d=UHIOIH A HES-19
XsHl At 2HH

Hl6-1T
(2022. 4. 8)



AZLHM9 X=zHE Y

|
)
<
o
@
K
1]
k-
iy
z
=
<I
)
=)
o

3

=1
o

I MEXE2H-TAZH|S(LE0lERHE U 2|ELtH )

HeX| 28 -2t 22| (B 5| aHH| 2)

Part 1

5




Part 2 HASZR|I|HHSA|AH

1) XN Sofum

1. AJAE ASOHLY
o X 2N xjoa|
1. A" A OHL

Part 3 4

|I| gHio|2{AR|-HSR2IFEEHAIHZ)

M)
1-1

2EMZHEY

a1 (o]
od [ |

1-2 32PN
o (o] 3

o

1-3 SEHNME
1-4

EH
o

15 20{of W2 HE M YA
1-6 MoK ZIFABE LIS

O HeX2H-FARH S (L 20LE Y|

[MA]
2-1 SEREMERA| 878 S-HA
2-2 X|=2H E2ahole SRS HMERA

—

2-3 ME 7|2 BEUEMAN =-S=YiH2-H A




2-6 HIX|SHAL HE

2-7 BHAHE QW&

2-8 'HEX|EN 2T O ™ HZYE AHEER
2-9 £O0{E ot o|&%l SHE

2-10 HOEM Etlk|

=120

He=X| 25 -2HA| B 2| @ (B 51| 2HH| 2)

[M 4]
3-1 3ZLENMERA|, 9727|2 S-HFA

3-2 X=2H 220l ASFMELA]

3-3 AME 7|2 BIEUBAMA E-S o= AT =X A

OIZTIE HMFrLAM

SRRt HoAHE AME 8N

HEXNEHM 285 0 T AZYEH AVHEER
3-10 FOE flet 22T StU=E

3-11 2OpATA

HT

Jal

L
lo oo ofo

s+ AUE[CZTEE7H8]
T+ SUHECIZTEE7HE]
HJgl7A CtE[2HAHE]

—

e EE|
A EE| 2

(&) oot

4r 4 dI ojo
A

Bl
oo |
0

4
d

2 A XEH ALEetl F&Q




Part 1 Id=U19 XISHIE OHH

DR VEES B EER B ET S

I soiia &% 2 8y

@ (AW D: AsA] A B2, ol 7IEe S58he 55 == HE &4

SI71X| O|dof sll'dsh= E<

1. CXR £= CT & HE &

2. Room air SpO2 < 94%

3. ﬂﬁ\_ileg Adst= AR (L ( w flow, High flow)
¥ 21835 E7|, ECMO X2E B= &Kt A2

(D 10 F<F 7|E%: 7] 6o LI &)

@ &7 5 7RE 3 200mg 7o 5 =4 2R 100mg FAHA8d
* Q=X EHHO| met Bio[H AV V|2 SAY AR d4E= EAel EBR0=

Z|tf 102 ZH(11vial) £ Zts (HIZZ2H0 FIF £ Abe 715)

1. Sa 3 72 ojLy

[l —X]

2.t XE0F ERoHK 42 Bt

—

(D) 191 EoF 7|+ 7| & 48lo]|L¢(@Y H)

Q) &% 4 7kE AAE 200mg Fo & =A ERE 100mg FAGA83



% (223 14.5E] BN o/8) MEJIE NAHUAAN(RAT) SHc= HEH
FOiTiy 2 O HPE BF 60N Ol40| BRI B SAUM/ALXE JIFE HEA

HI2FEF MY 7t

L

« AZLH9 Sd8 HEE MEEM USTERFAERIIE) £ S58 MEEAM

g
UEAES MF) 2t QYO 2 HQIE|0| QAL RIS ALE

—

< TE BE OE £ LS JI=E >

—

=

. 1= dets |
= = AERIZIAL

@ CXR E= CT A B A
S04 1 =5 = H 3 @ Room air Sp02 < 94% 0
@ MR EE Aotz AR

84853838 1. AF 2 60M ol O O
0

T 2 | St gesk |0 omms
a2 #ih (1241 0140 40kgO| 4} 2
@ (A FA) 471 71 w2t Fx97F ddste 24
CEO HATHE 8Y - 8F >
19l &of :
e s o me | TOIY | = o
S I | Mol 9 Aof
=o4CHAF 1 gHfO| 2t 52 10 7t
sofoh . ooy | OHIOI2 | 52 o
e mew | 12M0IE
o S99 | (4okgolst + | 4HPOIY | 3YE -
Fojtfa 2 | (B PIPSESEERN)
78O ok goMl ol | 4nfoly | 3uE -

B xu Al SojAre

(1) WSFgF Fojol W& A 2 Ha HAH AF
2) HEF8T AH A AW A<Part 3. A4 2 FaAz 155
&A5tal, & g met A U Fo
3) HIETFEF Fo &2 AY Al epE¥oR WAL A &
* Ch EMER0| HI2FEFE 2RO 22 R, TUE
% TOISYS AT P AFEEI A F HY BF

 Part 2. B0 BLI|HSAAHS S5 X|2H Sobw1 i, &1



« B ol 2 off S Al A"l (http://her.hira.or.kr) W ‘X 2H 2| s=
+ (B AIEh Zluzie|d ZUgtAtia 22 sXlna| g 8 U3-719-9347, 361, 363

el MMUBES (Part 2 B2 SAAHES S6t

> W] Z22al5x okalolA A Al oAt <«
‘_}]\_]— }\]/\Eﬂ LH aﬂ]:ﬂ}\]ulel— ]E_ea_yﬁ_g 9]1]]
@ HZTFEL Fofo] RE FR o]Fo] ForEQIAN 52
= AL el mhet QA Rojsts A9 RE Rol 53 S Bw

@

® FoIF U Al m7HoM AAEEE 2 A AR=loA BEadsto] U (ex. 2.5 vial)
@ Fotid2 & Hol= T YolE oo
© FoVg 2352 Foldbdlol sigsh iy " Foldbd2c] sidste At 25 £of 7163t
® 3ULA(E1) o] ‘AN ARl sl oln =1 2, sl 5L SR AEE

= AP S-S U eA(E) A TRuRE AL &, 71E AP A

@ FAHE A5 71E00 WA FUR|RE ojo] F£o7t o—?‘ o] ¥ AR A
ex. 2ol ASS 7IEol RA] GAIRE K2l 000 “gefiell ™} o=l Fdstof] Foidd

QAN /FEAIN AL Hlal ol AReA A = WA =l 2 AR A ol

2 (Q‘F%' AL &3 }‘]) T3 QA <Part3. A2 2@ FuAgE 1-1>E

1) KR-Veklury-order@gilead.com

=
(2OlALE}) ZEI{EA B 02-6030-3320

2 RAITER] A Al A 16AI7HK] HIS (2L -F2-SFY A Q)

2
o

_3_



( S
1, ol ]
2 QUS| UMKYRIS PE BZIA0| BRI W NS 3R
3. QAL FHEoR 3 ek 240 A 2l &7 Sw
+BERORI| S0P EED| 2 4 Q| i Bk SAMIl HE of S 39 xERRIoR0| 9IS S, HiE =7kl £9)

1. SEREM(REE 2. 1-3. HIZF2FEOAHZ) 22 M) S L 2 HHA0| ME

M2 IR LI 2|2010| GBI &7, AEE0| M3 Jts

v

JE| AE 2, Al 20| SN

QU - NA/HAPOIR,

TS SUAER AT 28 ™ 7 - T Tot S5 Sol] =82 QAR| 1S S KT - 4558 BE
5
—

A

L

1. SEEOE2 LPIQUALZTE B2 FoF eilE J2E HIZSE ZZLH9 SRE[E2AIAE

OllM X=X FoF =RoIM 2k I ME
2. 28R HIEHEE TZLH9 SRREEIEEAAEAM X|ZA| £ =101 A 3 XIS
ceotuel AlM - Uotwele =LY EXAAL WA Jjae oln|g

_4_



713

-§-_]_.

19 F27F A (L)

=
o

2 1jubo] 2 27+

o=

)

5 AR

IR e (Edd XA

K

)

7

#7} o5t

5_]__

& %o

H S 725

| B

5

HIrA|A ol 2]

HE M) o e

-

o A

o} kg0l LAY

ok
=

XE AT (B 1644-6223)
| 2FZ O &AM 2 DA ARl (kaers.drugsafe.or.kr) —

O

** Part 4.

ol

’

tAIZ| HEBfLEY.

°

29|
. drugsafety.korea@gilead.com)

Z2o{EANE

= HFAK

?,I'

F

HA

HT QR I JIE} A
(8 02—6030—3300, e—MHL

X




HeEXEH-TAZHEUS0IEREHIE R dEUHIZE

rIr

B soima M8 3 2y

1) (FAU): X5A 2F B4, ok 71& 13} 7|& 25 S53= 84

A B 60M| Ol&f

2. AZF T 40M O|O|1l Chs 7IMEEHaT s, adE2Es athy AFFE
AT HESH AMEZX|BMI) 30kg/nt OLY, AN

3. S 2124 o|Me| HAKIBA}

# BIIRSHRE AN LIS <25 2-6 &

b

>

Pa
oy
mII

il
s
mjo
o]
Il
o
0z
d 0
B
il
A

oh= DELHO A}

2. MA X|BI} TRSIK| 2 Bix}

¥ (2.3 14576 B SI9) MEJIS NAHAHANRAT) PHo= oa'H
of

S¢S HEHE ME2ZM UESRAMNTEIHE) Ee S58 MEHA
X

9 ™
(ZI2A8 S ME) 2ot FH2= 2HI|0] QAT MEHeH ALE

o2 Ag U AL @A 99EESeR K& FU AL @olA AL O1IF

FOFEIA 2L @EPEA] &AL 7815 B HIF 71s oL ®ﬁ°—i‘.°:*ﬂxﬂ Al

e et ~ HMEIE
SSAE 71& 1 AlAEISI PCR
|_|'—'T%’|E||:|A|'
1. ®2 o 6O 0|4 0 0
o SAEA 5 52 O|LY
S =AMXE Al 2
(T°_° ) "_') / 2. 3 Ot 40M O|A 7K & Etx} 0
o MAX|IBI} ER5IX|
ore stxt
3. 3 Ok 124 0|4 HIX|5IX 0
1) QM ¥ E= A &2 59 AL @A @A Ho|A] & 24 ol Ei 2do] Hupst AQety HAAsHEIE S|t
Holstd x|2 %91 A}, @BML HARY A|BE2 Wex] 19 oyl AF @AAHIE EL s aulE AFuEs

ol & 1'd oyl A} £ A2
At ORPIHY E= APHESA
<t

3757
FFREe S0 wodaw A2 39 AL GHVAYHAL QAT BT HeEuS
=

_6_



% 9 1zl AP A F BL-EF I Qe AP EE
2 -

FHFS SF8A F2 604 )& &Ato thsto] A=,
A8 A S Foks 4 st FA7] vy

2) (AR FA) A7) 71Z0l wet 297t Bdste] 24
Coms s 0

oI JIE >

SSAY 12—39AM| 40—-59A 6OAl Of2f

60M Ol

O = AKX
(T°_° %/ 7| X & sk xt PIPSEEoN"
o MAXIZI} ERSHX|
ore sixt
04 & | 5 K} 0 & X 5} X} o oI X 5} K}
% IAZHIE MY 2 522 HESHE A S7tstl UAELICH FXIQ &=
MUA Xl 58 QAIE & 20l FA[2, MElsiFA|7| HFELCH

3) (8585 U=rkei]= 300me(150mg 273)+2 =1 100me(100mg 173)2H
HE&EEA, 19 23 @2Az1mith) 2 A} #AIglo] &8

ol ofo| =ES UL AL, B oY AVUSTTE sAZIS DAVSIR YU
ZA OIFYE STYS =8, QWS FLM 1 C1SHOl 2 oY AT
Yoz sYS =8

2 I FETI) -
1) F2=ZrE Fofo] 2 2 2 B3R JE A|F<HE 24>
@ F2=2ZR|= IFAESQ WE<Pars. A4 2 Fuz 25> HA|8)L,
%5 ulgol weh A B Fof

_7_



() TomHE HEIR ok AMeA B AR

ol 2bAo} 8
AT EE FAHY o WEA FeAstn A D Fof

® HHeXEA £ © A8
24
e

PEE QA Part 3. = 2-9
2N IS ESl QNI VS Kl

HSOF XAl FIE|CE

Fil
1]/
|'>|

@ Co|=% QHAZE <Part 3. BF 2-10>
* BXDE LI IS(R) 2 S 2 HrAL, MYUoH SE g £

UACHH, o 2= A 7S

# WEIX| OJOKE BT T R AMUSR BXI0| JIKTS olst Q24| el 1

oo/l

1) BE&=A ooF=E

- A dEAkE: Famn|ssl A BEsiMe ¢ He oo oflerE

5 287N el o T =l S7PF s 2o AR B2

- ARIEEZHE, 7hEnbAlg, dxntEng, AUES], 2334,

oFEFEIOIE T 6F e A B8 T AF M o 5E&&

FAS S FA2HE BT 5 gl
E’/

BT | RE AR EEY

- 6 5(eGFR=30 - <60 mL/min) : YEVIEZNE 150 mg= AT
+ZF EUHIZ 100mg= 1Y 23] 5UFAR 1=

- T%5(eGFR<30) Fof A=A %=

(REol 2k}

- % ol(Child-Pugh C531) Fo ARHA &+

_8_



H1] o+ |
e o= 88 (2] 2} SPHES DU 2 5 207) 9%

(U2orEY| 2+2] By 2)
A4 Ay m 175 A = ox??l. 739‘, 3“':6} Q}X'“ =8 %‘E‘_} X=X
ST °n e = ORRREE A4 7153t 4 TARH|E £of 7T
1 otn] @t il 4EY %5 - ay
2 of 2RI 1 otn] et} 2
3 m R Apol & 2 o 2 et HEE
4 Adug 3 m] g xjo] & ARl =
5 AlutAER 4 Ao WRA, HEHIEY
6 ARJIEEAYE 5 AUt AERE) IR ES
7 Zej7toly= 6 | Zertojyc vl
8 ZHRAEE 7 2UtAEHY IRES
9 arEAl 8 dxzAl AP vds
10 k! 9 e o 55
11 mSA 10 L= A1 7 FOtE| A S
12 2hsetal 11 2l =2l quz
13 czyde 12 | E==2dge AYAS
14 27141 13 =27)41 =5
15 =24t 14 2t S
16 EejorEd 15 Egjotset ERars
17 7t =2 8otA|H 16 I 2 upie B jd] ol
. o Sol= anes AN as
18 | -2 d| g 17 | (d eoﬂi)l_l”ﬂ—ed (Z8uIA] U x| 2)
19 Y EQ A | 1788
20 2] 4l
_ 6% : AA 585U B2 old IdA 58§
ak=
’! CrETEel= FUsttate HAzuE Sof B}
22 1 2= A Hey as - ar
E g‘ L lE.E]_]_ =] o X
23 SR L AREE2HE ¢ 925
24 tls|= o2 TER] 2 7t = 8jobA|d A
25 njetE=HA 1) 3 o 8t 2H]g I
26 HUH 4 HY &Sl A
27 L2 JAIA 5 2|4l 23
28 Al 6 | orZREtOtol= SRR
A 287 g+ A | MG

-9




] 2l
53], B 28 B4 5 7897 B4 gsto] £2 AREHE AUE EAYE’ PR
JofFs 58 BU w2 TA wAl A i furoofso] =& =l He
A 59 A
1 0] 2RI (F)aAIt
2 ORIEE F=AHF)
3 oA -BE §SAIoK(F)
4 BLINES of]o] X] L] A]| 2H(F)
5 o7 Ef A °H(F)
6 o017 ()8 B EA oF
/ o A7 (F)El2tAlo] = A
8 Al gel 2 ARZEIES
9 2t TR HF)
10 SRRk F4RHF)
1 EReks (F)et=alor
12 GRS (F)otol g = Ao}
13 QLRS- X B EAoHF)
14 oH5 7 o] 2f Al °H(F)
15 S B AolA| (%)
16 AL A 7 (F)et= k] AR oF
17 A (F)M 27}
18 ol A% ZERoHF)
19 0] 47 BUIRF)
20 a2t (F)IME
21 sl a7 (F)&-8o] @7 oF
22 AUDT LFFEF)

_10_




‘WARH|E = HE37| 20| B, EFHS0| Ciet 8 22 S 2710| BOHH|CHH TE 2 HF0|A
X

oo
SOfTA} sfigfof i BIEHO| K] QISLICE A0 Q|2 EI0| 5

&37| 2|4F 0 Chet

=, o o
Fetot Y ntef Bl oiEoh 40| 0|01 & 4= Q=X Ofeh Afets F ot TS &I E FHEF SILICH

oHH, ‘B BR|R = CHE F2LHI A2 HE AFRE 4 QI7{LICIE F2LE X2 /7t AHH S
A0|7I53IE R, 9| & WEMM= A ZH|E FHE7} X0 A 2| Abel(s

3y

2 X HILX| OfL et Bttof $tsto]

77| ) S

20l 3 2| HE|R S K= M| AH 7Hs O (R, Bt 184| 0|2t A0 3! HAW R0{E7H 5)S TSI AFE FEF EEILICE

HEXZH HLS ¢

Fo{ch & Heloll sEst=t (B4, AE 7|

lVeS
SRt HEX| 2R £0IE 3|YsH=I1?
Lres
EHR7} Shdst ZAZHALE] APPEAEE SQIFLICE
{
Sixfol A = 7 M3 025 FolFtct,

Y
an

FETIA 2K HZE] HH SEEIA)

No

* B A XDPYZEE HErdor 2714 ¥gch
(BIRI7HLIOIZAZT | S(H)'S Sol 24 ATZ T, HYo|2 S gole & QIrt,
Y HEE B0 4 ABLct)

@14 olu F71E EEE o|EVIB HAT el
"""""" @A WA CHLIH WS B3 Hol(S4)
@01 ZAD U B So| Helol B2 B, 2AS Sol AYAEE ez
P oft0] gtolat of2f 20 sHEF 5{0] ictet SoichA Hiols Deferict.
Zgofer | mg HeslgupEY | 24 ZuEs
L Sofel | oEEANIG | BEREEOIE | S (AW

SBE
*EofI=AIY of W SEHe!

=
ME EE —hy N aa  sssumw 55 tizo)
Zt Jzto] A=712 22 2% (eGFR30~59 mL/min) (€GFR<30)
3Bl
No (Child-Pugh C)
ol Bx|2 I g x = EqAI l
DUR % 2XS Soff 2x17t S Fol 2|4 F U ALEEAE S0 L|20EdH|2
gr
H8IX 237} M BRI UK LI — 22 -
[ (300—150mg) S
v v 4 )
sigels o2l 175 &= 524 ol 65 42 584
OHEFE|FE 55 4Z0H(eGFRA0)
EJV S0 23}
ses |ow| ses edf o HOEZASIE' MR HS HES B, 2B EHE |
1| E2HcE | 11| EejopEy 1 | Melezage —p AH7| SHASIY| F2 A : EE=
= T il % MIQIEZEASIE L Saint John's Wort, MY DELIE,
BRI 2| emma Qui% HatE So2E YR AALIL, i osbiEze
3 SHIAEIE | 13 Pt 3 | of=FEll0|E 3 :
4 L 14 | BHFolLE 4 | st=sjopym tolopg ‘ HBAE ‘ JE
5| AdAeE | 15| HsAZ 5 | stiEug 2o foi; 1
6 | olettE | 16 | mexols o | mus fol gl i l
7| wEze | 17 |deozasy HaH@RNY HEIE (SR :
I olNgEEEEeNS) | HOARESAE) :
9 510 A 5o} Ho| ) H ol 5_01 Ejl'
10| =2zxw AloiAl-ERi AR (QE ) sl2tARNE) :
Aolobs(ofol bl le)) Petol 28I} : FRE
) ) 5 ZolAp
Asteiz (e 3 ot : 7tel| HiFEy
¥ : Ol Mgty
HABEAAR(MARSY] | SIHEHESHHY
E o ACIHEIEEN | HYAE B AYEEE
E07ts  jmmgoEasn e s :
o HojgA) 289 4B 28 ;
EEARIEXNY Sibielucel RS
ot Ae i
LA ZH|E E0f 7K
=— — T =
o 2%




2 2 M x| HZYE XIPHHEE T OfF S EHQILCL 28 A Q=T EXI0f|A|
MFHEES CR2EHE = A ¢Asta, ZEE 28 + ASLICH
= Bt HZYE) 2P FEAEE BEEEE SHOIX| @ xtz - waxEA- XEE S8 =l 7S
@ HICHH NEo| FL, &xXt7p Zdet XP7PFHHES SNS S LHS Sofl M2 UIHLL A=A S2
e © /M HoSHeE OIS & ASLICL

SQlgLict ER Al QI2TI2 X7t YWESh= Qr7|#S

BN w=xEn 2z S0 8 auss 0E

DAZH|C(E0ERH| 2, 2ELH|D),
2p| Be| Q2 met=)
(il 2 A A)
w Tasv|C Ol ejoE|el MioA| o|=RESTiete| 45 O o] Zap
olEELCH
s 0| SlrEo| EE AFSE QSiME 200 B A=EQ Y Es BE U
=250 ojorEg| Cfsio] M| ojSRNNA a0k BLCH
% 0| RZFEHEE olsXo| E[OHES A OHRSE HYS 2sie =Lk
SRRSO HLHEES Z2ASE YU
w OfEf SIS0 i BT FAlZ| WG
% Tt ATAT APFREEE YIEA| B s A Y ool R2siof
Z=Al7| sEUCE

b UIKISHC] A2 QM 271 H AZME AP PlAEoL
O 92, 495 2 7017 ofy 2wy
7 A Y SolAL BUE AE S ASUIk

O oz Ol

o} o= WLH R Ho| UsUnk

O uziew wa Oees
241) WS Ho| ALY HSE P YEIAE =TT USUMR
Ooe O ul
EEETEL YR

3 71F T UFEE) TEE 71 AFol AsUTR

(2 - i}

4 op2f SHO| AT

Aol AsUi

0O zheE=s 0o == o2 O M= 8¢
Oee  Oegdwes OWews
5 ol FHe= WG we mo| YsUm
O zas O gs=
O 2%s % Agusas § 58
® &2 of gsm_rz oz =29 No| YoT AT THES M2 3 %FHS

g
Oe O=gs O=2ses O olloj2={Hy)
O=HHERiE) OdgaamIEes OES O 2si~ms 282

[mi=t] Ou¥ns

O EY HichE O FEERT

O geed OEseE 3 Y3 58 D23 O &=

7) 2% 28 EUS W97 § SH2= o U2 585t AU

f oaz

0l

2 5 wdr| Y fEe T2 ASHE SEddct

w2t FRIESN )

| AT B )

MRS HAL)

Eo| HaTEE 8

BlAE-2S(EE Heh

RS

Ho| SRR E)

40| 2FE ol o) &) Wy =l

Al Hlojo WS A2l

HIZIFTE)

o I R S )

Mol 41T A S )

HH2E (ST 2

ofl 0| H(s| 2EH &)

il R

e E unE

=R (FI2 R0 = )

ol 22 E R T a0 )

Tl B AT AN 2

TR TR Y

g U7IsHSEIE, 8% XX 52 5892 AsUk
O op= Ol
HEE :

9 o [ARLZ 0] ASLME
O otz O ul

v EHEE USHIE RS A GRS
™ 3oiam uso3, S99 52 UF 29 4 45U,
PHR = OSH0 £33 AZHEE L4 FAE
oS Ay U Sojo] B2 £80| ¥ 4 YU
UERIIR  mame m3)

_12_




ot
= Part 3. 22 211 TAZH|E 2Ok HA |,
% 2o Al S9ALE
® HME #HU 24K LD, SHZ AIML
@ AAL Of 20| Q0| HAZHIEE S25IM K2
® ME|7F ECi0 LciEle, QBHE7Iet 49 210] HARH|EQ| 288 SHGEHA| O K.
@ TARHE 222 A2 A2, J|Z S8 AZOIA 8AIZIO| X|LIX| 4uCHH J|dLtE
ZA 225HM K. 8AIZH 0|4 228 UL ARUE =7 2YS HUHIL OIS 3xt 22
ozl AlZtol =252
® CH 7Y EE QI7t HAAEHOZAHIV)E RIB5II| Qs 2|ELH|Z EE FHIAAEIET}
SHRE ootES =25l= FP ARMEIP HWS 2 AL =282 |XSHoF L ch
® 5Y ZO| AE§7} UBIE|HLE MEHTF EX| SCtD SYICHH QBN E L9t AO|SHHIR.

O sowq ™k
2oF AFR:) ogol oA AW F ohg@AA A=A £
FAME BAYS/SA2E S S AR A=
gll: Al’—?—E__’LE ;‘;_|HI-7|_T'_}0| I:H:I-
F A

% okme xHJ_J—FEIAIA.Eé!EF 2I3stH, F
"Part 2. 29| E2(7]

%
AL

m
Q
N
g
>|E
2

2|E B 043-719-9347, 9361, 9363

TR A HE AoW“H%% Part 2. EHOEQ7ICHSAIAHES E6t

> EI’ﬁEHlE —?—OEEFI_A-I II-)(\; Al 00|A|_§>|_ <

A7I0l mhet A Aol @l

D TARHIE E0 AZUY E22UL2 3x =
2 & B SEYVA 5= A

ne
fol
I
00
N
or o
ol
]
Am
[
>
J'I_
e}
I

=g -| o %I-

_13_




ALK 6= AL

==0
o L

—t
Ife}

Jlo

{0
Hr

of

oll
0o

.

o0
K

—+

@ TP =8 St

o4 H& X e

8

S
=

2F LIOIE <fn|

=
[

LtO]

0lo

A

2%

FA
2N
H[L 2ol 2 AtR 24

l2| X Y

~ 1
=" =t

® Fotid 5SS 7I=0 SAI §EUX[EE ofn] Fo7t = F2,

ol

ol &0

Rl

k2l 000 Sefof| w2t 2| =

0N

7|0l SEX| BdXIE,

o=
100

S|

ex. 000 £=0|

| = A X2 oY

k=1 10)
=

2| Rt

=2

=

io_ll

AR

o]

s 3

o] ;
-

a

(D (R 2 BAE970-8-A12=8l(http://hcr.hira.or.kr) 2|2 Al 2Bl

"Part 2. B2 ER(7|CH

WE=

_IU_
__A_”_

3
Tl

—t

EN
El

g @ 043-719-9166

=

WY

St HH|
- Y BAK] 4 — 14A7HK] 2

AN
428 U

*

V17N se(E-FEH-sFE M)

alo
=

—

=L

o
ol
m._

ajil

NI

4

« EAEx|

oA, AFAL A4, Wdz IF

LA AT<i5 21> — AAH ALALE 5%

* (MY covidl9@yuhan.co.kr (Fax) 043-217-0652

—

@ 043-240-1357

<+
il

o1
pdl

ok
&0
<
oll
il
1

<]

_14_



> JEXEA £283 2L FFT <

O WEA A& ZAE "9t a7 4 vladd FAAdstojof FFol
Vs, AudE] AZ"EC A, ALF mAFHA Ao As
Aoz vty wet FFFo] 2HE T U+

AT = 707H

17 7

—

e

« off) 1070 (Xt 25
O A=T EF 83 N, I 240 w2t 37 =T =42
TET 8F5HA 7] BetE, 3380 O =4E 5 e

|'”O

O (332 BYE A9) BARA $28% 99 — UAAA 23H
fraud) AE ¥ 24 49 2 37 - JY(FY, FHY A9)

O @AREH) 7€ d2 TELE ARWHNA BRAAZH7IHSAI=H
(https//hcrhlraorkr/] AT AEA AadIA2He| 5883

(1 AR}
O A A2H JuEk£g=F nYdey == 90948 A, £88% vwy =
AR w2 = 9oz AuAgAxd AA HA

« A2k 2k olad Mx 2 dH|DdZH| A =27 D4A| HE= XEAH Ao E A|’

O N&E FHo= He XA 3483 wet FAAEEFaH L He XA
T 29, AT He AEA EF AWML A5 &8

(1 YA A
O AEAAE ATZT, J9871F ToAA “He XNEA 884 2
FFHA7 g SFIZE U =X




X=X =zixt 27 A

Hu7| a4~ >

Xy

dsa2|e=7|2, il =E

Xl Mg

SE7|1MEE2H 2871

O|RAFEHMIES,
2Rz 7|2

dEX =AM

Meel|=7|2

Meto|z 7| 2HRLX )

THEAX|E 2H2| 0| F 7| 2HRI QX

EREE QHRIRILINY, 20X
P IEE LY R U ALY
VYRS HA AT | UYSHLYAA YL (LK)
43T, TUYY, YAT  AITUYARUNDY), S BT oR7IH@ANY)
ol27|2, HAEY ALY, 2ok
sEIMYEeY, S87INRXHO|RI|H

60A| O|& ME7HE RAT &
S

AMDESIHO| IS gl

« MBI RAT UAA| A

H2lF o|=7|H, RYY

=13
=]

B, MEel=| 2

%I- = %QE T'___c'>_

22 KBNS

S

_I_

* MEXZME, B, 4ITYEAS MstnE Y XNEN FHAT M ZH Y
* QUAHRA|HO|M CHFE MHUCHYERL o= AR+ E.%*%E.‘Oiw 350| oz
HEERH s AT BHa 232 889510 RS EAER), HelEE H
TN, 2FAIH) X2 4.6)
% ARG A-FF B} 5Y
O (YURBAE) JPNBAE FF+E, 328)00 wet IS
A4 dE71# F UIAE ARV e EIH, IFE
S S |1XNEARYE7|HT HE XEA AW 7
O (AYAE "IAFA) 557|128, 557 IBARFYE7|HlA

=

A 3y 5
SRR

el 7

_16_

A} FE YA AeFo 44 4L FE He A

olg mefo] A 2 ANEHXE HAAEAL| ol

=



o
T
T
)

s

Az 7]

T

3%, AEAN} BER

AN o) 2z
ZAHA (22 )9 =

Pz
_I—

=
o

AL Qo

3l & o

(@)

—_—

=

*F4%
=X

=

of w2t e, A= v EF<= AulEste] &8 7

Q) EZF=AA W) A=A A= W S5

o

X F2 A

/6]'

X 2.A)

(D RAEA AR A ZA AR U DN mEt X 5A4] A2

7 BUnEEREIGD

ol
R

g &

“oE #E

R

—_—
"o

NF

>

1

[=
—

I

il
[

2| 7| & Me2x M7=

0.

o
Ok

ol

s

—

—

&l

=

e "HRloAM 2lefeF,
e

FX

chHat 7

off

I_

—

[<}

A <

—

—

|

=18
Ol =277

al

ol =

IOt
=

o|opE0| ELIE|ILL B
o

= HeloM T E =52

=

S
=
=

o

e
o

3) & S0l 2tE0| mEEAL 25X
OfL

4) 2

o
M-

<o
g

il

ol

ol

T0d
=
i:.:

M-
5%
<+

@:

o

ol
ol
g3

-

1o
pal
Kr

o
Ok

_‘|7_




(4) (MR Azl i SA] Qg 9y 2 L 18A7HA]
ALEES WY fd8etd, A=g9 TA H Andy 4dA
(A= HAHAN FaaHo] mutgd & UF)

« IAZHIE ZPEHEQ £5 2 235X AE=E FLE3510{

= LsL=/

(5) (FR8H) FaFATT(R), eA2AE, BT,
TaBAEEY, 4FEIY PSS FY BAAA 84 FaFe

+ 13A| O|% ZIEst Eeof ot LEAl LHE(RFRXZE) T AR ®e| =, Pat 3. M4
3 FskRKH(covid19@yuhan.co.krnoll A&

» AARHIE EAEE|2 &5 A LAHEX] EEE S50 4™ 22| HEX

6) AH&71BHA) AEAAE HEX8A AR 713 EAA T,
3, 2AA) A71# HABLAHAN(R=2 29nE A8 FEEFFE,
B )3 WA (#3893, covidl9@yuhan.co.kr) A&

E‘ T1IHIH
(o} — NoN — |

1) AHAE) ‘Z2UH19 X ZA AR Aol whet BE] o] &7 A
g - AHeE @3z oxE AYHE $F7 =l A
NEA ZA - AG

ot For

0

o

_=s -
SOTETE, | sy g
golzaly | e = x| 2
Domar | 4T | gy | dgof | wAn 20 e
ojzom, | 129 | = | TS | meioppe wel | U9¥ | xi=n
Hrmae | ST MgED

=

_18_



Q) ABABAH, ZAIATEY, FFEFIY) ‘229 X 8A)
A QhiAYOl wel ARARAE, ZEEAEY, FFERIUNA
A8, A 5 HY U A 24 AN

oo oo , ©
= [©) H} O]
et A o BT L Y A
geungus, | sy | SER i =0f szt
AP ZESH 9 5
oHdHoHd o=

(3) (83Y BUBY ‘=9 A=A AR QR ol whet D (B2 8.8
AAPAAA g - ALE dFfmos AWHes SR 39
oA AEA =A-JAE @ (FUHAT) sFHL-HABLL
ARA AT Aol F5 8H, Bis B FuARE A

= A8A 7% F adHdANA JE-AE-AA =24 A

~ AU E Al 15p =2 = Al i SEH S EE510] LYHUNM S5

Mol 222 vjasts 20| WX

= aj
— @ehkur e | I;;f" oz | A, | A=A
oo ==} =2 — oy cCh OFHe
T R S A = N S v B b
- dgmn | =9 -
< QokHel.- MWl AU XHUAl, XBH MY SEE >
2ALh)x
HAA AR He= X|EX (= X =H
o ey | B L gonmar | o num | wam | T | o
=8 35 Hd oH XAl -1 XHH =] == CHAEKE
HAHETEEA - N

(@) (RFAH) ‘ZEUH9 A 2A AE Gl me Y 2w
o mr Bl A AE - A F, gPokTow AWHL £Raw @
Fepzo| A X 8A 24| - AL

_19_



N

0]
02
>
>
2
HU
Rl
]
e
|ol
i
H
on
on
12
A
VvV

@ona 5
o7 K bk ZH A %

E SBEE ?’S‘HﬁoEj =g | U= Ei.?‘u J(-IEE{-” LR INES
22| o| 27| &t e ok — X|HOAFS| So| o= SAl=

- i E AEogR @A, g3k A FZ Esie] HQA,
SN AGNA AAAAET, AE)
ZIAXNHEY EFL G2 o R W4 F IdFokd EF A

6) (AEIENB, FRFLY) ‘2219 A=A AL A Tt A
YE/|%, FPIUNA DS AT FPFTOE PPAS $%
st gFeFFol AEA =A - Y

SaelxEN MY 5EE >

ol
Oju

ZIXIX} Hiaio 2 = al
o o meer | EAME R oo I E | A xzn | wgelssw
= AL [= =) Al e - N
Rio|=2 72t UM &5 = = x| :2,:)A|-g| Xt Zshigl
Sergel - Mzwan | B -

_20_



0l0
o)

i

<0

| By

[<]

HIAA | ¢

=

—
T

(g ol o

g

B

Ne);

opdikgo] LA

@
EN

X2 ED (T 1644-6223)
‘O oFF O A 2 LA A8 (kaers.drugsafe.or kr) —

(@]
O|MAMY 210 = ‘9

** Part 4.

~

o
fr
ol

_21_



ol= XIS HI-2HII 22l B S I 2HHI =)

B sojma Mx o 24

1) (FAU): X5A 2F B4, ok 71& 13} 7|& 25 S53= 84

(Z1E 1) tE & S0l siEsts R=LH9 2kt
1. ¢F 2k 60M| Ol
2. AY T 40M OlYO|L TS 7IMEEHAG R, AT, ATy MNFEs
OhY H A, AMEZKISBMI) 30kg/nt 0K, ANZUELEO] S Sit Ofef 7HX 2Kt
3. S T 18M olMe| HAKIBIAF
¥ HAXISIA M| IE2 <55 3-6> &1l
v

>

TZLH9 Bt

fob

ERSHK| pb2 2t
. OE ZZELA9 A=ME A8 + gL TE 224 X=2A7F ez

RESIA| S &R}

# (C22. 3. 14.7H 8NH 518) ME27I8 MESAAM(RAT) Y2z =3 E
A= 2F 60M oly2| EhXfof Bholl J|E 2 SR SHAIEE2 MY Jts

« TZLH9 S48 LE = MELEM MESRAAM(BEEIIE) E= S5 UEdAM

(ZIZARL0 XZ) A1} YHO= Bolxo| AT} FIEH ARt

— —

CHG g IE £ AL JI=E >
M2t
SEAE I|E 1 o PCR
(e Ne) o [ =
NBRZAL
=AY & ol
(RS AR H Q)
AAX|ET} EHRSHK| 242 SX ~
o CEASIF ARSI RS B | 5 oor o1 4ou ol T IRm SR 0
o CIZ D21 HY AZHIE AlgSt &
oIt Ci2 B=Lp A=HI} . A
.O:Ié,pi*.gi &‘Iggl_xl 93"8 §I_|'X|' 3. on_qo |_|' 18Aﬂ Olo |_:|—|X-|°|'X|' (@]

O £F E= HY Xa A AL @2 RA|=O|A & 2 ol & 29| Fukel Feets HAgATE SOl
B A= S AL @BAZ HHR% ARE W2A] 14 oWl AL @FEHRIE Ee BRI 2RE, AFsRIES
oz Az FU AL @A W9EESoR Xz 9 Ah @] FAE @1FFY] oA & 1| ojuijl At e AT
wARERS So2 ey Xa F9 Ah GHIVEEEAL @uzer 5% HAZ2Hs IAL OAPIY =& APHIES/d

FOME|A &AL, @u)7EA] &AL 7815 B HIA 715 Aoirh @UGAAA Alg 590 A

A e |

_22_



% 9 Fze] ARes A 3 BD-EF S Y= A w

AWHEL FEEA FS 60 o9 Aol tistel AL,
AmAle] Bore $A THstA FA7] upgT
w}

2) (AR FA) 47 71Fel we Fx97) Basie] AA

ofN

(AP S AT IIF

SSAY 18—39A 40—594A 60A o<

[ )
g
i
=
ok
o
ne

o
E

ZARL A2
2 60Al O

o HAKIET} BRI 242 B}

o T2 DELHO XIAIS AlBE 4 7\K Rt kB2
A

QUILY CHE TELE ABHTF 2
2101 X 5t 4} 2101 1 5t} o101 1 5t}

=

oz NMASHK| 2 3K}

[ —

Q) (8H-83) ETIZHIE 800mg(200mg 47<), 1Y€ 23](12417tvlth
21ALe}L BAIglo] &

O AIZFOZE] 10AI7FE DAISH It

=

oINCHZ HN5| A

'S =80l CI2oe I 9

FF)I

AlZtol =&, @dzfet AReld g 2 455t the =8 old Al
dollrl sHE =58

2 I V=TT
(1) AR L Fofo| WE 4 E B2 HAH AF
QARG AFAESU Ul &<Pat 3 A4 2 FuAE 355

A s T, B g we 4y g =o



=2
HACY

StHEE H1

=
o

o
AL 2

=]
o

"EA0|ZR(7ICY

nit=}
—

U2 =7

A

of

F

[<}
—

O
=3
%0
30
=
0
=)
N

2=
/|

aJ
s

SN

Sol= FH

77t HEEX| s

<+

@ 717] Adet =y

—

1o

oll
__o_l
-

-l

ol

oK

AoA= o] &f & =

St

k=3

e ((d) Zt&d7l

o () 7171 Hi At &S Sk &X0A 0] 29l £ S 3! O

7t &det A

= HEox ot

S Ee)
—_ —

F

TELH9 X[= tjero] glAL &d

2 =

w O] <

FEH|IE=

SEX o Ot FHE7ret AR

‘IIFA

—

[&1ye)

SERHO|

| 74
=

KO

.

0o

2= O] 29 Af

XS

EHe e

el

_24_



WABHIE’E $837| ©|ofE0| 81, SHUHO| cipt 82 U2 5 2.710| Yot HlTR 22 $E0| A
S OfTH AL iSOl ErEto] $4X| S LICH $HE0IA o|27I0| SHEE W HE 7| olerEo| chst
fof BBt A} et ERLICH,

A1 31 Ifof S OFXIBH X{140] 0| 2017 4 9/ 2 Of2f RS Ao

S, B’ 12 F2LHO AZRIS AFSE & gAALICIZ DRI ARA7} AROR SHR| OfLIst Eixfof stofof
A0| 53102, 02 B HAZHIE S0k2 7} 2HXj0f ChohA FOIAEARE, Tt

012 2AHE|R S K =H| A8 7Hs O (UK, 2H18M| 0|2k Aot 9 HAE Ro1EI S5

HERIEM HMYS 2

ot 2EIA| $HX} LA B

No

BAp7} =X 2R £HE 2F5H=212 — Eoig%

lYes
BRI S DB S ROl ST HTELIG,
AL HYY B EH A HARE ST (R17H L2201 ('8 §9) 24 AR, Ker0le 52 g 4 Uk

¢ e WEE B0 4 ABLICL)
@ 14 O|uf 1A = 0| 27|12 ZAH R el
gixto] ME = 7H AE 028 Holphich, @ BT TA CHY HeS S3t 2 3lol(RM)

@ 01d ZAHZZ 9l wad So| #olo| 2713t AR, 2XIS Sof AL YENE Selshiict

> 0|0 sHHO|2LE of2 ZLofl siEhet Ho| lchH Foichd K|elS najELich

(ol
o
=2
19
olot

g yeoizussy | =24 e
Az gojelr| BYBEENS) | BYZEEIIEY | Elm(amzAp

g
*EOfRISXIY of mE SEEOHL!

ZojF =0l w2t

Az EEE._ Yo ) “olojma ssEumol =5 4zl
Zt "gho] =912 22t 2m (€GFR30~59 mL/min) (eGFR<30)
EE 2
No (Child-Pugh C)
o e EoM
DUR % 2XIS Edfl &xpJ} 58 F9l o|AE U AUHZEAE 50| L|Z0jEdH|2
837 237 M2 $R0tD YK Holshch. — 24 -
=7
| (300—150mg) o
¥ v L4 \
sieels ol 17Z5 M2 584 of2ff 65 H2 S84
QHIESE|F == u30(eGFRA0)
ZAMH 0] 27}
‘HIQIEEAQIE’ ME 815 HE2 SchRE B S 4
1| s=dde =1 AH| Sagisio) 52 A8 : Ee
7| a=m | B % MIQIEZAQIE L Saint John's Wort, M| YTELIE,
= X, HQHE SO UK UBLIC H
3 | =spree |13 | memde 3 | ozellol= : GEI'7;|||% 2l
4 | Aelgm | 14 | BEstOLS 4 | FrEvEE Yttojotz ‘ AysE ‘ H t=
5 | MdAeEl |15 | mEaw 5 | bzag (ReA) | HeMRIpRE(EARR) ;
6 | OMIRACLE | 16 | IRX|= N HLE! el ) | B2 A (RIHHIoF H l
7| wsze |1 |deezaen | B3N WA EHERY
8 i ONYE-BE(ERAY | HOMABE@SHL) :
o HAYB(OOIHERIY] el (FHLE) H ol Eof £7}
Aol B AT (S E A dekH(HE)
I28iFe) | dmj2ies(sTutol 2ol : FRE —
orEEDlaAHe) ARSI : E;gl'ls”i:“
o212 SpIy(AotE) 3 77| ol 2y
R4 " : oLt
oflA2E{AM (Mol o) SIHRIE(S4H ) i
E = OlATIHIRERCY | HYAE e AYREAE 1
50 7t5 I|E 58 o|ofE St AR T F R BT o Sy :
B UEES 2 8% 4B 22 H
EEOHRZHE Sihllacd T 3
st Ee n
IAZH|E E0f 7t
- — T =)
o 27}

_25_




> (EAHE) HEXEN £o H HZYE X7HEE

@ EF2 BT ™ X HZBYE PZFHHES 2 6RE =AQUHLICE ZQ Al o=2TI2 XA
FHEES CR2YE = A AUsta, ZEE 28 + ASLHC
= Bt HZME) 2P PEAEE HEEEE SHOIX| @ xtz - waxAA- XEE S8 =l 7S

@ HItHH MY2| 3, &xp7t Zpdet X7FHEEE sNs S SEHS Sl M 7L, USA S Sl
I d f4 HoSHL=R olg = ASLIch
@ HEU2 MRS T H UEA =APLCL 8 A o2H2 X7t YEShe 2=7|HS Sl
HUR7|E S2 =g + ASLICL
EXN|[ S=X=H 2Z S0 3 Az EZE | P AR R i
O ztgE=s O == O s O M=sl &8
SpAZH| S0ty 2, 25 L), 0 e= O edsEs [0 #ees
2| He| 22 nj2H] =) 5 off EHoz FT e ol Yk

@Hrol2AR)

O zgg
% EAZH|C O B HE|@S YHCA| O|2XBriolo] ARt Ol XE0| ROT — —
°|°"‘D'L\Er - s Sl Ests ol AR EAE = Ha
oformat o =
# 0| S]9FE0| 2ETH AFBE SiiME 20 B =S EHEEs B 2 6 o ofFf TEO= 945 SF Ho| YUeF,

=539 oorE| ofsic) eS| o|=TelA Lo} B
% 0| IFEEEE olT0| BUATE Al TES MBS Yool 22iho _
SElRSe| HTEE Holshs YeULc B

= OfEf 220 JuoiA SETe] FAP| SELDE

% TS AZAE APIETES BoA| B0 XE A B2 ool Hgoil
ZA|7| sUCH

b SAIETe] Mg S 2T T 22l AP 2ol
O 2% +R% % 77 oy 2 2y

I Y gl oAU gUS A= S0 AU

0 ofl2 i

007 9 Al s R

2 ofj WIez WL Mo| YSLM
0 ceEe 3 0Oz =

2-1) HTHE2 Ho| ACHE H=E g8 $Eot: ol=7130| AUk
0 ol R

EESIEI Tt e

D 7HS F MEHEE) T2 M A0 ASUMR

O ot m

(A = )

O# O2agE O2s¥E I ollol=HY)

O=mERM) Ooveauoess Oss O smigape 282

O O¥ns O Mg O FLEST

Owird DB % %3 58 O%2E2 D=

7 2 225 =288 B4r| 5 SYo= oY U2 5380n UsUnk
O o4z e
- WUEEIRE' £ 0L FE 4 § A7 B 2E0| F2 ASEHE SEEHCE
© HASZAYE M2 3f ooz

0| ZRIHFFA

W2 RIS )

HE| AR B )

oRIESFEIN )

HEEBSHA )

Ho| WABRE N )

oI -BE(BF UL

daBERuYy)

o TR E)

20| ZHE ol o | ] )

M B0 | S H 2

SRR E)

HHBT(HSA )

Al H-E TS 2

HF2 RS TE0| 22

|0 2 EH 2

HSEIOlEgHE )

Ny e

HFEEI2 08 =)

ol B E R B (b0 )

T BT G o

HigHR R R g

9 ALTISHBEIEN, 4O uTH 52 %8

oa YLk

O op-= 0l
HEE -
9 0] BRALZ0| AELITR
O otz ol
5D
v BIEEE o2 HE Exoof o goiAH
™ 3oium uso/3, S99 52 UF 2% 4 A5UL,
PHR 2RO £33 22YuE 244 FA |
WS MY U Sojo] B2 £80] T & YHULE
i (EYME T

_26_




O e WHE A0 ol WS T, R4IILE, OAME erEn)

@ A A Of RO 2A QL0 =N 2.

® 0| %2 S4 L F 5Y Ol ZZLHY YA FTS W F JhsE
#2| 2ZaHo} B}

® 2pI=ele 28 A2 FL, JIE 28 AIZOIM 10AI40] RILixl QUi 71

2
L= SAI 2852, 10A7H Oy =88 9le Z90l= = 82 74D
CHS Bkt 82 FAHE Azl =Sk

® 0| o2 HOIHA S 3cfatstn BELHOO MIE & 2ststr| U
57to| FA XE WYS E st 20| FRSL,

® B} O] OZ XES AXE T DELHOZ QI8 i

O|= 8D} SfE e

©)

| 2R

1
rol

- <o

rr

O sowq =Rt

(FoF AAZRI) o|g3o] ofA A &, gFe7tA A JA FoF
FAANE RAEH7IHSA2=H

w U= MOAS|ALEPE ARSHH, FoF AARE D= MYT| 0| HE
C} B0 & 4l o|AEIS Eo=2 A, TPart 2. 2719|227
HSAAEE Set AIEA FUED 2R &[] AEH AASH Q&A” &1

|=2A 22 &=

¥ (ZOARE) HEEY SUYUAUMET SARAUE|E T 043-719-9347, 9361, 9363
_| -

AF 2 MU ER Part 2. EHORRV|IHSALE S ST

_27_



@ 2tAEE[2 FO AL SEL2 A 58 A7 ek Al ikt %!@'.
= MY Y 29 58 JtsctH, FH ARLFH SELIA 5EE AN
= MY Y 13 58 JtsotlH, FH ANLFEH SELVA 6L ZE AL
@ FoiApt 58 SH AMEES 28 89, TEHARIUSALEE Sgt X=X
TR HRH FASH FA X
@ FoUY HSS 7181 & HUol= 2t LIolE 2alg
® FoUld HSS 7IE0 SEAl FURITE ojn] Fo4vt = F2, H| 2ofl 23 Alw A
ex. 000 F=0| HSS 7I=0l HA| 4RI, 2XI2] 000 Jefof met Q=& EHESIof| FO{g
p {Y/FELHD A2 HAT B CANeE A o ZE[A 201 = AR XME| oF

p oA EE[2 TN &Y Al FAAE <4

i b =
B o= ay

M

(D (& 2R Ao 527 |t)-8A12 lhttp://her.hira.or.kr)  AadE]A|2-Elol
H&ste] FoEke Qe sle] A % 3Y 209URE A Jbs

e A ERE 2 M| LIE2 TPart 2 EZQIRRPVIISAILEIS SBH A I2E| EXE F

— AU 17N Sa(@EeY-F2-37FY A Q)

* EAM-EX AX SE7(|E2 s2238Y 1298 65UA AE Ze

- BEolgt AR IFEFF LA, A AF9A, HAd= :‘3—%
QA A|Z<Part 3. A2 @ F3AFE 31> — AYH AJAX|YUE

o 13171 —
3 539 7V

* (MY covidl9@yuhan.co.kr (Fax) 043-217-0652
(EQIME) FEYH & 043-240-1357

W WA EE YUY MY T M T4

_|\=|



P HEAEA F07 B I €

O AR He N84 A4 353 a8 71&

HHUEHY, J4IEHA, dAXRHHI} oS0, &5 Y S5 ey
C
o

[0 @s3E) @ At 299500 7Rl 15793 aEwl sl A8 — A8
AETACN 7kl 24 - SFEA
« 2fA B2 32982 H ME Jts
O HtEA] e ZAE B3 st 8% 4 Hladd] FAstoior FF0l
7bsstH, Axndy AlZ"e JF, AEF HAHA AnFol As
ALz yotdo] wet FFF 248 F U=
« off) 1070 (X[t 257 Hd dd ALEE)7 = 707H
O A= EF 8A A, T A w& FF EFc 2HE + o=
F BEFT 2A4sA7] viEty, 348d ud 284 5 &

O @384 BAF A9) BARA $284 98 > WAZRA 233
geud) AE F 24F 99 2 34 - JYFL, THRYL A9
17ARA EF

~—"

0 AREE) 7€ 47 T2 AP AA BHgs7|tA2H
(https:/ /herhiraorkn)] 7378 X EA Aa@d A 2" 88 F

« 2fAl BB 32987 H ME Jts

O zejAk
O AmB AxE YLFFLF FYY o 209 A, 5a0% HUY E-

AR 9Y 2 5 9leuw, AuBA=E A B

LD 2 3 HXY L H[IR| $228 A FA, HE ABH P Al
DB ALY ol T2 43

A8A s wet FARA| SRRt He A&
T &9, AT He AEA EF AWML A5 &

0 AEAAE AZTE, dBAR FAA “HE ANEA $88% 2
FFBA7 we LIHES o =X




Szt 25 Xt 7| 2t
(EEH2IRP) MHKZ P20 27|13, QI TR
M= = (LEHRHE|R) Q|2 TR ME], O 2 AEHIE,
sg7ME2elY 387|TRRYRT|H
K| 2 ME K| 2 ME| (LX)
ERERIE x2tol 27| 2l ol K )
=IRUAIH A ER R EER T
ERTE (ALK, LI
e EEEEE ZAYNT Y YU LN
e E R EEE ZAHOI NS YA (@ M)
yEEUYY, Fuue, Buye 222 SEEAHD)
SEA HAH R (R
=] Cr2o|L] &5 Il OxBIH O
60A 018 HENS RAT B8 | 2505 %k s esie seds NEslasl
c * ME7HE RAT LA At

- MEX RME, el ASEEWAS Aol

- YUY AHOM ChRR XTI 2o AZ7 EEo)
YR E AIRT 872 22 T80 ALRY P
ZHHE, QYA N6

¥ F2=HE AY-3F 7|89 Y

£ e AR HYAToN FH MY
Seoroly 20| ofzie A2 XeNaE
), 298 HEoFoR o5 =

7 BUnE RN

(D RE8A AHR) A EA AHE PRIl mpat X84 A8

- AT, AEXEAE F FAAAHC ZHT 7B XA

TS T3 FAAHIEEER He XsAE S8

2 EZF2A) A=e 49 dF 33 24, 15 F8 A F
Faol mel BAA, AE iR EFS AulEste &8 715
Q) (FZF2FA dWlEEH) FAHE FY 3o A=EAATE AlE W
BHA71 T, A2 sAEH, dagdeyd 5 < 7] s
F2A AN, BEFS e 7o) viEske AS 9 o= s§hy,

NEAAL} dE2 A8 4+ AL

o

F{F

_30_



>

[=

2k

o

Me2x M7=

=
[Lm

L) 7|

=

-

oju

o
i

A

0.

S0l o[eF=0| mERAL 2FEX §EES 2=0] Of

o
Ok

9l

=,

|0l A 2] 2F2

OoF
0
|

o

F

Al

—_—
1o

ite)
®a

i
=
K
b

41

0K

oR:
<
oll
<0
Ok

0
__o_”_

8

KO

| 2k 0l CHaH

S5l Xge

3

J

of

==

o+

o
L

e kS PN

S 2[r=0| EEEALE

e
o

Ok

= "o BE =51t

)

OfL|

= 29

=5

chHak 7

St

Al <l

—
—

oz 77|

ojn
THr

N[
Ok

0l
Hd

ol
ol

o

otC}.

(4) 28D ATBAZE] U3 FA ATF 9 2L Y 1BA7A

A A

A 32

al
=X

AgFE MY Y], RIS FA
Az PAHA F=22H0] vHtFgE 5 3l

)

o
=1

S|
=

o

2 Ee|

y

B) (28 %) FR7|ANTTF(SF), A

A ZH|E

v
e

9 5 Y BAAA 4 FeE

k

AAT A 2ol U

70l

« 13A| 0]

=
=

B covid19@yuhan.co.kr)oll A

SM, 1Y 2 R

fra o}
SE

&R 319 °

Al Ol
=<

Pat 3 Ad

o

2 Ee|

7

FAZH|E

i
* =

_31_



(6) (A&71HA7) AP HEXI8A| AR 71 WAL 523, AA)
AA713 HBE LA (Part 3. A2 2 FuAs 3495 AAFst T
(TR, JR) 7 W Y(H#343, covidl9@yuhan.cokr) A<E

8 IE=EL

22|

(0 OF

o FFPEH FLY

1) AEAR) ‘22419 A8A AR Aol weh B 7] A
JEg - AYF g3Fzez Ades $F = of = ol A
NEA ZA - AL

S

<ANHYx=2 X2N M S ET >

— = =
TEI[T, | K o x5 g
222200 | ATE | gg | d2om | wax | RN e
= A= - L=,
Holeom, | | Bw | A= | = | Keeerwel | TS Aek
defizaE s | - S

2 ABARAH, 29I AREY, FFEEHY) ‘T2U19 A=A
A QiAo wel ARARAE, ZEEATEY, AFEREUIA
A8, A = 8 A 2R AA

< MEtx|ZME, ZAEMEHR MIFEIEYEY X2 MY SEX >
MSIK[EME ol AlEr ol
Keiitsatr il B bdte ol KRR MY | oo
(o |:|on_-i|:| OEI, x'|0|_-|_<f>_—|‘ KA = & —|—O:| I:Hoxl'
AP Z=SHH 9 E —

oOHOHO®TE -

(3) (898Y) 'F=H9 XA A kATl wiet O (L) 8FELelA
AE - AYF 93702 AWAS FHstaL FF=olA A=A
ZA - A @ (QUA) SFPdolA AT FF 245,
AEE FEAEELRN FF 51 23 3 29 YdA I8
A ZAHA Z2A4) A A
¢ ILIEEE Al 15p B2 TH Al viSuES TS50 22l SFAREC|

=22 &Sk 2ol AE

_32_




< QUMY AU MUA X=H ME

i Ll = QE_I_>

=X A
G T U op | EU2, | N=A
28 HYH &5 ;; === XgefM=] | ME | 2YEd
=1 — S
- Mzgwn | B -
< AHH AU HMPA, x=H M SEX >
= MG
A= Hi= A=A QoF ol Xetx L A X E
xly_“ oy o 7_Ix.| iy P o x O - o = I‘l (=18 T
e ar i CE a2 | xMzM | 5T | ol
HAHHHEER - -

@) (BFAA) ‘Z2U19 X 5A AHE Aol e AYAE
gu7|HelA A& - AT F, GdBFFo2 XY
FefTo A X 5A] A - AG

i
AL

7

;

< RYAM NEN MY SSE(HYYI) >

= | o T
(2K <l @
uT x5 ZH 2 X2
HEHXK| = f%uog‘j =1 ST =T HAL Aok | QorAlA
22| o= 7| &t e ok — X|OEAS| Bo| == SN2

- e AROA 2, §Eers A d& aBsty E8A
SYFELANA AT FF 8%, A=Es FFAMAEY

2F 58 22X ¥ 712 3o SYaA A

E=E5I0] LUAHoM SFHEE U =8

, TEEH, AARY) ‘Z2UH19 A FA AR AT

U, BAEAA & - AT GFeF
T2 APde FHeta RYTAA ABA =4 - AE

N i ST =H U
— 2loNA{t gl =M x A
xlax 22 mast| EIME XN | o | e oy | 2EE | HBH] g
s oo | M ag | 59 T2 S I xoos) | e | SRS
Tiglo|27 |, H dy - il "= | HAyel
Sakugl Al Hgga | B85

_33_



0l0

| By

)

HIAA | ¢

HE ) o e

ud

o
3%

opdikgo] LA

ok
=

@
EN

AE AT (B 1644-6223)

°

** Part 4.

‘O oFF O A 2 LA A8 (kaers.drugsafe.or kr) —

O|MAMY 210 = ‘9

~

o
fr
ol

_34_



Part 2 HHOISH)IUSAIAHES St T X Ml

T xEu o

1 JVES-TPVE=1TIT
IE8718L BAYSHZ|IHNSAEH AN A8A FoF &AA
2H F A
= (AR A TS UiEER SAEE B 0437199347, 9361, 9363
«S50| ygom Rot B} &

HH =7 |HSAILE
2RHEARII

© B2LHO SAT 2T} QIMEIE AFY(UBIO|Z 7| T A| A" HTHAE oHY 2022-01-07 HIAE QI mpHoI RI2IE fioh
FTAZLH9 IHH o213 Ha|A A,
- Hasast oldE s AEey (o) Fh 2001-10-03  ArE A TR =20
T, &
C (DA RE|EEAAY] I LHY X| 2 H| AFECHY (H|3-2T) 0214147 i
» EfAf 2 ol mole (774 210%)
CERREEEAAY PRH S Y214 £7) 2021-09-30 S e

» T OJ20I21 A3 2 i
- 7ioie SIS AR BxAS 210
¢ [SAREEEA|A”) O|TOrLE Ol B 2OIN (21101 718 2021-09-30

» RO HH=NE SUANISG RS 7 044-202-1836,1838

gxéli\%f&ﬂ“é%ﬁ\ﬂlfl [Heypgezd EuMziEzamu 2 @, HAEZPI R ALY

_35_



offl

@ AmA Fofold 5= g x5

I | XI=N F2o|H &5

'3
01. S5 #* * 3MH AR : XZHB2| > XI2H| £oF0[ B2
HAAER|GEA~E Tx|ape [ols Y SR [P R I BT EINE(E) T A=

VUHBUNTIY

X s BETETTTEE

Mg w EED
TSR ASE2 M WA I (MITI90M BRES I3 BP0 NN KSR ALY OI8 3 SRS (057080 0825 @

amun B2 e LI L] wnw naterm PR o Ry FogRw oo
o W K| L} 1 e .

L

MFPR 202310411 [EH = 2022:00-11 [ BAE e EEE

@ *REFHHE) 2=

@ X=X Fofo| pa|) 28

=) wn e A
FAMREY * 1644-2000

® 5522

i x Ol oM H0|= A 8= 220l 2ES 9jal 2|2 2=E ooy
T o1L|C}.
[ELie BRI PRAIAY -3- agEery Hlmx PHBANTY
0 KDCA

I | xi=H o0z 52

Oz =X Fo012 55 - x| =4 g2 — X=X F240|=2] 2] - 55

Hay Fepateld
4 SE70 Myt B SSRGS ZUY B TIRYYREY
-2 |
s O —
B

0x

() Ll AFu+ LEL ARG LAY al

o[~

=

® @ 68 @
=y




X=A &<

oI S5

A =H Fergels =g

AEH FoEeld @ m —
L] - e 2222 = B |s¢mzm 202240192 % |
(@"E—M!Z BAHRIUY + b i
i, @I:I ey
1 AbariEos Lo
sorxian HORIETY  @a o SENTIL m 2
AI:IH'J_EEF}-?T . .V:h
=JIE; TE 2 e et o B &a
2| HEoaya 2 SjApET S 121,
$np~|x:w 022-08-11 & :El;s.?. 022-01-18 8}
Sojaarel e e
ojyu oy % .o e ; @ $—2fo31‘" EE# é
- _ [FEerEees | @ AWM U 2E B8 s Ml e
il * X 25 SR mtet Kol Mojstas Yol gel i
ol dms BEn A8 A g0l o Aas | O BISHE 8
T I
X2A A2/ S, A Al goarg
@ AR =2(AH) : AHA = A AY Al
@ YY(AR7IW) Y TR A L Fol A
© AR 2AE| () AR BAE Jaxpt iRl e S2 Esl AT H 7o Al
@ LR A (Ys) AR BAE G247 AH W A% 3 £ Al
® QWY © YUY W FRHYAAHEARD AW R Fol 4]
© 2Fd() © 8% W SRHLLAFSAAN) AY R T A
D 2T SFH Y TR AW L £ A

X fomeM

X SHH Z=2 : X 2HI2E > X5 Ffo|H 2|

L @ TR Suwa 2021-12:31 @
7l
BAEARY 191001 LT FELUE ST
« epr s e
1, A K| Og . RESIT S
- 2ZORERCTY 5. 50 M SRI0)L
o any LLEE . el o
3. mopsole o | e
4 HEEET .o
HaM A2 EFY pe ® sun wu@m
i — G —
R B el SpAs D
EMAIL 34 e
- BOpANY 103 8 FUEay
B T
Er . | St A
@ ¥ Ea g5 3
. - o A (=1
x H|Ed3t § g52 =3 27
=2
@ N 23
i [ol b= 5oy Ao glAll olo oied © § A
- 9l Hms Amol HEg 9] Yol U =S

_37_




U xiEm o
1 NESTUELIIT
- HEX SAGAAE, Shl|ne]9) Ane] Azsttphatinck) <3
= (AR AT A TR R AR A" B 43-719-9166

O Aadr2d e

B ) LTBY o (ZH|O|X]) http://her.hira.orkr (EZ42| B 2| 7| S A| A&

2. +R27|5

He X =2H ST 28, A - 2], 2273
o
=

L 223, SAEXE MEE)

AT BT (HYYD), FRAEAEH 28 9

| 8
O = 2F U0 HH=ZH
1

.- 2 Tejotol DYHAN BN XY
RS o HEEA| S 13A|71X| 23 Ea, REUH0IM 14A 11K S22 2
- 2 BAIMX] Al A2 17AMH] HiSE 2L, FE, S5 ML)

1
- EM, 98X, 21 327182 S 1281 R MY Ee

0

Joi

=
1}

ol
=

O[gt A2 ZIESe ERA| M2k Tt 24, i
7

HE
T =¥
SZeUMAE— TEY XATYY 2%

= [

Hu

=24

s B =
e oH

ofr

pS
0z

M2 M8 W80 HA, 2L 7|2 AAY Y 31

_38_




@ ALz BEE
372 sl 224

rina 3 zzue

[k ssem

Fui I - MO

B e

I

i
B
('8
%

LEiL)

@

0

1o
kU
=l
H

[oon)
=]
O

2

— 380l

AASASH DL A A

] A =

SHARHIGEAY
TN

X

(http://herhira.orkr)

Hana

EETINEYTE,
<L

e .

248 XNSH

Sa/Ag8H

@ He A8A QA A 2" HE534
https://hcr.hira.or kr ¥4 >2|82]| #

1

o o o e i ) ol i o T [ o e T e ) et e s s

r

PN 202 K2H 2K

AI/NE/4LT BY wdll

HEHFH)
- 81l SH =8

X%

i nzoso
=t
O nenzm oz

2 wenzuy
i ommzy

HUYERICRZAAY

TSI

“ s [xzamal

- hA3BRIHAANLY BIEY A0S

@ yuvnganon Hagnsavsy

Pyt LEETTe | TER B RER N E CRREEVRNRE Jus
x TR T Ly e ; "

P/ T LI

= panmay /M 2AEH
BRARRY D feaa-2000

_39_



@ A BA| A)ae /\l’*‘%ﬂﬁ‘r“q(/\}%ﬂ#%)

e R
EIgAEN W12 ZIET 20220115 - 20220118 Q =
- HETRE EYEUL. RE R TIE A AR S, AR RN 2NN P AL oF B2 N R 2 o0 0
2212
a7 saUn A82HI|E A7 3 H78ARHIC 84 EHY CEE
S - = 1009
SRR 20220115 - 20220215 ATENEN  Tazvc g% = | -
MG EEE B = ViEes .
2% = HEADY - B8 8 s
NZEH NEJE  HABNENE FNEHY  BUNDY YA¥  ABY  RIY¥ e HEQ¥UR  HAE4ed Ay
. @ . ®
5. ) 3 12 0
@ ‘ E 15 0 i
1= = olyd. Z& iy A o = 37 o) 77
- EETE 4" AEA e A AadgA 2wl Yo
ol Ok L O 2 z ola 7]|x = Al ©
NHZEA], =2 QYA T Agimrjde] T A T1

F GARHIE 2Bl B2 U 29X LTS TR0 2 Be| M

- ApgEe WY 18AZR YEslel A3 w9l 57 8 Alwwe) A
shme weA 9 A

- TR A ANTFH FR5e Zket] 153Ut 8 E3
&l oA — Bl HEA] AETAE BES| AAdshe]of

9 b

1
2

THPA2E ] AT AMSE Au dgoE FERE ot
zsteE A2 e HA e

- APAHL FoAA s hEITAC THkete 23 F3FFA

_40_



M

Part 3

SHIOIHANI-HIEF A =[EUIAIHIZ]

[MA]

XISHWE — ML

S=23AMAE S HEEE-HAAN
=

tS &M% AH

ol
MIELRAI]

ol
=

Al .
=

[& ]

0o

= %
H

H g0
W
=g

Wk <

_41_



M A



Szl SEKIRHEL-HICEE

0]
£

3282384

oll

Ki-

SN E)

QAL SR

A
o

T6AI7FX| B

(o] No]
=

T2A|THR| == Al

o
=

ol
oo
ok B
= Hio
oo 31
=) .
™ o
™ o <F
<& ofl &0
CRE K il o ofl K 5 K
< | @ | £ 4| |RIKRO oo | o | o
ul | 3 g oy| |EOR il | = | G0 hy
S| - Q= 80 o r
o Q o) N ._.A._m__
! o <4
7 © <
m S| o Ul
T | = o
M =| < | 7l ni0
Tl Q o
o 3| =1 ==
o = (23
S0 5| 7l
O 3| X | > 10
& 2K
o =
™ SR R
|
o | o z
= g | B(H £l | fi0 A
T | = orl | My o =3 o)
= | Ho
ol
I K- K <K F

F

C
o

*

<o
oll
ofl

1
<

K1
ol

o

X

U=

_43_




HIESEF 32 QEM NHDSSHEE) M

2 228 MEIATEY)

TFEYUXL Hs
4= Ze|0fEAO|AIA T E| 0}
AR 104-86-33942
AL
T | HsPHE | 02-6030-3320
= - =
X FM HHELIO|M St =N
of | KR-Veklury-order@gilead.com
Hl X 2™Me BtEA| O|H|Y &7
HAYHY
=l
at T
_JIE_
x5 | EERA Sex)
Mg YAHS
FESURM SHER}
HetHs
N
; HNEZ AxjnFE | MEIZH | 28 HE 319
[ -
.| oHE=RaAR
(AHAHIZ)
S 12AMK] B Al 92 16AMHR| Hi eyt
-2 P42 49 HB o} o
ZIAE
Al B

- 44 -



=
=T 'I' =I

H QEMQUER - Al 2HIHA-EHASAT]

2 H A
X MAE7|IBEZE 4e| = HAHE XA 5 A2 K5H| AREQHY HIEA| =X|s5|0
ZZHME ZHSln, HAAE HICA| IHHEREDH 53510 AIEE 24X
EFEURE K
43 Z2788d
~ | NARHS
= HelHS THAKHS -
T 2N EHERE :
N oY
HT [ HEI[BHEEMEE)-HALEE) @A)
TN
_ X .
7|8 (2 _Tl_.:l._lé_aifﬁl_o T2 Ho K| bl
SETOTT | EMK Y FSE 7P| 5
o N (Z)
= =a (2
H | amEA ety
HelHs YAHS
FELHEM | (T ECLE:
HeiHs | (7]2h RHEE)
AL
f: A DY | MEIH | 2¥HLY L= s|atol
H.”E.E Elx O.OOI7 s - .
1 =TT ( = ) Ovial X0 Ovid
(AIHIAIH[2) O0vial
* <O|Al>121E 4~6vial T047|¥C>§ EOjA|
M%1171(7“ (4v|a| SO} 42, Q42 Bvial ok
MEZHED): (vd) x FORRY, R 12vd ;I)é*?;:r
(- o
* ZIO|H|ZE UHE 9 O] E713lD2 HHEA| N MY A
* B2 XRK ABOILIEAURNIN SE7IT0l HE) | waiiie
MAE &=X|, E7tssE MUl ofAH A =240l E= ECIRi

_45_




RN (KIEH St - ol SoISTAERA)

HE-2s A8 A
O AE @ +%
o (13271 @ @ AR
® AHr AL} 19 o] wE M e AR D 5
® 7197
2@z @ 29A (A=)
SH YA @ R#LE
© 713
s34 |0 95 GER)
® +HYA ® Z49Y

_46_







O 52%a%

PCR AAF 5& &3 ZEuUnrlo|d 2749 5-1971 Sxd A2, g 5 ol 3l o)At
Fahes AU L Aok124] ool al 40 kg ohe] A At

-H

AW F7](room ainol A 4FAEEE(Sp02) 94% )32l &=t
Rzs 227 DL ax
BRFH e HFE 7AW Al e 8 HECMO)o] Hadk $hx)

O 8HE&F

L 54 & % 2472 3 A4

D o] & Fofstr] defl 2b7]s 8 Al7]1s(eGR = @4 FotEd) AAE A8t
2EEN NS St} Fol oRg BT o] o ol V7 Fol= ulY 1),
g ZREEN AZE BUEYS, o] ko] Fof X% olRg Brigk

2) eGFR®] 30 mL/min w]Rko] A ALT7} AAd3sE=] 2] 58] o] 42l A-¢-ode Fo7F B4 E
A gretiabgdel FoA (5 Ak Fo)t § =)

L

[
ox

(o]

g
B

ol(124] °]’dolx 40kg ©1/d)
o] ofo] FAEFE AA F 200 mg FA(FeHED ¥, =A HE 100 mg FAHAEDoIH.

5o U
o] ¢k 30EANA 1208 AA 1d 13 HZ AW EA(IV infusiongtct. o] ek ZEFA}
(IM3HA] &=
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5. Aol A
o] °F2 eGFR 30 mL/minm] 9kl Ao Al Eoirzt AR A e=ch

6. o2 =4 R 73
D A7 A3
Bzold Bad o

i
Jo
o
oz

Hhol ek itk 2t npol kel Thsl:
o vl g AHAF ZAsle] FAIIS v A 19 mLe EF FAEFE H7bskel
FAAZ BAe R FeolA AT
c T FAEFE KE U ABYA} RAHA @ A4S vl S Arlan
o FA 30% B¢ ulol T EEoET
o 2~ 3% B3 Hlol&e| V) g-Eo]

]‘— 100 mg/20 mL(5 mg/mL) ALAIHIZ &Ho] S0 Ut}

o S} &Il 7Hsd wnith, Fo A& W P £ 9 WA ARE S HANE
Bl Flgch

o AFAE vlo]dS 34X &N FHIE A3l A AREITH

e BASs) Astel Folsfor Wtk o] e BEAT ETFAA

[e)
2 A% Folde zASE F9 Fw 24 ASE, A5® =4 4F oFRE

% ZAE AUANE FAAZERE 09% #4295 100 mL EE 250 mL
R D
Fol 9] o)A wld 09% FASATA A% 248 AR

2 1. AlE 40 kg o]49] gRAv}f 4ot AN EAEH= FAL

mlo
oiﬁ _m

Q

(o]

A2 0.9% 0.9% ZARRAIR]A AR

AAElE 8% | FASMTAES £ | Y WolH AAY A
i QA ax QA
-1 O T a T o 1

200 mg 250 mL 40 mL 40mL(2 X 20 mL)

("to]d 27H) 100 mL 40 mL 40mL(2 X 20 mL)

100 mg 250 mL 20 mL 20 mL

("told 17H) 100 mL 20 mL 20 mL

o« AT Z7)e] FAIIS WS Agate] Elo) o WA Bad 829 0.9% FAL
el g W s, W 0.9% FASAE A Aes 57
o ARGl Wb AFE Arle] FAVE AHgIte] dlolLel A Bad §He] ATHB

A g1 Wy, vholge] de mAE gL Wl
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479] 1

gz} 1,313%) 2
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(22419

’

7Hn=1),

=
o

(N=516)
46 (9%)
3 (0.6%)
15 (3%)

FSATE.

°

T £

=

2 @ TN, o FEtY
(e]]

516)< 10
7Hn=3), ALTQ} AST

(N=532)
41 (8%)
2 (0.4%)?
11 (2%)°

532) =& $1¢kn

& ekn

o
A AFA]
, n (%)

Wz GNP A
1. ACTT-1
o 55

ok
2

NIAID ACTT-1

H

Aol A 7HE] T

1 A o

wagu g, B0

i
—_

S
R

GS-US-540-5773 174l

H

F

M
w

oW

FSA T

, T oA 5% o

9

AEA

_-_l.._
uf-

o

2000 =+ 109(n=197) F

5¢(n

Tl 33807%), 102 Fof 4078(20%)N 4 X
oM &

n (%)

=

|

3|

o}

o

fsakel

o 796U FAF 5%, 109 T 3%), AST Z7H5U FoAF 3%, 109 5

T 6%), ALT 57106 T 2%, 102 T 7%)A

2. 5773 AAA]

SR, A

H

[}
=

9] %‘E,

(N=197)
40 (20%)
4 (2%)?
9 (5%)°

3 (2%)°
5 (3%)°

(N=200)
33 (17%)
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a. ot =7]ola s §7Hn=5), It Hn=1), dotujleolas EF(n=1)
b. oft|=7]Hol g4 F7Hn=4), It Hn=2), tA] 57Hn=2), otu]l=dojas

4 I
€5 (n=1), ALT 57Hn=1), ALT®} AST F7Hn=2), F9F¢ £F(n=1), TXl(n=1)

GS-US-540-5774 LA
M DEAAFeZ, AFFS 5¥M=19D, 10¥(n=193) FdsAY ZEAETS 53
(n=200)3} T}, eFE o] kS

ol
offl
of\
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©
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ox
o
u
e
—d
B
4
o
( OH

Aot

H 3. 5774 AAMA|So]A] ¥ 7E o]AMHES Qg oF

o] E o] E
oS F7. n (%) b2 AT o8 ol
(N=191) (N=193)
kol RIS (e 55) 36 (19%) 25 (13%)
ZOist ekEo]Ayth-s 1 (<1%)° 0
B0 S-S o7t FEo|ANrS 4 (2%)° 4 (2%)°
a. 9FEof 9t o]iAtdlE BEX|BwollA HIHEA] ottt
b. Aubp ZFA
c. ALT Z7Hn=2), ALT9} AST Z7Hn=1), Bojul:=Aolg4s &E=(n=1), @& ALP
5 7Hn=1), ¥XI(n=2), Al¥r4y ZrA(n=1)
AAANT Z o] ¢F BEFoA 2% Fvte g BHuHEo AddHo T ongls oAk
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et g eREol el IFAEES SolA Rus Y
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23
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AT AL PR e TAAMY, oFwtY, foiE 1Y UYYAE
GS-US-399-5505°1 41 Al @A+ o] k& 5 Eve 1097 Tttt 109 &4

Al A5, n=8)dA 5525w, n=D9 ALT 5ol 204 F 9HNA Hiu=li
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ACTT-1, 5773, 5774 A gollA o] kS Fogre I 219 3o A 3% ol Bad A
HAFA o] 3 3~457)2 22t E4~60 AAFH AT
T 4. ACTT-1 AlZo|A 3% o|40.2 81l Alslusx] olAH3SF ola)
T REE D=
=° e (N=532) (N=516)
ALT Z7} 3 6
AST Z7} 6 8
P EES 2 5
3oteld ZejojA A AP 18 20
FeotEjd 57t 15 16
eGFR Zta 18 24
2230x =7} 12 13
leZF=vl ZHAa 15 22
qn7 Z4a 11 18
T2 EFZVIARE 71 9 4
a. 5o & dASH AARR] oo r, 552 DAIDS Ver 2.12 T+
b. Cockcroft-Gault Alof] ZA3!
B 5. 5773 AJSloIM 3% oo unE MR ol43ER om;)
ARARA oI, (%) °T Tl 108 T
(N=200) (N=197)
ALT &7} 6 8
AST Z7} 7 6
Fefoteld Fejojda ZaP 10 19
S2foteld 57 5 15
2230x =7} 11 8
ﬂﬂ—gilﬂl FAEN 6 8
a. Fo] & YAYSt AAASR] oo g, 5w DAIDS Ver 2.12 T&
b. Cockcroft-Gault Ao A
B 6. 5774 MM 3% oo B AMLR| ol4(35F o4
AR oA, (%) 594 FoF 104 Fo+ AER 2
(N=191) (N=193) (N=200)
ALT &7} 2 3 8
Seloleld FejolAa A 2 5 8
Z230x =7} 4 3 2
==Y A 3 1 6
a. 5o & A AAHLX] o]feg, 552 DAIDS Ver 2.15 O&
b. Cockcroft-Gault Alof] A&t
5. ¢uly F9
D) Fo 79 63 9 opypd A2 dhg-5 Z3 ARF
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fru
<)
fo
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o
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ftlo
m
£
12
rlr
off
rO
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fru
(m
il
l-'E
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()
o
td
v
Au)
o
)
0

3 do FE R gt
2) o] o3 FEBANZREEA(EE ZEEA)Fe HETEAE AYHA FETh( 5
3.

3) A Y A Ax o] oF& CYP2CS, 2D6, 3A49] 71&olm CYP3A4e] AsfjA|o|th =3t
OATP1B13 P-gpel 71& ol OATP1BI1, 1B3, BSEP, MRP4, NTCP¢] A 3] Aot}

7. AR, SRR, o}, ] ThE T

of efel YA F el WY Y ARE Utk YU Fle AR F4ol YR % o)
A

9 EAE olg@ MAAEHARA o) oF mghg@lAA AUC MO E B
9 A Gl 4 AFP) FoANA S0l #AHA ke,

ASE AU ST R 2 LEAYAN o] F Lmheel A AUC S22 W)
A Qg ARE] L3 AP FoiA, FAS, vloke] 2y 8 AE woke] gavt w3
A9tk

2) SH

AbgRoll A o] ofo] EFE T HiEH A oAFc FAFHA FUuT
SEANAME ©] ke TS HARRE FRE TS A7olA o] of B tiAAIZE AEHUSH,

o] o] ¢ko] mH{Z o] WEY s5Ao] =t
4 3

=29 vl S4Q FololAl WAT 5 9t Hholes Aske} o] of FofZ QA o
Bolghee TS, Yotk Bi FREVE 4 5 dE @Y @ AP oo 4
w7 o] efe] QA BaA o of wi 4we] 714 AE7} of7loA WA 5 gl 9

8. 20} B LA Fol

D) Zo}

o] ke 124 ol 4Fo] T 40 kg o4k}l Ao} BAelA HHA B fEAC] FAHAT.
SHA AHgoR 397 o] 1241 ol4bol 40 kg o4l BAlolA o ofo] Felm uh glont,
o BAS UF YARE AH ol

124 mlbol AL} 40 kg HlwhQl Zofol Tid o] oke] WA W FEAS FAHA 2ol

2) 1H A}
o] oF2 xlo] AHE RUEHYSHA F
AR 5 AEl7lso] AstE o

9L,
o4 o] ofe] opEe} Fui HAAHA o




9. Tt BAoN 9] B

o] BAol Ao obEet ARE Itk 1ol BAolA &% 2d Wa ofRE HAHR
ororeh.

A BANE Folgo] Aelge AFsE Aol Folain], )% AAE of o
o A3} Solr|t F WY AAlstop B

10. Ao} Aol A9 T
/\]ZI-OH gajol A o] k%3 HHE= Qi) xl—;q]zj
30 mL/min ®]5Ql Zz}ol|= Foj7} FHE A &

11 SFEN ] H
of ofe] HFEe] AP fih HFF Aot FYYFE BUHY, YPdE BB 5 At
4ol AA afe AAw o oke] HFele] i EAE

12. 2§49 39

o] ke TE ofEF BAd FefaAt dHET FALAUAAS o9le] TE gzt
Hgge B g,

o] oke MEAE FHEAA FomE A F ALHA YUAY Fe ATH SAL H]
shofof gk,

2
-

ox
o

o wholghe 34 g9 FuIE g3 HA AgITh
U § FUR FY FAL 20-25C A 241 2-8C AN AT LS,

&

—

% H|Z22|F(>AM A 2) X2 F1

H

=2 25
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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16 [EaeENEERE
O 5587
1. PCR 74t B¢ B3] mzunlo]g2gte%-197} Salg SA4EA, g F o ht ol

F@sls AoK124] B9k EE 40kg WY A}

2)

2.
D

o
2 A% Y $52 4 L 200124 oldelx, AF 40 kg o) B

J%laﬂ
227 (room air)ell A AFAZ3FE(Sp02) 94% ©]5k1 kAt

Bz XEert DR 3
MAEA EmE A 7ABIIL A shka SHECMOe] Bad B

58] Zuhulold20dE-197F BE BAZA, FEo=2 3

o
i}
fo
ol

(EHEF)

Fa A 2 Rsg F A

o] ok Folaly] Mol k7% 2D A7)SECFR i % FeolEld) AAE AN
sl Bl of5E Budh o] o Fof Jik FoIE Ul s D A75e BUHY
shed, o ofe] Fof A& AR Hrlw

eGFRO] 30 mL/min/L73m’ o243 7% o4 289 olahe] whabaAole] H$ 3
Zgobeld 1 mgldL ool ALt ALT7E BARAI9] 5l o 4kel Agol Fofrl 2
A FeThA g TG 5 WA Fol' @ #z)

A% Fof 8%

‘A5 - a3 10 o sidste A

Zoto| Y HA S AT AJANAY ofFEst ARE nigo=w Aest 7|yt

°o}&2 % g (PBPK; Physiologically Based pharmacokinetic) R@#S 3] 4A=53th o]

oS Foste ZldE = d4F FdAol AES A3t AFolwt o] oS F

AJTHALEAFS] FoAEE *8. Aof B g Aol g Fof’ 3 3

o A5 40 kg o] 4o} o] ofo] FAETFL AA & 200 mg Erﬂ(l‘%ﬁ}%%t) <,
A E5E 100 mg FA(FA]-E=)olth

o AT 35 kg o 40 kg w|Tke] Aok o] ofe) WAEHE A & 5 ngkg FAF3HEE) &
=4 ERE 2.5 mg/ke(-F+A 85 Foo|th
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E] Lot fAROA ] AF AP H &F

A= &3 (143D FTA&F QLA °o]F)
40K3.5 kg °17, 40 kg =Ivh 5 mg/kg 2.5 mg/kg
20140 kg 1) 200 mg 100 mg

2) ‘&% -a3% 20 o sFste A
e o] oo ARETFE A 2 200 mg FACLIHED F, A L A G 7
100 mg & Fo (214 ot}

2. BT B T5FT BANAY AR &F

A k&g 142D | #AEF QLA H 342D

4l B Aok12A4] o]delal 40 kg ©]D) 200 mg 100 mg

Wl Fel7} Azksiolok 0
. 4% Foi7|Zhe 3ot

. Fo iy

o] o2 30&NA 1208 AA 1¥ 13 d4 AW FA(V infusion)gt}. o] ¢k &5
F A =

ol ol WEAS PRI LT TS| B vlelds] TS FEE B4 SuE AR
s7lstedol FEHAMES) Folg ‘12 mak B o) Fopl B,

o

5. AR o] #x}
Dol ¢ Bo A 2 BEo77t H¢F mjld eGFR == &% I ole|d(BE 7Y o4
9282 o|3te] wHakalAo})S %x SR=y
- Ao} (28Y o] 1A w|wE
- eGFR: 0.45 X (Jé}(cm)) | @4 ZFolEld(mg/dL)
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- AxoF (1A o] 184 m|wh)
- eGFR = 0.413 x (A1&(cm))/Scr) =+ 41.3 x (A1 2&Hm))/Scr)

2) o] ¢l =H FIPA e 2HEz R E 2YEF(ulphobutyl Ether 5
—cyclodextrin sodium; SBECD)& 4l7& &l AAHIL A7]5o] Astd fApEod A
ZXE g A A o]ddo] AAZA 9 ‘4% AF3)5FA] &= 3k eGFRe] 30 mL/min =] %<l
AR} Aof AHAYF 28Y 23 = A AgoleEld HAEo] 1 mg/dl o]/l
T2 Ao (A E 7Y o] 28Y <] o})oﬂfﬂ o] ¢k B AAHA XE

6. 7ol At

D %ol Aol A &% 257549] oA AF=s &SAJAHA AT FAZ oo
A 3 3-Folwt o] o2 ARRITh(AEAEe FoA (L Aar,

‘3. B SAAE ASsA FAE 20 g c9 B fApell Ao MR HE)

HArADE AAIR

>
o
©
4
£
2
g
m
£
N
o
offl
r O
:%
e
)
N
off
o
=
i
o
i
_Bi

7. % =A% FY
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2/ 0% Bk Ho|% BEojET
2 ~ 3% Bk ulo|Le| Y §Eo| sttt HolETh ATHY AAES HE S0
ofoF et

- Hlolde] Wg=o] &3] alHA R g, 302 FL T HioldE &
¢ W=l 7iet RX=F Folwth Hiolde] WE&o] &3] gaiE writA &

ofo
2
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N
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E
N
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mgl;
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E
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Rrolw Qd mAE Qe WA dste] Fojalor BT o] ke HEAE A
domz HE Eojde zAGE B9 B 22e ANEU, 53 24 4% oEe
=of g},
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AR FAE AUANZ SAAZEDL 0.9% FALAAAS 100 ML EE 250
mL ) Wol F7k= 8]4jshof Gk,

L W3S ALgalel 39 WolA W 0.9% FAEA NS 84 AHH,

334U B AT 40 kg )] Lof FANA ARFHE FAE sEAEEE] 34 A3
2]
A

AET09% | 0.9% FASFTAAS _
i ATHZE FA)
AuANIE &5 | FALAANGS | FY el AAR 4| T
T s T = e e Ee e
200 mg 250 mL 40 mL 40mL(Z x 20 mL)
(vko] 2 271) 100 mL 40 mL 40mL(2 x 20 mL)
100 mg 250 mL 20 mL 20 mL
(Hol 170) 100 mL 20 mL 20 mL

- AT 32719 FAI v ARgSte] 4ol whet WA Bad 8§29 0.9% FA
YA EFE WL, wd 0.9% FASAEAdFE H71gh

- H2ol wE AR A71e) FAIE AREste] wholdelM dagk 849 ATAR FA
SAE wiu i, vholtel] e WA &2 7]

- AT B9 ATAR FA FAe T Wl A4 Heth

W 208) Vb A AR ol W) ko] SAE EYTh WE EEA weTh

C ZAIR S e 220 ~ 250)A A 2443F B 2 ~ 8T WAALOA] 484
ZF ek ks

(3) Fof A3
2AG e e uEA o FA6 FoiEhA] gt o ot 0.9% FAEA
el e ol9le) the AuMEe] goste) P SIFA Akt
L34 g W3 e FY $E2 Rk
E4. 49 9 AF 40 kg o)) Zof BN ARHE FAE FAAE Y 34 g
o F9 &%
7 % 7 7] AR 79 &=
30+ 8.33 mL/#
250 mL 60+ 4.17 mL/+#
1203 2.08 mL/#
30+ 3.33 mL/#
100 mL 60+ 1.67 mL/&
1203 0.83 mL/#

2) 40 kg w|7He] Ao}
(D A4 AA



%/ 30% B9 Ho| e EEojEn
2 ~ 3% Bk ulo|Le| Y §Eo| sttt polEth ATHY AREL FE S0
S

OIS U8 R0l AT S B AP 02 BL B MolLE £E 2 -3
B 5O W EEo] JHeetEE FolErh nlolde] UgEo] g3l g3 WA B

@A o 4AE waBG,
AT F, 7 ol ereli 100 mgl20 mLG mgim)e] AEAElZ gelo] Sof ek
L g3t §7101A JHsE Wit Fol A £ W) mPA B R AN oRE £
AE B3 AT
ATHE Holge A g9 FHE 98 FA AHgw

@ 34 A

C TR QIR ME oS WAE] st FesoF At o] ofdllE BEA & =
FotA domz HF FAdE AsE T ¥k 2L AAEH, Thed 24 A

¥ opEg Rodth 9 Aol ulet AT T, 2 nto] ¢S 100mg/20mLGmg/mL)2)
AUANE F59e TP o] FHAL 09% FAENNAFE ALgdte] HE
&% 1.25mg/mL=E 3] Eofof i},

- 1.25 mg/mL AR &9 T 87E= FHFES AT 7INke] 5 mg/kg Fk &3 B
2.5 mg/kg FA &7l we} ALk,

C 22 0.9% FARA R A EE F) () 25, 50, 100 mL) =& HAHEIE 2719 FA7L
Aol & A F Stk B £%E 1.25 mg/mLe] ¥F FEE 2FV] I &
ol mE T SFo=2 IV 1% 3l FodETh

- FA]1E 50 mL mRke] & A AT

- 2ARE 54 g @—%(20 ~ 25C)ell A A 2443 = 2 ~ 8T 9] WALl A 484
b ERt A s

L

OED
mlo
Ay o
1A

IV WS Ed =9
- 1.25 mg/mLE HF TR F FY &FA ATAE AGAIHIE LA wj
WA 0.9% FASADAAF IV e Fulw
L HAE 279 FAE PEAUIZ wtoltol A DG SHe) ATHI FAE AUA
H 2 Z mjWoh
cgad 840 ATHT FAL AUANZE 09% FALAAAAS 5 o] §7

]
=

L W2 203 A Fo] W gke] gl ERWPTL EEA ojo} Atk



- Hlo|dol A B Q3 829 A% 100 mg/mL G mg/mL) FHAHZ &HS FA]
2 Wy, 0.9% FAHEAEAds RS wulo] HEF 5 1.25 mg/mL g

golo] HEE F}

S ER I I

(3) %o A%

AT SRS OB TR FAA RARA YT ol o1 0% TAHEBAAE
o9 thE HuFo] gelzte] ML SUFA Pkt

L84 8o1E w5l A)eH 3 SE2 ola

74 9 g5 79 ARk 4 &=
30+ 3.33 mL/#
100 mL 60+ 1.67 mL/&
120& 0.83 mL/#
30+ 1.67 mL/&
50 mL 60+ 0.83 mL/#
120& 0.42 mL/&
30+ 0.83 mL/#
25 mL 60+ 0.42 mL/#
120& 0.21 mL/&
B 79 SEE 79T 840 AWl 248 & AT
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3}8- 7 AH(serum chemistry), & <838}7d AH(hematology), ALT, AST, ®
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file)
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o
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& A= FoskA] T A

2.

)

& SRl AF3 FAg A

3.

’

2) A7l A 5.

, ALP

)

g2 2799), 4

g

7HE AT

3

3

Aol A

=a9o]A o] of

3L

o2 9]w) A,

@ NIAID ACTT-1 {74l

45

=516)<= 10¢

532) == 99Fn

Z Ag<ekn

Ao

g

O] A
=

olF7Hd, =

Fo 5k
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Adst=(dsaw) oIS, TUHE ol dihs, A DE&Y4FY TES o7
oS, T TC2EH) ol FNksor ARHUG

SEeT e AP (N=532) (N=516)
B o] A3 F oD 41 (8%) 46 (9%)
3k eFE o] AHS- 2 (0.4%)? 3 (0.6%)
Eo =S of7|3 b .
SF o] AFHLS- 11 2%) 15 (3%)
a. &2Hn=1), Fo #H ¥-&n=1
b. ¥2Hn=1), BEoB&H w-S(n=1), olu| 7| Mol &4 Z7Hn=3), ALTS} AST Z7Hn=1),
GFR Zr4a(n=2), 84 Al1&4Hn=3)

@ GS-US-540-5773 Q&AM T2 TF5 ZEU fd A5 o= 3 729w,

S YAAIFOZE, AFeFS 59(=200) = 10¥(1N=197) FH3}A Tt

SFE OS2 5 FoJ7 33H(17%), 10¥€ T 40HQ20%)ANA B =L,
T wollA 5% o]/ BHiE o] dRkE FHGY FAT 5%, 10¥ FAT 3%),
AST S7H6Y FAF 3%, 10¥ FAF 6%), ALT S7H6Y BT 2%, 10¥
BT %) AT

5 Fo+ 109 Fo7

ol AFHF L. 0] X = %

14E$S 25, n (0 (N=200) (N=197)
FEOFNS(RE S3) 33 (17%) 40 (20%)
gk ekEo] k& 3 (2%)* 4 (2%)°
Fo TS op7|g FEo|4nks 5 (3%)° 9 (5%)°
a. ofu =/ Mol & A Z/Hn=5), (FaA Z7Hn=1), aLofn =0 a4t &=(n=1)
b. ofu|=7]Hol & A FT7Hn=4), 7t& 4 F7Hn=2), t+%] FS7Hn=2), JLolr| = o]l g i

ST 7Hn=2), F5¢ HFn=1), TZ0=1

=

dZ(n=1, ALT &7Hn=1), ALT<}

@ GS-US-540-5774 L3A & 5 IZEU]19 Y SAE o= 3
T2, I ARAIE S °F-g 5d4(n=191), 10¥(n=193) FI3tA}
EFAETHES 73 M=20003tA . FEoldRhe2 5¢ FoAT 36"W(19%), 10¥
B 259 (13%)N A R, T FolA 5% ol BHuE o]Aurge
T6Y T 7% 108 F
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3 3. 5774 A A BHag o] 3akg 89

59 Eo 0¥ Eo7
ol uSol & n (%) (le”;j) (N;;;
FEO|ARIS(RE 51) 36 (19%) 25 (13%)
gl oFE-o] kS 1 <1%)° 0
of ZFS ofr)3d ofEo|AukS 4 2%)" 4 2%)°
k&0 o]t o] AAlElE HEXE A FIE A ZghTh

. ALT 57Hn=2), ALT¢} AST S7Hn=1), olv|=Zolasd d3Fn=1), &= ALP

@ GS-US-540-9012 4 3AE2 F5

de FAE ez 3 FALAMA, olFEHE, Adtx dANF oz APk
(n=279) =+ 91°fn=283)= 34+ F

FE Ol kg AT 3478(12%), H1eF 25 O9%) el R E AT Al ol A
5% o1’ BiE fEol 3Rt AGBWIAH. F & EFolA A8 FEE ob|F

[e} [}
FEol RS2 HIEXA YT

QNG F o of BolzolA 2% vwow nuHdoy YFHoT oJuYE o4
e thew 2ot
kS
T
-

Tt g ol durgo] 71FAEE Bhell A BIE AT
FolRg AR 9 §F
B} z]|

ColbmEA 2, FREFE, Bl RS WG, FUNS

ofml iy Hol B F7}

O A 40 o= st FA9A, olswrHd, Adi= 174 ddAEd

GS-US-399-5505011 41 Al @i A= o] oS 5 Ee 1097 Fofdgith 102 F

=8l A T55C2TH, n=D ALT ¥<°] 20% < 9%l
A5 5Y FATM=9) = ALT S7H7F B
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APALER o)A () e e
= A , %
v ¢ (N=532) (N=516)
ALT =7} 3 6
AST =7} 6 8
BRI 2 5
adoteld Fejojun Zhal 18 20
agobEd S} 15 16
eGFR 7+ 18 24
ZEza0x2 =} 12 13
JruFzw i 15 22
Yt g 11 18
TREZNAT 27} 9 4
a. Fo & A APAEA oo, 5F-E DADS Ver 218 wE
b. Cockcroft-Gault 2o <A
¥ 5. 5773 A A 3% ooz Ruy AFAZLR o|AH3E5F o)
LR ol ) AT Aok
Al & A =] o)A (%
=EET © (N=200) (N=197)
ALT =7} 6 8
AST =7} 7 6
A oleld Fejoj@ s AP 10 19
A olEld F7} 5 15
ZEFo= =} 11 8
JrFzn i 8
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shol, theo Aol of ko] FelE FudT
Fol 7170 % ALTZF 443219 50 o ALT7F A44eA 9] 5u) mtoz 3
B59e 1 o] e AAY F U2
ALT 443} 71 Agael =9, ALP, INRe] 4<o] FwEu, 1hede) 24 =t

ALT7} A28 2] 5u) mjgtolgly stoals, 7FA S 3iAZd 7tsAdo] Qom=z,
frol ol A Aslsthe Aot Tl @)

ATt Yol E o §F MAFATNN FF AFAol BRHALE US| o
@ 28718 B WAAA o, AR U HeHE AT
Ak

o] oke SBECDE ¥Hrali
Brpol A o] o] A5
o] o Fof A R Fof

NA= FstA F=th

B EEANEZEEA(EE EEEA)F BE
/\l@%ﬂﬂ Aol 2220l of okl AZ W A4 9 Frolds BHE AN
7t HEHT o) o7} JESAFEZAEE SN YT

AR EHA &=

5 &4 A9 (sinus bradycardia)
A Fof] A Ho] RuEQow, thEE npAe Fof & 4 oy 3] EEITH

6) ZEEEFR AIZF A%

FEUY9 S Ao g 3 ACTT-1 Ao Z2EEH A7 == INR
flokTtel vt B RIS BT =2 AHd T EAAE 1 ALo]
HAzEA AUt YRR A A, o] S Foute ¢ ZEEEN AE
RUHE Sk

O
N e
re
o
o

6. A28
D o] ool tidk oF= ‘?@_Z’r%/\lﬂ% —’Fﬁﬂﬂﬂ @9}3}
GRS

YutHFel G F1)

D AFHA W AY A, o] o2 CYP2CS, 2D6, 3A4¢] 712 ol CYP3A4<]
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A s Aol o, ®=3%F, OATP1B1¥ P-gpe| 7]|&o]lm OATPIBI1, 1B3, BSEP, MRP4, NTCP¢]
A 3f| Al o] T

rr

o] °fo] Al T ==l W A Ase ok YA Follv A5 FJAHo] IF
< 35t gl o] & Tt
= Omg/kg(th Ak 2] AUC 7]RES. =

9= g g o

BN DY BEE

oo
ok
=)
fluj
N
o
>
il
2
By
o
10
Do

o] 4nf) | FH) FAANTA FA0] BEEHA BT

&
EE °l&% FHle 2 2718 TAAIFAA o] oF 10mg/kg(thAHAI 2] AUC 7|dko =
B7HA A AREF 139 R T, A, vjore] 2E 5l AE ujote]

a7t dEE .
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ofo] BFE oA WEY sFsel Erh
2219 vholelz 249 Fololsl BAY 5 gl vhole s A} of of Feolz
QAT oFEOlPUS S TEFH, ot Bi FHEREH A2 5 Uk 0
A7l ol AmelA of ok YgA WAy of o wi 4w S|4 Eirh
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o) SApo| A o] ¢kEdt ARE= Utk Hgo) FAoA &F 2H Do oRE 39l

10. 217) BAIN] Fod
Aol Barol Aol ekEst Fu= gk FAH foldol AsiAe A3EA g @,
eGFR7} 30 mL/min "]gHQl Fzlols o7 AR R P=o)

oFal At QhETh FASAYAAS o9 e 49

13 2% 2 AFHY TN

) e FAAZED AT F oulolRe 34 gol #uE 98] ZA AL
2) AT F &9 Fug FY 9L 20-25C oAl 2443k, 2~-8C ol A] 48417t QA
s,

14, AR AR

D kg 2k&-

(D 28714

A AR 2 FFE A g ®1 A 2Hribonucleic acid; RNA) S8 & 4 A A o]t}

- HHARIEE olbldl FEHLEE HAFHERE, AE oA thAtE o]

okgjgtg o2 EAQ FEHAE A4 dAAE FA g

- FAH AR 2 A4S ofld Al 4FQl4Hadenosine triphosphate, ATP)2] f-AMA 2 2H&
stoh, 2419 nHlo] 2 22(SARS-CoV-2) RNA ¢]&7 RNA T4 (RdARP; RNA
dependant RNA Polymerase)ol] 2]3ll AlA RNA A& HYSH7] {8 A< ATP 7]
A3t A5, o]= Hlolg 2~ RNA EA| 5 A& A %L‘—E: 104/\17“4

- F7HAQ AR FEAHIE RIS FF ] & o W EAst=
Hiol#H 2~ FF a4 9 read-through 23 = wlo]#] 2~ RNAQ] —Zr 3 ] 4o RNA

rir
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F4L AT & Utk HpolPx RNAY FFo AN FIeeESrt 24
W, JRA I QE S AY Evt Aol whol# 2] RNA RS Asi@h.

() YA < dnpolz 2 A
AP AR 2= A QI 7= 4
A E b eF skujold] A~ XS
nMe| At

AbE H I A Q] Calu-3 M2 9 AS49-hACE2 M 3EolAl&= Fof 3 72 AIZF 4 48
Al Zbell EC50& 280 nM ¥ 115 nM o] At}

Vero Al3zo 4] SARS-CoV-2¢] tigt #AEAIB| 22 ECH0 ¢S Fo] & 24A17F Al Ao
137 nM, 48413k A& ol 750 nMeo] .

(HAE) /‘ﬂq_oﬂ/ﬂ SARS-CoV-29] 44 &5l thsl

SRy 2
Bow, Fof & 4847l 50% FE F=ECS0E 9.9

RSVell 7+ s HEp-241Zol] A4 =% w50 APAn 29 FEIAANEL ¥4
A A, ATEAIH 2] Futolg 2~ S FEEZA/JANA o5 &F YEH R
A E At FR2AJANEY w271 S7Hol we A H = EC507}
Z7Fskl AL, A549-hACE2, HEp -2 2 017k V% AIAZ A SREZANANEY =T}
S7heoll mel AEAm = Alike] Aol skt

3 W

o] eFe] F=Z1}19 who] 2] A(SARS-CoV-2)ol that 4 s dew Iy Aue
sich.

A 7EA] o] ofel thek ME
A2 CoV 7§l 2bsd mlol
A A H 2] tiaf 5.64 74
Hlol#] 2~ RNA ¢]&7& RNA &40 271A X3HF476L 2 V553L)<& A3l

Ed o] nlo)lHy2E M wgo A vlo)ly A HAZA AE BPYT SARS-CoVell A<
3 XZHFA80L F V557L)S =7 A, A oA AdAm 2] i
ZpAdol 6u) A w2 mdlo A SARS-CoV 7ol ofFsly )th,

¢ Z2U19 wholgl 2 Wig TAS BUEE A kgl
E A AEAN 2 AE vl g ZEadPe
a3

o)
2 i
g e Folshe Cov Aol 2

@) T8 ZdolAe A= 534
o] %2 HFod Aol A=Y #E =g W Frtolgi 2~ FHS Bk ZZ19
HlolH 2~ HF 12417 9 10 mg/kgE, ©1% 1¥ 13] 5mg/kgE IV bolus® Fof s}
o, %%E(E&‘ﬂl Fo)el vl 0}04 S5 Age) 4 AF, H ¥ =
=] i

1
= Aot

2) FBeH Hu

_7‘|_



D 53t 37}

A A B 29} thALA o] i3 ok

53 geuEE g = 63 2T

A7 ALAAlA

LA o
o] ¢S HIEEA3H S wfo] HAGAH| =2} dAA o] it ¢k5d JelnEE 1 89
A A 31 S T
= 8. A A n =9} thAFA(GS-441524, GS-704277)2] <=3t E4
[ #@EANE | GS-441524 | GS-704277
5
Tmax(hr)® | 0.67-0.68 | 1.51-2.00 | 0.75-0.75
?_12_ gzl—u}-uﬂ
88-93.6° 2 1
A3E(%)
QU7 gy
88-93.6" 2 1
A3E(%)
ERIEER R 0.68-1.0 1.19 0.56
Hj| A
t1/2(hr)° | 1 | 27 | 1.3
o) A
CES1(80%)
A 2 Cathepsin A(10%) - HINT1
CYP3A(10%)
24
Za 24 Az oA oAt A =32 active oAt
tubular secretion
A8 (%)! 10 49 2.9
W H] A -8-(%)° ND 0.5 ND
a AH AR ZZ 3087 IV inf.(GS-US-399-5505)
b T Ao W= AN v% o wudge] 2AE AARA &
% 7H(GS-US-399-4231)
d ﬁé T(GS-US-399-4231)
E 9. o] ¢F 100 mgs A4S AAAA HbE FWMEJA] AGAIHZ L o) ALA
(GS-441524, GS-704277)¢] k%3t w}}n| g
vlgbr g, HHCV%) 2 ) A 1] 2 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: H&A <, ND: EH=Z(Fo 3 24 hn
a) G AR 2= 3087t IV inf.

@ 55 #AT
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@ o} B3

ool Ao WEAN 2] obEst 37
zotel digk 4 SWETFe Yo
o] §-3k]

AUt 124] ool 40 kg o2l ot A el A NI 2 thAA ] H el
AN T2 AZF AN BEH % fAT Ao d=Hok

@ /\];d-oH

Al A u2e] epEare abol Fapol A BrhEA ekgheh

@ 2+l

Fe A H 22] ofFst2 HAo| fAtolA FILEA FUT

Az 3 AEdold<

AFBY Al A A AE 25 CYP3A4, OATPIB1F} P-gpe] 7] o]a, CYP3A4,
OATP1B1, OATP1B3, MATE1®] o} %t}
GS-704277¢ OATP1B13} OATP1B32] 7] o]l t}.

3 FAE HH
(1) NIAID ACTT-1 ¢4A1E

F2U9 o] geld ARl Ao FALMA, ol TevH, A BT
Aol FHHJATHL062H). AFNFAEL AFF =& ke 19 13, 10¢3L 7
whokar, Al 1¥ell 200 mgs, A2~10¥ e 100 mgs IV inf. &2 Tttt
Al A F
HuljAd-&(%)d ND 0.5 ND
a FEAHIZE 3023 IV inf.(GS-US-399-5505)
b 7 o ¥= AgelA = o2 guidde] Z7e #RlEHA ¥=
C %_OO]-%}]\-(GS_US_ng_élZSl)
% +(GS-US-399-4231)
100—:1 Aol HYstes A5 FoA7F A
o] A@ellM= SpO2 94% oI, TFE 243)/F o, ttaAE 8 Ee VA

Bad #A7F FEO2 RelHn
& F shol sigste BAs Fol shsstink BAHA Wk, Spo2 9% o3,
Mk Ba, AR Bs.

f
PN

Hlo] z=zeloll A o) A da 542 =3 2

oEL
£l
o
©
=
=
o))
O
=
S
™
2
w
D
X
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A 64%; WA 53%, <A 21%, oFAlotRl 13%, 3|23y E=
AZ|Z5Z 32 1059, AA 3z = == 37} 9579 (A A
285%(27%)°] 717 7] == ECMO7F D23 x4t 7pd w3
T EH51%), HITH45%), 28 B=(Gl%Ril, s BXE F EOHH Tl’/\]'ol')s}\]:]'.

12k 7 es £ & 299 oluel fH I E/AA ) ARter, RS HY e
Hz A&7l 75 &3 ¢ o oshH AHA7l 22aT dde= %Jlﬂ‘}iﬁ}.
B E7AA ] AZFE AET 109, feke 15243 E5 vl 1.29; 95% CI 112, 1.49, p <
0.00DelA. 3 5728 At SY#ES BF/T5T SAA0SH)AA Al =
ekl A 25 5ol (3] EE vl 1.22, 95% CI 0.82, 1.81), 5% HAH9577)l A
AT 119, Hofa 18L (3] E+5 B 1.31 95%Cl 1.12, 1.52)A T

F2 27 BIPMSE 15UA 84 EAAER B 99 Jd, 0 ERol me

3 71= A

L ¥Yd, &5 A =

2. HId e, &5 AT 2/Es A7kA Hg

3. €, AAaXE EFQ, 9Ty AHA EFQ
4. J49, Aaxxs BFQ o5ty AHx g
5. 99, BRxAA R

6. 4, ¥IAEFH ] BE IHEF AL R
7. 9449, AEH 714187 =& ECMO

8. A

A o2 AFTAA 1594 =9H=rt o AQAEATHL=H] 1.54; 95%Cl 1.25,
299747 o] AlEe AT 11%, ok 15%ATHHR 0.73; 95% Cl 0.52, 1.03).

(2) GS-US-540-5773 Q14+~ &

A2ZUH9 FRAE AWF7] 2004 4HAESE 94% olstola H &9
TARSHE SA7F s 124 o] A &AE tide® 3 e, 3

o7 % 01/2)}/\]-84 o] A o] ¢k 5 E(n=200)¢} 10¥ F(n=197) SHEL vlwsR T}
TE e BFEAEY I ARG AEAHIE 200 mgE FAR, 1 o]F 100
mgs 1¢ 194 Fookth AdTdArE HHdke A Fo7F SEEHAT

Hlo] =gl A o] AFhdA B4 tadt 2ok 9% T 61A1E R 20~98A));
T4 64%; Wl 75%, 51 12%, okAlot]l 12%, sl=dY Ev 2tRA 22%; 71AI27]
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T+ ECMOZF 875+ A= 102 ool 5%, 5€ Folwol 2%3aL, A7
a7t aTHE B 109 Fodwel 30% 59 Fodwel 25% Atk A T A B4
W 8 YU FAGe T FelA fASA,

12 Frbdae 14LAol 7 =A== FR d33 dEE, o5 &7 uet
B7HE A

1 A
2. 99, AHH 71AB] E= ECMO B8
399, MAEA 8] B 1aF A e
499, AR Ax B8

5. 4, HEits BB, o5y A B
6. U, REAA 9 ooty A BER

7. Mgl

Hlo] zghlo A 2] ZpolE HASA S W, 14LoA o] e = 108 T3 5
Fofol A FAFSFATHUA A 7Rl tigk @=H] 0.75; [95% Cl 0.51, 1.12]. wlo]2
il A& Aol & HASIE S W, S&5E ¥y AIGEAE 5 Ty 10
FoATAA FAXHSE Fo7 Aol BEEHA FShHh 28%37%11 EE <l %
At 5 Foja 2 10 FofolA A7 12% 2 14%A T

(3) GS-US-540-5774 LA &

F2U9 FRAAZ AF7] ZHA 2FAS > 94%0]3 #H Hgo wARAEHA
FA7F = 124 o9 dd FAE i T2, S |8 A E
ol A o] ¢F 5Y FEA(n=19D), 10¥ F4(n=193) & % FTFX=(n=200)= W5}t
BEE tdAE FEAEY 3 ARG AUAHIE 200 mgE FoE%ka, I o]F
100 mge 1¥ 13] Tttt Alddart gHdstes 4 Fo47F = A

fru
rSL Pﬂ

Hlo] z=g}loll o] A g 542 o3 2tk 938 S¢w S7TAIR S 12~9540);
FA 61%; WA 61%, 50 19%, oFAlor:l 19%, 3 T SEA 18%; U3A
H, s ZEH, A Fo A S TV 2 A}V SSRE T TelA

A AT

14 grhass Hgael 74 «H=2 Brhe 944 Je2, g 27l ue
B 7bs Ak

L A

2. 99, AH32 7AE7] == ECMO &
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3. 99, MG B7] EE DHF Sk B
4 A, ARF Ak Be

5. 99, HEia BEa, o5y A% Ba

6. U, BN U ojsts 43X RS

7. M9

1AM Ydeles 59 Fol o)A EEXN BT Hstel /)45 ATH 33
7Rl thgk @ =H] 1.65; [95% CI 1.09, 248] p=0.017). 10¢ FATNA=

}—JL_% ']j—;’_—‘f—j’,}- %7:"3-1]2 -rr./]§_]_- 7(]—0]‘:; JJ—)(LQ ] 0}95)\‘1:]’(3“ O]Z:E}?_loﬂlﬂ_g] ;_(]_O]%

A3RL v, 3EL B AGENAE 5Y EAFZy 10U EdFoi EAHORZ
AT Aol B YKL Al AT 2= 131 [95% CL 088
1.95], p= =0.018). 28¥ A BE Yl 23 AL nE FoA 2% o3 T}

(4) GS-US-540-9012 A4/ 3d ZEY19 ZFgo] ERIEI 17HA] o) de TFo=
3 AFGJAAE 712 124 o] (40kg o9 mIdd &S o= 3
A, ol T, Atz BT Ao FIHAT. S5 ol AFJARE
AH G604 °]), w4 iﬂlﬁﬂ 1Esh A B4 == HEH 28, g, HTHBM =
30 kg/m2), | A e, B AFNAS/TeF), WA RN, EF4 o,

AGAE Ao i?&ﬂ%ﬁ‘r. BAHSA= A2 = AT

oH2797) i 9 oh283%) e 3UTHAA &
Rt B Sl st AW AE
EE 604 o), AU (MF i v 9

ANERRAE L1ZE T2l A o] A
200mg, =4 2 AA Z 100 mg) FEFX]
s ANA AT AR, ARH60AM mRE

Aol wet 3= A

Ho] ~ghlo| A o] AlFdth A EA L I 2o A FEEE 504604 o]
NANFAE 30%); FA 52%; MR 80%, 51 8%, otAlorl 2%, B2 T SR
44%; BMI S 30.7 kg/m2. 71 WIS SubEse 3w (62%), BITHE6%),
TEAU8WATE S oA TR 9 7|3be] gk F¢#QL, Q32 5G,

)L oA, 71A 2] wio]l#] 2~ oF FUYFES 6.3 logl0 copies/mLA . 7] A 2] 2
AT B4 g 93 T FoA FASEE T

0
o

12 Bl sE 28971x9] 2 U19E <13 9 e BE A<l 9 AE dat
Hl &(0] 8t 28974419 YA/ARERE 7R, ddS

|=]
ol5le] WY o] 2447 o)A HEZ= Aoz A
ANFE 0.7%2%), ANIF 5.3%15H)Z A F ol

> ﬁ
o
> 32
T o
[\
(0]
1©
)
X
©
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gl HILE XA

]:(yj]_

A=A (HR 0.134; 95% CI 0.031, 0.586; p-0.0076). 284713 A}

A}
&

o8

TH H2Y dFoloA 79 &<t 5, 10, 20 mg/kg/&

1757 4FE o7t

o] oFE HM=olAl Ao 4

o7 FEH A

o

S o] A

el
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559 AlAe] &xHeGFR =30 ~ <60 mL/min)ol| 4], o] ¢feo] &8 Y=2rlEH
H 2 150 mg¥ gl EVHI2E 100 mgS 1¢¥ 23] 54T = 73t 2 Ao
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==F 3500 ol x| fist FHERnto|H2~ Al HA2=EL(Antiretroviral
Pregnancy Registry, APR)2] kA (prospective) RaiAol w2, vj= HEZZZE of
EWE Add 2% 22 IHMACDP)9] m57|E ATollA] 2 %«l g A AgE
I Hugs w, gEURIEZS HA AHAZ7IE e Hlgd= Zol7t gl 24 27]4
HEUHIZ-3Hr ofEo =5d & SAEATY FHES 23% (95%A = FZHC
1.9%-2.9%)%6 1, FEYUHIZ e FHA D MHA 7] =2 F 2.9% (95% Al
B3t 24%-3.6%) A BlEURI 29 Hivkddg g9 golo|A Y ZEUYHIE e Iyt
o=z Wzt Aud AMEH Ao} muboA HEES 0] HEEFH A

4 FEAS

UZ2uledH| 2>

Hlejz &2 SAHAIHEFD)S 71Ad A7) Fof 1,000mg/kg/daye] A7 YZwEH]
25 Fo3 JAIZ RHEe} EToA FRHJTHAE LAIGD) 6-17Y, E7] YAl 6—
1991 A= EFD dA7ollA AEstzor fof3h dadd Jake dFE A Futt F
2321 1,000 mg/kg/dayoll A A=e]l A YErEAH 2 = E(AUC24)L AAd FAH
o] oF &9 A== oF 8] ¥ =T E7| EFD AlgelA 1,000 mg/kg/day il A
Fojust nA) 54 &7 glo] Hol AlF Ta9% A7 #EE AT 1,000 mg/kg/day
oA E7]Y HAA=ZF(AUC24)-E Ao S o] of &7 A=K oF 100 T
=t AldE Ha&<1 1,000 mg/kg/dayollA HE/F3E A0 2 BHFJ%XP

K

AL BAEA agkeh Aol £0H o] oF gapolre] PgE: nk o] &
WA BAUC2D S22 300 mgkgliay® 7o Feh A 9T B ol RS
2hth. GD6YFE FFALD) 2097FA Ho 1,000 mg/kg/daye] UZrlEHNZE 7

T Fog YAIgE H=of tig 4bd/4E EEH(PPND) Algdo] 218 FolH, dAlE &4
FUPND) 56€7tA19] 3t A5 Atk UEWELDHIZ2E A3 T3 HE2T 5=
BAE Blastd S A AT ZpolZF vEhbA] Sk AITE PNDITL oA B Ak Al
a(FA 2D GAANA 8%)7F #EE QT PND 28—56L7HA] #2HE A} AlFol=
o3k zol7F gUdth 1,000 mg/kg/dayoll Al EAQ] HAILZ(AUC24)L AA|odA FAH
o] ¢F g&Fo] A Z=HT oF 8¥] ¢ =tk 300 mg/kg/dayol A= EfALL Zﬂ?‘ﬂi}ﬂ'
JRE R Aor, Ao R HAAEZ(AUC24)S UA ] 18 o] oF S&FoAe ¢
A=ZHT oF Hul o E4th

EEUYHIZD

YEUHIZ2= 7|3 K dAld 61793 6—-19)0 LdAIgE SA=(0, 15, 35
2 75 mg/kg/day&=)et E7)0, 25 50 L 110 mg/kg/day-&=Hol ZHATEA = A
AA ] FAH o] of &&F Hu} o 48 ¢ & HA=ZHAUOA HEe} E7|olA
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JEURIEZR 1% 7|FTA Y SA= fiSdTh

H o] ofF 8% Hrd of 4] B £ AME Al HEA Y RASAHS
z7] AFT, E3AE 2 dEwole TAE FUtel, HA ATiHaE FEHAN
o] o &7 of ol xEd A=EA FA4 FoRHeA
AEC] ot TR AlE UEyh E7|e] Ae AT S

AEngTe I 3

ATE 7122 A A" o oF &FETE N =& RASAH &FolA
Agr, duA7e =271 A4 8O A ASdart FEERE A gdeR g
24 A5 TEAFAA, AxdE @4 AFE JIFoE A eld o ¢

S AL A6LFE E4F F 2024714 0, 15,
35 3 60 mg/kg/daye] EURI2E o7 A3} TEEA o] UEhYA| SF3UTh

2)/«01:1

T
UErEAN 27 A Be ga B A=A, sids #FoF B EA44
of MAl= FFl U Aue ok YEnEDNES £t A s T H
Aol A AAHRD A7t BEANT. ADHY FEAZAA A Bl HEU
27 EAEhe AR HuHY. HEUYHETL B foht BEaAate]
As Sttt Aue ok Ef wi7b T TE R A o)A BA A
°of ofe] A oA B o] of v EA] VAGEHE A Efra $9l Aot
A g e A ol dibes A aEslof Ik AR 190 AHE 2
AR frobk 224 190 =EHA G55 AAH | wetof It

D A=

=4 A 2N F EE 0N HarEdNE2E Fo3 JAR e Ak
=(AUCwol AANA A" o] of & 2 = 2} we W
Bjzke] ASA(HY 8%)7F HEHJT. A SAE o] of &N ¥ xE B
o 2A9] AAEE(AUCy) o] ¢F 5 7
ZAE A AT

3 A4 B FAdA e FHS

gEGN 2] Age B E2E YA FEHS FaAD F Utk BY 5=
B QAE Agse BAA EFA oA AUy w=E b A 99y
& AgIES Ak

7. &ofdl gk £
o of2 ¥k 124 vk = AT 40kg PIRES] oAl Al ARGl SAF A 3%
TF. Zofghztoll Tk o] ofe] PR FaEAHES FHEHA FUTH
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AZo] A2 40kgel w124 o) el EAelAl At
A #EE yanedn=e gEgnze] 83 =
o9} & AE=L 717 Alo] AAAE EPIC-HRO| 3

of ofe] YFAPelE B 654 ol thPAE EFIAM, ol AmE AA WA
9 &Y Hrb @tk o okl TAe] wWFE EPIC-HRY F Wb
(N=1,120) <, 13%7} ®F 654 o]/del3laL, 3% Wk 754 o] o] ATt

9. AFFAA L] A

o] of HAFFA thF A= WA FHAF EYE P JGEH dEE =F
e itz AR o o]FofHol jirh. o] of HFFA U 5A ==

st

10. AE7HE AT AR
D Z&71A
JaulEdn 25 SARS-CoV-2 59 w2 283 ﬁ\_(Mpro) 3cTrA} T
B3] &4BCLlpro) =& nsps @ AR a LIS
A A A o]tk SARS-CoV-2 Mproz} &A= thehz A i]% 21?4 T %o
Hlo]H 2~ EAE WA YErfERHEE Asted B4 A xF SARS
CoV-2 Mprod] A4S oAgdlom, Ki ghe 3.1nM, IG5 ZEe 19.2nMSI ot

XA Aol A, YEulEAH] 2 =SARS-CoV-2 Mpro &A%l A A3ste= A
o2 YEEH.

JEUHI 2 HIV-1 o2 B
g0l ol flEYHIEE Y

EY
ZriEdu 2 GAEEE MR

2) oFEeta An

& ﬂl A o] A ¥k SARS-CoV-2 Mpro ol thaj A=
ntEH| 29 CYP3A wiZtiAE AR 23 Y

YEredH 2/g|EUH 298] ofFsto] A% tidAE ddez d7HUH.
EYynlas JareEdd 2o AXFEE n771e sgs Bty

= a £
SHAZA, HErERAN =9 g 12 23] Fo a¥l< AAIH.
Harmednz/zglEydlze] F7Fo A A =& FT7le D3R4z A
750 mg ¥ I FAR 1Y 23] Hdf 500 mg7tA &FHlE Rrd He A=
ST 10l 24 1 28] FAA] of2n] SFHo 2 23k FALEH A =23
zredrl2/z|Eyn 2] ofFstz 542 & 29 It
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® 2: A7 WA UEntEdN 2 9 gEUN 29 F538F 54

L|I20IE-H| 2
EIELHH| 2ot 81 0] A|) Bl ELE 2
= A
=T
Trax (N), S8 | 3.00° | 3.98°
23
% AHE @R CHEMAE Aot 69% 98-99%
S O ZhH| 0.60 0.14¢
V/F (L), B+ 104.7° 112.4°
H| A
Fo NAH 4= Al KA Zt CHAt
HEZE 7| (t0) (hr), B 6.05? 6.15°
4 848 (CU/F), B4 8.99° 13.92°
CHA}
=
A e | ad Z=Q CYP3A4,
Z0| CYP2D6
£2H|
% =9d U =28 =2 49.6%¢ 86.4%"
% 2 U =2 22 35.3%°¢ 11.3%f
a. st LREXONAN 100 mg 2|ELH 20 &H 300 mg LZOIERHZRE X
150 mg)E Ttz F0ist 22| X}
b. 300 mg L|EOERHZ(ZT AEAUA) S 100 mg 2ELHIZ(E)E 387t 1€ 2
2 HEFJ
c. MY Of €™ HE
L|IZ0EHH|2 = CYP3A4 7|ZO|X|Bt Z|ELIHIZQt HEFOSHH CHA XA =Z0|
ES Ee] =
e. -12A|ZF OAIZH 12A1ZF S 24A|ZH0| 100 mg 2|ELHIZZ TS 300 mg EF
S{EFH 2| & YF-NMR EMo =2 =9l
f Z|ELHZ AFEN 600 mg N2 = “C Moz AF
A3 Ao A A o] oFo] T Fo oFFs Ame ol ZTh(E 3)
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¥ 3 A7 A 300 mg/100 mg YErlEARZ/EYHIZE E43 &
UZErEAH 29 U35y %535

PK OH7HH 5= (THl) L|2O0IEAH| E(N=12)
Crmax (ug/mL) 2.21 (33)
AUCins (Ug*hr/mL) 23.01 (23)
Trmax (hr) 3.00 (1.02-6.00)
T1j2 (hr) 6.05 + 1.79
* L|ZOIE"H|Z 27 x 150mg2e| AtRE LEHH. 442 Tma Ol Ot SAAE DI Tk

of CHet th=8a + SDO|RI0= 7|SHE (715t % CV)2= LiERH

D s4&°l YErERARE AFEFF A= IF

Uznednz dg49 gEURE AA o HeA mA 223 34 Eos)
A FEAH vs] UErtELRE2 =2o] oFt F7FITHE FChac®l 9F 15%
S7F 2 B AUC] 1.6%57hH

Q) S+ A<
UErEdN 2/2|EYn| 2] A5 3l AEdd oS BUHHA GUT

(&0} 33
184 wmivt Sxtol] tie Yaredb2/gEUn =] o5 HI7MEA &%

A PK 22 A80e W, A% kg o] wH2A o4 BAA AL
§F Tl A 4UolA BIE UZvtEdn 29l o
Euhlze] 4 e B=ET FAE A0 o an,

QF Er 9=
YR tdAAA ANEES FHHOE o kAW A% A ol 9
HHo= folrd dol= YTk

<Az} B3P

A8 AFIA A4 49 tgAeh 4 FEGFR =60 ~ <90 mL/min), F
S%(eGFR =30 ~ <60 mL/min), %%(eGFR <30 mL/min) Al7cf o =}l A]
-12, 0, 12 ¥ 24/\]7}01] YUZrnlEdHZ 100 mgS 13] A7 Fosta g Evy]
2 100 mge Foid ¥, UzriEduz/eEgul2 st vagc. A%
A7k GE AZE gzl wel, A% ARl BAIA UZriEduIZ0] Cop
b AUCE 30% % 24% U Eghom, FEE Ao} SACIAE 38% 2 87%




O =93, 22 A 3= 717t 48% 2 204% T =St

F4: AZN7F YErREDN E/ZEUHIE FF5td mXs IF

By s 2T HZo | FSE UBO | T UEOf
(n=8) (n=8) (n=8) (n=8)
Crnax (Hg/mL) 1.60 (31) 2.08 (29) 221 (17) 2.37 (38)
AUCint
(ug*hr/m) 14.46 (20) 17.91 (30) 27.11 (27) 44.04 (33)
Tmax (hr) 20 (1.0 - 40) | 20 (1.0 - 3.0) | 2,50 (1.0 - 6.0) | 3.0 (1.0 - 6.1)
T1/2 (hr) 7.73 + 1.82 6.60 + 1.53 9.95 + 342 1337 + 332

* U2 TmaOl CHEh SSURSDA 7,200 et =8 + sDO|LI0= 7[oHEw (7]5H3¢
H % CV)2= LtEH,

K BAD

FEel Aol Sl BAA YshEde 100 mg 9 A7Eus @
Al -1222F, 0412E, 1242E 8 2447ke] ZEVEIZ 100 mge Felstde W A4
W5 A A AR 2T e GE 5)

E 5 AN HEMEDN Z/YEYRIE FFd nX = IF

HA 7S S5 7o)
(n 8) (n=8)
Cmax (Hg/mL) 1.89 (20) 1.92 (48)
AUCint (Mg*hr/mL) 15.24 (36) 15.06 (43)
Tmax (hr) 2.0 (0.6 - 2.1) 1.5 (1.0 - 2.0)
Tas2 (hr) 721 £ 210 545 + 1.57

* U2 Tl TS FSPAD 1,000 Chet HEER + SDOISIO SRRl
% VO LIEY, 55 70| CHAXIOIN L2 otEdu|2 e sLtuzs ARER ¢
AT

(3 HEwEDH 29 s s3PE FEFZAE AY
N &AW (n vitro) A5E YEvtEdR 271 A% MDR1(P-gp) @ 3A4 o] thgh
71 & ol A wk A BCRP, MATEL, MATEZ2K, NTCP, OAT1, OAT2, OAT3, OCT1,
OCT2, PEPT1, OATP 1B1, 1B3, 2Bl = 4Cl o w3t 7] @ o] o}d <& elc)
In vitro N @A, UEnEdR 2= Ao 2 A-¥E s A CYPIA2,
CYP2B6, CYP2C8, CYP2C9, CYP2C19, CYP2D6 & 7}¥ 2 o2 AA|3}1#] &ht}.
Uentedu 2 7192 a2la AzF &2 o2 CYP3A4 2 MDR1(P-gp)<
A A& 7}5A] o] 01]:]—

Yeoieduzs gadxor BuE sEoA CYP & §E544 ek

ﬂll




(4) A EUYHI 2 3] 38 FEFSZAE AIF

Alg#idn vitro) A7+ B EURIZ7F F2 CYP3AS 7|dAS AARH
g FEUYHIEE oAz dEolE 4kst tiAEA M2Y A 7]osh
CYP2D62] 71Z <]l Ao = Hlth

P EUREZE CYP3AS AAAlolH, 71 AEE CYP2D6oA d3ith g EviH]
2= CYP3A, CYP1A2, CYP2C9, CYP2C19, CYP2B6 ¥ ZFHFF2x4 Holak
E X3 & B4E fFEse A= Hth

| ¢} o] Egtmu=(CYP3A OHMI) 2 FhEnbelA| H(CYP3A =42 B &
Fo7t YarnEdn 29 AUC ¥ Cuuoll HlIA& o] 36 Qofxo] Ut
(thE oF=o] YErEHH =4 Hlle 9 3.

rr I*F%

t

®6. FE FE2E: BE& FEC] d& A HErEDH = B 45 wjiHs

B8 E AHE) L|20lEdH|2 tZsh
o o\T mgo:]lﬂzlq.ﬁ#tﬂgﬂglgcfi'z
88 %8 | ygos Uzopsawz, | N |Gpo =T SSTVEST
cSo=E B|ELHH|2 90% Cl) 2 H&=1.00
Conax AUC
- 56.82 4450
712 Hfop&| =P 300”‘% 122%] | 300/ 100m% 9 (47.04 (3377
(162 £01) G 68.62) 58.65)
- 11857 138.82
olsetaLtz | 200m0 L51=1] 300/ 00mg 1. 11 | (1250, (12925,
8=l F9) ( 124.97) 149.17)

* L2 HORA| T o] H2 AUC=AUC , O|EZtALIESl 4% AUC=AUC

tau-

* FtEHIO0HM2 8Y -15Y7HX]| 1°' 22| Z|Cf 300 mgOE HE EACH (o 1Y 2H
37kX| 100 mg% 12 23], 422 E 727X 200 mg= 1€ 22))

3) PAAESH

(D Fupol = B4

HErEdH =2 s =& 39 olF, &3d A4 A 7
dNHBE A|3¢] SARS-CoV-2(USA-WA1/2020 #2])7rd el tiall &nfolz = 2
(2t ECsp ¥ ECo %t 62 nM 2 181 nM)S YEFA T

UEnEdr 2= 49(B.1.1.7), #HEeKB.1.351), #7HP.1), 2eRB.1.617.2) R
THC.37) ®olell &38k= SARS-CoV-2& 8] Fol thato] AR Alazujef &mtol
22 EA4e Zh=th HEKB.1L35D ®WolAl= USA WA1/2020 5ol Hls] oF
3wl Had 7&?%‘% 7H 7P Ak AlE W FelH

M= v Fol Al SARS-CoV-2 27| Z&(B.1.1.529) ®HolAld gt YErtELH =
of & A3 AE= flth. IHY A 240 2m A& wolA el A
A E Mpro P132H %82 USA WA1/2020 &4of vls] UErlEHA] 2 &4

)
o,
i)
=
e
o
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K vl W3t <De ZFAA71A Fsk

(2) & =dojA SARS-CoV-2¢] th3t &nlolzix A

U=ZnleEdn 2= BALB/c €@ 1297} v}~ AlSY w2~ A8 SAR-CoV-2 %
ol Ue mhe FolA FutolE s S BT HIT AN T AR
300 mg/kg =+ 1,000 mg/kg UErtELH 2 1Y 23 == HF 1243t —?F—Oﬂ
AAE 1,000 mgkg UErEANR 2 1Y 23 AT5F A H‘i’k& o3 &

el #H wlolaj 2 A7 A 2 Aso) WA RAT 4 R H Heshrt ‘/}
B}t T

(3) grlolH 2= WA
#dd Hr7le AEXY Mpro E4F ARESE AFshE EA A A T4
SARS CoV 2 Mpro tt@Ado] U=ZrtEdH| 29 Ao v|X= FF EAHAS

o

2437 98 FARAL. o=@ tgye] YA Fade Led AA o
o) AHAA 4 Ak AZ AFAA Fupolels FYE AZNEA o
PR AH QA R GEe Npro ojrlngt e d=rEdus 2
(=3 o =& Ki )t d#E AT G15S(4.44)), T1351(3 54, S144A(91.9

H), H164N(6.4HH), H172Y(2334H), Q189K(65.41) % D248E(3.79}). G155+ A=
Wlakel A U 2ulEdu 2(USA WAL/20200) Blshel sk 7HAe 7HaAlv]]
B2 HTF HolA o EAgtE =3, Aol AdHoE AFEA &2 )Y
SARS-CoV-2 Mpro ofu]:=4t QA& vHlEZ 1 fX|oA] detdo =z X3l
Ao HXe FFes Asietd EAHo = ﬁ47}‘5‘}9§{‘3} o]l Mpro ofH|=4F X
st UErERHIE 84 4&(&E, ¥ 52 K 9 3= AT: Y54A(23.6
i), F140A(39.08) 2 E166A(33.44)). ©] Eﬁ’} Mpro 9 XJollA x]ge] A4 F
2482 dHA YA o

k-2 ZFE wRolH A(MHY, &0 8 ALEH= HWE Z2Ubto]g )& AE
g YErtERAHE2 Az A A" dAFolA Mpro obF]i4b  PI5A,
T50K, P55L, T129M %/XE+= S144A¢] A|Zko] YElSTE o] H 3 WSt A3
HAEALE dHA A Zoh P55L Z S144AX| 3o A= un}Egu 2 7
T4 Aol ATJEAJAHECs @l ~4-50m o =), o AXE 47
SARS-CoV-2 Mpro¢] E55 % S144¢f sjigstt}t. As}erz E2A oA = EbS
EZogE= JU=anEdH 29 SARS-CoV-2 Mproo| that &4 036&% 1] 2] ]

A

—
Eal

erghot, SI44AE UErtEdu 2 348 919 FENATK & 713
AFD SARS-CoV-2 F71ME BN At YPAZAM YErtednz
e E43 s=d A48T + At A9 BY AR} d: 94 AE

EPIC-HRel Al SARS-CoV-2 Mpro X3 A260V(n=3) =& A260T(n=D= Y=n}
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{rrt

duj2/8EYHIE X8 tidAe] 4%4/9D A vERstE A260T 2 A260V
g2 F7H" SARS CoV 2 A<E(2021d 124 59 7])lA =&A T st=
3

1
A

AAEY @ gdolrt. Asted E4olA A260V Mpro A &2 YErERN =2
= AEaATIA FUATHK vl HEE <D,

UErtEdH 29} 3SCARS-CoV-2 @S EFA == FEAHIZEY 2HE7]Hd
AFol7h ler® wak WAL AdEA Feth

T35 ZEY1 Fgo = JPF Aol & HAAANAY FEA

o] ¢ko] 27 &= SARS-CoV-2 ZHdo] x=E USR] &e& §-ZAF Al gaA=

o =3 A2/34, T2, olFWA, YeFthz A8 EPIC-HRINCT04960202)2]

BHe yhuto 2 3t JAAE hAAE gy, 33 =BMI »25), A §)

A3 (A2 £33, T ARAA3 A TAA, BN F3 T HoY
o}

[

i e o)
APAAT AR, AATD PN, BFA &,
= 29 2 7hsd APAAE WA
4 AAT e w184 o)l Aelol A, ol Ful Aske] BAGE 604

o
FoAAZ old 5¢Y W ZEU19 FAol IEE AT AR

s 529 iR (1) 5 ERE wl12AZtwE: o] oKW EntE™N|
300mg/8] EUHIE 100mg) =+ foFe ATFAAN. ol 22419
BAFHF] olgo] Ae AR o] AlFelA ALHAJH. 1xFEAL HIL
A28L7tA 9] Z219 #HE Y T AR EBEE) A Hl&odnh
mITT #4 ol z=eplolA 22y 19 A& mAb A8E oA FUAY T
AoR AiFEHE =3¢ FAHEHES IR EE As A, mllTl
(o] 2=ekloA 24y 19 A& E A AU BE e
Fe = <59 SA4EHE /I RE A8 g3 2
<5¥9 RE AE HE dEoE E4E& FY54
& 2,24678 8] WA o] of = J = 3
He A8 oM Ao, 51%e= HAd, 2%
ofQl, 45%= 3|23 9A E= gelA oAt
A 5 66%= AlFeF FAAIZ o] 39 ojyell Fodo] waE e, tidA F
47%< wlolz=girle]l dAeHz HAtollA FAoIAth. H(SD) Hlo]zekql Hiolz =
F3h= 4.63 logp copies/mL(2.87)01Q AL, 26%= wlo]=elloA nmlo] 2 K317}
>10'7nits)ol Atk WA F 6% 29 WA 229 XB2g HFE dAS
W AU e A0 2 dqdEAe™, mITT 2 mITT1 £l A<= Ak
Hlo|z=gjlo A e] IFeka S AWEALL o] of Foxd ffatel d¥<e

i
4 A

x|

e £ Ao

ok ox |

Hj) o] 22}l of] A

59 8 14%%E oA

O

- 102 -



JES

® 7E mITTL £4 2we] 13 B7hds Asteleh, 14 Brhnse] 45 9o
of #Hlal o] <fo thd mITT1 &4 2 Hid AL 88%(95% Cl:
75%, 94%) At

7. Woj&ERINA ZE2y 19 GUFEIA N8E LA &3kon, I=2y 197ge=
AR g S LY 5 ojufd o] s FHT A & AIKMITT1 &4
AE)

o] o sleF
(N=1,039) (N=1,046)
28 X7tX| [ELE 19 2 YUY = ZE QI APY
n (%) 8 (0.8%) 66 (6.3%)
ok CHH| ZtA 2 [95% CI], % -5.62 (-7.21, -4.03)
28 APIHK| 2= RISl A, % 0 12 (1.1%)

mITT ZEETHo|A CHaAE 7800l CHsH A=E S+ 248 782z oot
=Y e A8 95% CI(-9.0%, -3.6%) X ¥ZH p-2t <0.00010A -6.3%ZCt.

M282tA| YR L= Atgeh HIEAS| F8 £4 H|E2 Kaplan-Meier &S AE5H0]

miTT ¥ mITT2 &4 =23 doA dad 237 FFFHAG mlTT 24 23 doll=
% 1,379 2] tidA7E AT A TRAELS o] oF AlFPTol 5/697(0.72%), 9
oFTto] 44/682(6.45%)A T F A ZTAl AA e 13 SARS-CoV-2 HolAl= 217,
21A 2 211 AT TS 233t PEHIS%) AT

g SRS A FARRE AgFo] BRAEHJTHAH 1 FZF). o]H T AT &4

o gaH Baog 7hFgh
a9 1: 224 1929 AUdAM 4 T3 F 59 ojufd] o] ¢ £d g o,

28Y z71Ao] Z2U19 #FHE YUY TE RE oz A7 AHAIFEA A
C4671005)
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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 #Fo| HIIX} =+

2= HF=E mITT2 ZHES 7|82 2 St= ZZLH9 mAb X[2E ATt mITT1 2
7|Hto = oot

Flecsys 2SARS CoV-2 S £ Elecsys SARS CoV-2(N) 24 ZAnpJt &40l 22 EH ¥d
o=z HoUCt

Xzo| 2 AtE 7IHICE St 2712l K2 W 95% AE| F#7to| Hlg X0l HAIRLC

A
ra
mjo

f1ekol Hlsf o] o] i]i%‘—f S5UA7FA] HIQlF AZFo| Al nvlol#] 2~ RNA &) oF 0.9
logy copy/mL © o] ZrAFon mITT, mITTl @ mITT2 EAZ oA FAE Ax
7} #ZE AT

5 SANIARE
(D 2AA, WA, e Zol

U=unedn| =)

UErERAH 2= oA ol tial B7EE A ettt

UEnedv 2= S fyphimurium 2 E. coliE &3 Ames vt glo} B &
olAId, QI HEZRTF TK6 AZE AL m vitro 423 4 2 in vivo 2@
233 d™@o in vitro Z in vivo B4 EAWHo] = FAA ol FAd
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A A1 fﬁ%-‘ﬂ:ﬁh%‘?}ﬁ%ﬂ%ﬂ] =2kl
- Fhar o) oFE- <k ] A(KIDS)
38} 1644-6223, 4AFe] E: https://nedrug.mfds.go.kr/
) i AF #HEE FAgo] g g, $A - B, Yo ETr 58 =

slo] A A oH(F)ol = F-2HES A 4 YAk 02-317-2114).

D Slg AET BAR FAEo] AT A5, B BB, oJpHEI} FL ol
|

11. AIF ¥4 YTgAE 9
www.pfizermedinfo.co.kr (2]EH &) == 02-317-2148

o ERTH
304/8A4 HHarEedn2dy 44 + 22y = 24)) 828 DN x&2 28 571//d7H

o AP
714 47], 4252 #(15C~30T)

o ARg7|%
AzY2RE 1271 €

o £
A sho] AA SHFNA & EWA FT HAZ 110)

o Axd
& Azd AR
<Hds>
(D Pfizer Ireland Pharmaceuticals (¢} 21 =, Ringaskiddy)
@ Changzhou SynTheAll Pharmaceutical Co. Ltd (5-=7)
Y =2n} @ Jilin Asymchem Laboratories Co. Ltd (=)
Edn =
A A Z>
(D Pfizer Manufacturing Deutschland GmbH (<)
@ Pfizer Ireland Pharmaceuticals (e} &=, Little Connell)
L8>
(D AbbVie Srl. (o]&g]oh
g EUH = @ Hetero Drugs Limited (1%)
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T Azd AR
CHAA 2>
(D AbbVie Deutschland GmbH & Co KG (5%)
(2 Hetero Labs Limited (%)
IR
Brzu (D Pfizer Manufacturing Deutschland GmbH (5¢)
CEER=NE] @ Pfizer Italia S.r.L (e]€g]op
+ BlEUmE) @ Anderson Brecon Inc. (7])

@ Pfizer Ireland Pharmaceuticals (e}l Little Connell)
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2 X 2318 dIN

0

A2 YnlolH 274 H5-19 (ZEY19)&
grzue™ 7FA859

22U E™ = PCR HAF 52 53] 22U Hlolg 2~ ZE=-197F X8 A=A,
TEToE Y 9ol & AT % T5F AU B LoHI2A] o]4Folal AF 40kg
ol’d) &Y A5E Sl HFRIT AFoFFAHA NN AFAES AT} FHO2A,

oot FE 8719 A etau

o] MYANE AR HEWAL BEIA B 5 Yx
e oldshe o Egol Ht Aust 2550 Jsych

2 hnte] g 279G %19 (LZLHI?
22195 ZRuwlelg 2~z Buls wlolgzel os wARUTh HlolgAE HAF
oE AgEhe B A5 Fal Zugel dd + dsuth

219 AL ug o AFANAAREH FFAEE 2dste A8 X3 o277
A TSt L‘rE‘r Syt AF7tA9 ARe dEEY Z2U9 Ado] AFUES A
AbstA RE, FTieE ko] AT = o TE oTF AH dFE AFAE F=
AFUTH dE 9, *u‘%}?é% HEs @ daid 2 T35 A7 ASH=A)

Ado AHFy 1A= ZEUIIE JAsH 2 9F Ao

GA2HER?

Z22HEE PCR A 58 53 Z2U97 319 SAEA, $502 A3d 99
o] 2 4T R TF AU B &ok12A4 o)delal AT 40kg o) ALl X &
AHEEE Y4 AT T gAFFYUTE BAF WA FEE 22U ZES 4 A=
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A Zo)ekESkAAE PCR AA 58 B3] 22U blolg) 2~ 7dZ-197F 819 A2 A,
TTOE JYPF Yol & BF5 H FT5F5 AU H Lok12A4 o)delal AF 40kg
ol) e XNFBE Yl Frmu=o NF AHES FEIASUG

grzncg B8s)y] Aol SRHE A Lol & AL Foistar

A7} Thedl st A9 RARIIIA THYAL

A FEHE77F e AS

A A3 == 2AA3o) 9l A

A QUHAY A A HS-

A FF A A8

A ZOE Ado] 9t B
AEookxZ W Aulolekz mnlgtwl, gy Ak REAZ x3E A AL =9 1
€ o ofEol 3] om5HEIIAA LA L.

Ui SlorFe Aouiss Miz-rﬂ  slen, T v
o

Ashe JBARTF B opipelsl FAZMES} FEAEHE oo
S gtk RARNA LeiA B FHAA A2 o FE
© grguee GE S P B§aht Aol FABA o4RE L
¢

2% 28 NYAE B4 A9 RAEAA GPYANL BrEHEE HF

SAPA ] Agol FFS MF £ AUtk A bl dE A4 b anH

WA el b AT S Ee Agslor FUTh AstlA A YW
(@)

el Eol7} e A4S o= AR AueiA

f
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A UErEINZ, gEUYHE £E F22H| 9] Jid s dEl2r7 e A
7.

A TO5 9FF F stuEtE 58 F]l A5

- AR

- AE Y, AE5AR, Z2EA

- gkl

- et E, ERUGE, Fd7tolUE, Z2ad =, FAYd

- =274

- FEHAIE, Y EAlE, S22

- O3 =2 2aE], o ZE], Wd o2

- ZH2EE, A Ht2EHE

- H5H THGPAH) X 5ol AHEEE AuE(#NHE %)
- Eglo}=EE BATL v

- ol FEH| =

- ZhEvtekAl A, FenlEnd, JyES]

- 779

- AIJEE2 E(Hypericum perforatum)
A S5 ogFy F22ReE 3 5E&S B TSt AU AEe Adste &
go] AL F JYAY F22u s AL FIFs A F s
H FFo] Fxmuee I BHED B TUHR FAES 2o F de ogE
AF= obdynt. Fx2zRles o g8 gdFe 48 A= oAU ¥E =+ 3
sUO F22HES B&3= ¢ FUF 24343 AAY 9E YoFe &% =4
o] ¥ F gler=w, EE FQl EE AYgFS BRAIZTVIA dE= Aol w¢
TAFUS BAEZTVIE A 58 5 & dFe dFE THEAY 58T
= E9°F gt= Fort o 54 S d& dHE ¢ Asuoh
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T AEFH AHE FALo] WA A, ofdol AAE o ofFbd A &
gl s AstE AR Rud  dFUT
=y o] oF 2 2] | (KIDS)
<9l B (Al ar) : kares.drugsafe.or.kr
A3 - ®1644-6223

k
o
L
o
filo
2l
kl
e
o

i AlFat BdE FA-8o] A% A, =gtolAbA el
AFYHTHH S 02-317-2114)

JAZHEF oJE9A H#AFoF s1}Q?
IF~2ZrE AAE 15C ~ 30C Y AL HA4A L.

22199 el o AAE deiw ofgA sof shiar

. SBARTNA BolFAA L.

o AW A AHttps://www.kdca.go.kr) &3 o] x| ol WEFAA L.

57 dFBo|AA KA LEEA FT7 HA2110)
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R (mA=HIS A S1ofHOE ey

1. A8
(D A =5 == Ao 3t A5E 2 Y= A
Q) ZEEA Zo]A] 5 24 ol &A} E= o] 2 AT A-tets M eshE

A
(oA ths1)olut WA X g5 A

i
ok
olN

(5) YU A AHZ(FA A, DiGeorge syndrome, Wiskottt-Aldrich syndrome 502

(7) 13471012 = 1 ojui]l At e HZ g T8 Y X5E v
U= A

QO HIV 7+ SAHCD4+ TH|ZS <50 cells/mm3)

) AR 53 A4S 2

(10) AP = AHESAE Fokel2 34

) 3F5atE] 2 oFE(Disease modifying anti-rhumatic drugs, DMARDs) X|82 ®k11 Q1= 32}
2) A Azke o] WEo] Y At

(1D ¥ A g}

12 7157 SReps Falg = ug 715l

9

o~

2. B YAA
¥ ol ok= F WHA ol ARESt] A EE W eEAt
(D -85 FZ2HFHZ0|EQ0mg o)/ &FoE 25 o Ak 2P
(2) &2 3} A (alkylating agents)
(3) 2 &= (antimetabolites)
(4) ©]2] ¥ A\ A A(transplant-related immunosuppressive drugs)
(5) &+ 3}st e M All(cancer chemotherapeutic agents)
(6) T FJAHTNF) 2FAl(tumor-necrosis factor(TNF) blockers)
(D) ALGAA A == HAzdA<l 7et BESA A A (biologic agents)
(8) Burton tyrosine kinase inhibitor A
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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
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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
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- 134 -



- 135 -



g ROl MSD, ShRolE 827 BMOR ¥/18 WA A vmaje] Bito]

i

dEFF 5 I B
- o] oF 178+(285.7mg)
FAE - =T =202 200mg

&% - AT : SARS-CoV-2 Hhold 2 ANE Fal mEbubo] e 27d%-19(c]3)
297} S8 BA2A, Gl ARe T FFo2 AAD Ydo] B
A% 9 5% 4 849 AR w02 22U AE2AS AET £ AAY
g2 Z2yg ABAZ QFHoR AAstA Ge DAl date ALgah

K

(|

o}

9} Wk 184 wWF Ao} @ AW ZAoA ALLo] HQIHZF

18 do] Bad Ao 27 X7 FHoZ Aol
g Fo ARE AHAE W o] oF

A EE 3 AL BRst 429

o o] & A% SURTE 71 17H] AFEA B3} YFHA BRE

of ko] AEE AAFI A, YA YAG FAHOE WY F A& F4H
Saidol tisl AEsl melslo AT ‘3. YukA Feolt, ‘5 AR D Farol UlH
Sel’ 9 R2ARMEAR, 5 SANE AR B,
o $1 - §F
1. 49l

AT Fol gt

o o] ok 800 mg200 mg 47 4)S 1247wk AAke} BAIGI] 5Lt
3

| il
5 o] Fofo thet R FEAH S FHEHA &g
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O AHg-ge] FolAH

L

TEAY A3, A= iR BAY Al o)A NHC(N-hydroxycytidine) ¢ )
=EA B Aol AtE LA, oF 8u =FAl EiAF &4 F HU|gAgo] BHFYL
E719] mlejzk dA Aol NHC g =Z2 oF 18v) s=olA ezl AFo] 7

o] ¢ dAl Folle TR dom, 7t AHY Afod= o] o Fo T 2 Fo

% 497 EAAQ TS AAStelop FTH ‘4. UwA For =W 6 YR, SR

2) AHC6. AF, FAEF B A G U7 £ Fx)

3) 184 ko] Ao} gl A AE( 7. 4xofe

L
e
i
£
i
B

3. o]/ 3ntkE

D A3AANA Hag o
o] ¢fo] YZAE T twd B2 ol dutsol HEFHUH. olH T dZAHNA
o duks HlE2 BE = it YA AREelA B

0%
]
—l—l
oo

o] AFAIFANA F 900 o]de] A7) o] ¢F 800 mge 1¥ 23] Fojnukgit)

o] <fo] <hHAL JYUEA g IF Y9 IAE gidoz g A3 JEAE
S A29LGATA FH AR ARE 7|NOR ste] BT}

Aot

o] oko] kAP L MY TR A2 FHAS ooz & TR A, 9z, 34

WG A FMOVe-0UD) e A5 E ZAR gttt o] AFeolA 141199 H Y]

A7 AFHTI08) EE IeKT01H)S Aol 593 B8, ol duks

SYFF Fo] e TH F ULD 1Y Y ARE P or AA4H

o Fhe ANFT 1%, Yok 3%olA BE At =g o) 4yt
S AFT %, Tt 10%o1A4 HiuEdon, iy 3214199 M AHAF QT
A

o] FRFg o Z QIFH AF2 Aol A 273(K1%), F oA 1274(2%) TS T
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=E 25 FHEEDA A

E 1. MOVe-OUT UAAIEOIAM AlE{efS SF0{Eh2 A[ECHAIALL| 1% O|aloflA 2HAYst
ofS0|aHIS
AlE7N=710) 2| 2k=1(N=701)
AAL 2% 2%
Al 1% 1%
SRNEES 1% 1%
* ofEuto| EEY ofF = AKX 2|5t HIHE|ULCH.

o|fd, ofxvtzEAtol iAol Rk, AdlolEld, #lshol

Kl
S AL, MADAA ST olel APAH AN
E"-__

9 545174 AN b ol e
A) D FNEAH AANE| R

o BT 2% olstu

2 A# ¥ A
o] obe] AT F ALE F HAUE oFRolAwrS e T Lot
WMol ol FUNES, ofjmetA s, BHEE( A AwkE Folt Hx)

| ofe] Q1 gAE AHE ARAeI of eke] Agol QoiA o] BIHA e A
Zata o st 2e ol dubgo] WA 5 Al

7] eRiE ot wAE & 2l ARl

9 phA ol & 49 Fok EnpHQl 3]

7497] e gelAl o] ke FolP woli o

B grislol Atk IT AYEL WUAY, @A AT W X Fe WY

833 A, YAlo] BeE BANA U4 GARE BT BaE o

AT BE BA AT WA BV} FARY Bl oAk L
e



For FE).

2) FIBINAE ZHE HUWS

o] oke] AHE % ohpdEA~E T TNl HIHUTG YAHoT o
FuHk-go|} oppd A 29 24 9 AZJ} JeEhE A9 o] kS 22X FuEln
HHF oFE YEE Bz A8S Az o 3ot

WL AE =4

of oke WU} Q= o] AL Z 4 glome 184 BT Bl Ulg ALl =
Q¥ x] Q¥okt) WEof wHE Eof A W g =gl o

SR 2B A,
FEAS HYIA gyt

(7. /\O}Oﬂ o gk
5. 3548
dE WA T55 22U A8A Edetd, o= FEAE NP2 FAEHA I

(‘12 AE7HE 9k AR 3 o5 AR Fx)

il

o
02

R, S4% 9 77 44 dAel d# o

D 9% g 749 o4
1) AN L9F

o oF 9ol Fold Ami
M9 AT AN GAA, o
A% An Y4 A7 Sl NHC =EENHC 4 w2) ol gu) =
sk 2718 40] YRt NHC 94 w%e] 3u] o4 b
Atk QA E7l0l7 7% B A3 F
2o 188 FEANA HA AFo] P

wEbA, o] of 2 dAl Foll= FASA fom, i g Aeole o oF o T H
[e]

01:0
rol
=
fu}
N
E
i
ox
E
2
>
ks
>
et
)
[

ANAl el A6LFE ALTL7HA o]
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oF 0, 100, 250 == 500 mg/kg/daye A TES 3 D} du] EFD Aol Q418 2
ZoA FH A6LFEH ALTL7EA o] ok Ao 1,0 mg/kg/dayU}X] A5 A
=4 ZmoA 1,000 mg/kg/dayNHC 97+ 11%/] gul +3) fFA A} T &

o
A, BAZIEF 4 719, 55 Wgo] #EFHS A, 500 mg/kg/dayNHC 44 =&
vl ) ol gFolAM HA AT Aa “%‘ Z3l Aol FTEEHUTE 250
mg/kg/day\NHC 974 =ZF Rt 2H5) o]3} &FoA= dEFAo] YehA st
BA =4 A27A02E 1,000 mgkg/day &4 16vtE] = 2vig]e x7] XAS &
3 ALRAH it AT g 28la 500 mglkg/day SFNAY AT ST AL

AT

w

E71E o] &3 vieiA} HA Al <
oF 10, 125, 400 =+ 750 mg/kg/days 73
]

TEA G
GEA AAL 750 mg/kg/dayNHC 94 =29 184] +3) &FoA e ea AF 7+
o] Z3E giu} 400 mg/kg/day(NHC 17 == TH} %) o]st &l = HE54

o] WyERA] kgt
2A 54 Z2HORE 750 mg/kg/day &AL ALEAH Aot AF F4F 7
0 Al i mjade] Uik

=

=

=

X
B>

ST WY AGAA FH Dol FE) ABYRE FF ANUAA o] kL Hy
500 mgfkg/dayNHC 4 =23 fAH8 52744 AP Felstdrh. AZolAA ofw s
JHE WAHA ekt

2) FHE

L A9H 2o

of of i AL AR fECE EWEHAY, 4% A4 9T MAAY =
L f #Q GololA G FALA o FAHA o

o] oF& FofF YEst FRT A7 BHIA NHCH FEH ATk

JololA o] CFOE Q7 FRol kg WA JHsA L ;Ehe] o] o Fol F u HA
U Eol ¥ 4U7E 547F ARHA ST 748 e B4E BA5RE F0E
o ofe] el F ¥ HE Fol ¥ 4U U4 RAE A3 wE AL 1A 5 9
.

@ SEAIRE

=415 A ]?53011/\1 T T A=A 250 mg/kg/day ol TS o, A7
o] @A oA NHC7} HEH 3o
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3 7Hd71 A4 24
B EAN @A AT o, dFNAl FAA o] oF2 EjollA FeiT FdF= mA

T Ao

=

D) JADSAA
o ofe] NBE AFEEY] Aol hY7] el A Y4l R Hrhs|ok Ak,

2 A4
O 44
7+A7) A A= o] oF Eroﬂl < B A Fof 34U FoF a3A0 ddHe 49
S 3

shal dB|EHA ARSSEE SR

@ ¢4
M S gol e RO HFHAW, o] & Fel@ £A AZAA o] ofo] JFLS
Ul%él P58 E B AT A AT} ok BA sk o)

) s BAANA o % T % oA R § Y e

o] ke Brol 2AZIIME e EFE 1] 5 BHALT A AYTE A3
of +WH in vivo MelUA APelH REHFHSA FHE SAE ohd) ARE B
Gk T WA in vivo AFlA 2827k o] fe Fold FAAT Ao KAL)
ZHGIME 2 2AmeIA o] oke BdWolE flalx watth AMES 2, A
AAZCHASE AADE f4 ARE g AE A2 FAAT 54 A= nH
WA AL e AT} AL o] Qor] o ko WL A A7lelA of Fol
GEE 1A N4 WG Aot 12 BEALAR, 5) FHAY AR FD)

7. &ofe] U@ Fo
o] oFe 184 mgte] Fxjo Al Algo] %9l 5]
o] Y HERES EQAFHA M g
‘RAETHEAR, 5) SEAANE AR F

LA

A o
I dF 540 FEHJUT 4 Iduby Fof”

FN >{'

).

2P A e T
MOVe-OUT A @A o] oFe Fof whe 654 ol abel A 49l 8z} gkl <
8l lergel Aol7} gl Aol mWE £ 2de WRSA etk NHCe) ok%

2
o
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TR} He A2 7k SAFTH ‘12 AEIFE 99 AR I B AR’ Hx),

9. WY B hEF T

A of5et BAolA AZFoNM 535 AFel7t NHCE| oFgstel oJvigle gare mA
#) Ik eGFR < 30 mL/min Ei £ F44el 4 NHCS| oF5ahe B7hsA esic.
Mol NHCS| F8 &4 Z2E ohlB=, Agelsk NHCS m&ol #oind J3$
HAAE e RO oHh

10 150 o] e =
7ol Aol A NHCe] oFgshe Hrbs =] it
/\]'d Ty Aol AL NHCE] 28 A4 Az= ofyglomz. zhatelz} NHCO| -

= FFe IAAE e Aow APHETh

N

11 B BQA 2] A

o] ok WF FoId Al itk of kS IF FAR A%, BAY YA JHE BY
Hsea Qubdel A48 e AART YAFEHe NHCE AAs] 913 8% iy

OS2 AFEA &=

12. AE7He A BE

D Z-&71-

o] o2 SARS-CoV-2¢] thdt utolg = &S 7Hxl AFofEo|tt o] oF2 Aol Al

Bd FEFHAE fAACl NHCE tiAE 3 Al Y2 E3x3 1 NHCE g oFe] s3]

F4E I g RFEY A E ARIAFEANHC-TP) .2 214tst#E Ty, NHC-TPZ7HNHC- 14k

dINHC-MPle] &Hej=) nlo]zi~ RNA FT& a4 o3 SARS-CoV-22] RNAe| A==

Hiol g 2 FAAbe] 2 F/7F SA o] vlolE 2 HA|7F A"

o] 28 7|H(viral error catastrophe <2 viral lethal mutagenesis®. 2 <¢HA A)2 Al

gel 9 M e diol, 35 ZdoA4 9] SARS-CoV-2 #449 A7, I8|al o] ¢Fo 2 X
S5 A A Y SARS—CoV—2 T AE 24 AAE V|He R stal Qth

2) k43t Hrt
NHC 3! Al NHC-TPo} &nfolz| 2 a4 Atele] A= YA o= HI7HE A St

3
o] eFe FF F3 B4 Fol NHCE /HRalss 5 -l areldole ATepgolt. I

AR dF EAUEEZQ NHCE Az 9% FHeol ©Al NHC-TPZ A=tk NHC
= Ui IElvd diabe] #Asl= A 5L AZE AA FEld 2/EE AEHS
Z gAE o] AAREL F 25 NHCO ¢k5shs At Aolth
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H 2. NHCY| °t=8 HH

NHC 713t < (%CV)
Ao A o] o535}
AUCO-12hr (ng-hr/mL)* 8260 (41.0)
Cmax (ng/mL)* 2330 (36.9)
Cl2hr (ng/mL)* 31.1 (124)
77 A A A 9| eFFst
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) + 1.50 [1.00 ~ 2.02]
w2e 9 Cmax 35% 4, AUC 9% &
L
g% o Ak(n vitro) -
2Arn7] Fx &8F0L)* 142
| A
3 t1/2 (hr) 3.3
217] AA&LMhD* 76.9
0-12A12F kA5 o2 MiAdd & 23 | 39 (31.6%)

LERERERR

o
o

% _
A oksst 24

A o B o5l A, A, AF, Ex AW FFE7hNHCY oF5 o] foiu
, _

kol WO B o] oo ATE F

it
=
20
o
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12 v 22 NHCO| 9n] 9= A|A AZ7} ofuth Atk ekxst Bajo)] o&tH A= Y X
5% AZl7F NHCO| oF&stel] ofr = 982 vIAA %t eGFR] 30 mL/min/1.73m2
ol AY B4 9 8AE tidog o] of 9 NHCO| oFgste] #rid He gluh

® 3| B4
5% 9 3% 039 B8 PO o] o 2 NHCO| oF53o] Bria e ginh
H1e)4 HolEol W 7k WilE e NHC AlAS) 5 A2 o4 ¢onz, 3t o7}

(2 FEFEHE AT
In vitro A7+ A3} o] ¢k} NHC= CYP &4 A P-gp 2 BCRP $=5A2] 7]& o] o}l th
=3 In vitro 47+ A3} o] ekz} NHCE= CYP1A2, 2B6, 2C8, 2C9, 2C19, 2D6 2 3A42] A&l A7}
ol 11, OATPIB1, OATP1B3, OCT1, OCT2, OAT1, OAT3, MATE1, MATE2K, MRP2, MDR1 %
BCRP9] AafjA|7} o}yw, CYP1A2, 2B6 2 3A42] F=A7F oYUtk A= WA F5=¢
2190 gk & X EAE 23 W8 FET o] ofF 3ho] A8 HIUbEA

4) " EE

(D) Fupolz = A

o] oFo] tiAA FEHU A A NHCE AZwjok 2404 SARS-CoV- 2"" R
g4e e o, Ho 49 50% E3E e FS5([ECH0) a2 A-549 Mz o] 75 0.67
~2.66 M, Vero E6 Al=2] 72 0.32-2.03 »M ¥ th NHCE SARS-CoV-2 rﬂolsﬂ o
5H(B.1.1.7), W1EKB.1.351), ZwHP.1) 2 WEeKB.1.617.2)0] z+zt 1.59, 1.7, 1.32 2 1.68 xM
o] EC50 Zto.2 A2 u|23F A4S etk NHCE A E HloF Al SARS-CoV-29] o st
A Aln 29| gulolgix Ao Ae2ES el A &3kt

AEuto] 2] 2(MHV, HlE2)dA F3hE WA 5 dAFodA=
e 32 AoE SRIFEAT 30 Ao AX ME v & A2 2v) daskes A
3}

2 FZESA, NHC W4 &4 oprjieal X &2 Sl=A] et

i\
u:.?L

NHCE AZ wlef Aol A dul A 2o 244 has Bas ZFainspl2) X HF4S
OL, V557L 2 E802D)S 7}zl unlol&| o] tste] G- & fAIHEZE wAA 7154
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o Aog ¥

rlo

T

o

DG A dolA dEshd ofriat MEk(A g, A4 £ AD7F ol Hls) o] of Fo
o] HpolH = d7] MLl T gol 74% At o] AFdAtel A 2vol 2 @
Ao} otmiat Wart gdF At WiAle] EH o= dh= YoM AT, ol
g Wzke) JdF B T BashE TS LA A Eo-

(3) 55 =doA F<E SARS-CoV-29l thih &4

o] ¢Fo] gulolgi A B FR9 vh$-2x, FAH, WY mdo]A o] FE ulo]Ex

A A E2 FY F 12 ool FAT F HIHEUT

A mdo)A] o] of Fo] A 7= SARS-CoV-2 ¥7p7F fojd o2 asta HXE
A= MAEEe vho# 2 Ayt &3] AA AT F2H Zdlo|A o] of FojA] niol
212 RNA 5 Fojl Ao A wholel s Q77 dasint. #22] o] 2218 A A
SARS-CoV-2 &l A7} fofstAl #astal el o Al

(4) in vitro AZ=4

o] oko] tAAQl FZH LA E A NHCE 3% =& AFoA A= g2

Zo s} CC50 ztol 7.5 uMAFE FZF CEM Al ZF)FE 2100 xMe] o]2+& thakst
AZZA4E HErlTh o] o2 14Y 3] dA4 404 A4 2 =74 A4 24
of gk CC50 kol Z+z+ 249 uM 2 7.7 uME A Z5 ATFAEY 2S5 JA5t=

Aow ehyty,

5 FAAH AR
(D) &4, WoldA, A4s Al

@ WHoldA

o] ¢k7} NHCE thAt 843t X8 E AU 8hx] &2 in vitro BHE|Eo} BAESAMo] &
A(Ames B0l A Fd AIE HERT o] oF2 27}74 In vivo 227 WHoldd o
A ATH AT In vivo Pig-a WoldA AR R5d A3E vEnh o] ¢k in vivo
Big Blue® (cll Locus) @22k Hx|7 WHoldAd Aol A olAT o] oFE (A &4
3} AYZ FFAY A ¥ in vitro &3 AlFF} in vivo AT &3 A Fo A A &4
FrEsol oIt A Aol thet Y& Hrlstr] Hal B A A7 A
AN ZE o] &3 WHoldd Aol AgEo Qi

b
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FASA doleg A8 /16D FHYoR T, of oke] Y AP 2ok

Q AAs &l
RHD %of A Abgh NHC k& ee] 747} of 29) 4223} oF 6u] %02 o] ok ol ®E
J H

11 h
53 AEoA Fge W A, WABEA, T 270 B Fgo] G

S/EE okeld
o A ol Al 500 mglkglday(NHC 94 %9] 5u) 52) o4 838 &=
o5 A%} e 27 4Bl A AFo] A WM AR o] £4FE W P

ANA & 3L 500 mg/kg/day(o‘?* 2 AN 22 NHC 478 =<2 49 2 89 =5)7h
A B3 Ui 54 A, ZHelAl HaL 50 mg/kg/dayNHC 978 =23 wiet =5)7HA

B3 149 A A, & np2o A -4.1_ 2,000 mg/kg/day(NHC 17 ==2] 194 &
Z7HA B Y A dFOAE W 3 AT =Ao] B&EAHA Lgprh

e AR BANE 4 AFo] EASA OB A A BANAE Wt AF
aro] 2 F04E 74 QAT kol BAGE BHo] Y FE UTH 4 Yurd Fo

57 Zofol thek Fo

Y

BE WA T FFS vIAE AHgHoln §F o EH TEEA ol MFA 17 mglkg/d
ay(NHC 918 ;o2 i} 2 e 532) ol gol A B35t Fof 70 F 2z &7 59} I
5o AR@ At BRYAL, o Fol 1Y Fol: o AF At WsiE 2

L
o2 A2 2000 mekgllayNHC 3 -29] 199 2710 FB 1AL 54
Tk A=A Har 1,000 mg/kg/day(FA % T

FWHA] A% MY 54 ATolA

le
ik X n

rr

ol NFAESUE St slE A A5= A3 I3A1E MOVe-OUT(NCT04575597)
of F2t MHE AR 143390 B4 AE wo Fth MOVe-OUT A1%-&
%% ol YEE YU AYP 9F ARE 4 AFAM F5F) YU =Y
3 & Wos) 9 AL, R, o1 B AHoleh 43

NEe 184 oo Abgiol eln Ay Aol g3 SAAAE St ol4 77 AT
(1A 604 o4, ix, HITHBMI >30), T4 AgAE Fod A4 A, w4 924
1

AR, B . o] AP WA FFS WA B F3Y BAEA 229 FES A
JAH o2 Fostgon SHARTE 5 ool Fao] BA AF TFITh A
BARE 112 SR gEof of of 800 mg T 9ok 19 23], 5T AT E H-gasict



ZIAA G AN TR e AR A" TEaS 4341(18~904) At 604 o]
1%, 7541 o1 3%; Fd 49%; Wl 57%, 321 Ee ofZ e FHA ml=?l 5%, obAlokRl
3%, sl=9Y = 2FRA 50%. o] At dAs 2l obvl 2l 7H46%) 9k A (33%)
ANA FZHJAIL 12%7}F ok=Z2] 7, 6%7F Fotwled7t, 18l 3%7t ofAotell A F=H Y
o A AR 48%= 57 HE 3L ool Al s foF FAE AEEAT. 71
3 A JAAE HITHT4%), > 6041(17%), Fx=r(16%)°] ATt Hl o] 22}l o] SARS-CoV-2
HolF/AE &4 237t e T929(F 7298 &Ake) 55%)] SAbE T, 58%2) &t
7F 9EHB.1.617.2 2 AY Al ZEHUL, 20%7F w(B.1.52D), 11%7} ZwkP.1), 12 aL
U7} 718 Hol@/AIEol ZdEEHAT. AAF oz, vo|=gkl AFFA St AW &
do] AxrTE ol ¥F& o] FU

(A29L 7k A & AA 9 %‘% T Abgo] AR AR vl &)

& Aotk 9a AN An= %

1P #AE AP oH 9

Fok >60/Hl T, WIEHBMI =30), T

A oH(active cancer). 7138 18 EA 31970 W E A=
< g4z 24 dioltt. CDCo 93 Ao T5 Z=U19= 9] 13

gl g 54 kT 4 diolHE EAsHA =tk

:L_l,
il
o
oE. E. 4
oﬁ: j— -lm

E 3 HYdE Z2Y19 4 #ANMY wEAH AH

o] °K(N=709) 9] F(N=699) BAHE fd= Aol
n(%) n(%) (95% CI)
A29L7A F4 ABE A 2443 o) Y F2 AHEE 4 =D
48(6.8%) | 68(9.7%) | -3.0%(-5.9%, -0.1%)
A29L7HA BE LAl T AR
10.1%) | 9(1.3%) | -
1A REY2 7629 AlEoaAtol CHet 7=il2'5| hEAM Z0E J|Rte = & SZEHN
Ol A 202 7EX| ARSI Al 8HAb= Of oF SF0{20|lA 7.3%(28/385F), #2f &0

TOM 14.1%(53/377H)0|RS. EHE 8= ﬂOI: —6.8% % =2(95% M2 7ZF -11.3%, -2.
4% L A=A p-Z4=0.0024).

A P ASHCHMXIE cHato 2 2|2k chd| o] ofe| HX =l ArHR|S
0%(955 AIZ|F2ZF 1%, 51%)US.

EAM Zil= IZ2LH9 A S AIZH=< 32, > 32(@4~52)of w2l E3t=0 2XEQUS

oo

—
-

D\I

FA

rr
w
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a1 YeE XK e ZRLH19 H Y HeloM s elE fEMH BN E - A FAIE A4

7+
=

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-|I 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 (-106,58)

Sex l
Male l—Ql—l 32/330 41/355 -19(-6.5,2.8)
Female l—.—{ 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 -31(-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, 21] (Delta) —— 18/237 22/221 2.4(-7.8,29)
21H (Mu) b 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 1 T
=30 20 -10 0 10

Molnupiravir < Favor — Placebo

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

r

sEd M AEe £2H-E 2 9F 2 FH modified intent-to-treat) 21,

gojaztel EE 4ZE 1) SARS-CoV-2 FRAl2AIC cruyyzol ofst ZHA|(IgM, 1gG 2 IgA) 2FE Roche Elscsys anti-N 242 S35

O oJo+E %3¢

D
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>
N R

L Al
Ag AED} BAR PGl AT A9, A - B, PR BL
ANE BelobERAR Aol Lol wE Az A B ATE 5 A

- gt o) oFZ ol A B ] A(KIDS) A3} 1644-6223, Akl E: https://medrug.mfds.go.kr/

S AES BAE LAl WA AP, B BEA, JFARI} 5 AU
AUEOIE HA 8-S A8 4 LTSk 02-331-2000)

HAsdErks dal £ o= =gl dsl =il 2u6 (A3 02-331-200002
Hasfop &tk Al F o] ool Ed FAE g Pl A& (A8 02-331-2000)
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O ARG71’E
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o FA=UFNAESEA T7 FAU=E 416 A=A o 235 (FHE=57})

3}k ¢ (02) 331-2000]

O Az
A=A A =t A 2 A A Tl 3A
Pathepn o= 2110 E. Galbral_th Rd. Cincinnati, OH 45237, A A %
Pharmaceuticals Inc. United States (USA)
MSD International ) )
. Pridco Indus Park, SR 183, Las Piedras
t b 9 _] _;]l_
GmbH (Puerto Rico | ®]= Puerto Rico (PR), 00771, United States (USA) BAA
Branch) LLC
111 Consumers Drive Whitby Ontario LIN | A A =,
Patheon Inc. | 7H et 575, Canada (CAN) %%
Merck Sharp s 4633 Merck Road Wilson, North Carolina < 2
& Dohme Corp. 27893, United States (USA) -
: 7451 Keebler Way, Allentown, Pennsylvania _—
Sharp Corporation | == (PA) 18106, United States (USA) ik
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A SHof ook Held
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A 73} 02-331-2000& E3) B=Yo) 2TiEel EosHA L
A ©] o3 BEE F o o] X (www.molnupiravir.com)S HHEEHA] Al L.
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(5) YU A AHZ(FA A, DiGeorge syndrome, Wiskottt-Aldrich syndrome 502

(7) 13471012 = 1 ojui]l At e HZ g T8 Y X5E v
U= A

QO HIV 7+ SAHCD4+ TH|ZS <50 cells/mm3)

) AR 53 A4S 2

(10) AP = AHESAE Fokel2 34

) 3F5atE] 2 oFE(Disease modifying anti-rhumatic drugs, DMARDs) X|82 ®k11 Q1= 32}
2) A Azke o] WEo] Y At

(1D ¥ A g}

12 7157 SReps Falg = ug 715l

9

o~

2. B YAA
¥ ol ok= F WHA ol ARESt] A EE W eEAt
(D -85 FZ2HFHZ0|EQ0mg o)/ &FoE 25 o Ak 2P
(2) &2 3} A (alkylating agents)
(3) 2 &= (antimetabolites)
(4) ©]2] ¥ A\ A A(transplant-related immunosuppressive drugs)
(5) &+ 3}st e M All(cancer chemotherapeutic agents)
(6) T FJAHTNF) 2FAl(tumor-necrosis factor(TNF) blockers)
(D) ALGAA A == HAzdA<l 7et BESA A A (biologic agents)
(8) Burton tyrosine kinase inhibitor A
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