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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
I 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)

(FEFRFREBRE IR
BigE. 1272 L. fth
DOREEREE2IT> T
HaRBIMEDT Y b
O—LAELIAR
DEEZRL )
[2.8 ZE]

HHRE AR - #EEAHE | BF - SRR
TYURAFL Y EBFERE T, By - 7T IFT
AP MeEEEE, BAV Y VY RBEEERAD

2y IMAE R OME I FE D
U A7 BN S

WS W 5l REME A
H%o
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[2.9 E]
10.2 HEEER (HAITFRTSZ &)
¥RRE BRI - 1B A% | BT - ARET
710 7 MRFER R |IME A ) T AMEN B KB ORDYTH S0
Al ATEBEINDIDHZ, VLY ) ThE
2¥n /)57 kv OHEICED A
NI TLTL V& LETEIERA P HEET
F1) 7 LEERA H2BENDHBH. B
LA ) L WHREREOH 5 BE
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B - s

ANT 7 A hFY
V=) bURXLb
7 L

FI R B A —i& o mER T 2 |Fl R & EH TiaE %z
VATE NN EITBENDDH .| RITTVHEFICIZ
A= v Vo UWEESTIE L
VRS TWwWHrEENZL.

[11.1.5 2] AFIDPEH LR T 0,

FTUYAFL Y BHERE, SALZY - TUIAT

U 7 A RE K 0K
mE#ELZIBEN
BdHbd. eGFRM
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FEAAER - 5B
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FEZXTaA FHEHER
SRR :
ALY RRAY V&
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TOARAY TS0
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LEETIE, 561
BikeEr BT 2B
TNNDH S,

TuRY TSIV
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FT Y RREA O
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UV VARBERHE
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TARY TSV
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UL DERNETE D
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HHe FurzuaF
7Y ROEREHER
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B EAEH AR S h
Z2BENDFDH B, K
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TIN—=Y T 21—
OFEEULET 5 Z &,

TV—=TTN=
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7 DCYP3A4[HE
ERIC X D KB DA
RS THBHa YL
YR LDEE
R E#H o I i A
BRI 5720, AF
O R EVER DT S

NO2BLINNH %,

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% ™

SHEEANBA
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BHFE W, FERE. R
K BHIE

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
AR FEERA BRI,
8

JFF Rk

HE., FHERE
(ASTER. ALTL
5. LDH EH%%)
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BUNLEH., 7L 7F
—vER

L]

R, BE

ZICALBE. JeHBE.
FLEE ALBE. €
FE. BT AL. BE
e and v

likit3

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

oy ryrhaYyvLa S erfuorzouFr Y ReELT
100mg/12.5mg. 50mg/12.5mg. 50mg/6.25mg.
25mg/6.25mg x5 L 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. EYEHHE

16.1 MR

16.1.1 HORS

() BERAKKOY LYY HYTL/EFarzauF 7 IR

50mg/12.5mg# BEEORET AL, YLy Y RUNLE VB
&ix, FhZNREHR]ARU3.THMICREMBEFEE (Cnax) 12
ELU, HEEEIH () 1L.7RUS.SHMTIHELL, EFoZun
F7 Y ROMmPHEEZ, H5H2.8FM TCnaxtliE L, 112137985
MTH-7 (Bl F)o

El ¥y rhIvs/erRazaooF 7Y F50mg/12.5mg#
RERACHEZEORS LEBOOI LYY, HVRVEER
Uk FozunF 7Y FOFEmEF#EE (n=11)
¥y O, HLVEVBEA, e FuoszonF 7Y RO

1000

g

g
g

3
s

3R RARIE (ng/mL)
MEh ISR (ng/mL)

1 1
0 10 20 £ 0 o ¢ 10 1 20 2
S @M (hr) 5@ (hr)

£ BERACBIB 0Ly AV L/ FurouFT7 IR
50mg/12.5mg# HEEOHS5HDENBE/ 5 2 — ¥

T > H ) 7550 mg/
b FozooF 7Y F12.5 mg
. . v FoZzoun
a¥ Ly IRV EE FPUR
Cimax 291.0+96.9 592.9+137.4 95.9+20.9
(ng/mL)
Tmax 1.4+0.8 37412 2.8+0.9
(hr)
AUCo= | 54841802 | 3674146802 | 516.2+89.8
(ng - hr/mL)
e 1706 58+1.1 7.9+12
(hr)

n=11, FHREEE (Cnax AUC : BAIFL, Tmax - HAFI, 12!
HAMPY)

Q@BERACOY LYY HYIL /e FasuoaF 7 IR
100mg/12.5mg#BMEREOHRETAHE, OH Ly Y RUEHLKR VB
#FiX, ThEhES5H13KRU2.5MMICCraxllE L, 123 FThEh
25RUV6.6BMTH -k, B FRZ00F7 Y FOMmMEBEFBEEIR,
5 %220 M TCnaxiTE L, 112038 1KMTH -4 (H2),

E2 a¥yrhvrs/erFuzonsd 7Y F100mg/12.5mg
ZEERAMCHEREORS Lkoay Ly v, LR EE
EUe ForunF 7Y FoFEmnif+EE (n=12)

a¥ Ly YO, HVRVBEA, e FaszoaF 7Y FO

100 &
IOM

4+

10000

g 8

3

M3 RDRE (ng/mL)
MR RRAE (ng/mL)

°

o

o e 12 18 24 30 3% 0 ¢ 2 " 24 2
#5@HE () B ()

16.1.2 RE®RS
BERCRSEOA R M EERFCOI LI A TL
FoZooF 7Y F50mg/12.5mg#1HIE14HMRERZORS
LR, Moy, hVEVBERTe FusoaF 7
VFOVWTHICLERERRED Shbh o7k,

16.2 MR
16.2.1 BBOFE
M@EBHERRACQOH LYY HYIL/EFnZouF 7Y F
50mg/12.5mg R B#IEET 5 &, BEMHESICHARTOY LY >,
ARV BERVE Fns/ooF 7Y RO b ik i i s
BIEREM (Toa) AHEE (0.7~1.78M) L., 0¥ILy v omiEs
R -FE M T (AUC) RENSRDSLLOD, HLKRVE
FRUTe FaszaaF 7Y FOAUCHERAFTNITHRU22%ETR L
ohs, BELEMEE 2 SR WEETH o,
Q@ERACOY LYY AHYIL/EFOnZuunF7 YR
100mg/12.5mg % B HHMEROREG LA, ZBEFESICHRT
avLy Y, AIVKRVBERTE FoZouF 7Y FowThd
Trax?BE (2.0~2.8KM) L. uHLy >, HLRVBERUE
ForzouF7 Y FROAUCHEZREN22%, 23%BRUT1%ET L
A BREMEE 25 B WEETH -,

16.3 9%

b MIBI ALY Y RECHLEYBEOMPBEAZKERIEZ. 0T
hb99%L ETH %o
ERFos/ouF7 Y Foe MEEEEERIZ2%TH -k,
AEACBITA0HILY > OBHEERIIZ4LTH o

16.4 X
EMIBWT, O ALY YREREELTHLRVBEARBESHh, 20
REHNCIZ, EE LTCYP2COHFME Lz,

ErEBLWTk FOoZuuF 7Y FRIIEAERBIEh P ok,
[10. ]

16.5 Hptt
BEBRACOY VLY >HYTA /e FuroaFT7 IR
50mg/12.5mg % HEHE 5% A8RM £ TIZ, adiLy v, LR
YEARUe FuszuouF 7Y R BRPKERELEESRO3.7%.
7.7% R U66.6%Hk Ehi,

16.6 REDHRZETZEE

16.6.1 Bi#HEREEE

BHEREEEOROEERE (MF7 L7 F=#ll.5~
2.5mg/dL) Ka¥ Ly rHaYTL /e FusuaF 7T IR
50mg/12.5mg%1 H1E7HMREZOHRS LR F Ly VK
UHNVKRYBEDCnxiE, BHEEEBHECH~RL2ZEEL.
AUCo24nrk3 1.5~ 1.7f5& P > %, B FOZ00F 7 Y FOCnaxk
UAUCo2anrid, TRZNEHEERBEDLMERT2.2(5. B2
VT T Y RE2T%TH oo
16.6.2 BiE

Oy HUTL/ e FazanF 7Y F50mg/12.5mg#1H
1E7 M REFZEOHS BOT YL Y Y REH LR Y BEDMEEH
WE, FEEBRELEIARL, e FOs/nuF T I FORRSF#E
HRELENRDP S BHEAT—%)

16.7 EYIREER
REBRACOY VLYV AHYTL /e FuZaouF 7Y KR
50mg/12.5mgZ BMEFOHRE Lt Boad Ly >y, HIVE U BER
erFozoosF7 Y FomfhEER, SRARG®REE RS,
g¥iLyrEerarzouF7 Y REDENHBHZEEERIZED
shizhole
BHCBWT, P ATV EVRAFIY, T )N VEF =L, 7L
TrUY, VIFV Y, FRaFV-LRUIY AUTA Y EOH
BRI DWTERE Udt, WTRLEE EME S 2 28R Ea 2
HEFRRRED Dok, OFLY L EUTF Y EY Y (REEE
FBUA) LOMAICED, OYILY Y RUHILEVBEDNEIE
2D, TAH5DAUCIRED Lk, £, uyreT7VaryV—
J (CYP2CODBHER) OHMAICEY ., ALK VBED CraRT
AUCHHAD Ldt, a¥ Ly Y DAUCIZEIML 7o

17. ERPRAR

17.1 EERURSHECEE T 3H%

17.1.1 SME_EERLEERRR
HAAZESE L —HERLKRBICBWT, adLy i)
vA/eRRnrunsd 7Y F50mg/12.5mgidasivy v h) oL
S0mgi 5 & 0 bERICEN R ERIED Sz, BEDRE
ERALS5460 5> 5 A% (HEH M EA90mmH gk i 12 X iX
10mmHgBl EETR USR] LHEShEFIX1126 (73%)
THot, B, SHEMBEICHE T AR EOFHELRIZTE
o)tso?t')to

ARSI EOPHZE(LR (SHMRSR)

Pbo  Hi2.5mg Lsomg L50mg/
H12.5mg

EH 157 162 157 154
N—2AF4 YOME? 1002(49) 998(48) 1008(53) 1007(51)

(mmHg)

BEOR(CRS
&

12 |
14

Pbo=7F &, L=0% L& > HUD A, H=k FoZooF7 IR
T EEFHEEE OFASREHTARAL. T F9# (FREZ). &/
CREVIOM (FeEE)

aHLy AT L/ e FaraaFT Y F50mg/12.5mgh s
ShABETAMBERORERAARES N0 R1556F 146
(9.0%) THY ., EREERAIXFEED T VSH (3.2%). BD2
Bl (1.3%) THoto T, BRREMOBEASREShAD
RISS5HH226] (14.2%) THH ., ELEKREEMORER I,
RESEMSH (5.3%). ALTHM, CKEME3H (2.0%). FRinER
BHED, AT 7y D AETOE VD, ASTHEM,
BUNSEM#&261 (1.3%) TH-17

Fh, O¥ALYYHYY L/ RuronF 7Y F50mg/12.5mg
DOREMRERLRL, T RERABETH > %,



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 Y HY Y LAL00mg THRAAS 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) NI KNGO
S = ~ N = . .
Nz ive)| RIMED B HEROBRIEORA TS 5.
KICHDTHETR T, 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 ABEOREXEESEEOHET, KBV REbT LI
THMMEDR—=RF A »H5DELEER2TTRT), e TEMICBIRT T M PUMIZRRBEITFICL
s s <\ ETy =) (95) IKMDTHFIC<L, YITFIL
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~ r—
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.
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VoL /E FusunFdy Y F100mg/12.5mgh G SNABE o) kane SP, et al. Perfusion. 2018 ; 33 : 320-2.
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