HEEEFREE 227 5
M54 3H 20H

0 T8 U S il 2 4H 2 13 E R

H A A =
HYE SR Lk #—

ooy A VABGYEICE T 3057 4 v 23 (V3 =3¢ 125mg) D
T & 72 o T OFEEMGE I {% 2 8N DGt GIrEM o 3 o %)

FHELY, RSB0 SR E B Y B CHEFLF L L E 3,

Fiilav v A VREPFEDO BEZ IR E L2ROFLY 4 L RHE [ 2 — 3§ 125mg | 1<
DT, BEIRFEEE X . HEBICHIRL T3 2 & A L 22 ERI S . I
BHizo TCOFEBMRICOWT, [Fillav F v AV RBERIEICE T 2RO A L 23 (Va2
— Vg 125mg) DEMICH 72 o TOHEFMGEICHR 28 Mo fEdiett ] (a5 42 H 24 HAS
FEAEFEBHR 2 1T 4 v R EGEN RHEE AR B BLER%, 25 £ 3 A1 HNUH
HIEFRE 209 SICTEAD) ICTHBMLELZE ZATTA, BIOBEHRIEMA ST wE L
DTEHEHLEWZLET,

FANEL L TEMUTICZY £3,

- PR RO % D THIRE T OB DI T AR & 4172 72 0 TR K

CHBE T B IRFERIL D B & TR U = G OIS RE

- FESIAESENUGT S N 2o, mHTOEM OE AKIHE

3

BIEHMOL ZHBMEn’ 0, RRcBICIHMTIwES LS BHCHL LTFEd,



A@mAFEABARRAEE H

BEFBEHFE IO T AL RERE X R HEERE
EEFTREER - AEFEREEREN KRR

==

HEIOFTOAMINRABRREICEFTHEAMIAMIILARE (Va—/\GE 125mg) D
FRICHT-> TOIEHRIEICHRLEMDIERIRYE FEMDERDIKES)

BEICSOSFHLT, HFDERY . SMERFR. REFAXKET. HAIROE
AFER (B HTICERKLELEZOT, #@ITHOL, ERKEICHLEANA

HEREWNET,



£z F O &E K
STMS5E3A1TH

#]aE R R
% | REEFTERE™ | EXER (B) Hd
2o R

EAFBEAFHE IO A )L R BERIE R RIEERED
BEFBEEE - £ EFERERXRREW KRR

FREOIOFT DA IILABREEICE THABOMDVAILRE (Y a—/\%E 125mg) DFERIZH
> TOEEMREIZZRDEMDIEFRIZH FHEMDFTRDIKES)

FRLYFEIOFT VA IV RABREERGICHREOHSRZEBY . E<HELBLLETFE
ER

FRIOFTOANINRABREEDBREZRRE LEEORDVAILRETZ O RLILEL
TILEE)  (BRFEA - VO—/\§E125mg, LATF TARHF &5, ) [2D0WT, HEMRTESE
FH (MEHEREKRARHE) 205, UTRLC, ) &Y. BERIZEIRL TSI &M
HIALIESOBENHY. THEIOFT VAN ABREEIZSITI2BOMDVAILRE
(Va—/\§E125mg) DFERAICH-> TOIFEMEICDOLNT) (FMS5FE1A208F1+E
THER) R THEIOQOFTIOAMIINAREEICHFA2BOMDAILAE (VY a—/385E125mg)
DERIZHIz > TOFEREICHRDIEMDFERIZE ] (FH5F 2 A28 ITEHER)
[C&kV., HERFEEFENLAMLTLS MERL TS, FHIRLTWLWSAEEHED H S
T, RITEIRT DRIEEMED HEHXIEICET S EFEL] DRIFE ( TV 32—/ 5E125mg % Ak
AT 5BOBFMFcVvI VAN . BlEH1) ZNARNIBHTHERNZ I EHFITDONT
FEMEESBELLIZEIATT,

Sk, RERFTEELY., SoLLAMBEDO. FLITXKEEERVED IRIE
MITOEHM (FliFE2) OBRAIPABINELEZDOT, UTIZONT, ENOEREERER
VEBICEAMW=ZEEFT LB LET,

- SR, FICERSNELXHBRERVZTOIRERITOEMICOVT, FEFlE L


テキスト ボックス
別添



[ERfFL, FRW=EIXIIBELLET,
- RFIERE - BRIV S BEBRAT A CENEETINT, REKTEHZL.
An—. BENELEBEE. BTEET HINEHERSRANT HEL5. BE~ADIE
BEMEEBSBOWN=LET,

- AERAXE - BAEE. BHNCFT v, TV a—n\§E125mgZzlRAT 5B DEH
FIVI VAR IZOVWTHHRITSN TS, RIFOEMDERZ LR
LET,

Fr. HEREFELY, TRERAZOHHEBEDHEN ARSI, FFREDH
BRIEERERZTHERGAR - EZELEMICHRE SNEGNNHIC 1 HlFHRE
SNTWVET, AR ARRICHREZTo-ERIIERL TS AREEAHY EFIT D
T. REIDRTZ1T 5 EHREKEIC ?a?b\er’Cld: ZTHEEN MMERL TR XIE T8
e L CTLBRTREMEMELN &%, MmWVEECED . BOHT, ENDERK
ERUVOERBIZHL. ;I%‘\ﬂﬁté‘&*alﬁﬁb\b\fz LEI,

(%)

- BHRUERASHOERBFRER (THERR—2 NHRLTOSXE, EFIRLTWS
AIREMED H DKM, RITEIRT HeIREMED H A RMEICRET S HFEL

(https://www. shionogi. co. jp/med/checkAuth. htm|?a=08&ur |=https://www. shionogi. co. jp/med
/products/drug_sa/xocova—att/XCV-C-0003. pdf)

- EHREAEKASE TRERRAZE (£ 7 HPEKRES fHE]

(https://www. shionogi. co. jp/med/download. php?h=1e6fb5f122¢98d26¢3d3011e7f6¢9757)

[RIWE&it]

<AHERCET L L >
B =m0 A )b X RYLRE R R HEMEASES (RIS TE)
Mail : corona-kusuri@mhlw.go.jp
TEL:03-6812-7824 ([EL@#) ¥ H 9 : 30~17 : 00



https://www.shionogi.co.jp/med/checkAuth.html?a=0&url=https://www.shionogi.co.jp/med/products/drug_sa/xocova-att/XCV-C-0003.pdf
https://www.shionogi.co.jp/med/checkAuth.html?a=0&url=https://www.shionogi.co.jp/med/products/drug_sa/xocova-att/XCV-C-0003.pdf
https://www.shionogi.co.jp/med/download.php?h=1e6fb5f122c98d26c3d3011e7f6c9757

3

VI—/N\"8E125mg (AT KAl =
BRAT3EROEMFIyIVAR

HIABEEBZETAT.UTOIEHZBIEEBLTLEEZY

IR LU CWVDLZMNIFHIR L CWSEIREED D D LM (d C DFEZ
IRFECZEFE Ao

COE(F EFYPREET. DU FOREICHESEMDERD 5NTHD,
ANCTOZERFDD D TVEBAD. HIRPICARAI S LT, iBlR
Az IHREMENSDET,

R, HikPX(EER U CWVWDEREMED DD HE(CIE. B,

BN [FEEEMCER UHTLIEEL,

—RIBIDARER(CHRSZ1T oI HEa(F IR U TS ETREMD
dDOFEI,

—IHRFEADITIE Tl HIRIRE CRRIMZRIHEaN DD F I,

—SRERIC FRZZIRA U2 TR U TW el Ehvon o feEh
MO FET,

HiRT olAElt D d D LMK KEIZIRAF MO REIRAR
2BELNCHEISE 2T O HEF J\— b — & HISEYSETE
2112 CLIEE L,

KEZRAFR MO REIRA%Z 2 8BLAICEHIR U, DV
HIRUCWa CEh oD ofeza(cd EDICEAN. FAIRMN (&
EFRMCHEBL TLTZT L,

ERNDRBLIE oG E CHOHBEF > TLEEL),

— A — EDEX D> C UK O IEIZE THIEM (D AISESTRL)
TLIEELY,

—EOICEFRET T BEESTAVBB TCTHEEVIIEFEICDEL
aral AN

—BIEARZF CHIE T D155 (FEAm. EXHI Y (FEERNCHERN L T
<IrEEL

(@) sHionoGl



テキスト ボックス
別添1



VIa—-N\8g125mg =B Ehi=
THEDBEEZALECREDABIEA

EIRU TV AR MRBIEIRLTVWSTEMDHH LR
COHESTWZIRATEFZ AL

COHKTYN R . BHMRBT.VHFOBBICHSTEEIRDOSNT
BV ATOEERFDH>TVLWELBAN EIRPICRAT B LT,
BREFZRCIAREEIHBUET,
IRTE RPN (FFIRL TV D OEEMD B DB E(C (S ERD BRI (F5E
ERICHIERLIEE L,

— BRI AREICHISSZ T OB S FEIRLTLSIREEN HET

— IERIDEAD TR Cld HIRIGE ClEMZ R T IBEN HIET .

— KRS COHLTWERALZA THIRL TLV =S ED D> 72SHIh Sl
EX
ERHINBLBOEIEETEHSBRRAN>TIEE L,

— AN = BLTIHEOTUELIBETEMRT D ANICESKNT
<BEEL

—BolEBLKITVIRELT . BESABE TEEX (FRFIMCHELL
TLIEE LY,

— BERETPILT B15E (FERD. ZHIEIR (FBZEEMCHRL TIEE L,
HIRT DOIREEDH DRI G COHLTWERAPRURIRIRAZR2ER[
BIRICHESSE TR S /N — N —EH (OB RBHE# T o T<IES W
COHLTWZRAPRURRIRAZ 2BBLUAICHEIRLZ. H5 0L\ (&
HRLTWB T EN DA OEREIC(E. EBEICEL. M (A BEEMC
BR}LTIEE W,

B —.IREBBEICHENHBLEEE(ICE FiREEBERE 9 —
(0120-41-24-93. {1657 A~=#B10:00-12:00.13:00-16:00)
ADTHRNARETT . FIRERKIEHR > 9 —(CIFBADBRERONER(F
S5NTVET EULIFEBDERARIEICTHERIZES L,
HREFBEREYI—RBTES BLEIRTETT [ AR ERUBEVEDEE]

BB RUERTAH
AMRiPRRKEEE 3-1-8 XCV-C-0014 (VO1)
sHionoGl EEIE#H 9 — TEL 0120-956-734 #£059176

2023 F 3AER


テキスト ボックス
別添２



rEE&:UZG%IE%fE] VI—/\®iEICLDAREEZZITS

| (RMP)

FRAIERSUAIERHBICB 2 ERSNRHTT %%_:Al * %%_: /Llo) :‘ib’*_o)ﬁ/\

IR L T 3 RENIIEIRL T 3 AIREH D H 2 R IEIIIRATE A

RO FT IV RBREEIC DT

o FEIIAOF IV ARSMEL. HFROOFTI1ILRA(SARS-CoV-2)ICLD TEITRIINDRERETHY ., COVID-19& EMIENE T,

o FUFERFDEAERE U T, HE, WRIHER (%, DEDBAHRE) BRERE. BB HERER. 81 KEER . REEE . BEE. HARRE
RHEVETFHRIAOFT IV RIBRREUZAF BETH A BB I 2AEZV\TIN, EEL T 241 EDEIERNE THSH5
~THREE T ERI2RCEEL BRICEDESNTVET,

o FZ FHBIIOFIMIATIE RED2BFINSRERT ~10HEZEMDOANICRERR S EITRENRSG DS SN TVETERDHDH DS
& FREAHNS THERBL., H D, EERERIRH S 24FEHEL TV 3155, SHENSEERRN TR EE SN TVEIN, 10BERERI RS
WEFTRIENS BEICELDBE. BRMBESZEELRIDHDHEDEACPRBER) R IDEWTEIEEL TV <%, BENRREET
FHITEIDRENNEE SN TVETD,

o —RMIC. IMIILRIEHITUTWHTOUT DERES U, IV RADEBEHIZL T B &N BYE T FHEIAOTIMIIRICTDVTE ZR
[CKDTRERDILM) P TEIN, 5ITRIINBIEIDEINENDCEEHNIE, TIF UPEMNECLKKRBIEEHVET, ZDsH.
ERCEERRREIC DV T R OBRESN T RIS,

VJ I—/\®EDIRICDNT

VJ D—/\®gg(d, FrRIDOF V1)V ARBRPEDGFER E U TRREERD INR LT EERRFCHV\V THMERUREMEICHASRRISBOINTSY, 5
SHIBREPERAP T, T —IDNRRINLRIC BEMERVUREMENID TEHESINE T,

A0S IV AREICH T SRMECLREEEHRT SO DERKRARNRER TH Y 5.V I—/\CEROBIIEPLEMEICRI T S5
HEDDARERENHYET

XBREGL X, ERDERRURRICEABHEE 52 2HTNHHIHEMOFALZ DHOREREDILAZMILT 2O RAICEAINDG _ENUEREER

THY h O YZERMOERLUSNSEL QTENRVNEEIC. EESBAEN, FFIROBRZR 2 LT BB OERRDBRAZHI I RVEETORRN AEE
RBHETY,

VI1—-\®REDIRAZIIUHBICHE>T

LUTFOO~@ICEH T 2B VI—/\CRERATSEEA,
LUTFOWINNCEET DAL ARETORIIC,  FHEUDEE, AR, XIZEEMICHHSEIZT 0,

@ BECYVI—/NCRICEFNDRS TEBEDH 12 H

@ UUTFICEEEHUL TWS[Y I—/\CEiRARIFMER TERVERCEBEDH DFERERATNTVSA
BIEX I IAFROBENMETUTWSA T, JIVEF U ERRAPDA

@ EIRL TV DRI RISIEIRL TV S HREED H D4 E

HUTDO~®@ICZE T 3HmaIE. VU I— /R RADKRICERNUETT,
LFOWINMNIZET DAL ERET ORI, I B OERM, FEE. XEEZERCHMS T,

® FREEMETL TS

© HHRATRE S

@ FEAHPDOEEXIFRAEFEINTVDLIE

[V I—/\RfERRATIIER TEBVERUADEERALTWVWSA

[V O—/\REEARAAIXER TIRUVEHA]

o HEMEE CEIRG—SvY)., JOFEU(OFEY) IVSTYRIERE(SY—4)

o IAEREE: F I URREIE KA

o SEIRMEAREMR - M IMERER R TUDUERIEKIN(RT)I—)L)

e VMR FAHILON(TIIDE)

o ERMF7IRZRFOVIOVA—ITLL/(ESS)

o AR TIIVIVEARE -BKAHIIAY -1/ OV 7oFEU(OUFIY), Ve ROTIVIII A VIEEE

° FEPNHERE: TIVIANI LA VEIE XFIVTIVIANI LA VEE (/NLY M)

o EEMEAER:VYIUNRYFI(IRNR), OZFIERXVIVEE (v IZA9EYR)

o EREAZ:NTISLUIILIAY)

o JUUVKRERZE 7TELUUERE(IRIVIEX)

®  HCNFvRILEMER: ANTSIERIE(I55Y)

o NMEMBERARNITIIBEHEXIITHAMEDISE) v/ MERME (N /BRI 2V \EEST) DREMEE) (RRILIRS).
ATIWFZTALTIVER) . TIWIZER(F=)=9) . TIFIVIZRA ORI VD) SNV (ARTIL)

o BER:7EI=UE I TOvD) PEIVZUE D -FIVXTFILI D XREYZIV(LTFIVY RBEEEEE)

o  FEREAEE: ZRLFHINRIVILD)

° ggmg@g#ﬁ%95"57411/?5;}}2;3%? ?97‘7;%(7—?‘1\/\7)

° EREIREEE /LT T D1 JVRERIEKAM (LERS - ) e N

o  BEBEAEEUIPIFU(IATF V) [EmEN T CHERE<IETL]




[V I-/\REERARIIFERATERNER (X))

JERTOA REBIRNSI XSV F IMRSRMEERE D4R/ (TLUT17)
ERNWEEFAREXa@FFEER . UN—OF N\ (1 THFLILE)
HTANARER NIV EE D (FIUR=I0) DT (B V=)0 PLETPF V)RR T T2 U F I LK GRR )
) or e (UI7PIY)
mRE I TA RIS (St.John’s Wort. T I3—U X D—R)EBERU\—TT1— T TUXIRERLE)

THEDBESANDIEEH

& FEIRL TV SLMERSEIRL TWS AR D& S4EdY J—/\CFZ RATEEH A,
V—/\®FE(E, BWIEER T, U DRRRICESHENZED SN THY | ATOREIDON > TOWREAN EIRFICARAT ST RIEAEZ
RIIAREEN HYET
o BfE IR XISIEIRL C L\ S ATREMEN S S5 5 (I, EERM, SFERIEMX G B EEICHIRA TEI L,
« BB BFRICHSEIT o RIBRIERL CL S HREEN S Y KT,
« EIRGIEADER Tl FRRE ChRMEZERIIHEHRHUET,
« ERRIC, VI-N\CFZERA LB THIRL TW el e 2 e EAINB YT,
» HIRY DRREME D H LK,V I—/\CiRE iR N UREIRAR 2IBELUAICHERSEIT O HAIE. N— M —EHISE SR EZE1T > T

<FETLY
o V- /\®RERRAPRURKIRASZ 2R LAICIHRUE . 2 W\FERL TV S ENDD o 72BEICIF BESICERD. EXIRMX IS EEED
ISHERLTIZEE L,

& BRSO —/ NS5 IR T R O R S 2 BRI S £ R B C e AN E LU\ T,

YV - /\®ERDAREE )

o va—eseixs DB mmLc<rETL,

1BBzz1838E(375me). 2~5BBIciz181E8 1 £2(125ma) #RAL TS L,

BEOEECHHIDSTIRATEEY,

BRATTHNUSTAMT W25 E ., EERN, ZEHIER, ITEEEMICHERL TES L,
RUTC2EDZTREICIRALRNTEE L,

RN R O7TZHBETESARMRAI> TS,

* A= OO TLEOLGETE MBIICHDAICES RN TIZE L,
- O RERIREE T BESABS TEREXIFFEARRCHELIZS L,

- BWEREF CTHIL I DB AILERN. FKHEMX LB EEDCHEERL T<TIZT L,

Li=lE > 288 3a8 408 588
3z 158 152 1452 152

fREER
B H A H A H A H A H

FREINSEMEAIZONT
VI~ THRINTL SENFRIRTOEBYTY,

o R o [EBEEEE

° FOEE (] HDLOLXFO—JUET
o B ° ~IZJURURER

o [EM e LFUIEVER

o T e MAILRFO—-IVET
o [RERFIRER e MEHKER

e GERE

KEASNTVRVEHERYURINHENELNEE A,
CNETIHRESNTOVRVER-REBDNHSONDARMEHIERT DT BEERURBAICIE.
EYDERR, FHIETX (LEEERCHERLTIET L,

SEMRFEIT [ERERURELESHhEE] ®: BiFFEIE munanE;
IEHRSERERTISXT ©2023 SHIONOGI
BB REEEE 315 XCV-C-0001(V05) 2590040

sHioNoGI EEEEE 59— TEL 0120-956-734 2023F3 AR



(o gt | s

AEMIERERURTBIEHECRE DS ERSNIENTY

Ime®

Vv 3= 52125mg

[FEIRLTWLWARE. IFIRL TV STIEEE D H S 1E.
N (3WEURT SO REME D H D] ICRIT S HFEL

VI—I\"§E125mg (LI FF)) DIFSICRULE LTI L TFORICTEELEE LY,

® IFHIRLTL\B RN EIFIRL CTL\DATREM D H A RIEICIH IS TEX B,

® ZDE(F. YRR T, VU FORREICHSTHEDRDESNTED. ATOZEIFDODH > TVE B AL, EIRFICARA
IBIET. RRIREHZRCIHREMD DT T,

® L5 ENBrIlC, BRZICEVTHIRDF Ty IUANE CERICIED . BESADEIIRL VWL, XIFFEIRL TS
AIEEMDTEVC L2 FHERRL CTLTEE LY,
—RIEID B ICHTHZ T oI B SIFEIRL CL\DETRE D B D E T,
— IHIRVIBIDER T IR E TR ZRIEEN DA EICTERRLIEE L,
—RIRIC, FAZRALEE THIRL CL e ED DD oTeHhIDHDE T,

® TR DETEEIDHDHLHEICHU T, FEARSHRURERRSEB/E* MRICH3SSZITI5G(F. /\—hF—&HIC
BB ZIT DR DB UL TLIEE LY,
HERIIESHOBITHE . BREAZEZENRE U RICHIDAF O REIDHRIE (51.48H) RURKAE(66.45H)

DSEICHEET D,

©® K SHRUREIRSZBREALNICHIRUC. HDWVIFIERL TWL\SIEN D ofdZEICIE. BESICERT. FEXEM
N[SEZEEMTAEBT DL SEEEL TLIEE LY,

©® AEIDIRSZERIRURICEES ADEIRUC. HDVIFEIRL TWLWS I EN DD OfZEI(CE L TFTOREMIFRD
EFESEICTEBRETIEE LY,

T2 HIBFRDERST
B BEYMRISERS
B EFREE EERIEHREY—(0120-956-734)[CES
B EHRNE FREEfEQIIOI UL
(https://www.shionogi.co.jp/med/index.html) DEERAEZEREESEREHRER T+— L= FEH

©® Shi—. BRARBRERICEHRDHIBALCERES AICIIREICIHU T, HREZEIFRTEYY—(0120-41-24-93. Z{1H—E
A~&#REH10:00-12:00. 13:00-16:00) D HNTTEET T .
HIREFIBREY Y —ICFFRADHEREONRITSNTVE T . BULISHEBOERAREZ BN <ES L,

® ZETADIRFEINRZREERL TLIEE LY,

® JTEADRLIFOIIHE CHOAMIRHAI DL IIFEL TS,
— hi—. EHE O TLE OIS CTHIERICHID AICESTEV L IIFEL TLEE L,
—BOlCRERMFRET T BETABE TRENSZEARNCHELT DL IEELTLIEE L,
—BWEAF CHhIL I D5 EIFERN. FAIETX (FEZEEMCHERT DL IEELTIEELY,

BFaX[2.ERI[9.BENERERIT2BHICAHTHEEILDHER

2. ER(ROFBHICFRFUEEWNIE)
2.4 HENIFTIRL CL\D A EEIE D D% 14 [9.558R]

9.4 &JEREZH T E
FIRETBETF L ISR U Tl FARSFRURKIRS % —ERBI BV T Z{T DL DIEE T DL, [2.4. 9.58/H]
9.5 iim

I S HIRL CWOSRIREM DD DT RS UIEWN L,
DYFCHNC. BRAREREEDS.OFESL L CRIEICESZEDRRHONDEEDIC, BRRREEDD. OfF(CIHE TS
HETRED. [RRREED 7 AEICIHEIDHE CHE - BIBEFRDE THEROHOSN TS, [2.4, 9.45K]




EEFRESHHRT—5

® S5 ZIREER UERE T DYIHIRFEL (CRI T 5 5R
Sws (ZEU#E206) (CO (XHEREE) . 20, 60X I[F1000meg/kg/HOIVNVIVEIL  TXIVER
Z 181 aREROKRSL. MiEDZREEN UHIERFREENDEEZ U,
TVINVILEIL TXIVEERSICEERT 958ME(LE. MiEHEICRESHAETH5H1000me/ke/H
F CROON T, WEERED—AZES M. MHREM DETBREEN UYIEIRERLEICRAT HREMEF
1000mg/kg/BEH LT,

® Svhit-BrIRFEEICEI T HEER

RS v (F8$2061) [CO (X$8EEF) . 20, 60X [ 1000mg/kg/HOIVUNVILEIL T IVER
Z. - RIEOBRSEOZHHET TORE (ERE6EEL SR 1 7HE). 1H 1 BIRERORS
UT. #IR20BBICHFEYIFRL. BEYRURT - RIERENDREZFHEU,
1000mg/keg/BRSEICHWVT. BEW CIRSHBRICHEEINNGIR IR SHHICREERA D
S5SNI, - ArIETIE. 1000mg/keg/BIRSH CThRIEREELENUBREEMRE LU TR/ VEER
IEDORREB/EDEMHRDDOSN BSUEL. BHYPO—REBENRUK - RIROFELECEL
B60me/ke/B. BEMIDLEIBREREICERIL T 1000me/ke/BEHIMUTC.

® Y IE-RIBHREICEIT B
WEIRO Y (B8 17~ 1861 ICOCHERE#). 30, 100X [F300meg/kg/HODIVRUILE L
IRV, i -RIRDOBRNSEOZMEFI COHRE (GHR6HEL SIEIR1988). 1H1ERE
REO/RSLT, JFiRe8HBICTHEVIRL. BEINUK - RIBRENDFEZFHEUT.
100mg/keg/BU EDIRSEICHWN T, BIFSHERUESRMED,. 300mg/ke/BigSE TIFAE-FRIE
BIEEDRDESNTC, BOSNICHF I HEROEEREERUBEEUVCHRDESR (FERE) THofc.
&1 100mg/kg/BIRSE D 1 fI TIFRHAFIEICERAUCRED RO SN e, BEMD—REMRD
HIERERENEO'CRE - BRIR D FEEICRI T D EE 4 E(E30me/keg/BHEHIM LT,
Fle RO Y+ (FEF18~2061) (COGHHREF) . 300me/ke/HDIVYNUILEIL TVIVEEZ.
1816, 3~48E(FR6EEL SHIROBE. 1Tk 10BENSEIK128H. ik 1 SHEDL SR
15H8) RERORSUERICH. 300me/ke/BIRSE#ICHWVT., K -RBIROBIERUEIRDE
hiERsHSNT,

® SyMHERRUHERORLENU CEHADREEEICRI I 255
RS (FEF 18~2001) [CO(x38RE¥) . 20, 60X (& 1000mg/kg/HDIVIMVILEIL TXIVER
Z. HR6ANSHIRERECIHE20HE T, 1H 1 AREROKRSL. BEROHEMMUTHERD
FEA UICBHEADREREN DR EZFTHE U,
1000me/ke/Bi%S5ECH LT, BEIDOAEOIEINNHIA OEMEED., BRI, UICERIET
HEROSNc. HERTIE, BASMNERDHSNIc1000me/ke/BIESE THERY. £EFENU
FEDEEL U (CERIEFARN UMD ERFADBEED RO SN CNSZBURILEER. BEY)
D—HEE MR U EBEEEL ORI DOFRLEICEI T HES M EF60me/ke/HEHIRRUT,

HAER: TV IVRUIVE IV OETEFA S MR UREREETHRE R

SSIRTETT [ AR ERUTEVEHh EE]

IEHSRRFERISA
KR M HPRXEEE3-1-8
sHIONoGI EEIEFHt>9— TEL 0120-956-734

®: BHEIE

TEMTEE © 2022 © 2023 SHIONOGI
XCV-C-0003(V04) #&293744
2023F3ATFR



VI—/N\"8E125mg (AT KAl =
BRAT3EROEMFIyIVAR

HIABEEBZETAT.UTOIEHZBIEEBLTLEEZY

IR LU CWVDLZMNIFHIR L CWSEIREED D D LM (d C DFEZ
IRFECZEFE Ao

COE(F EFYPREET. DU FOREICHESEMDERD 5NTHD,
ANCTOZERFDD D TVEBAD. HIRPICARAI S LT, iBlR
Az IHREMENSDET,

R, HikPX(EER U CWVWDEREMED DD HE(CIE. B,

BN [FEEEMCER UHTLIEEL,

—RIBIDARER(CHRSZ1T oI HEa(F IR U TS ETREMD
dDOFEI,

—IHRFEADITIE Tl HIRIRE CRRIMZRIHEaN DD F I,

—SRERIC FRZZIRA U2 TR U TW el Ehvon o feEh
MO FET,

HiRT olAElt D d D LMK KEIZIRAF MO REIRAR
2BELNCHEISE 2T O HEF J\— b — & HISEYSETE
2112 CLIEE L,

KEZRAFR MO REIRA%Z 2 8BLAICEHIR U, DV
HIRUCWa CEh oD ofeza(cd EDICEAN. FAIRMN (&
EFRMCHEBL TLTZT L,

ERDR Lo IciZE& CHOHBEH ] > TLEEL,

— Bhi— BEHE > CUFX D ICIZE CHIM D AITE SR
TLIEEW,

— R OCEIRECT T EESABE CRERENIFEFENCHEL
<IEEL

—BWERE CHIE I 55 (FEEAD. EEIEM Y (FEFEZEMICHEHRRU T
<FEEWN

(@) sHionoGl




VIa—-N\8g125mgENBEhi=
THEDBEEZALECREDABIEA

EIRU TV AR MRBIEIRLTVWSTEMDHH LR
COHESTWZIRATEFZ AL

COHKTYN R . BHMRBT.VHFOBBICHSTEEIRDOSNT
BV ATOEERFDH>TVLWELBAN EIRPICRAT B LT,
BREFZRCIAREEIHBUET,
IRTE RPN (FFIRL TV D OEEMD B DB E(C (S ERD BRI (F5E
ERICHIERLIEE L,

— BRI AREICHISSZ T OB S FEIRLTLSIREEN HET

— IERIDEAD TR Cld HIRIGE ClEMZ R T IBEN HIET .

— KRS COHLTWERALZA THIRL TLV =S ED D> 72SHIh Sl
EX
ERHINBLBOEIEETEHSBRRAN>TIEE L,

— AN = BLTIHEOTUELIBETEMRT D ANICESKNT
<BEEL

—BolEBLKITVIRELT . BESABE TEEX (FRFIMCHELL
TLIEE LY,

— BERETPILT B15E (FERD. ZHIEIR (FBZEEMCHRL TIEE L,
HIRT DOIREEDH DRI G COHLTWERAPRURIRIRAZR2ER[
BIRICHESSE TR S /N — N —EH (OB RBHE# T o T<IES W
COHLTWZRAPRURRIRAZ 2BBLUAICHEIRLZ. H5 0L\ (&
HRLTWB T EN DA OEREIC(E. EBEICEL. M (A BEEMC
BR}LTIEE W,

B —.IREBBEICHENHBLEEE(ICE FiREEBERE 9 —
(0120-41-24-93. {1657 A~=#B10:00-12:00.13:00-16:00)
ADTHRNARETT . FIRERKIEHR > 9 —(CIFBADBRERONER(F
S5NTVET EULIFEBDERARIEICTHERIZES L,
HREFBEREYI—RBTES BLEIRTETT [ AR ERUBEVEDEE]

BB RUERTAH
AMRiPRRKEEE 3-1-8 XCV-C-0014 (VO1)
sHionoGl EEIE#H 9 — TEL 0120-956-734 #£059176

2023 F 3AER



J O—/\®8E125mglZ (% b
EER) RV EHEHIGTEE

BHEEREKRARMT

® : BRI



Ja—/\®8F 125mg IR B
EERURYEEIEE (RMP) OBE

x5 V' 3 — 3EE125mg BERRS TV RLILEL T LR

BERTTEE e B RS AL B o g | 87625
#HEAH S Fn54E3 H 16 H

1.1. ZeMRFEERE

[EEARBEEINTZY R 7] [EEAREENY 27] [EEARREFER]
2L RIS FRAE S DL E O ATEEREFE AR T

DL

1.2. BRI 3 RETEHEE
[EIFR S [E 50 I /AR SR (T1221308R) O FIMMFH N— F TOHE

| EREICE S ZEMER DT O DOTES)

| ERRICE S Y R 7 B/MED T DIEE)

2. R LSRR EOBRE

4. V) A7 m/MEETE OB

B OERLZEMERIES) BEDY R B/AMUIESE)
BINOERGZ2HERIES) BMDY R 7 F/AMEIEE)

TR IE 1% A TR E A IS K D IE IRt

A i A FEHITEE LT BF~OFH] & BRAE o i ([FEE

HTHERERE T 2 59~ D R E 2 R 52 & U 7o TR A
R

3. BT 2 R - RBR D F I OBEE

[EBE LR 26 I/ AR EAER (T12215088%)

ATEH ORNEILZRMP OARLCIRER T XU,

HE - BEN T v 7)

EIREFA T EM (V2 — %E125mg [ THEHR L
TV S &M IR TV 2 ATREM O & 5 ik, T
WEARS 2 ATREME D & D 2tk ) IZBHT D BREV ) D
VERR & $Et

BE NS EM (Va2 — 3\®E125mg AL S
PEDBE SA L TFEOIR IR E F~) OIER & $Eik




m') A EHFEE

P
A

DftA - RIS

ih H o
AR 4E H H S44 11 H 22 A %y 4y | 87625
SRR — A& FROF: B | 30400AMX00205000
ESI E SE| 4411 H 22 H
T A 4 Vo — 3B 125mg

H %

Y FNLJVEIL T VER

18, = FLALEN T2 152.3mg (o b S L

&R 0K
e T125mg) A EHT 5. At~k aaomEoRkeE

B 12l Eo/NRE O AICIZ= > FLber s LT HBIX
MR oRE | g

375 mg &, 2HELOL5 HEIZ125mg & 1 A 1 [ERAKEET S,

2R X3 %h R

SARS-CoV-2 IZ K % JiYLiiE

1. E3ESL Y 27 EHEEEZREDO B, EOICEmTHZ L,
2. AKFNIOFE Y] & fWr S D FERI O I kBRI, HHNCDEE
IFREFICHE MR OV T A A SCEL S - Tl

72 S I, LTHICEIDAEZHTHOMDTEEIND L5, ERIT
LTEHTHI &,

3. EBSHLFESE O/ MAERRER (T1221 3BR) OFHIAH — k2 HiEblIc

AROVEDRFER SN R A Y F L& DI T 5 2 &,

" " AFNT 2022 4 11 HICEHRESEREIREIES 14 520 2 O 2 5 1 HIZ

EOTBEUKRB I,




5T D Jg ik

e e - Sf 541 H 25 H

N O

L. BFMTEM [V a— % 125mg # G SN ZMEDBE IV E ZFEO I S F~)
DFTHINERL

2. FEWRMEFEHMTEM (V32— % 125mg [THEIR L TV D4k, IR L TV 5 alREMED &
BaME, AR T 2 ATREE O & Bt ) ISR 2 BFEV ) K OUERE R EM (RIE
YEBENCRT 7)) O HHEL TS LM IR L T 5 rIEEEO & 5 2otk 12
BT 2R OEKLD I (BT 2R OHUET

3. EIRAEEH T EM [ a2 — %8¢ 125mg [ R L TV D&M, IR L TV D AEEED &
DaME, SUTIIRS 2 v Reth 0 & 2 L) ~OREIZET 2B | oF A bz [V
2— N 125mg [ TEHR LTV 2 &l IR L5 aTEEMED & 5 2otk U3 % Af
REMED & D et ) ICBT DRG] | AR

4. 13, GRMEICET A - MBROGEOME ] © HE R OFHEEE 0L E

ZRE PR
1. 2. TERT D A[EMED B D otk 1ok U CHEIRICAR D EMAEL 2 K VB L T\ iz 72K 7=
b, Fio. BRI, M, FRIEET S RN B D I E - TIRE I NV X 9 I2#

JET 5729,

3. FUEUEEA

4. SARS-CoV-2 s st G2 DIEREILF 11/ MARRRER O TR BRI FHE BN OSKETICRE S i
WA D=,




1. EERIVRVEEHEOHE
1.1 REMRETEIE

HERRESNZY 27

L




HEERBENY A7

fe A TN

HERWEN Y A7 L LT-#EH

AEFEFEAEFMERBRICI W T, U Tl BRIREREO 5.0 54 4 2L L TR IBICHE AT
HHNATWD, Ty T, FEORFITFRD TR,

ERIRFBRIZ W T, AR O LM~ D ARA DO B HRRER 1T 720,

UEXY ., AR mERBEN Y 27 ERE LT,

B3 S 2 MR TR B O WA M OV O

[M%]
T i 0D [ 3R N e 4 P R AR
[EE4R L )

WEIR L T D et G- S ima . B oEREm e EREE 2 LT, AHlo&RGIR
L, e, BV MR OH AR OFEM G MAINE T 5720,

U A7 F/METEBI OWNAE KO OEIRELA

[M%]
WHOY 27 F/MElE# & LT, I 2. 25, 194 AJEGEEZ AT 5&], 9.5
It OWMPOBEMIEIR ST A NIZFEH L TEEREZ1T ),
BANIO U 2 7 fe/METES) & LT B T G R ORI E [0 B DR O k2
79,

[GE2NEENEED

PEATTEVE B9 2 T A R IE e e VR I he i U, @IEAREHIC B3 2 B 2R 72,




HERA R

TR DL EORTHERERRE BE T oLtk

HERAN R E L7z#H -

B DL EOTHERERE E BE TORGRERITR <. 2 bDBE TR G LIZBRICAH O M
REN EFTHREMENH Y . TV LZ M EORENE T D RIS E TE 2V
Enb, PTEED EORHERERE A TOREMEEZRE L,

2 HE 5 22 EPEREARTE B O N M O DR P

[M%]
T O R i e eV R AR TR B
MO ERE L EVERERIEE & LT, AT 2 A 2 00RE 2 0% & LR
BRI %,

(&R P )

LR L BV AR IS & - T ITREFRE 28 9 2 F O EE 25l 5 729,

U 27 e/ METE B O N K OVE OERERH
[h%]
WHEDOY A7 FMEIEE L LT, BFHCO 19.3 RGeS RE ] Ok O E 3K
S A RICEHE L CIEERE AT,
[ ]
R RERE S 2 A 5 BRE OB GICHET 2+ BWn ez & PEED EoRFHRERE
BECEHAFOMPEEN LA THEENS D 2 &2 EREFELCERF ISR L, #iE
il I B4 % B A AR 3720,




12 AEICEY HIRAFE

ER AL E 55 T/ MARRER (T1221 3ABR) OFEIMAR/ — s TOA L

HhMEICBE T D MmatFEE s Lzl

ZNE CORKRRBRICE T 2AKNOFHMEICET 2B RIZIB SN TS Z LD KRAETN
FEhE LTV A EREIEFESE O /AR (T1221 &R OEZEICES A2 BETT 5 03
N DD,

HhEICBE T oA - RBROA -
[EFRAL[E %S O/ MARRER (T1221 3ER)

HE - HBRO BN, NEKROFEOHE QN EIRFLR
RENDOANEE T D720, AR S Ehi LTV 5 SARS-CoV-2 JERYLH %4 0 [EFELL[R
55 10/ AR ERER 2 Ak L C3Ehiad 5,




2.

EXGREMERHEOHNE

T OB b2 R R AR TS B

W OERR A iﬁ“ﬁ/ﬁifw)*ﬂ%%
HREHE, SCHK - & OSME R E RS OIUE - G - /34Tic < ZAROF KO
FAT

BN 38 i 22 A PR R AR TS B

TR E

A

Kl : FEIEFIRNS 6 4 HH
AP, RO TER AR T 2 5 AUA

— A A R A
[HiM]
HEHER TICBIT ARG SNTZEBEOLRREE MR T 5, £o. AEIC OV THAEK
L Jﬁi&%ﬂlﬁﬁ‘éo
[ 5t &t i)

FEHEHIM - 2022 45 11 A 235 2023 4E 12 H
#ﬁi“ﬁﬂiﬁ : 3000 4
FERi 75 e A T =
BLEHIM - AR O 5-BRLE S 28 HH
[ S 3 b O AR L)
FHENEN 0.1%DEWEM %2 5% Lo T &b 1 L BRI FTREZ2fI%k & LT, H
FEIE B %L 2 3000 IS FRE LT,
[EiH & 72 27 & ORI & OV DIRHL]
© FAABRAG AR ST AT REAE B O AT — Z A3 1000 FIEE S AV RE RO WF )
BV - 328 L TERMEEBRIC OV CTafER 2 2 £ U, [EREERE ~P s 217
95,
ﬁé@ﬁ%ﬁiﬁ'ikbfﬁéf%ﬁ:obf&%%@@%%%%?é
TAEAE THE : RFAEICBEFEINTT R TCORFEOBEMMNK T L, T — ¥ &2 [EHE LB
T%%%ﬁ%%ﬁ#éo%%ntmﬁLomfiﬁ%Liﬁwﬁma%ﬁﬁ%ﬁﬁo
[é % 15 S 22 M REALE B O 5 FATFE S W CHEM S N2 AIREED & 5 BN O & Kk OV D
B4k D PR TE FL ]
il &b, UTONEEEOERMLY 27 EHFEEORBELEIT),
e BZRMERFTFHOA RS 50 T ARHEDOFHENEDELESICOWTHRHZIT ),
e B RMRFFRIC TS, U A7 R/AMEROREBZIZ OV TR EIT I,

A RERR E 2 A 3 2 R E 2 iR & U 7o B R KB AR

[Pt g

HEEEDL E DR RERE E B E TR
[E/Y]

JHHRERE S B T3 1T D I ENRE 2 33 5
[ 5 i -1 ]

FEhlE : K[E

FHEHIM : 2022 427 H ~2022 4 11 A




HAZRE G - RS RE B RERE AN, R PR RE e 5 R I OV 25 ITA B P B R 5 4% 8 Al
FhE 7L - A—T T, T o F A, WATRER R
BRI . AFI OG-80 5 21 H R
[ S0t 51 18] o> AR L ]
—EHINT, FEMENRE T A — X —FH O BESEGIE A 6 BIIERET D3, Hik - BLEEEE O
2 Z X GEF I 8 BT E LT,
[8iH & 70 2T E DR K O DOFRHL]
REBPFARE IS B« BEEGIROERNZE T L, 7 — 4 Z[EE U7 BB CRASIRIT %
FEhET 5,
[4a%Aa 2B 2 - BBROFE RISV THEE S D alREMED & 2 BN O E K N
D BRIA DR E HEUE]
WiHLRDEHIC, UTONREEGOERNY 27 FHEEED LB LE1T 5,
BN Y AT e AMER DR EBEEIZ OV TR AT 9 o




3. AMEICRET HIRE - HERDFHEDHME

EFRIL[FE 2 T/MAAEER (T1221 #ER)

HKFRAT B FEhE LT D SARS-CoV-2 JEe 4 o [E B L [R5 11/ AR 3R 2 fkfee L C32hE 3
2
[Em]
BRE / HHAEE O SARS-CoV-2 [EYLF ICARK %2 5 AR EHR S L= L &® COVID-19 @ 5 JiE
WRIET 5 £ TORFFICE S S BRIERSGED R 2 7 TR L kT 5,
IEEE /BRI DO HHE T 5 SARS-CoV-2 JEYLH\TAHKIZ 5 HREIERG LI L X DOHL)
PEERET D,

[ SEht st ]

FHEHIM - 2022 4 1 H ~2022 4£ 8 H

BRI - 2022 42 1 A ~2022 4 7 H

HAEE B« BIE /2 SE D SARS-CoV-2 YL/ 1590 B, MESE 5 /4 FESE IR D 45§ 5 SARS-
CoV-2 JikHL3 /480

Bl - AR O 5BRLAD 5 28 H ]

FEAMTE H : E/ I EEEE O SARS-CoV-2 &Y 12%F L C COVID-19 @ 5 JERMNRIET S FTD
FER 2 SEE2EMIE H . Day 4 1I2381F 5 SARS-CoV-2 D7 A JLZ RNA BDOR_—ZF A Db D
EALE LY SARS-CoV-2 D 7 A )b A SHFEIEN B AN HERR S D & TOREM 2 EE 2RI
FEMIEE & U7z, BERE/REEIROAHA T D SARS-CoV-2 EIYLH TR LT, THEHHHE H
ITERE L7220,

[#iH & 725 FE ORI KL ONZ OFRHL)
© REBIRFEHRE EERR . BEEFIBOERMNTE T L, 7 — ¥ Z[EE LT B ChREMT %

S DAL
[ MEA N T DA - SRR OFE R IE DWW TIHE S D ATREMED & 2 BN O HEiE e OV
DB IR DR E HEHE]

HiH &R DM, LTONEZGOREREM Y A7 EHEHED RLE L2179,
Bz 72z BV R O RPEIZ B 2 MET RIS 95 . IBIIOFRAERS U 2 7 f/IMER DR IE
EAZ OV TRE 21T 9,




4. ) R BIMEETEIDE

WE DU AT g /METEE)

WH O Y A7 f/MUIEE OB
BRSO A A E RS T A NI K D 15wt

BINO Y 27 e /AMETEE)

M ARE A K 21 et

Kl - BRERIAR S 6 H H H
AP, SO TIER - AR T 5 2 5 ALUW

FTHAITBE L COBE A~ & g0 E (REHRHE, BEFAN 7y 7)

(B8]
BEIMRFEEICH LT, AANCET U TOFERBEIZOWTHSICHHA L, AEAZIUG L%
AR ZHR G352 L2 HE LTHERIEMT S,

AFIOALES T, AKANOHE, RATE, ROBEWER % & e G i)
[ R 720715]
UL F O& M % AFINEFH O EREMEEZ T A — AX—ICB#HT 5 & & ICRENAE R
AL, BMOIGEHZKIET D,

Y a— g 125mg |1 K A IRFRICHR D[R B B SCGE:

VA — PR K DIRIR AT ADRE S BESAD TEBED S~
[HiH L7225 P EORH, F2E L RICHE ST IR EN D /liEEN & 5 e 5 HiE]
WEOTERH - EFSILEE /MR RBR RS E R R, 222t E S5
FE| B 3L R 55 11/ MAR AR B AR PR A R RS, 22 8 R A5 R L BIE ) O S BRI 25 2 el L
U A7 e/MEFHE OB 72 258 LS LB L S DG, B e R BV ERFTFRESE O b
Le ik, BMOWET, B FIEEOFEITIEOET, BINOEMAIERSEZ R 5.,

EIREFE TR (2 — "% 125mg [ HEIR L T DM, 4RIR L TV D aIREMED & 5 2otk
XTSRS D ATREVED & 5 ) ICBEF DRV ) DOFFRR & f ik

(2Pt F ]
e Ay ot
[Em]
AFN DM ST NI HFEAAT O EFRACFF 1T LT il SUTIEYR LTV 5 ATREMED & 5 iz %
HL7Z2WE 9 EERE T2 & &bz, MRRFICERTRE R LE~DOARFH G LEET &
LM AR A BE R T TF v 7 U A MR L, BIEME R 2T D,
[ AR 72 J59%]
LLF D&M % AFNEH OEREFEE TR — L= T 5 & & b ICARFIAE R
L, BMOIEHEKET 5,
Y a2 — % 125mg [ THEIR L TV D 4ctE, iR L CW D RIEEMED & 5 &t XUIIERT 5
ATREMED & Dtk 2B 2 A
[8iH L 722 TEORY, Sk L7z RICE ST ERIRS N D AlREMEN & 5 /e 5 i ]
WA OTER - ERRIEE T/ MAR B FEH E BRI 22 & 5 F
[E BRI ZF 11/ AH AR FE v B . e E WIS R IR ~ e G- ST nZ & &
AL, VAV HR/MUIEEBN O 72 558 LM T LW S 7o 5 A 121, B O%ET. BlAi Hik
5D R FIEO R, BIMOEMAIERS 2 Bitd 5,

- 10 -



BEBTEM (Va3 — 3®F¢ 125mg L SN ZEORE SA L TFEOHR IR I F~) OEK &7

gk

VEFR e I ]
P

[
%
[
MEHR9 2 AIREME D & D2t 12kt LT, ARIRICHR D IEEME 2 K W W72 oiz, M
FIHRAE L, WA A D,
[ Bk 72 J51E]
UL FOEM % ARISEH O EFREEF T R — A= B#T 25 & &b ICARKIA E I
At L, EMOIEHZIRIET 5,

V3 —/\®FE 125mg AL SN B DORBE I AL TEBED T S F~
[(iH L7225 FEORH], Fhi L2 RIC RS S EIRI N 2 alEetENn & 2 e 2 HijE ]
WEOTERH - EREALE 0/ A R G W SRRk e, 22 Ve e 15 I
FEIBEIEE S 1/ AR G BR A FE v 2 SRR R, 22 M E I SR i e~ - S T2 2 b &
R L., VAT E/IMUIEE) O F 722 5 5 b AS B & Hl S - B A, BM O%GET . Bl H ik
SDFEMITIEDOLEE, BN OEMERSE 2 it 2,

o R
ﬁ%&

m
TS

- 11 -




5. EXERREMERGE. AUEICHAT LIAE - RBROFFERY) RV /MEEEO—E
51 EERTEMERIBED—E
O[5 38 i 22 A VR S AR B
B IS SR - R O EH B S 5 OUEE » TR « AT IC S AR OBME R OVE
17
BN 0D 5 38 i 22 A 1 R ALY
BN IR 2 e HiH & 72 D AE IS #iHERD —— WEED
IS B) D4 B /" HAESE G FiE D YER T /& B
TR B 1% A AT BZA=Racn BRFERARA L 0 6 | FEhEH 7 i 1B % A A
H A% KThn 2 »
H LK
— A AR AR A 3000 41 AR RGP | FHALRRLA 1.5 4
% VL RE A AT % D ke
HE 72 i 51 O H A5 F A Rk
T — H R i3
1000 UL £ =
NSO W
T A D O F
A
- 22 A E W
HIRE
- AR T
FrEgBeRE = 2 3 5 0% | AFHERE E R ERER N, | SABR AR G 15 | EhErp 2023 4F 6 H
B kg b UTZBRER | % 5 T M RE B 5 R 3 | B
SR A BR T ONH S5 FE PR RE 3
HE &84
52 BEICEHAT HAE - HROHEO—E
HMECET 2504 - iH & 722 DRERIEK HHERD — WEED
R D4 /B RERE R T E DR YER T & H
BRI A 5 0/ AHRRER | B4R S— b (BJE/H | BB SRS | KT TERR (2022 4F
(T1221 #ABR) SE D SARS-CoV-2 Ji& | EVERLHF 12 A#EH)
Yug) ¢ 1590 4
FUb/MAH/N— k(M | SR BB FEW S | et 2023 4 3 H
JiE A5 /R FESE IR D B AT | EAERLRE

4% SARS-CoV-2 Jg&HL
#) - 480 4

- 12 -




53 YRV R/IMEFED—E

WH O Y A7 i/ MEiESE)

BRSO MEEE M A I K5 et

BINO Y 27 e /AMEIEE)

YRS TN MR C s ERRI
I & D ]

I R L B WIS | BRI L D 6 A% T

B I L COBE ~OTI & | FB R 1/ A R B IE | ki

FRAR DN (AT, B | S BRI, 2Rt e S

NS RT 7)) i

ERRERE TG (/23— | [EBEIER 5 1/ BT | 2

B 125mg [THEAR LT\ B Acht, | s SRR, 2o ot e i

KEBE LT % W EME O b % o | 45hE

P, XI3HERT 2 A0 H 5

M) B9 A BEEVY) ) DYERK

L g

BT G (Vo — % | EBIERSS I/ M AR S | S

125mg 75:5@3 SN ZEDBRE

ety R 22 e I

SNEZHFBEORIRSEN) D

ﬂ:ﬁﬂﬂ—:

ek & Ffit

- 13 -




A543 A
Y By R U 1k

Va—/\§E 125 mg TIRERREICRET 5 ZHE
[ 7 EdhE#HE] <f@E>

e, WOEBHME G AT 53 A 5 HE TORWERHINERNEZ RGO 5 HUBFEDO LBy 2
W LE LD, Z0%, ARG OB RIHEIRRAEIL TR 72 Z & Z2 Y EAfICH
HLUTEFID 1 PRSIV E Lz, ZRLANDIEHRN oo, BURES CITARIRD i E C X 72
BICIETZNWEREAR, THEWEEEOCEEREMN SHETL, BMTIWELET,

INET HEELTWaW) XE TR L TV D R[EEMER 2 2 2250\ T, A&7 ERiE
BEBENL TSSO E LN, EHRL TWD AT & HAEF]] ~OF G Y3 5 FHEP iR
ShE LT,

ABRIOFERIZEEE L UL, EECERICE L COFRBEFENTTHR SN TV A RIENRH CEY
AW, fRYEMNS 7Bl E 2T, BEISANLRBESED Y 2 TRAIOE SN SN TE
DETH, BEOEM [HTIEL QWD e, IR L QW05 alREED & 25 &Pk, TR % ml e
Db 2] BT 28V @ THEFIiFoy 27U AN 3H)] ICEDHEEEY B ThivTin
FHATL, AEFCEINE LT, 4—F, [FRiF=zy 27 VXN HHOBMTRURERD
FIEDNESF (KE) 2BEWEZEET L IMERBEVE L ETFET,

£, BAEE LE L L, HERT S AREMED & 5 &t (6 U CHEIRICAR DVEEMAE 2 L 0 3R
N2 728 :,%f@%ﬁ@&ﬁﬁ@%ﬁﬁb I B [ a— 3¢ 125mg ZALF Sz
THDOBRFE S, CRFBEDH I E~ (AH) ] ZH= W&Libt@f UToEEy ML
FLET, BB, Thb0BMIT, ' =— 3B 126mg | BAEHR—E | EEEMRE T R Web
YA MR LTEY, MIRKEZHREZE L CTE MR 205 %ﬁk@%ﬁwi¢®f,_%ﬁ
FALSBEVWHL LT ET,

<KHBEH >
> BHIZEREL COBE OB & B O T D 2 D&M
Y 3 — N®BE 125mg 12 L D IRIFICER D A BRI S
BENRT s [ a— "R LDIREEZTDEESA - BESAD ZFEHED I~
> EEEEETEM
MR LTV B &tk IR L CW A ATREME O 3 5 otk XITEIET 2 fREMED 3 5 Aok |
(ZB3 2 BHEV
S BERTEM CGEEFE)
Y a— \ME 125mg HLG SN LMD RFE S AL TFBEO IR S F o~ FrHER)

<FERBMOBETHNE - FrHlER>

1. ARFIRARE, FE, HIRLTWRWZ & 2HIE L THERWZE, BEICRMFLTEHIT
EEEIETEMT, [V a— " 125mg 205 SN LMEOBESA L TEEOHR IS
FE] BFTAERR GERITAD A6 YA X)

2. FRIED, MFE, FREEHRT D RTREMED B D AMEICTE > TIRFE S T LEDbRWE S IC TE
JEOEEE T %MJ:F$%éh@w1%ﬁ%%émkﬁ<*kj&Uféﬁﬁgﬁj:
fﬁﬂ*,%#%ofbioﬁﬁm,%ot TREET, BESAB S T E 13K
FIEZRBE L W72 2 &) 28



https://www.shionogi.co.jp/med/products/drug_sa/xocova-att/XCV-C-0003.pdf
https://www.shionogi.co.jp/med/products/drug_sa/xocova-att/XCV-C-0003.pdf
https://www.shionogi.co.jp/med/products/drug_sa/xocova-att/XCV-C-0014.pdf
https://www.shionogi.co.jp/med/products/drug_sa/xocova-att/XCV-C-0014.pdf
https://www.shionogi.co.jp/med/products/drug_sa/xocova.html
https://www.shionogi.co.jp/med/products/drug_sa/xocova.html
https://www.shionogi.co.jp/med/products/drug_sa/xocova-att/XCV-C-0001.pdf
https://www.shionogi.co.jp/med/products/drug_sa/xocova-att/XCV-C-0003.pdf
https://www.shionogi.co.jp/med/products/drug_sa/xocova-att/XCV-C-0003.pdf
https://www.shionogi.co.jp/med/products/drug_sa/xocova-att/XCV-C-0014.pdf
https://www.shionogi.co.jp/med/products/drug_sa/xocova-att/XCV-C-0014.pdf
https://www.shionogi.co.jp/med/products/drug_sa/xocova-att/XCV-C-0014.pdf

MER LT Dtk « TR L TV D afReED & 5otk ) 12T 2 EEREZ L FD X9
[ZiBRE - EIE
) XGEMOH L TBENTEMEOEH ] OFHICLLT 4850 U 2 e
IR L T B CEXITERL T A AREEED H 2 KIERIAFIZIRATE A
2)  TBUE, WMIRP IR L TS aTREMER S 256 ) OMEGEEIEIL, LLFO X )12
FEXCILTHONIRTSEBL, IDICARAZEGHZITITIRL T2 LM L7
FHIARFAE L TVWD Z & Z
& HIEIO A RBICHEREEZ AT o 125813 LTV D ATREMER H D £77,
> EREPII O T, RBAE CREEA RIS ENH Y £7,
> OFEBIC, AAIERA LB THIEL TWEZ N mERRH Y 97,

< TEIRT D FTREMED H 5] ICARZBE L SHHBROFIR>

)

2)

3)

MIZRICEM . [ EREL TV A M, FIRL TV A AEEM DO H 5 4otk SRS 5 /]
BEHEOH D] T 2BEV] 2RO 2, 4T, REMIKOE/F=v 7Y
2+ (RE) ZAVWT HIEIDOABERICTERGEZIT > S E TR L TV A RIREEN H D
Tl HEHRAVWEEE, HHRLTWRY] XX BEELTWARBEERRN] 2%
B S AICHERR
KBE A S A2 A 24 BAFEREE (H oo o A )L ARYYEIC BT H#% 0 6T
VA JVAIE (V32— 36 125mg) DFERIZH 72 > TOEZME 4R D BN O1E Bt
Z0 5 Z CRIBHAXEICT MEHRL W] XX TR L TW A REER Ry 2 &
WZOWTOREZ S
ARIRARRC, [ERET2FEBEENS M Tt L TE, FERLEZEM [V a—
2NOfE 125mg BT SN EMDBESAL CRBEDOHREE~] A LICBES L
WAL L, TERLTWRW] T TEIRL TO A BN 2V Z S IO OWTHER

<BELBENY) R D> [EHRGLY 27 @HHEE (2023 4 3 AERIR) 25 OHkr, i)

oy ks

BEEREAER Y A7 L LIZBEH -

ATER A FBIERBRICB WO T, U T, BRRIRE R D 5.0 f5HY DL E TR RIS TEIEA TR D ST
%, 7w MTIE, FEROEREITRO STV,

FEARERBRIZ R\ T IR O e~ DO ARFN O HREBRIL 720,

Dbk, (EamiEs BEERBENY 27 LRELE,

PR3 i 22 VR HR B O NE
M O i 22 MR LTS E)

U A7 F/METEBONE
[H%]
< WHEOU R BMETEE S LT, IR SCE 2. 5 9.4 AGRe2 A+ 5. 19.5 ifie) DHE
KO T MERE N A R SRR L CEEREEZIT ),

BMDOY 27 gMbiGE e LT, TEFEEFEENTEM ) [ R L A&k, GEIR L TV 5 Al EE
YD B 2 Lt IR T 5 a[REMED & D bE ) (B3 2 BREW] RO TREBTEM | : [V a—
“Gi 125mg I EMTLMOBE S AL CRIEO LI SE ] OERRUREEZITS.

UARASCGED b O3cfr] 2022 4F 11 A1EKR G 1)

(%)

2 BB (ROBEIZEEELLEVIE)

2.4 M XOTER L CTW D AR O & 5 &tk [9.56 ]



https://www.shionogi.co.jp/med/products/drug_sa/xocova-att/XCV-C-0003.pdf
https://www.shionogi.co.jp/med/products/drug_sa/xocova-att/XCV-C-0003.pdf
https://www.mhlw.go.jp/content/001063224.pdf
https://www.mhlw.go.jp/content/001063224.pdf
https://www.shionogi.co.jp/med/products/drug_sa/xocova-att/XCV-C-0014.pdf
https://www.shionogi.co.jp/med/products/drug_sa/xocova-att/XCV-C-0014.pdf
https://www.shionogi.co.jp/med/products/drug_sa/xocova/document.html
https://www.shionogi.co.jp/med/products/drug_sa/qdv9fu000001yycl-att/PG-XCV.pdf
https://www.shionogi.co.jp/med/products/drug_sa/xocova-att/XCV-C-0003.pdf
https://www.shionogi.co.jp/med/products/drug_sa/xocova-att/XCV-C-0003.pdf
https://www.shionogi.co.jp/med/products/drug_sa/xocova-att/XCV-C-0014.pdf
https://www.shionogi.co.jp/med/products/drug_sa/xocova-att/XCV-C-0014.pdf

<&E#>

[HERL T DA, AR L QWD alREMED & D ek, UIHIRT 2 AlREMED & £ k] (2B 2 3kE ] DBIHE

GIE

VIaA-=N"8E125mg (ITF:&EH) %
RATAEOSFHFIvIVAR

HIAECEECAT.UTORBZATREELTIEEL

R L TS 3R U T L\ S alREEDd St d (D%
BRTEZFEA.

COED. BYERT. OUYFORREICESEENRBOH SNTS
b, ATOEEBEFDL >TLWEEAL, HiRPICERET3 L
T, BRSEELCTOENNDUET.

B, HEFNFHEL TV S IEESFSSEBSICE. EE. 2|
BN (S E#EICHR LHT < EEL,

- IR B [CHTSET OCESEERL TV OREEN
BdhFET,

— HREOHE T HERE CRt e d E4HHhET.

— E=R(C. FRlERRAUZETHRL TLcC 00D ofic=6l
bbb FET.

HIETHOEMDTHLME. FERZERATRUSRERAR
SHEBLAICHEESEITOBSE. /\— b — & H[TETI R
EToTLIEEL,

#F| =i AR USSR RS 2 B LAICEELC. ©al
[FHEL TWS Lo oldasIcE. ESICES.
BN EBETICAERIL T <IZE W,

ERDBL<HE ot BETHEEMBH T o TIEELY,

— A=, EHE S TLF 2 ICHEGTOERICIDAICES
FWTLTEE W,

— BoltFERRERT. BETABETRENEIFFRICS
ELULTEEL,

— BHERSTHLLY 21553 ER. TR B ICHE5
LTLIEELY,

(®) sHionoGl



https://www.shionogi.co.jp/med/products/drug_sa/xocova-att/XCV-C-0003.pdf

<&E#>

I o —/ S®f¢ 125mg G SN EKMDBESA L CHBREOH R EE~)

VI-N*R125mg N A TN
TUEDBEIAECREDABIEA

BIELTWAUMREERLTVWSOEEDSH S ER
COBHLTHERATEZE A

COHEKTY R . BDYRBT. O TORRBRICHETFEEIFI BHESNT
BN ATOEEBRIODI >TLFEFRAN  EEPICHBISZLT.
B RFEEECTURBENBNET .

IR7E. RSP R (TR TWSTREE A HSESIC1T. EEN. EFEH L (15
BlCHIEA<IEEL,

- RIEOAEE ICHESETEESITIEL TWLW SO ENET .

- FRBOEE TR FIRRETEREERTES B UET.

- BEC. ZCOB<TYEERLEETHEL T L EZE b - EHA 3
Fd.

ERHF RGBS TH58EMAL>TIEE L,

- A= B<IFWHFB>TLES LB S THRPICHDAICESEVT
{FEEL,

—HoEE<TVREEELT . BECABBTRENGZAMCHELL
TLEEL,

— SHERSTRILT 2B SHELN. HFIEN (3 EMEDICHBBLTIZE L.

FHET STEEEOH IS COB<TUERAPRUERERE21EME
LIRICHESETORE . = — & HICBERE T T o TIZE L,

COB<TUERAPRUREERE2EBLAICEELE. B30
HIELTWAZEF DA EESICR. EEICE. SR I FMENIZ
B|RLTES

At — R AR EICHEMHBLEESICE. EIREEREE T —
(0120-41-24-93. {16 B~®&REB10:00-12:00.13:00-16:00)
AQTIEBATRETT . HIRCRBHRE I ICRFAOBBEBONERT
SNTLET, HELILERMOERABEICTERCIES L.

MR T —l2 55 WAERT [THMEERUELShEE]
» 1 e
IEHRUEKRTSA
AXETOREEENI-1-8 \
ssonoa EZNEE7— TEL 0120-956-734 S il
20233 BMER
XCV-F-501(G2)

TMOSFEI A 1T BERK


https://www.shionogi.co.jp/med/products/drug_sa/xocova-att/XCV-C-0014.pdf

mIRERHAE

SMAE 11 B~FM55%E5 A

SH543 A
o By e SRR Ut

Va—/\§E 125 mg MRERAEICET 5 THE
[58 7 EchRE$RE]

R

RE R g% ZIEED Z & L BEOH L EIFET,

RTINSO SRR O TRl 2 0 B LR L BT Ed, 7, s44E 11 A 24 A
KOV BBNLTEY £F IV a— 8¢ 126 mg) OTREZRRECTHIZHY, ERTHLH L
EFET,

ST, AEFLD THEWZEE £ LIESIE R A ORIEREIC S E LT, REMR» LS
M543 H 5 BETONERILE ZHREBRLE T, TDRO—B & R2UTENTHFE L LT,

AFIOBERCHTZD L TUE, A% L bIRMCEW T ER G U A 7 PG 0 1 i Mkl 4
DFEHFEHEZ ZZ RO L, WIECTHEMCZESVET LD BEVWAEL BT £,

7F, BIEHIRE LI G 6 3 Y o EEFEHREYE MR) £ TIEE L2 BBVE L ET X,

i A



https://www.pmda.go.jp/PmdaSearch/iyakuDetail/ResultDataSetPDF/340018_62500B8F1020_1_03
https://www.pmda.go.jp/RMP/www/340018/4b3e4906-cdee-496f-8229-d3516f9b636a/340018_62500B8F1020_002RMP.pdf

IREHIME : SFN4FE 11 A 24 B~SM5FE3A5H

FEREERKR
(EEERAEEY | 35,144 ||
WA
fEs:]
[OF::]:3
® ui
10 (48.7%) 18034 (51.3%)
W EEEER
108 L 208 sk 3251 51
- o BH
20/ LL_E 30 R i 2681 3456 6137 @ uit
60RE LL E 7088 i 1312 1157 2469
707% LA L 806 K 708 1391
1103
0 1000 2000 3000 4000 5000 6000 7000 8000
B
12ERSREE 1 © Bt
@ itE
127k LA 1558 & 7 1004
15/ LA _E 65k & 14409 15782 30191
65 L E 3948
0 5000 10000 15000 20000 25000 30000

XY a—N\B X —DT — 2



va—/\g TIRERAEICHITS MBIEAINERR] HiE

<EREH>

BlI{ERBI% 8

BIERHH 8

IREHAR - H4F11 248 ~FH553A5H

MedDRA/] version (25.1)

FBEANKSE

BEIER4A

UE:S

3

RERES

* PFI45F%—KiE

mEFEE

* {EM[E

MEIR AR RS LUHERRIES

* R E & S

AllEE

* FREMEALDR

FEBRSLVEGHEBIES

*  TRRU R ARAE

IR, EEEFUEEHADIKE

* JREE

ARERBSVIAERES

*  R#ErpiE#A

— - £ HEES SR SBHOIKE

* EIKR

_mm ] mm R R m R R m R s =2 ==

(ZFEE)

FLTLET,

é [I\O

*ENE MEREDEE] ASFRITELAVEMERZRLEY . ARBERATHAOLOLEMERELTHY Y

ABEED EE BT, TEMENSEEELHREVEV IO £ LI TEREN S DHRET
FEEETLED, BHRNIZEVWTERLHHLEZOLD] AEFEFLTEYFET,
BE, BHREFICLY, EEN FERBER BHFREREENERLLLIERLHYFTIOTITERCE




<FEHREH>

FEE

BlI{ERBI%

461

BIERHH

608

UREHARE - SF4E11B24H ~SH54E3A5H

MedDRA/] version (25.1)

#EMNKSE

FEE

5K

Bl

%

RPEL FUFERSE

3

* AMBISERX

*  IRMREE K

MREEVI /I RIEE

* 1)/ \EiE

RBEEFVRERE

* BEBRIRLE

RHES

* 41H

* 415

* TR

MERES

107

—_
—_

* IRTEHR

* REEE

= |bd|lw|=|m|la|lo|lo|=]|=|=|N|w

EEEE

©
o

RE

EHEUHKX

IEER

* | ¥ | ¥ |*

FEEHFEL

BRAR AR

BRE

KEF£

¥ | ¥ [ %%

REREE

RS

* MR

* EiF

mEEE

* {Em[E

*  REFFIRPER

* BH

IR AR RS LUHERRIES

* ImE

* RS

*  IZER

* [OfEIHEESE

QY g QS I O [CU [ U [P e Y S I OO I (VO I (O Y O O v, N I YN (R [ (e

BRlEE

303

349

* [ B

T

176

* {BFE

#]E

18

ol X

12

* LREERE

RE AR AR %

N
BiD

89

Mz it

36

* ORERTIRE




FBEANKSE FEE

BIfER4A kS i

* ODREFRF 1

* ODERE 1

RES SV THEES 67 74

E A 10

T2 2

e 5

HIBR

—_
| b

ZEE

i)

w
N

BEpHRS

* AT

* ZTE

BRERRBLVEEHBRES 1

* HEEREER

BEBFURBEE 4

* IffR

* bR R 2

* S8R

* pREA

ARERESVIAEREE 4

* R#ErfE A

||| = N mla|= =N =—=

* ARREE

— - EBEESSVREALOIKE 22

N
w

* EIKR

BAE

HITEE

HIRETIR

ZE

fdE

X[ X[ %[ %[ %|%|%|%|*

0%

ERRIRE 7

* IDEEED

*x MAPYLT7FURARFTF—HIENN

* i 2L ER R K REE SR 1B A0

* FRINSEUBTI/NSURTTS—EEM

mearxFo—)LiEd

* SARS—CoV—2 BES4

N =[N =m[m|mmlo|=|lw|N[=m|=m]lo=a|N

* SARS—CoV—2RNA &0

(ZFEE)

*EE TMEALDIE] ASFPATELGVEMERERLEY . ERERATHOLOLEMERELTHY Y
FLTWET,

TH, BHWREZFICLY, EEM FRER BFREREENEELLIBERLHYFIOTITELCE
él“o




VIA-NROEERI R ) EEHEEOREMRHAFEHICEHT SH8E

<BEGEBENY XD D> [EERGL ) R 7GRN OHM, —Hudm] 2023 4E 1 A{ERIR
T
EERWENY 27 & LIZHH ¢
RS A BMERBRIC BN T, U R TIE, BRIRE RO 5.0 fEFY L E TR AT STV
%, 7w bTHL AR REIIRD LI THARN,
BRI B\ CL AR O &b ~ D AH O SRBRIZ 220,
PUEE Y, AR AW Y X7 ERE LT,
[ i 2 IR B DN

3 O B B VTS B
U 27 FMEEBONA -
(M%)
. L%@)X7%dm%@&bf VRSO T2, KR, T9.4 ASEREA AT 5%, [9.5 4TIk O
ROt THREFESRL A B CE L CEEmRE 2179,
EM@)xam/m@@&ur[t%%$%mf§ﬁjrﬂwbrwaﬁw B LTV 2 ATREME
D% e, UTHLIES 5 AlREVED 3 D IelE )~ 5B 5 BBV OIER K DR E1T 5,

[IRATSCED & O FE] 2022 4 11 A VERTR

LEE kOBHECIIRELRNZ L)
(W)
2.4 s SUTIEAR L CW A RTREED & D 4tk [9.5 B ]

ﬁﬁﬁ%%ﬁm%wf,Kﬂ&%%ﬁﬁ%bfwézkﬁﬂﬁbtfﬁﬁZﬁﬁﬁéhfwi
T, TDOIH 1HICBNT, TORICIHESNIZZ EVMHERSNE Lz, AFIOEBIZONT
ﬁicmiFI%Jk%%éﬂfniﬁoﬁ¥&bibf@ HARFEEX O EEME D H 0 37743,
AEIOEBIZONTE TR EHETLThET, WTFhicLELTY, HEHET S AR H 5
] AR Z R SN DBRITIE, Bl EHE ROFERRICZEERWET,

Kﬁi IR ICE L COEBEFENSLH SN TV S REMRASCEE AV CHYERM D
BEI TN S, BEISADLLFEERGO I 2 TREIND DT, KEFAEE
DEBINTZ 2 FEFITO TN L RBEREN 2SR E LR, Zo%, AFEGRICEEL TS
ZEPNHBILTCWET, HEIRT D AMREMEO & 5 &k | ICARKZ 5 S D BICITn T, RIR2REC
A TR L Q0 Dt IR L QW B e D & 5 &bk, USRS 2 AlREMED & 5 4tk |
~OREIZHET 2BV 2 THRO S 2, REMBIKOTF =y 7 VA NEHWT TERL T
7] XE TR L CW A RIEEMER 2y Z & 2+ Il TR W R 2 £ T L o BEVWHR L BT

T4, ALETHEHRACE - FESBICT MR L W2V T R L TV 2 aTREMEA 220
ZEIZHOWTHBEH S UITHERD 5 2 [AERSZ BRRAWVE L BT ET,

AR O EMFE AT, 5% b0 miggte L —EoEEE21T-o TEWVWD 97,

X EEEE TR INIITIRD I5%FIENREICKY) £9, TR 12BREOEWVEHETOREN 8B LT
HYVIFEAEEZEDEFT, ATREUNOBAICEZEAMED I EIT N TEZBRARELEVET,
(] AHFVEN B ARFER S AR DR — L=

— 10,



https://www.pmda.go.jp/PmdaSearch/iyakuDetail/ResultDataSetPDF/340018_62500B8F1020_1_03
https://www.info.pmda.go.jp/downfiles/ph/GUI/340018_62500B8F1020_1_00G.pdf
https://www.pmda.go.jp/RMP/www/340018/4b3e4906-cdee-496f-8229-d3516f9b636a/340018_62500B8F1020_03_002RMPm.pdf
https://www.pmda.go.jp/RMP/www/340018/4b3e4906-cdee-496f-8229-d3516f9b636a/340018_62500B8F1020_03_002RMPm.pdf
https://www.pmda.go.jp/RMP/www/340018/4b3e4906-cdee-496f-8229-d3516f9b636a/340018_62500B8F1020_03_002RMPm.pdf

<BELFRRBWERD> [E35 27 EMEEEE) D OS] 2023 48 1 A ERR

& R DL O TR RERE S B T

EEARRRERE LB

FASRE D b D FRERERS IR TOR G RIRIT /A< . TADOBEITEG L BIC AR O M F i E s L5
F BN D 0 | IR RN FOWENE U5 RIS E TX RN &5, PR EOF
HERE RS TOR AR RE LT,

[ i e IR B DN

M%)
T O 2 PR AR B
BN ER G BV HIEB & LT, TITHRERRE 2 A3 D RE 2545 & U BiR BRI ) &
FEhti 4 %,

U A7 s/ IMETEBY DNE

M%)

WE DOV A7 B/METEE & U, IRACED 19.3 R ERE | OEL O TEFHEEL T A K]
R L TR 1T,
KITHERER B A8 T D HBRE At & U7 RS I Bk
[BrY] ITHEREREEBE TR 5 Y ENRE 23§ 5
| €Sy )|
FEHE  KE
FHaIE 2022 4£ 7 H~2022 4£ 11 H
HAEEGISL « FPBSRE IE RN, IR PR RERE 5 R E K O S TR e 58 ; & 8 4l
TS - A—T T, T X Al WATHEMR G
BlEEIM - AR O 5-BtE5 21 B
WS EVER P E ¢ 2023 & 6 A

LRI SCED B OHckk] 2022 48 11 A 1ERR

VRHEDTE mEAT HHEFICHT I ER
(W)
9.3 IFpkRERE = B
TS RERS E B &l S & L= BRIRERBR 1T 9208 L Tuieuy,
9.3.1 eI E D H HBE T, are T2 REPOBE
THLRNWZ L, Ve FrOMmMPEREN EFTIBZEARH D, [2.3, 10.2 2]
9.3.2 WEDIHSAEREERE (A F L 2 BETOBREZRL)
BEFHERE SRV, AROMPRENE L ERT 282005 5,
9.3.3 PEEDOIHEERERE (e TF U 2P OBRELZERL)
AFNOMAPFREN LR T HBENRH B,

FFHERERSE 2 3 D W kb % & LT B PRSPt B & T,
AR % TR B\ T, T O AEREE 0 d 5 IR ~ A % B 5 LTSRN 7 BIERTS R
F L7z, BRI CRIEASIIREL TWEEA,

XCV-F-501 (G1)
£ 5463 B ERL

— 11,


https://www.pmda.go.jp/PmdaSearch/iyakuDetail/ResultDataSetPDF/340018_62500B8F1020_1_03
https://www.info.pmda.go.jp/downfiles/ph/GUI/340018_62500B8F1020_1_00G.pdf



