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) EEREMEOMKEICLVEHRTSIL

2. 82 (ROBEICIFBELENVNTE)

2.1 RO I3 LIBBIEDBERE D H 5 BE

2.2 F7 Y RRERI S ZOHELULEY B2 IX7aLyy K>
BOANT 7 I NFER) 1IC09 2BHEOBERED H

2 BE

23 HIEXIIIER L TV 2T REE D & 24tk [9.5 ]

24 EELFHREREDH 58E [9.3.1 ZH]

2.5 BROBEIETEE [9.2.1 ZH]

2.6 sMBREEOEE [9.2.2 ]

27 BEHPOF NI T L - )T LAPESPICED LTV S ES
MEF b U Y AME, KA Y v L MES O BRE R % EL

SEDEB

ENNH 5. ]

[9.1.2, 11.1.7, 11.1.15 ZH&]

28 7URAF LU BEFROBRREE (272U, thoBTEIGE
ZA-oTHRBMEOT Y ba—IAELLARBDEE 2K
<) [10.1 ]

29 TRAES VY UEREEANY (BHICBTAHEZRICES
WHSER) 2#&5F0EE [10.1 28]

3. fHRE - IR
3.1 #RE
B4 Lk R EEE#ELD oy Lk ¥ EaHEHD
e [YILNT ] YL |
1 $ER 1 $gh
E Oy > HY 7 450mg [THILE > H) 7 24100mg
v RozogFrI R vt RorvooF7I R
12.5mg 12.5mg
fEETLO— A, FUEAKH | SRt a— 2, FUEK
. S TNT 7 —bT Y (W ST IVT 7 —{bT
T ATFTIV VBT TR | T AT T VEY TS
WAl |4, e Ffuoxu—2R, |[YYA, e Ooro—2R,
<7 ua—)L6000. B{tF |~ 2 ua—)L6000. B{tF
oo FIT BTN | F L YT BTN
(nlyj a
3.2 &HEIDMIR
B oLk N EEHELD oLk F EE$EHD
- YL | YN |
FilFE TANLD—=T 4 VT8 | T4NLT—T 14 T8E
@A HE~MEA® HE~MEAE
e @ 0 1
[EkES 8. #J10.
Jox BiE #98.6mm #10.1mm
Ex #4.1lmm # 6.2mm
& #9260mg #3407mg
- e M :TSU923 =M :TSU924
BAla— K BiE <50 12.5 HE 1100 12.5

4. FHEER [FFHR

BIMEE

5. BEER FHRICEHET BFR
BEZOEERTOBZNENH D . KRl z@mMERREOE—#

FREE L

Wk,

6. iERUHE

R H LA 1§

(LIS /DRI A< A/ Au b S

Y RELT50mg/12.5mg¥ix100mg/12.5mg) ##EO#57
%o ARIIEMEAEDOE —BINFEE LTHL L,

7. BERUVBAEICHET 2R
JREIE LT, gLy > A 7 A50mg CHIRAN S5 EIc T
Ly HYTL e RarzaaF 7Y RE LT50mg/12.5mg
O¥E%Z, oLy > HY 7 L100mgiEu Ly > H) T L
JeRorund 7Y ReELT50mg/12.5mg TR+ %15
HFlcag Ly UL/ e RarzauF 7Y KeELT100me/
12.5mgDEE5EBEIdT 52 &,  [8.1 ]

8. EERERNIE

8.1 AFNITH LY > H Y L50mgdh H1d100mge ke Fuv o
OF 7Y RI25mgDEEHITHY, ad Ly HhYvLER R
aruuF7 Y RUHFOBIERPHET A2BENNH D, B
WICARIOFERZMHET 22 &, [7. 28]

8.2 —EMDMEET (a3 v 7iER, BiHEE., WRRHSEZ ¢
) ZRITBENNHZHDOT, KERSHIIEHN (5
A BB S, RER - ALEEE) KmEOE=FY) 7
REETH L,

83 AHKIOSTHAL Furunud 7Y RIdMEH Y 7 L MEE %
CTEPHIENTWS, av Ly AhHY 7L b Ruruonu
F7 Y K& LT50mg/12.5mgh 5 s N7z ENERHBEICB WL
T MEHY 7 LMEIMENMERZ/R L. £EAY 7 LAMED
HESEEIE NV VLAMEI D bED» 7. LA > T, BH
U LMEOHRRAS LD BEESNE0T, MEHY T LMMEDE
=) v TEFEHICERL. BI8E2+912i752 &, [9.1.2,
11.1.7 2]

84 AFIOSTH AL Furunud 7y RimRIRINE % FIFS
BEBZNNDHZHOT, REEEFILEHNICIERBEDE
ZHVUTERERL, BIEEF2IITO L. [9.1.8 BHE]

85 AKIO S THAL Furunud 7Y RidmbEE EFE L < IX
HWRBREEILOBZINFHHD T, BEZFDITITY I &
[0.1.8 ZE]

8.6 KHIDOASTHh A Furunud 7Y RIZEE L MIKRESE 25
HEEHBENDNDHHDT. EFNICHELERT 2745 CHE
2HICTH 2. [11.1.10 BHE]

87 EENERICEDLHFE N, S56DZXDBH65ONBEENHBHD
T\ BE¥E. BEEOEREBEEL O BREZIRET 2RI
EERESES &,

8.8 FHI24ABEIIRE LW EAEF LWL, PUIAT oY
VI ZRBEERBRETOBRE L. REAOCFRPICL= -
TFUIOF TV ROMEIERICLABERMTRRZREIT
BENDDH 5,

89 AFOFE DR EtT VAT Yy I ZRIEERAERERICE
NICHFREDEELIEEN DS b EOMENH D, T
BEMEZERT 228, BEZ2 21TV, EEFROon
BAICIRREERFIET AR S RABEITH 2 &,

8.10 FAHIDOFEEIC X VFRGENSEBICHEDONEZ EBHZHD
T, BREERHA, BKICHIEERT S &

8.11 WRIDREHNRFICAE L BEICIE. WROHREZ #2570,
FRIFICERET A ENEE L,

*BI2AHKOBSTHA L RuruaF 7Y RiZamng, HEE

AFEANE, RIGEBEH 2RSS ELBENSHHDT. &
RADBETRIEBEEORE IR 5NZEBEICIE. BESIZERER
EoZEx%I5L5, BEICEET S, [11.1.16 2E]



L.EBENERZBIDEEICHIZER

9.1 GIHE - BIEESFDH 3 EE

9.1.1 EHIEBEIRREDS 3 FZEN T E TEHIRIREDH D EE
BRELPOEZELVWEHSNS5E2RE, HRITETSC
Eo BMREOBED LARMESBEDETIC LD SR ICEMHEE
2EASELBINDTD S,

9.1.2MBEAYY LMEREDESE
AV AMEIEAY VLAMELZEITBENDIH 5.
[2.7. 83, 9.1.3, 11.1.7 2]

9.1.3 BAVUD LMEDES

BREREPTEBLVWEH SN S5E2RE, HHITETSC
Lo REIOEATHAUYILY U H YT LI &Y T LIMEE
EEESELIBEND DS,
F7o, BHERE., OV M- UAROBERBEFEICLD IS
VI LEFELSZDRTVEETI, &AY Y AMENPFERY
2BENNHHDT, MEN) TV LAEDE=Y ) v 7% EHN
WCEL, BEZ2 21752 &, [9.1.2 11.1.7 ]

9.1.4 RiMEREDSH 5 FE
BEORESMOEA2ZzERLE L., WEEE(LSEL2BELD
HBo

9.1.5 KRENBL LTV DEBE (KDEROFTHBEE. BE
DHETFZELTNDESE)
—BEOMERTZECITBENIH 5.

9.1.6 BUIEEEPDEE
EF P TLAMEZECTBEND D S, FFIC, BEZBIEE
FEHOEBEETIE, —BECMERTEZEZIBENNH 2.
[11.1.5. 11.1.15 =]

9.1.7 EEFEEIIREE LAE N |3 FUENREE(LEED &5 B BE
SBHEMRP S o bNige, SR MBERERD. MkENEz
KU, MEBERELZFHRTLBEINDIDH S,

9.1.8 AAXIFEH. "HICHEE. HBRROHZEE. RUERE
MAEDH D EE
EPRBRIME. SIMEEZR L. WA, HEREOELCEE LD
BINWWHB. [8.4. 8.5 %]

9.1.9 THl. EI1DHZESE
BRELAPHODNEIBENDDH S,

9.1.10 ALY D LIfE. ERIRREEETTEEDS 2 EE
MEHANT T L% ERESEDBENDFH 5.

9.1.11 RXEHELIFREDEE
KADEEERPERENEGBENNH B,

9.2 BEEREERE

9.2.1 MRDBEN S ENTEE

[11.1.5 ZH]

BELLEWZ E, [2.5 5]
9.2.2 AHEEEDEE

BELZWC E, BREZFICELLSE2BENDND S,
ZH]

9.2.3 BikHEEEEE (IEJ L7 FZVE 2.0mg/dLiE)
BELRPOZELTVEHI SN AEE2KRE, HEHIZETSZ
Lo b RoZonF 7Y RICEDEMREMERNL, adiLy
ALK BREREENSELLT2BZENNDH S,

9.2.4 BHEHETEE (MBI L7 F=VE 1.5~2.0mg/dL)
AR ETITERNICIE Y L7 F = MER OB REEED T
ZH) T RFERL, BRETSITOI L, MEZ LT F=
EEFR KR OCMERBELROBENPH 5.

9.3 FimEREESERE

9.3.1 EEIRIEEEEZEDH 3 EE
BE LW E, [2.4. 9.3.2 ]

9.3.2 FFEEEEENITZDEIEDH B EE (cFL. EEIRATHEE

BEEDHSEEZRL)
MEICBWT, & - RZEEO T IV - VEFEEEEICOYIL
&) 7 A50mgE BEREOHR ST 5 & BERA S KB LT
OY LYV OEFGRENEE L. TP ILy RN IR VA
OIMFEFBE NS ENZNSBRON2M[EIC ERT 5 &l
ENTW5B, £/-, b FruzousF 7Y FRFESELZFRT
HBENDSH 5. [9.3.1 &HE]

[2.6

9.4 &iEREZEE T B E
9.4.1 HiRT B OEEEDH BT

HRLTWAZEDTBESNT 7o V4T 0 v D ERBEHREE

BIXET o7 o VIZEEERAZFEAL. BE - #HER

~NOFE (BARE, JHE - i - BOERAE, ECE) PR

SNEHIPHREENTWAD 2

AREIOEEGIZHLE. REEOFRELER L TRAIFRS DN

A EEICHE L. IR LEOERENERIEZ LR S &

SNBEHICOARKRETH L, Ty HEDPRELGEICIX

WOFEREHEICEE TS &, [9.5 2]

(1) AAHEESBARNICHRL TV AW &2 ERT 5 & KAl
BERL, HRLTWAEWS &2 ENICHERT S22 &, &%
B iRASHIBR L 724541013, BEh oS shikd s &,

(2) ROBIHIZOWT, REBGHBEICEEZEICHIAT 5 2 &
i, BERLMBEICSUHHEAT S &,

- ERAICARRIZER L2 5E . BRIE - STERICEEE RITT
VAIBHBHT E,

CIERAVHIBA U7z IS EE DN A I5EE, Ee 2 I HY R IS
THTE,
CHEEZEHET 251, HYEICHZET S &,

9.5 Fim

IR SAIER U C WA RIBEE D H 2 LHEICIFRE L nwT &,

BERIHHFRASHIA L ZBEICIZ B IckEe2RiEd sk,

HIRPHAROKRIICT > OF T o ¥ VEBMBRIBERE T >~

VFA Ty N RBEBERAE RS S N BE TEAGEAE.

FRIR - RO, HAERORIME. BR2E, ZHEERE.

EHEDOEHARR OFE/KIBDREIC X % EHERI S N5 DU OHHE.

HBEAAEORE. MOBRERENH SN EOREFH 5.

BB, F7YRREHTIIFHERIARICEY ) LE VMEE,

M/MIBAESE 2T EDH 5. /2. FIREICESL

MmEgEERD, mkiRiE. 72 - BEOLRERDPHobhs
ERH B, (2.3, 9.41 ZH]

9.6 12217
BALZWIENEZE LWL, Ty FOREMRKROEIHICOY
V& )7 Almg/kg/day /e Fae oo F 7 TR
0.25mg/kg/day~a¥ Ly > 75U 7 L50mg/kg/day,/ & Fu
runF 7Y R12.5mg/kg/dayz 85 LR ERICBE W T, oy
V& ) A50mg/kg/day /e Fu oo F7 YR
12.5mg/kg/day# CERAEDRD K UE ORIEHBENZEL
WHENT, Tl gLy v, HIVRVEBAKRTE Foro
U5 7Y ROATBITHEOMER SNz, AHBROERITNT S
EEUERIIOYILY > H ) 7 A10mg/kg/day/ 'k RaroaF
7Y R2.5mg/kg/day ThH -7z, b FarouF7 Y R, k&
FREFLFADOBITARESN TV S,

9.7 INR
NREENR E UI-BRRBIEERL Thaw, ARIZERE
NT Y AWML TNRT 0,

9.8 REE

9.8.1 —fRICAEFEBEPET LTV,

9.8.2 —HICBEOREITFE L ZWnEEIN TS, HIFEEHN
EIAHABENDPDH S,

983 mElETOUITILY ¥ A1) T ARG GBS 2 E B R
BT, oLy Y ROHIVR VB O MR EE S IEE R E I
ERTEP o7 GERBEICHBEL T LY Y RUH LAY
RO MEEHIREN TN ZNA2ER O LI/[ICER)

9.8.4 RFUZARIF MR OB 2K L, BiK, RIMESFICE SHIL
56H, OFV, KREERZECTENDH 5,

9.8.5 R DVERETHED » 5 EE TIISMa M RITSHE 2 M
REORD CMBRMEEZR L, WIFEEOMEEREZFRT
2BENDD 5.

9.8.6 (K b U Y AIMSE, KAV T AMENHS5HNRT L,

10. 8 E{FH
KEIOWT THAH2OT VY 7T LI, EMRHERT 7
0 —AP450 2C9 (CYP2C9) KU3A4 (CYP3A4) IZ& D
HREDTHHHNRVBREIR# ESND. 5B KEDOBRD
ThorseFuruoaF7Y R, BEAERHcNL Z %<
FRPICHREE NS, [16.4 28]
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FTYURAFL
TR
(HERIR S TR
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BENOIY ha—)L
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[2.8 ZHE]
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HEREE. mA Y v Ad
FEROMEIMED ) 27
EmrREGshTn
%)o

R s
¥V REEER S ER
SNBSS H 5.

FRAES LY VEERRE
VIt

SZY R b
(BHEICBI 2HEEZ
FRIC K 2 TR ESER)
[2.9 &HE]

T~ U T AMFEDFE
RyzBENnH%.

WINBEF P T L
MEPRIRT 55N
BHo.

102 HAZEE (HA

ITEBTDE)

A2 E

HRRAEIR - IEETT IR

WF - fERA T

71V LR R

Al
a7 sy
FITLTL

71U 7 LEREHE]
B|EH UL

MU XN LEHE

Al
ZNT 7 A NFY
=) FURXNS
DIVN

MmiEAY 7 LMEN LA
TOBLINND B,

AEIOB S Tdh a4
VT Hh) L EDG
Hick 0 HY) o LETFE
TEF D HERT 2 BN
Bhsb. BHEERED
HAHBEICIIFICER
I5HIE,

FIPRFEEA] - —i@ME O MFEE R 242 | FIREER CIaE % <
Jat IR ZITBENDVDH 5. JTWaAEEFIZIIL=
MY ZOaLAFTY VIEWATTEL TV S
R BENEZL KFHE
[11.1.5 =H8] LRI W,

TUAFL Y BHEEEE, Sh) Y| Ly T IF T

LIMEER OMEME 2T | & > RBEE(EH A5 158
CTBEINDVDH S, | SNHUREEDSH S,
eGFR #»* 60mL/min/
1.73m 2 Kii O B e
EEDDHDHBEEADT
JAF L EDOHRIC
SV, BEEST
PEEVWEHKTENhS
BAEEBREBITLZ
&
TUIFT YU BREERE, B Y
R IHEH 25 IMAE & O % T
CITBENDDH B,
INLEY — VR | S RINE AR S | 2 S O EE o AR
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W - fERRET
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B - M
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&
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U F L Y
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Z&,

KA OB THBHE R
orunadF 7Y RIEE
ICBIFAY)F T LOH
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LOMHARERY RS
5,
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&7 7 L MFEDPFER
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R 2% EEPRREIR - HEE SR W - fERET
JERT U4 NEHEKHE | BEERPEBSNS | TOAY T30 00
Al BENFDH 5. EEBEEERICELD.

LU RAY D 5 A O EVER % 555
SHLAREENS D S,
EHEENENLL TV | TaRY TSV D

BETIE, SHICER| GFHEEFERICED.

BENELT 2BENN | BMRESERNT 572

Hb HEEZSND,

F7 Y RRERIOMER | JEA T O+ RHEHRE

BEFET A END | RAIOTaRY 75

%o T UERESEEEER
2k, BN ozsy
VN AR
K F MU LDER
B 3 U CARHI O
SThHhHe Rurzun
F7 Y ROER &
5,

TV =77 N—=" | BERAMEHENG |7 L — T T L=

Ja1—RA

BENDH D, KAEID
BERI TV T 7
L= 12— ZDEEL
(S bR Rulpa

Ja—RAIZEENBEL
3 DCYP3A4RHENEA
12K KRB DB ST
ThrayiLy ohy
% L OEEAEY O M
FRENSEKTT S
O, KREIOEEER
I SNHBENDTDH
%o

11. BlfEA

ROBWERDPH S5 ONBENHBHDT, BEEZTTITITL,
REDPROSNIEH I3 KRGS 2HIET 5 7% CHEY) 2 LE & 1T

5:&0

11.1 EXBEIEA

M1 7FT745Fy— (BHEARH)
AREE. ONETER 3T, SH2. FIRERE, 2585, F
BENHOSDND I ENDH B,

1.2 MEMEE EEAR)

HE. OB, Wi, SS0BESHobNEZ DD 5, iz,
e, ER. B, TRSZ24ESBENEHFE S DbNS

ZENDH B

11.1.3 SRS BIERFR (W3 SHEARH)
11.1.4 2BBRE HEARH)
MASYavd, K. BEHEHEK (WIhLEHERH)

R B, BRHAES S S bNBEICIE, BE5ICHETZ

WEZTH T &

11.1.6 EUAARARRIE (BAEEAH)
AR, B CKLER, MpRURhIA7ae sy LR %25
B LT HEBARAFEYS » 5 b7 HE I, HEEHIEL,

B 7% LB Z

/= = -

1T <

DFRIEICFERT H &,
1MA7 ®AYILIE. BAYILIME (I hbEEERHE)

MEAH Y7 LMEOQEEEHFICHEN, BERE. HAE.
BHEONDEIEND 5.

11.1.8 NEEIR (BHEEANHA)
IDEERSGE. DEMEBSEORNBIRPH 5 DML ENDH S,

11.1.9 RMEKEA . BMmEREL . MIMRES (W3 b 5EEARE)

11.1.10 BEFTRMEM. BMEEM (W3 HHERH)

(8.6 2]

11011 SIRFEMEMER SHEAH)
11.1.12 B AN, FKE. SEFRESEERE (9N LHEE

RBH)

[9.1.5. 9.1.6. 10.2 ]

Eo o MRRMMAEIC L2 aHBEE

RERRE

[2.7. 8.3, 9.1.2, 9.1.3 ]

RIEHIsS, FKEDSHSbNAZ ENH D, /2. B ROy
o F 7Y RIRA%. B0 6 BRI DI S WL 85 8 RE (%
BARBELZEDRENH B3 O
11113 28T UFI M—FADOEL (BEEAREH)

11.1.14 {K10¥E

(BHEEAA)

WA, ZER. . FOBX. &EFET. B2, SHE
FEEVHSONIBRICE, BEZHIEL. BULZLEZITS
Z & BRIRIEETOEETH 5 DN T L,

£

11.1.15EF U LIMEE (BHEARH)
BREE. BHCRR. BR. B, R, BREESEASES
T LAMERHSDNDEZERH B, [2.7. 9.1.6 ZH]
11.1.16 RUHER. PAEBARARE. IREREE (W I LHER
H)
SRR (BR. ROETEza0) « MZEBRARNE., IR

BB 5 PNDC ENH D, [8.12 BIE]
11.2 Z D OEIER
0.1 ~ 5% &) SEEANBH
BHER D . BEE. A, | BB, TR, AR
BEER | EML. B ELT. 5| AERE GRS . 17
OR%. TR, Of%. B8
e R B, L.
Reas MR - e Wige. WEVRIRZS. (ERL. &
FORE. MEENEE, (198
i, FRAEIEE (AST L
FE  |%. ALT LS. LDHLR
=)
s |BUNER. 7L7F=>
F R
ZATH. Yomma. W%
mE |%m. BEE FE. AIBE. 7 >F. HEEE
N PR N
A, MBI, AR
B, v kT o k| .
M |E R by b bg, | TEREUENL A HEKE

= S SERETE D>

BEEIN. U > EREGE

FEEL TREREE ., LU,
HRAER (29 A, BAERSE)
EEEE. 1ZTO. FHE. 5
A, . K~ 7w
LIMEE. K7 a— 7L
ha—T A, MEHILVTT
LB, A VRTF VA, B
1)L ™7 Ly MURE % % S Bl
RARRESE, FieiE, RIEE.
EFA. BB, MRS, M
TEREE . ZHELFLE

BERL CKLER., SRERI
AE. FIMAERE ., ZHARFRAIRER,
ZF. $R. CRPHE. R
H7 NG, FRAPIRID
BREE. PR B IERFEE
FREPEHRBYE. BNPHEN

Z DAt

F)uvLy AT A /e RuruonF7 Y ReELTI00mg/
12.5mg. 50mg/12.5mg. 50mg/6.25mg. 25mg/6.25mg
G URRRBRZ &0,

12. BARBRERBRICRIETHE
FREED 2 WEEOIMEPBIZETIESZ &N H 5.

14. @A EDER

14.1 BARMHFOER
PTPEEDEANIPTPY — b6 IO H L TIRAY 5 £ S f8E
T2, PTPY— hORBRKICED . BLHFATD BERBEA
FIA L. BIZIIEEFL2 B 2 U CHERR TR %% O EE & S fHE 2 §f
HITBHIENDH 5.

15. ZDtDER

15.1 BRRERICE DK B
WHNCTEMENTEZRRICBLT, e Rgrousr7Y R%
BEshizBE . ZEMRERCEBMERED U 27 50
THIEPRESN TS 8

16. EYE)E

16.1 MOGEE

16.1.1 BO%S
EERAICOT LY Ay YA/ FaruaF 7Y R50mg/12.5mg%
HERORET 5L, gLy U ROCAILVRVEEIE, Zh2hi&k5%
LAKUB. 7R ICR S MEEFRE (Cmax) 1GEL. HEFREE (1)
17K US58EMTHE LK, e RurzuuF 7Y ROMmEHEEIR, &
5142 8B TCmaxiE L. t) 37 9K TH-729 ,




BERAICBT0Y LY UYL/ FaraaF7 Y R50mg/12.5mg % H[afE 0
BREROEMEE/ T X -5

a4 Lg >0 450 mg/
tForouF7Y R12.5 mg
- vRosoo
oYLy FVR A FPIR
(I%T}l;’i) 29104969 | 592.9+137.4 | 959%20.9
T(IESX 1.4+0.8 3.7+1.2 2.8+0.9
AUCo-c 504.8+180.2 | 3674146802 | 516.2+89.8
(ng - hr/mL)
(tﬁ/rz) 1.7+0.6 58+1.1 7.9+1.2

n=11, P LFEERE (Cpap AUC : BT, Tyt BIFFEL ty, 1 BHFH)

16.1.2 RE%RS
BREROFREEORBESMFERE ICOY LY > H Y7L e Ray
uuF 7Y R50mg/12.5mg# 1 H1E14HBRERO®RS UK, M
gLy y, ALVRVBRERCE FarzouF 7Y ROwWThicbE
BHERD 5Nz -7210

16.1.3 &EYFHEEE

(OY)LbE REESELD [YILNS] )

THILe REEHLD [VINT | &7 LI x>y MEEASELDE, 70 R
F—N—EickDENZN 1§ (G5 )Ly >50mg. e koraaF7 Y
F12.5mg) % @BEMABEFICHEREERORS L2 homiEH
REMEREZREL., FGonzEY#HE S5 X —4% (AUC. Cmax)
12DV T 0% E X BIEIC TMEHERIT 21T > 72/ R . log (0.8) ~log
(1.25) O#EHEANTH . WHIOEMENESESERS N
[as vy >hyrs]

HEINT A =% BEING A -4
AUCq.g Cmax Tmax ti
(ng-hr/mL) (ng/mL) (hr) (hr)

oYLk REEHE

LD [V N5 | 466.1 £154.6 | 291.9+£190.2 | 1.5£0.9 | 2.1 £0.5

TVIFYMRE | 450941303 25724993 | 14408 | 1.9+0.4

$EL D
(mean =S.D.. n=24)
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[ FmrooF7YR]
HEINT A —% BEINTGA—4
AUCq.24 Cmax Tmax t12
(ng-hr/mL) (ng/mL) (hr) (hr)
3 AN
PFNE PRSI 61154078 | 903+224 |24%10(7.2£07

LD [V LT ]

PAZE AN

#1D 602.1 £90.7 | 97.7+£27.0 |23£1.0|7.0£0.8
(mean =S.D.. n=24)
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MIEFBELTIZAUC, Cmax $0/55 2 — 513, FREDER, (5
OIRMEH - BFFORBEAC &> TR B ARAEND 5.

16.2 IRUR

16.2.1 BEDRE

(1) EERAICEYILY YA Y7L/ RuaZauaF7 Y R50mg/12.5mg
ERBERGT 5L, ZBERREICHNTOT LY V. ALVRVBERT
ERasuuF 7Y FOonThb EEMEETREIERE (Thy P8
FE (0.7~ 1.785f8) L. 0¥ L% > oI s R (AUC)
BEDPLDP726DD, HVAVBREROE Farzaous 7Y ROAUC

75“%@%‘%17%&0“22%{1§be:75‘\ R EREE 5L WIEETH -
7-12)  13)

(2) BERAICTY LY > H YA /e RaryaaF 7Y F100mg/12.5mg
FBBEEEORS Lz GE. ZERESICHEXTaY Ly >0 HILER
CVEMER O ForuuF 7Y ROWTNE T W BLE (2.0~ 2.8 )
L. @Y%y, ALVRVBAROE FarzaaF 7Y ROAUCHZH
757(2)22%\ 23% O T1%E R L7zA5, BR EBEE Lo WEETH -
7z14

16.3 9310
b MIBIFBHOYLY Y RUHLEVBAEOMFEEAZARIE. WIh
HIOULIETH > 7o
tRorooF7Y Rok MIEEARERIZI22%TH 7212 , 41HE
ANZBI B9 LY > ORHRAEREIII4LTH 7219

16.4 {4
ERMIBWT, Oy VIEEELTHLRVBEARB S, 2o
#icid, E& L TCYP2CONEE LT,

v hMIBwlk RarooF 7Y RRiFEAERBI SN G -7212
[10. 18]

16.5 HE;ttt
EEAICOYILY YL/ FaszaoaF 7Y F50mg/12.5mg#
HEFOREH48BRE TIZ, adLy >, HILRVBEROe Ry
mm?;ry‘ RA, RAPICZNZNIZEED3.7%. 7.7%K% '66.6%Tk &
nr o

166 HENERZETHEE

16.6.1 BikHEEEEE
BHEERE 2 S SMEESRE (WE7 L7 F={E]1.5~2.5mg/dL)
cadivy rhy L /e RkarzaaF 7Y R50mg/12.5mg# 1 H1[E
THREREROHRS LEBOOY LY V ROA VA VBIEDC 3. B
HEREIEH BE ICHAL2MEE <. AUCoun 1.5~ 1.7fEE» 572, B R
orauFyy F@CmaX&@AUCO_MhrCi\ TNENEREEREEBED
LAMERO22ME, B2V T T2 AR2T%TH -7-10)

16.6.2 HinE
gLy > HY s e RarzaaF 7Y R50meg/12.5mg# 1HIE7H
RMRERORSHOTYIILY VRO AILRVEEO MR EEL, FEE
fELEELRL, e RuvouF 7Y ROMNLIEEHE EEZD5 20>
= BEAT—%) 17,

16.7 EYEE{ER
R AICOY LY Y HY 7L RaraaF7 Y R50mg/12.5mg#
HMERORSL-BoaT LY v, ALRVEERCe FuszaaF 7
Y ROIMmFREEIL, SHEAKRSREESZL, adlLy ik Fay
ouF 7Y R EOEYEERNZHEEER IR N LT,
BIICBWT, OY LYV EVRXFIU T I NLEY =)L, TLT 7
oy, DdF vy, A haFV UK 2a~vA Yy EOHEEIER
IZDWTREET L7245, WEnd R LR & 72 2 Ry B Rer 2 A BB
BEROOSNGEDP STz, BFLY Y EY Ty EY Yy (REEZEFEH)
EOBRIZED, av Ly Y EOHIIVEK VEBEDIEESHEL 2D, F1
5DOAUCIRIEA Uiz, k7=, aY Ly v &70La+y—)L (CYP2C9D
FHEAD) OFtRICED. BDIVRVEBEDC, L TAUCHED L-ps, |
HILF > OAUCIEM L2

16.8 ZDfit

(OYILE REESEHD [YILINS] )

oH Lk RECASEHD [WILNT ] i, a9 bk REREHELD YIS ]
%??;F‘E%ﬁﬂt Liz& &, BHEEFHNELL, EMENICEE AT SN
7z o

17. B RAAE ~

17.1 BUERUVREEICET 2 H5R

17.1.1 FME-SSRHBEIER
HARAZNRE L —EEREBERICB LT, oLy h) L/
b Rus/onF7 Y R50mg/12.5mgldad Ly > h Y A50meik s &
DL ERICENIBEEMREDIRD 5Nz, BEERRAERA 1546105
BAR FRRHMEA90MmMHgHRIEIC X1 10mmHgBL R U 7= fEF)
EHESNIERNIZ1126] (73%) TH-7z,
oYLy AU T L e Ruruaad 7Y R50mg/12.5mghi g s
BETEMBEEROBEAPRE SN0 1556F146] (9.0%) TH
0. FEaEERIZZEED WA (3.2%)  BD26 (1.3%) TH-
oo Fio. BRBEMOBIERNRE S NI-DIX15561H226] (14.2%)
TH O, ELERMEEOBIERI, REEMSH] (5.3%) . ALTHEH,
CKEMA3MG (2.0%)  RIMHKEFED. A~ F 7w MED, ANEFT
EUEA . ASTHEM, BUNSEME26 (1.3%) TH->7.
Flo.av vy oAU YL e RaruouF T Y R50mg/12.5mgDEIE
HRHERIE, 7T REFERETH- 19

17.1.2 EASE BRI SHER
HARANZNRICRAOZ2EZ M LS IHERBRICBVL T, gadLy
YHUPL L Ry aaF 7Y R50mg/12.5mehik 5 S hi-BETH
MERERORIEA D E S N7z D1E 200615286 (14.0%) THO . *
ZEIERNSEROM] (3.0%)  FEtED V1461 (2.0%) « AT Oy
7. BE BER. SREE200 (1.0%) Th-od. Fio, EREEE
DEIWEF 7 E N7z DIE2006142661 (13.0%) THO . EiEEKRME
EEOBWERIIREEEMOR (3.0%) « ALTHEISH (2.5%) . ASTH
e AU LEDEAME (2.0%)  RIMEREED. A~ b7 )y MEd



#3f (1.5%) . EMEREHEIM. ~NEZav viEd. LDH#EM, CKHE
M FRAFRMBRFGEES 2] (1.0%) TH-7220 ,

17.1.3 EAE IE_ESREBEER
aYILy 797 5100 mgERARICIET Y O —LAR+5TH >
e HARANAREESMEERE 2 0f e L-EME—EEHRRARICB N T,
Oy AL/ RarzauF 7Y R100mg/12.5mglda L4
YA T L100mgR5 L0 b, BE8EROF T T A IGER KO
TRIMER IS, BRICBNZEEDREZR L (P<0.001) . #%58
ﬁ%gﬁy%@ﬁb57%ﬁmE®N~254y#em%k%%%uﬁﬁ
3—21 V22 o

£l oYLy > Hh) T A100mg CHRATFAEMEERE 2 HRE L

HBTOF 5 7RMMEDR— 2T 1 > 2 5DZE(LE ®)  (mmHg)

R=ZAFA4 2D | HESEFEDOE
I E2) (LEED

OH Ly > HY YL I HA 155.0 (10.4) 5.4 (1.0)
100
(Ne270) 29 R 977 (57) | -36 (06)
A DA I HA 1554 (11.0) | -14.5 (1.0)
/EFD7DU%7
2 F100mg/12.5mg AR 97.1 (5.3) -8.7 (0.6)
(N=166) 3

E1) RhTRHE (REHEE)
E2) PHE (FEERE)
13) FEFHEEE OFASEHTR A

Tl v HY L REZEaF 7 Y R100mg/12.5mgh 5 S i
7 BECEERPRE SNz DI31666IH 1661 (9.6%) THV. E2H
PERNE I AR FREEIE AR (2.4%) TH o720

17.1.4 BRE I H_S5RHEGRN R S5
aYILy o AhY T LA e RaruaF 7Y R50mg/12.5mg % 8@ E AR A
BICIEDT Y b a— LA AR+DTH - 72 AR AR I EE B % 0t
SUCRIAZR 2% 51 U 7- 58 MR O —E 5% (8EM) cBWvT,
oHLEy > HY YL Fazaasd 7Y F100me/12.5mgld a4 L4
YAHVT L/ e RaryaadF 7Y R50mg/12.5mg & T, #583E
DO b T 7 AAHRRIAINE T ERE OB EMEZ R L, #58ERD
SEHY R 5 7 AARHINEERAIN E Tl ERE OREERIEEZ R LU, BRE58HEEC
ﬁﬁé%ﬁb%7%&@&@&~x%4yﬁamﬁmﬁéﬁzuﬁﬁﬂ%
22

£2 oYLy rAYTL e RaraaF 7Y R50mg/12.5mg TRIEAR

+ahBEIMEERE 2 NRE LIZRBRTOFE b5 7RMIMEDN— AT A

> eDZE(LEEY  (mmHg)

RNR=RATA D | HE5EED
1 ) L8 D)
Oy AL Ui HA 151.7 (9.5) 6.2 (1.0)
/eRoroaFry
¥ F50mg/12.5mg JRARHA 95.9 (5.4) -5.3 (0.7)
(N=144) o)
OHLY AL e 1524 (11.2) | -85 (1.0)
/E FoZrooaF7
Y F100mg/12.5mg | AR 95.1 (4.5) -5.0 (0.7)
(N=134) =6)

F4) R hTRHE (REHE)
ES) FfE (RERZE)
1£6) FASEHT IR A

iz, aP Ly AU YL e RazoaF 7Y F100mg/12.5mg Dk
FERDERI . IHERD R ORI 4 ICS52ERIC B LW T b R L2 2D
“EERE (8ER) ITBWT, a Ly AU YL e RazaaF T
Y R100mg/12.5mgh %5 S iz B CRIWER RS S N7z 1213441
76l (5.2%) THh-olz. EEH (52EM) 2BV, ad Ly iy
UL/ RazaaF 7Y R100mg/12.5mgh &5 s hi- B CRIVER
P SN DIX265HIF3261 (12.1%) TH O . E&EWER IR
ERHEAN7] (2.6%) . EERERMEAR] (1.5%) . ASTHEIN. BNPH#EE
3% (1.1%) TH-722D

18. EINEIE
18.1 fEAF

AEIOREWS THHAFLY I L (BFLY V) &, BOKRS
BELPICRN S . ZO—HPERBW TH 2 NIVARVEBRIKICE RS
N5, OV LY U ROHILVEVBIEIE, WIThbAEBNFEEMETH S
Ty TrI N (AL BPERT 228K (ATIZERE) 1O T
BOHAEER L. ATLOMERZRIRNICHETT 2 2 SIC K VEENRZ
FHET B, Ly E, L=v T rIFTF % (RAS) HiEE
(LENTVBEL Z U EEMEET B W TER L EERER L 23)
24) | WICRASOBEE DD WEL = VB IEE T IVICH T 2B ER
BHEWIEPHONTWS 2  —SFOREAMS TH5HL FuroaF
TYRIE. FTYRROBEFRETH S, L ForauaF 7Y RO
JEREFFICEE L TIE, IR ICB T2 N U 7 L ERIENEIER IC L 518
BMKEERDIERAPZLZONTVWS ) , £/, b FarogF7 IR
13 ZF DOFIRIEFAIC L VRASOEMAL 2 Z 920

L7285 T RENIRASTEEALIRE CEB LB ISR 2RI T IL Y >~
ERASZEEMILSE A FurouF 7Y FEDERREITH S0, T
W%@ﬁ%&%m%ﬁ%&%u&ﬁb;Dﬁ%&%&@%%%?t%z
%13
18.2 BIE{ER

ERBIESIMET v MIBOL T, B 5 THREE O EE (191 5mmHg
&) ZRUICHEEOOYILY V& BMIRS TIXEEDRPRD 5z

PolzHEO FuruuF 7 Y FEFRKS TS LICky, ERE
BEFEZDSR (F930mmHgER) 25380 5Nz, HHRIIRGEEICH T 2 ERD
RIIFHMEEHOBWREHBLERTH 72 20

19. BN ICHT 2 E{EXEHR
19.1 O ILIVAUD L

—HRBZHE: 0L > /1Y 4 (Losartan Potassium)

{542 : Monopotassium 5-{[4’-(2-butyl-4-chloro-5-
hydroxymethyl-1/A-imidazol-1-yl)methyl]biphenyl-2-
yl}-1 H-tetrazol-1-ide

2FHX: CyyH,CIKNgO

SFE: 461.00

% K: BEOEREEOH KR TH S,
IKIZHD THETR T XY ) —LXETy =)L (99.5) I
BT 0,

{EEEEN :

19.2 e ROZOOF7IR

—WR#IEH:  FoZooF 7Y R (Hydrochlorothiazide)

{E%4 : 6-Chloro-3,4-dihydro-2#-1,2,4-benzothiadiazine-7-
sulfonamide 1,1-dioxide

SFR: C7H8C1N3O452

DFE: 297.74

M R HEOKEIEREOHERT, ICBVIEAL, KIZbTHIC
Fle TP VICBETRTL, T M= MILICRREITICL
<V IAKXIETH =)L (95) KB THEFICKL, YITF)L
I—FIIIFEAETE T 0. KEELF b U 7 LFIRICIAET 5,

L@

EN //0 Oy A°
/S S\
HoN NH
Cl N
H
BB K9267C ()

22. 8%
(OY)LE RESELD [YILNS] )

PTP : 1008 (10$Ex10) . 1,0008% (10%Ex 100, EZIEAIAD)
(OY)bE FESTEHD [YILNS] )
PTP : 1008% (10$€x10)
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