=x % T &
S Ff 8 4 4 A 14 H

N
& B E N IR
s o BAETER (UR) FEBEEHR T
£ K Bl X

J

JEA G B A T R 1= 2 Ak RGER
RN, - RS HLRMEE R OEMIZHONT

(R - RS AVEE R No.428 Z A& CWnWiiZx x4, 4% L b, &
L - EREEESREORZEMNRICOZTH 12 LA LS BEWWN - LET,



r x4 — I ¢ Pharmaceuticals
Emme ERRET .
Medical Devices
“gllt'lsﬁ Safety Information
- 2 ki dn..428

=] E3
. FTADABIOEEEEGRS(C %D EEEEC DT 3

2. (HAEBIEAROREIE FOEBEEL(CDUNT e 7

3. EEHEIEEZCEIT BIEER s 10

4. FEALOFEFZEDHETICDONT (£MD368)
:,)1/]_)_.3‘_‘/ 1@48{5': .............................................................................................................................. 12

5. FARERTEDMEREBE —ES oo a7

(- CORNS  EREEELIMERD. U /PMDAX?4TE‘Z“|£%E'DE{éﬁ%é&%ﬁ@l‘é’%iw\
NESNTCEWERZEDBRZRIC, EER  EREREBEZFDX T (— =t
NBeREAl BT TR, ERERELHL | | DRCAFCEXRT,

CRBEE N bDTT, EEG - Erftnsmamm | | FEHBE, PVDANSORSHICET B HE X —UTRIELT
G AT BRI RS R M T LS S NEF. BRIZECE, AMRRORELAICAFIRLCTT.

(https://www.pmda.go.jp/) X E4E FBER—LX—Y \

(https://www.mhlw.go.jp/) DSBAFAIEE T o M "‘

B2 | | e v
o

zenmae X-jbcre

RIE—ERIFS [P ,_j':,,

.

SH8E (2026%F) 4 A
BEEH5BEERR

@ EfR% = 03-3595-2435 (JE.3#)
&100-8916 HHHRTAUHIXEHRE1-2-2 03-5253-1111 (N#) 2757, 2667

1 57 18 2 PR BEJR) IR S8 2 4 SRR (Fax) 03-3508-4364




%= vz B o B Pharmaceuticals
EXm ERERS T

an
Medical Devices

S IBE W

EESBEEER

No. EERE

xR

[1BEERDEIE]
REORE

RTCAPARIOBEBEEGZEIC
FRBEFBEBRICOVT

ANNTEY Y, Ny TalEF s A, SEMNIFY, FaY
IF, LRFIEFL (LT [HTAPARISH] L)) g,
MR, ERJT - Ehdy - GHESIREN FEOMT & v o 2o i pfE
R BEE 2 RN 2RI TN L7720, [EH L0
Bl o [BEELRFEANEE] OHEHIZBWT, #HlzkstolE
I HBFERFOGR A L) M OBREICEE IR L HIE
BILEMRWREINTVE L.

Lof, —IAEREAH AR TAPAEZ DS, ROFROHTADA
HI5HNZOWT, #HH 2R o BFIZBIT 5 HE RS
BEE b L), B LHEORBNBEOUG N ELZIN 2 2%
U, S84 1 H28H B4 7 £ PEAE 10 S T i A R I
ERERN KR LD RKAES (LT T2 KiEs] Lwvwoe)
TOBFZH T 2T, MS84E3IHITHIZ [HH EDEE] o
iR LE L

AETIE, PLTADAH] S # & B b o BE S 5 B B E iR 55 2 47
5§%tof,E%&W%ﬁﬁ&%?&%$ﬁ%mowf%ﬁb
9,

D) HHAEEMEAROREMEL
DBESIZOVT

Lofe, IR O B R A U S N ERI OB,
TEFY N OEFRLIIBIT L EEEICHE T 2z AL
U720 BFHERRICRIT AN - R T L ICREShTH
D, 7T EFHN Y ORRENEETIZEA4 (Clerl5mL/minsAii)
BEEIEREINTwET, —FT, Ll 3AIBHROEA LR
FZANOFGIZ L CTETIRCH) S F BRI IE S I H A0
BTWIRRE o TWE L7z
INSDRMERT 2, FEWEDD Y H2ME LR T3
NI TROTENFZTHHCBIT S 7 XI5
ONWT, BAEEZICRTEFIN LV 2HREITRETERZVWET
XNV OBEBRLTHETAZ ENHEYTHL EHMBLE L
Too TOHBICHEDE, JEEFEIE 13202645 3 H 6 HiZ [ E
DEE] OWEI R LT Lz AT, ZOMFNAESICD
WTHALE T,

3 |#F1UT

® ®

A8 AE3 H1ITHICE] #4838 L - E3 o LoiEEo ) b
EEZEWEHSFIZOWT, WETHNESE L HICWUETORILE 7 5
TAEBI OB IC B3 2 M2 AL 95

10

4 |J)veF> 1b48#

i EOREZEOWETIZOWT (F?368)

12

TRE#REONRMAE—&

A8 4E 2 HRHBUE, WIREZRMAEONZMH 2L T3

37

® : BN RoRs @ @ ZeEtEloisi @ EHLEOEROYE] @ : EF oM

BEFHBRE~NDOEIFAFHRSE, EXEBEREDEIETI .

REM, ERIERD, HAMFOERZEMMFRENER, EEm ERESCBELEERFHEHmICLD
BlfEA, BRE AEREZFM-- TR, BEXNRBAZEERFOHERTFELZBEL T

BEFBREAREL T LS,

hd, ERRVEERORTEOREELERBREFL LT, BIFRAEERET LD

KDL TWET,

wEomis, 2% P e T TTh cozmcran,

https://www.pmda.go.jp/safety/reports/hcp/0002.html ‘%




1

i CAD ARIDOBEEIEEERFIC
4EFEFEIEICDULT

1. FUBIC

HNNIEE Y, Ny TuafEr vy oA, FJEMNIFY, FaIFN, LXRFFTES A (DT [T
ADAFISH] o) &, IR, EED - 8] - AHEBRE ) S OMT & v o 7o iAlEESR 1252
BELZEMERZREIT IR H L0, [fEH EOFERE] © [EEZERWER] OHIZBWT,
R % B b o BE L A B HEIRFEOGR 2 A ) M OBEIHERE IV D EET 2 BN S
nTwE L7,

Gk, —BALHEABRTALAFEZD S, BROKOITADAHKI S HNIOWT, FEHZRHT DR
BB 2 ABFEIREDSTREL 25 &9, R LHFEORBNEOYUGET VN EE I N & 2xlF, AFl
84FE 1 H28H Bt D4l 7 AEEESS 10l B S i X R 3k o A e Ak SRR Sy e sk i An 2 (DU T4k
WA L)) TORFZEFE AT, FM8EIHITHIZ [ LoFE] OUFI2HRLE L,

AETIE, PUTADPAH S A Z kRO BE P HEEELRE 21T Ch72o T, ERTBEIER
FTREHFSHIZOVWTREANALE T,

2. MTADAAEISEIDRTNEREIAE

TAENKHEZTIE, MWTADPAHSH (BOF) 12OV TIE, HRATANAFEPOORLEZHT
Z2BE, UTOL) ZENAORRZREINER L, TADAIZH) SRS 2R E L
THMT A0, RGP B EERSFEICHERE I 2V ETLOTIE R, EMiAHA
TANAFROYEFHIEOE, AROEZOREIIE U T, HEHEOEREFGRZ M) B2 50
TAHZEDMG TSI EEWMREE T2 L) IR LHEUETZ217) 2oL NEI L, linZe
DEARW 2 M EOER ] OUGEIEINE, Ao [ 4. HHEOEZEOYENZOWT (£0368) (P15
~16) ] ZZHL T & v,

o HBYHUEIRICEE LY 5 2 5 WREMEAE SN2 I FHUCBE T 521 58O T, HIE 5 EMH

TR S R AR 0 A PR (S RIEHGE S - 80, BAEMICR S LR & HZid % <,
RBRORZEN EOBREITEDONENT L

' MedDRA PTC [k LV |, [, [RGRARIRRE), DRmhioraerads | [k, [, 2
FERMENS |, [Mati], T, ek, [mEthn v, [ v, [BEtko ], NEEEE] [MEx],
Mkt |, [—sEthas], i, TRk, (9, Tl 128§ 2%

PEEin - POBRR AR L AV No428 -3- 20264F 4 A



o TAMAREIIOVWTIE, BEREHEOBEICLY, EHiAZEEORER, RIEEFIRI, RS
FRE L2 ECTERESEIGEREOTNEEZHM L THBY, EELE LT, TAPABBIINTAIA
HONRHH b #EIZ 24T > TW A2, BIEHOMERN 2L AL L, BEDOIREZ B T 2 BERl23E )
KIS 2 2 E HRICHEIE VWD 0L EZ NS Z L,

o HARTADPA¥ERID, B CHEUGRTIOEZL LB, [PITAPARIEEZIHL TWa TAD
ADIHBNIIBWT, HEFERE R G 2 0 ) MR E2 1T ) o B3] (DT [P EdE]
EV)o) PRRENTED, [EMAERITREZL] LLT, LoX) REFITH L THEEZH]
RELHIWTCTX 207, BEOER, WEEFIRN, BWEHFEICEROLSEZLTR, [MTAD»AFRE
HEMATLLOPFEETREEL] L LT, BENORENEIRENTWS Z &,

o NFimL (Neuropsychopharmacol Rep 2024: 44(4):682-687) 2B WT, L TADPAHFISHIZOW
T, HH OB G INEEFE ARG E % 5 2 2 WHEMEAY S D IFISEESLETH 0, Mkidk 5
TIRYFGHEINEL B D EDRBEINTVWDL T &,

o PLTADAH S HIORKIN K OKEORMNCETIE, A O F—ac B S 225 L Tw b
bOIE RN &,

T SGEETNE

Bl) AN EXE »

<WETHI >

A, EE - F£)) - REHESIEEN SR TR A2 L 23H 2 DT, KFKGHOBEITITHD)
OB R 2 ) OB R ST VI HIERET LT L,

<EIR>

R, 3 - ) - REHESIEE NSO TANRZ 5 2 L 2% 5, HEHE OISR Z £ )
BEO#E R, BEESOREFEEL Ho8o L, REIAMEEIHE L, Gz ) BEWiE 217
IGEII TR RIFERPLETH S I L 2BMUNHEFIRET LI &, 72, RAEDVDLDLNIY
A2, HE ORI Z ) M OBRIMEICEFz L nwE ), BHEIIRETLH I L,

B, GHOYUGETIITADAHSH D) LROFICR 725D TH Y, FEFHANL—RIISROH %
RATERWEAR TAPABERMREBIMEHATZ230THLZEDOUFTOMENE L TETL, T
A AVBEDANNORIEERN R TR 3 2581213, 51 &6 & A 5-h o B 1213 BB o fin i 1TheH
XLV ROFT I THLI LIIHEL TS,

3. EMiNUEEDERINEEIR

TENHKHEZTIE, HTAPARSH LA ORMNXEOLENIWRERE Lood, FAWES
HONEPEFERY CHENICEmMS N, EFSNLLENHL I EDHIRTH L EHRMsSNE L7

Chz 2 CRAGBE R, FRVWEFHZERBALGSENAANT 5720, FRUEFHONEZ LK
L 7R HEAEEH T R OB E TSRS M 2E T 5 £ 95, PUTADAK S K OBERIEER IR
R~LZE L7

R, FREEHFHONEL T0ICHRO L CEZO QB FERSFO KL HEICHR 55 L L b

20264F- 4 A —4- Bediin - B ERE R AR No428



2, BEIOH LCHEY 2GR 270 T2 & I3 89, BHvwZZLEd, £, FAMICBNTY
L) BERBEHFHIIEDSMHINLEEMTH S Z L3, BHIRERE2ITH) LTHML T
BLEPRHLDT, THEHNET,

XM TADPAFREEZIRA L TWETADPADD B NIZB\WT, HEJHEEZR R Z M) MR Z
1T BRORMBEFH] (—BEBEAHARTA»ATS, S 843 HITHIER)

a. ERi2EZEINEZLE

1. BZFOTADPAPBEYNIZH SN, BERESITDOITWD 2L 2R 5. BARMIZEET O
AAMEZ L AR TANAFLZDHTA FIA4 Y 2SO L

2. BEOTADPAFEIED HEYBERFIC D W X ) I SN TV 202 MRS 50 FEVERIH
DFEHEL, BEHEEB L OZOTHRER THES N2 D LT 5,

3. AMVA, RS, JE#, IR INDLBEMB O TADAFRIERFELRH DA LT B
I HBHERSE 2T R X ) ITRET 5,

4. BERIZE A OFEANZ BT 280 20 - HEe#EFT 5, $72, FEHOME - HEzeFs L8
BANREZAT) LIS, REDEFTE TR DR T %0

5. UTAPARIEREOIAICE D, »F v, IRA, EEJTIRER I NS HEHERS PR Z 5
ZAOMEEMOH 2EWERANRET 22 E03H DT, TNEOIERYD BT HEF EREE 4 Th
WX ) IIRET 5,

6. PEHZEAOMAGDEIZL > TIMEEMIZ X VEWEH 2L 9 5 2 L IZEET %0

7. LRSHIIZHED JEUNHERRRIRES b, B HBHERE 21T o TV A FIIH L, fhH A
LOY ) FRARHBEEICE T, FIEPHIELY, HEHEERSISEEL G2 2RO H 5 H|
TERDRELZZDTHZEND L0, +oaBlgtii 2z, BRI QB HERSE 21T b %
WERICIRET 50 FMEDOTIED 2V I L OBIEIIIA S LED S 6 A Z 0 &, HEHLEREIIE
Beh 250D 2N OBENRIZALZE» S 1 Az 88§ %,

8. LAIHICIES X MRS DI, B ARSI R 1o T A BT L, A%<
L4 3PAIC L EOSKBEEIT, LETHEAD, ARGEESET) O L I20n TR
POMESBERITEE T o

a4 4F

b. MTADAFRNEEZRNT 20 ERTR&ZL

1. TAPALZEIN, PITADARERICLZHEHEPHINTVLHET, HEHEERSE L ALY
HEIZIE, BERBIC X 0 e SEVEIHI )R & BRI SR E RRIWE A e v 2 EERE S L, Ao
AP SN TR LRV,

2. AMVA, ERAR, JE#, IR I NLEBI O TA D ATEVEHBIE RN & M T & 22 VBRI
(&, HEHGERS I fTD RV L.

3. ORI IIRIES 22 Lo TMBITE L TIXERMRPHEAM I X 2 HEONEZHETT S

PEEin - POBRR AR L AV No428 -5- 20264F 4 A



Z&
— Co

4. PCTADPAREREOIRMZL Y, v, IRK, EERMISARI NS HEHERFIEEZ 5
ZBHEWEHD AT 52 FH0H DT, THHOHBIERD A C22BHIIE, ABHERS 2 M0 12 17h
BN o HIRHIZZ ORRIRIEI % o 72BCIE, SR 2 ER I 5 2 Lo

5. TADPAUSNDBEERFERIIN LT 220 Bl 2 AT 2B, Rl 3hTwaht
TADAFVERORRR BT B BICOWT, KR HAIMICHER 5 2 &

4. BHOHOIC

Lo [EH EoER] WETICE DI TALAR S Al (BIIHD) 1I2onwT, EREG IR sEL
w&énfwtaﬁiﬁhﬂ%ﬁﬁkﬁéﬁﬁmﬁbiiﬁ,@f@%%?%¢@$%wﬁwf~ﬁ’
MHEETEHHDTEDY FHA, TADAITHE) FHFEMEICHT2RERR E L TRHBT 2561280
T, ERiPFSBEFHICESE, Mo EFEORBIIN LT, HE)HERSE @F@%ﬁo%m%&
A L0EGZHWTHIL2WREETHLDOTHY, EMIC X 2 HEEERES OGS 51
E&ﬂ%,EW@%%%KJ%%?N®EWQ%§ﬁE%k&UiTo%ﬁ'%tofi BEEED
BIVERZEBURI R H 2 OATFICB I 2R L, IRAPARA RS2 B8 L5410 B R
%Mﬁb&wi5tﬁié%%ﬁ&0iToEﬁ%%%@%ﬁhbﬁﬂibfi,%E@&ﬂ@Ia%
THREN7Z L LB, FIERE NS OEEGOBIEMHIC T2 BHVW2 LT,

<Z%>
A 7 AR EERS 101 SR AR A PR I SR A IR R e i Ar & (A 8 4 1 F 28 H Bl fie)
https://www.mhlw.go.jp/stf/newpage_69439.html
[ L] OWETIZO>WT (18 4FE 3 HITHM EHZFE031755 1 5)
https://www.mhlw.go.jp/content/11125000/001673821.pdf
PLCTADPAFNIAR D HEJHLEIRE IO W T O EWEE 2B T 2 G Hde st (41 8 4E 3 H17H M IEAE
55 1B 24 1% 5 ) 1R 2 Aon SRR s LA )
https://www.mhlw.go.jp/content/11120000/001675763.pdf
[PLCADARIEEZRA L TV DTALADD S ANIZBWT, HENHERR G2 ) BARE
2179 BORBEFE] (—HABEAIARTA»AFE, T8I HITH)
https://jes-jp.org/pdf/20260317_info.pdf

20264F- 4 A -6- Bediin - B ERE R AR No428



2

HA: *L%ﬂfﬁﬁﬁlﬁd)
ZEWR_LEDBERICDOULT

1. FUBIC

TINVI<T GEETHIRZ) DT [7INvy~7] Lwd.) 3, EGFREEZTT 7 v 205
AZEF R VE DY BRAE 2 AT - B O I MMIaliE, 7 & ICEGFRBIR ARG YEDVIERAHE 72 #E17 -
FFEOIE/NMNBIIRE 2 #hHE - A & L T20244E 110 X h #lise shTwEd, 72, JELVF =T X
VVEBEERAY (LT [SE¥LVF=T] wio) &, EGFREETEREEOUIBRAGE LT - Fs
D IR/ RE % ZhRE - ZDHF & LC20254E11 0 X #Eie s hTwEd,

INOHWH Z PG A B121E, FRMEZERE (DT [VTE] Lvw9.) OFEMHEZHE L
TTEFINVEGFHTLED, TINVIITRETELVFZTOBEBTALSNR/AE (DT [E
TRX] Ev)e) WBWTHEEREZE SN TWL LD, INOO3FMEFH LTRSS SN LRl
9,

S, MR O BRI A THGS SNEBI ORI H 72D, TEFH N OB FIRLIIBIT 5
PERBICBE T il Rl L £ L7z, Bhkne %15&%@@1@ SRR EICERESNTEBY, TY
FH N OPEAREREE TIXE AL (Clerl5mL/minkdi) BEFIIHEZE I TwET, —FT, i3
%ﬁmh®%$é%%«®&5hﬁtf%%%i#%ﬁa@t$ﬁﬁwﬁ:ﬁ&mn&wﬁﬁk&of
Wi L7z,

INLORMERFE 2, FEWEEOD Y 2Bt LR, 7INV T RT U F = 7
WZBIFETEFH N FGIZOWT, BAERFIZETEFHIN Y Z2HRGITRETERVWETEFHN
YOBFIRLTHRT A LMY THL LML F Lz, CoOYWICHEDE, JEAHEH 1320264 3
H6 HIZ M EoERE] oWl 2R LE Lz, ARTIE, ZORFHAESICOVTHRALET,

EENMUTEINE

TINVIITREGENF T BT 57 EFT N VLS ICOWTIE, 20244E 5 AIZE A5
B4 A5 L7z Mo 3G % B3 2 BRI N, BRI AR S OV AR PR R 45 L 0 KRR G 45 O JLAl
WIZDWT (A6 4E 5 A3 HAT I ERIRIEEIE05314 1 %5, PEEEBEFIE053145 3 5, IRIEL 053146 1
7)1 (U [TBRSE@A] v o) I2HEDE, BHHEETH 2 7 XNl TRhnE - R)R % B
THIERL, TINVIITROESELVFZTOBTRLICBWTOARVTERIEMNHIZ HiW & L7
BRAFEZLEBRLTWE L2 —H, TEIFHNCOBEBTRLTIE, BERERIRE - ARSI < —km

Bl - BRAERRER R RN Nod28 -7- 20264F 4 A



RIEEHEHE U CERRBR ERENOEBEWEDZGE - AR T ITHE SN T E L7eds, BEkiE
AT AEEFEE LTIWHRLTWEEATL,

— I, BHOEEMEHH L THW LAY, TNENOETRLESRT L2 LR ) T3
DERSEEATCRITE - AR 2 BIMMPS T 2 LES L WESRMICE LT, SER06E - R R OEEATE TR
LICEHEFNRVLOD, O - R THAT 2 CE TR ORI LELR) T, Lo
T, AHEOT7TEFHN D L) ITEERICN L TGO REZHM 52 L1245 b0 TIE, PR
MCEDETEF TN OBETIRLOWEE - AROHITFHEHS N T wahfE - R CHERAT 2546 T
HoTh, TINVIITRETENF=TIINZ, TEFHINYOBETEHRLIIB 5 FEEEEOFHEK
T REL TGO Z R T 2 LESH ) 9,

BE3Edh2 BIE A3 2B S, PR ICIEEDS L E R EREMIC OV T, HASEMIEO Y
BETHo THPHEICHET 2R X ) BARMICHR T2 2 L0 ERBSTIdbr ) R kb L
MWL L7z

20264E 3 H 6 HIZH/R L7z [ LR OWEITid, TEFHNVOBTRLIIT INVIRT
JROZENF =7 L OPFHFEGRICEA BT LR LT RE2ER LI TR, TINVIIT
BT ENVF =T OBEFBRLIIBNVTE, BAEEFIHGT2BoEEEELEML $ L.

3. HAEEMICED FERIREEDECH

DEHSEEATIE, PR3, RS, PHERRSER M (DUF [EHE] Lv)o) OBBEERT S
ZH720, FILEESL L A F 2 —HoT3h, FHEEFLHMAGDOETHEHNT L 2 LAEESINL IS
DWW, PRSI TR 72 \SAIRE - AR 2T 2 2 2 2, FHREOBTRCISHHEOMA TEE L
Wy B2 ETEEFOREHRFBZWRL TP ZRL TV T,

ek, BEHZEDOMNTT AU HEEORRLHEPH ICE TN TR WiE, PRHZEM T RRH AL
RERDNERAT L, AN XY, BB PRREZ RIS L2 R ) T L7z,

DDA FDP AL TH - TH, EHEFOEFRLTHMEOMM S EA RS L5725, 40l
DFERED X ) \THEBBE OGO I IHFHETH W S EEMIIISEC TR L HD%DT, TOWME
WY R EEREAIVREN DS &) RELERSLEE 2D 9,

(58D F 25 1)

WETHEHAH F R B 36

AH1 8 4E 3 H23H yajnyy I v TR LY CFERRYE
M8 4E 2 H19H IYHF=ZT T — AN AZ AN

AR 745 H19H RATOY X7 GEIEFHIRZ) RAPLFELFF I TLIANIRYY
KA & ANKT 5 F v oS
41743 H27H TINVIT (BETHERZ) &F | TEFHNY

YT = TSR & OPHHHR S

20264F 4 A -8- Bediin - B ERE R AR No428



4. BHOHOIC

PEHZEMANC X0, b7z L2 EICO W TIEMORRE - RBUGFAAELE %) T L7275
BIEEH D720 ER B OPHIEOM T OB R L 2B L, 2R, BRELCHERE IS U5
ﬁ,@Eﬁﬁ,ﬁﬁﬁﬁ,ﬁi$%UZ7&t®Mﬁ%%ALt5if BENZHB L Twz2d e
DEETY, ERARZOERICESINI LT, EEnmOEILEMEH & BEOREMRDOZD, 51 &6
S TE BN OMERE L HE 251l 2 BBV W2 L9,

(%]

MO PREE 2 GF B B, R S O AR R HR AR B O KRR H EE S O HER N IZ DWW T (4771 6
4 5 H3LHA VT BREIRAFE0531 45 1 7, PRIEFEAFIE0531LE 3 7, RIELFE053145 1 77)

[MEHEOER] OYGENIOWT (M 84 3 H 6 HAFITEHEZTE03065 1 7)

Bl - BRAERRER R RN Nod28 -9- 20264F 4 A



SRFEERZFICET 15%k

3

A 843 HITHICYGET 2388 L 2 EEROMH EOEED ) bEELEWEHFIZOWT, BEINEFLE LD
CWETORIL E 72 o 7IEBIOBEEAE B 2 Tz A L £ 4.

| +55Y7

TR (R8)

) A8 —H5E100mg, [MEE150mg (7 A + T ¥ % A kR 4tt)

2N 5 EF

Z DAL 3

WEEX R

OB @R PUEM RS A &2 M O FHFE N BHE 12 B U B MEFRHREE

OBRCA AR RGO IIHNEZ 351F 2 A L2 T 1% D MEFF# T

OMIAMI Z BERIBE AT AIPEIE BT AN Y X7 (BIEEFHIRZ) 2&00ELs
PRTE R D MEFRIE:

ON* ALFAIRTENE D & B BRCAE (R 2 R Ptk 7> DHER2REVE O PATASRE I PS8 7L

OBRCABARF R DHER2EME THIER ) X 7 OFLHEIZ BT 5 i S8k

OBRCABAEF 2R D& b tnts 2 A3 2 KPPV i 25

OBRCABAR ARGV O BRI BRAGE 2 12 35 1) 5 A & RPUEBMEIES A & & btk
DHEFHREE

O A~y FBEMKEIERE (DMMR) OHMAT - HREOFERBICBT 272V <7 (=

TR R) %8 TP R OMEFHRE

(EALEDZEE (THEREINSGET )

8. ERLARMAR
(#13%)

1. BlfEE

1.1 EXLEIER
(#E2)

& Z)

20264F 4 J

IFHRRERE A3 H DN D Z L A% 5 DT, AHFIEG: B AT S UG- i3 oE i L I AR e AR

2T, BAOREZ HICBETAZ L,

IR RS

Einnmﬁa‘ﬁ%%ﬁ"/—\ﬁﬂ% B AEMERSHE T — ¥ R— A BB INEND S b, E
L HR L ORPBIRITEE T E R VIER] T

(ESNEresil))

36 (55, L0

T MedDRA ver27.0 SMQ (#ik) [JeRAethir2c], THAZ, MM, LB X vz
DAt PR E R ] SO [ oAy, Bfkd X OER] 12R%4 L, FREB
T AR HN P G-kt o SR ASE (ALT, AST, ALP, »-GTP, T-Bilow§nzg) ot
WA B 2 fEHI
A SEDHERT U 72082 1 4R 3 52 4 F R EH - 966,000 A
IRGERAG © V) & 28—982100mg, [F$E150me : 20184E 4 H

-10- PEgin - PO L VL No428



(EBIBIR)

mE A N
No. | - | MIZE | ipmmmos -
8| (B | o BRUVILE
1| & | TEIREGE  |300mgx 20| SERE, FEE
501% | (= L) A9HR | BEAEEE, TLIVE—RE L
\ BEOEDARE SR & B
HUb I pen 3 g AST (12, ALT : 11
! PGB 75 7 F e O TSI AT B B MR L L CAH
300mgx 2l 300mg x 2 [/ H £ 5- B,
I5HM |y 541HE  AST :87, ALT : 198
\ WrbEE (JEER) R,
WUk I pr5ASHE AST : 96, ALT : 25110 13
(E5uukH) AAIDE, BB,
®E5ME14H%E  AST 32, ALT : 61122835,
(FEGEIGH) FPRES: (GEEES) mAL
FFAI300me X 2 [/ F 1= C T
FE514HE  AST : 1018, ALT : 1718% F5
(FEGHIEH) 2T () OBEFCARERE S k-,
s
BIRGOLLRS  REAHINE H 001 AL NA A B, RIEORE, & 4 L AMER
BES X, & OB IEAREC 1 2RI B %
BRENEGRE BB, MUEIMRIC CRBMEE,
BEGALONE  AST : 17, ALT : 161 a4,
Wb, 2RI i L
BREMEONG BRI S0 3~ CIERAL
FESHEDRE  FFREE M Lo SR E57 Lo
HIERE ARG 7 Lo RelmBseks:,
BEFRIR
N . Frrs 5 5 %5 | %548HH | &5 PIE4A %
BRALHH () SH# | 13HH | 270H | 40H | G5kl | GHrsmsn)
TBil (mg/dl) | 03 04 02 04 04 03
AST(GOT) (IU/L) 12 10 12 87 % 32
ALT(GPT) (IU/L) 11 10 15 198 251 61
LDH (IU/L) 156 145 142 223 215 163
ALP (IU/L) 302 248 246 208 344 206
»-GTP (IU/L) 15 23 20 83 % 58
ﬁﬁg P | FHRS | RS | MRS | mRS | MRS
WAEE R s |k ol ol ok ok k-
EPJE‘E) 1 H# 2 Hi% 5 H#% 14H#% | 42H#% | 70H#
TBil (mg/dL) | 22 19 17 12 09 05 04
AST(GOT) (IU/L) 1018 936 767 375 53 17 15
ALT(GPT) (IU/L) 1718 1601 1444 930 152 16 17
LD (IU/L) 453 161 304 257 178 - -
ALP (IU/L) 800 790 729 701 427 - -
»-GTP (IU/L) 360 354 336 374 218 57 31
BRFSE : 70 L
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EHLDOFEDHETICDOULT

4

(Z£D368)

SM8E2H24H, 2H25H, 3H6H, 3AITHICHET 24RE L 2ERGNEOMHH EOFEEICOWT, %ET
WZ, EagMRaasrBmse L4,

BmREAEE
1 qezxy

(R 7= &l Ve F U505mg [ % | (EHEBEEER A4

(%) 1&g
AF)O 1 Hilsmgr @z AEHE et U BE L O EEEREREREEICBWT, HE
Zerpaphedk (F Bl myEkEds, BFEE, FREES) 2R8I L, BCICE - 2 H
HEINTWD, 1 HElSmg% @z 5 Mmooy, I HEEB R ERE OG5,
MR LR L2 B2 WG ZREMITAZ &, F/2, HO -, BEE, TR, WRUEE - -
FE oEgk, MR, ZWR, WibiIEORIERD D O b 7286 1 E R A 12 R
%5 5L BECIRET LI L,

7. BERCHEEIC  (RhAElbaE)

REYT 5ER

8. ERLALMAR
(#1E%)

20264 4 A

BeH-m oIy, THEOBHEBEEOEBNINT 4720, UTOHICEET LI L,
1 HE1S5mgx B2 AEMERGICE ), EELREEIR (HhEEE MmEkkis Bk

JFREES) 2RI, SCICE - EFP#RE ST 5,

- FAEFAEOFFENOMHEHICB T, 1 HElSmgh @2 A EHEORG IR %274
W ERREMTSZ L, &, 1 HEROEGHHIEENOERFO A K714~
EBEIITHIL,

- EFEVED TR LI KRB iSO HICB W T, RESINHEZBER RS L
TwnwZk,

REMH OIS LY, IRHREEG NS EERDY D 5 Db 2 ehd Lo

(i JRUFEAE D R i)

i EFEVED B, IRARBAR VI ERMRNTH S, £, KRPUHELLLHERRIC

AR OEG 2 HIE$T5 T L,

G JRFEED T F)

BRI b7z 5 EBIEO TN 5%, MmkkEds, AguismsE, B - BFEE RESE

EREERFEBOWRESD ), AHEPD LR TTO5R% W,

BAE3 ~ A WERIATIC AT T A FHRE B L 26 TELLRTRARATA I EAET L,

EHEZES LB RO RE R ER S ICBWT, EELPIIEREZ BT 5 RS

H5HOT, b - W, JEEE, TR, WHEEE - 8 - KEONEUR, MR, ZR, BB

FOFERD D S b7 E I IEHR I EFEE 22235 L) BBICIRET A L,
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O.RENERERT  92LIBANL PR 2 AR L T2 W E SRR AER & B2

PRELMIIEE R ML G ER IR 5T L BT BRI SO ML
g LERARORSMEICEO D% SR 5 2 k. R BEA L 5T, WG

IR I, FECICE o A B S h TV 5.
0.2 U372 D E R BRI L C e VB AERE S S0 (TP BRAER 3208 % I <)
BT AT, AR D W L, BIERNRO B MBI R 0 5 % MIERT 5 2 ks
AHNOMAEPGERIED LA L, FICEHELZEEHZS 5N BN D 5.

1. BlfEF IV F I & B HRaEAER

e CERER R e O DR T o C b B B L7 A O B

i uﬁwf,$%®m¢%§ﬁiﬂt,ﬁ?&*%fﬁ%%ﬁT%T%ﬁﬁ%%o%%Fi

MR, FRREE, WERLSE % 0 P BEIR AR b B S i, AR OB il L)
BILEZT) ko
HUIE © ISR 2 R, A ETRNE., KD, B, B S\ 2 R, ILE,
R AT ) o %, AAIESBRUR P MGEN < IR S v

5 B RE

ARFBREBEHEE Y TV HRERBS D OF

R = % R Ky s (M7 7 —<katat)

O BENEBEET LR UEALIE LT\ 3 WEEPED & 5 AW IX T iR L o 32 fa Bt & 11 5 & i

gfgﬁﬁ@ﬁ SHARGIOREMT L2 L, b, AROEMIC L) EEAHRERIKIEORE %S0 %
BUREEAS EHT 5 137, BRI O E 0 2% (PT) Bl Hr 0+ XFHA
YUK O L AR SN L OREDRD 5,

IS B L
3

7EFTINY
[BR 5% ] I F 22— 2§25mg, [HHES5mg (FV A MV - A4 ¥ =X A7 4 THAEH)
2. %2 CHEFR B T B Bh R 12 B 0 2 IR RN 2 b S OV B PR D FSIE ], 7 I N0 %
;’:j;-@biﬁ,c\bjit) <7 (BIETHILZ) &IBLVF=T & DO HIESIC & 5 ERIR IS ZERNE O TS SEPIH])
p'd AN [

WAL (ZLT7F=r 7Y T I A (Cler) 16mL/minkil) @B
O.BENEEEET  GEFBRETELEMIEEE B  2 B IR A e O 4 G P SE R O S FEMIH, 7 I N>
95 ;j . :ﬁég 5% <7 GEETHIRZ) L I¥NF =7 L ORI X 2 BRI ISR O 5 )
A4 (CLer 16mL/minAdi) D EH
BHLAWT L, BA% (Cler 15mL/minskil) OE#H% 6% e LR %4t %
$6HE L L2 BRI IR L T,
B9 (CLer 15~50mL/min) ® & 5 B H
WO A KT 2 BZhA D Do

Bl - BRAERRER R RN Nod28 -13- 20264F 4 A



Z DD BBAEE
4 OFINUHTT GERGFHEIBRI)
@7ZINVHIY T (BloFlE;lX) - River7)vo=5—E 7ILT77 G&
[GFHEERZ)
Bk & ] DT A4 7YY b RiE#EES0mg (Y vty 7 7 —< A&t
@V 7u7 7 AREETE (Y by 77 —<lhAatt)
7. BERVARIC  TELF =7 L ORI G X 2 HIRIARIERIE DR 2 IS 2 720, M0 55
FEY 528 G154 # L, 7 ERH8 1 E25me# 1 H 2 HREIHEST 52 8, TEXHN OB
FTHRXEBRLT, M) A2 S HaEET 2 . 2EL, BAE U LTF=r oY
7 5 » A(CLcr) 156mL/minkiii) OBETIX, TEFHN LV BELETELZVWI LD, T
INY I GRIETRIRE) L 9ENF =7 & WIS DO BRI 2 28T
sk,
0. BENEBEET 02 EHEREEY
BEECRTSER (RGrRitz T R O YRS - FI50 NI

) W% (CLer 15mL/minskili) ©M%
TEFHNVEEGETERWIEDRDS, FTELF T L OPHEG 138, o BaeaRIR
WA EET 5L,

Z DI OB A%

S SH)LF =T Xy ILEHEKIIY

[k 5 & 5 X7 —X§E80me, M§E240me (¥ >+ > 7 7 —<hatait)

7. BERVERBE  TINYSTT GRETHIRZ) L ORMRESC L BRI SR 0 56 2 IS 5 7-

FEY 228 b, MBI G BIGHE A » AL, 7EF930 1 m25me# 1 H 2 W54 2 2 &,

TEXFHINVOBFRLEZZRLC, MY A2 CH0EET A &, 727250, BASE (27
L7F =271 75 A(CLecr)156mL/minAdi]) DEEHETIX, TEFHINV TG TER
W ERD, TINYIIT GHETHIEZ) L T¥NF =7 L OGS DS 0 kE
N o R
0. BHENBERAT 92 BHkiERERY
é:i)@7éﬁﬁ A% (CLer 15mL/minskill) OB
i TEFHNV BTG TERNI L, MOBRERKEZEBT2 2L,

6 EIRSERFA], MAKHE

NUPYS A
Bk = %] NIVIF 0125medE, [W025medE (7 7 4 F—X&tl) %
2. 2% ROFEHN #HE5EFHOBEZ A FSaFV—u, KyaFry—), 7VvaFJy—i, kA7

;ﬁgﬁ?&ﬁ VaFV =, EYAFVN, 23FV N, HIVFEF T —EHER (75 VR

~ prct) Wi, ZIVFEelN 8 ) — VA, FAT7T YL FELHNT T AR, U FFEL,
o+ -y M FEN), S MLILEL Y M FEL, oYLV E L 7TIVER,
AT RSy MEARA], 7L VY, ) F=T
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10. HHE{EH

101 BHEER
(BFELLEWZE)
(FE%)

A5 B RAEAR - 151 5 T By - ek«
tVF=7 AHOMAEEED LA L, 1F | AH L 25 o 3EH O

H o Ha 58 Je ORI OE | %AW LU (CYP3A4) T
RAWEZ2BINWDDH %, %720, AFH DA %3 B
M,

- BTARARL R
ALK EEY

Bk & =]

8. BRLEAMER
GhEES®)
(#13%)

(#rE)

77 L b —=)V§E100mg, [F$E200mg, [FEHIK50% 55 (%> 7 7 —~< k&) &%
(HIFs)

CREEBFENE, CTAD AR RO TAD AZHE ) FEMBE S, TAD A OREIEE « GRIEH
RFEME (ERMARIENE, RIEME))
MR, R - £y - OB FOR TR 5 2 DD 5. HEH OIS G

B BRI E DM, WEEROREFAE T HHMO b, FEMAHEIC L. fo

Bz bk ) B2 T ) A BT D2 EESLETHSH 2 L 2@ IS EFITIHE T2 2

Lo T2, IREFEDD ObNEICIE, HEEOEEFGERZ M) MR OBIEICHF L

Hwnko, BEIHEETLI L,

(BN, B9 D DOBIRTE, B JaiE O B IR J O° = SURE)

WA, EED - £y - OB FOR TR 2 LAH LD T, ARG T DK

BT AB OB FE MR 2 A ) B OBRIEICRKF SR LI I ERET LI L,

g ATADARL TR
NIVTOEEF UL

Bk 7% =]

8. ERLALMAR

(GhEESi®)

(#E%)

(#E%)

T8 V$8100mg,  [W5E200mg, FREE100mg, FREE200mg, [FIHIEI20%, [FIHHA40%, [
Uy 75%% (HETLIKETEkRRSH) %

+ L = #REERA40%, [FR$E200mg, [FIRFE4A00mg %5 (FAIMERSAL) %

(HIIER)

(BHTADAB LOTAD A VAT & OB
MR, TEED - £y - RAHEBIRE N FORTANEZ 5 2 L 2D 5. HEH OIS EMR

%45 BWIREOMA 1S, B £ O EIEE 0RO b, KIAHEICHI L, f&

B2 O MIBRIEZ 1T ) BB 3 O R EEPLETH L 2 L 2@ B ICHET 2 2

Lo 7, REFENDSDNLYEICIE, HEHEOMREERZ M) RO BIEICHEREL

k), BEICHEETLI L,

(B 35 & OB D D9 OBIRIE DR, P B JE1E D FEJE P

MR, ERED - £y - RATEBRR D FOE T Z 52 LAH 5D T, KHRGHDE

T ABHE OB F MR AL ) M OBIEICRF SRV IIERET LI L,
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9 MTADAE
SIY=
Bk % %]

8. ERLAAMAR

k (EOAD

a8y M E50mg, [F$E100mg, [F K A 21y 710%, ¥ A8y b riiE#E100me, [ e
WEHE200mg & (12— Y —E¥— Y v SUHR A %

FHED T, BHL RS, EED - S0 - JEHEBRRDFORT IR L2 LD D,
H B # o in S G 2 0F ) BB o 12, BLES Ao EFEEY Homo b, K
AMEEIHIM L, G E ) IR 2T ) YA I3 T 0 e EESLETH S 2 L ZiEl)
CEEICIRET 22 L, 7, IRASND ObNABE10I1E, HBHoEESEH
BMOBMEIHFE L 2L ), BFIEETLZ L,

MCTANARK, B

10 s£Ryxy

(Br & =] 537 % —)Vi/hNRH 2mg, F$E/NEH 5meg, M$E25mg, F$HE100mg (7527 « A3
A7 F4 kAt %

8. EELRAANIE  (HIFR)

(XhEEL @)
(BHET AP A DRI

(#E%) R, B - £y - JOGHEBRENFOMT AR L 2D 5, HEYHEOEIRE MR
20O W EO#M G, S XOREHEL ToMEO b, REAMEEICHET L, &
Pz £ ) BB EZ 1T ) A I3 T R EENLETH S Z L 2 @I A ITIRET 5 2
Lo Tz, REEND ODONLAEICIE, HE)HE O MRS GERZ M) W ORIEICHES L
W, BEHRETLI L,

(&%) MR PEREEIC BT R0 T ¥ Y — FORFSE - FREH])
R, R - £ - GHEBRE N FORT AR LI E0H LD T, KEBLG OB
FNT A B OEIRE, GRA ) B OBIEICHRE ISR VW) EET L L,

MTADAE
N URFSeyn @&O#)

Bk 58 &l

8. ERLAAMAR

A =7 7 74E250mg, [W$E500mg, [ KA 0y 750%, A —r 77 rE#E00mg 5
(=¥ =¥ =V xRS &

WS, R - b)) - KA EERENFOET AR 5 2 LD %o HEHEO MBI IR
D BRMBIEOE R, PEFROREFHE +oMEO b R EHEICHETL, f&
Bzt ) BWIRIE 2T ) U 3+ 0 RS ETHH 2 L 2l BHITHET 2 2
Lo T, MEENDSDONLHAICIE, HEHEOERELRE M) M OBRMEICEHEL
ok, BRICHEETLZ L,

20264 4 A
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1o B
TIVAYZVEHAHE - #BKHT (42 - 4V TOEIT VFEUY

Bk =& =]

3=

R

CRDEHEICIE
BELLEWZE)

10. HE{EH
10.1 HAZR
BtRLEWZE)

7)) 7 I VEABALO, FMELA$ES05 (HE THkN&H)

HIVZu 77 —XMlEA () M FELVEFRA], RAT7 7V FEL, THIFFEL, Fb
FEN), TT77EL VY, TRy MEHEBK], v~7ugf FRUERE (=) Ao
~ATy, Va4 Ty, royyAuxA4 vy, axFAuxwA v v), 7TV=NVRIE
B (A FFaF V=), 3aFV =), ZVaF )=, KAZIVIF)—), K aF ) —
V, RYyaFv—i), LFIVEE)L, TUY FLIVEN, LFANEN, aF T 7 V=7,
) F =7, 5 HT B MEHE (A~ ) F¥ Y, YVIN) TSy, L) TH >,
VEN)TE Y, FITR)TEY), EATVATAL R (ZVITRX MY Y, AFIVTIV TR
M) Y) ERSGHOBER

EH 4 E BEARIEIR - 518 71 B - fabA -1
HIV 7 1 7 7 — ¥ [ EH INTY I VOIMHREDS | 2o DA ADCYPIALE
IS SRS = S| EHL, mMERHFOERRE | HETLZIEICL), T
RATVTFLFEN GEMWEH ZRITBZN | 9% 3 yvoR#PHESR
7 TN H5bo %o
VI
I77EL Y

IV RY N EAHRA
~ 7 a7 A4 FRYUEWE
T)Aa<Af v
VarsAL T
7o) Aa<A v
i S S (RN
TV =V R PUE R
A NFaF—

IaFV—-N

7 aF =
RATNVIF =)
Ry atv—

R aF—
L7 IVEE I
I Y MLIVEL
[ A )%
Or77V=7

) F=7

13 TR
JOrrteyur (&OA)

Bk & =]

2. =

\\\\\

(ROBEEICIE
BELLEWT E)

25+t U8 2me, FHEE4meg, FHEESme FHEL2%, (HFk77—~Hh{&M) &£
ANFaF V=, XY aFy—), I3+ = GROA, DRERAL EHEHD, 7Vvad v —
W, RATZNAFI—), KYaFVy—i, ) FELVEGELEA, FLVFEL, 7Y
FUN, FATYFTLFENL, TV MNLLVEL, aVIYRYy NeEGHEK, utr7y
V=T, k) F =T ERGTORE
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10. #ﬁ:ﬁl’iﬂi A 4% BERREIR - 518 5% B - falik -+
o RS Ly | CYPSAECET 2 | ARIOMCTRIED LR L, fr | RO E R MIS TS 5
A MFary—n FADBRT 2 B2 H 5, | CYP3A4%R FHET 5 720
Ky aFr— ) RO VT 7 2 AW T
IaF V= (FOH, LUEEEDS D B0 ALENC B
CURE IR, FEGA) W, Fharv—u (#&
TNaF— %) EN RS Lot
RKATNVIF T — ) JAZ & ) RBNIDAUCH7HE,
Ky a+r—n CmaxA 1351272 & o
DRNG S et A% 81| WEND 5,
VI
VA <%
KAT YT LFEN
IYYRMLILEN
IV VAT Y M EELEKA
utr77v=7
) F=7
-I 4 *%fﬂfﬁﬁﬁﬁﬁﬂ
JOFtvUr (BRHHAED
Bk 58 ] o)+t 5 —720mg, 7 —730mg 75— 740mg (EK7 7 —~&1) &
2. %3 A bFaFy—), KY)aFy—ib, I aF+V—) GEOF, LUERAL EH), 7vadry—
CROBEIZE g, wx7 v a sy =, KFTFT—0 ) FENEGORAL, VTN, T 5
BELENZE) FVYN, FATYFLFEN, TV MUY, AT Ry FNEESHHEA], nrTy
V=7, ) F=T K5 h0EE
10. *HET’E;HE A 4% REARREIR - 518 5k W - fabRid T
(AT RRE ) [CYPBALEMCHET 2% | AHOMARIEN FHL, fr | RO EERBEE T 5
4 hNFaFvy—n VBT 2 B2 0D 5, | CYP3A4%R FHE T 5 720
RYyary—i 29V T T VAR B
IaF V= (FIOHA, B D %,
CURERAD, Eg85))
TINaFJ— )
RATNVIF T — )
Ay afrvy—n
) ML E At
FIVF I
VA <%
KAT YT LFEN
Y MLVENW
IV AY v Mgt
utr77v=7
) F=7
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15 IR A

WS RUIGERE
(B 55 &l 7V —¥§E20mg, [F$Ed0mg, [FEE60mg, MEE80mg ((Ek 7 7 —~kath)
2. #2 CYP3A4% M IS B3 (4 F 53 F V=, F)aFy—n, 33FV—L ROA,
(?@%%FF AL, 38R, 7vadFy—iv, FAT7NVaF ) —, KYyaFy—j, JrFEL
BEUBVCE) o atmal s AFUn, THFFEL, AT Y TLFEL, 2 RLLEL, TES
A5y MeEUGREA, roVAuU~YA vy, uF 7 N=T, R)F=7) 2GR OBE
10. BEfFR e 4% R AR - H 7 By - felA
@gﬁtﬁza CYP3A4R R CILET HHA] | A A O ML A E5 L, | AH 0 (G A5HLE < Ui
SREEA Y TR ASHE M S % B2 s | BN LAY 2o
R a3F = 5o

IaFV = (BIOA,
CURERAD, 545

TN aF)—)v
RATZNVaF I —
Ry aFv—n

DN A 2 B |
FIVF I
7Y F
RAT 7L FEen
Y MLIVE

R AR =t S 5
rsyzua~<A{ v
o) 7N=7

) F=7

16 Z DD AR AE R FHEE

ARbLFTU
Bk % %] NV A F5E10mg, [M%E15mg, [F5E20mg (MSDHkA&4t)
2. %= A v aFr—, RyaFy—), KYyaFy—, rsyzrasxAf v, R)TFT53H¥ -
(RDEEICIZ

TEXFIYI Y -7V AURA Y Y, FRTIFGY—= )V - TEFIIY - 7F) A0

BELEWZE) i N . . . N N
A, VN FEN, = MLIVENL ) FFEN, T MNLIVEN, ) F2T%H
BB
10ﬁﬁﬁi S 4 48 BRPRHEIR - HE 8 51 B - fobR T
@%ﬁ%ﬁva Aroarvy—n FHOMEIN &% L RMS | ARLFF 2 oIS
Ve FHFaF = ELBENDD D, THHCYPIAZ MR FHEL,
RYyarv—u ARV FH 2 b DI
royAuTA LY R E AN Rt

KI)TIHY - TEFTY
DIV ) I Qs g (NG
FGXRT T =)« TEFY
NN/ R0 IS = =g SN
DR )”

I MLIVEL - ) M FEL
¥ MLIVEN
tyF=7
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17 T
F U VEERIEKY

(B 5 =&l F U UhiHIE [VTRS] KK, F$E100mg [VIRS] (V4 7 MY Z-ANVR T 7 ER&H)
2. %% T4y u U (RS, NV T 4 OVIEEREAKY, TV 7V Ay v MEAREE,
(fwi%E@ YHZEF TYNE 74 TUENERE NIV s Bl kY F=T, K
HSLence) VaFy—)b, RpaFv—iv, ExXv7udry T JHEERE SA 7 7udy T UHEERE F
), VY hFEL, =< RhLLVEL Y M FEL, TV FLIVEL TRIIVEE A bT O
F=, TNAFY =), RATINAFY =)V, ITF V=), A 70F VIERREE
Lo B
10. REfFR eI BRPRAEIR - B 71 B - flobui
PP DT T QUIERS 54 5 b b B2 | BN EWR M EE
(%) N2 5, (CYP3A4) BHEMEHIZXDY,
AHORFHAFHE S, M
BIED AT HBENN DS,
]B.MEﬁTH
7EIL=IEY
Bk & =] N7y 7 §E8mg, [MEEl6mg (FF—=ZHupkiath) &
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<k@i%$u VaFv—, K aFv—i, KHaFv—u, HIVFO7F7—EHER () N FELE
BELEnoE) H#AF, 7V FENVREE, SAT Y TVLFEVANT T LKA, FVF N EA
), a3y 2¥y MEAEK], =L FLIVEL - M FEL, TV FLLEL 7RV
B, royz2u<f vy, ) FoTEEGhOBE
10. Hafed FA HRPRAEIR - H5 085 1 B - fha T
PN PV E YL 22 FAOIEMARIMENL D | <415 0EAHCYPIALE
(2523) ) F=7 NN D5, HEL, AFIOZ) T IR
PRTFT5EEZOLNS,
19.MEﬁTﬂ
T/
Bk & =] + 5 5425mg, [Al$E50mg, [AEE100mg (71 7 + ) ABEEA &) &
2. %% A 7aFry—), K)afFvy—n, FH4atrvy—, VI FEVEEEA, a8y

CROEHEICI NEABAL LY FoTROLYY FLVEL 7 VBER S0 BE
BELEWZE)

10. REfFR A5 HRRAEAR - $hiE 7 BT - felE T

RS o [ rmEr A IGETHRIES L5 L, | 83 % CYP3AAHLE 15 A4

ks K 35— WA ) 5 MO ER S | AR E ST 5.
R3SV %Y B BENID B

U b UL E A A

IV RY v b EA A
) F=7

IV MULIVEN TR
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I E k& T Al

20 FxYLHY XREVIIL - PEILZ=IE
R 3= %] LYV & ARAHELD, FALGHHD (45— =ik ath)
2. %3 A MFaFy—)v, IaFV—)v ROF, EHH, DEMAF), 7vary—n, FA7
*(f;@jﬁ‘\:jit) NaFU N, K aFV—N, KFaF V-, HIVFOFT —EHEA () b FELE
a e HBH, 77 FFEVRBIE SAT Y7L FELVI VT LKA, FVFELERR
), ARy NEEBK, =V PLLVEL Y FFEL, TV MLLEL TRV
B, sy 2ua~<Ay, v VF=TEEGHORE
10. REfFR Al AR AR - 457 BT - b -
P P DV 22 TENZ T E Y OfEMAH | ZIb O FMACYPIALE
(%%)& - *)F=7 MENbBENID D, HEL, 7EL=VE D
i VT TV ABKTT S L
I
21;5% A
IVINAIFY
R 3= %] UARNASES, [W5E10, [EE20 (FuF ) oA %
2. %% A FaFy—=)v, TaFV—=), K¥yaFvy—, TEZFFEL, 352 IVERE,
(ROBEII — avyryy N &G+ 2RA, ) F=7 2 RGTOBLH
BELBWZE) —
]gﬁ%@i e RS AR - H5 I8 BT - febid T
A WU & 56 3 /% | 16 0 A ILCYP3ALE
FEF UL R OV F— SO EE BRI | HE L, AH OB IH
ICYRY Y M EEATD | EDBEAD D Shz,
|
v F=7
i i P

22 D=0 ko LasE
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