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-4 ORGANON

2. 232 (ROEBECFESULEBEWVWT E)

2.1 RO 123t UBHBEE DB D & 2 B

2.2 F7 Y RREAIIEZOELULEY Bz iZr7aLy
RYFEDOZIVT + > 7 3 RFEEK) 1209 2BBHEDRE
EREODH 5 EH

2.3 IR XUTERR LT WA RREE D H Btk [9.5 2E]

2.4 BECITHERED D 5 BE [0.3.1 2H]

2.5 EROBELBHTERE [0.2.1 3]

2.6 AMBRmEOEE [9.2.2 BE]

27 BEFPDOF MU T L - AT LAPHS IO LTWVRS
BE MK b AME. EHY 7L IMESOBHESR
FArELSEEBEZTANHS.] [9.1.2, 11.1.7,
11.1.15 B8]

2.8 7Y RAF LU ERSHhOFERKREE (72720, thoEE
WEA T TCHEBMEOITY FO—LAZLLABD
BEEZER) [10.1 28]

2.9 FRES VY VEEEBEKFY (BHEICB T AEBEZRIC
KAHWEBAR) #E5H0EE [10.1 3]

3. #ERL - MK
3.1 AR

fies | 7L 3% FORAHLD | L I v FEEA§HD

HA#EFH adLy>hiuon/

7 4
i HASES EFuroury sk
nE 50mg/12.5mg \ 100mg/12.5mg
fimtzro—A, AWK, o777 —1t
R TS ATTI VBRI AT T A, T TR
" U—2Z, b RoFyFoitilo—2, BtF
y o, AvFounNay
3.2 WEIOER

IR5E4 TLU Iy MEAHLD | 7L I 2 FEESEHD

A 74 a—51 | BHE - 74 LLa—

Al - e v Bt T4 VU At
KMH = -
4% - 8.9mm £%:13.5mm

& 7. 7mm

wml OO

T QD ()

E& :4.1mm E& :4.8mm

la—r MSD717 745

4. FHREN [FZHER
= IMEAE

5. MEENFHHRICEHET DF=

BEZMEERTOBETNEFHD .. Kl z S MEGROE—E

REE LW &,

6. FiERUHE
BAICIZIHLIELSE (e Ly HYTL /b RuraaFy?
Y R & LT50mg/12.5mg¥i3100mg/12.5mg) ZRO%5T 5.
AENIEMEREOE L UL THL R,

7. BENUHEECEEY 53R
BHIE LT, ¥ L8> 5 AS0mg CHRR+A 4B
UYLy YAYTL eRarsunFr Y RELT
50mg/12.5mgP 5%, TN H 7 A100mgid oy
L& YHYHL e RaranF 7Y FeLT50mg/12.5mg
THRA+AGBEICOFLY AU L L FasaaF T
Y RELTI00mg/12.5mgn#k 52T 52 . [8.1 BH]

8. EEREANER

8.1 AANZTH LY > H )7 L50mgH 5 iE100mge  Ka
ouF7 Y RI2.5mgDEEAAITHD . ad Ly AT L
teroruuF7Y FRAORWERPRET 2BENDH
0. BYICKRFIOERZ#HET 52 &, [7. 3]

8.2 —lHDMEBET (¥ a3y 7R, BikiHk, WPRkEHES
#5) 2RITBENDHHO T, ARBSHITEN (%
Gtk : 28 &, LER - ALNREE) KnEDE=%
VU TERERT S L,

83 AHOESTHA L FuruuF 7Y NidfEkh Y 7 LIME%
BITIEPAOENTVWS, P LY HYTL L Ray
ooF 7Y RELT50mg/12.5mgh %5 & h iz E PR
BBV, MEHY Y AMEIETNERZRL, Z2EHY
T AMEORBEEIIET A Y VLAMELD bEP -7z, Lz
BoT, EAY T AMEOHKBRN LD EZSNDHDT, IIE
H)ILEOE=S ) V7 EERAICER L., BRE+7IC
52 &, [9.1.2, 11.1.7 8]

8.4 KHIDESTHAH FuruuF 7Y P REEIE % F3H
SRDEBENDDHBHOT. KRERG I ERHIC M TERERE
DE=ZFY U TEREML, BREHTIITH>E, [9.1.8
i1

8.5 AFIOESTHH L Furnusd7 Y FidmEE EFE L <
EBERIREEE L OBZNDHBD T, BEEZHFTO T Lo
[9.1.8 28]

8.6 AHIOHESTHA L Furnusd 7Y NIBEELMKEEE
RESELIBENDPH20T, ENICHEEZERT 272 E
BEEZ T &, [11.1.10 ]

8.7 BIEMERICEDSDE V., 562EFHo6DLNEZENDHD
DT, BAEE. BEHEOEGREEREES BT IRET 2
BicidEFEEsEs 2 &,

8.8 FiHI24M IR E LV ENEE LWV, P IFT Y
VI RAERERARSPOBE L, RBROFEMRPICL=
YT YIAT Y ROMEWERIC K S EERMERT %
EZTBENDFH D,

8I KK AEELT Y IVF T vy v I REKEHRAIRSHI
FNCHRSOEELRFRESSobni: LOMEDTH 5.
R E 2 EET 54 L, BEEzHTITVL., BEFRO
SN GEICEREZRIET 22 CHY B LEZITH L.

8.10 RHIDHEIC L VFIRGEIBRICH5DNEZ LHFHHD
T, BRFERHE. BUKICHAERT 5 &

8.11 HEOKEHHICBRE L BEHE T, HEOPRZ BT 5720,
FRIFPICHRET 52 EAEE LU,



0. BEDERZEITHEEICHT IR

9.1 BHIE - BHEEEDHDEE

9.1.1 EAIMEBHIRIEEDS D EEX FH S TEHIRIEEDS
BEE
WRESPGZELVWEHM SN AIGE 2R E. [HHI3
5L, BIHEORBD R RERESBEEDKTICLD
AFICEHRELE(L S5 BENSH B,

9.1.2 MFEAY I AMEEEDESE
BAVTLMIEXIZEHY TLAMEZELETBEZNTDH
%o [2.7. 83, 9.1.3. 11.1.7 &]

9.1.3 5AY D LMEDEE

WELESPGEZERVWEHM SN BI5AZBRE. MR8
JB5Z &, KAORDTTHAHAHTILY A TLIE. B
AV LMELXEESEL2BEZNMDH 5.
Tz, BHRERE, 2V bo—LARBOHERKREICLY
MEH) T LAEPEL ZDRTVEETIE. BHY 7L
MEESFERRT 2BETNNHL0T, MFEHY T LEDE
—H) T EEMMICERL, BIEE2T+2ITO 2 &,
[9.1.2, 11.1.7 2]

9.1.4 HIMEEEDH 2 EE
BEOCRESKMFEARAEZERL., REZE(LsESB

ENDDH%,
9.1.5 RBRENHPULTNDEE (KDBROT+HRES.
BEOFTZLTWVSESE)

—BEOIMERRZECTBENSH 5. [11.1.5 ]

9.1.6 BIEEEPDEE
BF M) LMEZRIITBZENNH S, i, BEL
BIEEETOBRETCIR., —BEOMFEERREZRITHZ
nNh»»Hs., [11.1.5. 11.1.15 =#&]

9.1.7 EELEERFELEN (FIENRE(LEDH 5 EE
BWBERMRSH S bN-GE. SE MRS, MK
BiEERL, MEREREZFRITIBEINID 5.

9.1.8 AAXIFEH. ZHITHERE. BREDHZDEE. MU'E
FREZMAED 5 2 EE
EREBIE. SIEEZRL. BE. BREOE/LPHE
HkDBENFH 5. [8.4. 8.5 BHE]

9.1.9 T™HI. RItDHSEE
BREERAPDODONEIBENNDH S,

9.1.10 ALY D LINGE. BIFIRIREEETTEEDH D EE
MEHNT T L% LRESEEIBENDTH 5,

9.1.11 EERYIPREDEE
ARIOEEEHADPSERINE BENTSH 5,

9.2 BikseEERE

9.2.1 HROEBENFETEE
BELEWT &, [2.5 B3]

9.2.2 2MHBEEDEE
BELEWZE, BREEZ2EICELSE2BZNDH S,
(2.6 Z[E]

9.2.3 BikgEEEEE (EJ L7 FZ{E 2.0mg/dLi8)
WRESPGZELVWEHM SN AIGE 2R E. [HHI3
J5Z&, bRurzouF7yY RIZKDBMBEENET
L. B9V U AHYTLICE) BHERESELT B
FNDDH 5

9.2.4 BHEEETESE (MBI L 7FZU/E 1.5~2.0mg/dL)
ARHEHIIERNICIE 7 L 7 F = V8RO R
MoE=%) v 72ERL. BEZTDIITH L, @
B L7 F U EERROCMERBEFROBENSH 5,

9.3 frtgselEEERE

9.3.1 EEIHEEEEEDH 2 BE
BE5 LW E, [2.4, 9.3.2 3]

9.3.2 FFEEEX T ZDEIEDH D EBE (2L, EELHF
BREBEZEDH D EBEZRL)
SEICBWT, B - FEEOT7 VI - VEFEZEEIC
TPy o HY) Y7 A50mgx BEREORE T 5 & @R
ANEHBELTOY LY D OEKEENSEBIEL, adILy
Y RROH IR Y EBBIAD MEEHEE D ZF N E NSRS RO
B ERT A ENRESN TS, £/, ERuoro
OF 7Y RIFEEEL2FERTL2B8ETNFH 5, [9.3.1
ZH]

*£9.4 HTEREZ B I &

9.4.1 IR DTREMEDH DL
FIRLTWA I EDHBESNT 7V I4 TV v VB
FHEERIZT > IOFTF v ¥ VIIZBAERA ZEA L.
IR - HIERAORE (BARE, HE - i - BOERR
2, ) PROLSNFrRESNTWE) 2,
ARIOBEIZHENLSE, REEOER/ELERE L A
5o nEEE2EEICHRE L. BB LOERELEREE
FEB EHEENAEEICOAEET B E, £, &

ErREZBEICIROTEERHICEET S L. [9.5
2]

(1) RAFEEHERTICERL TV AW L 2ERT S &,
REFBEEHFS, HRL TV AW &2 ERNICKERT S
&, BEHICHIRASHIBHLZGAICIE, BEb5ICRES:
kg s e,

(2) MOBHIZOWT, KAIRSHBIICEZFICHIEAT S
Lo o, BEFHRBBEIIEUHHAT S &

s EIRPICARIZEA LSS BE - ERICEEE R
BETVAIBHB L,

c IEERAHIBH L7 AR EE Db N A G A, EP IS EIC
H#T2Z &

- HREETE T 25BE1E. HYEICHK TS L.

#%9.5 1R
TSR S ATIEIR LT W B AR D H S R EICIERE L e &,
B G HIIRIR AR L 723581013, BB IG5 Hikd 52
Lo WIRFHIROKIAICT > VF T > ¥ U EMBERAER X
W7 o7y yy DRERERAZ G SN BETEK
B|AORE, BB - FrERORT., HERORIIE. BA2, 2
[EEEA 2, HEOEBRAR KL UPEKBDREIC X S SRS
2O, HEHEOTE., MOBERENH s b
LOMEND B, 5B, FT7TVRRERTIEIHERTAR
ICEEYILE VIME, MMURDEEEZRI T I ENDH 5,
7z, FRFICE S MEERRD. MKEMRE. 75 - b
MREFDHAHS5bNEZ &N D, [2.3. 9.4.1 BHE]

9.6 EH 5w
BALGZVWIENEE LV, Ty FOREESKUEILICT
YUy )y Almg/kg/day/ e FeruuF7 IR
0.25mg/kg/day~ua 4% ¥ > A1) 7 A50mg/kg/day /& R
uruouF7Y R12.5mg/kg/day %5 LIzERICB W T,
aYILy > h) 7 L50mg/kg/day, /e RarzuoaF 7Y R
12.5mg/kg/day#f T RAKE DD K OB DR EAARERIZE
fb#eNniz, 720 By HVKRVEBERTE RO
rvunF 7Y FOAHBITHELHEER SNz, REBOERIC
WY pEEEEIIOTILY > H Y 7L 10meg/kg/day, & K
uruuF 7Y R2.5mg/kg/dayTh -7z, E FeruuF
7Y R, & FEAHRANOBITARE SN TV,

9.7 INR
NEZEEWRE UERRBIEERL T WAV, LRILER
BNT YA TRRT N,

9.8 EnE

9.8.1 —fRICAEFMREPE T LTV 2,

9.8.2 —ICEBEDREERZIFE LI AVnESINTWVS, fEE
EPEZDHBENDDH 5,

9.83 BETOUYILY ¥ hY T LB 58S 58
BB T, UYLy U RONIVAR VRO MAEFIEE S
FEBEICHANTEP - GEERmEICHEL Ty
8 U ROAINA L BIAEDMBEHRED ENENR2E KRS
L3I ER).

9.8.4 BRI MEEDOWMD 2R L Fik, EIMEEFIC X
BUBLHH, VEV, KMERZEIT I ENDH 5,
9.85 RICDVERE CIHED & 5 FE TIIAMGFIRITEHE

s MR OB & MKEMEZ K L. WMEZES O MikER

EEHFATLBENNDH 5.

9.8.6 &7 b T AMAE, &4 7 LAMEEND S5 HDNLT W,

*10. tHE{EH

BRORFTHZ2aYLE AT L&, EYR#BEHRF b
0 —2AP450 2C9 (CYP2C9) K U3A4 (CYP3A4) ICKDIE
HRBEMTH B AINEVBEICREEND, 2B, REAORS
ThareForuouF7Y PR, BEAER#EIND I &x<
PRAEICHRES NS, [16.4 BH]

10.1 HARZ (HALBWLI L)

(FEFRFRERE IR
BigE. 1272 L. fh
DOREEREERIT> T
HRBIMEDT Y b
O—LAELIAR
DEEZRL )
[2.8 ZE]

HHRE AR - #EEAHE | BF - SRR
TYUAFL Y EBFERE T, L=y -7 IFT
AP MeEEEE, BAV Y VY RBEEERAD

Ly IMAE R OME I FE D
U A7 BN S

WS W 5l REME A
H%o
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10.2 (HEEEER (HAITFRTSZ &)
¥RRE BRI - 1B A% | BT - ARET
710 7 MRFERI R (NS S ) T LMEN B KB ORDYTH S0
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2¥n /)57 kv OHEICED A
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VRS TWwWHrEENZL.

[11.1.5 2] AFIDPEH LR T 0,

FTUYAFL Y BHERE, SALZY - TUIAT

U 7 A RE K 0K
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60mL/min/1.73m?
AR D B HEREREE D
HHEBEANDT A
FLYEDOHHICD
WTIE, BEESD
PREVWEHRBISH
LG EEREET S
&,

>y REEER D
Wi h 5l REME D
H%o

TUIFT UV UE|BHKERE. BAY
MRz RBAER 7 L IMRE R OV I
ERRITBENDD
%6
NIV — U BE 5 N MR IR Y BERR| 2 h S 0 #E o iR
& ENBHZENHD.  |[IMHIER & ARH OB

HANATILHBEA R
SRR

STHBHe Rurzu
uF 7Y RoEEE
FIZ&E 5,

KEIORTTHB
FarzuouoF7Y R
EHNATLVHOA

FOKREHREG TILE
BN AR oY (-t
EPWESIN TNV,

TILa— KEDOH T TH S
FrarouF7I R
CMEWRIERAZE
TAHTZLIA—NLED
PERIC XV EEER
AR S N B ] RE
N5,

AE7IV: ARETIVOERZ | REIORTTHSH
JUVF7RLFY Y | BETHZENHS, | FarsauF 7 IR
7RLFY FHATOBRFICHEHEAE? I Vicxd

IT5EE. KFlO—|% MEEED KRS 2
MAEEONBLZHE KR RS ESZ &0 #H
T5HZE, E3hTnb,

YRTF)VROZFIVRT TV ROZF | REORTTH S

OFELERYE OFELERMEOK| FursuouaF7 Y K
VAR IY) VR EEREERTAZ|ICESMEHN Y T L
YIERRIEKFY) (& H B, FRAIOEOMK FIZED., 2

BEICHERT 258,
A D — K RFEE D
WEZH#ITH o

no oOEHOME -
55 30 BTV & B BR g
BHEEZOLNTWVWS,

A E

EEAAER - 1B

W - fElRE T

FEEERZHET %1t
DEH| :

B -
—turvty v
e

FEEEHAZHE®RT 5
BENNDH D BEIE
Al o F 2 5 8 121k
BIrzle&.

TEFRB T DRk 20
FEERICE D EWVIC
HAENAERT %

AT NS
vaxvy

IEFEYZDDREIC
g B ER 2 Him L.
ANERE 2L
EWH B, MEAY
U LEICHERT
%}:&o

AEOWRSTHB
FrogrzouF7I R
Ik AHMEAY T L
BEOETICEDZE
DIFH Y AN
Na-K ATPaselZ#&&
L. DI HEm e
ABRPE S, <
TRV LAETSRA
BOTERZ7RT

N al R

FT7 Y RREAHNC K
HREET LV H O —
VAL AEA Y T LM
MEZEWMT A2 LN
H5

KADOE T TH 5
FreraougsF7I R
DHY 7 LPEHAE A
WCEDEAY LM
ELRH#ET LA
O— Y ANFERT
ENBZEND B
TIA VLRI TH S
HBEF VYT LB
A oREE=HEIC
WS 5,

VF L
REE T L

U F o LB RE
ShTwb, Ik
FULBEICERT
BTk,

KAOK T TH BT
PNE RN TLD
F+ b U A HEEE R
&, UFTLD
LBV EEX

TR, THLS RS,
U F T L R
TEHIENDH B, I
BYF T LBEICHE
HiaslE,

RADOETTH B
FrarouF7I R
EEICBIFRUFY
UNODEN I E LIS A UN
DIE Ay NN iii=F -
 EREY %,

BB G R ILE VAl
ACTH

& 719 ™ L RE A5 5
RHIBZEPH5,

KA DT TH 5
rFaszuoaoF7 YR
KUBEIBERERILE
VAl ACTHE D B
U LHEMER %

b

7)) FN) F 2 BIAE

&7 ) L ED
THssbhed<
55,

7 FILY F v BLAE|
WIAE A U L E %
FEMELLBTILR
AT VEE%ZF| &
9T ENDHB, L
To ¥ > THRAIO K57
ThseRFurzun
FT7TIRETUFI
U F AR IC
KOS Y T LIMEE
MRS B O HEME DS
H5o

FEPRIR A -
SUA
ARV
HEHI A A
TR HESE

FERW A OER %
FELLRBEITAHZ L
b,

B (S BHEE Tl 2 W
B KBEORDTH
e RrorvouF7y
JRIZKB AU T L
BWRICKDERD B
MDA > 2 VR
HPETT2EE X
5NTW5,

IVAFIT IV

FT Y RREAR O
FPRIST 2 &N
H%

ILVAFITIVOWR
EEHICE D ARA D
Ko Thse Rar
ouaF 7Y RORIN
NHESNSZ &N
H5o




A E

FEAAER - 5B

W - fElRE T
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O R EVER DT S
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11. BIfEFA

ROBUERD S 5DNDZEHBHBDT, BEEHFIITL,
RENRD S NIHEHICIRG 2L 2 0 S L LB 21T

ST &,
1.1 EXGENER

MANPFT45F— (BHERH)
ARE, OWNRER, 3T, S/FE. BFREE. 255
i BEEPHODNDEIENDH B,

11.1.2 MEFE GHEAH)
. OE. WEH, SF0ER\PHoDNEIEFDH 2.

11.1.3 2UEFFRSBIERTR (WIS EARH)

11.1.4 2UBEE HEAH)

1115 Yavy, ki, ZHEK (WIFHBHEARR)
WEE B, ERRHAEN D S DRLHEITIE. ESIC

) e WE %

/2 a -

7152 &, [9.1.5, 9.

11.1.6 1EHUERIRIE (SHEAHH)
HAE. B CKERA. MHPRURPIF7oer b
FRERBET HBMBUHRMBEY S o bhiFaicid, &

Gk,

B R LEZ1TS

1.6, 10.2 ]

Lo Flo. KU R A

FEIC KB RMBREOHEICERET S &
1117 BHUD LM, §HYUDLME (W9 s HEERH)
MEAY 7 LAEOREEBICHEN, BRE, B &

BIREFHOoDNLD2IEND B,

9.1.3 2]

11.1.8 Bk (HEEAHA)
DEEHSNNE. DEMBEOARRBIRPS DS L

BH%.
11.1.9 SRLIMERRAN

SRS

[2.7. 8.3, 9.1.2,

MV (W3 b SEEEARER)

11.1.10 BEARMEN. FMEEM (WL HEARR)

[8.6 2]

11111 SRIBMEMER (BHEEARHA)
*11.1.12 BEMMR. FKE. UEFIREBERE (WIh b

FEABH)

RIEMWRi%., MKEPHSDNLZEFH D, /-, b
FarzuouF7 Y FIRA%R. 896 BEEDNIcaHE
FEIR S5 EERRE S FIR L7 & OME N H 52 9,
11113 28T UFIM—FADE\ (BEERHH)
11.1.14 {EMm¥E (BEEARHA)
BEAER. . Wi, FOBA. SO AET. B,
BEMEEESHSbONIGEEICIE. BE52hIEL. #Y)

BREZITS

Lo BRRHETOBETH5DNPT L,

1115 BF MUY LAME (BEEAREA)
R, BRNR. B, B, RH, HHEES e

SEF P LMEAN B SDNDZ ENH 5.

9.1.6 2]

[2.7.

11.1.16 2MHERR. BAEMBARARE (L3N HEERH)
amEs (BE. 81K TE2E50). AEBARAEY
HobNBHIENDHAHDT. BEMERNTOBKRPIRES
DEENPFEDOONIZEEICZEESEZFIEL, EHPLHICE
BIEOZE2ZF5L>. BEICIEET S L.

11.2 ZDODEIER

0.1 ~ 5% ™
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HI5, AR, MER
i1

TEBRE R

I 27 R M
E. #iF

EEE (BRE).
00

e

Mg - WA

HAW%. TH. OA
2%, BRI, B
B BEERAE. B,
MER IR S fERL. B
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ZICALBE. JeHBE.
FLEE ALBE. €
FE. BT AL. BE
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A, FRIMBRBEE.
MBI, N~
FZU Y METR A
<~ Z7Uv hEA,
NEZ UL V.
HIMmEREHE M, ) >
JSEREE N

IFREREUR N, 17
RE AR, U >
POREHD

Z DAt

EE&E. CKER. &
PRERIMAE. /& IAFEAE.
BHEEME. 29,
SR, CRPH#EMN. JR
7 RRERE. R
FRoRMERRE M. R
HIMEREE . SR E
ERatE. BNPI#EN

FE. BREREE. L
O, IRER (»
I A BHERE), &
HEE 13TO. FHE.
AR B, K~
T3y LAMEE. K
sua— )7 ILA
o—v A, MEHNL
DAVIVAS b | I GV
TYALBANLTY
L IMGE 2 £ 5 &R
BREEE, A, B
Hive. BPA. M.
I I R0 v AR
. ZHeslE

B oy ryrhaYyvLaerfursouFr Y ReELT
100mg/12.5mg. 50mg/12.5mg. 50mg/6.25mg.
25mg/6.25mg x5 U iz iRl = & Lo

12. BRARRERERICRIFTRE
HRIREZO 2 WEBEDOMEPBIZE TS EAI LA H 5,

14. @R LDFE=

14.1 EZEIZMFOER
PTPEEOFEAIPTPY — M5O L CIRAT 2 & 51
HI 5L, PTPY— FOEKICE D BLH AL BER
JEARIAL, BICRIEALZB I L CHIRAXREOER 2 &0
REZHHETHIENDH S,

15. ZDMDER

15.1 BRARGERAICEDIER
BHATEBSNEEMRICBVWT, e Far7uuF7 IR
G INBE T REMER CEBMRED Y 275
g 22 EAHEShTVE 9,



16. EYENRE
16.1 MEE
16.1.1 BOik5
M @ERANICES LY > HY YL /e RarzaaF 7 IR
50mg/12.5mg# BEFOHKEGT 5L, Ly Y ROHILR UV
RiZ. TNZNHEE%1ARO3.7REICRSMEEFEE (Cnax) 12
E L HREE (te) 1.7K%US5.8FITIHELZ, e Fusuon
F7 Y FOMBEPREIE. #55%2.8R M TCnaxiZTE L. t1/2137.9KF
BTHho7z (K. £)o

K1l vy LyrHUvsa/eRarzoud 7Y R50mg/12.5mg%
R AICHEEEO®REG Lickoad Ly v HIVRVEBRIER
v korzuuF7Y ROFHMFEFEE (n=11)
gLy O, HIVKRVEBEA, e FarouF 7Y RO

1000 1000
=) =)
£ €
< <
2 2

&3 100 &E 100
] o
S 8
+ +

#® 10 & 0
g €

1 1

o 10 20 30 40 o 5 10 15 20 25
5 1ER5E (hr) #5158 (hr)

£ BEBRACBI 20 LY AL /e RuraaF 7 IR
50mg/12.5mg % BIEE 112 5% DIMBRE X — ¥

THILE > A 7550 mgS
tRaZuoosF7Y F12.5mg
. v forouo
oYLy v TR Bk FrUR
Cmax 291.0+£96.9 592.9+137.4 95.9+20.9
(ng/mL)
Tmax 14408 37412 2.840.9
(hr)
AUCo- 504.8+180.2 | 3674.1+680.2 | 516.2+89.8
(ng - hr/mL)
b2 17406 58+1.1 79412
(hr)

n=11. P +1EEFZE (Cmaxs AUC @ HAITFH, Tmax * BT, tie:
FRAIT)

Q ®ERAICES LY >HYYL /e RurzaaF 7 IR
100mg/12.5mg# BERORET 5 &, 0Ly v RONLEVE
Kix. ZNZNHE5%13RO25B-ICCraxlE L t12ldZNEh
25K V6.6BETH o7z, B RaZnuaF 7Y FOIMFEHEREIL,
554220 TCnaxiTE L. 11218 1K TH - 72 (K2),

M2 a¥lLy>rHhHyYvL /b Rurzoosd7Y F100mg/12.5mg
FERRACHEERRORES Lizgoa Ly >, VR VA
KO RuzoaF 7Y ROFEHMFEFEE (n=12)
gy Ly O HVRVEBEA, e FarzaoaF 7Y RO

10000 1000

0 6 12 18 24 30 36 0 6 12 18 24 30

S HIERE (hr) G HEER (hr)

1000
100

100

IR FEBEE (ng/mL)
MR (ng/mL)

16.1.2 RiExS
BEROCPEEOREEEMEERE IOV LY Y H YT Lk
FeZzwuF 7Y RF50mg/12.5mg#% 1 H1H14HBRERO#RS
U7zB, Moy Ly >, ALVRVBEROE RarzaaF7
Y ROWT B EREERD SN ar o7z,

16.2 DRI

16.2.1 BEDFE

M BEERANICES LY > H YL /e RarzaaF7 IR
50mg/12.5mgx BHEET 5 &, ZEERESICHRTad Ly >,
HLRVBAERTE FOZ70uF 7Y FOoLTh s &gt
FEMR (Tma) PEBIE (0.7~ 1.7E/) L. 9Ly > oliEh
PR T EE (AUC) BEN R >BDD., ALKV EE
RO FarzaaF7 Y ROAUCHZNENLT%RU22%E T L
7o, R EREE RS WEETH - 2.

Q ®ERAICES LY > HYDLA /e RurzaagF 7 IR
100mg/12.5mgz BERHEFENHS LzBa. ZERKSICHART
YLy >y, ALRVBERTE FurzooF 7Y Fowdhd
TraxBE (2.0~2.88R) L. u¥iLy . HLRVEBAERTE
FarzaoF7 Y ROAUCHZNEN22%. 23%%TT1%ET L=
A, R EEEE RS R WEETH > T,

16.3 5
b MZBFA0YLY U RUAILEK VBEOMBEAKERIZ. W]
NHOBLL ETH -7z,
bt RorouF7Y ROk MUEEAGARII22%TH > 7.
AENCBT 2095 > ONHERIE34 LTH -7z,

16.4 X3
EMIBWT, BPLY VERFEELTHOLRVBEARB SN, 20
R#ENTIX, FELTCYP2COD S Lz,
EhicBwckrorzoaF 7Y FR3EAERBEhZD» -2,
[10. 28]

16.5 HEtt
BEBRAICOY LY > HYT L b RurzouaF7y IR
50mg/12.5mg % BEE O 5%48KM £ TIc. a¥Ly >, HILR
VEBAROe FurzouF T Y KA, RPICENZNESED3.7%.
7.7%% 0'66.6%HE S iz,

16.6 RENERZEIT2EE

16.6.1

16.6.2

BikiEEsE

EREREzASORBLEERE (MF/ L7 F = EL.5~
2.5mg/dL) icuy Ly ravvL /e furugugF7 IR
50mg/12.5mg# 1 H1E7HERERZEOHRES Li-Foay Ly v K
UANEKVEBEEDOCrald. BREEREEICH~RL2EEL,
AUCo2arld 1.5~ 1.7f5&E» 57z, € Fu7u0uF 7Y ROCmaxk
UAUCo-24anrlds ZNZNERREEEBHEOLAZRO2.2(5, BV
V7Y AEI2T%TH > 7z,

SEE

uYLy AU L /e RuzuaF 7Y R50mg/12.5mgz 1 H
1E7 HERERORSH OO IV > RO ALK Y BAD S
WEIZ, FRREEEEEL, efuruouF 7Y RORINSIE
EihE EEN o7z HEAT—%),

16.7 EYIEEER
BERAICOY LY > HY YL/ RurzouFr7r YR
50mg/12.5mgx BEREOHE Li-oad Ly >, hILR Y BER
e rorous7Y FOmMBEHRER, SEARGREENI L,
oYLy e RurzuouF 7Y ReoEBRNZHEERIZED
ooz,
WHCBWT, ad Ly Y EVRAFI Y, T I NLEY =)L, T
TrIry, VaFT FhAFV-LROIY 207 A Y EDOH
BIERICOWTHRET LA, WEh b EK ERIEE 72 5 B Ehen 2
MEERIZRED NGB 5T, LT EY 77 Yy (REEE

RFEAD) COPRICED, gLy Y ROAIVK VBIEOIEK A E

%Y, ZNH5DOAUCIEREA Lize 7z, uyuyrernary—

%

(CYP2CODMHEA) OMAICED. IR VBAEDCnaxk

AUCHEA L7z, a¥ vy »OAUCIEHEML 72,

17. BRPRAYAE

17.1 BHURUREECET BHR

17.1.1

FME_ESREERAR

HARANZNRE L —EEBLERBICBWT, ad Ly >y
TA/ e RaruuF 7Y R50mg/12.5mgldas vy >y L
50mgH s & D L ERICENIZBENRSRD SNz, BEMES
ERA L5460 > 5HER) (PR M EA90mmH g i 12 ik
10mmHgBL RER U7zREf]) &HIE S N7 FEBNE 11264 (73%)
Tholzo 2B, SEMEFICHE T BIEIMEDFHELRIT T
DEBYTH-Tz.

AR E D PR (BRI LK)

Pbo H12.5mg L50mg  L50mg/

H12.5mg
JE BT 157 162 157 154
NR=Z 74 YOIEF 1002(49) 998(48) 100.8(53) 100.7(5.1)

(mmHg)

MENZE(LES
==

12

4 %

16 -
Pbo=7"F LR, L=u¥ Ly AU LA, H=k RarouF 7Y R

T EHEFEIEE OFASHTNRA. £ P9 (¥R, §&h
ZRPE ()

Oy Y HYTL e RuraaF 7Y K50mg/12.5mghiik 5
SN7-BFHETEMEEROEIEAP#E SNz DI31556]H 144
(9.0%) THH., ERRWERIZIZEMED F W56 (3.2%) . FiD2
Bl (1.3%) TH-o7. /o BABREBEORIEAPERE SN0
1556142261 (14.2%) TH D . ELBEBREEMEORIER .
PREEIEM8G] (5.3%). ALTHEM. CKEME3F (2.0%). FRIMIK
HEA, A3 b7 Uy PR AEZOEVED. ASTHNN,
BUN3 26 (1.3%) TH-o7z

gy YLy A YL e RuruoaF 7Y R50mg/12.5mg
ORWEFARBERIE, I REARETH -7,



17.1.2 ERE MERBRSHER BEEMR 2R LI 1D #ICRASOBG A D WEL = HERILE €

HAANZNRICRHOR2E 2 B3 LS IHEABRICBVW T, O TNCBIBBEMRIEFTOEPMSNTWSID, —HOFRAR
PILE L HhYTL/ e RarzauF 7Y R50mg/12.5mgh 5 & TharerRurnusF7I N3, F7Y NROBEFRETH S, &
N-BETEMREEROBIERPRE SNz 0i32004 284 Farousd 7Y FORERFICEL T REEICBTST MUY
(14.0%) THY. FERIERIZHEROA (3.0%). FEED %14 LEIRIPEIHIER IC X 2 ERMEERDERAPZEZ oM T2, F
Bl (2.0%). 7Ty 7, #iE BEE SHREE26 (1.0%) 7oy BN Zu0uF 7Y F3ZORMRIERIC Z DRASDIEMELEZEEZ 9719,
THolo oy BMAREMEOBERPHE S N72D1220060H U727 > Ty ARENZRASTERACIRE TEAZEENR 2RI 0Ly
2601 (13.0%) Td O . e E KRR E O BER PRI o VERASEEWILSE L FurouF 7Y REDRAHITH 570,
(3.0%). ALTHMSHI (2.5%). ASTHEM. 719 7 LEADEAR WA OO ARG 3 RAR G ICHE L K D EE SRR ERT &
(2.0%) ARMEEHED. N~ b7 ) v MEDE36 (1.5%). Al E2%,
BREGEI. NEZ O EA. LDHEM, CKEM. Rk mEkE 18.2 BEEER
HE26] (1.0%) TH-7z. HARERMET v MIBWT, BMEE5 THhEEOBREDNR (1
17.1.3 ENENE_S5REERHER 15SmmHgER) %2R ULHBOUYILY > & B 5 TR ER R
gy »HY) 7 A100 mgERARICIED Y ba— LR+ BHoNar--FHEOL FurzuuF 7Y R2HAKRET S &I
THoHRANARBESNEERE 2 RE LABIHE_EGER 0. FWHLBEEMR (W30mmHgE ) R 5hiz. HHBGE
REBICBVWT, uy Ly Ay L/ eRurouF7 IR ICB T 2BEMRBZFEMBEHOYREHB LERTH > 7219,

100mg/12.5mgld a4 L% > 7Y 7 4100mgi5 & D &, #58
JARF DY b T 7 AAIGER R ORI I, ARICENT: 19, BRRD ICRET 2B LZHNHR

B RER L7z (P<0.001)0 Tﬁ%Si@ﬁEi’o’lj’éqzi’% ~Z 7 A —W8% YLy LAY ML (Losartan Potassium)
MEDN=2T 1 > h 6 DRILRERIRT . {£%4 : Monopotassium 5-{[4" -(2-butyl-4-chloro-5-hydroxymethyl-
£ THLY LAY Y AL00mg CHRAAS 74 BIERBE # R E L . 1H-imidazol-1-yl)methyl]biphenyl-2-yl}-1H-tetrazol-1-ide
RECOTH | 5 7 REMEON— 21 275 0E(LRT (mmHg) DI KNGO
S = ~ N = . .
Nz ive)| RIMED B HEROBRIEONA TS S,
KICHDTHETRT L, A —LXFTH /=) (99.5) I
=0 I AN s B L RV I A 155.0 (10.4) -5.4 (1.0 BIRT,
100mg (N=170) JRERIA 97.7 (5.7) -3.6 (0.6) Kt
oy Ly rhI)IL /S N
SRS S A ¢ 1554 (11.0) | -14.5 (1.0) \Wcm
100mg/12.5mg Cl N
(N=1€6) IS 97.1 (5.3) 8.7 (0.6)
TRANCHTFHME (FEH¥ERE). P (BEFEE). §EEFMEE O HO
FASHEHTT 5051
ayLy Ay L /e RuruaF 7Y F100mg/12.5mgh# K
Gan- BETEERPERE S hz0ix1666IH1661 (9.6%) T N
B0, ELEWERIEMAREBEMAG] (2.4%). BREBIGE. 38 0
O F v, KIME, ALTHEM, ASTIEM, MHE )L #EmnE2 NN _N
il (1.2%) TH->79, N
17.1.4 EREIE_SEREEABRNUORBIRSHER
ayLy AU L /e RuruuaF 7Y K50mg/12.5mg#% 83
BARFAZICIET > O — VAR +53TdH > - HAR AR M —ff% e FuzuuF 7Y R (Hydrochlorothiazide)
FEAE B 2 MRICRM R 2% 2 37 U 738 IR O —E 5 1% {b%% : 6-Chloro-3,4-dihydro-2H-1,2,4-benzothiadiazine-7-
(8BEM) ITBWT, gLy HY A /e RuarzaaF7I R sulfonamide 1,1-dioxide
100mg/12.5mgiduay vy > h) v L /e farzuouaF7I R SFI ¢ C7HsCIN3O4S2
50mg/12.5mg & T, HESHEREDOFY b T 7 AL R M SFE 29774
TRABEOREDNREZR L. BESEROTY N T 7 AT B R K207C (53R)
METE EREOBRTEMRER Uz, HEHEFICBIT S S % R ABEOREXEESEEOHMET, ICBVLIEAEL REbT LI
THMMEDR—=RF A »H5DELEER2TTRT), e TEMVICBIRT T M PUMIZRRBEITFICL
s s <\ Ty =) (95) IKBMDTHFIC<L, YIFI
F2 au¥iLyrhUyvL/eRurzouFryy FSOmg/lZSmg’C?fJ%Z< I_ﬁ—ﬂf}%ﬁﬁthtfé”fx“i 7}(%{]:7‘ ;ﬁl} 7A%t(&t:‘:§!j’éo
+anEnEEEEEZ N RE LRBTOYY N5 7 BAIIED R~ pr—
AFA ¥ 5DZ{LET (mmHg) o. .0 o. .0
R=2A54>0 | #58ERBD Ny Ng?
I * ZiLET H2N/ SNH
agNy I AII LS
Croransy R IR 151.7 (9.5) -6.2 (1.0) )
50mg/12.5mg Cl N
(N=144) 8 ICEY 95.9 (5.4) 5.3 (0.7) H
gLy AIT LS
v rEsuasy IR e 152.4 (11.2) -8.5 (1.0) 22. g%t
100mg/12.5mg ) (FUE=RY NEEEEELD)
(N=134) ¢ L 951 (45) | 50 (07) 1008t (108 (PTP) x10]
TR RO (BRE) . $PME (BERE). § FASHRATH S (FLEx hEGHHD)

100%E [1088 (PTP) x10]
Fh.uY Ly rhHhUvyLs e rfurzaogFry IR
100mg/12.5mgDREFER SR IE, ML ORI LIS 238K 23 FErmt
IZBWTHER LY,

KAOBEHRATHHAFLY AL (AFLY V) &, ROK 13
S#HEPICRNS W, ZO—HPEREWTH 2 HIVA VBIRICE 14
ashz, VLY Y ROUHIVAEVEERIE. WTInsEERNEENE
ThaHrTIAT UL (AL) BERTSREME (ATIREE) 24, REES UBLWESHht

D TRVBIAIEZ R L. ATOER 2 BROICERT 22 L1k iﬁ?fgﬁgﬁﬁmﬂ7_£_ Moy s —
DIEFENRA2RET S, oLy, L=y - TFUIFTUVUR BRI 1 -24-3

(RAS) AEHALEN TV AE L= Y BEIMEEFLICB L TEREL 20— 54 %L 0120-095-213

—6—

Lijnen P, et al. Br J Clin Pharmacol. 1981 ; 12 : 387-92.
HNER oLy e RarzaaF 7Y RORIC K B BEER

ST ‘ . . s 1) PTERELtL. fih. FEIREHAEE2E. 2017 ; 47 : 1353-5.
SHEEBRA (SR BT, AYASIAYTLAERATE o) e BB SRR AR AR 2021 : 20 : 4954
RN S . ~Ei SEE A N . [ Bilhe ) . .
U7 Y F100mg/12.5mgA s SN BECRINERAME S, 3) para et al. Am ] Respir Crit Care Med. 2016 5 193 : A1890.
O ISAPIRTH (5.2%) THY . TR M REIEN3 *4) Jansson PS, et al. ] Emerg Med. 2018 ; 55 : 836-40
fil (2.2%) THor. EM (S2BH) [<BCT BYLT YT y5) Vagas P Am J Emerg Med. 2020 ; 38 : 1299.e1-2.
VoL /E FusunFdy Y F100mg/12.5mgh G SNABE o) kane SP, et al. Perfusion. 2018 ; 33 : 320-2.
TRIERAP#HE SN/ 01326561F326] (12.1%) THO. Fix 7) Pottegér’dA et al. J Intern Med. 2017 ; 282 : 322-31
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