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2. B2 (ROBEICIFRSLIEWVNT L)

2.1 KARNDOR I UBBIEORERED H 5 BE

2.2 F7 Y RREAEEOBELMMEEY (Fl2iZr7alLy ) R
VEOQANT £ T I NFHEEA) (T 2 @BE OB FEED
bHoHEE

2.3 IR ISR L C WA RREM D H 5t [9.5 B1R]

2.4 EELBEREZEDH HEE [9.3.1 ]

2.5 BEROBEILENTEE [9.2.1 2]

2.6 ANEEEDQESE [9.2.2 3R]

2.7 (KEHOF UL - )T LDBELPICEDLTWSE
# [EF b U LAIME, BHY Y LAMESEOERELAZE
b8 sBZNNH5.] [9.1.2. 11.1.7. 11.1.15 B8]

2.8 TURF LY EHEROBRFEE (2L, hoEEA
BERIT->TCHRBMENDT Y PO —LBELLARBOEER
k<) [10.1 20R]

2.9 FRAET VLY UERRREKIY (BHEICB I AHBBRICE

HRMEBER) 2REFOEE [10.1 ZH]

3. fHRE - R
3.1 #8R%

BRI

e (1 %) RN

HE vty »h | fKkny. getirva—x, 5 7LV7 7 —t7
UL 50.00mg  |Y T AFTI VEEY A YA BT OAT—R,
HE kbrozuoolklRoFyoltluo—2x, @BEFsy>. HL
F7YR 12.50mg [Faay

oHLe R
BLA$ELD
[1Gl

HE w9y »n | 3K, EEtia—2, 85 7L7 7 —{b7
YL 100.00mg | T UATT I VB S AT A e O AT— R,
HE kvroZooleFRofFyroltla—2x, BEtFrsy>, hL
F7Y R 12.50mg |+

oLk R
BL&$EHD
1G]

3.2 EFEIOHER
L - % - . E=E il —F/
{R7e4 & - Al HIE - KREE - ER P
KH HH il
ayibe R " f
gaseLD (HEROT A Q —( .
NG) =T+« »UHE
BE Es it
9.1lmm 3.8mm 260mg

FHE W I
oHLe R :
RAgEHD | ) 0 5 HDJG

1G]
RE FE BEs Hif
13.7mm 6.9mm 5.2mm 462mg

4. ZHEENI3IZHER

SIMERE
5. MEENIIFRICEHET BER
BEZMEETOBZNESH Y. AF2EMEGEDE—#
REE LT &,

6. FiERUHE
BACIETHLIELSE (@ vyrh)vsA /e Rarous
7Y R &L T50mg/12.5mgXi3100mg/12.5mg) %#E 5
%o AAIFEMEBROBE —BIFEL LTHVZ L,

7. RERUAZSICEET 5FR
JREIE LTy ¥y > ) L50mg THIRA I 2 HEIcT
FLETHYY L e ROoranF7 I KE LT0mg/12.5mg
O¥EZ, aFLy > HY T ALI0mgIEaF Ly > HY T LS
ERuruaF 7Y RELT0mg/12.5mg TR RER+ 5 %15
Flcay vy AL e RfurzouF7I RELT
100mg/12.5mgD#HEEBETT 5 2 &o [8.1 ]

8. EEREARNER

8.1 AENITH LY > H Y 7 L50mgs 5 1E100mge & R oz
ouF 7Y RI2.5mgDEEREITHY. ab Ly o h)TLE
tRroruouF 7Y FRAORIERAPHERATL2BENNH D,
HYNCARB OB ZEFTT 52 &, [7. 2]

8.2 —BMOMEMET (3 v ViR, EiHE, ITFIREEHS 2
PED) ZEZTBENSHAHD T, KAHRSHITERN (&S
BAfAEE © 2L, RER C H 1 EREE) CEOE=4Y
VU RERTHI L,

8.3 KRlDF S THA FurzuuF 7Y FIZEHNY 7 LIMGE
BT oEPHMeoNnTWVWS, YLy AHYYL L Rusn
0F 7Y K& LT50mg/12.5mgh 5 s iz BN KRR ICH
WT, MiFEHY 7 LAEIIENERZR U 7280 Y 7 L IME
OFRBESEEIEHNY VLMEL D EDP 7. LD ->T. &
AV T LAMEORBANPLDEZSINADO T, MEHY T LED
oYY T REHNICER L BEE2 51752 &, [9.1.2,
11.1.7 28]

8.4 RAIOW AT TH A RursuuaF 7Y NIEREEMEZFIR
SEDLEBENDHDHD T, RAEESHIEERNICMIEREHED
EZH YU TEERL. BEETSIITO &, [9.1.85H]

8.5 XEIOK S THhAHL FuruouF 7Y FIMEE EFEL<
BERBEELOBENSHEHDT, BEEZTDITITH T &,
[9.1.8 2]

8.6 AAIO O TH A RuruuFry Y NIZEERMEREEZ
RESELIBEINDIHH0T, THNICHRELZERT 274 E8
BETDITH T &L [11.1.10 2]

8.7 BEEERICEDCDHDE WV, LA6DZXBHoDLNEZIENDH S
DT, EfEE. BEHEOEREMERZ D B L BET 58
ICEERSESZ &,

8.8 FMHIABREIIBE LW EDSLEE L, T IF4 T
VI ZARERARS O EBRE L. RELCFHRFICL= -
FTUIFT I ROMBIERICE AEERMERTZECT
BENDDH 5,

8.9 KROW S EELT YA T vy I RBRETARSHIC

FNICHREOEBLHEENHobNI- L ORENH S,
WREMEZE/ T 5% &, BEz 2TV, BEPROOHN
G EIl 3R EERIET 20 EEY L NEETS &,



8.10 AFNDOEEIC I DFIRMESEHICHODONEZZENDH S
DT, BRGRHA. BKIHFTEET ST &

8.11 WRIDKENRHINE 2 BEICIE, WEOHRZ 8 572
O, FRIFICHEETHIENEE L,

12 AFORSTHAL FuruuF 7Y Rlaaing.,
BARNE, REESHZRERSEE2BENDSHHDT,. A
RENOETRPIRBEBSEOREPRO 5 NGEEICIE. BSICER
BEOCZE2ZF5L5 BHIIBET A, [11.1.16 BE]

9. BEDERZFITZ2EEICHTIER

.1 BHIE - BIEEEDH S EE

9.1.1 MmEI4EBEIREEDSH S EEXFAE TEHIRIEEDH B
BE
BEESPGEZELZVWEHI SN 2EEZKRE. EHIGETSC
Lo BIMREORD R REREABEDOETIC KD E5HEICEHEE
2ESEEBENDID S,

9.1.2 MFHYDLEEEZEDEE
EAY T LAMEIEEHY TLAMEZELITEENT DS, (2.7,
8.3, 9.1.3, 11.1.7 =]

9.1.3 BAVUYLIMEDEE

BEESPGZELZVWEHT SN A Z2KRE. EHIETSC
Lo REIOEATHAHOYILY AU T LIZ. BEHY 7 AIE
AEEBIXELBENDIDH 5,
F7o. BHGEEREE, OV PO ULAROERBEIC L IES
VY LMENEL DR TVEETIE, §HY T LAMESFKET
ZBENDFHAHOT, MEH)VLEOE=YY) 7= EHH
ICEM L, BE2+7512/T5 2 & [9.1.2 11.1.7 5]

9.1.4 BNMEEEDH S EE
WEOBRESKIMTALZER L. WELrELSEL2BE1)
H%

9.1.5 FRENMFAULTVDEE (KDEBROFRTHEEE. 8
BOFETZ UTWVW3ESE)
—BEOMEERZECTBZNSH 5. [11.1.52E]

9.1.6 EIEEEPDEE
BF NI TLIMEEZRIITBENDD S, FIC. BEZERIERE
HEROBRETE., —BEOMERTZEIITBEZNDTH 5,
[11.1.5, 11.1.15=H]

9.1.7 EELEEIIREELEN SFHENRELIED H S EE
BWERRYPH S5 bN-GE. S MERRD. MEEEE
RU. MEERELZFHRIL2BTNNH 5,

9.1.8 AAXIFHEH. RHEICHEE. BREDHIDEE. RUSR
EEIMAEDH B BHE
ERBEIMAE, SIMEELE L. FBE. EREOE(LSEE LD
BEnhdHs, [8.4. 8.5 %]

9.1.9 T#I. [EItD&HZEE
BRBRAN DS ONIBEINDTH 5,

9.1.10 AN YD LIE. BIRIRBREEETTHEEDSH % EE
MEHNVT T L% LERSEEIBENDSH 5,

9.1.11 RREHREIREDEE
AR ORBEEERPERINIBZNNH 5,

9.2 BigEEEEEE

9.2.1 BROBENTBITEE
BELRWT E, [2.52H]

9.2.2 2XBESDEE
BE LW &, BgErHICE(LSE2BENLH 5. [2.6
ZHR]

9.2.3 BigEEEEERE (INEJ L7 FZV1E 2.0mg/dLiE)
BEERPGEZEZWEHISNAEE2KRE. EHIGETSZ
Lo bRorouoF 7Y RICXDEBEMRESERL, a¥ Ly
YHI T LK) BERERESET 2B TN H 5.

9.2.4 BHEHETEE (MFI L7 FZVE 1.5~2.0mg/dL)
ARG HFIZEROICINGE 7 L7 F = VM EROMERBED T
ZHV U TEERL. BIEEFFIUTOE, MEZLTF=
VEERROCMERBELROBZENDNH S,

9.3 FHikEEEEEE

9.3.1 EELRITEEEEDGHEE
BE LW E, (2.4, 9.3.2 2]

*8.

o
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9.3.2 FHEEEEEN T ZDEEDNH 2 EE (2L, SELRIFHE

BEEZEDNH 2 EEEIRL)
NEICBWT, & - FSEO7 LI UEFELEZICOY L
&> H) 7 L50mgx BEREOR G 5 &, EERA & L
TuH Ly VOEKREEIEEL, O )Ly VR H LK
ROMBFRBENZNENHSH/ROK2MHBICERETH LN
WESNTWD, F/2, e ForvouF7Y FIZHESELH
R HIBETNDTH 5. [9.3.1%08]

9.4 &£IEEEZH I3

9.4.1 1FHIRI BOTEEEDH B L
HFRLTWAZENEBENT T o IVF T oy U EBEERIEE
BIXGET7 oI T vy IRBERERAZER L. BIE - #id
RAOHE (BAE, HE - I - BOEEAL, ETE) AR
HonFFFESNTNBED 2,
KAEDOEEGICHL S, ABEOEEELZE L THRAIKREG O
FEEAEEICHRE L. BB LoBRES RN % LR 2 &k
ENBBEICOARFRET S &, oy BEPDELIFEICIE
WOFEBIEICEET A L, [9.5%E]

(1) AEFRSHATNICHEREL TW AW E2FERT 52 &0 £H
BEhL, HRLTWAERWS E2EHNICHERT 2L, BE
FRIZIERASHIBE L 73581213, BEb IS 2H1Ed 52 &,

(2) WOFIHEIZOWT, KRFEHBEICEZ ICHEAT 2 2 &,
T, BEFRLDEIL UHAT S 2 &,

APIRAICARFI R R LA, IRIR - STERICEE LY RITT
VRAIWHBIE,

- TRIRATVHIBA U 72 B b N A B,
TBHZ &,

IR A EHE T AI5AE. EHEEICHZET A2 &

9.5 1FiF
R SAIIER L C WA RIREE D H B I3RS LT &,
B SR HIBA L5 EIE, BE5ICR5 2RI 52 &,
FRPH R ORI T VAT Y U EBBREER I T
VH Ty IR EERERR 2 %5 S BE TEAGEDIE.
R - HiEROET. HiERORIME. BXA2, ZHEEAL,
EEOERAZ N OEKBDIEICE S RS 2O
Wi, EBHEOFE. MOBERESH bz &EORENH
Bo 2B FTYRREFCEHAERIZIIARIIHELEY LE
MAE, M/MREAESE AT EPH 5. £, FIRZERIC
HEHOLMBEERED, MERERE. 75 - BRIOKERBDVHS5DH
N5 ENHBH, [2.3. 9.4.1 28]

9.6 1ZZLIF
BHALGBWIEDNEE LW, Ty NOREMRCEAHICEY
LE v HY YL 1 mg/ke/day,/k Ruzaus 7P R0.25mg/
kg/day~ua# Ly > H Y~ L50mg/kg/day /& Fu s oo s
7Y R12.5mg/kg/day &5 LI BRICBWT, ad Ly v
U 7 450mg/kg/day,/ & FarzuuF 7Y R12.5mg/kg/day
BTOEREFEORD R UBEOREEG&ZNELEAR SN,
Too @YY U ALVARVBEROCE FurzoaF 7Y RO
BT LHEE SN, ARBOERICNT 2ESHEE IO Y
V% 71 Al0mg/kg/day /e FurauaF7 Y F2.5mg/
kg/dayTH o7 B FOruuF7 Y Rz, & MEEAFAOR
FrHRESNT NS,

9.7 INR
NEZERNRE UERRERIIERL T, AIRIIERY
NG VAL TNRT W,

9.8 SEE

9.8.1 —fRICAEFEMENME RN LT WA,

9.8.2 —fRIGHEOETEIIFE L ZWVnWESINTWD, NFESE
WERIDZBZNDED 5.

9.8.3 BETOUYILY V) LBEMEEICE T 2 EY B RE
RET, O LY ROV VBIED METEE SIS E
ICHRTEDP -7z GEEmFICHBLCad Ly Y EUHILR
VERRDIMEEFEE NS ENZNH 2 B EORL.3EICER) .

9.8.4 2L FIRIZMFEORA %2R L. Bk, KINEFICKS
UBL6H DFEV, KHEEZEIITZENDH B,

9.8.5 HICDERETEREODH 2 EinE TIERBAFRIISH
MEEEORED & MKEREZ KL, NEESOIMBEEREZ FHH
ITEBENDDH S,

9.8.6 (K MU LM, EHY TAMENH S5HNPT .

TR TG E I



10. HHE{ERA

RROEATHHTTILEY )7 LS BMRBERT b
0 —A4P450 2C9 (CYP2C9) K U3A4 (CYP3A4) 1T & DG
RETHLNNVAVBREICR#EN D, &b, KAOKSTT
HreroroaFr7I R, BEAERBIENS I EGR

FRICERitE NS, [16.4

SR

=ZT AN

10.1 HAZEZ HALBLI L)
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Btre 7272, MORE
WEET-> TH R BINE
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[2.8 2]

MED ) R 7 HENAHE S
NnTns,

B ERAEIR - 5B E W - fEpEAET
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PRAS E. EA Y Y LMAE R O | FEEERH 258 S h 5 A RE
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itz

IZYYALb
(BHEIC BT 2EEZR
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[2.93H]

&7 U AMESFEIRY
2BENDDH S,

WIRBET b Y AMEA
RRT BTN D5,

10.2 HEER HAICEETSIE)

HAlBE

BRPRAEIR - TEETT %

WP - fElRE T

10 LRFFERIRA -

MmiEHY 7 LEF LRSS

AHIOEFTHBHOT LY

HANATIVHEA KRR

%

TILa—)v

AT ST N BENDDH B, HVTLEDOHAICEY A
MY TLTFL 7 LRI DR T 2 B
U LA Nhbs. SHEREDODH 3
WAL BEICIIBIOEET S L,

MU X NF) AEAERA:
AT 7 A R FH —
L hURXRTY L
FPRFEEA] —BEOMEMRTZIET T | FIREER CIaEE 21T TV
Jut IR BENDDH B, HEEFICII L= VEESTUE
rUZOLAFTIR LTWBEENEZL KAEID
% ZEHLRT L,
[11.1.5 28]
TURAFL Y TREEREE, BhY LMLy - TV T YR
SER OMRIE % 2 2 975 7 |BHEIEA A7 1858 S 2 W 4
NN H 5. eGFRA60mL/ | 7id 5o
min/1.73m?5 i O B # 58
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3 B LS OER LRV E
Hi S N5 58 %2 bR ST
5Tl
TV T Y O EBEE | BREERE, S0 Al
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SNVEY — VEREEEAE LRI EAHER S NS | S5 DA F RN e
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VR FY VRO DL
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Eo

MR A H T O3 | IR % #8589 2 B2 0| (EFEFE O R 5 B EERIC
Al Wds. BEAORHRFRELE| L0 EVICHINICERT %,
B - FIIEBTHI L.
—hars)ty 5%
PES NS IFYY AODRICHT B | REIOESTHHE Furo
vaxvy EF % B L, ARG | 0F 7Y Mickamign )y

LEOETIZEDZROVF
1) 2D Na-K ATPase
ICREE Ly DIED IR ER
BRPEZ B TR T4
ETFHRAKDOEREZTT

HAGE

BRI - FESE

W - falkE T

BN S VRN

F7 T RREANC & B REH
E7Lha—v &, EAHY
T LAMER 8T 52 &
H%o

AHOESTHHE Farn
uF 7Y RDOHY Y LG E
AICE V&R Y 7 AIMAER R
BT LT — Y AT &
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DHtAIR C DREZ E IR
SH 5,
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BERY) F 7 L

U F I LARESRESNT
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AV LDF MU LR E
RICED. VF7LOERD
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U LB EERY S o
B MY F 7 LBEIC
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KB DT THH L Fura
uF7 Y RIEFICBISYF
T LDOFRPEREL. T
Y LADMPREE EREE .

BIBREEAILE VA
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&) 7 LMENPFRT S
ZEWBHB

KEIOHITHAHE Furn
uF 7Y NRURIBRERIL
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el e 2 R 0o
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gAY 7 LEDETHH
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T F ) F U BENGEH )
T LMAER EHE LB T IV
FAFUVREAFISERITZ
EWH B, LI> TERAID
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IRETYFIYF EEF O
BERRIC K DAEA Y 7 L MSE %
BT S REEN D .

TERIRFA] ©

SU#AI

R Z I

bk E AN Q) IV 1}
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FEREAAIOMERZE L <
WD ENDH B

HEFF IXBARE T I3 22 VW AS, ARH]
DS THAHE ForoaF
TYRICEBH )T LBEIC
L OB BMfED A > A
VHRHEMPETRTAEEZ 6N
TW5,

JVAFI IV

F7 Y RREAIOIERAE
H/IHIENDH D,

IV AF T I VOWEERIC
L OERFORATHB L Ko
ruuF 7Y RO HEE
SNAHZENHD,

R T OA FHEIH R ER
Al
RS

[EEEAPEFS S NS BZ
nN& 5.

Tary TSV OEE
FEEFICL D RAIOREENE
%5 S € 2ATHEEN H 5.

BHENBLL TV 8H
Tl S5 ICBHEIE(L
TE2BZWNH %,

TURY T5 0V OERE
EEFICE D, BIIRENE
TI2kDEEXO5NS,

FT Y RREFOIERA R
HIHIENDA.

JERT A FHEEAERR O
TRy TSV AR
PHEERICE D, BT O R
TSI YEA L K-
F MUY LOERFFEPEL
THRAOBSTHBHe Fay
uuF7 Y ROEREERT
%o

TL—=TTN—=VVa1—
2

FEEMERAPSRE SN2 B Z
N3dh%. KEOBREHIZ
VA A d BV EEE S
DOFEEUIEET B T &

TL—=FTN—Y T 21—
EENDMSOCYP3A4MEE
PERIC & D RRIOBER S T
HBHUYILY VYT LADIE
R O MRS E TR
B728%. ARANOREER
BENBBENTH 5.

1. 8HER

ROBMERNPH6HLNL I ENH LD T, BEZFTITTVL,
RENVPROONTHEIIIREG2PIET 24 EBEY 2 LE 21T

ST &
1.1 EXGEIER

N PFIT45FY— BEERH)
AR ONEFER. FIT. SH2. WREE, 2581, =%

BEFHS5HNSZ

ENDH %,

*%11.1.2 MEMWTFE EEAH)
. O, WE, EF0ERPHobNEI DL, Tz,
[, B, MEr. PRS2 BENERREN S 5bh b

ZENHB,

11.1.3 SUERFRNIFBIERTR (V9 & SHEEREA)
11.1.4 SHERE GHERH)

11.1.5 Yawvg, k.,

WEZITS
11.1.6 1EREIRIERAE

(BEEARH)

BHEGHR (Wb EERE)
MEM, BFEEAENH S bNHEICIE, BESIC#ET) %
o [9.1.5. 9.1.6, 10.2 k]

AR, R CKLER. M RORFIA 7oy ER%
R E T 2BEHRBEEN & 5 b HaIcid, fE5zdik L.,

B R NEZTD
DFFEIFEERT 2T

s

Lo Tz, BERETRAEIC X 52 BESE



M7 EHUDLIE. BAYDLME (I b SEERE)
miEH Y 7 LEOREZE N, BER. R RNEIRSE
BHobNBIENDH S, [2.7. 8.3, 9.1.2, 9.1.3 BMH]

11.1.8 TEER (BEEEARHA)

DEEHMGE. DEMBSEOAREIRSH 5bNEI ENH 5,
11.1.9 JAIERRE . BMEREA . MAMRREL (W3 11 SEEREA)
11.1.10 BEFTEHE. BMmMEEMm (9 1 b EERE)

(8.6 ZH]

11.1.11 ZBIEEMERN (BEEAH)

11.1.12 FEAEMAA. BiKEE. 2EMFIRESEERE (W TNHHE
FEARHA)

RIE RG2S, FKEDSH6bNAHZENH B, £/-. b Fay

ouF 7Y RIRA%Z. 50 o5k LINIC Stk IR g5 E R

BENRR L EDRENH 50,

11.1.13 £2B4ITUFI =T ADEL (JEERE)

11.1.14 {EIFE (BEEAHH)

B, ZERERG BT, FOBEL. AR, R, BEE

EENHSbNIGEIE, HE5E2FIEL, BULZLEZTS

&, BRIBAETOBRETHLDLNR T,

11.1.15 {&F U D LIMGE (SEEEAHE)

BRER., BYCNE. BR. EH., @8, EHEESEES (K
MUY AMRERH SN ENH B, [2.7. 9.1.6 BH]
*11.1.16 2EER. REMBARARE. IREESH (WInbiEE

ANHR)

2R (BR. BHETE280). HEBARARE. RE

EBHEDH6bNHZ ENH S, [8.12 3]

11.2 Z0fthDEHER

0.1~ 5 %A®

BB

R

DHF L, FHEK RS R

HIE, TR, HIHEE

TEBR R

RIME, M ELE. #$F

s GRS . MR

HkER

MEM: - A

ARZ. TR, A%, BARE 8
B5. REALRE. Mo, MEEARZE.
B BACME. MR, 98

Liigid

#H. FseeRE (AST LA,
ALT bR, LDHERS)

i

BUNLER., Z7LV7F=rk
Ean

]

FENET

ZIUALBE. EAGBEL. ALEE. L3
ZOFE, BB, KT T~ b—
T A

iikis 3

A, FRMERBHEN, TR MER
BRAD A7 7)) v METR,
AT T Yy bER AT
T Y AN, B EREE A,
Y 2 SERECE N

TFRREREEIN. SRR E R, YV
S INERERD

Z Dt

R, CK_ LR MRRRIMAE.
MBEE. AR, 29T,
SR, CRPH#IN. FRP 7 B
M. PR MBI, R
PEMERG . RPEA G,
BNP#0

FE RERE. LONE, IRER (2
T H BHESE), BEE 13T,
VI, BIARE. WL R R A
IMAE. K7 a—LE7ILha— A,
&R LI A 2 RT VR,
BRIV L E % £ S Bl IR AR

=, FRE, METE. BE. K. 0T

RS, MEAEEIE. KME(LEE

) O LF AL ERuZanF 7Y R e LTl00mg/12.5mg. 50mg/12.5mg-
50mg/6.25mg. 25mg/6.25mg# %5 U /- RaE % & ir.

12. BFRBREERICMETE
HFRIREED 2 VWEEDOMEPBIZE NS E 2 ENH 5,

14. ERLDZER

14.1 ERIRZAEDES
PTPREDEAIIPTPY — b2 SEDH L TIRAT 5 L S 18E
$5Z &, PTPY— FOBRKICE D BLHAE A BEREA
FAL, BICRZEL 2B L THtRIAREDOEE & & HHEZ
HTHEDDH D,

15. ZOthnEE

15.1 BRFRERICE D < 1B

WO CTEBSNIBEREICBVWT, b FarzaaF 7Y K%
BEsn-BE T, EEMEROCEFMRED ) R 7 A
THZEPRESNTNED Y,

16. FEHEHRE

16.1 MANEE

16.1.1 BOkS
BEBAICOYILY > HY YL e FaraouaF 7 Y R50mg/
12.5mgx BEEO#RET 2 & ut Ly Y RONIVKR VEBIE
X FNENEESR] AR O3 TRENIC RS MEEFEE (Coa)
ICEE L. HEFREH (o) 1L7XOU5.8KMTIHA Lz, & RO
JauaF 7Y  ROMEBEFEEIL. %5542 80 TCnaxlliE L.
t12ld7 ORI T o 729,

% BERAICBIATYLY L AYYL/ L FOranF 7Y F50mg/12.5mg# B
ERE RSB OEMIEIST A —F

gLy v hY 7 L50mgS
v Frsund7 Y R12.5mg
YLy > VR VB R tRorouF7 YR
G 291.0+96.9 592.9+137.4 95.9+20.9
(ng/mL)
Toax
o 1.4%0.8 3.7£1.2 2.8+0.9
AUC- 504.8+180.2 3674.12680.2 516.2489.8
(ng-hr/mL)
tin
(h) 1.7£0.6 5.8+1.1 7.9+1.2

n=11. THLEERE (Coon AUC | ATHE, Tow : BAEH. 2 BHTE)
16.1.2 g5

BRER O SEOAREEMEERF ICaY Ly VY T L)/
bt FuruuF 7Y R0mg/l2.5mg# 1 H | [14H B RER
5 U7z, mEhaLy v, ALRVBERCE Fay
auF7I ROVnTICLEREIRO s NG 5710,
16.1.3 &EYFHEF 4R

YLk REEESELD [JG] & 7L 34> MNREAHLDZ, 71
AF—=N—FIckDEnZNn 18 (VLY > HY 7 AL50mg.
b Raruus 7Y R12.5mg) ZEEMABEICHEEREHED
#ELCmEF oy Ly VBEROIEFE ForyoaF 7Y
FREZHEL, FoNEMBE/ T A —% (AUC. Cuax)
DO TR 24T\ A2 RS 2 MEE L7 o
YUY > Tld. AUCIE D W TIEREUBE DO FHE D2 D90%(E
fAXEixlog (0.80) ~log (1.25) OHENTH 5720 £/ Cumax
D WA EEO FHEO 2 1Elog (0.90) ~log (1.11) @
#HEICHD., »O. [BREEEROEYZHRSEHBE TN
T4 v (FRR4AE 2 H29H EEZEEH02295E105 BIMKD ] 1
W IVEHBRBCIEEZEAELUL TV &b, EMEN
A% Th s EHESNT,

e rorouF 7Y RTlid. AUCKU CradD Xt EIEDFISED
ZDNREFEXMIEZ N Zhlog (0.80) ~log (1.25) DHIFN
TH. EMFNICRFETH 2 EHES NI,

BEXD, oLy RO FuruouF 7Y RIZDOWTEY
FHRISEOHERERZHLLTWVWAI ERE, MAIDENE
RIS DSTHER S iz,

(1) aFLEHY L

(ng/mL)

300

250 | —o—- oYLk REEAEHELD (1G]
il
% —— 7L 3% MEEHLD
N 200 f
o Mean=+S.D., n=22
.)j—
)%
k4
=z
b
4

234 6 s 12 24
5% 0 (hr)

MBI ST A =5

MR A BENTA—¥
AUCU’ZA Cmax Tmax Tl/2
(ng-hr/mL) (ng/mL) (hr) (hr)
—
ﬁgj”’h FECEFELD| o) gorisa.61 | 199.38£99.70 | 1.741.0 | 2.4+0.9
FL 3%y MRAHLD| 440.08+133.84 | 216.212107.16 | 1.751.0 | 2.240.5

(Mean=S.D., n=22)



MEEFEEN NICAUC, CraFED /8T X —F 1%, #iERE DOFEIR,
R ORIEE - BEEEORBREMTFIC L > TE L ATREEDS H
%o

(2) e FgrZogF7Y R

—o—uHiLk REASELD [JG)
—— 7L 3% MNEEEHELD

Mean=+S.D., n=22
60

40

20

W7 NN D O\ O 7~ -BSE

234 6 s 12

24
5% O (hr)
S BREIST X — &
HENT A= BEIST X —F
AUCo-2 Crnax Tmax T
(ng-hr/mL) (ng/mL) (hr) (hr)
PN
ﬁé’]’w FEEEFELD| 530 14£102.95 | 90.83+24.80 | 2.8£1.0 | 7.9+1.6
FUIao NERASELD| 54240512412 | O4.54£24.99 | 3.040.0 | 8.1<1.5

(Mean+S.D., n=22)

MEEFBEN FICAUC, CuaFD /8T X — 71X, #EaE ORI,
RO BREEE - BEEORHBEFICE > TR S HEEN S
Bo

16.2 ORUX
16.2.1 BEDEE
1) BERAICOY LY HY YL /v RorzaagF7 IR
50mg/12.5mg% B%H G 5 &, BEBRSICHERTOY )L
T, WMVRVBERCE RarzoaF 7Y FOWTnbEE
MEEFREERERRE (Tnw) ANEZE (0.7~1.70[E) L. 0¥
Va7 v O EE-RRE R TEE (AUC) I ZZEN P o7k
LD, HLVRVEBEROE RaryaouaF 7Y ROAUCHZEL
FNIT% R O2E TR L7zns, lR EREE 2 62 WEETH -
729
Q EEEACOTLY > AU YL /e RarzaaF 7 YR
100mg/12.5mgx BHRBEFEOHRE L-He. ZERRSICH
NTuHiLy y, AVKRVBERTe FurzouF 7Y Fon
NS TrnaEEE (2.0~2.8F[) L. a¥ Ly >, HLKRY
BiAROCe FuraaF 7Y ROAUCHZFNEFN2%. 23% K%
OCl%ERL7D, BERLEFEE LS WEETH - 1212,

16.3 &fa
EMIBIFHOTLY O ROHILR S EEO MBEEEHESR
X, WINBYRLLETH 572,

b RoruooF7Y ROk MIEEABERIZN%TH 72,
HEANICBIF 20 ILY OFHEERBIIMLTH - 71219,

16.4 {3
ERMIBWT, B LY U EEE L THILR VBEANBE S,
ZORENTIE. EELTCYP2CIONEE L7,

EhizBw ik RarouF 7Y RiZIFEAERBIS N>
729, [10. ZHE]

16.5 HEft
BERANICOYILY VAU TL /e RuzuaF 7 IR
50mg/12.5mg % BEE 1 58481 LTI, av Ly, 7
LARYVEBAERO FurzauaF 7Y KPS, RPICZELZENERS
BD3.7%. 7.7%K066.6%Hk S 7z,

16.6 $FENDEREHI 2 EE

16.6.1 BiEEESEE
BEREREEZ A BMEESRSE (MWEY V7 F = E].5~
2.5mg/dL) icaB Ly AT A e RurzuguF 7 IR
50mg/12.5mg# 1 H 1 [E7 HEKERO#HRS LBEoo vl
5V RONIVAR Y BAEDCraxld. BHEREER BEHICHAL.2E
E<y AUCounddl .5~ 1.7E&E» -7, e FazuouaF 7Y R
DCrmax M CAUCoaanrlds FNEFNBHRELEEBEDOL MERD
2. 28 B UT T RIR2I%TH 7219,

16.6.2 SEne
ay Ly rHY YL e RaraaF 7Y R0mg/12.5mg%
1B 1[HE7 BEREROZRSHEOTTILY VRO ILR VB
OIMFFEEIL, EehEEEda<, e RaryouF 7 IR
DR GIEEHHE EEZN LD -7219 FHEAT—%),

16.7 E4EEIER

BEBRAICOCY LY > H UYL /v RaorzoaF 7Y R
50mg/12.5mg# BEHEOHREG Lz Boay Ly v, BLRY
AR Foroos 7Y FOMmEFEREIL, SEARSE
LEPFLL, uLy ik Furzuousd 7Y REoEYERE
R AR EERIZED 5N 2729,
WBAINCBWT, OV LYV EVAFIY, T ) NLEY =)L,
TL77) Yy, VIFT, FhAFVURTITY AT A
Y EDHEBEEFICOWTHET LA, WINb R LREE
7 HEMBENZAEEER IR N E» 5727, aF Ly v
LV 7y oYy (REBRFEH) toffHICKD, ud
5 U ROHIVR VEREADIEESEL 2D F 6 DAUCIEED
L7zo F720 OHLY > ETILTF T —L (CYP2CIDFEEH])
DOFFIZED. HIVE VBIED Cra CAUCH A L7z, 1
PILY o OAUCITEEI L 7219,

16.8 Zfth
oYLk REAHEHD [JG] 1k, [&ESER 2 ROEFEF O
WP RIS R T RS54 > (PAR24E 2 A29H HARE
35022956105 RIHK2) ] IcED &, YLk FE&$ELD ]G]
FEERIAIE U AHRBOER. MHEEHIIES SHES N,
EYZIICEZE E AR SN,

17. BRIRRRIE
17.1 BMUERUREMEICAIT 255
17.1.1 ENE-ESREEEEER
HAANZNRE L “EEREEERICEVWT, oLy h
UL/ RasouF7 Y R50mg/12.5mgik oLy > h
) LS 0mgi S & 0 b ERICENREDESRD SNz,
R FEZD SRR EBRF 15461 0 5 BEZRD (JEERHA M E AY90mmHg R
W2 X 10mmHg L KR U725 F) & HE S /- REFNE 112
Bl (73%) TH-o7z. %58, EEKFICHB T 2ILRAIMEDF
HEBEITROEB D Th 7202,
AL EOFHEE (8 EMEGEE)

Pbo  H12.5mg L50mg  L50mg/

H12.5mg
SE BT 157 162 157 154
R—=ZF4 VOME: 1002 99.8 100.8 1007
(mmHg)
2 r
-4 r
-
=
H
g 10
12 r
44 L }

6 L
Pbo=77 . L:mwwiwmm\ H=t Fozuus7y K
T EEIEE OFPASEITSRF. T FHE. § R TRPE (EEme)
OY LYY AY YL RusaaF 7 Y R50mg/12.5mgh
BE SN BE TEMEREROBIERDSHRE S N7z DI13 1550
FR1461 (9.0%) Td 0 E2BIER X ZEMED £ 541 (3.2%) .
B2 (1.3%) THolo £7-. BFRBEEOBEHR I RE
ENT-DIXISSHIF26 (14.2%) TH . FREFRBEEHEOR
e E, FREEHEMSHF (5.3%). ALTHE N, CK# hn 4 3 4
(2.0%). FRIMEEGHD. A< -7 Uy MED, ANEZOEVE
A0 ASTHERD. BUNEME 2 61 (1.3%) TH -7z,

Ei, UYLy U AU YLk REZaaF T Y R50mg/12.5mg
DOEWERFKIRRIZ, TSR EREETH >0,

17.1.2 ERE NEREAIESHER
HAANZWNRICEHORZLE 2B LS IHEABRICBVL T,
OY LYY AU YL RusaaF 7 Y R50mg/12.5mght
BE SN BE TEMERROBIERSHRE S N7z 132000)
FR2861 (14.0%) TH . ELBIERIZSER 66 (3.0%). #
BT V4H (2.0%). AHTay 7, #E BER. EkE



BE2H (1.0%) Th-olzo Fi-. BERBEMEORIERHE
ENTzDIZ2006152661 (13.0%) TH . FERERBEBEOR
TERGREEHEAN 6 B (3.0%). ALTHEANS B (2.5%). ASTH
. AV LEADEAH (2.0%) . FRIMBERERELD. A< 7Y
MRS 3B (1.5%) HIMEREIE . NE 7T b,
LDH#/N, CKEN. FRAPRMERBGHES 2 61 (1.0%) TH-7-2,
17.1.3 ERE NBE_EERLEER

YLy A9 Y L100mgE RABICIED > b o — LR+
BTH-oTEARAREEBMEEREZNRE LAENMHATE
ERRBICBVT, gLy AL e RarsaaF 7Y
F100mg/12.5mgld T+ L% > 51U 7 A100mgik 5 & 0 &, #
5 8 EBEDOFY b T 7 AR R TR ERIA M EHR 2. BRI
Bn-BEDHREZR LU (P<0.001). %5 8EBICHIT 5F
BRI TRMAIMFEOR=ZATA P EOBLEEZFR 1 IINT S 2,
F1 0PNy 2N Y LI0MgTHREF+D LEMERERE 2R E L RBTOT

B I 7AMMEDOR—RAT A VA 50ZE{LET (mmHg)
N=—274 YOIME* | #5 BROELET
oGy a| HER 155.0 (10.4) -5.4 (1.0)
100mg (N=170) ¥ LR 97.7 (5.7) -3.6 (0.6)
agLy > HIT LS -
CrmranFy oK U iE A 155.4 (11.0) 14.5 (1.0)
100mg/12.5mg ~
(N=166) ¢ LR 97.1 (5.3) 8.7 (0.6)

{;’J%/J\:ﬁqzi’ﬂﬂﬁ (fRHEaRzE) . L P9fE (BHERE). § FEFHMAEE OFASHETNSR
1
THLY LAY YLk RO anF 7Y K100mg/12.5mghs
TSN BETEWERPHE SNz oikl666l1H 1661 (9.6%)
ThY. EaaIfERIZMIAREREM 4 6] (2.4%) TH 7%,
17.1.4 BRE IE_E5REBHRN U RN SHER
OHLY LAY YL/ RO oaF 7Y F50mg/12.5mg#
SERIIRFASICIIED > b O — LR+ TH - 7= HARAKE
MmN B & i RICREIR M % 37 U 72 58 AEERER O —
EEMHE (8EM) KBWT, ud Ly Ay vL e Ray
nOF 7Y Rl00mg/12.5mglaaH Ly v A Y T L L Ra s
0w F 7Y R50mg/12.5mge T, 5 8 EREDOF ~ T
7 AAIRREME CIRFEREEOREREZR L, %5 8RO
g b 5 7 AR E Tl ERE OBENRER Lz, &
5 8EBICBIBFE T TRMMEDOR—-RA T VP 5DE
fLEZFE2ITRTD 2,

£2 OHLyrHYYL e RarooF 7Y R50mg/12.5mg CHER5 7 i
EEEEAMRELIRBRTOFE NI TAMMEOR—ZT A V6 DEAt

" (mmHg)
N—ATA Y OME: | B5 8 BBOE(LE
E?gi;g;;f{ I 151.7 (9.5) 6.2 (1.0)
?(;Irigl;f)fmg AR 95.9 (5.4) 5.3 (0.7)
PRI RITST| ma 152.4 (11.2) 8.5 (1.0)
l(i?flg;‘l)ijmg AR 9.1 (4.5) -5.0 (0.7)

TRACRTAE (BEEE). 7THE (BEERE). § FASHEITHRE

/o, gLy UYL /e RuruoaF 7Y F100mg/12.5mg
DREEZNFRIZ. PHEHA K AR A M EHIC52BRIC B W T B 1
FLiz®,

ZEEHRE (8HEM) BWT, aY Ly A TL b Ru
ruuaF 7Y R100mg/12.5mgh 5 S ni- BE CRMER P #
HEENLZZOWRI34AFIF 7H] (5.2%) THo7-. EEHR (523ER)
WBWT, av Ly Ay LA e RarzaoaF7 IR
100mg/12.5mgh’ 5. s h/- & CRERA P RE SNzl
26501FR324 (12.1%) TH VD FEEIERIIMAREEED 7 4
(2.6%). EFREEINAE 4 6] (1.5%). ASTHE . BNPH# N4 3 1
(1.1%) TH-7?,

18. EINEIE

18.1 AR

oYLy AL /e RarsuuF 7Y ROREES TH 5
TSy AT L (ALY ) d, BOREEED IR
&N, ZO—EHPERBENTH B HILKRVBEICERISNSDD,
OH LY O ROAIVAVEERIE. WThLEENEENE TH
7V TF Y (ALL) BERT 2Z8UE (ATIZE(E)
WD TEWERMMEZR L. ATOERZEIRNICERT 5
LICKVERESREFKET S, Ly iE, L=y T UY

*5 v r% (RAS) PEHELEhTWAEL = v HEMET
TINZBWTERAZBFEESRZR LY 2, 58IZRASOBEE D
BWVELZ UEBEIEETIVICBE T BEENRIZFFT WV &4
LENTWEY, —FOREESTHs RurzouaF 7Y Fid,
F7YRROBENRETH 5, L FarouaF 7Y FORKE
BREICEL TIE. RAEEICBT 5 U 2BIRIUNEIEF I
K AERIMEERDIERAPEZONTWSY, iz, b Ray
ouF 7Y FIZZFORRIERICE VRASOER L2 972,

L7z o>T, gLy rAhywL /e RurzouaF7Y R
RASTEMLIREECER BTN REZRT OV LY > ERASZE
HibsEgse FurzouF 7Y REDEEHITH 5720, HK
FOHAREIIEBEARSICHE L LV EERBENRL2RT
EEZ 5,

18.2 BFE/ERA
BHAFIESIES v MIBWT., B 5 ThEE ST R
(#915mmHgIE ) 2R LI-fHBOuH LY v LB E5 Tl
EEMEPRDON L >T-HEO FurzuouF7 Y R4t
R#EET A EIckD., FWABEDE (F30mmHgET) 7
O ONTz, HARERICE T 5REDRIIEEMR SRR
BB LERTH 720,

19. BRI ICRAT SEEEHMR

—f#%4 gy Ly > HY L (Losartan Potassium)

{bZ4 : Monopotassium 5-{[4'-(2-butyl-4-chloro-5-
hydroxymethyl-1/7-imidazol-1-yl)methyl]
biphenyl-2-yl}-17-tetrazol-1-ide

3F3 - CoHuCIKNO

S8 461.00

% R HEOEEEOMKRTH S,

KICBD TETRIT L, XY —LXETy ) -

(99.5) VBT T L,

—f#% e FuruuF 7Y K (Hydrochlorothiazide)
{b%4 : 6-Chloro-3,4-dihydro-2/7-1,2,4-benzothiadiazine-
7-sulfonamide 1, 1-dioxide

SFR 1 CHsCIN3O.4S:

aTE 297.74

% R HEOREEIIEREOHERET. ICBVIEE L, BKIZ
EPIZE N,
T M ICBETFRTL, T2 MY ILIZRRBTIC
<L KRIFTH ) —)b (95) IcHD TEFIZL L,
VIFNLI—TNIIFEAEB T2 0. KEBIEF MY
7 LRBICET B,

O\\ /O O\ O

s 7
HN-" j@i SNH
el N)
H

B A9267C (3R

22. ax
(OYILE RECEEELD [JG])
1008% [1082 (PTP) X10. EZ/EAIAD]
5005 (1088 (PTP) X50. FZRAIAD]
(OYILE FEESEHD [JGD
10082 [1082 (PTP) X10. HEFIAD]
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