@ Pfizer

20234E3 H 1ERL (35110

f7

AR : 24

| e —smspaaemits |

i =IRRTT

o4 ILRE
ZIT MLILELEE/Y) FFEILEE

RIS, AT , \: # D E:\\/ F :’ \:“ja 600
NFOEYR/INYT300

Paxlovid® PACK 600-300

001
BAREERRSEES
87625
600 300
ARES | 30400AMX00444 | 30400AMX00443
AR5ERRsE 20224F2 A 20234E3

FEIL. FMTHEPIRDBENLOTHY . RRBBITEVTHEMME. T2, REICKRIBFBEIBoATEY. SIERESFEREREPTH D,
Z01®H, FXEOFERICH->TIFH, HoMLHEBEXEREEIC. TOELWICTAMMERVZLEICET HEHRETSICHRAL. XEIZLD
REZRTHAORETSHC &,

) EE-EAEOLGEIC LV FEATL L

2.

2. B (ROBEICEBRELLENI L)
2.1 AAN O LIBBAE OBEEIE D & 5 B

2 WOKI R ETOBRE . Toraxihh, Eaxiba,
T L M) THEURLKRERE, TV FAAYLE
AREYIN - TEL=UE =L Ly, TIAX Uil
Eaii, 7Y OVIREREAKFIY) ., 7 VA = RERBIE. T aRT
= ) VB, =V UmBSEAKFY, U ox—a xS Fh
Jiran, VI7yT7Fr. Tutrtl i Ty NUERE,
EEY R, ZRRLFY U b, LI X I AR - #EKH T =
AL AVTRELTUFEY Y IR N v A BRI,
Ve R VI XIVAVARIE AT LI A N LA
VIR, T4 RV ANT TR, VT T v
TR (VRFA), ZET T4 (T RIAH), SATFF T
(VIR KT, B I A E RAVVERIE, "% ho T 7 A (F
FEUTHIREORIMEY » o PEEIm (Y v SBRPE D VoSl A S
ie) ORRMHEE) ., PTENRL, suT BB Y UL T
ABTA TNTENLERE, NI TYTA IFYT A,
VAT R RYaF S — TRALEI R, AAATEE L,
T )NV EH =)L, T2V HKRAT 2= F KU
LKF, V77 rETY BEAFUARXFY VT (St John’

3.2 HH DMK
S e
GERZ . A Al P
i F i i a—= R
3CL = — b
FAR17. 5nm, BIFE8. Smm, JE X5, Tmm
U rFEN SINK S b
FAAI1 Tom,  BEAEAI9mm, JE S )6mm

4. HEEXRITHR

SARS-CoV-21Z & % & ZAE

5. HEERIIZHRICEEET HFE
5.1 BRARRBRICIST 5 E 2 & 5B 2 B E % . SARS-CoV-21Z X % Jakijx

JEDEIEL Y 27 KF2HT

H AR OBRENRVLEEEZEZOND

BEICEET 2L, . AROEGHBICOW IR OH A
KZA4 b8BT H &, [17. 1. 15]
5.2 FAEJE DR\ OSARS-CoV-21T L 2 YE BF x4 B A 2 PE T

[PQAYAIAN

2.3 Bhkee

s Wort, B>k« Pa—r X U—}) GAES [10. 13H]
e EOH 2 BE T, areFragbstho
B [9.2.1, 9.3.1, 10. 2]

6. RZRUAE
W AL ON2 A B SR EA0kgLl E/NRICIE, =~ b L
JLELE LTCLES00mg L TN bV E L T1E[100mg % [RIRFIZ1 H 2
B, 5HMEKARET D,

1. RERUVAEICEET 5FE

7.1 SARS—CoV-21Z X 2 JEYIE DI I FEBL L TH Bl i 5% B
W5 2 L, BRRERICIS VT ERIE BN H6 A B LRI 5 2 B
LT BEICBT DA EEMT LT —Z 3G LTV,
[17.1. 18]

1.2 PEEEORHERERERS (eGFR [HEFRERIK A ] 30mL/mink
60mL/minzi) 12k, =~ hLLELE LCL1E150mg R VY k
F e L LT1EI100mgZ RIMHC1H2[E, sHERA#RE+5 2 &, &

3. #ERL - MK
AR O2FIEALL A DT b D Th S,
RE¥ETEy R%y 7600 =~ hULILELEE  48E
1v—F (IHS) & U b 28
RF oy K3y 7300 =)L~ hLLVEVEE 28
1v—k (1A% & U b ELEE Pl
3.1 8/
BA K &2 OIBFIFIRDO LB TH D,
R 15 e
75 A
) == FLAEL 150mg J R ENL 100mg
fhEmmELr—A HHEKFY, 7 | aRVE Ry £ T0 Y VEEY
AHNAT—=AF FY ARG | LR BB A, T
WoKT A, TVNBATT IV | BATT VT N) T L kY
e FrUIvA T A=A B | VBKEINLVT L BT B AR
" FHL, v nToA400, S| — A, BT AL, v ud—
ek 400, & ReFv7retrm—
AL AT = rd—14000, R
U Y u_— |80

FEDRETEREIR T B (eGFR 30mL/minZRiw) ~OFGITHELE L7,
[9.2.2, 9.2.3, 14. 1.1, 16.6. 1%R&]

8. EELHEAHIE
AFNTOFHER LR AR ZE T 2803 h o720, REPFOT~
TOEMEMERT DI L, Elo, AAITHREPITH IO HKHA 2
RAT 256, FANCHRT 2 &5 BFICHEET 52 L, [10.,

16.7. 12H]



9. HEDERZETHEEICET I EE 10.1 BFRZE (BFALLGLI L)
9.1 &6HE - BMEREZEOHIESE AL % WA - HEE I BT - FEIRIR T

9.1.1 HIVERL & TrERIFIH A REENR, MR, MAFRNE | AKOF b m— L
. ; (7 2) B INBIANC KD EM R | PAS0IT AT B A AL

] OB S . LY ~ ~
(1) AFULY b FEN G LI RIRHIULE > b=/ R ROULY EE PN R fE N E RIET L5 | R LD B L

YL B E IR B LI=5E HIV a5 7 — P REAN - A M 4
U5 FHEMEN S D,

(2)V e EZ BV RS v N EETHHIVEE & ARFIEZ PR 2
Ba. UV M FeEro HEREIIRETH D,

.2 BHREEEERE

9.2.1 BHREREEDHHEET, ILEFUEREFOEE

BHELR2NZ L, are T romPREN EATI8Z0H 5,
[2.3, 10.25H]

2.2 PEEOBREREEOHIEE (QALEFUERETOREES
B <)

=N LAV ELEBELTRESTHZ L, =~ N LLELDIL
HIREN LRI B ENARDH D, [7.2, 14.1. 1, 16.6. 1FZH]
2.3 EEDEBEREREETOHSEE QLEFUERETOEREELR
<)

BEEEHEE L2, =b~ N LV EAO ML HEER FRT 503,
IRHESE R Tat ShvTunewy, [7.2, 16.6. 18R]

.3 FFiREREE R E

9.3.1 FIREIEZEDNHHEBEET, ILEFUEREFOEE

BELRNWZ L, areFrombREN ERTIIBZNRH D,
[2.3, 10.2:MH]

3.2 FHEEEEDOHDIEE (ALEFUERSHOEEER)

U M EME RIS CRE SN D 72O, SOl hRE S R 5
BEhWRSH D, £, "I ATIFT—EOLERFEZEOFL TV DA
F I REREE A E S 2 BTN H 5,

.5 1@

TTAE ISR L QO D ATREVED & D 2othiciE, 1R E OB ISIENfE
Mtk LA S S HE SN BACORKET D2 8, WRY X
= MUV ELEEE L ERICE W T, BRBRER (AUC) D10
YT 2 HE CTRIEEAEOWO PR 5N TND, £z, TR
Z v MU MFELEEE LIZFRICEB T, B2l L iR
~BITT D ZEBHESNTNDY,

.6 1REE

TR E DA RIER ORFLRBO A REE B L, #A oMk O
xEBREHTAZE, =A< FLLEADE FAH~OBITHEIZ DN
TIEFEARHATHLMN, U M FEMTIe NPT ~BITT5 2 L B3miE
ERTnBY,

)

INES RS L U BRERBRIT I L TR, [16. 6. 35 R]

10. #EEA

ARANICYPIAZ GRS LT B, £/, =/~ b LLEAKRRY e
JVIECYPBAD IEE Th 5, MOFEHAl L OFHEAEFIL, AR T TD
HMAEDEICONTHRI SN TWS DI TIERVO T, PEHICEE
TIHFHERICEE L CHEBEICES5 9252 L, [8..16.7.1,16. 7. 25 ]

(RFY, 7=2LFY)

T b YTy BRI
(LsSy 7 R)
TEL=DE

[C A=)
FNAPNEZ L A RFY I -
FTEL=T

(LY H AFLEEE)

EN A VA4

(7 7)

7 A F a R
(Tvhmy)

AT DR KT
(RFY a—))

7 LA = NI
(#rRa—n)
TaRT ) YR

(Tm /)

X = U VR )
Y= YNy

A 7H L h)
FHhTLaL

(FV V%)

V7 TF

(2275 1V)
Tatrgl v

(&)

T v R U

(T —4)

EEY R

ARLFH b
(RLY L8 TF)

TR AR AR - K
TxA Y oA TRENLT VUF
vy

(7V7V)

TARXRNY b R
Ve R LIy IR ULVER
ot

AFNTNTA RN LA
(s )

TAFRL )
(Fvesa7)

ANRT TV MR
(277)

VT F T 4 VT R
(LRFA)

BHETT 4

(7 Reovdn)

PSNVTF T 4 VARRE K
(Leh7)

B A RA VR
(Yx¥ 7 A2 EYR)

[2. 2]

REGHEZDBZ0NRH D
DTHHA LN &,

BA 2N 5 O3RHA O i
PR EE S RE L A
LT ENTIEND,

S A S

(3 UL IR PE DB L U > %
PEEMR UNY v SERE Y o8
% Erte) oo 01
(X7 VL7 AH)

[2.25:/]

NE DY T AOFIE L
TEPEDABYE Y v 3Pk s
UNY BRI Y R E A E
F) O A & DF
L7254 5 A EEE R
DREBBERI N D BTN
b5,

AFUASCYPIAZ IS 1T B~
* 7T AR E
BAMICHET 520
LEZLRTWS,

DV TAUN

(v, RY YY)
Va=S v b RPN
(A RY)

ES T AN
(2—my)

PO A DAUN . 3
(ZA—1)
[NV

(I vvty)
RHVT A
(RVIBL, IFTLvH)
[2.2, 16.7.251]

e EE 0D B SO R IR I 45 3 L
ZhBENRHLOTHAL
RNZ &,

AHFOF b7 wa—n
PA50Z %F 9~ % §E A5 9 B
FEMC LY, A LR
B 2D O IR B
SRR OHLR 23 o i,
WENKEIZ LA 2
ZEnTEND,

VAL TT R
(75 53 R)
[2. 25 4]

shad Y=L ok
DYAL ST b O PES
ERL, 2V T T ABET
L L DD DS,

AKHEOF b7 o —n
PASOPHLEAE KO~ 7
v AR—4— (P-gp.

BCRP) PHEAENC LV A
RO M AR & R B
LBENRH D,




A4 PR - R TR BT - fERIK T 10.2 $HREE (BHRICSEERT S L)
RY )y —n AU aFY—LomPREN | KK OF 7 a— HeFHIA4 E PR « R D515 ey - fERIR 7
(FA47=2F) @Tbkkmﬁ%ﬁﬁémﬁ PA50 D HAEIC £ B By U SO RS 5 | AFISCYPIAI 351 5 =
(2. 2208 BRRLABNC & boLEXBNTNS, Tm s =Ny = THBENBDD, HHHE 1L A O K5 D
TV E IR ToOVH I ROMAPREN E | ARFIACYPAIZ L D 2 ¥ v a R UHERE KT FIOBWERABNBE LT 22 | INICHET 220 &%
(7—V—%) AU, BHERRHIRISN DB | b OIS O & 54 URIAr LDBENNDH DD, ik | bR TS,
[2. 2] Ennb b, IZPLE T D728, U KB A IR BREETO RN HEEICES
Fio, AFOMABERBD | £z, T b OFEAIR YT =7 K U, ZBHZIG U TR R SR
FTHZET, LA NVAER | CYPAZ T 570, B4 F=T HFOMY R EHET D2
DIERRMHEH B O B = F = TR KT L.
& %o AHNH 6 CYPSABLE (M AT A R RGBT
DIGVIER~DREEZ B ES WK
L&, RUER/TONT L vy 7T AT Ui
BCi, 7oV H 2 RoRiE v ) AF RS
EEETLEL DI, BED AV T T AT
REEZEE RIS L, RBIEA HEXRTT 2 U
DIEBLRAHN D %h R OWEFT [N T 37
FEET LI L, BN NN
AN PE TN~ E O i EE 7 haFS
(F7L =) ERTABENS DD, £ A A
[2.2. 16.7. 250 AFNO B A5 = REFY =
LT YA A EROME SpeFe
SO B A D 5, 77V ARTA
Ty ARV A T
T )R — L BLU A VAR OWROME | Z 46 O FEFHI DO CYP3AT DT LT LR
(7 = /3= )v) HBLDBZNDR D 5, HERICEY, =A< b FHEs Y TF AR
Tr= kAL LAELKEOY RFE B B
(eXrb=n, TLETFV) NORERET S 55 FoAn U L
RAT == b A v F b Y oLk TNBH 5, DNFTE AR
i =D
(KA RA V) =NV KR
V7yreEvy BN A=
(V77vv) N A=
A I A RXY VT (St —ARTE L
John’ s Wort, B>k« Ya—r RT3 LR
[2. 2 H7] T RARAEF U T T Bk
i
TUNABTF

vuAL Y —)
vraARY

&7 ) KAKFIY
N7y vF =T R
TRE U F =T KR
PV AT 10—V v RER
NVFFT 4T T R
(AT TT)

2ETT 4

TVAL FAT1T)
TINT T TN

TXRPALS
F=—x
[2.3,9.2.1,9.3. 1, 16. 7. 2]

TNFHY T a et T A
TV

TTFY=R

NV 7Aay /a7 h=F

TS H O i S A
FToHBENNRDHD, TNHIE
Fl & DPRIZBNT, 7 vy
o HEGERE, RIS B LR READ
HlSE R @ SN TWDH DT,
DFRZIE Eo AR i
b OFERFEH O fEtt % Fnl
HEHMESNDLAICIRS 2
L,

A TNF=T
ENEV VeV

2B IEH O i R EEAS b5
L. RIEHDR BRSNS B%
N %, AHIH5HCYPIALE
TER O R WIERI~OREEE 5
BT 5z &, RUEATIHE
FTRHBRTIE, Th b EEHOM
mEBRTLE L BT, BE
ORREZEICBIZE L, FIE
MAoORBIFHEETD 2
&,

NHK T T A

(FR5E SUT IR PE DR IE Y >
PEFIE UhY 2 SERPE Y o8
Wiz &) OMFr G, arkE
BPE )

NH DY T AOFIE L
BYEDBPE Y w3k [ s
UNY BRI Y v R E A E
i) OMEFRHE G-I LAtk
BEPE R IS0 LTk by
T AFEANARH & O L
58, "R N T 7 ADR
TERBRRR SN D BE N b
HDT, XER LT TV A&
w5 LLbic, BEORE
EEEICBE L, BIERAOR
B HaREETs s,




R

EEAAEAR - HEIE T 1

HER - fEBRK T

YIS IS RN

T T7 7 ) Ot
BEHEZDBTNRD D, H
[ 72 INNDE =X Y F &AT
ST ENEELL,

JiF A 36 D B -
BB DN DHBEFFAR
28

TAT4 Y

ITF =T RANT VA —

TR T VAR RFRTA
T

T B HEH o o i EE A3
ToOBENRDD, ZNHE
IO R LTE L 22 2 JB 0
%,

AFIA 2 b FH O JF
I 2 T
DlpiBFBIHRATY
.

Tnary—n AFN O M APHEDS EHTHE | 2 b A CYPIACE
RATZ N aF V=L b5, % ARFH oG & BES
MICHLET D205
ZAHITWD,
FEAE] WRJE (2 K0 ARH OAUCH I | BRI
THRBENRD D,
VFTVY AFE DY LD ¥ KT 2 | K7 vy v B
U DC K ANCRZN TN | G EARET DT & &
DI D EOWMENRD D, ZHNTWND,
FERY X Z A5 FEF O i, R EE AR R
ST gy Ny v s THBENRD D,
FEIFEV AHN O M P HE ST DI | FET B RCPIANE T
ENBbH D, By hrl-olExbR
T3,
TT77FELLY AFRKR R 7 7 E LY Ol | BEFARH

TRES LR DB ENRH
Do HBEICAHERRNRL
T2 AREMED B D DT, BRIR
BEMSEDOE=HY 7 %AT
WaRRLHEICEET D Z
&,

vryy

TIF VU OMFRENEE
lIZHmLz b odEnd 5,
vAF Y UOMmMTREE=4
VT EATIREEET L
&,

nRT L R

o ~_F 2 RO E S F5-
THBENRD D,

T7 7 F=T v LA R

T 77 F =T O PR b
L. RHERAFRE LT <
RHEBENNG D, KFNLT
Ty F=T LEEENT 7 7 F
=TGRS TH L,

HEHANT 2T HFT—hA
PV % 3¢
[16.7. 2]

AEH ST OmPEEN F
AL, MY A7 B ERT S
BENRD D, AH LG
DAL, XEH BT DR

AF D P-gp B 1R
raboEZLNT
Wb,

WEBEETHL,
T ANRALF TN T A BANZEF DM AREEAS | AH] 0> BCRP FHLE {F ] 23
ERT A BEARSL S, B LT B alhedE

%,

VAT LVENKFY - BT L
EAE )

TUHTLELRRET L
H A E VO PHRED BT
LBENNRDD,

A5 > P-gp X 13 BCRP L
FEEHCLEZbDEH
AbiLd,

b7 R R

hTY Ry OmhgENR 5
L. Bl OEWV, EMTE, %
fh % e 2 R REVE S B D
TAHEOFHT 25513. 8
FHORBICHEE L, LTS
LT hIY RrOBESs2%
BTanz L,

AFKIDCYPIAIZE T % b
7Y R oRHE S
MICHLET D205
bR TS,

e A -

BN A-WIPLoY ILE Y 3N
FLiZLOWERD D,

ARF O I HE A AR SR
BEERCLI b L
EZ bR TV,

ZOOHIY 7 v T 7 —BHE
3K .
T H T EL R

SIS EEFI O i P EEAS B
ToEIBENRDD,

A==/

~F e n s OMmPEENR R
THRENRD D,

AFIBCYPIMZ LB Zh
PP SIOKAW iRy R y0]
ICHET -0 LEX
LERTND,

7 a e R VLR
7 a e K7 VLR - 7 AE
Vv

7 a ¥ K7 L OEEREY
O EESE T L, R
WIS DB ENRBH DY,

AHN DOCYPIAPHLFE VR %
kD AHEMEDN B Z D
ns,

Pl=t e

T ERH O Mm A EEN b
HLU, Wiy 2278 EHT5
BEnnb s, A#HEORT
HEHAET EX A OEE
BIECCREEZET 2 2
L, B LD RN L Rt
ZLSICEE L, AH L 0P
JAMEE) & B 2 B VR
WEBFA L7222 &y

A F D CYP3AL K UNP-gp
PREIERIC X0 | S0
R B OV H 2 B 5
LHlehEZ LR TY
<8

SR 1 X E AR IR E

1. BlERA

ROBWERRH LDOND ZERHDHDT, BEE 47T
DR NI HE TG 2P 5 7 EE G 7 L0E A1

1.1 EXGENER

.11 BFREIEE (BEETRH)

[ANE" 1 1
52k,

11.1.2 hEMSREIEFRFARGE (Toxic Epidermal Necrolysis : TEN).
RIESIEERFEIREE (Stevens—JohnsonfEIERE) (W9 4L HEEREH)
M1.1.3 7F745F%F2— (HEXRH)

1.2 Z0thnEIER

1%L4 b 5% AT 1A B
S EE RIS, Z D FEE,
HLBE, WA i,
L VR
R b R AL FFIED E
MR e 1L
H hEE TR - WA O, g A | R
R R ST BN R
®
JFRRELIE % i 5 ALT E5-. AST E5-
B2 R OV T AL B2
55 T M OV 5 L i s 5 PO
i - ALy K UM G PEIER
DIRTE

14 ERALDEFE
14.1 BFRAFKOEE

1411 PREREE OB EREREE B I LT iFr ey /3y 7300%

Tz &, (7.2,
14.2 ZHIRMAFOIE

9.2. 28 R]

14.2.1 >— MIKUTIZIA Sy (RO S o2[E5r) BEENDTZD.,
HENCHRA T~ & gER 2 A I8 5 2 &,

14.2.2 PTPEEDIRFNIPTPL — RS HY L CARAT 2 & 5 5
T2 Z & PTPY — M ORAAKIC L 0 B ES EaE R~ A L,
FITIXFEAE B Z LU CHERIAR SO BEREIMEZ IR T2 2 &M

b5,

16. ML
16.1 MmAiReE
16.1.1 BEEKRSE

BRI =L~ b+ LV EA300mgA U k- E/L100mg(f F K CHE
BOBELELED= L~ FLALELKRY kI ELOSRYEIHE <
I A= Z WIS EHERE 2 LT IRTY GFEAT—4),

R A =/b~ kL L EL300mgZ U b /L 100mgHEA T CHERE
AfG L7ZEED=/L< FLLELKRRY b FELOEYEIRE ST 2

-5
e T A —4

=)~ hLLEL Crax (pg/mL) 2.21 (33)
AUCi,; (g« hr/mL) 23.01 (23)
To (hr) 3.00 (1.02-6.00)
iy (hr) 6.05+1.79

U hFen Coax (ng/mL) 359.3 (46)
AUCy,¢ (ng * hr/mL) 3599 (47)
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SNz, PEIH O EE Ry BEY L=V~ b LIV EVRE(R
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UN8T%, L DB HERERE A TILA8% M U204% i 2v > 7210 (SR ELA
F—x), [7.2, 9.2.2, 9.2.38]

BHSREREE S =L~ b LV EL O SR ENREIC T T

IR 7RG RERE | BRERARIE T | A R AR IR T | AR IR
(n=10) (n=8) (n=8) (n=8)
Coax (1t g/mL) 1.60 (31) 2.08 (29) 2.21 (17) 2.37 (38)
AUCie (pg«hr/mL) | 14.46 (20) 17.91 (30) 27.11 (27) 44.04 (33)
Tuux (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)
iy (hr) 7.73+1.82 6.60+1.53 9.95+3. 42 13.37+3.32

Tows @ FPOLAE REDH) | €1 0 BTS20 = AR EGR 22

16.6.2 FFHgREEEEE

AR HE O TR RE R

ZOMDRT X =5 i EEIE (CVh)

B (Child-Pugh%¥EB) =/~ kL)L EL

100mg% U FF E100mglEf T (=L~ b LV EL O 5 RT 12051,
e, BEZ 2R R D4R RIC ) CTHERAKE LI &
B = uw b UL E L ORI TE R R ITHRE A AT D s & R
Cho GHEAT—4).

P REREE N =L~ b LIV BV OISR EIREIC KT A

T 72 R HE A EE TR RE R
(n=8) (n=8)
Coax (1t g/mL) 1.89 (20) 1.92 (48)
AUC;,e (g hr/mL) 15.24 (36) 15.06 (43)
Tuux (hr) 2.0 (0.6-2.1) 1.5 (1.0-2.0)
ty (hr) 7.21+2.10 5.45+1.57

T 0 FPAE GREDH) | 1o 0 SR8 S ARUER 2, € OO ST A =2 - RATVEIfE (CV%)

HEOIFHREREBRE 2 504 & Lo BRI FE/K L T,
16.6.3 /NREH
ISEEARIED/NEEHRIZ =L~ R LLELKRYY b F ELOHEYE)
REITREAM L Cueuy,

RN O RHE SR B E 7 /L K OV N O IRE AR % IV CL 125% 0L
oK E40ke DL /N IR U CHESERTE - B CARKIE B
H L ZOEFREROMSEF =/~ N LV ENLVOREEZHEE
L=k Z A, RATRD bNZMEF =L~ b LIV ELOIRER L
WRFERREICR S LHfEsh =Y, [9.7881]
16.7 E¥MHEEER
16.7.1 In vitrostB&

== RLILVEL  P-gpDETH D, £/, CYPIMZE WKL
REERTERIICE L, P-gpE fAET 57,

U R EJL : CYP3A & HFICHRVBIRIME 2R LY, CYPSATER (L &1 D
2 OUFRIEFN OB 2 FACIRET 5, Zvr o rviias 210
L. CYP1A2, CYP2C9, CYP2C19%&#FE T 5 Z &b h> T\ 5, ff
FIEAN O MAFRE AR T S, 8889 256 X0 3H 0
PR NI L 22 D AHEMEN H DY, [8., 10. B[]
16.7.2 EREREWMMHEERARR
(M) A +Za+FIV—=LEVALNIEEY

=~ kiU MFEAGIATTA T aF Y —/1 (CYP3ARR
FIR) I NN BE L (CYPIABELR) LG Lzt &n=
= R LILVEAL KN b FEILDC,, S OAUCIT %9~ 25 B2 % 1Al L
TREREFL TR D GMEAT—4), [10., 10.1, 10.2ZH]



AN RBEL EA N T at ) —uR=b~< LV EAKRNY b
EL DEEEREIC KT TR

F1 FERHHEE ORFR
o RIARAIT R R

a) R RONEEIE100 (%)

b) WA= EE Y 1 AUCSAUC,,,, A kT =1F > —/L 1 AUC=AUC,,,

c) WANREE I GHMASA B2 5150 H % TLA2ME300mg £ THIE (1A H~3A HIiX
100mgZ 1 H2[E#%5-. 40 BH~7H B1%200mg# 1 H 2[a4% 5-)

NC: BHH LTy

(2) SEYSLRUSAEARSY
=N~ MLV ELEY RFELGHATTIFY T L (CYPIASEE) X
XX EHA Ty (P-gphE) SOHAEEGELILLEDIFY T AT
ZEH BT 2 DC S OAUC, K5 A T L 7= i R A LU TS
AT GMEAT—4), [10., 10.1, 10. 28]

S FUAEARORY NFEARIFXY S AIXEY FT D3k
Wy BRI R\ F R

KBRS T A — 5 DY (%)
e b (DR G/ A5
N (90%{= #H X fi)
3 1 s R =~ ke
LB UIRiES I e (o AUC; ¢
ong 300mg/100mg 368. 33 1430. 02
IET A . 1H2[E] 10 (318.91, (1204. 54,
(W) (ClEERSED) 425.41) 1697. 71)
Tmg 300mg/100mg 233. 06 194, 47
AeH T 1A 2[H 24 (172. 14, (155. 29,
(W) (3lEI4 5-) 315. 54) 243. 55)

a) FENRWVGAILI00 (%)

1) AFIOFGE S ER O EIE, =4~ b LV EL300mg RN k- E /L 100mg % (7]
RFC1 2[R AR5 TH 5,

17. ERERRLAE

17.1 BHHERUVREMCET 55

17.1.1 EIFR£RESE I/M4E5K8% [C4671005 (EPIC-HR) FHER]
185 LA EODSARS-CoV-21Z L D YUE BT # x4z, =L~ hLt
JL300mg K TN ke 100mgZ (I C1H2EISH G- LIz & D
HIMER O L2202 2 L2 B E Le 7 7 B ARk RIEES
b e B TR bhisa R A 92k U 7o, R IE B IR A L
28 A H % TDSARS-CoV-21T & % FEYYEIZ B D &> 5 AR X ITBRH %
B2V DA Ry MRFRO LN HHREOEIG L Lz, £k
fiRHT Tdo 2 MR (20214E10A26 7 — & 1~ R4 7) Ti31361
Bl (BARNLIED) PNEER S, EEFHEEE (mITTHRR) OfR
1. == FLALEAKRNY R FELBERER. 8% (3/3894) W ONT
7T/ AT 0% (27/385f1) TV | EIAOHEMZEIT-6.317% [95%
{EHEIX) : 9. 041, -3.593] Th o7z (1), WX, =1~ kL
VBN N e LB T B3 /389451 (0. 8%) . FE1-0/38941 (0%)
ThHY., FTRBEETARR27/385%1] (7.0%) . FET-7/385%1 (1. 8%)
Th oz, e MEIEANL SNIZ T R T OB 224661 (H A A 641)
BT DR AT CO EEFMIE A (mITTEER) OfERIE, =
L= R LIV EAKR Y R ELBERRE0. 7% (5/697H1) SN T T &
AWHEG. 5% (44/682(5]) ToH V| FIE DOREMAIL-5.807% [95WEHHX
M :-7.777, -3.837] Th-olz (F1), WiRIE, =~ FLbEL
KOV R EAPEHRET ABS/6974] (0.7%) . FET-0/69741 (0%) T
BV, 7T uREETART44/68261 (6.5%) . FEL9/68261 (1.3%) T
HoT,

WYEIE ST A —Z D (%) =~ FLVEARD o e
it - RN
B (DFFIE 5/ AR 15) (OO D) U R e R 77eRR
P e =L~ kL "o=ae e PRS2 A Ry RFEBES 0.8% (3/3894) 7.0% (27/3854)
) Sy rFEL " " ——
Cous AU Conr AU mITTSEH] g;:gg:ﬁf j)h)% -6.317% [-9.041%, -3.593%]
. 300mg 300mg/100 56. 82 44. 50 25. 59 16. 57 oA "
o 1A 2m ;&;g 9| (704, | (33.77, | (18.76, | (13.32, pfiE? <0.0001
(16F1£5) 68.62) 58. 65) 34.9D | 20.60) A v hREBEIE 1.0% (6/6071) ‘ 6. 7% (41/61241)
- 200mg 300mg/ 100mg 118.57 138.82 WU | > 5 o e & o0 22
11:? LA 1[E 1H2[E 11| (112.50, | (129. 25, NC NC (o5 SRR * ¥ -5.765% [~7.917%, -3.613%]
(8142 5-) (5142 5-) 124.97) | 149.11)

AR NEBES
nITT2HEMH | 75 ¢ R/ L o 3%
[95%{EHE ] Y

1. 1% (7/66141) ‘ 6.4% (43/6691)

—5.425% [-7.460%, -3.390%]

TRIERT DRI EM L7, BAER(L S =3~ T OPERE TOMTHE
s

=)< hLILELEN
U e ABERE

0.717% (5/697f1)

7T REE

Sy MRS
TITRREEE OE

6. 452% (44/682f4)

mITTSEH] [ R—— -5.807% [~7.777%, -3.837%]
p1Ea) b) d) <0.0001
A Ry RFEBES 0.770% (8/10394) ‘ 6.310% (66/1046)

mITTEER | 7 5 & R e & o 3%
[95%fF =Rl "
ARy REBES 0.812% (9/11094)
nITT28EH | 75 v R e L o3
[o5n{E g ]
a) MEA(E34H B OVisitlZBW T, BIEA28A H OFHEZ ¢ T Lo &3 acieVisi thim
T ORI I SUTEREE & 72 o 723 B R R i b B ST HEI ) & L
7
b) BERIZEIFKaplan-MeieriiC X 0 HEE L7oA X FRBEIG L0 FH L, 4 kiZ6reenwood D
ARUTHESEFM Uiz, FEEEIXESLTENAIC X B L7,
¢) WaldliE, A EARUERMO. 2%, RERRIKOA EKMETMMGSE L, pRITIC X 5 R
EDLEMDRIEIE L L TO Brien-Fleming® d o {HE X% -,
d) WaldiiE
mITTE]  HEEAL S, ERIENSIELL B S, N—R T A % b MEIEA(2s H H %
TR L BUAOVisitdid ™, N2 F A LA TSARS-CoV-212 L % FRYYE
KT HE ) 7 a—F ARERES SN TELTREDOTEL R, 23D, SARS-
CoV-212 L 2 JEYLE DAESRFEH A 53 B LAPITIRBE N B 5. S - wiid
nITTIEN] « MAEAL S, IBBEEN IR B G S, R—2 T 1 U %05 EA{K28H B
FTICARL L HUAIOVisitAH ™ N2 T A W TSARS-CoV-212 K 5 I
PIEZKIT HE 7 0 —F GRS SN TE L P REOTE S R s
nITT24EM] « MAEAIL S, IBBEEN IR B S, R—2 T 1 U %0 b #EEA{K28H B
F TR L HUEOVisitn b 5 Wi
P RRENTRE S D Zx, BRI GIEA D EFRIC [R—2 T A % O H{EA28H B E TIZ
D7 EBIAOVisitid 5] 2Ebi,

~5.619% [~7.207%, —4.031%]

‘ 6.099% (68/11154)

-5.363% [-6.884%, -3.842%]

k. ARBROERBR - IRAMEREIIR2D LB Y Tho T,
F2 BN - BRAMELTE

BERJEHE | 1. SARS-CoV-2B5itk (ME(E 2 (L5 B LAPNICERIN S A7 MR 2 FH VN 72 PCRIR A S5 12
X0 TR
2. SARS-CoV-21Z & % RRYLE DR BN MEAEA LATS H AN TH D, 2o
V2L SUT 33U TSARS-CoV-212 & 2 BRUE DIER” 723128 B b b
3. IRDSARS-CoV-21C X DIEYIEDEIE(L Y 27 KT 52D 7 Eb1>HT S
+ 60mRLLE
* BMI 25kg/mi#
- BT (7530 H AN OB & 1) | 7> D ETEIC 10042 EOBE R & %)
- SRR SRS i A O Rkig: £ 5
- PRPERER (R, RO B 52 BT A0 R)
s ELEOBW AT TVD
S DME RSB (DATREE, MAsh . —@PERME MR, DRE, = hr s
Uk ) AT ST BOE, B SA oS AT, R BRI IRIZ AT
FHBARPIERIBENT UL KBRS A A OMAEE AT 5)
- VRS2 RIS
- B
- PR R (MR, & LERREAE) U A 5 B
ZOMOBEE GHEMEEBR, A X RY v v Na—na EEORKRE
)
« BREMERZ NG 23 A% B IR B O 28 A
- ERREMT O (SARS-CoV-21T L 5 BRYLE & HEBULR 70 HHGE R 1 MR

1E4E)




FRAMIEHE | 1. SARS-CoV-21T X 2 JEYIE DIRI D T2 b D NBEED & %
L ANBEAS B A2 IR HE ST VR 2 A ASE R LANIZ ABE A L BEIZ 72 5 2 & 3R

)

EEhd
3. BUEOREY: X 0 Al FURDSUIERR A IS XV SARS-CoV-2i& e A3 R &
N EBHd

RO TR (BE SO XTEBIE OBRUULCRUT I 7 A /v A &Y, JRFEPEAR

HHPEFFREZ . Child-Pugh” 7 ABXIIC, BMENFAAE 5 Teih el IFER RE,

FT N a—NMERRVIFIIBRS) OBEEREA G5

FNT P UL & B OB HRERETE (R Y — = ZRi6 A LLN O i

W LT F = U EIC S < CKD-EPT 2 TR & AU 72 eGFR2345mL/min/ 1. 73m”

i) EATD

. U A b AKE73400copies/mLE OHIVEEYLIE B ITHIVERYLE D IR D 728
;{;‘fm**m%%{fm L TV B HIVIRYSE B

. SARS-CoV-212 L B EHEIZ x5 U 7 F L HEfliliE & 47 5 UL IR 4134
HEXD HMJ&@%X FTHZERTHRIATND

VR AL RT24RE R AN O BEFERARIEE 73020 A (Z74IE, =R ¥

1%, BETR SUIIEIR R, FEEL (38°CHE) UTBA-oIF &5, EREIE A, Y. MY
IROSEA, T, O, WEr, B, IR, A E Y SUT K

BRI, R, MR R AE, CABMERINERAS 200/ 1 LA 23> 7 A L AR
400copies/mLA OHIVIEGLiE B35

ABRARLAALAT30 A LANIC 14 H L Bifife T L R=> 2 20mg/ B LA BICHIS 5 avFax
TuA RO&E AREBHAILAT0 A LINICAERRA (7 )Fv~T | VATHFX~T
%) L IEREREGHE (A S hLX¥Y—h AVBTNT Vv THEFATY %) O
B, UIM AL FIRE AR Z T 125G

FC LR B A L. RINMICERER G252 T 2881, BT TV ATEER
HFRIETICRT 5E

o~

&

o

-

=)

a

b

c

d

FRIfEATREE R ORWEA S HMEE L, =~ P LA ELKDY hFE
JUPEFIBETT. 3% (49/672(31) TH 0 | EA2BWEAIL, RHE A4 (3. 7%,
25/672M) K OVFHI (1. 9%, 13/672f) T -7=12, [5.1, 7. 1]

18, EphEmE

18.1 {EFR%RF
=)< b LIV EJLIESARS-CoV-2D A A > 7’ 17 7 —8 (Mpro: 3CL7
077 —8 Xidnsps & HIEFEIN D) ZBAE L (IC5=19. 2nmol/L) . A
VAR EOYWERIET S Z LT, vA NV AEREMmHT 5,
U NG Lo EmIRE (3umol/L) E TSARS-CoV-21Txt L
THUANAEERE RS eholz, U b FEMEI=/L~ R LLEL
DCYP3AIZ L A & BRE L, Mt REL2 insE 5,

18.2 In vitrofi oA LR &M
=~ b LV EVVITHIaEEE R 2 W23 BRIZ ISV T, SARS-CoV-2
ER R 27 BERR  (USA-WA1/20204K) (2% LCHLY A VL ATEMEZ R LT
(dNHBEA™ : EC5, 61. 8nmol/L),
=)L~k LV ELIESARS-CoV-2HF PR 7y Bftkk  (USA-WA1/20208%) f Of
\ZZE Bk T DHalphathk (B. 1. 1. 7%%5) . betakk (B. 1. 3515%%%) . gamma
B (P. 1%%5) . deltafk (B.1.617.2%%%). lambdafk (C.37%%%) .
mukk (B. 1. 6215%#) M Qomicronfk (B. 1.1.529/BA. 1574 okt L

TIRRE DI Y A L AIEMZ 7R L EClL 2438, 0, 41. 0, 127. 2,

24.9, 15.9, 21.2, 25. 7K O'6. 2nmol /L T&H -7~ (P-gpK$BVero E6
M), F7-. =/~ kL L ELILSARS-CoV-2 i IR 4y BERE  (USA-
WAL1/2020%%) I ONZZE F48E C & D omicron®k (B.1.1.529/BA. 2,
BA. 2. 12. 1, BA. 4} OBA. 5:5%#4%) 126 L CRIIRE OFL Y A )L AiEHME %
R L. EColZENEN68-70, 65, 40, 39K OM4nmol/LTdh -7 (P-
gpBREHAEAE T DVero E6-TMPRSS2#IN) ,
) LR b MR R

18.3 In vivoli o4 L REMH
== b LV B~ U ABIEER T & % SARS-CoV-2-MALOFK % fk e
SR T RTBWT, DT A A HMORD, B D KE
WO, 0RO UENGED iz,

18. 4 ZFEHImHE
SARS-CoV-2% 7= in vitroitEFEERERICBW T, A7 aT
T —BICH—XIFEEOT XV BERNSHEREO N, D5 H
T211+T3041 . L50F+T3041 . F140L+A173V . A173V+T3041 X [
T211+S144A+T3041 DT X/ 2SR %769 % SARS-CoV-21Zxt 4 5 = /v
~ ML LELDOHF Y A N ATEPEILS. 9~28fFK F L7= (P-gp/KiH
Vero E6#I S IZA549-ACE2HAN) ,

19. ARSI HEIEZHR
19.1 =)L FLILEL
—REILHR . =~ hLJLEL (Nirmatrelvir)

b4 (1R 28,59 -N-{(18) -1-Cyano—2-[ (3.5) ~2-oxopyrrolidin-3-
yl]ethyl}-3-[(25) -3, 3-dimethyl-2-(2, 2, 2-trifluoroacetamido)
butanoyl]-6, 6-dimethyl-3-azabicyclo[3. 1. 0]hexane—2-
carboxamide

3 F3 ¢ CoghlpFaNs0,

53FH 1 499.53

PEAR - A~ {EDN

b

CHEBLIEHERTH 5,

NH

SAEEL (LogP) : 0.845 (TFiIfE)

19.2 Y b+ EL

— R4 # 0 U b EL (Ritonavir)

k224 : 5-Thiazolylmethyl[ (a S)—a—[ (1S, 35) -1-hydroxy—-3-[(25) -
2-[3-[ (2-isopropyl—-4-thiazolyl)methyl]-3-methylureido]-3—
methylbutyramido]—4-phenylbutyl]phenethyl]carbamate

F3 : CyHygNG0sS,

53Tk : 720.94

IR BE~REBAOHERET, ZOPWHEZELZ L H D,

(bt

H]ACH /(ﬁ Y\/\ X?

0o

21, EPBEH

211 EIRG ) A7 EBHm 2 RED b, @UCHET 52 &,

21.2 AFNOEGHREE) &HW S DIERI DB 2RI, HHEA LD
B SUTMGER A MR ORI BT 25 CEZ b > Tl
HIN, XFCEDRBEBTHOHO TEEIND L. E/MIC
XL TERET D L,

21.3 RIS ERE SR AT R 41 RIS S BRSO R T
AR, 7?<wu BOPOER LTIy A L35, £k, REINER

ST R0 ARFEEEETHMLEIRD SR HATE, ER
[:J?%%DDM BT DEIHIC S X AR FHOERE A GTH 2 &
BbH .

2. @i

(IREBEY F/RyH600)
3088 [=~ R LV EAVEE  45EK VY b EVEE : 288 (PTP) X 5]
(REBEY F/LyH300)
208E [=/L~ N LILELEE

C2BER VY R ELEE : 288 (PTP) X 5]

23, FEXH

1) /—E7"%E 100mg ETIRL. 7 vV 1 BRI

2) Itkonen, M. K., et al. :Clin. Pharmacol. Ther. 2019 ; 105 :
219-228

3) Section 6.3.4 Study 1014 - Carbamazepine DDI, EUA
Application. Pfizer Inc. November 2021

4) Section 6.3.2.2.2 Part 2 : MAD, EUA Application. Pfizer
Inc. November 2021



5) Section 6.3.2.2.1 Part 1:SAD, EUA Application. Pfizer
Inc. November 2021

6) Section 6.1.1.4 Pharmacokinetics, EUA Application. Pfizer
Inc. November 2021

7) Section 11.1 Pharmacokinetic Results, Clinical Study
Report for C4671015. Pfizer Inc. November 2021

8) Section 6.3.2.2.4 Part 4 : Metabolism & Excretion, EUA
Application. Pfizer Inc. November 2021

9) Kumar, G. N., et al. :J. Pharmacol. Exp. Ther. 1996 ; 277 :
423-431

10) Section 6.3.3 Study 1011 — Renal Impairment Study, EUA

Application. Pfizer Inc. November 2021
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