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ERHEM - 240 A ARFSARIR | 20214E12H
EFILRESELATEI

S T YA 574 0200me

LAGEVRIO® Capsules 200mg

HEBE/RTHISRGTDI &

&, FMTEFHIREIINEOTHY, ZEBHICHLTHENE. Rt REICHEIBRRRSNTEY., SIEHEHERERRPTHS.
201, FROERICUL-TIE. HSNUHEBNRAEEIC. TOEATICHEYRRURLYICEAT IERETDICHAL., XBICL

LR
WHERER FR—EASOLAFRICEIVERTH L

2. 82 ROBEICIKES LBV L)
2.1 AR ORI VREEOBRERO S 5 BE
2

2.2 MR RIIHR L T AT MO H 540 [9.5 2]
3. #8A% - MK
3.1 #k
iR7E & S57YAeh T 200mg
ARES ELXEIEIL
pag::y ELXVIEILELT200mg
WA e FnFyFfuovitilo—R, #Et
Ma—A, PUOAALAT—ARFT I ITL, AT
ol bV S Ay FN
AT e FOAn—R, SELE. BiLF
v
3.2 WAIOMIR
RS 547U F%H 7N 200mg
. g Wh LA
i - R ETBY
BmAla—F ZL © 82
me | (] O] el
S 0
& (mm) 21.7
%% (mm) 7.64
BT ILARAEY .
OER (ng) 285.7

4. THEEM IFZIR
SARS-CoV-2IC & B BRRAE

S, WHENIITRICREEY 23 E

5. BRERICBII2ELBRESRHEERE X SARS-CoV-2ic &
AMBEOEFEL) AVRFEHET 5%, AROBRSFNEE
ZIOoNBEICEET AL, T, FEOBSRRICION
TREFOHA FSA2LB8EITH L, [17.1.1 BH]

5.2 BREEOBEWSARS-CoV-21 & 2 BAMEBRF ICHT 26801
FIEAI LT W,

 ERUHE
HE. 1S LoEFICE, TAXEYIY L& LTIEB00mg
#1826, SEHEEORST %,

7. BERUB=RICEET TR
SARS-CoV-2iz X ABPBEDIERARBE L TS ER P IZRE
BT A L. BRERICBVLT., ERER,»C6HBIEIC
BELZEBL-BHFCBT2EE 2B 27513800
Ty, [17.1.1 2]
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W RE A REICH LT ARIRSTRUBRERER—E
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HRXIZEIRL T AAEEED S 2 IIERE LV T &,
SRR THREBSENHESINh TS, HIET Y tORER
B ELRESELERES LEERICBVLT, N-k FoF
LyF Yy (NHC) OBRBEROSSICHNT AR TH
HEHRBRUR - BABFER. 3L HICHEY T s HECHA
DHEEELEFBEHLNT VS, T, BREVHFOBELMR
HICELIVIELEHRELAERICB LT, NHCOEKE
ZROISGBIIHNYT 2HRTIKHEAEORENTDLATL
5. [2.2. 9.4 BH]

9.6 AR
BELOARERUCBIARROEREEZER L. RAOBE
XizFiE BT HI &,
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11.

HEPBED O NLBEIRRE2RIET 22 EWP L RE 21T

2T,
11.2 20 OEIER

19%LA 5% A 19K B

RS L B et
AERERE (FREOEV. R
KRRURT RE, BRE |hRERE
HsEE
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15,2 FEERERENER ICEE D < B3R

15.2.1 ELRESEYLRCENHCOMEL2HWAERFEEREO
ERIBETHo, LY L. ToBEFRAVI2ENE
REMERE (Pig-aillgR UBig Blue* +t > AV z =y
I ER O CIIBETEICB T ARER) 2RELLE
B2 BREGRBOSNZI T, In vitro/MEERBR Y
Sy bEROWLIEREBOBRIIBETH - 1.

15.2.2 3» AR EHEERRICB VLT, NHCOAUCIEETLE
KIRBRROSAZICHY T 2EROBRESTRENRELT
VAT Y FOKEERUEEICERREREROBEE
BH LN, ABOELRIE. S boly AHBSHER
(BRI LERBEEIRER) LFIIwI7R (BRRER
D19EE TRl BHEKRS) RUAMX (BREBREDL.6
EETEI4HHEES) oFRRTIIEBOHLNTHZ L,
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16. EYENRE
16.1 MPEE
16.1.1 BERA
ELREITEILRNHCOZT T v ¥ THN . 2EERAIET
AN EERBY TS ANHCAIIKAB S MllAICIRD AT h
ik, EEMTHELURR VLTI LEE(EE (NHC-TP)
1z ok ng,
(1) #E&S
BEHACELIET CLE00mg % HEZORE LIEONHCD
Mg WS 4R, NERENHE T 2 -5 ERUITT.
ELRAET NS0~ 1600mgDEEH T . NHCO Cmu X WAUCIZA]
LTRBI L TEIMLE GHEAT—%).

H1 MEBEACEALIEFTELS00mgz HERORS LEED
NHCoOMFhBERE (FI9EHFEERE)

10000 +

1000 4

100 4

MPFPNHC R EE (ng/mL)

14 800 mg (n=8)
T T

(') ; ; ;‘ é 10 12
#55 tB¥ M)

xK1 BERAMCTARETIEA00mg 2 BREBORS LEBONHCOHM
EHEEEIT A -

TmaxT Cmaxt AUCo12n ¥
i (hr) (ng/mL) (ng - hr/mL)
6 1.75 2770 8190
(1.50-2.50) (13.3) (21.5)
Tl (WEE)

TRETY (FBERY%)

(2) RERS

16.6.2 FTREEEE
FEREEIHIT2 TLXES ELRUNHCOFEDE RO
RERELTLZL. FERRBOER,. NHCOFELiHKERL
FRACErwEEZSNT, Fio, TLRESELEEICHIE
ERUFBTCNHCARBEIND—F., TLXEIYLOIKTEE
CPELARBERIAETHEII ST LTV ALY, FRERE
HELZAEYIELRUNHCOBR R ICHEE RIT T HEIEL.

16.6.3 B&E
R FE BT 0GR, AR ICBTANHCORYIHIZE
EFZLARTH- L GREATF—H).

16.7 EYHELIER

16.7.1 In vitro ERALES
EFLXYSIUILRCNHCREIBE2EMAMBRRT L7 A~
S—DEBETCIERV, i, ELXEYTELRUNHCIIEE LR
MARKBBERT LI Y RAE—Y —iixt T 2BFEENLBEER
EFRALD DT

16.7.2 EERIC ST 2 REEEHRR
BREHEERARRIIEHE LT Y,

&) AR OERFSh-AERUCHARIE, 1E800mg#% 1 H2ESAMEORS
THB.

17. BRIRRE
17.1 EBERURLEICH T 2R
17.1.1 EigES T/ I4858 (MOVe-CUT (002) &)
18800 EOSARS-CoV-2ic X 2 BBUEBRF 2R/, TLXET
CLOESH, BReNSE+FETA L ZHNELT,. 7t K
HEEEACZEFRETRELSREBREREL L. TEFMEA
Hiz, ®FANL908 FTOERAZMLZ VI RTOARIIIE
TLABBEOHEE L. BIE/S~ TR, ELIETERL
S00mg %1 B2 (128 L) SEMMEORE L. TR
THATERBTTR77SHVREARF 0 (TiFsh, WER(E29H
B renBHise T Lcls (HAABRBSIgGEhE» oK)
COXEFHBEEOLRIZ. TLAEFIYILE00mgE7.3%
(28/3856) BU T 7t EE14.1% (53/3778)) T°Hh. HE®
BMIEI-6.8% (95%EMERM : -11.3, -2.4) THok ().
nH., EBEAND TS AL14330 (BRABMRESH2T)
L2EHICB I 2RMEN RN CHOTERMAEENLERIZ. ELXY
FEL800mgE6.8% (48/70981) RUT 7 KBS 7%
(68/69961) TH 1. FAOHMEIZ-3.0% (IS%EHEM :
-5.9, -0.1) TH-7. WK, TL XS EAL800mgH TAR
48/709% (6.8%). JEL1/7094 (0.1%) TH 0. T7LKBPT
AB67/699f8 (9.6%). FE1=9/6994 (1.3%). AFEA1/699

BEFAIZEILR YT EIL800mg % 1 28EM 7 & D REREORS L
BONHCOMBHEMBIE/ T A -y RIE2OE BV TH- /. 1H

(0.1%) TH-i.

200 KRR E TE 6 A NHCOAUCH 20,0 SREH (1.09)

RS AL IBMETH - JHEANT—%).

%2 BEHAICELILIVILE00mgE 285 & & o RIEEORES LB

DERIRIEICEH T HNHCO MG RERE/ ST X — ¥

Tm.lx1 Cmax: AUC(H;.‘m :
iz (hr) (ng/mL) (ng - hr/mL)
5 1.50 2970 8330
(1.00-2.02) (16.8) (17.9)
TRl (BHE)

TRETY (EBER%)

#1 PHERROTIEFMEEEOFR (Modified Intent-To-Treat$H])

16.2 BRI
16.2.1 BEOEE
BERAMIELIES Y L200mg e BHERECRESS Ui, HiE

M RBMARSE TIREHENE S R TNHCOCuaxld35%84 U

AUCKHTAES T CREETH >~ (HEAF—%). X&IL. &
B MR B ETH L.
16.3 9%
NHCoO v FBEHRICH T AEARINTH > (invitroF—%).
16.4 (£
FLRXVIELRNHCATO RS w 7 Th) LEEBRABET S0
CEERMEMTHANHCAINKIBEh53, NHCRARELY Y 3
CORBEFBILRBTYII DO RUF I UyARBESh, HET S,
16.5 HEtt
BEEAICEIL I Y5 YIL00mg % | H2ES.SHMREAORE™ L
7. NHCORGHMRIZZ%TH -7 (HEAT—~F).
16.6 HEDEREEITIEE
16.6.1 BRAE@ER
ENRESYLRUNHCOZTHEAHREBIIBHH TRV D,
BREREN RS O8I 8E2 RIS I KY.. 8RHE
EPHEFAROBR. EERUTEFEOBREEHRINHCHREY
PRIIRETEROSZ2EE IR o7 WEAT—7).
HESHERESRE (eGFR 30mL/min/1.73m2K#E) XILEHT
PQREFTHEFIIB IS ELXESTVLRUNHCORY#HED
P ERE L TV,

2

ELXESIEL o ae
soomgtt | 770 F lmeommmr| Lo
(38541) BIE (%) (95%(E X )
B (%) "
EEHL29HH
T TORHEMH 28 53 -6.8 00012
HRENTRTO (7.3%) (14.1%) (-11.3, -2.4)
ABIIFELT S
28 52
AR (7.3%) (13.8%)
0 8
e (0%) (2.1%)
e 0 !
(0%) (0.3%)

T SARS-CaV-2iz & 2 BRENERREI > o EERMH T A e il (3
HELUT /38M#8) 2@IIET & UARIMiettinen and Nurmineni.
RRLBOHEKEIIAN2.5% T, PEERITIZL 2 RHRENSEEDH
AP L<Gamma family®l (y=-1) O#HBEREzALZ (F8KE
A 410.0092)

1 RIPE.

§ B IE AR (B, RBRG
HRETH A EERL.

| R E29H B ORES AR #ERE 1T, ARHBTICEL T, AR
FrELTHYY rSh.

¥ EBEBM2988 EFTIREC LATRTOERL. ARBROFECTH .

) 2BV 24K LLE o st K
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%2 P/ — b OTLER - BIEY

RIRE# |1 SARS-CoV-283% (BEANMFATISH DIRIZERE L 1R (&
FHWIPCRIZREIC L D IEES) .

2. SARS-CoV-2i: & 2 BEUE DERY S AEF BRI
BUATHY., »OEFEAEBESRIZBLTSARS-CoV-2ic &
LB T HIERY MO B B SN S,

3. UTOERICHIT S, BERE XIPSFERE.
SARS-CoV-2iz k A2 BRIENEEBOHEICHL & hi-EFE
BUFOEEY,

[#1E] ORUDERFHLT
OROTRTHFEHLEND
IR A 208/ 2R, OHERAI0E/FERHB. SpO2*
93%#8+)
QROVTREEH I
RBBNIIH OB N, FRALY, L3 v 7HKKE, %
REBERS
[+%E] Q- <XTHALT
QRDH 5, 120 EFE»oNE
HER ORI, PEREGH 200, /4L B30/, 3K, O
FAH*90[E /LI L1250 /AR
@QROH 5, WThPHEHLENS
- SpO2A°93%
- SpO2uzMb 5§, SARS-CoV-2ii & 2BRED IS
AL/mMnB TOBERSEET S
BrROVThLEHSNTL
FHREOEY R, BEARLY, ¥ a v 7R, SRERES
£

4. IROSARS-CoV-21 & 2BPEDEEL I R Z7EHFE1 DL
LEET 2,

- 6l

- FERfEostA (SREMHXIROECEEEDLZLHARR
<)

- R

- BHPAEMEEEARE

- fE# (BMI 30kg/m26i t)

- BEE2OERR (OFR%2, SRR TO6EE)

- B

RN (1. ABeh I E/E AT K488 LIRIZSARS-CoV-2ic & %
BPFED DT ABRIDEE L L EFTHSNS.

2. SARS-CoV-21- & 2 BIMEICHT 27 7 F o 2 E KRR
TCHEB LA, VIEEBLO0EECLBBEFEL L
%o

3. At~ OMANEH & & 5 -2 EOSARS-CoV-2iT L 5K
DI RTHE ) P O—FLTUBIC L BEBREZET 5.

a) B ERofEz L

b) %, MHEERE. B, 8K, FEHOBNARIIFRERE. HRXIIED
T, Y. B (38.0TH). EIE. FA. B, B TH. REH
%, RELIHR

c) BHREXIZSARS-CoV-242 L 2 MPEMUSHOBH CHRRS SRTEY
SARS-CoV-2ic & A BBEDIFRRFLF I BERSEAS N TR L
REEIZH T B

d) ROO~@F 12 EHT 288 - OXBERBERUALERE, QRN
Za—LE#AWLERBHERSS (RWR20L/mindl. BEFEG0.55E),
OIERIBERS. @ECMO

HMEFERIAMEEIZ. TAREIYILB00mgHT12.4% (48/386
f) THH. ELEER (RBHA&1%ME) 3. F#H3.1%
(1273860, HEix2.3% (9/386f1). Bt £121.3% (5/386
B1). FEM1.0% (4/386%) THot. [5.1. 7. BHE]

18. TUWRIE
18.1 FERE
ENIESELRTORT v T TH D, NHCIRE S hflifaRicEny
AER-H. EERTHINHC-TPIZY V(L& b, NHC-TP#*
4 L ABHERNAKERRNAR Y x5 —-F Iz kD74 LARNAIZR
DAZNSER, YIARY ) LAOIT—HENENL, Y1120
BRAHEEINE! 2,
18.2 In vitro$ft> « ILAER
NHCl3Vero E6#iia % B\ - SRR TSARS-CoV-21c 1 LTH
YA IWAERER L. SO%ENEBE (ECsoffl) 130.78~2.03 pmol/L
Tdh 7. NHCIZSARS-CoV-20#tR % (USA-WA1/20208).,
it DERETCHBB.1.1.7 (a¥k). B.1.351 (B#). P.1 (y#%)
RUB.1.617.2 (6#%) i L TRBEBEOR 7 LAEAER L,
ECsoffild R #Fh1.41, 1.59. 1.77. 1.32RU1.68 umol/LCdH o fo.
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18.3 In vivoino A JUAER
SARS-CoV-2BHEV T A, NARY—RU 7Ly b ETFTLERVT
ELICIULOR T AL RAEREZRELLE. ¥7ATR, TLXY
SYNETA LA BE LB IS TOSARS-CoV-20 By
UL WABRERL S, SARS-CoV-2BR7 =Ly M ETILTR,
EFRAIXIETENIG LB TOSARS-CoV-20BRME Y 4 L 2 B2 8L
a4, FESEAYA L AEREDFREHMCOBRE T/ LA
B (B 7xLy b2 oRE%RIEE) IBHRARNTH - 4.
SARS-CoV-2BR Y P UNLRY —ETFTILTIR. TLXEFEILIL
BTOIAVARNARUBYIHE Y A L ARZRAL S 7. BIRKICH
HLAMEGORBELGFNRET,. BEARIABELTELIYIY
LB TIISARS-CoV-207 4 VARRRDE T RUHREOBEAE
oYY (WA

18.4 FRIMmY
MRS R A TOSARS-CoV-2ONHCIEH T 2T 0BT DL TIE
LTV, i TuF £ IL R (MERS-CoV) %A fitd
HBERB T, WIRSEELATI0EMR LSRR, 2E8EE0BREED
BFEMEH N, ZO30EREL2MERS-CoVTity J A2
T LIEENESONT,

19. BRI ICRET DIBEFNAR
—MREH : TLXEFEIL (Molnupiravir)
it £ : {(2R,35,4R,5R)-3,4-Dihydroxy-5-{(4Z)-4-
(hydroxyimino)-2-oxo-3,4-dihydropyrimidin-1(2H)-yl]
oxolan-2-ylimethyl 2-methylpropanoate
2 Ci3HisN3O7
$329.31
CHEBOEKT. A —LIZIBTRT L., KIZPPEITR
I BT FILICBITIZK Wb,

HO\N

HN |
A

21, EERRM

21.1 EXGY A7 EBHE#RED L. BUHIRET ST &

21.2 XFORSHFBY LM S NI EHOLZHRIZ. HHPUHBEN
BRBZCHDERUR2MCMT 2 BRI XEL - (HBE SN,
XHILL2FEREETHONOTHRE SRS LS, BACH LTER
TBHIE,

21.3 EESESHBSERTRIBARCE IS EROR oM THMIZ.
RERBIrOBHELT6yrBET 2. T, BHSALEESIZLY,
KEHFLEETHLENBDSNABRIE., BRARBRBEH
W74 22EIEIIRTEIRERENEF2MT L&V HDHT k.

22. 8%
A0NTE [ 237]

23, FEH
1) Crotty S, et al. Nat Med. 2000 6 : 1375-9.
2) Tejero H, et al. Curr Top Microbiol Immunol. 2016 : 392 : 161-79.
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