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PCR A 5= &3l &XH, tha F o= s ol sidste <
(ABF 284 o)dolal AlF 3 kg ©) IZEunfole] 27 HS-19 SkAte] A
- HH

- AY)F7](room air)ol| A AHAESE(Sp02) 94% ©]s)] 3kx;

C RzAA 287 Ded 3

- Z1AI7 Y iﬂﬂ‘l}*‘**ﬁm(ECMO)O] a3 &t

2. PCR A 5& lEfﬂ FHE, T2 APF o] w2 AT 2 559 48U
AoKAF 40 kg ©]%F iﬂrH}OI HardS-19 $xke] A8
O 8HE&HF

1L 549 A € B4Vt F 7&17\}

D o] oF& FoJsly] Mo BRE A4 eGFRE =H3laL o] & Fof W= F9k ¢
BFHo R A RUEHITHEEEF 5. Ao &, AR FoAE 0.
27l Fatol o] Bt Hz),

2) o] of& B3] A3 Bo we Fo BE SAA JdHoE HHSA )%
ANE FHFHAREAL FoARY "1 Aol 2) opvriRlelEa FUke] AF TV,
9. ZHel BApo A o] Fof HF).

3 o] & FA3y] Aol BE Al ZZEEW ARMS S o] g Fo Wb
= 5% IR FHIA RUHHIHANE Y] Tk 4. o] kg H2).

2. B9 &%

D A = AF 40 kg o] 4e] Zo}

-~ o] ofe] AR FHLE A F ©3 HIEHFoR 200 mg A AW Fo ¥
A GRE 1Y 13 FAL&FoZ 100 mg ¥2 AW Foo|t}

2) AF 28Y o) dola AF 3 kg ol 40 kg HIREI Ao}

o] ¢ko] A FHLE AA & T3 HIEHFOE 5 mgkg HH AW Fo & =
A GHE 1Y 13 FALFSE 2.5 mg/kg A2 AW Fojo|t)
3. ¥4 713k
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4. Fo Y

1) o] oFe 30%olA 1208 AA 1Y 15 A2 F9 E(V infusion)dc}. o] oFe
OE 422 Fo43t4 F=n.

2) o] e REAE FHetA Yotk @3 & Hlo|do] mALg BB 3 2o
= A F H7sto ok d(AHEAEe] FolAE (13 By g HFAY FoAL
RS

5. A Al A=}

o] ¢k eGFR 30 mL/min"]¥k¢l Sa}o|Al= BEof7 A4 =2 ettt

6. 4&E =4 2 F4

D A4 AA

- HPsoA AR o &3 &% Hlold S ZAdY. Z; whoj<do] thaf:

- mlold B AHAE 7|9 FAY vES AFEE 19 mLe] HFF FALSE A

§olofo} Fk.
- whole] W gRel g A e 2
T2~ 3% Bok YERO] sleh S FolErh wholde] WEEe] ¢
A8 WA Bew A9 o AHE WERI
- ATA F, 7 vholgelE 100 mg/20 mL (5 mgiml) A A2 goko] Sof Yk
- §93 §71oM s duich, Fol A 9 W mPA B P w4 oRE
%ok AALE Fal AT,
- ATHE vtolge 84 g9 FuE As) FA AgAh
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= 250 mL 94 wo] F7t=2 34| of 3o
- 3 15 AREske 9 #ellA wid 0.9% FAHE A ErY §4E AR

e

=

# 1. ¥l 40 kg 01&2] 21}t £0F ZAM0|M HEE = g SH7Az=pAo| 3|4 XA *
A=Er F= bSO Al od o +

B AIHIZ S5 $Ar%+="aw%# Z=ql ol A HAHT _

B9 €2 X
ol ¥ B, Al 2o

200 mg+ 250 mLe 40 mLe 40 mL(2 =x 20 mb)« [7
(Hro|g 27H)« 100 mlLs 40 mlLe 40 mL2 = 20 mL« |7
100 mg« 250 mlLe 20 mLe 20 mLe -
(HHol 2 17H)e 100 mLe 20 mLe 20 mLe *

- ﬂ@a )9 ZA)S whsg Abgstel Elo] wheh wolA Bad g3 e
9% FAE A AR W, W 0.9% FARE z«ganwb— #7510}

- % 1o meh HAR 2v)e] FAE ALl wloldelA WRF £Ho] AT
T A

Cmew 80 ATAD FA BS 3 Me] §A ok

- wg 203 sb A H3lo] W gke] gole ERWT. wWe ESX opETh

- 2AF 54 Soe He0 ~ 25C)olA Hr) UM EE
A 48417 Bk ket

3) Fo A

d

AT NN T PHFAL kB FAO FelstA et of okt 0.9% A
& ARHYF ololel e Auwel goste) AP B9 Yot

t mUE P00} FTHALE R FoAG L

) ¢ #BE WS 9 olbmeA s Mee BT HUE F2)

C oo BAGNA o] e Fof Wi fxpE Tl o= Bl el mUE P olo}
Sk ohjBEA s WSS XA T3 BWF] N8I} A BANN AL
sok gt

CE4 gog 2o 71&E 7Y SER Fodn

o
10
mlo
1
£ 4
nE
fr
offt
o
rigt
_>,i

H 2. 415 40 kg O1-42] 4210} 2-0f SAHOA HEE|E= FALS SEHE B 3| 8o
FUSE

= 2N, Z=ol AlZhe = =E. N

308« 8.33 mL/E- +

250 mLe 60=+ 417 mlL/Ee <

1208« 2.08 mL/Ee -

308 3.33 mL/2e +

100 mLe [ 1.67 mL/E« +

1208 0.83 mL/Ee -
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7. A% 28 o1 FOIT AF 3 kg 014 40 kg W% 2okl A okE A R FY
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cBpaolA Baw o ©i) §F vo|%e AWtk 2t ol el Tha)

- wholel g AR Azle] FATIG uisg Agd 19 mLe) B FAEFE A
etel FARE B T HelA AP

- BE FASFE 2 W AFHH FAHA XS A5 nolLe Av|Ank

- mpolgte] W gBo] B FAHA B A%, 0F U ohA vlo|%e EE
T2~ 38 F R s} SRS olEnh vo|%e] Vgl #ud &

[}
- AT E Hold 2 34 & FHIE Hs) S A

2) 314 A

- A% 289 ol geli AF 3 kg o4 40 kg HIREe] o} FApelAlE 100 mg/20 mL
(5 mg/mL)2] AWAHZ AFA &do] 0.9 % FAE AEAFE &3t HF
% 1.25 mg/mLE o 34 % oo} 3},

mg/kg Fal&e 2 2.5 mg/kg A& =
- 22 0.9% FARE AEAdg o w25, 50, 100 mL) == HAEE =279
A7) Ao &5l AFEE 5 Ut

ol
o
N
AN
o
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ML N

otk B4 £ 125 mg/mLe] ¥H FES
7] 9% &l WE F &HoE IV U T FoAdG
FA7] B FA] BEE 50 mL pRke] &%S FUAY w A ATt

*IV R B Y

C @Ak A AR ol slukste] AelAvlE 34 §99)125 mgmLe HE
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B ) wi vo] gl WE Ayt
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g9 Sl Fshe 84 S AWANZ 34 o] 125 mgmLE AF 5
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= 1
d, A4 4 13 Be AR 3 419 1 d8AE 2 IFA
SAA AR ZEIOHANA o] o5 Fof W Azmubbolgl X ZET-19 AFA
B7HE Ao

(D) A2l A AAA 8

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

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

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

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

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

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

a. OFO| =7 |HO| =2 S7Hn=5), ZtEL F7Hn=1), 100 =F0| =22 EF(n=1) i

b. 01D | MOl 4 BoHn=d), ZHEA B7Hn=2), 2047 BIHneD), DOIDLHO| B4
Z2(n=1), ALT S7Hn=1), ALT 2} AST S7Hn=2), FHES 2F(nh=1), E&n=1)

- G5-US-540-5774 AJANEL F5%5 ZEYUblolg] = ZFEE-19 o 45 gy
o2 3 FAMA, 3 YFAPLE, APFS 5%‘( 1) 10¥(n=193) &<
StAY EEAEHE 3 0=200)3tH . FEoldRbES 5 FoT 36%H(19%),

109 Foi 25 U3%)NA HIFHJA, F TolA

5% oA R

QR

Aol Aldeke 13 o)
doke 13 o] Fof Wk

o1 Fol Wit

TY6Y FAT 7%, 10€ FAT 4%)°] AT}

H 3. 5774 YAA A 20 E o|Mduls 2 gok, e

0|4urS ol EE, n (%)- = o o# 2

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

AS0|HEE(2E S 36 (19%)« 25 (13%)e i~

S AE0|8Ss 1 (<1%)°e 0w ~

SO STHE OF7IEt HE0|ES. 4 (2% 4 (2%)ce i

a. U200 23t O| At BEEXE20AM FIMEA] ST "

b. dgts A

c. ALT S7Hn=2), ALT 2 AST F7Hn=1), 200 =F0|=4 HE(h=1), S ALP

F7Hn=1), EF(n=2), JYT+ B2(n=1)e

- GS-US-540-9012 LA ZZ2Ynlo|g 2~ A9 3-19 S ddo] 7¢ o]yl
a1, SARS-CoV-2 Zrdo] FxEHAeH ddo g ojojd ARJAE A ol
7HR B ddAE g e E 3 AR, olFwrhE, i A3
o=, ANFeF n=279, A< 2769, AF 40 kg ©|F< 124 o] Aof oAk 3
) = 9oKn=283, A<l 2789, 124 o]tola A= 40 kg o]l Ao} thAdA}
SW)= 39t TSt A@ekE TS 279H e A F 22TH L o &

04 wol 7 449 o] tAAE 71 B FAA A
Ho] At AT 8% AlHA AFgS 13
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L obEol S (RE BB AWT MB12%)T SlokE 25WOWN A nH AT,
ARENA 5% ol RiE oFolauee AN F T BRI A=
ZOe op/|% FU fRolAurgolt fEol gk e HuHA gt M4
om ZHAA o] Al FoTo FHAE GS-US-540-9012 AGAIE e A
AT Feol A BLE A GAUA, o)) d HolEe] A A@dA ol

* QAAY F AN naE EahA Ge olaukg

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

rr

*AJAFA o)

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

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

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

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

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

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

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

s2daxA] 01334 52)¢

a4 = ok 47
s 0|42 3 22 gloke

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

AGAPO R, AFol we} o] oF&

- 124 o]telal A5 40 kg o]/l
ol thAAHn=5): 1Y x}ol] 200 mg
Fof wkorTy.

- A% 28 o]iolal AlF 20 kg o] 40 kg " TEQ A (n=12); A3 28Y o]
Folal AF 12 kg o1/ 20 kg ¥Rl tAHn=12), AF 28Y o]dola AF 3
kg ©o’F 12 kg mwd thdAHn=12): 1Y zlell= 5 mglkg 4, o]Fdd= 1¢€ 13
2.5 mglkge Fo whqtth

o

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

mlo

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

(L,
olN

CohmE A, BREE, 7Y BY uE, FUNkS
Copulms) el Ea A%
3) NHE 44
ofele] o 4butgo] of ool AWE ALgolA HIH U
WA Aol : ohbBYA 2 &3

_76_



eI

- HE dFolE ol &3 HIJAIRAA FFY AR=Aol BHREEHIIT. AFA
i3k 2871 W WA A ko, AlFAdA Y A=A TS wAS
2= 0-1]:]_
T WA T

HN' <

Ao w wAEEH A7]E ol %x}oﬂﬁ o] A&o]
- o] of EO% 7 9 2o 717t F eGFR HAE 4 /\16}
X}oﬂﬂl sHA| =t

3= Aliii%u—t— SEEA)HY HEFA
1‘44141 Aol A F2E70] o] ofe] M W thAL B ol 2~ B S A3fs
= 7 #EFHAG o] ¢ JEEANFEZAEE FEEDHY YEFAE=
el

3) &3 A (sinus bradycardla)
AN# Fo FAAAM] HuEgorn, & vtA g Fof 49 oy 3] EH AT
4) TZEEN A A%

A2 Udlolgl 2 Z4EE-19 A2 Aoz 3 ACTT-1 AlgolA Z2EZH A7
T INRO AAo] ekwrel Mgt © WIWe] 3’5‘}2?\14 =Y Ak B EIA
+ Xt Zolrt BFHA GFuTh o ”iioi A A, o] g Fof v F
ZREEEH XS EUHE gh

6. 3&4-&

1) o] ool th3t FE T AEAIT S ALFolA FAHA I

2) o] 3 I EFAFE2A(EE FEZA)H] HEFAE AFHA etk (5
WA Fel'ek )

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

SEls D 27 A A o] oF 10 mg/kg(thAA e AUC 7]4k
% o) 130 W) oA, BAS, wole] Ay B AE

bt
o
N
N
>
jukss
o
o)
)
ofo
ol
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Hjope] ZHarh AZE T

2) FHE

- APl A o] ¢fo] RFE SOl WiEH A AARe FAHA Fddth
- FEAAE o] e M7l A o] oF 81 ThARA]

7F AEHYen, ot =},
BRI Hlold 2 249 FololAl AT 4 e wlolHs Ae} o] of T
2 Q3 obEolAue e AW, Yol Bf 4HERH AL F JE B 8
AZgel oo amelA] of oke] QA WaA of o mi 4mel 714 A

7F obZlolAl w4 Qe fsAd A HEHo o .

8. ok R LHRNAY Fol
D zo}
S o oke A% 289 olgolm AF 3 kg o1l ol B 53eNA A B

axol HrrE e,

L AF 289 ool AF 3 kg ol RE o} BAEE o] oS Foisty] Aol
VFHOoE HPHI eGFRE ZHshok ATHEWEF 1, 5 A8de] T4 4,

o
o1 4REE, 20, 10 Aol FApel Ao Fof ),

U vlek = AF 3 kg P Zob BAeIAA of ok A L RE

AE 28U
AL YA ottt
2) 1=}

- ACTT-1o14 29} wige 1,062 d AL 5 36%7F 654 o]/l A
GS-US-540-5773 Y gAI @l F249f widd 39789 AL A & 42%7} 65
Al ool At GS-US-540-5774 A @A 219 v 58419 A3 thy
A % 27%7F 654 ool k. GS-US-540-9012 AdA ol F=+9) vigd 5629
o] Wi thidA F 17%7F 654 ol doldnt. Had A FA @ ztet A

ok

838kA

dutzio s 3 AR Ee AR Ve #Aac W ¥ Ee g e AR9
N7t o ades AS drgste], 189 gatela o] ofo Fof gl muE ol
A7 Fo7t 2asiy

9. A} BANAY TS

C 7o) Bl Aol ofEet Ani gich Al BAelA S A W oyE
ol ke,

2P ol A

) ORI E:
A3} Fof Wi o

= #9) g
Bk BE BAolA YyH oz

rr
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10. 217go 3A}oA 9] Fo

Aol gatol A okEd AR gtk AH {Fodol HaAlAdE A3EHA
3, eGFR7} 30 mL/min ¥ 5tQl o= By} AAEHZA =t} o] S Eodlr
A3 o e Tk BE AN Ao g A eGFRE Al oF gt

50

) —
| -

o

—_—

11. FFEAA ] A

28T AT T owlolge 34 g9 ZHIE Y5 A AL
)}

A FH|E F] AL 20~25C ol A 24417, 2~8TC ol A 48417 QHA BT

D eFg 28
(D #8714
S FHhAEE2E FEY A E g 1Al XKribonucleic acid; RNA) =¢84 A A o]t}
- FAPARE2E oltlxAdl FEEEHE AFLFERZ, AXE YA tiatE o] ok EHE
o2 A FEFHUANE A4t gAAIE A%
- Y AR 2 AQIAFS old| 4l AFQl4Hadenosine triphosphate, ATP)] A =
283ty Z 2119 Hlo] 2] 2~(SARS-CoV-2) RNA 2]&2& RNA ST E4(RdARP;
RNA dependent RNA Polymerase)oll o]ai 414 RNA Alsol] #HYst7] fsi =<
ATP 7143 A3, o] violzl2 RNA BA| & Al 34 T8
- F7HAR] A8 o R HAUAHIE AR FEYLEHE w7
sl wlo]H 2 S FE A read-through A2 Hlo]2) 2 RNAL] F¥ o
o] RNA &4 9AE 4 ok nlo]el22 RNAS] Fof HoAv=
T EAY W, AR FEFHEEY ZAY aHRU AaEo] Hioly
RNA A& A&l g
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(2) A 2 &npolgjx= &4
- HEARIEE 4k QIZE 7= AI(HAE) Al 300 A SARS CoV-29] 474 &5l
sl Al wjeF Fhfolzls BAS HQow, Fof F 484Xt 50% FE F

(EC50)+= 9.9 nMo| Aot

- AP H A A EZEQ] Calu-3 AE 2 AS49-hACE2 M XEoA = Fo & 72417 2
48 A1 7kef] EC50+= 280 nM % 115 nMo] it}

- Vero A|3Z o4 SARS-CoV-29 tgt HbAH=2] EC50 3t Fo & 24417 A
Aol 137 nM, 48A4)17F Al Aol 750 nMo| At}

- RSVell 95 HEp-2A4|Zo] 4 =& 59 #AdAn2¢ F2ZAA4E S
LA, AEAv 2] Fguloldx L FEEZAJLYG 5 &F =4
2 A FHAT. FEEZAILEY w57t 71 ot "AdAIH 2] EC507F
7FelR ar, A549-hACE2, HEp-2 2 It 7% A3 A| oA S22 HAA4AE ] &
7V Z74sl wet " AIE 2 ARl4ke] o] ZASEA T

goll AAIE AlFH W Ao, HHARE2s €3 B.1.17), #E (B.1.35D,
7t (P, 1A= (B.1.429), 713 (B.1.617.1D), =t} (C.37), o] L& (B.1.526) 2 A
B} (P.2) HES X3 vloldl A =849 P323L X 3to] A+ SARS-CoV-2 ¥
olo] At EEFo] thal o]A AE SARS-CoV-2 (A& A) B FoAet A
ol 2 FAE FA K258 wvke] ®sh). HHAHIEE DE (B.1.617.2)
2 om =3 E (B.1.1.529 sub-lineages BA.1 and BA.248) wo]eo] A Ez]Fo| tf
IME AS A SARS-CoV-2 E]Fol digh 7 ntold 2 &4 (0.69) v Rke
HhE FA T

l

rlo

o\
bl ofN [0 ok
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H 8. SARS-CoV- 2 0] 2J4F 2a|50f [j3t JWEAlH| 20| Sujo[2 T

= & . 1
SARE;I;V'F Hﬁ;:::'ﬂ wHo mgu.| =o xw. :j;i 24 wstko
B.1.1.7¢ H=e QHinke P323L« 1.58+ Hisl glg e |7
B.1.351« HOrI=2|Fte | Hi|lEfe P323Le 1.19+ "o glg e |7
P.1e Bapa, Zt Ot P323Le 0.82+ Hisl glg e |7
B.1.617.2¢ olza HEte P323L, 0.59. ot glgee |©

GE715e

B.1.429¢ o|=- A= P323Le 1.94¢ s glg e |7
P2 =apsE, H|Efe P323Le 117 gisl glg e |7
B.1.526+« O] =« 0| 2 Efe P323Le 2.33¢ gigt glg = |7
B.1.617.1¢ glze Ftate P323Le 0.63+ "ot glg e |7
C.37a H=e 2t P323Le 137+ gig) glg e |7
B.1.1.529 Hot=a|Fl. | eo|3=. o R B o
BA. 1+ P323Le 0.45+ H=l glg e
BA.2¢ P323Le 0.23+

Ml gl5: 2,580 D|22] e T

(3 WA

- o] ofo] F21}9 Hbo] 2 2(SARS-CoV-2)ol that U4 vy} ddE 94 AsE 9

- A EZ A E AEARI 2] gk A o] FAF SARS-CoV-2 #8771 Ad
HA. AuAHI 2] B2A FEFY QLA TS GS-441524F o] &3le], ulolg~ Eo
RNA ¢]&2 RNA @& (nspl2)e] VI66A, N198S, S759A, V792, C799F =
C799RoN A ofw] =ik X8 WHst= Aoz Yeyth 54 F9-XF Ed%o)
Fr=oll o5 ol# g X Fho] ofAY A= Hiolg 2o MEHORE T=YUHIS o,
Ao AH 2o g o] 1.7~ 3.5u] ZAdte ZAoE #FHUG AGAHIE
of A=z mieF WA A8 AFolA nspl2e] ofmisbe] E802D X #o] UEREIL
O Az AdAHIEd 3k Aol 258 AEIT HlolEa FTE L
P323L X|%-S E&3}l= SARS-CoV-2 EEFE o] &3 AYAH2e] = g2 A
A4 VIG6LANA ©d ofmit X &ko] yepgth P323L @5 E= P323L+V166L
o] =¥¥ X &o] Q&= AxEF SARS-CoV-2&= HuAu| 2] th3t FFAo] 2zt
13w 2 15w A3

- AR F CoV Fd 4 vpolg]2~E ARG FHAINIZ] AE v WA Z2ad

< AP AR 2o i3] 568 A" FFAS Fodte CoV Awte] ZX BHE
Zb71e A vlo]#) 2~ RNA ©|E2 RNA a4 27FA X 3HF476L 2 V553L)

A1y
-1 =
(e]

rr
o
£

lj>1_, N

4

—

T

o

Ao,
Avo] whole st M kel A wholels AT AAE RAI SARS-CoVol
5ot XZHF480L ¥ V557L)& =43 23, M ujckolA HAdAv]Z2ef gt
Gadol G AT W m™elA SARS-CoV wrIde] oksiw itk

[oF

L.

ox (i tlo il o

o
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o]

SARS-CoV-2 A} =% Hlo]# 2ol F480L3 VO57Le gt x| $hko] 7jEA o2 =9
S o FeAIR 2o gk heAdo] Azt 2n) A

@) 55 2o X8 &7}
- o] ofo Hoy Qo] IEUH9 Y 2doA dhnlold A AL HYt ZE
19 vlolE 2~ HFE 12A17F Zo 10 mg/kgE, ©]1%& 1¥ 13 5 mg/kgES IV boluszZ &
=1

AEYe o, PR A Tl vlete 5F7) Ashe] Y AE 7 We 9
sobA # W, 7 wholel2 RNA 537} 7Has itk

2) okEata An
(1) ekE3t 37}
A A2} gaRel @ ok5dt slelmHE e ® 99 2rh meuulold s

AHAS-19 SAA o] oS REEFA SIS wfo] fulAH =k thARAIC] the oF
53 T EE & 109 AASHA T
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E 9, WH A H| 29} CHALHI(GS-441524, G5-704277)2] UES E4.

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

U Hle 0.68-1.0+ 119+ 0.56¢

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

CH Ao

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

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

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

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

d B F(55-US-309-4231)«

Jak
2
a
hig
il
+

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

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

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

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

b) 7ot Bz FEAe
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2) B Apt

@O Aof A}
AgAnl 29} AGAEIZ =3 OIARA] (GS-704277, GS-441524)0 tigh A <&
St 22 A7 Akt Al H Aof IEubteld 2~ I S-19 SAE A
S =2 3 AF9 T dHolHE o3 /MITHUL ol AFE 28%‘ o] 184 H

E

~8) M 2.5 mgs/kg BW SOURSE 2~-4) AI2| WCAAHI=OF CHALH

Rholal AlF 3 kg o]l &of &R ofFdhARl kES FAske T AHRHU
tH5823 YA F). FoAd &ZFoA ols &AM ==(AUCtau, Cmax, and
Ctaw) 7|std v FAHA= Z2Untolg|= dS-19 4 SApolA e gholl Hls)
A AR 2(33% ~ 129%), GS-441524(0% ~ 60%) E-l GS-704277(37% ~ 37%)°ll Ao
O =3tk 28y, ol8e S7ke YA eE #o3t ’“%Ei DFEH A U

(AH&7de] FoAAE), 8. &of B AR AAA Y Tz

N

EEARE D BN
F53} wErHE &

71015] =-

19 20} #zte)
11614 A Zgch

A AEZ B oA AR T R

11. E2LHHO|IH A ZES-19 =0F =2AH0MA 2OIAIHIE 100 mg 2% 504

(E=E
(GS-441524, GS-

704277)2] Ct=] S0 2FS St mato Ef= «

BASE 1o FASE go HSE 2o AmE 3o FHSE 40 |-
A= pg o A= gt A= g2~ |,
12 ~ 13 Ml 12 M| 18 Ml
18 Al 12 Ml o] 2ro] i, o|2ro] 2, o] 2ro] 2,
a0l E, o] grof T, o]-&t0] 2 HZ= 20 kg HZ= 12 kg HE 3 k
=2 B05% H= a0 HE= 40 0] 4 a0 kg o]l4F 20 kg o4 12 kg
kg O] L kg Q1%+ o] 2r . o] 2r o] 2r
Chy+ (N=12)+ (MN=5)+ (M=12)« (M=11) (M =100+
HMOAMHI=. e e e e e -
3910 3920 -
Crnaxs 5580 4660, 5530 (4240, AS00 (2720,
DN (2140, (2270,
(ngsmL)+ SO0 T2100+ 340707
ABTFOp &7 D0
2470 2280 -
ANC .+ 2500 (2570, 2910 (2140, 2930 (1900,
b L (1940, 1200, AT R0 T1E0)+ 452070+
mg-nrSm g r .
tng:-hr 31500 A0
GS-441524+< e - - - - .
Crnaxs 197 (123, 162 (57.4, 181 (132, 158 (115, 202 (171, -
(ngsmL)+ 316+ 458)+ 2483 215} 238}
3460 -
AINC e+ 2010 2640 (772, 2870 (2020, 2400 (1740, 2770 (2230,
ng-hr/miL} ’ =V al= o) A080)+ 23200+ EXETa) e
tna:hr SOGE0
Crant 28.3 (59.0, TEZ2 (24.0, T32.8 (499, 694 (451, 724 (585, -
(ng L)+ 1G4 2420+ 109} 100} 105}
GS-TO42TF T+ + - pe! a - .
Tt 207 (212, 278 (145, 423 (309, 444 (336, 390 (305, -
(g ArmL)+ 443747 532] « STaM SE5) SO0}
AAIC s+ 815 (474, 537 (203, TS54 (547, 734 (513, G071 (454, -
(ng-hr/mL} 1400} 1420} 10800 10500+ Q66
Cl=tl =] - Fhe
a. =|CH 10 27 AELAIEHIS 30 270 v =20 CiS T EF2ES S =8 x| (G5-IUS-540-9523 ).«

k.

ZISE BE = A
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f
?’-SZ
2

[-4\1
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£
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- o] kS o] &3 FEAASAE HIHE AT dHAEL FHHA LU

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

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

3) A AR

(1) NIAID ACTT-1 A&

- Z2unfolH 2 7FEF-199] FRE A dLFAe
Sz BT Aol FHHATA0629%). A B FA=ES ]@94: e Aoe
d 13, 10¥3F o wekar, Al 200 mgs, A2~10¥

= weesich ARG} 102 Mol Hese A5 Tt FREc

- o] Ao A= SpO2 94% o]k, TF& 243]/F o, AAAE B8 e VA
7l By Bt FFO2 HelH Yk

- O T syl sigske SAVF Fo Jhsekddth AR SHE A<, SpO2 94%
o]}, HEAA e, 7|AS] 29,

- H|o] 22}l ol A £ /\l?'ﬂfH“XP E—*é% o3 2ok B A" S9AI(65A] o]
36%); FA 64%; WA 53%, = 21%, °oFAloF] 13%, 3|29 « 2HRA 24%;
AZSlETS A 1069, AA A F %% 3217F 957 (A %XHLQ] 90%),
285 (27%)°l 71A%7] == ECMOZE a3 st 7 Wiig a9 gk
T E3H051%), BIRH45%), 28 B=(BlHR, w5 HAge Fx+= F %Oﬂ/ﬂ FrAlS}
At

5 e

g =
S

iﬂ

Wl 4 s=xe] Ao, 3%
G ol st AAsl BBRF AUSE B9



HAth 3E7EA S Abe AP 10Y, #1%FT 156U ESE W 1.29; 95% CI
112, 1.49, p <0.00De)Ae. S| 571219 ATt TGS BS/Te< ﬂx}(105ﬂﬂ)0ﬂ
A AR B Aol A B 5ol an(E EE vl 1.22, 95% CI 0.82, 1.8D),
SEAHO5TH) AN A Al 11, Yok 18L(3 &+ Bl 1.31; 95% CI 1.12, 1.52)0513}

- T8 22 WS E 1BYA 83 A ER B d3A BHE, gs £/
uteh 37 A

1. v, &5 AT gl

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

6. U, ¥IREH ] BE AFEF AL e
7. 94, 53 7IA®] == ECMO

8. }\]_UO]-

Adtros AdTolA 15LdA =A3=7 8 s (e=n 1.54; 95% CI
1.25, 1.9D.

- 29971 A) o] AFLES A DT 11%, AT 15%ATHHR 0.73; 95% CI 0.52, 1.03).

l‘l

(2) GS-US-540-5773 44A1&

- IZRURbolE 2 ZAES-190 FXE AdUlEr] =AM AAEEEE 94% o]sto]al
H Ao AR A7 e 124 oo dd dAE itz 3§24
A, 371 T3 AEAIRAA o] ¢F 59 Fo(n=2000¢ 10¥ FH(1n=197) &
< HAT. BE WA EEXES 34 A & uAHZE 200 mgE F
of Wk, 1 o]%F 100 mge 1¥ 13 Fof Wty AP A7t Hhst= 49
Fo71 SEHA.

- ol =ghRlol A o] ANFEA AL e 2o A% Sk 61A0HS] 20~98
A B 64%; W1 75%, <%0 12%, oFAlobRl 12%, dl2=dY HE& ZRIAl 22%;
ZIAS7] T ECMO7E 875+ S4= 109 Tl 5%, 59 Tl 2%

A, AFF AT 875 = S 102 Tl 30%, 5Y Fofatol 25% Stk

A S8 THE7IE 9 ALV FHUhE F oA FAEE T

*g FPSE Aol 78 AR B 9H FUE, o R n

Al

2. ¥4, 534 71418 7] == ECMO Z 8
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3. 99, RIHEA ] Ee AT e Ee
4. A9, AFE A4 de

5. d€, Hxqta BFa, o5t AA He
6. ¥, HEtha Bl ojshH HA EE 8

7. 14

- o] gkl A 8] Aol E HASIAS W, 14LolA o Y EHE 10¥ FAEH 5
d FATNA FASIATHA GG ATl i e=n8] 0.75; [95% CI 0.51,
112D, weo]zglol Aol ztol& BASAS W, 358 vy AGENAE 5Y F
AL 10€ FATAA TAHSE 7o Aols BEHA @t 8IA =E
Aol o7k AP 59 T 2 109 FoATolA A7 12% 2 14% T

(3) GS-US-540-5774
- Z2uybtel# 2 A F-199] FXE AW r] =0A AtaxsE >94%0]ar ¥
Aeo BASH SA7F e 124 o139 dd dAE ez 3 529
4, 3 9718 dEAFAA o] ¢ 5Y FA®=19D), 10¥ F(n=193) &% =
A =2(n= 200)% WA B WA A F} A AA E AEA]
2 O

18] Fof worth AWT AT}

dak STAIRE S 12~95

g2 EAe o0& 2ok 9 F9
ol 1 sy == gEA 18%;
:

A; ‘a’fé 61%; Ml 61%, =20 19%, oFAlotl 19%,
DA AH, Heda ZEH, A R A S 2@V 2 A4V S

1A WASE LYAC 78 SAHEE B 94 FuE, og BF o

1. }\]_UO]-

2. 449, As4 7IASY] == ECMO 22

3. 9, WAEA &7 e AT A B2
4. A9, AFE A4 de

5. 99, Bxita B, oshA A Ha
6. del, HEita Bl o8 A 2d8

7. W4

1o e dde= 5Y FoATANA EFA T Hlst] /AT E ATHA S H
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M gk =1l 1.65; [95% CI 1.09, 2.48], p=0.017). 10 FATNA= EFA

o FAXCE 737 ol BEFHA Fskri(l o] zEilolA o] AolE HA

st e W, 3EE vy AMEEANAE 5Y FATH 10¥ FoATdA SAZHCE

To7 Aole BEEA FUTHAGEE Aol th e=#8 1.31; [95% CI 0.88,
< TolA 2% ©lstA T
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7k 124 o] (AZF 40 kg ol HIYgH
w7Hd, gt ddAIHe
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T HT 9 Ao mEt F3HE AT

oj gl Aol NP S8 a3 Aok A" Fdwk 504604 <]

N dAF 30%); EAd 52%, M 80%, S 8%, oFAloI] 2%; By T
BA 44%; BMI T2 30.7 kg/m2. 7} Qs SHF A3 TF%(62%), Tk
(56%), LEPUBBATE. =4 THANA Fo7tA 9 7|zt tigk SIak QL Q)
2 53, B)dola, 7IAX e nHlolH 2~ F FUa-S 6.3 logl0 copies/mLH T 7]
A AFEH B4 9 FHE A3 T oA FASEA S

- 12 B s 289 7EA o] ZEUnbolEl s ES-19E Qg Y Es
AAge o] A 3hAF vl g(0]3) 28U MR 2] YY/AFER ZADZE, 4L
Zuntol g~ ZAES-192 A% g AEE st B 2443 o) HF
= ASE AYHIAT. 28971K 9] YD/ANEFES AFT 29H0.7%), kT 159
(5.3%) o= APTolA Hofarol Blsted AL/ AEEC] 87% FHAE JATHHR 0.134;
95% CI 0.031, 0.586; p=0.0076). 28¥Y7}A] Al = RIE X Ut}
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(5) GS-US-540-5823 A4A &
- BLE, 3N, 20378 A F(GS-US-540-5823)2] L 2}F=-3
BaAe] oFEE 8 A e Brhse

S 28 o]iola A Fo] H4A 3 kg ol BF, TEE R F
I~
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Q1 2o} (n=H); AF 28Y o|iolar AT 20 ~ 40 kg "m|THQI Ao} (n=12), %

28 o]Aola AF 12 ~ 20 kgr]9Hel Ao (n=12); 1@, HFE 28Y o]io|xw

AZF 3 ~ 12 kg "9k o} (n=12). AFo] 40 kg °]AQ A= AA & o

°F 200 mge Fo wu g ERE 19 13 o] oF 100 mge Fo Witk A

3 ~40 kg "l ZoleE AA & o] oF 5 mg/kgE Fol W g2 EREH 19 1

3] o] ¢F 2.5 mg/kgE Fo Wtk Hrte oS 2 14

A94Y; 1AM o] ~82); 2~10¥4 == HY & & &

A FARAEL (£5Y). 109 7te] X8I} F2H7] A

A8E THAL.
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g)olar, HlolaTl AR 363 FANM FEELS 66.7%-84.6%

At
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- R dolidA AEH L
N FZHA.

A(GS-441524) ==
(2 ol 2 FAEA
L o] ke B ofolmE A7) Felo] mE WPHAPL FAHA st
Co] ok BEAMol AW, AF 2x ol AZTE o] gF PAA oA

Ao LAAYPANA FRFF] SJAHA FUT
Q) <rHis %ol

)
rlo
zQ
32
iy

A7
d887], 420 -30° 0 2

=g 99
ANEAEY (1 nhol D)

A&

[FAAH Aol Tate]ld 2ok ), AFEA S5 SAE54 26 AH ALY
1535 (43} 02-6030-3300, A F#d 72 0079-814-800-9172(5F A1 A7)

[EekatAddd ] 2023. 09. 05
AFo A7 o F-EA 0 7]

B HEEAY HZ ¥AE W82 Fo o)A (www.gillead.cokr) Ex AF & FFAAA
289 o k= A B(nedrug.mfds.go.kn)ol A F<lstd & AsUTh
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ﬁklury

remdesivir

02X 9p
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5== JHIC

COVID-19

Coronavirus disease  FiMlFHARTE ST A) S{7HARE FIDE M0 A7 | HIRIAC
1L | ] -

) GILEAD
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£ HEFAUFE HE U7

HI2R2|"F  WPCRAMSE B HIIE,C1S = 01 SiLt 0lu0l SYFSis Last 8IS

oy A0S 28% 01210120 H|Z 3 ky 014 TR0 2 A ARSI BR}L| X8
o I
* UUE7|lroom airl il AkLESHE(Sp0,) 94% 0i8191 #xt
* - HELL KB R ET

o 7| HETILEH|2|2H S 2 ECMO) 0) T 2 5 EHA}
HPCRAMEE Bol| BRI S0 FilEs MaEo| R HEYUE
L 0HIEE 40 ky O] TR2ULHIO| 2~ LS9 BAI2 X B

6 AB 0SB R INA2Y

1, 4491 90K 40 kg O1A19) ADF A < 200 mg HE B0 FOJSAHEEN = S0 S2E 12 18] 100 mg
@ ,E* HE 3w ENIRASELCL

w -
i A EIE

an
o

S 42y

200 mg | 2EHESE 100 g LHAIRER

2. 4% 282 MO HS 3ky A S S ma/ky HE A FONSSIST &, S0 SRE 1% 18] 25mo/kg
012l 40 g I 20t 3% AW FOISKISYIBUC

2

1) BSEa0M YAIE S F St ol siEshs 2l EA
HER"FTE IZLNY M TICHS W1 THsuhEa| FO7HAIEEI 040} ELIC
- HE R0 VT2 SYUULCEL 5 R0 3 MY SYORUER e BF FN2 AU SUVRHFABHIE
S, HA R0 712H=2 108 O|UiE S
) ZE2E UHE FHM 52 45 Y S 58 A2 LUI0|3{A HEE-19 EA
- HERE*EE D2 LN 2 TEHE @D 7HsEEE), J0) 1 Fa fE 5 TR 0| Lo FOI7EAIERSI0f0F BLICE
- PE EO 7]ZI2 3RELICL

e R PR TR S A U SR W ] B e SR

ECMT, aelracarporosl minmbran e oopgena titi; Splh, Saburatio n ol parial pressura cipgan; POR, o hrneras chain reactian
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R

il =0 aa

« HIZR2"FE= 3020 M 120200 Z2A 1YL 1] IV infusion (EE Xl £0)615,
Che 322 S0oH] el
» B FARSE HIIoHH A Es HIZRR F SEUX BYS
IVinfusion 202 S[AME M= 0,9% FALE Ma|4lH 'E ArEEH,
CHE EWMTAL 2FS 2 S A0 FOSHA| 4SLICE 0.9% FAIZ W24 0[2]2
CHE Ho =0 2o8a}o] 22 B0IE|X| pForsLch
« XplEt oFE M| 5! =2 XIES MELTME HOsHFA7| HEZLICE

il =01 ™2 =0 2 S 2AH

OHISRAPRE So6l| Mt S0 Wi S0 DE BRI YNHo
A6 21715 ZALS 23611, eGFRS 6O} BILICH,

0135 5017118 A

© eGFR 23
@ ﬂ?lh ﬁAE

@ ng_gug A|7r tg

£GP, astimated gianor lae iratan rae; IV, ineraenous igeclion
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L HERA F
U2 Fo (1)’

§

§

§
O

T EE WS WoHtHEAA BISE TRE VS

T TE S W OLFERAA EHES TET NRUS (MUY, DHY,
v, Mu, HAAS, WY, SETY, WY, SRS, 8, 7Y,

Wt 28 10| LENE == USLICH EU 12027 £ 258 =24
ol0f O|E ol & Qo0 edEHo = Rott fuiviE g4 3 HE7t
LIEILE= H20 SA] R0IS SHoH0f BHLC

SESH O] ofof St dEof tHE qHRIEtEE Ol EAlHE o] ohE S5t
O} S

ool 7| M0l E A Aa0) 1 Sk
ZHEO)| EERHOAM 2] 2bE Sl B E flon, 2R EALoAM B3 =3

TR 0 HOIS(X| USLITE ZH0) BXME 40| UHYE
HEdls JFo0 RO{EL|CL

1243 CHAIAL 9 B2 LIHI0| A 2HE-19 EEI0|M 010| %7 | H0|E AL
40| BauERien2 DE SAHAH 0] 2F 5o] AJZ} Mot Fof e S0t
UAHO 2 MEBHEE 7H0f ChEH AEAN ZAS S3sqof SLCH

& &,
ALT X7 H-ah L5tx] 2] 100 ALT k0] 2HH=] FHaEL
Ole 2 S7F61H 0] 9 S0 E SUE BINTHE 0 Y ENE
ECheH= 248 D2{5H0} FLICE. SEELCk

BLT, alanne aen saranslerast

3
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T —

2 HERA°F USH 28
=0 oy 381

M =4,

@ 0| 2ft| Z&El 28 H|[SBECD, sulphobutyl ether §-cyclodextrin
sodium] 2 ¢t LEY 7H540| 2USE R, eGFR <30 mL/ming!
B M= S0 7 HEE|R] SsLICh

SIERAIZE2TUE= S22 HE:
GIESAIZERAUEE S22 T2 UE S0= HEEX] YL,

E4MY(sinus bradycardia):
_@;L AJE 2 SAA0| HTEIROn, Ci5E 0jXIS E0] 2 421 0[Uol
Sl ESLICY,

ZSEFU AL EE:

TELIEIEA HES-19 B0 ZREEY A = INRE] HE0|
@ 2{2f7 [fH] 2IMEHY WHsIAELCHL HRA S0 W= St IS EEY

AlZES SLIEE SiLch

EE RS
HEF2|°50| YM B S0 Oig YA KL 2100, U8 U $R59)
Z2 X122 RO HBHAS T2ABHOF RLIC,

eBFH, astimnabed g nneru L flirston rese; INH. soennsrienl norm el ed s
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S AAENY DS =9 paue-s

- 01 et Al 2 HIZR2|"F Foj20M E6HK| 242 0 UES2 2%
O|2H0I2L, YYHOR o|0| Ri= YE2 AUHS, HEE, HE0IRSLICE

« ZZLHORA HES-19 2 921 #XS Y2 SHALME S 5 7
SLAEM 2O E Ol JUS2 Ot FELICHL 10t B2= H 0 H 0|dHs

S YRO0|H, M LIE N O B+ Fl= HEd3M E= 8ig E8E
EZESIA7| HELCL

B 1. NIAD ACTT- HAFATE 0 2T E olaftis

bl 1:&'3% ;1?:25]

HE O[S (IEE 0HEH &1 {8%] 44 {5
EOT RS 2Ima% 30,45
11 (%" 15 {3%]

e i B

2H T Al |
MO METT-1 ELSRA IR TG DI, IO v A 23 TSR0, Dl FIRICRE AR A 532
B naS 1Al 2100 0D EoqalDEsL|C)
H 2. G5-U5-540-5773 SLALA H ofj M 210 5 O MElE
? 58 FoE Wil Eoj=
Tt s 8.0 (%) in=200) in=137)
HEoS(RE 53l 33 MT% 40120%)|
ST OpE O] LR 3[2%) o 2%
B 3% LR

BN a0 8 EanEsS

i B B, ek B2 el |, QU0 B HE e
O]k 2] B e B Mot Chiate T inedl, Lhiod] S lnag), EO0] e 200082 S 1| ALT & e 1L ALTS AST S 1z, RIHEFH 2Ein |

2 ISR S AR C Ao e e D AT e | AR S|

035 15-540-577% G 3ATHE 28 2 e nn|

W= 19T BHSFRE LR M

BLT, wanene e oranslorase; AS T asdamale amaotrandorass:; BER, pomerular Wirator el

5
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3 BB Y H34
Z=0J 1

= - FAIS SHUREY
AT % HIO|2E@ A 204 ZH|S ok SA| ALEBILIC,

O HJOIRO) B AR 19 mLE M7160 ERDTRUE SF A0HM HFHCL

8 S 302 Bo) B0|FE ERT, 2-38 £ U0/ Y| EEE TINES BOED. HRAE
HUEE B £210(0/0} BCHLKSEO| 281 S48 MK RS 22 o HAHE BEw),

€ T{740 T 2} HIOPEE 100 mg/20 mL (5 me/mL] SIEANIE 2] S0 2o,

O Jh53 ROICH So) M 20 1 0jEA R 2 P GEE S0 HAE B Beisc,

HFHE FAE Ol HE RRUE2EE 0.9% FARE HERHE0 S 01E AR L)
LT B0 25 NS HHE R TG M A AL,

BB FY 8
EH|E S Wo| 31 B 20| M 42(20°C~25"CI0IM O] 2442,
2°C~-8°C2 WEIIMM ZICH 4BAIZH2HEBILICE,

_97_



L HESA°F Y 0SHY”
- FojOi ME U 2
1) SHcia: A= H Y Al ol 7|28 250k 55 T HE 2R

1L.CXRE=CT 4 HE AN bl B i

2. Room air Sp0, £ 94% > - W

3, AKX EE AlSEE AR I |
(low flow, high flow) -

¥ MRS ET, ECMO X RS 2= BE e

ST o michon med o nf ol b Sait s weinl xS @yois A8 10 ael] S0 7 R SUCnLE R el S0 g FlE)

2] Rojohaa: X225 MY Al ot 728 280l 2S5 S5 HA

1. 98 2 sox 0f il P Ry
2. P9 B 12M 01 YR ChE 7[R E R " > = = = =
Oj| e, eat ASREe s et [N |
HE, P, HIEHBMI 2 30 kg/m’), i ki o b
O e, 2 LIEOHEE il ki i
EEE) BE 1Ed B2EY
AEE WS O Ok FHEL EE)
YA
b
— ORf27}1%| 25 Sgishs 2L gt
1, Safdh 57 oL
2. M KB HE S| e AL
23,0, b R A S TR M T M repic ortigen teat, RATHEHE RS ST 0 ROHS 2R S A MG E0 AR L
TR S8 5 LS 4RSS M A U IR AR Te IS ) M) 250 U 03 SR SR R W
BMI bady mass gx; CT, corng kAN pgors tin; Spls saluration of partial prossum aeemn
Rafenses L SERLEE] "5 ME AMA | 72 O8] 2 Bobeol 19, al ol Bervdehidr for the Treatrment of Cackd= 19 — Final Reporl M Engd JMad 2020333005 12121834, & YEFLLIRY

remoesiar] WS, Proscrbig nhormaben, & 5 SRS et STELHSD| 2] A 208 . 1 S| R d A TR .2 zazz s nl
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D) UZrtERN =S A FId F kB BE® Fo HAH /¥, #4,
Am EE Eolo] t@ ol gule e BAW At FEA wrh PEUH=
£ QoA e DI AToA PEUH 2 o3 Fa HAAH e 9
3 Z7he BEEA gtk PRGN Y Folg BEstel fie AL
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HA L7 =5 $ 2.9%095% Cl: 2.4%-3.5%)°] A
7ﬁ 2 glotolA o] PEUHIE FEs dRbHo R YA
Al E AEI Aol oA HEVHST FEol HEHATH

4) ¥ Al
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HY el =} e E"é/\l?é(EFD)% 7183843710 Al 1,000 mg/kg/days] AT U=
HfEFH2E 5o AT HEY BV FRHJAPERE JAD(GD)
17¢, E7] GD 7—199). fﬂiE EFD ATFoNA BESFHORE Fofgt wEAd I
e 1%5]74 ottt Hx g2l 1,000 mg/kg/dayoll A H=o] HAl E

(AUC24)= RIAo 519 o] ¢ &9 Y ==HY of 99 O &

Sig=y EU] EFD Al@olA 1,000 mg/kg/dayoll Al felmlgt BA 54 &7 glo
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2(PND) 179€@% 7t4) 2 PND 214(HW 7% 7)ol ejate] Asitart @z
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mg/kg/dayoll A A o] A w=ZF(AUC24)-S QlAdA 5ld o] oF &Fo YA}
XY oF 98] ] =tk 300 mg/kg/dayoll A= EfAe] AlFWHETE BERE A
gotom, Az oz wA HA=ZHAUC24)LS AAo] A8 o] oF &9
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<HEYHIZD

JEUYHIZ2= 7|#IFAH SHEI=A GD 61793 E794 GD 6—19¢)9
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S ATFEAHAJG. A FAH o] oF &3 B}y oF Huj(A =) E= 8l
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Aol TAE AT
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AL 27 AT, SAA 9 ddiiole] HAAE F7ke), BA ATHAE
A=A E7)9] A5 AA O F2dH o] of §FY =EHT 81 =2 Al
=9 RASA oA AFF, ATIY 27] A E A Aledar &
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A e YrEduze dEduze] 84 50 $AE o 9, ojs)
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8. P A g Fo
o] oke] QAL W 654 o4 BAE T, ol ARE WA PWA
9§84 Hlel 7lodginh. o] ko] F2¢] mjAg® EPIC-HR @ EPIC-SRE 4
H FAs9 dAA 3AHN=1,578) F, 165H(10%)°] T+ 654 o] ol 399 (2%)°]
T 754 o) deldth mHE AR} FHe AL ko] MukEQ kAA Aol FEAEA &
gom, 1 ¢ RuHE ¢ PﬁfﬂOﬂ/ﬂ IL%‘ Ao} Fe Ak 7he] kA Aol FelH
A ekgron}, dX TE A A © s WiAE 5+ gtk

9. HFEAN | A

ol of HAFFA thF A= SAe] FHASF RUHHA J3dH dEe 29
o bz AR QHOo R o] FojHol At} o] of HFFA g 5A sisA<=
sitt.
10. 23 3 FHFZe FoA
D ool &o] g ¢e 3ol Hadth
2) °|eFES A 8714 Ao gE &7l Easts AL ofF & 9%
APl Aoy o) ofF: FA Ashel wkle]l & o lomz del &rld Ea

s},

11. AEIE A% AR
1) °fe1zhg

(1) 28714
UaneEdi2E £33 34 3357|537 Z=2ublo] 8] 2-2(SARS-CoV-2) 3hulo] g 2~ A o]t}
ZEUHI 2= HIV-1 a@idFsias AAlolm SARS-CoV-2 MPOo]| tigh &4 gloh
ZEUH| 2= CYP3Ad 93 UznlEdn 2o gAlS A4 ste] UanfEdn| 2o 873 =
S7HA R0,

YEnlEdn| 2= SARS-CoV-2 8 thiaARs] g aMr)e] Hetol= Eﬂo*%i—x} AA| A oI™, 3C
A} el RE) g A (3CLP°) W B A5(nsp5) whe l‘%ﬁﬁgiit g3t} SARS-CoV-2
MPO7F AR H W wlol# 2~ vhekulE ppla @ pplabs AHEE 5 A EM vpol e 2~ EA)| 7} wb
Aok YErEdEEE Kiogh 3.1 oM, 1Co # 192 nMo= ASFERy XA x5
SARS-CoV-2 MP°2] 45
A B9 A A ﬁng—H:_ 70

oo

ol

APt XA AAsto| A YErlEAH] 2= SARS-CoV-2 MP™ &
OS2 UERTH

(2) ol 2~ &4
<A EZF 4>

HEarEdHEs s =% 39 o|F, 3t A A 713A] A2l dNHBE A2 9
SARS-CoV-2(USA-WA1/2020 #2]5) 7%l ECso % ECoo #t
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62 nM(31 ng/mL) ¥ 181 nM(90 ng/mL))& ‘}tebith
ow=aE ¢ wWold BA.2, BA.2.12.1, BA.4, BA.4.6, BA5, BF.7, BQl, BQl.1l1 %
XBB.1.5¢  ojgt Y=ntELH|E9]  Fujolg{x o] P-gp JAATE A= Vero
E6-TMPRSS2 A Eol|A H7lE el QujA2 319 WolAo] tigh Y=rtEzdn]| 29 EC;9
TR 83 nM(W9l: 39-146 nM)oH, o]i= USA-WA1/2020 &5l H]3] ECso #t<]
<1.58)] Wslo|c},
w3l Vero E6 P-gp Yol A|*¥(knockout cells)oll4] SARS-CoV-2 <3}, H|E}, 7w} 2E}
g, 7 2 v aE BA1 WolAe| tig Y2ntEAn|29] dufole s Eido] FrEE T
UzneEdu 2] EC;9 FTUaE 25 nMEH: 16-141 nM)olch. HER wWHolAl&=
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O])\l—/\]@ Ay} BA>
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HATE o] ¢ko] X mE 5U7HA BRI AEOlA wlolelx RNA #lE X9 Fgto]
.05 logip copies/mL © ZAA 4% A} FAHo] Q. o9 e Has PHE e
A& Wold R 32} B A fAbskAl AT
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(3) ufol 2~ A

Qq]g_uﬁogz Ig_l xg@rz‘ﬂx% H}\4>

SARS-CoV-2 WA AdE, MP° Xgto] = A %3 SARS-CoV-2¢] th3+ Hlolg]~ A]E,
olu| Ak 28-S E3Fsl= A X SARS-CoV-2 MPoo| st Aslets BAS x3}sl t}oks
WS ARSSte] YErlEdH2 Uydy IdAFez ddE SARS-CoV-2 M &7]%
shelgit). ¥ 12 Axnjefol A Y2rlEAn| 2 M SARS-CoV-204 #&E MP° %3 H
MPro x|8ke] 23S YERdYh T ow WA =X e thE MY X33t @ S d=A
of Fof Aaglo], 7 MP X|3ho] vds o] Qi) HargE MP© S301P % T3040 #|3k2 MP9]
C-Zeto] 91x]3F nsp5/nsp6 AEHH-91e] P6 2 P3 X9 HZIth & MP© AehiQo] A 9]
AEdF U YEetEdH| 2 YA AR ) ot x|3ke] dAEA T8
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E 1 AME

oF g Y=rlEdd|2 A¥ SARS-CoV-2 MP© olu x4k %3}

G

3% T21I (1.1-4.6), L50F (1.5-4.2), P108S (ND), T135I (ND), F140L (4.1),
Hsh | S144A (2.2-5.3), C160F (ND), E166A (3.3), E166V (25-288), L167F
(ND), T1691 (ND), H172Y (ND), A173V (0.9-1.7), V186A (ND), R188G
(ND), A191V (ND), A193P (ND), P252L (5.9), S301P (ND) % T304I
(1.4-5.5).

27 o] A8k | T211+S144A (9.4), T211+E166V (83), T211+ A173V (3.1), T211+T3041
(BCy %k wie=2h | (3.0-7.9), L50F+E166V (34-175), L50F+T304I (5.9), T1351+ T3041
(3.8), F140L+A173V (10.1), H172Y+P252L. (ND), A173V+T3041
(20.2), T211+L50F+ A193P+ S301P (28.8), T211+ S144A+T3041 (27.8),
T211+ C160F+ A173V+ V186A+ T3041 (28.5), T211+ A173V+T304I (15)
9 L50F+F140L+ L167F+ T3041 (54.7).

{
AV

<
BCy gk ®

j“

ND=A}5 §l&.

oba Ak X8-S EFShE AEH SARS-CoV-2 MPOE ARE3E AJshehs] A oA, th59
SARS-CoV-2 MP° X3k YZwlEdH| 2o A4S 3] o AWK @ 7I& wF
HshAIZ T Y54A(25), F140A(21), F140L(7.6), F140S(260), G143S(3.6), S144A(46),
S144E(480),  S144T(170), HI164N(6.7), E166A(35), E166G(6.2), E166V(7,700),
H172Y(250), A173S(4.1), A173V(16), R188G(38), Q1921.(29), Q192P(7.8), V297A(3.0).
w3k oS MPe 23 %I YaoEdnE @48 38 o)A 7FAAIZATHE T211+ S144A(20),
T211+E166V(11,000),  T211+A173V(15),  L50F+E166V(4,500),  T135I+ T3041(5.1),
F140L+A173V(95), HI172Y+P252L(180), A173V+T3041(28), T21I+S144A+T3041(51),
T211+ A173V+T3041(55), L50F+E166A+L167F(210), T211+L50F+A193P+S301P(7.3),
L50F+ F140L+ L167F+ T3041(190), T21I+ C160F+ A173V+ V186A+ T3041(28).

Th5ah 22 X3 9 X3 Zjbo] AlEufeFel A UEREAIRE AsEehA Ao A Y 2rtEdH| =
g8 3n) wgtow Aok T211(1.6), L50F(0.2), P108S(2.9), T1351(2.2), C160F(0.6),
L167F(0.9), T1691(1.4), V186A(0.8), A191V(0.8), A193P(0.9), P2521(0.9), S301P(0.2),
T3041(1.0), T211+ T3041(1.8), L50F+ T3041(1.3).
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(4) wpe]# 2~ RNA Whs(A2u-19 574 59 dagle) # £ § ddd A&
EPIC-HR % EPIC-SR& #2u-19 ubgs Hrlstes AAwA oFsh

5
grele]2s RNA Wi 9] Whe B AL

A 24 R
A8 EPIC-HR % EPIC-SRellA :2u-19 547 #Agle] o] of 2 9jof Fo] & &
Ao = RE 109 S/Es 149 Al AF R vdF AEelA SARS-CoV-2 RNA #i&
A9l S7HF, Hieleis RNA wbs)7F 3= 9it). vieje]s RNA ibse] dEWlies g7t 7]l
2 oL, dubHor of of Bl 9ok Fojoll A FAlehAl #AHAY. BE AHGER 2
g F 7IRE 23] Rl sl A% @A stk MIRHLLOQ)S] Hhol#s RNA A=

o] of Foft tin] §loF Fojel A FARSAL ¥ Bl AR EH AT
EPIC-HRelIA] o] of o & wpole|zs RNA Whgo] lal o|§ 7Fedhk whole|z M 2hir) &
el 24 597 7, 2Bl AR HEvEARE A4S g2 Fo § 2d
g X3, 3T 2 BT o] o F

D = A N AR

B MPe x]gko] AEHATHELE6V 193} T3041 thiAA 14 %3

o] Azt 2 HE 14YU7A] nlol#] RNA HIE F=5o] LLOQ v]¢Ho]Ath
Hlo]g] 2~ RNA HHsa =8 A iK(o] ¢fo] 5 AsidS >3

A7HA) A2U-19 I J9 e BE Al o Abh o] AddS dEEA] skl o] oF &
= e & #zE whol#{ RNA S7he] 944 AdAde

vlo]2] 2 RNA ZA¥el Aagle], Fof A|&o25Y 2 S °}
of Tt ol AT mRolgs RNA WEed S4F vkl B3 Wk gl 54 vbs
2E7F 149 (SARS-CoV-2 RNA o] dx o=z Hrbe wpx| gt

bds] e = AT
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3
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jas
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off
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(5) nLxk Wi
HartEdH| = FHAHE s 48 3 SARS-CoV-2 AAl= 2871 d o]t slem=
Wz WAL AGEA FetH(F, M AAA 7L opd AlA]).

E(Cray) WM 3uiell sigel=s HErERNES

Yaredn|2/z|Eyu|2e]  oFEshe 14s AlfddidAel ATl FeT Z2u-19
S Al AT

FEUHZ 100 mgd HE&FJs YanEdH| 29 AUCE T3Fo=2 250 mgolA 750 mg
A(EE AFEF] 0.83-2.5u)), TR 75 mgollA 500 mg 7HA(FAH AFEF
0.25-1.6790)°] WelelA &ZH|d WA R AA S7Hh UErEAR 2 843 = U4
AEZF Fo T 20 2dgon, F FH0E&2 oF 2l

Yerpean 2/ Eel2e okEes 4 % 20 o
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E 2 A4S ARl UsrlEan 2 9 e Ee 2 oREets Sy

ErtEdH|Z
Yy=m} ) | . ez
FEZS} A Fo A)
T~
=
Tmax(hr), T%3k ° 3.00 | 3.98
L’]EU}'EFHE]H]E‘Q] E-Zé]% ]'5‘]—)1 AUCmf 7< CmaX‘A
FA = 9T A& o/t Z k(A B /F ) B 8(90% CD-S ZHzF 119.67(108.75,
131.68) % 161.01(139.05, 186.44)°]At}. P
v
% At 7 ol Ak 69% 98-99%
gl -g7u| © 0.60 0.14 ¢
Vz/F(L), B+ © 104.7 112.4
A4
T8 A A= A AA 7F A}
W71 (T (hr), B+ @ 6.05 6.15
AT A& (CL/FH)L/hr), Hit © 8.99 13.92
A}
UZuEdN 2= CYP3A
7| Aol x| vt gl Eyn]| 29} 37
oA} A= 9 CYP3A, 7u] CYP2D6
Fojstd, Al H A0
H s stE o
A
% ¥ W oE Ad =4 35.3% °© 86.4% !
% EHog A =] =
_ 27.5% ¢ 33.8% !
FE(IALE A ke oF®) ’ 0
% AW W oE Ad =3 49.6% °© 11.3% !
% AWog A =] =
_ 55.0% © 3.5% !
FHEA B oHE) ) )

CL/F="17] HA& hr=AZk L/hr=AZF & 28 T4=HT2H 7] Tra=Coadll =8 A7

Vz/F=32 17| +3X-&74.

a. 1743 ANddAAl A gEUYHZ 100 mg 14 A4 Y=rtEdE|2 300 mg(24 x 150
mg)e T3 Fof,

b, AF(AY 2 72 F2) v FE A YEelEARZ 300 mgo 13 A5
—1221%F, 0AIZE B 12A13F Aol ElEvH2 100 mgel F7F fFol.

c. YErtE 2 300 mg(37 BFNADE PEYIE 100 meC(dADet #7139 ek 19 282
Fol.

d. 485 ol €% v&.

e. —12A17k, OAIZE, 12712 2 2477l S EYHIZ 100 mgo2 Z74stal 047t YentEdn 2
300 mg 47 @E Fol § PUF-NMR #4o2 89l

f. MCHEYMZ A 94 600 mg HE] F MC BAo® AR (Sl EUE &5 6vl).
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EPIC-HROIA ©] ko2 Xmwe AZA $53 :2u-19 49 BlA d38 594
YEeEdE mE v AASE E 39 et g,

E 3 ATAAM T AEU-19 At A YEntEdH 2/ EvH| 2 300/100 mg 19 23]
ol F o5 5dA HEU}EE‘HE wE RS

ot w (@ s)? UawnEdn 2P

Cinax(ng/mL) 3.43 (2.59, 4.52)
AUCuau(ng#hr/mL)" 30.4 (22.9, 39.8)

Crin(ng/mL) 1.57 (1.16, 2.10)

Coax=95 AW 5% Con=9F A 5% (Curougn).

a. AARE 71810 A 2 90U A WME9jg) O F FEAIE,

b. A 24 PK w757 2l 1,016 9] Alg )l gAl xfhgol 7]ukst,
c. AUC,=1¥ 23] Fo A] 0AIZF A 124137441 2] of| 5% AUC.

(1) S21&=9 9%

273 At A e YEnlEdn| 2o oF5sr AlgoA] FEAE Fo oin] axH
210](800-1000 Z=g], 50% AW & Fof Aior Aoz fFolst Apol= HEHHA
(o]

AACH 18864, A B AFMIA we dmrisdise skesls daden
[e)
o

Aﬂ Ul”* Fxpol] e YErERR| 2/ Eun| 2] ofFeh2 St EX] Fokth

HEUPEE“H]E 100 mg(EE A3&%e] 0.33m)<= FEHUHE 100 mg¥ @3] A4-F
5'_ ;»’1—74-6]— qgu}e aﬂu]e,] ok E3le 1 49]. 71-1;]_.

YarlEdAH|29] C 8t AUCE AlFol7t gl 7478 Aduldal gin] 43 27l ghajol A
30% X 24% O =kom, Tk Al FAAME= 38% R 87% U =%%kaL, T5 Al
B A= 48% 2 205% Y =%t

¥ 4 AFof7l YErtEdn 2/ EYUn| 2 oFEshe njx]= ok

A A5 A% A7l FTE AFel =% A3
(n=10) (n=8) (n=8) (n=8)

Crnax(ug/mL) 1.60(31) 2.08(29) 2.21(17) 2.37(38)
AUC;y(ng*hr/mL) 14.46(20) 17.91(30) 27.11(27) 44.04(33)
Tmax(hr) 2.0(1.0 - 4.0) 2.0(1.0 - 3.0) 2.50(1.0 - 6.0) 3.0(1.0 - 6.1
T+(hr) 7.73 £ 1.82 6.61 £ 1.53 9.95 £ 3.42 13.37 £ 3.32
AUC,=AIZE 0014 F-ghd] A|IZ7HA 2] 9)4kd AUC; Ch=dHzre Hdl 5%, CV=WgAl9: SD=3%+3A=}
T3=32T2d 7] Tha=Cradll =2 AR

W Tl hEE FLRCHDI Tholl theh A=t £ SDelejell= 7IsHdd (784 % CV) oz yERd,
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el x>

ZS%(Child-Pugh B%3) 2Hge] oA Y=2rlEdH|Z 100 mg(59E AR
0.338)S FEUHIZ 100 megd 93] AFFAs T #Ast YZulEdn| 2o oFEdle
g7t Qe A2 AudAd fAth 5% 1el(Child-Pugh C55) 24kl dig
VErEdue EE gz shgete A7HA) e,
(3) FEAEAs AR
F 55 OE k=] HEMEZRHEY Cu B AUCO mAI= d3Fe] 7lsHo] Ut
F 50 ohe ofEo] YErtERH| 2] ofEst vyl v X= JFF
|F(FA A) YEartEdn|E oF mj7jHse
LRy
B8 okE Yauedsz/, | N| (38327 345c/d55a)
ye&dE oo
FEUH = (90% CI F+4&=100
Crnax AUC®
o] 93 o] 13
ey | 200mE 19023 300/100mg 19 131 | 56.82 44.50
(163] o) (13] Fol) (47.04, 68.62) (33.77, 58.65)
] 13 ] 93
oeoanye | 200me 19 181 [ 300/100mg 19 23 | 118.57 138.82
(83] Fo) (53] Fol) (112.50, 124.97) | (129.25, 149.11)

AUC,.,=F 17421 A|7E 091
a. FH kvl 2

b. ZtEniriAld2 8U-15U714]

AIZF tau(t) 7F419] AUC
‘?‘ AUC=AUCinf,

SEEENES

mge 19 23], 445 E 7L7HA] 200 mgs 19 23]).

=5

=5

6: LErtEan 2/ Eibul 20} ke ofE9] o

ok

shof] T A= 9%

4% AUC=AUCty,.

1 23 Hdi 300 mgZbA HAEAT(A: 1458 3L7HA]

6oll = HErEDN 2/ EVH| 271 T2 9FHE9] Cuue B AUCO 1A= d&fo]

100

71=He] gtk

$HEA A

R s

BECEEREY,
Y E =

N

(90% CI) %<3

Cmax

2mg
(13] Fo)

300/100mg 1¥
(93] Fo)

23]

10

368.33
(318.91, 425.41)

1430.02
(1204.54,
1697.71)

75mg

© g}b
chlzked (18] %))

300/100mg 14
(33 Fof)

23]

24

233.06
(172.14, 315.54)

194.47
(155.29, 243.55)

a. AUC=AUCiy.

b. wuEHe]  A§-
CYP3A®] A 7|4 o]t}
THH| 7FE 9]
P-pg(p-glycoprotein) ]

A%, AY

- 127 -

, Age=vaetEdn 2/ Ry 2 oEs, )

Za=mt}

=g}

= “-

PEES XS

FeUeele gy 2/e e 2 el e g, gae=th e thlede

L‘% 7] ol




<In Vitro N &>

AN EIE P450(CYP) &4

- YErEAH 25 CYP3ASY 7FAolar AlZE oJEAQ] AAlAlo| A g, CYP1A2, CYP2BS6,
CYP2C8, CYP2CY9, CYP2C19 X+ CYP2D6 AlAlE= ofYtl. YErlEHH| 2= CYP2BS6,
2C8, 2C9 H 3A49] FmAIARE AdE A5 &FolA o]z CYP a4 == <3
A ek oFssha JeAgo] AP HA FEolth

- YEUWH 2= CYP2D6 B CYP3AS 7]dolth. gEUH| =2+ CYP1A2, CYP2C9, CYP2C19,
CYP2B6 % CYP3AY] f=Ao|t}.

SR>

ErtEdH| == P-gp % OATPIB19 AAleltt. H=EwlEHR| 2= P-gpd 7|&olAIRE,
BCRP, MATE1, MATE2K, NTCP, OAT1, OAT2, OAT3, OCT1, OCT2, PEPT1, OATP1BI,
OATP1B3, OATP2B1 HEi OATP4C1¢] 7]14& ot}

3) AN HE

(D) % Z2U-192 AP o] w2 Aol el Fa4(EPIC-HR)

EPIC-HR(NCT04960202)2 SARS-CoV-2 #lo

o =gk A12/3%, T2, ols A, floF o

AR e @, FAFBML >25), w4 A

b WA AE Ag e AgeA AR, AddA Hg ud), FAAHdEs 2
J o )

r> o
o on 2

Ao dabs 29 wig(1:1) 3 59 Fek 12417k} o] (U ErtE N 2/ BELH| 2
300/100 mg) H=& 9okS ATk ojxd IEU-19 7Y e WA Fe] o]Ho] Q&
b= o] AP AA AQEAL, o] ¢} AR T oFE FEALo] e FES
B85 AT ALEHAT. A faAd HrPHsE A28Y7A el R YU-19 #HE Y e
APH(91 B5) $xte] HlgolQth B4 mITT Aol =gkl m2u-19 58 &
2 FA(mAb) AFEE A LAY we Aoz AR gor, FTA wHEU <3YU oy
A8E A RE AP I mITTL 24 F o] ~gelo A Z21b-19 A28 22 34|
A85 WA FUAY B ASR ofEA Forn, T TAY <5d oo A8E Al
TE AERAAD) 2 mITT2 B43EY 238 <54 ool AFE Alze e Al
S ez Faseint

% 2

11399 A dAbrE o] oF W= ool 2] w8 H ek Hlo]=elell A st AFS Rt
454 oM, 51%e B, T1%e Rl 16%= obAlokel, 9% obwlE] 7} Qltjd H e

TR, 4%E 39 = oI v=9l, Jeln 1%E T e B2Eo|la, 41%E §awy
E= Aol AW ER T 67% = A eF FAXA o] 3d ojujel] T4 o] e
AN G2 T 49%= Hlol=eple] dA kA HAtolA S0k BT AlZdlA B+ (SD)
Hlo]~g}el mlolels RNAE 4.71 logio copies/mL (2.89)010 3L, A|A AL T 27% = H|o]lx~
ghelo A mtole]2 RNAZF =7 logip copies/mL |tk A2 5 6% 7449 wi8Al =2
U-19 A58 GE2FA A5E 91 A HS 3w ofYEAe™, mITT ¥ mITT1 &
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Aol A A2 = A,

a

Hlo|~eplo A o] QIg-erA 53 AW EA L o] of oty gkt o #3E o] FUTh
OWHP‘” o2 Q3 FoAE TEg AlFudAre] vl&S o] oklA 2.0%, 9ekaollA 4.3%3 Tk
E 7S mITT1 34 BT dxb Frhds dyolvy, dxb FrhAso] 745 )¢kl &) o
ofoll thgk mITT1 A 2o A2 f1@74s 86%(95% CLi 72%, 93%)°]1A
X7 ZEU-19 Ao R JYUshA] 2 A FAle A Al28U7tAe] ZEU-19 Y
T BE dole= gk A (mITT1 41+ EPIC-HR

o] oF f ok
(N=977) (N=989)

28UAAA SR 19 ¥ 9 e WE 991 A
n(%) 9(0.9% | 64 (65%

Sk oinl 4 * (95% CD, % 5.6 (-7.3, -4.0)
28U AA 2 U-19 #H 4, % 9 (0.9%) 63 (6.4%)

28U A7k BE 9] AY, % P 0 12 (1.2%)
mITT1=74d% intent-to-treatl (Ho]2=gfloA FE2Y-19 A5E& GEE A A8E BF
EUAY TS Fo R dfEA] o, T4 DAY <5¢Y olulel A=E AFS BE AP uldAb.

a. A28U7MA] 4 EE AMgSE 3kxpe] FA A H]&-2 Kaplan-Meier WHS AF&3sle] 7t
Ag5o] diE) Axrglom, o7jA A28U7tA e Jd E AMG AE7E ofd Al AlE T
ARl A 2Tt

b. 27 WIPAFQ 245717 BE Q1ow AT A A, o] ok gkl 77 04 A
157(1%) e AHl7F At

mITT 3 mITT2 4 2wl datd dapyh #2sglen, ses E4olM= fAke

Aako] AFEHATHH 1 F=).

O 10 ZEU-19 Ao kA 22 Al FApelA T ddd <5Y oyl A=

AAEE W, Al28d7kH o] ZEU-19 #E el B BE gRlem Qlek AR skl 4

EPIC-HR

BMI=A1 2% A4 mITT=5A% intent-to-treat; SARS-CoV-2=%% 3IA 37 =5

SEvpol e s 2
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ZIMko 2 g Z2U-19 mAb AEE AQs mITT1 2GS
=3

Elecsys &-SARS-CoV-2 S E+ Elecsys ¥-SARS-CoV-2(N) ¥4 A7y} Al HS-
NS Fdom g

Age] BIt2ALE VIR ks 209 AR B 95% AF 7R H[E Aol mAIHTh

o)

Hlo]zgflell A SARS-CoV-2 dAuk-go] ¢4 Alduda & 28UxhA A=uy-19 ¥
A = ek APgE 9okl 8/4797(1.7%) tiv] o]  <F E@HLO]
1/490%(0.2%) 22 dxF 7ol digt a8 SANUKSIF oiv] -1.47% 3H2(-2.70%,

-0.25%)).

_

F

o,
”

e BE d9dog Q3

2) FT% AEZUH-192 8gdE AP gl wMAHES B @2 AlRARE EBe T
FAR-192 A" AR 1 ol il WAHES dERd AddARelA 9
A& (EPIC-SR)

o] ko == Fg1}-19%2 A3E YA} g Ao IRU-19 X Ho 5% R ek}
EPIC-SR(NCT05011513)& A& Ao SARS-CoV-2 #%o] ke jdsix] 2o H354
AR BAE g o® gk A|2/37%, FASIMA, oleWA, Y1 Aol

AIAE A= T AFo=E dE ZE fFol Uve v 18Al o] Ao EA,

[e)

IAZU-19 A Fd o] <54 ol 3x}o|t}. o] A= T35 H3toro] Y JheA
AR GARE o] Ao FRY-19 M-S HFoHA] &2 A9}, EPIC-HROA AolH T3
Aozl 3 7leAd AHJNAE SHA] o 7HAaL AR Z2uU-19 MAHETS R

1,2967 0] F2F9] a1d(1:1) & o] oF & f1eFS 5 FoF ul 1241w ARt o]
% 56.9% v FA2U-19 MAHFS a3t ugg oA

o] APAPE] A WA o] ofst gloF FolT Atolo] 289U WE EH ;Eb-19
AT D ) ASH feA ] AL Aol FHHA wknt

F3 Ao AP AYIWL WA oY Yu WAPEFL 4R AT 9AA
BAGA, 289714 BRU-19 $ 99 EE RS Q1o g Alge] o)F @rhwd
ohal SIoF o] BAAom feluleh e RN vt BAE,

ekl el sFrbE ] ek
UZ2ulEdN| 2= S fyphimurium 2 E. colfs AF&3F Ames HHE|g|o} B SAHolAIE, AZF
dax Gt TK6 AIEZE AVE3E in vitro 23X 2 jn vivo = A3A YA EdAHo] ==
oﬂ}\ﬂ;‘q] o]z\]— 3}A] ] ‘H g/\ o] 1/]_911‘4.

A

THs 2 27 AR, wr) 14 HEEH A3 GA dibe] AA YEviEdR =
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60, 200 ®=+= 1,000 mg/kg/day &Fo] 7 B 4F HA=oA AT FAAHAoH, AL
AA A6L7HA], A F 323 FAHIJTE o] oFe] HlHE Ay &l m=FHT oF 5w
O 2 AAEFAUCHY HA 1,000 mg/kg/day &37H4 FHs, A2ed T 27
w2 eel] Wz ke 1t

—_— ==

g EYH] 2o tigt ve-2ef F& ek Aol Y. A vg-229] 50, 100 == 200
mg/kg/day oA FrolAe] MFI A3 AF E dFe WHEo] £%F oFEHoR
Z7Hth AUC SAAE 7oz, a8FoAe] w=F2 QAo F0% o] oF &7 el Algh
eEHT o 259 ¢ =odth dF6A = AldE Ha S87bA] Wkl wEER] gkgron

il
A3t A =F(AUC )2 Aol $9le o] oF 83
15 E= 30 mg/kg/day FEoR HEolA Aol fidlh o AlFelN 18Fo] =&
QUAIY &Rlel o] of Sl el Abeh TR of 5] 1 okt

o)
YEWHI =S S typhimurium R E. colis ©1-83 Ames HtH|Zol HFEAMIAY, v
o =
o

HIEVA, vh-2 28A1d 2 AR "HEW GAA A D & BE R in vitro B in vivo
Aol el = GAA0lY FrEdel S em gl

ZlEvH 2= o] ofe] QAo FRlEl &l A wmERT oF 18ui(=7) B 27H(EA) ©
FE oFE wF Al A= FHiTel 4TS vAA okt

11. oJFE B28 By - AW

2) A AFH FHP B2go] dAYst A, AL HEA, kAR 52 dh=glo]
AA HF) o = B2 A ue 4 JdoHAEsS): 02-317-2114).

12. AE BA YR Eof

www.pfizermedinfo.co.kr (2]E A EQ18) T+ 02-317-2148

o ERHY
30781747 MU =rE"N 24 44 + g|B=uR|2 24)) Ee28 /0 xBel2=H 57H/73AH]

o AR
714-87], A1 I15C~30T)
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o ARE7I’E
AzY2RE 2471€

o FYA
Az ahol AAHFIA LERA FTF HAZ 100, 5%, 65)

o A=zxY
T Az AR

4B

(D Pfizer Ireland Pharmaceuticals (¢} @1 =, Ringaskiddy)

Yo @ Changzhou SynTheAll Pharmaceutical Co. Ltd (F=)
- @ Jilin Asymchem Laboratories Co. Ltd (=)

Edn= A A 2>
(D Pfizer Manufacturing Deutschland GmbH (5 ¢)
@ Pfizer Ireland Pharmaceuticals (e} @ =, Little Connell)

H=
D AbbVie S.rl. (e]&go})
@ Hetero Drugs Limited (21%)

Y EYR =

A A A Z>
(D AbbVie Deutschland GmbH & Co KG (=9)
2 Hetero Labs Limited (21 %

EAD

H~2H|= | (D Pfizer Manufacturing Deutschland GmbH (5 ¢)
(UJzrledn 2| @ Pfizer Italia S.r.L (o]&g]o})

+ gy =) | @ Anderson Brecon Inc. (W]=)
@ Pfizer Ireland Pharmaceuticals (e} ==, Little Connell)
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7.1 TU FR EAZE vEe AFol dFe FA
A= 73

7.2 @%i}olx}ﬂ]‘-’*(f)—b 2>‘H% A 2= g2 qFE ARagd 2 9578 S
SAstodoF g

73 Az BAO TAHA L AP, FHIAALGR)E FoFd FA EAY
SR UL AEsia A 2NE AUST FAss YRS AL A

237} AAdsta EHHYL HAAss 2AE ATk 5, o] ARE e
§ W Azdol AT Hx: BAYEHE  45Y ool AZselol I
59 ool AZo] TAHTL BEHE AS 1 AFE HHT: AW
A4 aHstelol g

L BRFAA KR Fagule’ of i @ FEAT BAste] LA} AY
st ATY B4 dd 52 IO Sysiok s, 1 ARE 458G B2y
B 1/09G0 Q) W 4 EIFERAA ] AE S ol ok 3
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2 BB ERER

AEFAEA: §2E AT AR
B2z H| =] EnfEHWHE 300mg + E] EL}H]E 100mg)

o] dBAE T8 ARJ} TP onz o] G§ E4dy] A dWAMY RE
HeE Fo @A dofdAe.
- o] 2EAME RASMIAL. OA ook ¥ FE eyt
- F71 28] U¥ A% o4k EE A EsAL
- o) kg Fsst Zasio s ALEes £ SEg 044 478
AL gRle] Astet FEF AH AFE HoHFRE £ A fRE 5
QI%LM_
- FFgo] $A4F AL 2T g4 Ex A EeigAL. ojE @ fAEE o
duide] TEE)o] oA 2R RE JMsT £3380] g A4 48

FxsgA L.
A WE
1. BAL2HE FH 2 25
2. BrazvH|E E4 FHe Feolel T 2
3. TrgdHlE =2
4. T £=2a
5. M2zdle Byl 58
6. 2% &= € 7ig}l R

1. #226E JH 9 £&

A _E._H]t T ALCI-l"cT'I- ?ﬂ 2 F - ]— ] jﬂ%_'-f:‘: L']EU}E@.H]E?} £ EL}H]E_-
Hosta 94U BAzHE: A4 AE 2 252 —1EL].H].0] 8 7= 107} Ay
B424, 99 EE ARE TERG $202 199 98] 8 49 849 A=
:\}%_-:q 2ol o} f-‘l.—"\- u]«ﬂ:J—:ﬂ It} @iz Hle= CCITID 102 l'r_— 1_] _I;=_'¢> e =
durs e} s FH75A gfeksch

COVID-19%= ?._‘L}H]-'C' |8 22 ol 2] o5 dAgUc} "“?..H]EE A ZE 1
HlolH = 48 9457 GM MA) W Blel= —2-4“* dEUck o] &2 37} so]ld 2
2EE SEse b 228 Fa. FF 289 248 U £ °‘.’—L§’P.

‘ﬂ 52 o|F F4to] gAY ZAHA f‘éﬁ% 2 9]l Ae]sl YAl e

2 HazHE 22 A4 Lolok ¢ e

BA2HEE O ERY F3FLLE FF Ev (WA oA 2 AMRE
2T 7 gyt Z22H| =9 7 ELHE ¢ He FEE ol AL TAYUS

ttee AL gazdHEg E43a] o4

- O RE F SE 22 39 F9 0g G%ET B2zHcg Py
ﬁ "_E Y

223td FostAY A9E A¥sE F380 4% 5 AAY F2muEl
Fee] 92§ 2 5 Ax o

- ¥4 » olupE.Ehd =5

s sojoE - 2rjEiAE - FrEEY
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» ol elelel= « Zebzelg - 2] EH 4l

= FlEElolA 7 « ZolFlEE/ojEIFLEZE « FjEH Y

. 5254 « Zgl) = « A EE=H E(Hype
ricum perforatum)

sz Exnelyl ol EDL {58 2dR

SECRrEE
39 (s E) 2.)

P ESHOE » O ER(ETE) v AR

- A Edel R g » Aul2Elg
colEdd=  HxuiEed - EEE

« o 252 E}gl « fE9 « EglolEgg

- A= e M3 ceHzdpE
. Z7re]E « TEjOoj= s HEFE22TFY
- SRR T2 o

ﬂi.:-] Dlﬂ-ﬂ D'Lﬂ%% _-_':Il.,l_
ojdidE 2RT 7 ﬁ’l%
FEE S7HTIAL 2
f} A2 FEE W :

o] g SkEEL =g} olile 4 BF
i GBS 3 98 $3E EAAY 3
s} <hifg += stk
Uerede 2 gEHle o Bazd e 7 O A gdEer7) g
BHAA4 62 BF F=E) £ 2949 ?}::J e Fasied TLFH| 2o
=%= ’ﬂ“‘"fﬁ Fastgre spghe] HFa = "'“l A 5o g E7
gt52] 49 54 A4 FUsgL

FAhe

~I
CI
a.
EL
il |
-
R
L
rr
1
oo
o,
rr

o] AAAY Y& AF 2% Aol LIUAL DS EE 289 BAIA T
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\Paxlovid for/Patients
_a:ﬂ*

@mmswmmm
before taking Paxlovid?

(1) @ Batore you take Padevid. el your heakthcars provider if you:

< have ary alengies

~ o liwer or kidney disease

</ a8 DBt of plan b0 becoms prerant
~ ae breastieeding a child

- have ary serious iinesses

wwwmmmumyumuu
0 Toll your heaithcare provider IF you ane tak b

A& I you miss a dase of Pasdovid within 8 hours of the tive it is usually
taken, take it 85 S00n a8 you Pmember, I you miss a dose by
more than B hours, skipthe missed dosa and take the Pt dose:
atyour regular time. Do not tike 2 doses of Padowid it th same fime.
B I¥ you ane taking @ ritonavir- or cobicistat-containing madicine 1o
ireat heparitis C or Human immuncodiciency Vius (V)
‘youl sheukd contimue to taks your medicing as prescribad by your
haakhcare providar,
5 Talk to your heafthcare provides i you donot feel bther or
yon foal worse after 5 dinvs.

) What if1 am pregnant ar bresstfeeding?

Thane is no WomEn of din

mothars with Padovi, Fora mathar ard unbom baby, the beneti of
“tasking Padorvid mary bae gressnar than the risk from the weatmant.

B y0u a0 pregras, dCLES Your optians and
mmmmumﬂnmw

Your should
ity i 3l i b menthad H you have
& chance of baing pregrant, Consult your madical provider for
comtracegrive methods that sult your neads.

3 How doi take Paxlovid?

{“.:J F
which am co-packaged for oral use.

E

Tabin 2 pinik tablets oF nirmarnebr with | wiibis tablist o rronanr
e 2 o ard 1}

o5 diays, For ench dose, Take ol 3 tablets ot fhe same Sme.

h-'.l
s, talk 10 po
vmrnmamm

() What precautions should I ake when taking Paxdovid?
{2 o Swakow the tabists whole, Do ot chew, break, or crush the Sabless.

acthviy whill taking Paxdovidd. If you ans brsastioading, %

LS WOUR DPtons and Spacific Shustion with your
Thaakhcare provider.

) How should | store Paxlovid?
0 Store Pasdovidd tablets af room temperatune, betwesn 15°C 10 30°C.

{E) How can | leam maore sbout COVID-197

Q 0 Ask your healtheare provider.
1 Visit the wabsite of the Korea Disease Consrol and
FPravantion Agency [KDGA] at heips-/fweew kiicagokr)

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

In principhe, thins shouldn't b any lefover midication.

I there is amy madication left for reasores such a8 when you stop
‘taking & cluse 50 an acverse event, + o dispose
of & and must ot kesep it for later use.

@ Take Padovid with or without food. L weih forcas Bbor for up -5 v 1inss of Bio
®Do taking your haabhcare provide, S
wor i you fiool batter, ww:mo—muwnwwm
Safe Use Instruction

() What are the precautions for taking Paxiovid?

| Fnad and adhim ta Ill'm.l:ﬁﬂ o thia Lisas of Pacdowid for Pationts:
and b ,..mmm.

Confirm oy

(D What are the potential adverss events?

{1 Commaon adverse everts from ey
tasta akaration, diarrhea, high blood pressure, and muscle pain.

(P Whatare the medications not alowed to be
with Peoxlovid?
7 Since Padovid may wih cther medications, be sure to tal

your haalthcare provider about ai misdk Yo arg taking,

= if you ane taking ary cvar-the-counmer drugs containing St
mmimmwmumwum

sch as arcdaty and d

e surw to il your healthcans providier abaut it

L Ilmn'll hdhm

1 IRaroamin Tab Yisyu Phanmia

2 Minatrol Tab Dongkaok Pharmaceutical
3 Misisop Tab. Bold npwoo Phammacautical
4 Simmian Tah HLE Pharmacsutical

5 Evonguben Tab Taiguk Pharacsutical

] 5-Mi Tab Vivozan Pharmaceutical

7 Yes O Tab Theragen Etex:

B GYND-PLUS Tab Jin Yang Pharmacesutical
] Hyperin Tab Congsung Pharmacenical
T Myoonpwon Tab  Han Kook Shin Yak Pharmaceutical
12 Sense Up Tab Wiorld Phanm

13 CimesinPlusTab  Young Poong Phasmacestical
T4 Aroum Tab m-m .
15 EsmonphsTab Samik Pharmaceutical

16 Jedl Ceramin O Tab Pharvis Korea

w Perici Tab Secul Pharmaceuticals

18 an_m_;;'t Kwangdong Pharmaceusical
19 F Tab Bk Ph ]
20 HaradTab Subaung

2 Hepiion Tab Oonghao Bilo & Pharma
22 Femin-up Tab li=yang Phamm
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Q&As on sid

es
sl the oo ffect reporting

Pensation scheme

SAFELY USE
cOvID-19
ANTIVIRAL PILLS?

How to Report adverse evenis

) What if adverse events d arfter taking Paxdovid?
v wnmmmmmmm
and whether to cancel or

ity the

prescription.
~ Raport achvarss avents ta the Korsa insthute of Orug Satety and
Risk Manapament (KIDS] or contact the KIDS ot 1644-6223,

| Hulplines providing help with adverss svents and reactions |

KIDS Orilen regoriing : knars dnagaafa.orkr L
KI0S Call conter © 16-6223 7

LN P2 §
| How to report adverse svents and adverss svents |
Fpummraren Bccans KI0S's oliclal e A
Stepn stepz Steps
Aocasa KBS ol peeg sy
e ol e’ ol il

@mmmmnhw
to report adverse everis?

(" For patient : Se age, name, eic.
" [Pprassng your nam in ntists 5 s peeméteg 8.0 fistin Hoos — Al
advarss ovents : symproms and their descripiions
Egtart diate of SYTIRIIMIE, whater 18 SYMDIDTE 3 resoned, Bic)
Madication sipacted : product iam Pesimd,

harte of adminisiration, ete.
For the rerporting person - ctate of first symptom onset,
namie and contact or o,
' For pationt ¥ mivarseavonts
SR A8, NaT TR and Tk deseripiese.
(MM 3.8 vering / For the rerporting petson
poedact i,
it o s TERESRROn, S o B i A,

* Toiton D tha FaN0ning SEFE0N & Nt decnsad,
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adEA 4£7H8 750 mg/kg/dayNHC U4 %9 188 45) &&olA9 Hix A= 7+
2ol =3= Ak 400 mg/kg/dayNHC 474 &2 78] #5) ol &F oAM= AE54

o] UERIA ergiy.
WA B4 ZRozE 750 mgkglday SFAe) AR Dast AF ZF Ba B
R R IE I PE RS L=

20T B AFolA G ASolAl S A6URE FF A0U7A o] oke A
500 mglkgldayNHC 914 =23 §418 2744 AFEds. A7AN b
A= BAR it

2) T

D AFY 8

o of i TAAZ} AN FEOR BHEAL, §F A FFL MAAY m=
PR FA Goteldl FFL MAEA AR HA gtk
@ A7l "akel A NHC7E %99t

o] o= FoI ATt 3

Jotol | o] SkO.Z Q1T SfEolYurg WA /HsHS TEdhe] o] o Fol F 9w
U Fol 4U%ke 47t BAEA @btk £RHE e BAE RAFHE FHH,
o ofe] Fol 3 9 AT Fof ¥ 4Y FY ZHE FE9A wIE AL 2T & A

2) FEANTIASE
S DY A FolA Ff FU FH=oA 250 mg/kg/day olF FAstH= wl, A7
o] A oA NHC7} AEFH AT
3 7197 JA T GA
H A @A 5o 2AE w, dFolA FAAl o] k& HotolAl 3 IdFS 72

of oko] A EE AFE7] Mol 717 oA Be] Al BB Hrjelok et

- 164 -



o
riot
X
=2
X
rlr
o
10
-t
£
>1E
=)
A
=)
_1
_&
=~

O
olft
2
ko
k%)
Y
r o
1S
0o
'k
flo
ol
J {

T
&Moo o= oo it @ R oo
N
N
of d
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rlo
L

f
i)
i)

Ao ZFHAR, o] kg Eeld el Aol of ko] e
} 25

<

o] < Wrkskr] A% HYdd AT o SRHA AU A7) wig-Aket
BAZE st GACA o] oo T F B viAY Fo F 37d T G A<
He Agsta dBAEHA AHRStES Aol o o] ofe] wiAYt R & 3/de
23Fe Wl AP LHAA &dth Y o] Fe] AFE Bk A% AU A
FZFoltt

o] of2 o EEVIAE U AFE HY] S8 IS 2 HETE A}
o 3 T A% ofd) AFE

in vivo HoldA AlFA 2ZI(F&stA FA = H

Atk T WA in vivo Aol 28U3E o] ofE Foid ARG R A A Z)H
STFAEAE B S71AZ)NA o] e EAWelE FdetkAl FUuTE AA xSt D, A

A Z(AE D 7 AEE Us AdzE dedt. ¥

AAA ] gk A7 A" Eo] low o] fom AT FZ o] A7 A o] <Fol

FFe 1A JHeAde B7HE Aot *12AZVHEA R, 5) =

7. 20lo] U@ B
o oke 184 mIRke] EAAA ARgo] HeUH A eksioy

e Y MEEQ ZANHNA W 9 AT S4o] BAHAT. Lol DA O)F of
of & SYUEA GPT 4 Dk Fot | 12WEAE 9B AR

LA e Tl

MOVe-OUT QA1 golA) o] ok Sof e 654] ol BAel 2 49l B 2ol by
% Aoyel Ao} BT, Al HE 83 U WA wT NHCH oF5ue

9. Al Ao T Fo

At oF5st EA A AEFoNA F5F A7 NHCO| oFsstel] oule ¥ mA|A]
okokth eGFR < 30 mL/min/1.73m* & FA3<1 gkajol| A NHCO| ¢F5dte Hriex] o
Attt

Arfdo]l NHCO F8 A4 A=RE ofyr=E, AlAol7} NHCY =Zd §9n3 93k

73
MAAE e AoE dddn.
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10. el SApel thek Fo
el Afell A NHCO] oF5eh2 7F=A] &3ttt
A Aol A Az NHCo| =2 &4 A2e ofyler=, 2147k NHCe =

o FFS FAAE B Aow AgdH

11 33 Fejxe] 43

of oke WY Foid Adl: @itk ol fe WP FAW AP, BAY AYH JuB
BUEPSEA QA A aye AR YRS NHCE AA} 9@
A PPoT dgHA gt

12. AE7HE 9% B

D &&71A

o] ¢F2 SARS-CoV-20 Wi dulolzix A& 71z dAFEo|t) o] ok Ao A
AEE FEEUOAE FAA NHCE thAHE 3 Al W2 H¥8k3 NHCE oA ofesh]
AL 71 g RFFE A E AAAFANHC-TP) .2 Ql14ksl=Ety, NHC-TP7HNHC-< 914+
[NHC-MP1e] #ej=&) uto]2]2= RNA FFa 4ol 93] SARS-CoV-29] RNAO| 41w
Hiol 8 2~ FAte] @77 S5 o] nlolg 2 HA|E AA| AT

o] 28 7]Z(viral error catastrophe &2 viral lethal mutagenesis®. & &#Hx A= A
318t 94 A= djefF dlolE, 38 Edol|Ael SARS-CoV-2 7 AT, I8|al o] ¢fo =
A58 Ao A 2] SARS-CoV-2 F3A Ad &4 AFE 7|We & ol lth

2) oFest 7}

NHC 2 A2 NHC-TPs} dhutolelss &4 Alole] Bl 9zl om §rhsA ehglck

F5 Fol NHCE 7h4EalHs 5 -o]anelgo]e dyoolt,
QE Hol HAl NHC-TP= F4HET.

=Ar=5 =

NHCE W14 sigiule oistel #elsts 2% 5% F2E AA feld g/Es
AE RO tAEe] AAR & 25 NHCY oF5ehe Res Zlolt

o] efg T E Y9ITS Fa) R BAN-D @7 NHC $5= 5U8 42
W& ATET B

g% NHC 5% % el

b
1%
®
32
o
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E 2. NHCe| %=38 M

BtXtof| A o <tZ &t NHC Z|st" & (%CV)
AUCO-12hr (ng- hr/mL)+ 8260 (41.0)

Cmax (ng/mL)+ 2330 (36.9)

C12hr (ng/mL)+ 31.1 (124)

A2 st X 2l Xtol| M o] ok &t

AUCO-12hr (ng- hr/mL)+ 8330 (17.9)

Cmax (ng/mL)+ 2970 (16.8)

C12hr (ng/mL)~ 16.7 (42.8)

AUC Accumulation Ratio 1.09 (11.8)

=T

Tmax (hr)¥ 1.50 [1.00 ~ 2.02]

=249 A Cmax 35% Zt4=, AUC H& gls
=

S ched A BH(in vitro) -

ZHI| Bz X()- 142

HY A

7 t1/2 (hr) 3.3

2571 MAH2(L/hn)+ 76.9

0-12A|1ZF ZtASot Ao 2 wjMdEl 22F 23 | 3% (81.6%)

w2 WA= X| 2 s AZE XX o4k M 14 A Ho| A BHEEE X[
« Mk k55 BMolM EEE gt SUGMEI A T F| O g4

Z_

%257k NHCO| oF53to] §-2Jv] 3

@ A%l Ak
A& #Ze NHCO 9w 9= A A27} olUth Jok kst BAo| o3t A= X
F5% AAN7E NHCS oFgstell ofn] = 9a-g WA g9ttt eGFRe] 30 mL/min/1.73m’
Mol AY B4 FQl #A4E tde® o] o 8l NHCO| oFsste] Brhe 2L glrk
© 7l &=
oz @ 2= 1A A2 Ao T o] o 9 NHCo ¢k%dto] Hrie Ao gt
B Q) AF HlolE o WEm 7 Wl=S NHC AlAS = AZ2 oAsR ooz 71 A7}
NHC =29 94 & 7FsA3S A9 gl
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(2) FEHEAE AT

In vitro A7 A3} o] ok} NHCE CYP &t} Al P-gp % BCRP 442] 7120] opigley,
TS In vitro 97+ 23 o] ek} NHC= CYP1A2, 2B6, 2C8, 2C9, 2C19, 2D6 2 3A42] A 3| A7}
olyar, OATPIBI1, OATP1B3, OCT1, OCT2, OAT1, OAT3, MATE1, MATE2K, MRP2, MDR1 %
BCRP2] A3|A|7} of™, CYP1AZ, 2B6 & 3A49] F=A7F ofUdth A5 WA 552
2ol T T2 A EAE T3 WEFR T o of 7he] ABAEL WA e

4) V|3 Es

D) FupolH = &4

o] ofo] ALAIR] FEE LA E F AR NHC= Al Za] ¢F &4 o A SARS-CoV-2(USA-WA
1/2020 &2 ADel gt A4S YeEtA L, Hd 249 50% BEFE We TZ(ECH0) g2
A-549 A3z o] A-¢- 0.67-2.66 1M, Vero E6 A|=Z¢] - 0.32-2.03 «M H$Ath. NHC=
SARS-CoV-2 ¥o|& ¢4uKB.1.1.7), WeKB.1.351), Z7HP.1), @EKB.1.617.2), BTHC.37), F(B.
1.621) ¥ @ m = £(B.1.1.529/BA.1, BAL1, BA.2, BA.4, BA.5)°l 0.55-3.0 «Me] B+ EC50 gte
2 A=z B3 242 UEhlth NHC= Al wj <k Al SARS-CoV-2¢ tigh e AH =
o] dgutolg|z FA | Az UHEHA FUt

) W4

FZ 90 tha N8 aHE Frs7] 23 24 A o)A NHC YA B g o]k

2 3o 391w 2] 9kgkth NHCO| thdt YA H7FE 93 ME oA L ofa gz X

&t

02 Z2yutol g 2MHY, MlE2)dA $3" WA I5 AT

2 B Ao SIHUTE 30 Adiel 2 AE Wik T e 2u) Fashe
FHE T, NHC A #E ofncat X3 3w %] ¢kghh

X3, A T
o] 7 o] nlo]# A °ﬂ7] HOWW U gol] A=HAH.
o] oAt My U FEFA S} Malo] A O Z = § X ol A ‘:‘“3 stA T
olz1g Wl I U FF BAHH T8 dEA A Kok

1=
N

A

(3) = WA

NHC= A2 HijoF Al ollA AuAv 2] 4 Aot I S I A(nspl2) X ZHE4S0L,
V557L 2 E802D) 7}A mpola] 2o tldle] oz g TtsAe
o Ao g HokHT
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@) & =44 g<lg SARS-CoV-29] Wig &4

o] oFo] ggulolxr FA L IZY9 vff-, W2, HY mdofA o] k& nHlo|H
F4 A e Fd F 129 ool T F HriE A

HY BdojA] o] of Fo] A] AF7]E9] SARS-CoV-2 717t ol o2 Hasty v =
HAE MAEZ9 vlolg 2 Huprt s8] AAHUAT. F2E mdoA o] oF FofA
Hiol2f 2~ RNA 8l #ol Ao A Hielg 2 77 AasT. Hx2 9 =248
A el A SARS-CoV-2 & A7} frofstAl Aastal He] o Ao

(5) in vitro X Z=A]

o] oFo] hAAIQl FEH A E FAA NHCE 3Y =& AgoAM A= &
M ZZo] s CC50 kol 7.5 «M(AFE WZ 7 CEM A EF)HE 5100 Mo
ks M EEALS UJeERATH o] oF2 149 73 A EMoA AIEFA L
AFA S tisk CC50 #tol 22 249 uM 2 7.7 uME A =5 ATA
Z4g dAsE Ao ey

e

mm o
B4 o
lo o rr du

—

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

A 3% MOVe-OUT Al oA o] of 9 jeko] F oo /\lﬂ(Day 1)°§—‘:‘rE1 10 xH(Day
10), 154 =+(Day 15) /=& 29 xHDat 29) Al ol 2 H S vIdF AA dFolA SAR
S-CoV-2 RNA "|& X]¢ S7HS, vlole]2 RNA ®H5)7} %ﬂré‘ﬂ At o] o == foF
Eoi F oF 1%= BT AA 9 vlo]# 2~ RNA ¥H53 374 221419 Z4+o) Adto] #
Zh= At

oo} Zo] X5 % niol 2 RNA Hb& 3} o] ¢k =8 A Ai(o] k9] 50 A& AAHF
Bl Day 297}A] 49 == AP, = BIRIT AAY Az vk AdollA TEA vtold 2
o] A& dAAAdL AFEEA Lt

5 FAAIE R
(D LA, HolPA, AT Ao
O T+
] 9F& RasH2 & A H3HTgRasH2) v}$ 22 iAo g 3 67/01€ e A7 ¢dA A7 A3
2330, 100 == 300 mg/kg/L)oll A kg o] AT

o

o}
L=y
=

@ WHoldA
o] ¢kt NHCE= thAt 43t A elE s &A1 & in vitro HHE| 2o} B =R o] &4
(Ames EADol A A AAE UEWET o] oF& 27HA] In vivo A X7 ¥oldA oA
ATE AT In vivo Pig-a Mol ¥ Alde 253 AxE YepWth o] 2 in vivo Big
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Blue® (cll Locus) & &g 27 WHoldA AlFolA oIt o] of2 (A 43}
A& stAY A &) in vitro &3 A@I} in vivo A= &8 APl FAA &
fFE%ol FAIdT. A4 Aol tig FaFe Hristr] Sl AR FH LA F
AAHZE o] &3 WoldA Aol AFEo] S

FAEA HolE et A7 7IH6D)S FHA = ashy, o] oo FAEA AP vt

@ 34% B
RHD %of Al Algh NHC =2 3e] 717}

2
7)
FH A=A e wl As, wrdsA, 2

MY ZA AFoA FHolA 500 mg/kg/dayNHC A4 =2 5u] 5) ol &35S
gt A EEH AIZAA A dEo] MEE ME ASE = Zlo] &4 w ¢

ANA H L 500 mg/kg/day(FH D FHA ANA 242 NHC 974 29| 48] 2 8vl) 3714

MY =4 AT, MlA A 50 mg/kg/dayNHC LA =Z3} v]<=3 2714
= S npe-2oA Ha 2,000 mg/kg/day(NHC L4 =<2 194
A% MY 54 dAFolAe W Z2 A= A0 dFEHA IFUTH

FowE P oox oy du Hu > 2
U R O < S o B | R
rot

uly
PN
i)
>
e
=2
of
ot
o
=)
rTr
\
—|—l .
18
X
o
k]
ofo
o
e to
N
1)
-0

np- 2o Al H 11 2,000 mg/kg/dayNHC U4 =%
Aot A=A Har 1,000 mg/kg/day(FA 2 2 22 NHC 94 ==9f 9u) 2 154)

TV TS Id FA dFMe E5 FHou EshE F4 0]

r
bt
®
N
5
a%s
2

6) AINE HH

ol FAElS AutstE 4 A5 A3 EFAE MOVe-OUTINCT04575597) ]
oargl WA APgA 14339 e) £ A%E vig o itk MOVe-OUT A@ e 53

oF WEE YUOE AYD U AAE /M AZAA F5F MY 229 B4
NAel ABEAE WrE7] AT TAANA, AR, olFEtY Agolnh M EL
184 o402 Aol Hel® Wy Aol e APAAE st o) 7H AHTHA B A
6041 ©1%, i, HITHBMI >30), ¥4 AFIE, FUT A e, w4 A4 A,



ZIAANHANA F2LgdE 2E Adidate] o Gak2 43A1(18~904D A T 604

o1 17%, T5A ©17¢ 3%; &3 49%; W< 57%, < a7 vl =0 5%, oFAlok]l

3%, 3=y = ZHeA 50%. -] AP dAbs 2t obrl ] 7H46%) 2} 1 (33%)
3

rO

NA S2HUI; 12%7} o} =7}, 6%7} %O}Uﬂﬂ 7t 183l 3%7F of Aot A T EH AT
ANPGRS 8% F73 HE 3Y ool AZ ek == foF FAE A&t 71 &3
A EAJAA+= vITHT74%), > 604(17%), %h(lG%)‘}"iE}. H o] ~2}21 2] SARS-CoV-2 WHo|H/A 5
A A7t e 7929(F T2l 82| 55%) 0] $AE F, 58%2] A7t HEKB.1.6
17.2 2 AY Ao 9=, 20%7F F(B.1.521), 11%7} ZHekP.1), 18lar Y =7} 718t
Ho| /A S ZEHATG. AAFo =, wo] ekl AFFATH AW 5o 5T
E o #3E o] FUH
3 1A BUFHFRI2997HA] BE Ao dd e Aol WA Al dA v&)
s 2475 A Aoty FEAQ Ade 9Als HI3LA &2 1849 o) A F
T3} o] Ayzss ddd AR H AEAATT skt O]’é} EAe= FAE 1’41 JO 2
ghoh: D604, T, HITHBMI =30), THEAIAR, Ui AAEE A H A, =
© @4 38 12 A st & A34E Yepd Aotk s F skl 42 24
Z B4 Axfoltt. CDCO 93 AojH T35 21929 X8 u9jgdwol dst 54 k4
T B4 HolH e EA5IA &=t

E 3 YUY 22U 4 AN FEAH A

o] K(N=709)n(%) \ 2] 2F(N=699)n(%) | BAE 9= =e]*(95% CI)
A294 714 F48 NEE A% 24A7 o] €Y F2 AHEE 90 ¥3D
48(6.8%) | 68(9.7%) | -3.0%(-5.9%, -0.1%)
A2947HA] B A o A
1(0 1%) 9(1.3%) -
X RRA2 762H | Aol aktol| ciel A= E "7P‘='M ZoE 7[EteE & S2UHEM
ol A x1|29°'77pc| o915l 7L} AlQEl BHAM= 0] 2F E0{ZOlIA| 7.3%(28/385), 2|2t =0

ZRoIA 14.1%(53/377H)0|US. EHE H= X0 | -6.8%% =(95% Al 2| 27+ -11.3%, -2.
4% I UEZAN p-74=0.0024).

MA| FE{UfE A|HCHAXIE cHAle =2 2|2 CHH| 0| 2fe| HYEI MArie|als A= 3
0%(955 AIZ|FZF 1%, 51%)=.

BN Z2of= FZZ2LH9 SA HSEAIZH=S 38, > 32(@d~52)0f w2t S5l EHEUS
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a2 1. YHEEl e Z2LH 19 Y MeloM el

Zk M| ZHE Miettinen & Nurminen B E 7[Elo 2 AEE

fEY EM Z0 -

Difference (%) # Events/Subjects
Molnupiravir  Placebo
Time from Symptom Onset to |
Randomization
<3 days |4 25/339 28/335
> 3 days (B 23/370 40/364
Age l
< 60 vears |-0—‘ 36/591 52/572
> 60 years —e— 12/118 16/127
Sex l
Male I—Ql—l 32/330 41/355
Female I—O-{ 16/379 27/344
Obesity (BMI > 30) :
Yes I-O-I| 29/535 46/507
No —e— 19/174 22/192
Diabetes Mellitus |
Yes —e— 17/107 17/117
No gl 31/602 51/582
Baseline COVID Severity I
Mild [l 19/395 27/376
Moderate o 29/311 40/321
Most Common Baseline Clades I
207 (Gaimna) —e— | 0/37 9/47
21A, 211, 21J (Delta) - 18/237 22/221
21H (Mu) ——— 6/75 13/82
Other f—————q 5/47 7/38
Baseline Antibody Status |
Positive HeH 5/136 2/146
Negative [y 39/541 64/520
T T T II T
30 20 -10 0O 10

FEM M FEe £

O o|oHE 2744 H3 - A3
D S AED BaE Rago]
&

2)

3)

+~HE x| Z2olE 2

Molnupiravir < Favor — Placebo

stelz #Me 24 24 g

E T (modified intent-to-treat) 2.

L SARS-CoV-2 wEdl2YAls etyzo] chet ZA(IgM, 1gG 2 Iga)

WG A%, B
ool E= e

FA FEAE A SR

Risk Difference
% (95% CT)

1.0(-5.2,32)
-4.8(-9.0,-0.7)

3.0(-6.1, 0.0)
24 (-10.6,5.8)

19(-6.5,2.8)
3.6(-74,-0.2)

-3.7 (6.9, -0.5)
05(-7.1,62)

1.4(-8.2,11.1)
3.6 (-6.6, -0.7)

24(-5.9,1.0)
31(-81,18)

-19.1 (-32.6, -8.9)
24(-7.8,29)
79(-185,2.6)
78(-244,7.4)

23(-1.7,7.1)
5.1 (-8.8, -1.6)

o=

RS E Roche Elecsys anti-N 24 S

A%, B B, SofRrt S8 Balel 2UIRel =

ezl thsl B3l 26

Z

E

) (3} 02-331-2000)=

AT Skl o 20 (A s} 02-331-2000) =

g AlEt B FaRgo] LA

g Aud & AvE sk 02-331-2000).
RAJRARINE YA = ok

Hasfop gt} dal 5 o] ol =

A Bad 5 9ok

- 172 -



O AF BE YA HR

29

www.molnupiravir.com X+

O =349

4074 =/

O AR

gkl ol 2~ &) (K8} 02-331-2000)

718 87], AL I15C~30C)

O A&7
AxLd=7E 36701<€
O #47
P 2T(FINAEEEA T PEUHE 416 A2=Fo 23F5 (dHE=57D
A3} : (02) 331-2000]
O Azx4
Az A == A 2L AR A THTH
Pathepn e 2110 E. Galbral'th Rd. Cincinnati, OH 45237, 2] %
Pharmaceuticals Inc. United States (USA)
MSD International . )
} Pridco Indus Park, SR 183, Las Piedras, N
GmbH (Puerto Rico | == Puerto Rico (PR), 00771, United States (USA) HeA=
Branch) LLC
111 Consumers Drive Whitby Ontario LIN | 4 <&A)| =,
Patheon Inc. | Zted 575, Canada (CAN) %
Merck Sharp s 4633 Merck Road Wilson, North Carolina _—
& Dohme Corp. 27893, United States (USA) -
Sharp Packaging e 7451 Keebler Way, Allentown, Pennsylvania S

Services, LLC

(PA) 18106, United States (USA)
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