro mguulolel2 HEZ-19 x4
o 3£ 7o AABFA

s2daxA] 01334 52)¢

a4 = ok 47
s 0|42 3 22 gloke

(N=279)+ (N=283)¢
A OtE|L S| & A T b 6% 0o o
Y| OtE|H 7k 3%+ 1% o
=EEILE=Fte 6%+ 7% e
ST L 2%+ 1%+
ZZ EEH AZFSFe 1% 0 a
a S0 T LSt HE MR O|M 22, 532 DAIDS Ver 2.1 2017 9 7 2)2 E .~
b. Cockcroft-Gault 0l 2 HE .~
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Q) 2ol AAE tdow B AN
- GS-US-540-5823 A3 IS AE 289 ol AF 3 kg oY HF, T5%5 %
Fzo zurloles 7291999 BAAE gAoR @ 234 BT,

AINFoE, AT we} o] oF&

- 12A4] o]/dolar AT 40 kg ©]/&<]
A tdAHn=5): 1=}l 200 mg
Fol gttt

- AF 289 olelal AF 20 kg o1 40 kg PR didAF (n=12); A F 28Y o
olal Als 12 kg o 20 kg mIRFQ] th/dAHn=12), A% 28Y o]iola AF 3
kg ©o’F 12 kg mwd thdAHn=12): 1Y zlell= 5 mglkg 4, o]Fdd= 1¢€ 13
2.5 mglkgs Fo WYTH

o

Hof 10¥7F T3 tHn=53).
YA 2HN=12), 124 w]¥ko]a A F 40 kg °]A+
Fof @ty oy ol 100 mge 1Y 13]

mlo

(3-4% )° dlr==x 7F4(18%, 9/51), eGFR 5\_(18%, 7/40), = # o}
(10%, 5/52), 2d LFR F7HI%, 2/23), Z2EFT A3t F7HT7%, 3/46), APTT
=7F (1%, 3/45), AZT ZH4(6% 2/33), W= (6%, 2/36), W FHA(4%, 2/5D),
ALT F7Fd%, 2/5)D), &FIL= F7H4%, 2/52), Tx=A%, 2/46), ZF 74(4%,
2/52)05“3}

(L,
olN

CohjmEtA s, GREE, FY B S, Hug

CopHlws) el Ea A%

R

LY=ok Ul B o §7 MNYPABAN FF WHFAHo] BHAU S
B 2gr1de W WHAA Yok, AFMY AFH 54 WAL
S glo,

_3"_



- o] ¢k Wgd ~d xR o B 2 EFSBECD)S FHirsta th o] R A=
oz wAdEr A7) Aol ExjolA o] HEo] HHF 548 YeElE 4 ot
- o] ¢f ?Oﬂ A 2D Eo 717+ & eGFR AAME A A)sa, eGFR < 3}
Aol Al = 32 et
2) EIE%/\IELEE%(_L‘: F22H)7] HEEY
AFBU Al FZzH0] o] ok A U thal & Fulolg s XS A3}
= JH BAF AT o] ¢y FDEAZFZZA(EE FRIZA)FY HEEAE
=

(smus bradycardla)
Mol BHuEglow, thEE A B & 4 oy 3 &HEIUT

F2Udlolgl 2 Z4EE-19 A2 Aoz 3 ACTT-1 AlgolA Z2EZH A7
T+ INREY Aol 9ok Hlo}@ o RIWe] dAs AT 28 A EAEl A
= =X Aot BEEA FUTh dFH R Had A, o] ofs Fo we B¢
ZEEEH NS EUEY GJE}

D o] ool tht oF= g2 E2 Aol s A okt
2) o] % JEEANFERZA(EE FEEZMDH] BEFAE AZHA &=tk (5 ¢

3 AdB Y AY A, o] ¢k CYP2C8, CYP2D6, CYP3A4¢] 7)&o|th =3l
OATP1B13#} P-gp¢] 7]&o]m CYP3A4, OATP1B1, OATP1B3¢] A 34 o]t}

D 45
o] ko] dAl F =Eol WT I A== floh A FTole A& o] ¢
5l Bote] faide A3lsts AFolnt o] of2 Fo3in.

- HE B BE71E o]&7 MEASAAADAA o oF Hol FoI&FA 20 me/kg(tHAF
Aol AUC 7Ite 2 B{7hA 48 d48Fe] 48 i3 FAAMA FA4e] 2
LR 4

- HEE o] 8T FHT B 27| LA FAA o] of 10 mg/kg(thAHAle] AUC 74t
o2 HIHA A AREF 13W R T, A, wjobe] 2E 3l A&
Hjope] ZHavh #EEH AT

2) T

- AbOlA o] ofo] ERE T WiEE A R SAAHA s

sEAME °] e Fo B2 RAZREH FHE T2 A7 o] oF B tiAA
7F AEHEANLH, o= o] ofo] R oYy WEd JhsAdol =



CZZUY wholelzs 248 FololA BAT 5 i wpolHs e o o E
2 Q% fRol4ureS TEHW, Yopt Y FHEHE AL & b @ o
A7ge ool abmolsl o] ok WA WaA of o w: Wumel J1A A
b bAoA HA Qe S @A AEH ojof k.

8. 20f ¥ THANAL T

D 2o}

- o] oF& AJF 28Y ool AFE 3 kg o] Ao} 3t 53yoA A L &
a0l HrtE A

x> 28% o] Aol A F 3 kg o] RE Ao} 3

3

oF

2 743}A eGFR& xg 30

)
[t
flo
o

(o]

o
flo
m
£
Ol
ol
N
™
=2

2) 1A

: ACTT Lol A Fab9) wiAe 1,062 YA tidAa F 36%7F 654 o] ol At
GS-US-540-5773 L g~ el A T2 miAE 39799 Jdd tidat F 42%7} 65
A o] Aol Tl GS-US-540-5774 AN oA T2+ wlAE 58479 Yt A
2} F 2T%7F 654 o] el At GS-US-540-9012 AGAI oA F=2h9 v E 562
Hol Mg oA F 17%7F 654 oldeldtk Buw o AdA Ao}
e A ol ol FHRAEA agkth 654 o] @AlelAlE &F =Ho

9. 2] BANAN Y F

- ZHA ) SRt A o] ofFet AHE Quk HAC) SRl A & 2dH FQ oARE=

1w gkt
Rkl BRI AE frelddo] sl ABlshs Aot Fol@ith o] o Fofal]
A3h Fof W= Fo BE B4 YFHoR A s AAE FU @

10. A7ef EzpolAe] Fof

A7l gt o] oF5d AR ok FAA Feldol fEdS AIeA FEe
3. eGFR7} 30 mL/min ©]9el $Alo= By} AAE R @t} o] s Eod}y)
A3 Fo] Hi= Eok RE oA YA o7 HA-3A eGFRS ZA 3o 3},
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11 HFFAAY A
o] ofo] FFEA APL Utk FFFANolE BHAYF BUHY, YT B
5 gutAel AA 2w AN, of ofe] FFFAY I ASAL 3l

oro. Al 29l Ao 3|As|of 3T},
o] ok TE& = T FoFAAE tHET. FAE A o9 HvE

ZET  ATAE F orkold 2 34 & FHIE fs SA AHERT
0

A FHE FU &AL 20-25TollA 24413, 2-8T ol A 48413 QHAsiTt

D eFg2kg

(D #8714

- FAhARE2E FEY A E g B3 Hribonucleic acid; RNA) &4 <A A o]t}

AP ARE2E oltlxAdl FEEEHE AFLFEZ, AXE YA tiAtE o] kg5
o2 A FEFHUANE A4t gAAIE A%

- FAYAIRIZ AQIARS old| 4l AFQlAHadenosine triphosphate, ATP)e] A =
283ty Z 2419 nlo] 2 2~(SARS-CoV-2) RNA o]&2 RNA TFEA(RARP;
RNA dependent RNA Polymerase)ell ¢Jsi A4 RNA Atsol H<Ystr] fs) AA
ATP 7183 A5k, ol violzl2 RNA BAl & A€ 34 S5 AAAZH
- F7HER] ZAEU|d o R AGAHIE RIS FEEHSEHE FEVF =8 o #A
St Hlolgl 2~ TEE 49 read-through A3} =2 nHlo]z] 2~ RNAS] Fdo] &<
o] RNA 43S 9AE 4 At vlo]gi2 RNAS] Fgo dGAd 2 L
7 EAY W, AR FEFHEEY AY AUt HaEo] HiolH X~
RNA A& A&l g

(2) A o Fnpolzx &

- HEAIHE2E A RIZE 7|5 I HAE) AlZ oA SARS-CoV-29] 97 &5
sl A wje dutely 2 FHE BHYow, B9 F 4847t 50% & F
(EC50)= 9.9 nMo| it

- A H I A EZ]l Calu-3 AlE 2 AS49-hACE2 AMZolA &= Fof & 72470 9
48417kl EC50+= 280 nM 2 115 nMeo] it}

3

-/
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- Vero Ao A SARS-CoV-2ol thdk AR =22 EC50 a2 T 3 24437 A
Aol 137 nM, 48A17F Al- ol 750 nMe] At}

- RSVl 749 ¥ HEp-2A13Z ol 9 =& 5o HdAHZ2e 2249
SAX YA, AGAB 2] FutolHx G FEZAAALA 3] &F =S
2 A FHAT. SEEAJNLNEY] =71 F7Hg el wet JFuA B2 9] EC507 &
7Vt AL, Ab49-hACE2, HEp-2 ¥ RIZF 7% A3MEoA S22 AJALE Y] &
S7F 7 shel whel FAuABE ARIAke] A o] AT

- 3 89 AAIE AFT W AFoA, BUAHEE ¢y (B.1.1.7), #E (B.1.35D),
7ol (P.D, A E (B.1.429), 713+ (B.1.617.1D), & (C.37), o] 2E} (B.1.526) 2 A
B} (P.2) HES X3 vlold]lx~ 849 P323L X 3to] ¢+ SARS-CoV-2 W
olo] A E&Fo] tha] o]H AE SARS-CoV-2 (A& A) EgFolAet FAL3H
Fgufolel 2~ S FAATH2O5H mvke] w3, HuAREs PAE (B.1.617.2)
2 on =3 E (B.1.1.529 sub-lineages BA.1 and BA.248) Wolo] A Hg|Fol of 3l
A% Al A SARS-CoV-2 &5 tigt 73k anfoldi =~ &4 (0.68) w]wke]
shE FAST

REER

H 8. SARS-CoV- 2 0] 2l4t 2a|5of Cf3t JWHAlH| 20| Suto[a]2 .

= o A 7
SARE;I;V_ZH H E'qg_jfjﬂ WHO W Z=2 X|She :j;:i Zead Wt
B.1.1.7¢ H=e 2hinke P323L« 1.58¢ Hisl glg e |7
B.1.351+ ZOt=Z 2|7t | Hi|Efe P323Le 1.19+ Haot glg e |7
P.1e BapsE, Z+0fs P323Le 0.82+ Hisl glg e |7
B.1.617.2¢ olza HEt. P323L, 0.59+ Mot glgae |©

GE71S»

B.1.429¢ o|=- A= P323Le 1.94¢ Bl glg e |7
P.2e LNl SR HEle P323Le 117« Hisl glg e |7
B.1.526+ O =+ Ol 2 Efe P323Le 233« =t gls e
B.1.617.1+ SlEa Ftite P323Le 0.63+ st gls e
C.37% o & ke P323Le 1.37+ Bt glg s
B.1.1.529 Hot=2|Fhe | 20|32 o B .
BA.1+ P323L+ 0.45+ Bzl gls e
BA.2e P323Le 0.23¢

St 212 2,580 O|0He] Z==ad 2o
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3 WA

- o] ofo] =R1}19 Hho] B 2(SARS-CoV-2)ell it WA LAz Bdd d4 Ast
T}
- A2 wfefoll A= A AR =l tigk 7ol ZHAR SARS-CoV-2 #eF7F A9

H9ith BgAElEe B4 FEP oA el GS—441524E o]-&3tod, Hiolgj X~ F&
RNA ¢]=2 RNA T&&4AMmspl2)e] VI66A, NI198S, S759A, V7921, C799F =
C7T99RN A ol 4t X8-S W3 steE AR Ueyt. 54 F9-A4 =AWl
fr=oll ofdl o] g x| Zko] ofAY A XF} violg e MEAHOZ EYPHUS o,
A AIH 2ol th3k ZFgAdo] 1.7~ 358 adste Ao 2 AFEHIH. FHAn=
o) AE wjek A A Aol nspl2e] oAb ES02D X gho] ubelykal
O A AdARI2d g o]l 25u) TAEATE HiolH 2 FFE Lo
P323L X]8-& E3}sl= SARS-CoV-2 8|5 o] &3 AGAH 29 = & A3
oA V166LoA T ofm|=4t X8ko] YERRTh P323L ©E & P323L+V166L
o] ZFH X Fo] Y& AEF SARS-CoV-2= Hu|An| 2] gt 4ol zhzt
13HH gl 15HH YAFAS- au
A 2 ol 2E AREE AUARIZ9 AlX uYg WA ZE9Y

< HA A 2o tfaf 568 FaE THFEAAS FosteE CoV Adte A4 ®BE
Zk71o A mlolzl 2~ RNA 2]&2 RNA 849 271A X|3HF476L 2 V553L)

Ao] Hlol# A= AE ujekol A HlolE 2~ HYA TAS HAYa SARS-CoVol
2 3= X|3HF480L 2 VH57L)S =3t A, AxX HjFolA] A An =2 o)t
ZreAdol 6l A mpe-x~ mEoA  SARS-CoV W7ol oFatE A
SARS-CoV-2 #j =3+ nlo]z] 2ol F480L¥}F V557Lol thdh X &to] /fE Aoz ¢
HAS o FEAv 2o i gheAdo] 24z 26 AT

4 & 2dAMY A5 a3

- o] ofo Fowy so] FEUY 7Y muoA FFulolzls FAHE B HE
U9 vlolal 2~ AE 1247F 3ol 10 mg/kgE, ©]F 19 13) 5 mg/kgS IV bolus®
Fostds W, AFH(FFA Tl vt 57 Ao A A, #H H
gl 2 Sokx ¥ Wy, ¥ nlo]d 2~ RNA FX7F ZaHA

2) obEetd gn

(L) b5t 37}

A2} gARel E oFEst stetulEE thg E 97 gk sEuntold
ZAE-19 BANA o obe WEFASAS Hef AuAu2et taA ) o
3k ofE s gEtuEE & 100 A AFATH

[ o
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E 9, WH A H| 29} CHALHI(GS-441524, G5-704277)2] UES E4.

+ HOAHE 35-4415244 GS-T04277+
S5
Tmax(hry=e 0.67-0.68¢ 1.51-2.00+ 0.75-0.75¢
HEo
2UTH STTHE H 3% 88-93 .64 2e 14

U Hle 0.68-1.0+ 119+ 0.56¢

4o
t1/2{hnee 1< 27+ 13

CH Ao

CES1(20%)
ChALEZ o Cathepsin A(10%)+ = HINT12
CYP3A[10%)¢

e
H = S (%) 10+ 49+ 2.9+
HHf == (%) MDD+ 0.5+ MDe

a HOAHEES 3087 IV inf.(55-U5-399-3505)+

b & #Ho] 8L A€M 55 O[FES HZETO] 24 =
L EIHGE-US-300-4231)

d B F(55-US-309-4231)«

Jak
2
a
hig
il
+

® 10. 0 % 100 mgS ZELIHI0|HA ZFEE-19 XA = HUEHA| HGAHE S
D ALH|(GS-441524, GS-704277)2 258 THEH0|Efan

T}bEH0|E B 34(95% Cl) BIG| A | Eo GS-441524¢ GS-704277+
Cmax(ng/mL)e 2700 (2400, 2990} | 143 (135, 152)¢ 198 (180, 218)¢
AUC(ng-hr/mL)e 1710 (1480, 1980} | 2410 (2250, 2580)¢ | 392 (348, 442)¢
Ctrough(ng/mL)e ND+ 61.5 (56.5, 66.8)¢ ND¢

Cl: ME|77E ND: SBE(RH F 244 Zhe

a) 32 SO YO AHE 3027 v F=Y0 e ZECS| HE2E FEA (G5-US-540-9012,
n=147).+

b) 7ot Bz FEAe
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@ 55 AL
D 2o} 87}

el Al 2ok AulAE S8 WA (GS-704277, GS-441524)0) T Hek ok
AZE odAe 4 R of meuwloles FdE-19 B4
dow @ AT Y HolHE olgd ABHEUL ol AF 28Y ol
Mlgtol 3 A% 3 kg o4l 2ok BAe] FEEAL wEFE FHsE
NTHOG823 YA D). FoAd &FolA o5 &AM e x=E(AUCtau, Cmax, and
Ctaw) 718} @ F4AE Zvpulol2 2re5-19 4 @xolA el ol Hlg)
A A H 2(33% ~ 129%), GS-441524(0% ~ 60%) 2 GS- 704277(37% 37%)N A
ol o Eghth 2o, olfd Ik dFHoR fAF FFEOE AFHA o
STHAFEA o] FoJALe, 8. 2o} @ mH AN Fof' ),

5 o
s Zdld

I~

FRUnole s -9 ol B
ob3 whebulEls E 116]A A Fah

71015] =-

QU ANE B A AR T Fol

H 11. IELHIO|2|2 ZtHI= g9 40F XA RGIAIHIE 100 mg MM S0 (2SE
~8) 2 2.5 mgskg B SH(ESEE 2-4) A2 RCAIH =2 CHALY (GS-441524, GS5-
F04277)21 CIS] S0 SF= S matd] B <

BASE 1o FASE go HSE 2o AmE 3o HSE 40
A= pg o A= gt A= g oot
12 ~ 13 Ml 12 M| 18 Ml
18 Al 12 Ml o] 2ro] i, o|2ro] 2, o] 2ro] 2,
a0l E, o] grof T, o]-&t0] 2 HZ= 20 kg HZ= 12 kg HE 3 k
=2 B05% H= a0 HE= 40 0] 4 a0 kg o]l4F 20 kg o4 12 kg
kg O] L kg Q1%+ o] 2r . o] 2r o] 2r
Chy+ (N=12)+ (MN=5)+ (M=12)« (M=11) (M =100+
HMOAMHI=. e e e e e
3910 3920
Crnaxs 5580 4660, 5530 (4240, AS00 (2720,
DN (2140, (2270,
(ngsmL)+ SO0 T2100+ 340707
ABTFOp &7 D0
2470 2280
ANC .+ 2500 (2570, 2910 (2140, 2930 (1900,
b L (1940, 1200, AT R0 T1E0)+ 452070+
mg-nrSm g r .
tng:-hr 31500 A0
GS-441524+< e e - - -
Crnaxs 197 (123, 162 (57.4, 181 (132, 158 (115, 202 (171,
(ngsmL)+ 316+ 458)+ 2483 215} 238}
3460
AINC e+ 2010 2640 (772, 2870 (2020, 2400 (1740, 2770 (2230,
ng-hr/miL} ’ =V al= o) A080)+ 23200+ EXETa) e
tna:hr SOGE0
Crant 28.3 (59.0, TEZ2 (24.0, T32.8 (499, 694 (451, 724 (585,
(ng L)+ 1G4 2420+ 109} 100} 105}
GS-TO42TF T+ + + o - -
Tt 207 (212, 278 (145, 423 (309, 444 (336, 300 (205,
(g ArmL)+ 443747 532] « STaM SE5) SO0}
AAIC s+ 815 (474, 537 (203, TS54 (547, 734 (513, G071 (454,
(ng-hr/mL} 1400} 1420} 10800 10500+ Q66
Cl=tl =] - Fhe
a. =|CH 10 27 AELAIEHIS 30 270 v =20 CiS T EF2ES S =8 x| (G5-IUS-540-9523 ).«

b. “1sr 88 =3 X+
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@ 27
A Al 2] ebEse Ao BAbolA Hr1E A 9
3 717

= PN EB RS

f
?’-SZ
o

[-4\1

ol gzt A 3 715 A

50
?’-SZ
o

() =&

- o] kS o] &3 FEAASAE HIHE AT dHAEL FHHA LU

- AER U APOA FHANIEE FE dIAF EAQICYP3A4S] 7oy, /7] &
ol 4 Zg|¥Eelo]l= 1Bl (OATPIBD P-gebuid (P-gp) 5419 7] & o|th
AdH U Ao A #AdAb 2= CYP3A4, OATPIB1, OATP1B3 ¥ MATE1l & A
Alolt}, GS-704277= OATP1B1e} OATP1B3¢] 7|&o|t}. o]z s AldH W A&
A AEA S SHHA Fsdoh

- AYAH 2= CYP1AL, 1A2, 2B6, 2C9, 2C19 =+ OATPIB3¢] 7|&& ojym,
GS-7042773} (GS441524+= CYP1A1, 1A2, 2B6, 2C8, 2C9, 2D6 T+ 3A59] 7]Z o]
obuth GS-441524= =3+ CYP2C19 Z=& 3A4¢ 7]&o] ofUtl GS-7042773%
GS-441524+= OAT1, OAT3, OCT1, OCT2, MATE1 =+ MATE2ke] 7]Z& o] oYt}
(GS-441524 H A OATPIB1 X+ OATPI1B3¢] 7]|&o] oYt}

3) A AR

(1) NIAID ACTT-1 44A1¥

- ZEUdtol g2 FEF-199] FxE A JLd3A FALHA, olFEIE,
ofthz - A Pol = JATHL062%). AN B dA= 1
A 13], 10¥3F Fo vy, A1Ye)] 200 mgS, #|2~10¥<] 100 mgS IV inf. ©
2 FAstATh AFEATE 109 Al E]%BH:— a5 FoA7t Tr’]'ﬂoi‘:]'

- o] A golA= SpO2 94% o8k, T&& 243]/% o, 4hAa=
7] 283 ATt SFo0E HYHIATH

e 5 ;}Uroﬂ et A7 o Theskdth WA SHA X<, SpO2 94%

8, 71487 48,

- Hlol =gkl A o) AR SA4S thed 2ok W A" S9AI65A4] o] 4
36%); B 64%; ¥Rl 53%, 521 21%, o}A|o}Ql 13%, 3] 2~¥ eI A 24%;

XHL.CA 90%),

Zéﬁ‘ro

=
dElses A 1067, A &A T TF FATE BTHEA
2859 (27%)°] 71A%7] == ECMO7} H83h 2 XP%{E} 7H R
TEGG1%), HITH45%), 28 F=(Ble)R i, 8 H3e Fx &=
SHAT

13 WASE Rol ¥ 299 of
(o)

[
2
S
>
o
e
N
N
IS
>
N
o
frl
o
I

=
o’ oA AHA7F EHAT dfoer Ao



Gt HEAAY A AFTE 10Y, AFTF 159EFES B 1.29; 95% Cl
1.12, 1.49, p <0.00De]AT}. 3 E7A 9 At TY#E BS/FTeT FAH105)
A AP 2 YA BE 59093 Eg v 1.22, 95% CI 0.82, 1.8D), =
S AHTH)ANA AET 11, HF 18U (FES H] 1.31; 95% CI 1.12, 1.52)
At

- T8 22 FriHae 15YA 8 SHFAEE IR A4 HHE, e
w2} 7= A

ol

Al

1. v, &5 AT gl

2. vl % A% g/Es AUHka B
3. ¥4, AaXE BEFQ, oty XA 238
4. J9, Aaxs BFQ, oty XA g
5. ¥, HxAks e

6. U, ¥IREH ] BE AFF AL e
7. 949, 53 7IA®7] == ECMO

8. }\]_UO]-

Aoz AdTolA 1bdA =Ad=7F O A= ATHe=H 1.54; 95% CI
1.25, 1.9D).
- 29971 A) o] AFLES A DT 11%, AT 15%ATHHR 0.73; 95% CI 0.52, 1.03).

l‘l

(2) GS-US-540-5773 &A1&

- IARubbolE s AEF-199] FE AUy 230AM ataxsE 94% o sko]aL
H Ao WAeE A7 e 124 o] 3o dd dAE itz 3 524
WA, S0 B2 QAN o] oF 5Y Fo(n=2000¢F 10¢ F{(n=197) 8
< Bt e A Z2F2X 50 3 AA F FAUAHIE 200 mgE F
of Wil 1 o]%F 100 mge 1Y 13] Fof Wokth AFthdArt Hdste 47
Fo7b SEE AT

- o]zl A o] AU A S e 2Tk A% Tk 614039 20~98
AD; 23 64%; MRl 75%, 521 12%, OP\]O}Ol 12%, 3|29 == 2}RA 22%;
ZIAR7] = ECMOZF 275 = &A= 108 FoTol 5%, 54 FoTol 2%

A, AFE AT 27 EHE S 10 Eoﬂi%ﬂ 30%, 5Y Folwtol 25% Aot

A S8 THE7IE 9 ALV FUhE F oA FASEI T

1A HIPESE UMY T <9HER B QAE AEE, Oe
2 B7hE e

Fol

Al
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by
-
o

O
—
(
=

(o o my X

BN Ho ¢ oy
b 2

Mo e e e o
2 T g

N oY O ol W
% % % o

=
o
(o

cHlo]agtol Y Aol E BARGS W, UL DPFEE 109 TIPS
A EolFold HASATHYSAE Aol WF ezl 075 [95% CI 051,
1.12). Hlo]zgtelel o] Aol & BAFGEL W, W& ML AFENAE 59
oA F3} 108 Fol ol A %ﬁvﬁ,o; Folg Aol WA A ). 28U =
Aol ofF AL 5U Fol 8 109 FolFelA 2z 129 % 4%k

(3) GS-US-540-5774 L7~

I UHPo)lE 2 7 Z-190 SR EH AYEr] Z2AA AAZIE D4%o]lT H
Aeo] WAAGH SATE e 124 oo dY BAE o o T
A, 3N 71 A ZelA o ¢ 59 Fo(n=19D), 10¥ F(n=193) 8§ %
EEARM=2002 vwstgeh. e A EEAES FA AR @ DA
2200 mgE Fof Wt:, T ol F 100 mgS 19 18] Fof wetch Al@oigAls)
Hdst= 4% FoA7F FEHUAT

- ol =ERlol A o] ANFEA AL e 2o A% Sk STAICHS] 12~95
AD; Ed 61%; WA 61%, 391 19%, obAlokl 19%, 3|23y E=+= 2EA 18%;
P2 BH, Hia A, A Fo A S 2RV 2 ALV FSUhE F

FoAM FASHA T,

1A FESE 19A6) T8 SAHEE B9 9 JHE, e 2R o
e B7hE Lo,

1. }\]_UO]-

2. 449, As4 7IA®7] == ECMO 22

3. 99, RIHEA ] Ee AT s Ee
4. A9, AFE A4 de

5. 99, Bxita B, oshA A He
6. ¥, Hetha Bl ofskH HA EE 8

7. W4

_4"_



Aol 3 dEE 5 FATolA EFA ST HIst R E AU H
ik @=1] 1.65; [95% CI 1.09, 2.48], p=0.017). 10¥ FoATolA = FEFA
sAHLRE 77 Aol Jﬂrﬂﬂxl A TR o] 2EfRl o A o] Aol & HA
e W, FHEE vy AGEdAE 5 FoATZH 102 TN FAHC=E
olgt Apol= HEHA 159}"/}(%‘%’%511 WAl tigk @=n] 1.31; [95% CI 0.88,
95], p=0.18). 28LA == Aol 27 A2 e TollA 2% olskAiH.

ol
& ooy

(4) GS-US-540-9012 LA1&

- SARS-CoV-2 7+ o]
7F21 124 o] Al F o
w7, iz Aol FREHAY. ddeE olod + 3
AFO0A o), T4 HAZ, 1 7
(BMI 30 kg/m2 o)), H4
=2 oF @ AANREZ 2 B}o] §_6L5]011q. qu} o

A WA 1R TR E o] A Ekn=279) =& 9%n=283)< 3YIHAHA

200 mg, A 2 AR F 100 mg) EFAE A Fo Wt AlFdSA

AE s AL FF AR/ L), AH60H iRk == 604 ©]/d), XY
(M= = v 9 A wet F3HE

- Wo] gkl Ao AFU A EALS T3 Atk A" TRk 5041604 o]
AFT AR 30%); ¢4 52%, Wl 80%, F3 8%, oFAlokal 2% Bl xuY mE
14 44%; BMI 24362 30.7 kg/m2. 7F3 WIwsk Sk 23 gw(62%), T
(56%), LEUUBLATE. S LA FF71A]9] 717te] tidk T4k (Ql, Q3)
< 53, eI, 7IAX Hlel#H 2~ F FTYHS 6.3 logl0 copies/mLHATE 7]
A AFEH B4 9 FHE A2 F oA FASEA S

- 12 b E 2871 o] A2 Urtolel s FES-19E QIF A Ee
AAgel o3 A 3k vl g(0]3) 28L MR 2] YY/AHER ZADZE, UL
Zuprtolg 2~ ZES-192 1% g4 AEE At WAl 2443 o) HEFE=E
T ATE AYHAT 28971A 9 JH/ATES AT 2%H0.7%), ek 157
(5.3%) 2.2 AT A okl Hste JA/AEEC] 87% TAFHJATHHR 0.134;
95% CI 0.031, 0.586; p=0.0076). 28¥Y7}A] Al = RE X Ut

[

(5) GS-US-540-5823 A7dA1&

DT, FA, 2034 YA B(GS-US-540-5823)9] 23}
7 AERE kot thAte] FEI U AYL Brhs
2ol AW, AF 28Y o golx AFol Hk 3 kg o

He o] o A 109
+ ZAolAutt. SARS-CoV-2
2l

dE, T R T

|

.
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Zo| mEhutold s FUZ-19 2of B4 F 53] 5749 THEAA B

ok 124 o]/dolal AlF 40 kg o4l 4AofF (n=12); 124 mFko]lal A<l 40 kgol
Q1 Ao (n=h); ¥ 28Y o]/dolal A|F 20 ~ 40 kg H|RFQI AofF (n=12); ¥F
289 ool AF 12 ~ 20 kgu]NEQl Ao} (n=12); 283, AF 289 o]idolal

AF 3 ~ 12 kg w9kl Ao} (n=12). AFo] 40 kg °]4<Q thAAE AA & o
¢F 200 mge Fo Wy oS EHH 1¢ 13 o] ¢F 100 mge Fo wodt}; AF
3 ~40 kg vl Zol= AA & o] ¢ 5 mgkgE Fo wal o5 EREEH 1Y 1
3] o] ¢F 2.5 mg/kgE Fo Wtk Hrte oo 2 2 APHASY; =
FEY; 1A o]l 2=2RD); 2~10¥A == Y & F
A FATE (£59). 10¥ 7] X887 £8%H7] %
AgE TTAC
- Hlol =Rl Ao AR TR TA QL Q3: 24, 12ADHTEH A 57%, W<l
70%, 3¢l 30%, 32y w=&= €A 4% AF SU9S 25 kg (A 4 ~ 192
kg. A= WAl P HE FEHAT F 1299 hAR@3%7t AE4 74 &
715 Wokal, 18W(34%)2 HIAEA ZIA 3] e AFH AMAE Wohth i
2} 10133(19%)c> A kA % o VAT 139 (25%)2 wo]=eklolA AW F
2 Jdel HA A& 7|Tkol|

[0
=2
S
rjg
et
=
N
2
)
-
2
12
Lo

: 7]%7“‘?_ Zziﬂr 1"5:*—101] EE}E% o] ¢fez A 103t A& A3, & H (A
2 ota e A, HATR) 2H A A== F7h
0 (1.0

(1.0, 4.0) A<l

o 2%
LAl 6 %«l g AN A B E(DS AFE7E wlol 22kl 2-55 A 6 & TH
o2, TE "ol 6¥oA THORE THIFE AoRZ Hogdho] RAFJL
3 E7FA o AIZEY] S QL Q3) 765, 1) oAt

- ZJAIg7] == ECMO7E 223k #a (3% 25DolA e I&E&L 16.7% (2/12
g)ollar, HlolaTl AR 363 FANM FEELS 66.7%-84.6%
At

- ARbH oz, 109 7FA 60%S] thgAE Edskiar, 304 A 7EA 83%2] ATt
Hdstadth 386%e] A= o] dGAFEd AT

= e}

A Bed Qeololzl 7Y B 5, 10, 20 mgkg/A e AU Fel(md BR)
S W RE 8% FEA BFE 24 A4 7k, BF ZedotEd 271, A4
= 9%, BY/1TEL UFE YT



- o] kS oA Huf 433k V(=¥ BF2x) FA], 3 mg/kg/day ool A 4%
&4 9w 71eAelrt #EEAg
- gest %%O]OHH TEE AR BE dFe I B 8% =FE0 22 g

Fool g TAAAANE S FAHA FAU

Tz g9 HZFE o] & AAMA oG,

fﬂi#/l 5\_@1/\] ol A FRFd0] &l

Q) <FHis ol

-HEE AR 3 54 A A A AZET =] o 29 siges
2 thAAI(GS-441524) F=A 3 sFHlsol PA= 9

- un A 4L FH T AH el o] oF 10 mg/kgE M 75”“ 04/\1 A,
2 59 g 3 AE wjote] AaE J

A7
587, 420 -30° 0O B2+

=g u9)
ANEAEY (1 nhol D)

[59AH Dol eateldameok(f), ALSEA FT SAZ54 26 MHALY A
153(t 32 3} 02-6030-3300, A|FHHHE2]: 0079-814-800-9172(5 A1 A 5-2H)

[EF2ddd ] 2023. 01. 26
AFo A7 o F-EA 7]

B HFEEAY HZ ¥AE W82 Sl (www.gllead.cokr) Ex AF & FFAAA
289 o k= A Bnedrug.mfds.go.kr)ol A F<lstd & AsUTh

- A4 -



=X SH-LAZHEUS0IEZHIZ 2 ASUHIE)
LAZHIS AlohY 2IZAIBSQ! LHR(HIZ)

o AEY : JFAZH|E

o 4 : o] oke UzrlEdnz 243 eEUIZ 14e] $7 2aE AEY
UZrlEdnE  BEAe) By BERYYA

(€]

- EURZ WMo A mjue) Ay AEFAHEA

-UErE"NH 2 14 F YEnE"RE 150mg
-HEYUYHIZ 18 F g EUHIE 100mg

o &% - &7 : FF ZEZUlo] | 2 Z-19(COVID-19)2 Iy 93o] & A<
o1l AT kg oM AT R FEF TR AT HES-19

5 20124

(COVID-19)

Lo] ote F2 wE AWHA TR U] "o BAAA] A Azl
9 Tt YFHA dhe

of ok mEUI9e] xE A EE wF F GBI YFHA dpe

o] ke A% SURTH 71 A17ke] AgE th) AFHA Ygke

1. &%

- o] k& YEnEAN 243 gEYRZHo| A EAEo T
-HErELR 25 ZEUYHIE9 A FoEojof gt} REeF ZlEUHIE 9L FA| 9
HE&FAHA &S 745, UEvEHAH 29 X537 G345 98 283 5 5%
o F&sAl =EstA Xt

- y=ZnEdNR 2 300mg(150mg 24)¢ g EvHl 2 100mg(100mg 14)S 34 E-&3)
o 1Y 232 59 F< AFFAS

- AW A o] ¢kl 7} FAHE(UErEHNZ d g EYH|2)] H§ 8o HA|Fo]
of gt} HlolH 2 AAE Hustetn =199 AoE HLastshr] el 5L3HY

AR AE B $EHT FF 5 Axo] geb A4S FASE Ro] Fash
co] ofe U9 ¥4 A LI Jbsd wel, den 4 A F 59 ol



FoA7F AlZFE ook At &AL o] fom ARE AAT ¥ Z2U9R QI Yol
A Agols MA 5o Am A dRsoF T

ol °f H&< ol AF, H& oA AZo2RY 8ATE AHshA &
SA JA-E &FS H&3 v B& oA ARtezRY 8AtS AHI A5
& A8 ARt Az %%% 83t ole BE&FS B

%
Z9] Aol x(eGFR =60 - <90 mL/min)ol| A &&Fxd2 HastA &th
=9 A4} &2HeGFR =30 ~ <60 mL/min)ell A, o] ¢fo] &5 YErEH
2 150 mg¥} FEUYHIZ2E 100 mg= 1Y 23] 5AFAR gt A Al
o] oF Zt FAHE HE&FES B3 sfof I JRAEZAL
jHd Fofriol s S sfiof I FF FEIF ARVF &
5 217 (eGFR <30 mL/min) Ao Al o] ¢F2 HAAE =
01]/‘1 AHT B EFS FHHA FUT

rd

0
|
iy}
oy 1
o\
>
o
2
riel
X

ol

2) 73l &A

74 Z(Child-Pugh 5 5A) =+ %55 (Child-Pugh 55B) 7t &l A &5Fx4
o FeskA @tk 3 1A(Child-Pugh C5F) SAtollA UZriedn 2 i
AR 2o A3 BAD oF5etd a4 ARE Utk gebs of oke

ZZ 1A o) Ao Al AFRo] AAE R L=t}

3 ol efte] T2 o8 FE%E
o] c.q:JJr,] 23 oFE Piﬂ%ﬂl ﬂ%é‘ﬁ
=]

7517‘%5& X}f—i% < 4y 7 ¢}-€] kﬂ%foﬂ EE
BUEH e A A FRE ok gt o ‘—’4: %E— A8 Fo F %=
FEaAge] THeAde st o] of R & HEFES AEIHY. HEUYNE
== FH A Z~EFE(cobicistal)E FHrete OHE o ofEd WEFA A fFxEL
ZastA Fo

Y EURE == I A AELE-SHF HIV =& HCV @& e dxt= 24k
gt o5 A&3t
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o AgAel TN

D

1L g BAdE FdaA T A
H

o] ¢Fo] FAHEB(ZrlEANZ T

= bl
4 9] T AHTEN), 2EE2-EE 259 Hga ol Qe x}

olelol AAE SFEE A(guide)=A o] ofre] WEFe FI9 BE FEE
AFHW ¢ Aok JRARAS AP YR 5 O0E APF ARE 59 A=Y
SEsh e EE CYPIA SAASS] BEFol = nuEYel g AA
A AuE Heldfor B

o] oke AW Fagol CYP3AS] vj§ SJEHolx oFE FErt 2 45T 7
& ZOEAY 49 SUSE Weol Ut ShEshel Wawel 2lold

o]
drfl-ol=ddd +8A4 AFA: GFExA
Gk e

grguel ojn ortg, =2 dE, Testolus, e, AU
FEF} 272
Aok 2HAE, ¥ wil
W YA v ek Aweal
AERAt o Sueli=, olntng
W7} fmAl U8 S22 Eb, o 2 ek, WEe) 2 i

- HMG-CoA & AA: EH]—/\E]— . Alut2aglE

- PDE5 SAA: H-s9 ¥

3)

ATE AHERY, SHZABE
Mg SEE S FEA AFA: Fud=

ol fALA DA GEAT
78t Amol ALEE AuuEEE2e)

AAA5RA: ElolEd, AT 4 MEY

AREY 284 1A AEAMZED S84 24 A Z2wA

MaZY A 58A AYA: B
A% CYPIA =AlQ) OFES of ot W AS UzrjEdnz =
GElZe] ¥4 Bt @A Zaste] wloles whge] &4 2 WA
5ol QOB YT Frlolth thgel R Fof FU Folx

so A3/t AAHBE FUHE FFolE o o] FolF AXY F gl



&7 dA: Zh=ntkAg, HentEng, s, FYE]
B3 Aas B AEE 2dA A3A: Frpgtz R/ E
<

Aok AA: AJE &2 9] E(hypericum perforatum)

2. E} A= 453 FAE A

Qe BAC SRS 2 5o A B
2) el BACSWEF 2. EFART #2)

2}

o

2835

ot

3) 710 Bl EUHIEZ m& IH| A 2EFE(cobicista) & EHfrshe 9 ok E
( “‘§HEHF 2. S84 F=H)

I o)dRkgo] BEEHUG. ol YA H A
T of=cl Ui A ARSolA BEH= ol dut
= WA ALE A FIT

o

1o

ko] WA + Utk
of oke] chEige MY HA Ak gl AW MYY =29 4 B
s Ogom @ TR A4, 9 Uz 234 YA (NEWE 4671005

{

(EPIC-HR) ¢ A5 & <A E o} 184 O]%-‘ll Ao E 3l ol e FF5 o|%
AdJIA7E e Z2ULY F54 A F 2,22490] o] oF = fS 13 o]
g FARJATANET 1,109%, ok 1,115%). o] 33 UFAIH & oFEF9
A HA Fof F A34 77}?4 st HIuFHIH. o] HYerEdH=/dE
UHl = 300/100mg) == oldl dsdte k2 19 23], 543 FAFH AR,
Ao A HIHsHA BaE o] dwkg(=1%) T AefT vl ¢ &2 HW=(=54
o Aohm HiH o dut(AFAe BARC] BE SH EH2 "ol A
AT 6%, AT <1%), BAHANZ T 3%, e 2%), AN FT 1%, 9k
1% % THFAET 1%, f1FT 1%l At

odHtEo® Qs Fokes FUT ALY WIS AT 2%, ArolA 4%t

2 AFAEE F A9
1 5 ALG Fol Thedt 2 o gurgo] AU thee of
A BEAY FRO B AWM ALHOT BIHYY] R WA W= I

o] otste] AAAS A oA}
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D g JEAEOE A% FHY o]

2)

3

o oFe] PR ARA I oMo HIHA YL o FFHA X FThE o
o

reel A%
CYP3A°l o9&l tirtE = Fes Foks oA CYP3A AAIQD o] oFef A}
25 AN A9, E=E oln o] oS Eojdta e FAbolA CYP3AC o) o)
At = oFE O] AMES AIZE A 9ol CYP3AC o3 tiAteE k=9 4 &
=7F 72 g Anh o] ofE Folstal e Akl A CYP3AES dAlstAY =
T frEshe e AHES AT A, o oo R F
2 g Stk o9k B2 FaAg2 ofe AHE :
WEokEo] AY =2 ZUIE A3 JAHoE AZsAY, AHLS YA
e XAl a3 o7 o) HSignificant) o] ¥k
o] ko] AU =9 %7}i A3k YA o= FofgHSignificant) ©
o] okl X7 FFe] A4 P ulolg] 2 WA (viral resistance)e] 7}

—

ofr 2
oﬁ:

T} o] ¢ko] X7 AP} A2 F FA
o] ¢ko XH F WEIFES HEINL
sl oF 2ot

el 27] wS/TRNS

of ofellx FEely], BHEE, TFEY, AF AL D e T

HFeukgol BuHth of ofe ¥ HEUHZoIAE ofbBYA s, SAE

AAAgS D 2EEE-EE ZFT AUE BuHAHAEGNE HolAg

A7), YAHoT fone FUNE e ohjEgA 2 HFE D S| B
Z&

a= =1
L A4S, 54 o] e FUSA AW obE WEE X aWe AR,

=54

FEUHIZE Tkl gxto A 7t EdlzoluubAl o] A, A3 7Hd(clinical
hepatitis) o] RIuEATE webs] ]Sl b AR F 54 o) e It
dol A& FAAA o] e FAT wol|= Fo3loF et
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4)

HIV-1 A4 T3 99

yzvledn et PEgulze gest Fosr] fEe 2AsA @AY A
WA 9L HIV-1 gelo] 9l Alge] A HIV Zzeola] oA Ale] that WAol

AT o] ATh(EH - &Y, Fo 571, Fw FE5A4E & FD)

5. ok 4528

D

2)

o] ¢fo] & oFEd FF= v F JteA
o] eKUErntEAN 2/g|EUn2)S 7Y
TE HAEHE FEY F TEE 3
A oJF3sal, CYP3A o) & =
sk ¥kgol A+ =S o] o
CYP3AS] 7|d o BHE&EFoAE= & 13 2
°o] 8% + Urh

g CYP3AS] <jAA|= A CYP3AC 23]
T Stk AW AANA CYP3A

o2 okgol o] oo g wA sh5A
KU zrlEdn 2/z| B 2)e CYP3AS 71do|th. weli CYPIAS =3}

kB o] ¢k A wEo X7 AHE FAAZL 5 Uk

o]

T
| .

3 AEE &= Ve AR T8 FE F5FE
E 1S 77 GFES x3ele ddHoE F83 E FEAEsS XxEIT %
1o AAE FE HE52 dAEA o] g F3&AE8S F Je Ee dEE I
FEHH AT EHAERJLS AW AR 5 & HES A5E FI PdEYHI =
o} e AE3k CYP3A dAA<e HEFS = ZTYEH sk dAAHA A
BHE gQlsfofF st}
¥ 1 899 3534 9 Ve AN $a% oG8 F5%g
%= AE q4=4 Skojo] & QAAX s} (Clinical Comments)
Loh-ot=g el LERL T AT KEUo| IR o= Qs HEEO] 27|
T84 ZeH| AR TEtAZA HMEE0lE Ogt A
ZrHs | = AHOHES [e: ey = o
éc')l-'é'uﬂ)gggt El__'-é;al_jﬂ TEP-EEP‘._' EEHOI' gt/—tEn_ %oa ‘?‘l?::ol’t Hn_l'o—c—)-l
7tsdoz MEEQ 27|
ofo| L=
E2Uche ARt HMOHO| JpEsAMOoZ Qs HEE
sHE g aor Eg7to|L = T e gk E‘L;’l TenT fleems A eeT
=8| ot = =
F{LEl
2| E7RI(HAEFA) L srE R Top F=o[510] FOojsfjof otH, 7tstt B2 &
ClAamzii| & © 2&uoro| X2 5= ZLEZO0| HEE
storx oFm 2 EfOpo| |LIZOIE-EH|Z/ | .HO[A Hhgol &4 g LY 9|
°F T — 2| ELIH| 2 HAfEQl 7HsMoz QI HeFo 27




OtH|OMA| 2 E

NzlEld EER I R
CHALEE o] ofnt AZAEY EE ofo|=AlEH
LEETE of wge qr 7 wNI LS FH
JEELE o[BS O] EXHE SIEO| US
ofo| 2 A/E| g 1 Of Ot WIZRIAEl Ei HIS2|AEIO
H2teld HE2 M2 WU wL ATT &
L[ x1gg qust + U
TFEEETEN POl MEE T YO STt
dlgetAE g2 &0 A
HECIES

0ot

mt2l mt2l =
MBSO E Ogt A
2| HtE AL 1 2|HFS At 0| ok} 2[HIEAES| HE2 =4 2™
7<7|.o| 7|.'5A-|o| OIO
HEEOE uloPM CH|7IEE M85
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b. 35’995&19 LIZOEEH| Z(E T HEINA) X 100 mg EIELHHIZ(R)E 37t 1Y 23]
o T

c MY O €¥ HE
LISOIE RN 2= CYP3A4 7| ZO[R|T 2| ELH| 22 BEFOfotH TIAF MAZO0[ %25
=

A
oy
ot
Ee}
o,
N
2
X
2
lo
2
1©
1
A_
ﬂ
_9.
12
off
<
Y
il
s
O
o
&
o
m
o
“
&

¥ 3 A7 A 300 mg/100 mg UEnEAE 2/ EYRIZ2S E43 & U=
ntEAH| 29 @I FEA FFE

PK OH7H%H 2= (TH) L|ZO0IEAH|E(N=12)
Crmax (ug/mL) 2.21 (33)
AUCi¢ (ug*hr/mL) 23.01 (23)
Tmax (1) 3.00 (1.02-6.00)
Tis2 (hr) 6.05 + 1.79

EOERHIZ 273 x 150mgl| AtZE LtEHH. 2h2 Tma Ol O SRR R 1100 Cf
M= + SDO|Q0= 7|StEA (7SI % CV)2E LIEHH
(D 2o YErtEdHZ AFFSF v &=
qeu}e@ale FepAloh BEYH 2 Ao B8

W FEAHo vE YRulEARE kFo| o7t F7FItEHEC aXA ok 15%%
7} 2 3 FAUC, ] 1.6%Z7H

R
&

Q) S+ A

Haredn g/glEynjze] AF 3 AEdd sk F7HEA Fu.

rJ

&0} A

184 mwk Sztel gk YerEdr 2/gEYyd|2e] ofFshe HI7HE A &gkt
AT PK 2de AMES w, AF 40kg o]/Fe] wH2A o] AdA AFS
243 F AU L} §F Fol Al AdoA BEE YeErnEdn =9 gE
UHl=29] &4 e @ =EH FAS Aoz 49

_6"_




e FHHoT o BAR Al g el

<A $Ap
S Aol A Ad7eE Al thdAet 4 E(eGFR =60 ~ <90 mL/min), $%
%(eGFR =30 ~ <60 mL/min), $%(eGFR <30 mL/min) 21%&o} thaAA -12,
0, 12 2 24A7kel Y2vrlEANZ 100 mgs 13 A+ £t ZEUEZ 100
mge FAF F, yriEduz/HEgn ofFshe magt. Azt fls
A7 gz W], A= A& o] 3Rt YErlEAH 29 Cund AUCE
6 R 24% B wSkoW, TTE Al A AE= 38% B 87% O %A, T
= A Aol ZAo = 242 48% W 204% T E=UTHE 4).

4 AR YErEDR 2/ EUNE ofFdd ni= 9T

M MIs a5 M%Eof St MEOf =5 MEof
(n=8) (n=8) (n=8) (n=8)
Cnax_(Hg/mL) 160 (31) 2.08 (29) 221 (17) 237 (38)
(“9‘#3;{1” 14.46 (20) 17.91 (30) 2711 Q7) 4404 (33)
Tome (h1) 20 (10 - 40) | 20 (1.0 = 3.0) | 250 (1.0 - 6.0) | 30 (1.0 - 6.1)
Tip (h1) 773 + 182 660 + 153 995 + 342 | 1337 + 332

*

E 5 B YEnEde 2/g|EURE2 o5 nXEs I

U2 Toall TS SLZLERDI T100 Cipt M4ETAF + SDO|Q0= 7|SHH A (7|5Het
H 9% CV)QE LIEIH,

Aol 3z

Z5 59 7HA) 7t e thAAA UErnEdn 2 100 mg ¥ A& 3
Al -1247F, 0AIZE, 12417 2 2424 7ke] Bl EUH 2 100 mge Bostge w A
4 5 A A fAR =E2AT) Yebdt (F 5).

Y WIS E5E 2
(n 8) (n=8)
Crmax (Ug/mL) 1.89 (20) 1.92 (48)
AUCins (ug*hr/ml) 15.24 (36) 15.06 (43)
Tmax (hr) 2.0 (0.6 - 2.1) 1.5 (1.0 - 2.0)
Ti2 (hr) 721 £ 2.10 545 + 1.57
* P2 Too O CHSH BUABHNI 1200 CHeH MEBR + SDOIIOIE 7|SHBR(7|H2
% CVOE LIEP, 53 ZV8of CHAXIOIN LZotsdy|2/els0TE2s A-ER %
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QUCH.

Q) UErtEgH 2 ] s3PH FEF3ZE A

NEBWUn vitro) A= YEntEZN 27} A MDR1(P-gp) & 3A40] thdt 7]

Zo| A"k A BCRP, MATE1, MATE2K, NTCP, OAT1, OAT2, OAT3, OCTI,

OCT2, PEPT1, OATP 1B1, 1B3, 2B1 ¥+ 4Clol| T3+ 7] do] o}d & vebyith

In vitro N@olA, UEreEdH =2+ JgFoz #dH FxoA CYPIAZ,

CYP2B6, CYP2C8, CYP2C9, CYP2C19, CYP2D6Z 7}dz o g AstA kot

UarltEdn 2= 71934 Oga A &8 o8 CYP3A4 ¥ MDRI(P-gp)<= 4

A 754 o] AT

UEnEAH 2= JAH o2 #Add F=oA4 CYPE =34 ¥=th

4 HFEYRIZ d3 388 FEFTALE AF

A A H(n vitro) A= FEUHIE7F F2 CYP3AL 71& AL AJAFSHTE, =31

JEUYHIZE ol 2IEolE 4k OAMEZR M29] @Al 7]osl= CYP2D6<]

714 Aow BT

ZEUHZE CYP3AQ 9AlAlolH, 7 AT CYP2D6oA dsith g By

= CYP3A, CYP1A2, CYP2C9, CYP2C19, CYP2B6 % ZFF 254 Holair s

33 e G4 fE55ts AogE Helth

o] of3} o]EgtiU}E(CYP3A AAA) 9 7F=n8bekA|ACYP3A F=ADS HWE&F
HarERH 29 AUC ¥ Cmaxell PlA|= FFo] #6o] Lokx o] Yokt

Eo|] YznEdn| 2o )X G

B

26, OFE HEAE WS FEo) Y A UzZstEdu o] tE 5 AU
suEo A%) ECpEgH= orss

g8 U= L|20}E HH| 2 N (mggkugﬂéﬁggﬁqt}l'f%—'?%
BEAE 3| ELH| E—/ (90% CI) FHH=1.00
Conax AUC
. s 56.82 44.50

Sr2uoby b | 300mg 12928] | 300/100mg 1213

FRBtOEREY | " ies i) 53 20i) ? s, S
olzatmLpz | 200mg 1818l | 300/100mg 1218 | 4y | (§352 (15695
(8T 00 5=l =9 124.97) 149.11)

@ ZIE2HFORA|EC] % AUC=AUC

b FtEHIOHY 2 8¢
327tX] 100 mg= 1¥

-157HX|

29|, 4

O|EEtZLIES| B9 AUC=AUC,

inf!

2 2% Z[COf 300 mglE HF E[/ACH (of: 1L
LEE 7YX 200 mg2 1€ 23))
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o] 3} WThET(CYP3AL 7] 4) EE THHIZFERP-gp 71 WEFq7}

=9 B tHI7tESe] AUC B Cmaxoﬂ A& G 74 8.9ks] o Q.

7. UETEDR 2/ EUHIE2Y B & &Y 4Fd M= I9F

mth

s *l""é‘.:.-_‘ Hlu 9| 7|58 WEE9|
2ZFEA A=) o of &f
0% CI =100
He okg TEhETE N | (90% CI); £33
= 20iE = a
HEAE a|5L}ﬁ|§ / Conax AUC
=gtb 2m 300/100m 368.33 1430.02
OICrEE (12| —',go:l) (92| —%— 10 (318.91, 425.41) | (1204.54, 1697.71)
b 75m 300/1 OOm 1 OI22| 233.06 194.47
Cre[7rE s (12| —,E—go:l) (3% 'g 24 (172.14,, 315.54) (155.29, 243.55)

® AUCE O|ChEZED} ChH|7FE2F SCHO| CHSE AUCINf.

° DICHERC ER, AT =LIZ0ERH 2/2[ELIH|2+0|0HE T, HluZ=0|CHEE. OICHEY

2 CYP3A$S| X|&7} &&= 7|EHY.

CHIZLE 2o A, AlEZ=L|20LE 8H|2/2| ELIH| 24 CHH| 7LE 2, B D2 =CHo|7tE 2

CHH|Z7FEZEZ P- pg°| XE7l = 7|2,

3 mAEsH
(D Frtolg = &4

4

HarEdrles e =F 39 °oF, £3d B4 AHE 71EA AyAs

dNHBE A3 2] SARS-CoV-2(USA-WA1/2020 #2l)2 gl diall afo] a2
(Z+z+ EC50 2 EC90 %k 62 nM % 181 nM)<= UEFAT

yzreEdr 2= <¢u(B.1.1.7), ZvkP.1), P@ERB.1.617.2) L HTHC.37),

o

%/K

b
2

oL

=
o

(B.1.621) 2 2w A &(B.1.1.529/BA.D) ®o]ol| &&F= SARS-CoV-2+e] 5ol st

FARE AEW Gutolds B

Z= HEH(B.1.351) WelAl=

o
USAWA1/2020 &e]soll Bls <F 3uf zH4-d 7&—’?“ = 7k 7P FHekR A |

FolAth

(2) & =dolA SARS-CoV-2¢l thdt gulo]z) = &A
Yenledu 2 BALB/c 2 1297 vh$-2 ABY up$2 28 SAR-CoV-2

Eaps

o] gl vl FolA Fujoles AL RAT HE 447 Fol AAB 300
mg/kg =X 1,000 mg/kg UZrntedn = 19 23] £= HZE 12A17J -b;oﬂ M B
1,000 mg/kg UEntEANZ 1Y 28] AT A H FS Eoid B2 b g

Hlolg 2~ HArkA 9 Ao MAAEHZE A4 L 7 ¥ }L}E}]},}E}'

(3) tolzix YA
¥¥E HteE AxXY Mpro S5 AFRS AY3Ietz BEXq A x4A

Ay



SARS-CoV-2 Mpro ©t&d Ao =EnlE#H =29 &
Aet7] el FlEAS. ol E 3 TP A 9 n“o”ii
A3letza B Axlr) AME s eko]A] &ylol ] ~
HA AA FH &4 Mpro ofH| A4k X2 HEU}EE‘“WE =4
o 52 K a9 AU G1554.491),  T13513.58)), Sl44A(919 H)
H164N(6.44)), H172Y(2334}), QI189K(65.41) = D248E(3.7Hl). G15S& A|Zuj] &
Al YE2ulEAB]2(USA WA1/2020¢] Hlah)d] it TAds AAaA71A &2 &
o "ol A o] &R 3.
w3 @ Adoe] Ador AFEHA 2 37019 SARS-CoV-2 Mpro ofr] =4k
AE HE I YA A defde g X Ssta Ao nXe FFS AsEHA
Ao g Wrietd T ol| Mpro ofF|=4t X2 UEwERHIE A (S,
O =2 Ki )9t A=Ak Y54A23.619), F140A(39.0u1) 2 E166A(33.411). ©]
23k Mpro x| A x| U344 oA d8A UAA Foh
np-2 7+ vle]H ~(MHV, 802 AREE = HE Z2Ubtold 2)E ARERH
Uzreddl2 AxzujeF g Adeg AFolA Mpro ofuli:=4F PI15A, T50K,
P55L, F126L, T129M % /®+= S144A%] A go] yepykty. MHV Mproo 4] P55L %
S144AX2te] EA= UEwELRE ZbeAd A9 ABEJATHECSO ghol 4~5
Hl o =5). o] 91X+ 22 SARS-CoV-2 Mproe] E55 % S1449 3 g3ttt
Aslera BAoA &= ESSL BRCoEE YEwERH| 29 SARS-CoV-2 Mprool
gk G FFE VXA Zfoy, Sl44AE Y=EvEHBIEZ S48 91.94)
ZAEANFHTHKD & 715).
olgg Wste] ddd AHAPLE dEA UA o
Hlo] 2zl ¥ Bof & MEA A EAX o] 7H5d AAIE EPIC-HRE th
AUzl 2/8|EYR 2 B4 F n=361, YT n=402) ¥, T F xFo
2 89 SARS CoV 2 Mpro =& Mpro ARS] olu| Ak WSy} QR AT
el YErtEDH 2/ EURIE R4 ¢ E3A UEH ==& X
o] Yehd HErERAN Z/ZEURIE Fo AL ).

Mpro  X|&:  A7S/T/V(n=3), L30F(n=3), M821/R(n=3), GIl09E/R/V(n=3),

P132L/S(n=4), C145F/R/Y(n=3), D153H/Y(n=3), E166V(n=3), T196A/K/M/R(n=4),

W207L/S/del(n=5), A260D/T/V(n=8), D263E(n=3), A266P/V(n=3) % V297A/F/del(n=3)
- Mpro ORFlabZ w9} %8k Q5324H/R(n=3), A5328P/S(n=6) % T64491/P(n=3).

_a

D

ol#& Mpro F42 e HAEge] A& o] oo FAY, dWAF P A=
A A= TASHA] Edth wEkA, o]H T Ao YdE FAAS dEA
UAA &k AEst £ oA P132H/LSS, A260V sl A266V Mpro A& YERE
A2 G4S AAA7A FUTHKD vl Hmst= 47 <1, <1 ~2).
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7 9 Age] Yzriedn e g4 n@ dAd mdgel dge 26 9
2 e},

(4) nx} A
UEnEdn 29 FSARS-CoV-2 GFE2A == dAuAn 29 ZL&7)A 2}
o7} Jorm g WA YL odE=RA et

(5) Hlo]#]2 RNA HH5

o] of gl 9Jofe] Fof AlZHDay DO =FE 10¥xKDay 10) Z/=E+= 14€xHDay 14)
Aol AHAF BT AWZ o)A SARS-CoV-2 RNA 1% F=x19] Z/KZ, njole) 2
RNA ¥-3)7F #ZEQth vlolg]2 RNA HHgo] HixE: H7l 7205 Ao %)
of mel thFR o, Hdtzlow o] of gl fjof FoFoX fFASHA HEEH AT
EE ANHAE 2 A5 F 7S 23] vIQlF AEAA AF A sk A
THLLOQ)®] Hlolzl2x RNA Hih= o] of Tt thH] oF FoTolA oL ¥
A #ZEFAT. vtol#] 2~ RNA ¥bE3 8 A4 A(o] oF9 5 X w374 HE
289 xH(Day 28)7+A] Z2u-19 B UH == 2E Qo 93 A%, Mpro A
d BHoE AT oE AT AAdS BHHA Uk o] oF = K
of & #FH vpo]E 2= RNA 719 dE dHAA FUT

o U

rJ

% ZEU F3o = IPF o] & thdANA Y FEA
o] ¢Fo] AtEE SARS-CoV-2 Z+do] A" AR Lo =4 Aol gaA=
ez A2, TS, olFHA, stz A< EPIC—HR(NCTO4960202)4
BAE e Tk IAAE tidAs G, A FBM >25), 4 Eﬂ

= AT

g A T2 HH%HOi(l D 595t w12Aztuttt o] e =rtERH

P EUHIE 100mg) E=v AoFe AFFAIH old ZE2 U9 9 e HAHF

o] o]go] Q&= AFEE o] AFoA AJEHAH. 1AFa48 BrPATE o

o] IE U9 #H Y e AR ER) A vlEoldth mITT #47(d]

ojzgllo A ZE1} 19 X5 mAb X EE WA LJYAY WS ASRE qAEHE <
7H BRE A8 oiAAD, mITTl B4 7ol =gkl 224

'I__

gy}

B
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19 8 mAb MBS WA AL W AOE HE <5Ue] FPIYS I}
A BE AR gAD B mITT2 24 AEGY 93 <599 BE A2 hHE
WyoE BAS Fasta

ZF 2,246 2] thAATE o] oF = 9ok T2 v AT wlo] el A Bt
AdEHS THMOAIF oM, S51ue B, 72%= W, 5%= S % 14%= ©FA|o}]l,
45%= Sl YA =& SRA oA

A F 66%= AP FAAZ T 39 olyjo] F/de] AN, g F
47%= ol =e}le]l ' st Al A FAdolAth. BHSD) Hlo] 2l vio]2 2~
F-3l+= 4.63 logl0 copies/mL(2.87)0]1R 3L, 26%+= Hlo]2ekdo A nlo] 2~ Hs}r}
>10°7(units)ol Ak dA 5 6%= T2 WiFA Z2Y9 58 TGEFE FAE
W ALY WS Ao g qaEdon, mITT 2 miTT1 &40 A)2= At

ol 2gfRlel A Q1783 S AWEALL o] o FoFH fkrtdd #3<
o] £ AT

= 8& mITTL #4 =gael 1% Frpa B7FAEe] B9 9k
H3 o] ofo] gk mITT1 &4 = Fud A4 E 88%95% Cl 75%,
94%) A T

£ 8 Wolzghlolq Tz} 19 GYSEYA NS BA ggrod, =z} 19
DR QUSHA %3 34 WY F 5L olufe] o kg Feld Yo Ey
AI(mITT1 4 HME)

o| < |2k
(N=1,039) (N=1,046)
28 XpX| RELE 19 4 Qe £E= D E Q10| Apd
n (%) 8 (0.8%) 66 (6.3%)
QoF CHH| ZtA 2 [95% Cl], % -5.62 (-7.21, -4.03)
28 XHX| 2E Q1o At % 0 12 (1.1%)
OFOf: Cl=AlZ| 7t

1 85 Z2™HE mITT ZXCHo|A CHAKRE 7800 CHSH AH=Zl=E =7t 2EM2 J|Uto=z siC)

| ZAE2 95% CI(-9.0%, -3.6%) X ¥ZH p-af <0.000101A -6.3%SLCE.

PSR

M28UX| Y@ = Aot Bt = £& H|E2 Kaplan-Meier HE# S ALE5t
Zt X220 CHall AMMeM, o] HM28L7tX|ol U S At MEfZF OfLl CHAX}
A BT A0 M IHECF
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mITT 2 miTT2 24 =i dze 237 @
ot F 13799 WA EFHAG. AL
5/697(0.72%), 1°Fao]  44/682(6.45%)A . F i]iiLoﬂ A
SARS-CoV-2 WolAl= 21J, 21A ¥ 211 AlST=

WgA SHAPGAM FAG o] W
B whaA BAow RE@T

y

i
30 F

gm
G b

a9 1: 224 19 7 AAoA S4 & F 54 o9 o] —F% Fo & o,
289 A7kx1e] ZEZUH9 #E gd9Y EE RE Q9o A3 AMFAFA A
C4671005)
Category PF07321332 300 mg + Ritonavir 100mg ~ Placebo  Differencein % (95% CI)
N N
Overall (miTT1) = I 81039 86/1048 -SR2 (721,403
|
Symptom onset duration: <= 3 days —— | 5837 44/s82 -581(-778,-384)
Symptom onset duration: > 3 days —— : 3342 221364 -523(791,-255)
Age: <= 80 years —— | 7i845 371821 -3731530,-2.18)
|
Ager =60 years P I 1134 29225 -1247(-17.00,-7.85)
Gender: Male —— | 4520 417540 653 (932, 453)
|
(Gender. Female = | 4513 EEE -A2(E2,-217)
|
BME: <30 kg/m™2 e 4687 37673 -455(-679,-3.11)
BMI: =30 kg/m™2 —— | 4371 8373 685 (982, -387)
|
Dizbates mellitus = Yas — | 2125 8127 -551 (1051, -052)
|
Digbates mellitus = No = | 8313 5713 -563(-730,-3.36)
Baseline SARS-CoV-2 serology status: Negative f—— | 71487 BR505 -10.25(-13.28,-721)
|
Baseline SARS-CoV-2 serology status: Positive l—l-|| 1540 B528 -1.34{-245,0.23)
Receivedexpected to receive COVID-19 mADs treatment: Yes l—-:—| 170 2169 -151(6.40,3.37)
Receivediexpected to receive COVID-19 mAbs resment No = | 81039 661046 -5.62 (-721,-4.03)
T T T T T ! T
20 8 2 4 4 0 4
Difference in % from Placebo

|HIO 2 Sl= RZELH9 mAb XEE NSt mITT1 2RES

0E HE= mITT2 ZRHES
7|8to 2 St
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Elecsys ESARS CoV-2 S EE= Elecsys SARS CoV-2(N) &4 ZAI7t &40 42

o=z

8 ¥y

ot

gt

MR FHAE Y|BeR Sh= 2719 KEE R 95% M= 72| H|E X0[E BEAIRL.

5)

o

ofol] wl&] o] ¢k X5 SYAFA HIQIT AFoA Hio]lg 2 RNA FF0]
°F 0.9 log)y copy/mL © ®o] Ay ow miTT, mITTl 2 miTT2 2217 kol A]
frAbRE A37E AEE QT

SHANERE
D FLA, HolA, sHs 2l

{YEntEdR 2>

UEnEdn 2= Wekdol tial Hr7lE A ettt

UEntedu 2= S fyphimurium L E. coliZ 83 Ames HHe| o} EAEA
HolA Y, A FxZ 2 TK6 AlZE AL i vitro 23 4 2 in vivo F =
2 233 ¥ n vitro D in vivo B4 EAWo] = FAA o] FA
of ds] 5/4d°] Ukt

THS 9 Z=7] wjopdd AFoA, v 4IHFEH #HAY] DA Hdure] ZAH
YzoE"H 2 60, 200 == 1,000 mg/kg/day-& o] 3 L 4H A=A 74
T FoEon, A2 A4l A6L7HA, AL F 323 FAHUG. o] °F9
SAE AR & =2 1,000

< EYH ED

YEUH 2o tig rhe-29t e BUAF Aol FhHATE FH 22 50,
100 =& 200mg/kg/day F<FollA rollAe] MEH A AF 2L 4T Yy Eo]
|F gEH o2 S7HIY. AUC SAAE 7IFo =, 1&FdA Y mE2 A
A o] oF &AL A =ZEHT oF 24 o EUTHFZ). dHdA= Al
o A wtAd o]l YERFRA] eEodt) wg oMo =ES Ao FAH o
o Ao Atgr =EHTH oF 48 o E=JYTHIEZD. 7, 15 == 30 mg/kg/day
Ao A ko] QATh o] AlFoA g &L AA $UH
ol o] Al =29 oF 36%ATH

2= S Yphimurium X E. coliE ©183F Ames Hte|g ol EAEAHO|A|
ZUEAY, phe2 ASAIE B AR Y AAAO] AN Y T O

AR W A ) Al Weld mE GAAel e SHow Bl
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YEGNIEE of o <Al $UE FFAH AY =BHT o (A 2 4
M2 o E ok wE A DO FEiwel JFE VA L,

2 58 548 Q= st

Yzoedb| 2 tig dFdes A=(14Y) L I5ol(15Y)el v MEEY =
A7t Z23EATh AT oA Ho) 1,000 mg/kg/dayE wHE dYd HAF FoF)
< o, 97, 1+ 2@ Al i oS gtk EE dHs 9 S8
27(F, PT 9 APTTY F7h2 943 =+ dnds oA iy =&
2L 279 I E 7zte] & uf s I EHJT A vlE] 53] wigd
AoZ dHA Qe =9 7Ho=E HE, HA~AvS FUF AE v
2 F¥) 9 AAE, A A2 AE Bg) 2728 el AT EER AA
Al wlolaRE BA R FUFe AHEEH o)AAHg B ATt H I
AoA #ZE BE A4S SFE7F SR R wisiwge] daaA ¥
3171 gl AECA dAglon o83 RE AAL A3 IJEFHAUG H 1,0
mg/kg/day ] &&olA ol dAteElZt BEEA ftow, 1 A °‘7‘<ﬂ°ﬂ kel
oF §iFoAe] =ZFHT} oF 4u] t] E2 HilxZo] AUk dFoldA 15¢

Al

oy 2 ofN off & &

%J&J&ﬁlt l‘%é—%t} %Ol o A 600 mg/kg/days] T & AAEZLS QA<
o= o] ¢k g Ao =R} oF 18¥] o =tth

11. oJofF BZAE Hu - A3

D g AEFH AdAd F2go] TAyg 45,
of AAH Th=ofof
=3
- Fha o) oFF <k 2] A (KIDS)

A3}l 1644-6223, QAAFo) E: https://nedrug.mfds.go.kr/

2 NG AFED BAY PAGo] WA AP, BA - BIA, JFATI S BT
ol AA KN E FAHEL AR 5 YT 02-317-2114).

A BER, FAEIL & ot
-

3
b o] 2ehel EE ASE AY Bi-And 5 9

U-\H
o
2
ol

12. AF #4E TR 9
www.pfizermedinfo.co.kr (2 A EFQ18) =+ 02-317-2148

_l


https://nedrug.mfds.go.kr/

o IRTH
304&A HHaredn 24 44 + gEUn|z 24)) Ed28 Ul xE8 =8 57184

o AR
718 87], AL 15T ~30C)

o AHE7|3%H
AxIZHE 24714

o £

ol A A HF(M = E- A T HAI= 100, 55, 65)

=

(D Pfizer Ireland Pharmaceuticals (¢} #l =, Ringaskiddy)
@ Changzhou SynTheAll Pharmaceutical Co. Ltd (=)
J=n} @ lJilin Asymchem Laboratories Co. Ltd (=)

Edu =

<A A Z>
(D Pfizer Manufacturing Deutschland GmbH (5<)
@ Pfizer Ireland Pharmaceuticals (e} =i =, Little Connell)

<HA=F
D AbbVie Sr.l. (e]&g]op
@ Hetero Drugs Limited (21%)

YEYUYHIZ

AA A Z=>
@D AbbVie Deutschland GmbH & Co KG (59)
@ Hetero Labs Limited ($1%)

A

N At A= (D Pfizer Manufacturing Deutschland GmbH (£)
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batore taking Paxlovid?

(1) @ Bakore you taks Padevid, el your heskhcars provider if you:

~ have any allengies

< e I o kidngy isease

8 DFBONT OF Plan 1o Become pregnant
- ae breastieeding a child

- have ary serious iinesses

aﬂwmmmummwm
WHWMum 1F you a re tak b

A& I you miss a dase of Padovid within 8 hours of the tive it s usually
taiknn, take it a5 S00n 85 you rmember, K you miss a dose by
more than B hours, skipthe missed dose and taks the rt dose:
atyour regular time. Do not take 2 cosers of Pacdowid it th same fime.
B I¥ you are taking @ ritonavir- or cobicistat-containing madicing to
irwat heparitis C or Human immuncdliciency Vius (V]
‘you sheukd continue to taks your medicine as prescribad by your
hoakhcane provider.
5 Talk to your heafthcare provider i you donot fieel bather or
you foal worse after 5 davs.

@) What if1 am pregnant or breastfeeding?
Qﬁ.._‘. WO o oy

‘moshars with Padovic, Fora mathar ard unbom baby, the bened of

menthed i you have
-mammwmmmu
comtracagriive methods that sult your neads.

(D How doi take Paxlovid?

e
which am co-packaged for oral use.

E

Tadin 2 pinik tablets oF rirrmarnher with | viibi tiblist o rroninr
euth 2 o and 1}

For 5 dhays, For ech dose, Take ol 3 Sablets at fhe same Sme.

Shepd

I you hawe kidney dissase, talk 1o your healthcare provider.
You ey nieed a different dose.

() What precautions should I take when taking Paxiovid?
{53 0 Swalow the tablsts whole, Do not chew, break, or crueh the abess.
@ Takn Paovid with or without food.

B D mot st taking Pesdovieh withaut talking 1o your hisalhears pnvider,
evurif you fieol botter,

Safe Use Instruction

() What are the precautions for taking Paxiovid?

| Read:and adhar to e Brestnctions for tha s of Padesd for Pations:
and Caregivers] on the cover page befone you take Padovid.

Confirm

(D What are the patential adverss events?
{1 Commaon adverse everts from

taste akeratian, diarrhea, high blood pressure, and muscis pain.

() What are the medications i

wiith Paxdlovid?
([ Since Padovid with oth b sure o el
your heatthcare provides about all mads youI are taking.

= i you ae taking ary cvar-the-couner drugs containing St
mmimmwmumwum

sch as arcdety and d

e surm to tell your healthcans providier about it

“taking Padorvid mary bee gressar than the sisk from the neatmant.
1 y0u o pregr s, CRSCLES YOur optians and
mwmwtlmﬁmm

-acthity whil taking Padovid. if vou ane breastioding, =
() How should | store Paxlovid?
0 Store Pasdovid tablets af room temparatune, between 15T 10:30°C,

S0 WOUR DPtons and Specific Shustion with your
Thaskhcare provider.

@) How can | leam mare sbout COVID-197

C} ) Ask your healtheare provider.
3 Visit the wabsite of the Korea Disease Control and
FPravantion Agency [KDGA] at heips=/fwew koicago kr.)

What should | do with any medication that s left over after
Itake & dose or when | stop taking the medication?

In principhs, thane shoukdnt b any lefover midication.

I thare is amy madication left for reasons such as when you $top
‘taking & duse 5 an acverse event, ki 1o dispose
of & and must pot kesp it for later use.

* [Magel i) Ingrisonment wih forcad Sbor Tor w0 05 year or ngs of B e
KIS0 miion

IDurImrMuwnwmm

MO, ltem name Mame of the company

1 Hairamin Tab \"LUHMI:

2 Minatrol Tab Dongkaok Prarmacewical

3 Misisop Tab. Gold Jungwoo Phanmaceutical _

4 Simmian Tab HLE Phanmaceutical

§  Evarguesn Tab Taiguk Pharmaceutical

L} 5-Mi Tab Vivozan Pharmaceutical

7 s 0 Tab Theragen Etex

B GYND-FLUS Tab Jin Yang Pharmacetnical
R R ma———

il Hyperin Tab Dongsung Pharmaceutical

T Myoonpwon Tab  Han Kook Shin Yak Pharmaceusical

12 Sense Up Tab Wiorld Pharm

13 CemesinPlusTab  Young Poong Phasmaceutical )

L] Aroum Tab Miris Phamm

15 Esmonplus Tab Samik Pharmaceutical B

16 Jail Ceramin O Tab Pharvis Korea

w Perici Tab Saoul Pharmaceuticals

18 Femisensa Tab Kwangdong Pharmaceusical

19 F Tab Bk Ph ]
Hera  Tab Suheung

2 Hepiion Tab Dongkoo Bio & Pharma
Femin-up Tat: I=yang Phanm
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ainl the com ffect reporting

Pensation scheme

SAFELY USE
cOviD-19
ANTIVIRAL PILLS?

ity the prescripfion.
~ Report achvarss avents to the Korsa insthute of Orug Satety and
TB44-E223,

Riisk Managament (KIDS] or contact the KIDS at

| Helpl with adversa d reactions |
:E?-':um:w“ ek e
| How to report adverse events and adverse svents |
[N —— Beccass K0S olicial B
Stepl Step2 Stepd
Accas KD Oten iz e ermatien
id b proesfit i —
@mmhmwhm
to report adverse everis?
7 For patient : Sm, age, nams, eic.
- w‘w s is n _w

it of adminstration, ete.
For the rerporting person - ciate of first symptom onset,
name and contact o e,
' For pationt Y etverseevents
SR Mg, NaT g and Thid deseripbions.
i ~ For BN Dy
oot aars [Parksell v,
i o st g, T e et o,

= Wriommiation on the FRS0ring DErS0n & nof decnsad.
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A dBHA AHESEE i
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Q) TEAAAE
AES o] &3 wiEiA A AFA dAIGE oA FE A6LFEH ALTL7EA o
°F 0, 100, 250 =+ 500 mg/kg/day-& 775 Stk I, o] EFD dAFolA LAl =A

T A e A6YFE AL7TL7EA o] k& Hoi 1,000 mg/kg/day7tA] ZHTFo T
W= =mo A 1,000 mg/kg/dayINHC 44 &2 8u) =5) &3l 24 & 44,
wARE 24 718, 5= Wygo] FEHAT, 500 mg/kg/dayNHC 473 =Z9 3v] 45)
olde] &AM EiA AT A L 3 o] #FFHAY. 250 mg/kg/day(NHC &
EEHT AF) o]t &RFolA e wEFAdo] YERA FUT

A ZA4 Ao 2= 1,000 mg/kg/day &AM 1lovte] T 2uig]e] 27| XAE 2 S

ArEAAFH a9 AF 4 a8 500 mg/kg/day & AF EreE A7 ATk

E71E ol &% wWieiA B A FolA dAZ E7olA FEl ATLHE A9L7AA o]
°F 10, 125, 400 == 750 mg/kg/day& A TE o).

LeE4 27AS 750 mglkg/day(NHC 973 =Zo) 188 43) &FelAel ez A% 2
ol R ek 400 mg/kg/dayNHC 973 =] 7o) &) oldk &3l L5
o] UpER}IA| ekgit

::

2A 54 SHez= 750 mglkg/day &FolA e ALRAH i Al S7HE Ha B
HZg 2Rl i A o] AR
SR B AdolA G A=A FE A6LFE Fi A20L7FA o] oFe HTH

500 mg/kg/dayNHC 94 =& FARE FE)7HA ATFFoAstdT. A7 AIA o gk
FEE HHHA Lot

2)1~o1:l

TTTT
D) AFH 8
o] oF = TIAMAZ}E ARl A FrFEoE ERHAY, §F A4 S PAAY ==
T TA FotolA F&Fe PIA=A oAFs SAAFHA Stk
o] ¢f& FoId A=Tt /3 A7l EAolA NHCZE HEH A
FotollAl o] foz QA7 Fzol it A s S st o] of Fof F 5l WA
o R T 4L vt AFEHA gew FE ke 84S EaaaE 9,
o] ¢fe] Fof F 4 HF Fof F 4Y S ERE FF3] HEe A 1HE F Ao

2 FENIAE
ZAA-T Y AP F5 F2A A=A 250 mg/kg/day ©1F FAFFAE wl, A7
o] gAol|A NHC7} HAZ==Ach
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9. Azke] Bxpol] thEk Fel

A FEs YA AFolM T5F AFN7E NHC ofFgel orfles &2 mAA

21
9SIT). eGFR < 30 mL/min Ht= 429 Sl 4 NHCO oF5she B7hwA esivh
Aol NHCO 78 &4 F2E opmE, Agojzk NHCY wol fofuldt 92
HAAE 28 Ao o4HT.

10. ZHFel xpel] tid Fo

Vel SAell A NHCe] of58he 7he#] edghtt.

Al Aol A o AbE NHCS] 8 &4 B2e ofHAoBzR, IHgel7F NHCS &=
Zol 9FE WAAE F& AR odHAnt

11 33 Fejxe] 43

o] oF% W Fofd AUl flth o] oL By Fold A%, A A¥H P E
BUHZSEA G AAaye AR FYENe NHCE AASI 9%
44 PPOR o 4E A v

12. AE7HE 93 AR

D #8714

o] k2 SARS-CoV-20l tig gnlolgix A4S 7F AFekEo|th o] ¢k A4
NEYE FEE A= AR NHCZ dAME & Al W2 BEX3k3 NHCE B o
A4S 7R GRFIFYLAE ARIAENHC-TP) 2.2 214kslAth, NHC-TP7HNHC-¥ 21
[NHC-MP]¢] ¥EejZ) Hlo]g]2 RNA F@ B 4o o3 SARS-CoV-2¢] RNAe| 4+<d
Hiol 2 2~ Ao @ 77F S4 5o nlolg 2 HA|E AA| AT

o] Z+& 7|H(viral error catastrophe 3-2 viral lethal mutagenesis® & 4&A A2)& A
338 9 AMZ HeF dolE, TE 2do|A9 SARS-CoV-2 7+ AF, 18]a o] ¢ko =z
2 58 Sxjo A9 SARS—COV—Z FAA Mg B4 AAE 7Hte R stal h

g of _l>’l >

o s !
Ak
5]

2) k48 371
NHC 3! A3 NHC-TP} @nleldf 2 84 Abolo] A= g2 o= H7HE A St



O] Q‘F% i‘?’]% = (?:}‘?,]1% EE‘H -1-?—03]@' ?_l‘xl'(N=5)9] g%]' NHC %:E‘E‘ Eo‘%’l?l’ %‘%]:%
7}3@_; 761?_1_?‘0:]?]__ gxl_g] g)g— NHC ‘Lz'):l—::‘_ Hﬁ]‘?’] LHO]] E@Q?ﬂq—
E 2. NHCO| °fSst =

NHC 7]t (%CV)

ol 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 9] 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) -
2r7] Fx 8A0L)* 142
A
5 t1/2 (hr) 3.3
217 AA&LMh)* 76.9
0-12A13F 2kA-5¢ Ao 2 widd &3 23 | 39 (31.6%)
e HAEA 2 T, AR AR o Al 1 dAAI-A BEE A
AT opES BAA =9 AT TERAL ~ At
(D) &= g
At ofEst B4 et A=, A, AT, == AW $35527F NHCY of&ste] o3k
dake mAA ke
@O 2o} A
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solE tgoR @ of o ATE FYd H vk

@ el B
A% WL NHCS| ov] gl AA A7} ohieh, F9 k53 B4 oJ5hd 33 A
F5% 417317k NHCS] ok53tel oIv] Sl §3& v1XI7) ekgkh. eGFRel 30 mL/min/L73m2
ol AL B4 9l $4F FOE of o % NHCS| 9Eate] Hrhd e gick

F5% 9 22 040 $A42 oz o] o 9 NHCO oFEste] Brigl He gich
W9l wlolEo] MW 1k WS NHC AAY F AR o= gonz 1t gojrt
NHC w2 982 Z 7hs4e A9 Yk

() FEATFE AT

In vitro 47+ A3} o] oF3 NHCE= CYP &4 AR P-gp @ BCRP 444 ¢] 7] o] oAt
T3t In vitro A4 23} o] ¢F3 NHC+= CYP1A2, 2B6, 2C8, 2C9, 2C19, 2D6 % 3A42] A A7}
olya1, OATPIBI, OATPIB3, OCT1, OCT2, OAT1, OAT3, MATE1, MATE2K, MRP2, MDR1 %
BCRPS] AsiA|7} ofyw, CYP1A2, 2B6 ¥ 3A49] F-=A7} olUUTh A5 WA 552
AZH190] gk O X EAE 233 HEET o] oF 719 A8 HriEA &3t

9 v gE}

D Frboli 2 B4

o] ¢k YALAIR] FEH A E FARAl NHC= Al2u]eF &4 ol 4] SARS-CoV-2(USA-WA
1/2020 &) ADel tist &3S ey, Hd &9 50% &35 U= FX=ECH0) ak
A-549 M|z o] 7% 0.67-2.66 M, Vero E6 AlZ 2] 7% 0.32-2.03 M Ao NHC+=
SARS-CoV-2 Wol3 <uKB.1.1.7), WEKB.1.35D), 7=KP.D, BEKB.1.617.2), BTHC.37), F(B.
1.62D ¥ 273 E(B.1.1.529/BA.1, BAL.1, BA.2, BA4, BA.5)°l 0.55-3.0 «M2] S+ EC50 gto
2 AR v @48 YUEhlth NHCE Al v Al SARS-CoV-2¢9] t g A A v =
o Gutoles BAol AFHEL YEhA Bsich

@ WA
22H9 e N EEIE Bk 918 24 93ABoIA NHC g7 Bae o
A e BAFA UTh NHCol et W4 B7hE 9% AZ WA ge o}a DEER

3L,
g2 z2unlo] g A(MHV, Hl22)0A F3E A 3= A
7} S @2 Ao FAHNY 30 Aol A AE v F g 20 Faste
ZHI, NHC g &3 opvlmad A ghe Selsx) agieh

[o olr

3
2 ¥

4
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g AGelA FBEA ofmical MBI, A wE AU} ol el of of
Sojol uholg s 97] AGelA B Bol AEAUL. 450 AP FA A 2ol 2
wul o] ofule At Wkl A FE A o) Walo] EA O

Q) 2z WA

NHCE= Al it Aol A AuAH =29 A Aol Bdd Saa(nspl2) x| $HE480L,
V557L % E802D)< 71Xl Hiole] o s}

e Aoz woEch

(4 &= 244 Fd SARS-CoV-29] tid &4

o] ofe] dgutolg = FHL2 Z=U19 vhe-2, F2H, HEl BdoA o] g Hpol
FU A F2 FY F 1-2< ool FH9F F H7FE I

#H 2 B o] o Fof A] F7]=9] SARS-CoV-2 H7P7t frold o2 ZHAsta HIA =
A= MAS2 mlolgf 2 A7t 433 A=A, A2 ZdoA o] of FojA
Hiol2] 2~ RNA 51 Hol Mo A Hiolelx U7t ZaFdn. dx49 =241
AALol A SARS-CoV-2 & 217} #olstAl Zastal #do] o Ao

(5) in vitro A EZA]

o] ¢Fo] hALACl RIZH QA E SAA NHCE 3 w2 AdoA AE g2
AzZo) dis] CC50 kel 7.5 x MR @3 CEM A ZF)FE >100 1Mol
st AlZE4S el o] 2 149 3 4 BHolA A8 74 &
Jof & CC50 kol Z+zt 24.9 4M 2 7.7 uMZE AZ 5 HAFA
|5l= Ao E Ve

K

ik o
I P (1T

o ox rfr du

o

—

to
12 ol
2>
Ol

(6) vlo]#] 2 RNA Hkz(rebound)

A 3% MOVe-OUT Al@oll A o] of & ko] Fof A ZHDay Do ZH ¥ 109 xHDay
10), 15¢ 2H(Day 15) Z/E+= 29Y ZH(Dat 29) Al Foll 2 H S vlAF AA dFoA SAR
S-CoV-2 RNA W& X2 Z7HZF, vloll 2 RNA Hbs)7F #2E QT o] oF == 9JoF
Eoi F oF 1%= BT AA 9 vlo]# 2~ RNA ¥H53 374 22119 Z4+9] Ado] #
Zh= At

oo} Zo] X5 % niol 2~ RNA Hh& 3} o] ¢k 8 A Ai(o] k9] 50 A& AAHF
Bl Day 297hA] 49 B AP, B BIQIT AAY Az wief A dolA A vtolg 2=
o HE=He] dAde

- 101 -



5 SAANY AR
(D) A, WoldA, B4s 2l
O T
o] & RasH2 &2 $HTgRasH2) vl-+-2~5 o= 3+ 67id e A7 Edd d+ 234
BE &30, 100 =+ 300 mg/kg/d)ollA ko] it

@ WHoldA
o] ¢kt NHCE= thAt 43t A2l E A &A1 & in vitro HHE| 2o} B =R o] &4
(Ames EAol A A AAE UEFET o] oF 27HA] In vivo A A7 WoldA R oA
ATH AT} In vivo Pig-a Hol YA AP Eif‘i A3E Yehdith o] 9< in vivo Big
Blue® (cll Locus) @2 A g Aa7F WHoldd APl sAoIAT o] k2 (A A3}
A E stAY A ¥-2) in vitro 43 A tﬂJJrl vivo RE A3 A FoA FAA &4
5ol 8ol A Ao tid FdF= Bristr] A8 FEAS 3 A F

WANEE o] 43 WolUA Aol AT o] Yk
FAEA vlolE 9l A7 /NGNS FhH o TeH, o] oo AUEA JHLL Ut

® A% Ao
RHD 5 A AFg NHC wee] 7k2t of 2n)
57 QEoAl Fole W A

1>
off

2 & 4% ‘;’-l/“c—‘:— oFg] 5t
oA 500 mg/kg/day(NHC < =
oA A AdZo] N2 ME A=

w
)
(o
i
o
e
-
2
>
N %

oA #1500 mg/kg/day(FA 2 FHA Z-zF NHC 973 o] 48] 2 8u) 3)714]

Sk 1IRE 54 A, MolAl H o 50 mg/kg/dayNHC 474 &3 H]523F )74
3149 =4 AT, Z& npe 2o A Ha 2,000 mg/kg/day(NHC 94 =29 194
HA o5k 714 54

B AFAE W Ee A8 S4o BEIA Pk
Bol £ATA FO02 A HY BAAAE W} A
SITH 4. Yuba] Fop

NEOB ox Y dn n s R
o oMo 2 &2 (1ol 2
rot
P
N
- 52
N
(=
N
o
rigt
X
o
r
a2
i,
o
rulo
Fﬂ

/day(NHC ow, LZzug A
A

Z1 3 = A T
-0 Al 23 2,000 mg/kg/day\NHC 44 &2 198 =5)7HA B4 1€ 54
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Aok A=A Har 1,000 mg/kg/day(FA B =2 242 NHC 94 =<2 99 3 151)

T FAR N FA M E 7 S0 st 540 BEHA Utk

6) FEAE AR
ol TFAE-ERES SRS A4 AEE A3 444 E MOVe-OUTINCT04575597) 1]
29 " AR 14337 9] 4 A4S uig e 2 Itk MOVe-OUT A& %
olgh gl/E= Yoz 3qE Y AAE VI BFolA T HIdd Z2Y19 S
oA el AgaAE Brlstr] A FAANMA, Sz, olFwertd Adon AR7EL
184 o) do =2 Ablo] AHojd AW

604 ©], T, BITHBMI >30), THAd Al%-A S
A o), o] A|HLE WAl HEE Hbz] 9o G=

D9l gE|o] o] of 800 mg = goke 19l 23], 5UFF AT B8

ZIAA A ANA FAuAE Be AFUAAY A% Fda2 43A41(08~904D A 604
o] 17%, 75A| ©17d 3%; B3 49%; W2 57%, 52 = o2 714 v]=r2l 5%, o}A o)<l
3%, sl2=9q T ZRA 50%. -9 Al dAte 2Rl obm| 2] 7H46%) ¢t +H(33%)
oNA TEFHUAIL 12%7F okZe] 7}, 6%7F Fobw g7t 18lal 3%7F okAlotell A SE = AT
AN F G2 48% 57 WA 3Y ool AE ek e foF FAE A&t 7HE £
3 A A= HTHT74%), > 6041(17%), B8 (16%)°) AT} Ho] 22kl o] SARS-CoV-2 ¥ o] F/
AF B4 Ad37t A= 7929 (F F2AAA gAY 55%)9] SAE F, 58%2] A7 DE}
(B.1.617.2 & AY AlB)el A= AL, 20%7F F(B.1.52D), 11%7}F #eHP.1), Z18ar Y A7}
71l WMol F/AF AT AAH R, Ho| gl AT EASH A EA o)
AZTE ol #8& o] FAUTH

3e 13 B/PMSRI29U7AA BE U9 U B Aol AR AFUAA 1 R)el
2 5 2 RHEVA e 18419 oo 4 F
3} o] AW} BAD AR R AFAAT} ik ol EASE BAE TFoR

: AR, AT A,
A3 E UEP Aol a9 sigle BAe
% =219z A9 ool e 54 o

a0

249 Asbold}. CDCO 28] A2

4 Helgs 248 W

o > o 02
M e SLodo ot
N/
(@))
(@]
=
oft
Er
— ?E
=
rlj
=)
=
Y
w
S
2}
o
>
o
i,
it
of
)
et
o>

Al

E 3 HYY FZ2Y19 4 AN FEAH A

°] eF(N=709) ) 2k (N=699) BAE YHE ol
n(%) n(%) (95% CI)

o
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A29L7HA F4 ARE AR 2443 o] dd F2 AHEE 99

R

48(6.8%) 68(9.7%)

-3.0%(-5.9%, -0.1%)

A29L7HA ZE AUl o7 AR

Ol A M297tX| R 3tHLE At2rSE 2
TOlIM 14.1%(53/377H)0|AS. HX =l 2|F
4% 3 A=AHX p- Z+=0.0024).

O T R[o
M| DEQIHNE A|SICHAIKRIE CHALO = 2|QF CHH| 0] 2o HA =

0%(955 ME|FZE 1%, 51%)}S.

HSAM A= IZLHO A B AIZH< 32 > 32(d~52)0f et

=,

w

1(0.1%) 9(1.3%) -
X RRY2 762H 2 AlEaRlof ot ARE SUEM ZE Y(Ees & SUEHN
t5t 8tXH= 0 2f SF0{Z0M 7.3%(28/385%H), 92 F0q

& X}0|= 6.8%H2(95%AI 2|27 -11.3%, -2.

MTHRIEE 2as 3

09

S3t=0] 2HEAS
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oro
o

a8 1. Yesxl

FZLE19 7Y Melo M st

REMEM ZY - A FEHE AR

Difference (%) # Events/Subjects Risk Difference
Molnupiravir  Placebo % (95% CT)
Time from Symptom Onset to |
Randomization
<3 days |4 25/339 28/335 11.0(-5.2,3.2)
>3 days |-0-|| 23/370 40/364 -4.8(-9.0,-0.7)
Age l
< 60 vears e 36/591 52/572 -3.0(-6.1,0.0)
> 60 years |—0|—| 12/118 16/127 -24(-106,5.8)
Sex l
Male l—Ql—l 32/330 41/355 -19(-6.5,2.8)
Female H—{ 16/379 27/344 -3.6(-74,-0.2)
Obesity (BML > 30) |
Yes I-Q-II 29/535 46/507 -3.7(-6.9, -0.5)
No I—H 19/174 22/192 -05(-7.1,6.2)
Diabetes Mellitus |
Yes —e— 17/107 17/117 14(-82,11.1)
No aal 31/602 51/582 -3.6(-6.6,-0.7)
Baseline COVID Severity |
Mild [ 19/395 27/376 24(-5.9,1.0)
Moderate o+ 29/311 40/321 -3.1(-8.1,1.8)
Most Common Baseline Clades I
20J (Gamma) —a—r | 0/37 9/47 -19.1 (-32.6, -8.9)
21A, 211, 21J (Delta) o 18/237 22/221 -24(-7.8,2.9)
21H (Mu) —e—X 6/75 13/82 -7.9(-185, 2.6)
Other ——— 5/47 7/38 7.8(-244 7.4)
Baseline Antibody Status |
Positive |—|H 5/136 2/146 23(-1.7,7.1)
Negative |--0-|| 39/541 64/520 -5.1(-8.8,-1.6)
T T T || T
=30 20 -10 0 10
Molnupiravir < Favor — Placebo
7k MBI ZES Miettinen & Nurminen Y2 7[8lo2 M EF
sEd M AEe £2H-E 2 9F 2 FH modified intent-to-treat) 21,
[ojAztel =Y HE 1] SARS-CoV-2 Rl AIE eHyfmol| ofst A|(gM, 1gG 2! IgA) R T+ Roche Elecsys anti-N EAZ S
=
e sielE 2Ae SN 2 day.
O YF #38& Hu - Ax
D slg AF ddd 7280 B3 A5, &2 - HoA, o Ert 52 ofg ol
| A1 gk o] oFEbd e el 22l Be MR AY By - A 5 QU

- gt ol oz ok A B Y(KIDS) A3} 1644-6223, Y Ake] E: https://medrug.mfds.go.kr/
2) 3G AE AE H2Rgo] WAk -9, A - REx] QR ET} 52 Sharglol AtiFel =
FAE&S And ¢ A3k 02-331-2000).
I HAYEHEIIE 44l F &dE 2o tisl] a2y E (dsk: 02-331-2000)=
B ys]ok at} gal = o] ¢k =2F AT 2o AUE (A3 02-331-2000)%
A" Byd 4 Ao
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O AF #dE YJFAE &9
www.molnupiravir.com ZE& = 20& (A3} 02-331-2000)

O =349

4074 =/

O AR
718 87], AL I15C~30C)

O AHE71%

Az =0 30744

O 97

FRYA2UEIASERA FT7 FFUE 416 420 3% (FBhRE57D
g}l ¢ (02) 331-20001]

O A=d
Az A Z =7 A 2D A A T34
th 2110 E. Galbraith Rd. Cinci i, OH 45237, P
Pharma%eu%%%ls Inc. Hl = a b[ﬁ?ﬁted §1tatelé1 C(llr}gggl HEAZ

SD International ; ; .
Crng Wiero W0 | w15t | p Prdeq induseba SR 483 s Fiedi ) | e =

Patheon Inc. Agg | 111 ConsumSGng’ D(Jrzii\rllg dgVIEgR&)Ontario LIN | # ?;lf%’

R e T

SERESEES | v | T N A Qe R | e

N ¥
L @=dol 2t AARAE(@ TN e) & FFER A7te | wAFe
A 2 9 AF TFE AT SHHCIF FHA ol Arhel wEt AFAES
A" ofebEg
- AFAES FAA G0 ATE AW FEY AR ARAI] get A7)
$5U% Ao FohHA BAA-FEA AUt e A SUH A122A5T
e 23 T 5 AL

2. ¥l zt@He ‘ARG AE(E T HHIE) & AE AT T ARl



e FFstelol shrl, AR Aol FFY WAA ALF RPzde] FAHEE
Shodof 3

£ =ay A3z WY AL BaF BALREAL) B AE
S ASEEAE Ayt MEY 5 Y= AYAF Pxshelof 3
MW Aldzo] mel e Be) (e ) Bof ¥ uky
QAT Yol B of T

e

@ adme 5
A8 BT FE

41 o] oF Fof T TR T Weo et Y OFEL A% - FUSHAL AZ - £
stof BT ¢ At ABL M A4S TP B FA, 35 wE o] Fahi
2ACFA S hF 2AE ZP BE JRE WAE TERE 3D oo
FolopERAA A Hustolor g kil FUWEXAHo) B AFE 7Y ool B
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