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Losarhyd. Combination Tablets LD*HD “Chemiphar”

B ER-EMFEONTZICKVHERT LI L

2. 22 (ROBECIFIRSLRBENT L)

2.1 RFIDORK IR UBEEDOBHERED H 5 B

2.2 F7 Y RRERINIZ0ELULEY (B2 7 aLy
URYEDZAILT + >7 2 RHEBK) 1Tt 2 BEUE
DOEEBRODH 5 BE

2.3 IR RE L T WA TR D H 5t [9.5 BE]

2.4 EELGTHREREZEDSH 2 EE [9.3.1 B3]

2.5 BROBEXIIENEE [9.2.1 B8]

2.6 AMEEECERE [9.2.2 2E]

2.7 REFOF LU L - AT LAPBESIZED LT

BHEE R MUY LME. EH Y7L MIESDBR
BERALLrESELZBZENNH S.] [9.1.2, 11.1.7,
11.1.15 2]

28 TURAF LV EEEHROBERKEE (1720, thokk
FERBEZ{To>CbRBIMENDITY O —LAFLLAR
BOBEZR)[10.1 B3]

2.9 TRAES VLY VERBEEKFY) (BB AERMZR
IC &K BERBER) 2 5F0BE [10.1 2HE]

3. fHRE - HR
3.1 #8mK

oYLk REASELD
[r277]

oLk REASEHD

et 17377

(HfE) gy vy >hvy L
50.00mg

(HR) a¥ vy i) oL
100.0mg
(BR) eForuus7YR|(HR) eFurausy7IR
12.50mg 12.50mg

BRI
(18EH)

AR, RV —2, TV T 7T T,
vraFyruviltia—2, S0 7)) a— VB,
NUDL, AFTYVEES T XYL, 00—,
~7ud—)L6000. BILF¥ >, LT, HlLFoNay

b/

3.2 EFEIOMERK

oL REEHELD oLk REASEHD

et (7377 (7377
sk HEOMED 7 1 VL HEOBRED T 1 LA
ES
baAx
¥ | =
Al
; £#% 13.6mm
EfE 8.0mm 8% 7.7mm
Ex 3.7mm 4.9mm
HE 205.0mg 415.0mg
Al — R NC LH NCL HD
4. @ﬁ'éilzti‘)]%
SIMERE

5. EENIFIRICERET BER
BEZMERETOBZNESH . KElZ2EMEREDS
—RBIRE L LT &,

6. FENURAZE
AICIZIELIELSE (B9 Ly AL/ e RarzaaFry
R & LT50mg/12.5mg ¥ 12100mg/12.5mg) %iEHE59 5.
RANIEMEEEOE—BIEEE LTHVL L,

7. BERUREICEET 2FE
JREIE LT, gy vy > ) A50mg TR RA+453 7585
HFlcay Ly aywL /e RuruouFr7IRELT
50mg/12.5mgD 5%, a Ly > HY) 7 A100mg XL o
L& HUT L e RaraaF 7Y K ELT50mg/12.5mg
THRA+SRIBEICOY VLY AT L /e RaraaF 7
TR ELTI00mg/12.5mgD# 55T 52 &, [8.1 ZHE]

8. EERELRNER

8.1 AANIT Y ILE > 51 7 A50mgd 5\ id100mgs b Ko
sauF 7Y RI2.5mgDEERITHY., aF Ly A
vakeRarzouF7 Y RRHEOBWERADSHIET 28%
nAHY ., BUNCARIOFERZHRFTHZ L, [7. 2]

8.2 —BMOMERT (3 v ZiEk, EiMHE., LIRS
ZRED) RECTBINDSHHDOT. AEERESTIIEH
(B ERER  2AB &, BER - HIEREE) ICmFED
EHV) U TERERTAH L,

8.3 AHIOH A THA e FuruuaF7 Y RZEH Y 7 ANGE
FERITIENHOENT VWS, aP Ly hIUTL /R
aruouF 7Y RELT0mE/12.5mgh#s5 s n/-EN
ERRBICBWC, MEHY V7 AEIXENMERZRL. £
JARA ) T AMEORBFAHEIEHAY VLAMELD &5
Motze LI >T BH) Y AMEOHKRS LD BES
NHOT, MEHY T LEDE=S Y 7 %2 ERIICER
L. B8E2 231752 &, [9.1.2, 11.1.7 ]

8.4 AEIOBHTH L FurnuaF 7Y RIERBIGE 2 KR
SEBBENLDHZHOT, AESFIEERIC IS R ERE
DE=H) T RERUBIEZ 31T T E.[9.1.8 HHE]

8.5 AHEIOSTHA L FuruouF 7Y FidMmiEE EFEL
IBHERREELOBZENFHHD T, BEZTHITD
Z &, [9.1.8 ZE]

8.6 AEIOEASTHA L FuruuF 7Y FIEE L MiKEE

EHRI|ITLBEINDVHHDOT. THNICKREZEKT 5

REBRETTIITOE, [11.1.10 2]

BIEERICEDLCHF WV, 5562 BHobNET ENDH

HDT. BFFEE. HBEDETESEEZ ML B2 RE

TAHRBICIIFERSES &,

8.8 FATHIARRIIZHE LW ENEE LV, T IF TV
I ZARERARSTOBEE L. MEROFEHIC L
= T UIFT Y ROMEWERIC K BB T
TEREIITBZINED S,

8.9 AFIOH D EEL TV IFT vy I ZRIARETARRESHIC

NI REOEELRFEESH S5DONIZEOWMENH 3.
e E 2 ERT 524, B2 2TV, BEEDSRD
SNBEITIIREZHRIET 2 EBEYGNEZITH T o

8.10 AAIOHEGIC L VFIREDSEBMICHEDNEZ ENH
BDT, BFEEHA. BKIHIEET A&,

8.11 WRIDKRENREICHEL BFE I, REOPEHR %85
e, FEIFICRET A ENEF LU,

8.7



BEDEREAIIEEICHT I IR

1 SIHE - IETESDH2EE

L1ﬁgg%ﬁﬁﬁ%m&%ﬁ%yuﬁ%@%ﬁﬁﬁ%m&

B!

WELERPOZELTVEHN SN 258 2IRE. I8

5L, BREDORBDPLRIRESBENETRIZED

BEICERELBELSE2 BTN H S,

MEHAVY Y LMEEEDES

BAV I LMEXIIEAY T LAMEZECITBEZNTH

%, [2.7. 8.3, 9.1.3, 11.1.7 ]

EAYUY LIMEDES

WELERPOZELTVEHM SN AI5E2IRE. [EHILE

FBZE, KEIOEDTHAHATLY L H)TLIE B

NI LMERBEESGE2BZN0DH 5,

F7o, BHEEEEE, O PO LAROBRBEEICED

MFEA) 7 LENELZDRTVEETIE, AU 7L

MENPFERT H2BZNDAHZOT, MEHY T LEDE

ZH )T EEMNICERL. B2 ++RICITO L,

[9.1.2, 11.1.7 ZH&]

9.1.4 BMEEEDH S EE
BECERENSMMFAEZERLL. KREZELSESB
FNBbH 5,

9.1.5 FRENFEL UTVREE (KPEROTTRIGES.
BEOFETEULTNDESE)
—BHEDOMEERZECTBENTSH 5, [11.1.5 BE]

9.1.6 FIEEEPDEE

BF M) VLAMEAR T BEZNTAD 5. BT, BER

BHEEEROBE T, —BEOMEERERCTH 2

nAdH 5, [11.1.5, 11.1.15 ]

SR EEIRELENX 3 NEIRE LED & 2 BE

BEBRRYH S bN-GE. S MR, MK

BiEERL., MBREREZFERTIBENDDH 5,

FAXIFEH. RHCRE. BRREDHIEE. RS

FRESMAED 5 3 EE

ERBIE. BMEEZR L. BE. BREOE(LPHE

HkDBENDH 5. [8.4. 8.5 BHE]

THI. [EBlItD&HDESE

BRERAVPHSDONEZBETNDND 5,

9.1.10 BAI YD LINGE. BIFIRREEETTEEDH S EE
MEHINT T L% LRSEE2BENDH 5,

9.1.11 RRRMRLIREDEE
AEIOEEEASIERINE BTN H 5,

9.2 BiEEESERE

9.2.1 MEROEBENIFEREE
BELEWT &, [2.5 ]

9.2.2 2HBREDEE
BELEWZ &, B2 FICELS G282 N0 H 5,
[2.6 2]

9.2.3 BiREEESRE (EIJL7FZUE 2.0mg/dLiB)
WELERPTZELTVEHM SN ABE2RE. [HRILE
352 &, ERurzouF 7Y RICKDBMRENSET
L. BY LY AU LK) BEERESENT 25
FNDDH 5B,

9.2.4 BHEHETEE (MBI L7 FZUE 1.5~2.0mg/dL)
AR EFIEERNICIE Y LT F = VEROCMERE
BEOE=H) >V 7EEML, BREZ+DIITHT L, MIF
IV F U MELERROIMBERBELROBZNSH 5,

9.3 FFisEERE=EEE

9.3.1 EERITHKEEEZENH3EE

3.

9.
9.
9.

9.1.2

9.1.3

9.1.7

9.1.8

9.1.9

BE LW E, [2.4, 9.3.2 =H8]

2 FFREEERIEZDBEDOH D EE (EFL. EERF
BEEEENH 3 BEEZRL)
HEIZBWT, B - EEO7 L I—- VA EEICO
Py 2 H) T L50mga BEREOR G T 5 &, BERA
EHELTUY LY Y OEKREENSEEL, O ILY UK
ALK VB IRD MEE IR A5 72 2 NAISRE K U265
ICERTAZEPRESNT VS, £/, b FarooF
TYRIFESEEZFERTHBENI DS, [9.3.1 BHE]

9.4 &gk = H T %E

9.4.1 IHIRI B OIREMED H D&%

HRELTWAZ EPERESNT 7o V4 T o v VR

FEERET > OF 7 v v I 2EEERA 2 #H

L. lR - HiERAORE (BA2, HE - I - BoE

W%, TETS) AR NLHIPREShTWwE) Y,

AR DO LIS, REROERELER L CRFIHRS

OVEHRZEEREIHET L. BB LOERENEREZ L

[\ % RS NAHEEICOREET HE, £z, &ED

NELEAIIIIROFREIEICHRT A2 &, (9.5 2]

AFBSHARICHIRL TWE W E2HERT AT &,

AEHBEHS, HRELTWEWE &2 ERNICHERT

9

(M

& BEHRICHRSHALZBEICIE BESICEEE
Fikd s L.

(2) MOFBIHIZOWT, FARSHBRICEEICHIAT 22
Lo 7o, BEFOLBEIISCHHET 5 &,
BRSO Z R L2 EE. BRI - SiERICEES
RETVRI DB &,

- BERRASHIBA L 7- EEEDb N A 5E1E. B2 ICEYERE
IR T 5 2 &
- IHIRZETE T 55613, HERICHHET 22 &

9.5 WEim
AR SAIIEAR L C L 2 AR D & 5 HIEICIZR G Lk T
Lo BEHRITIRAHALZHBEICIE, BESICEESE2FIE
T5T & WIRPIARORIAICT > I F 7 0 ¥ VEHEES
FBERNIET VT v o v IRBRFRERR 2RSS iz
BETHKBDE, BE-HEROET, HitRoEImE,
EAe, ZHEGEAS., HEORERARKVOFEABDEIC &
2 CHERI S N AU OMHE, HEHEOFTE. MOEERK
ENbobNI-EORENH D, 2B, 77T FREH|T
A RIIFIRICEC Y VY VIME. [/MIBAES %
BRITIENDH D, £7z. FERRICED < MEEERED.
MR, 75 - RBRLRERDPH5bNE I ENDH 5,
(2.3, 9.4.1 ]

9.6 ZELIW
BALGWIENET L. Ty FOREHKUEIHIC
osiLy i) v Almg/kg/day /e FarzouaF 7Y R
0.25mg/kg/day~ua ¥ L% > 731 7 L50mg/kg/day./ &
ForuouoF 7Y F12.5mg/kg/day x5 Lzl BRIC B
WT, T YA Y Y A50mg/kg/day,/k Fuzan
F7 ¥ F12.5mg/kg/dayB CERAEOED K UE DR
HABZENELDS A SNz Eioy UYLV ALRY
BAEOCe FurzoudF 7Y FOFITBITELRERS N
Tzo RHBOERICNT 2EBERBOTILY V) T4
10mg/kg/day /& Fu 2z uouF 7Y R2.5mg/kg/dayT
bolco EROZOBFT I RIE, & MEHFANDOBITH
mESNTVA,

9.7 IR

NREZ R E LI-BERAIZER L Thawn, ARITE

FREINT Y AL TRRT 0,

=S

1T —fRICEFEERENME T L T 5,

2 ~RICBEOREEIIFE L AnESNTWD, NIFE

EPRE2BEND DB,

9.8.3 BlE TOUYILY U A T ABMEEICH 1 5 EERE

HET OYILY U ROHIR Y BAO M EE ATk

mEREICHENTEP >z GFEpEIchBL ey LY

Y ROHIA Y BIEDMEEFIREDN 2N ENRUS KUK

1.3f&12 7).

SWLARIZMEE DD ER L. Bk, RIEFICK

BB HH, HFEV, KMELZRITIENDH D,

RIOVRBECTEHED S 2 &g TIIEBULMRITSHE

BIMEREORED EMKBMRE R L. MEEFOIRER

TEEFEHTLHBENNDH 5.

9.8.6 (X7 b U Y AIMEE, {&AY Y LAMENSDSDIPT U,

10. HHE{EA
KEIDOEATHHAYIEY 1) 7 L%, BEYRIEEET
k7 a—2LP450 2C9 (CYP2C9) K U3A4 (CYP3A4) I
K OEERHMTH B HILAVEBEICREENS, 28,
KEOEDATHA FuroaF 7Y Rid, 1FEAERH
SNBZ ERLRPICHRtE NS, [16.4 SHE]

10.1 HEAZEZ (HALBWLWI L)

9.8
9.8.
9.8.

9.8.4
9.8.5

B IES BRAER - HEESE WF - BRET
TUARLY  GEEGEMEREH. B L= - 7 UF T
FIVA WREREE, Eh ) 7|2 L REEERANSER
(HEFRIR B IS fd | A IME R ORI D | SN A FTREMEN & .o

3256, 12
2L, fhopEE
WEZT-TDH
HBMED I >
bo—LAEL
SARRDOEE%
Fr<o)
[2.8 ]
FTAES LV
HERRHEKA YD
IZYUAS
(BHICBT AR
MZRICEXDHE
FEISEIR)
[2.9 ]

U A7 EIAEE &
NTn3,

WINBEF P YT L
MEAPFERT BTN
NHo.

& U AMFED
HRT 2BTNDD
;Q)O




10.2 HAEER (HAICERTSZI L)

A2 % BRI - HEEBHE HF - ERRET
F) 7 AR EREME S Y LED L EBORSTH ST Y
FIFRA] - BIBBENDH DN HY) T LEDMH

a2¥a/)s7r Hickony o LirE

[N EAMHEERT 2820

FYT LT UL WH D, BHREERED

V& HHEEICIIRFICER
519 v LFERRHE T5IE,

= RN
NUXRFY L
EHEBA

AT 7 AN

FHY—)L - b

URXNTY L
FIPR B FEA - —iEMEO M EE T % | R R EA CIaE % <

AR HITBENDNH S| T TWBHREHFIZIZLZ

MUz aL R VIEENTIEL TS

F7YRE BEDPZL. KElInE
[11.1.5 ZH&] LRI,
FTUAFL Y EHEERE, 5hY (LY - TV TV

™7 L IMRE R OME ML E | 3 > SR BEEEH AY R

ERITBENDH | SNAHEEEDSH S,

%, eGFRA*60mL/

min/1.73m*k i O

BEREREOH S

BEADTYAFL

YEDOHFRIZONT

X BELERTEE

TWEHiE NS5

EERRZEITA
TUIFTFrY v | BHREEREE, B
EHEERAER] |7 L ME KR OMEIE

ZRIITBENDH

%)o
NV B — )L B RN HER I E AN | 2 1 S O FER| O AR I
PR ENBHENH D, |FIERERBDRESTT

HHeRurouaF7r
Y ROBEERICE S,

HNAT VAT KEIOK T THBHEe ’
A NRIFRSE orouFrIREDH
ANATILVHEA ROK
ERETIMETELH
S5bNbdZ ENPRES
NTWs,
7ILa—)b KEIOS T THBHEe ’
orvunaF7Y REM
EIRIEAZET A7
LIa—LEDHEICEK
DREEMER SRS
B[N D B,
AE7T IV AET7IVOERZ|KBIOK T THBHE R
JILT KLU F|EETRIEN DS, uraaF 7Y RIZEE
UV FNRTIOBZFIER |7 I ot 5105 B
T RLFY Y |TR5A REO—|ORIGEZETSES
BAREEDNE 238 | EPMESNT WS,
THE,
YARTZ S VRIVRTZS) UVROF(EBORSTHBHE R
7 0 BUER OBECERDEOR u7unF 7Y RICk
g : EER 2 T 5| 5MEHY 7 LEOR
VYRT T UNZENDD, FMEITICED, IhoD3E
B Y IE R IE | O BE IR 235 | Fl O kg - 8w E R
itk G BRIO—BHRE| 2RI HEEIOHN
ZEONEBZHETHT|T\5,
Eo
FEEER =B 7 |(BEERZEERT 5 |EREFOEL SEE
B ZEA - BENDPH B, BEEVERICEDBEWICHT
B3 Al FHEFRESIE | MIERT 5.
—htu Y REBETEHIE,
IV
DFFZYRE |VFY U ZAODEIC | AFOESTHBHE R
D i ST AER#ER OO0 FTIRICES

L. REREZH C
TIENDH D, MIF
71 7 LMEIC2E
B9s2l&,

MmEH) 7 LMEOET
ICEVZEDOYFHY R
A5 0 fiNa-K ATPase
IZHEE L. DIURE /718
ERNERRDRE C S
e/ AN R N
BROER %Y

HRIZE AR - IHEBEHE| BF - GRET
FEF MU TL | FTYRRERNCK|REIOR S TH B N
HREETILHIO—|urZunF 7Y ROH
VA ARH YU LI ) 7 LAFEERIC KD
REZ T 5 EA KA U 7 L IEE S
Hbo 7N Ha— A5
ZFRISINBIEND
%o TILHVALAEITH
N R FNL:
Az oREEFH I
BEE5,
UFIL U F I LHEESHE AFORS TH S0
REBVF 7L |[SNTWB, AV VY HYTLDF
FLBEICERT |V LEEMERICED.
BT &, UF I LDOEBNHI
HEEZLNT VA,
TREGTHILERRGER S | REIO T ThHHE N
YF o LhEAERO7OOF 7Y RIERIC
THZENDH S, M|BIFZYF7LOHEE
BYF Y LBREISENZEEL. VFTLD
BEIsI Lk, MmEEs FRSE 5,
BB REARILEUED) Y LAMENSFE|AFIOR ST THAHE R
A HTAZENHD, nr7uuaF7I RED
ACTH BB REARILE VAL
ACTHE B AU 7 LHE
HHER 25,
TV FF MEAY T LEOK T F L F 2 BENL
BRI Tobobned < [EHY 7 LM% EH
AT ELBTIVRAT O
VIEZEF|IEEITE
WH b, LicH->TAR
HlogaTthse Ra
ryaaFy7IRETYF
LY F U EAIOFERIC
KOEAH T LMER
R T HAREED D B,
MBI A - WRERAIOER % |7 S BT 2w
SUA FZELLEHEIT A& D KEOBEDTH S
AR WH 5, vt RrozouF7I R
BHELA > A IZ&B AU LTSI
o UMERE SR X 0B O BB D A
VA VKR
HEEZLNTWA,
IVRAFFIV | FTIYRREROEIVRF T I VORE
F»EEY 22 EAERIC K D ARRI DR
H5o Thsde RuruouaF
7Y RORNAHE S
NBZEDDH 5,
JERATF O REBEEASEHESNTORY TSI 00
THAHERA HBENDDHD.  |AHEEEAICED.
£V RXE Y AEN O R EER % #55
V& SHHE RN D B,
BHESEILL TV | TRy T D
HEETIE. SOIABBEEERICELD,
BEHEESE(L T 2B | BMRENS K RT 57
FNDDH B, HEEZSND,
F7 Y RRERIOEFERT O A RHEHERE
HPREET A ENRRIOTaRY 75
H%5 YU e EREEER
IZ&D. BN Tuzxy 7
SUIVUHEA L. K-
F NU Y LADRN TS
BHECTRB DS T
HiHreRaraaFry
ROVER & T 5.
TV =77V —BERASEBESN T L =T 7L =
VIa—A BBENDNDH B, K|V 2—AIEENBH
Alo#E5H1Z 7L — |55 ODCYP3A4MH = /EH
FIN—Y T 21— KO REIOBES
DERIZET S | THHUIT LY HY
pa %7 L OEERE Y O 1M
FIBEMETT 5720,
AH D b FEAE R A8 155
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1.

1
1

1.

ElfER
ROBWERBH 5ONBZ ENHHDT, BEE+DITT
W, BEENPZEOONEEICEEER2FIET 50 @Y%
WEZITHZ &,

.1 EXIGEIER
AN FPFT45F— (BHEREH)

APRER DI EF R, 0T SRRE | MRS, 25 8.
FEEVPHODNLZENDH 5.
.2 MEFE GREAH)

. OF. RE,. SF0EESHGoDNEEDh 5,

3 SR ISBIEERTR (W N B HHEARH)

A SEEBRE (HEARH)

1M.1.5 Yawvd, K, BEHER (WINLEERE)

B B, BEEESES D SDONIBAICIE. BES
ICHEY) 2B E1TH T &. [9.1.5. 9.1.6. 10.2 &HE]

.6 IEREARIARAE (SHEEREH)

AR, BN, CKER., MPRORFI4FIar s
LREZRHE T ABUEMBEDS D 5 bNIzGEICIE.
BEEFRIEL, WU RABEITO I L. 7o, B
BUARIEIC X 2 BHEBREOREICERT S &,

JAEAYU D LI, SAYDLME (WINBIEEARH)
MiEH ) 7 LEOEEESICLEL, BEE BRI
RERENS DS DONBZENDH 5. [2.7. 8.3, 9.1.2.
9.1.3 &]

.8 IEER (BHEEANEH)
@%ﬁ%ﬂﬂﬁ\@%%%%@K%Wﬁ%%bné:&
BH 5o

.9 RIMERREA BIERRI  IVIVRIEA (W37 SHEARHA)

10 BEARMEEM. BMmEEm (W9 5EERH)

(8.6 ZH]

1 EESEMIMER (BHE )

J12 REEEMERR. KBS, SEIFIRESEEIREE (LW I b
SHEANHR)

g%, FiKES D S5DNEZ END B, Tz,
v roruouF 7Y FiRA%R. 8o o BRI
AR EEER SRR L EOMENH 259,

13 2EMTUFYN—FADE\ (BEEARH)

14 {EMAE (BHEREH)

BT, 2R, BT, FOBX. EhET. B,
BHEEEEPHoONLEEICE. BE52FEL, &
U NEZITH 2L, BRRIGETOBRETHODN
9,

A5 B MU D LIME (B8 ARHH)

BERE. BMAE. BR. BH. B8, ZfmESs

ESEF MU T LAMENH SbNEZ ENH B, [2.7,

9.1.6 %]

2MEE. AERBARNE (W9 nbEERE)

AR (R, ROETSEZ2E6T). FEBARNRE

BHODONDHIENHHDT, BEERNDETPR

BEORENPRD S NIZGHICEHRE2HIEL, B

PICIRBEDZEZZ1I5 K5, BEIIEET A &,

11.2 Z0OfthDFHER
0.1~ 5%

HFE WV, FERK, R’

X TEE

(R #E7 PRI

. #iE

IEH - 1B

1.1

1.1

1.1

11.1

1.1
1.1

11.1

11.1.16

SR
HIg, RiR, MERE

FEER

TEBRERR HEEE ERE). M

HILER HR%. MR, OAax
AR, BiEE. BEEBALE.
PE, METRAR 7%, [ERb. B
AR, BEERAREE, [178

FiF & HHEH., FRERSE
(ASTE R, ALTE
5. LDH F5F%)
BUNER, 7L 7
FooER

FRE. BME

B

] ZALEE, JEiRBE. K
fE. ALBE. % 5 EE. B EIAL.
HELY) TV h—T 2
TFERERECE M. IFHRERE 5
FIEfN, U o SERERA

i B R MEREEE DN
ARMERER A, N~
FZVU Y METR. A
<~ 77Uy NER,
ANEZ v N
HImERESE . v >
JSEREE N

0.1~5%KMm™

SR

Z DAt

& 2 & CKE &,
FERERIE ., 15
iE. BB, £
. SR CRPIHEN,
PRAET N WE R
FRepRMERFGE, PR
PRMmMEREGEE,. R
EEFEE. BNPHEM

FE, REREE, LU,
AREEIR (229 . BANEESE) .
ERAE. 1IZTY. FHE. 5
Wi B, K~ 7>
LIMGE. K7 a— 7L
ha—T X, MEhVy™
LI, A VRTF VA&
1V L IE & £ 5 Bl

RIRRRE ., A, BT,
BPA. K. WRIREE, m
EREEEA, M EFLE

) aLyrauv L eRuruaF 7Y RELTI00mg/12.5mg.
50mg/12.5mg. 50mg/6.25mg. 25mg/6.25mg% %5 L 7z ik
wEEEE .

AR ERRICNE T HE

FRIFEED 2 VWEBZEOMEPBIZEREH 22 ENH 5.
14. BALOEE

14.1 EZRIZHFOER
PTPADHKIZPTPY — b2 S HUD H L CARAIS % &
ST 5L, PTPY— FOEMKICE D, BOHifAE
PEEREARIA L, BICEEILEB S L CHBRAS
DEELEMELZNRET LI ENDH S,

15. ZDMDEFE

15.1 BRERERICE D < &R
BN TEBSNIBEZMEICBWC, e FarzaaF7
VRERSaNBE T, EEMREROE B RE D
YR PEINT 5 EFREEINTNED Y,

16. EYERE

16.1 MOEE

16.1.1 BEEES
BEEAICOY LY AL /e RaraaF 7Y
F50mg/12.5mg#x BEEOHET 5L, adLy UKk
O HIVAR VBRI, 2N FNEE8]. 4% O3, 7RIS
BEMFEFEE (Cna) (ZELU. HEREH (1n) 1.7
KOS58 TIHAE L, E FurvouF 7Y RolmiE
EP();%F;L;\ &5‘?&28%?&]’6Cmaxc:i§ L/\ tl/2Li79E§FEEJ
Thol (£F) Y

£ BERACBT 0L AL e RaraaF Ty
Y R50mg/12.5mg% BEFEO 58 OFY#RE/ ST X —%

12.

gy Ly ) 7 L50mg,

t ForouF 7Y R12.5mg
- v roron
oy Ly VAR v BEK FFUR
<n§§t§L) 291.0£96.9 | 592.9+137.4 | 95.9+20.9
a¥; 1.4+0.8 3.7%1.2 2.8%0.9
(néfFiif;;I) 504.8180.2 | 3674.1£680.2 | 516.2+89.8
&3 1.7+0.6 5.8+1.1 7.9%1.2

n=11. FH+EERFZE (Cnaxn AUC : (A F 19, Tnax - BT,
ti2 - FRAFIES)

16.1.2 RiEH”RS

BRE R R EEOARRBESIEERZF IO LY 7
oL/ RurzuuaF 7Y F50mg/12.5mg% 1 HI1[E
4HEKERO®RS LizKE, miEhay Ly >, #b
RAUBEROCE FurzouF 7Y FOWThICHLER
Bz s NEh 7210,

EYEHEIE R

oYLk REESELD [7377]) &7 LIy MEASE
LD%. 70 A4 —N—FICLKDZFNZNIHE (Y ILy
CHYTLELT Mgk e FurzuaF 7o RELT
12.5mg) B ABEICHEAEREFOKRS LT, oL
7 OEEREM THAHILRVEBAEROE Ruroog
F7YRORENMEDOMBFFEEZREL., Fo5N/-H
MIEIRE/ VT X —% (AUC. Cmax) 12DV T0%EHEX R
B THREHENT 21T > 724558, log (0.80) ~log (1.25)
OHEFENTH D RO EY R SIS HER S 172 (S
1. X2) ',

16.1.3



x EMHE T A—F

HEIST A—H SEINTG A=Y
AUCU{%&hr Cmax Tmax ti2
(ng - hr/ml)| (ng/mL) (hr) (hr)
oLk RECASE|  4328.253 613.482 3.69 9.47
FIVRY | LD [r377] | *1611.155 | £222.957 | £1.53 | £2.82
{426 A AN 4714.639 663.954 3.00 9.99
BL&$ELD +1891.025 | £299.384 | +0.68 | *1.52
vrny oYLk I\:Eﬂéﬁ 405.945 68.974 2.63 8.20
gt LD F’T‘:77J +131.639 | +£23.827 | #1.09 | #1.90
SIS VAZE SN 428.175 73.757 2.19 8.14
Bl gELD +127.832 | £23.062 | +0.57 | *+2.09

n=16. P+ FERzE

M1 VARV ERAAO SR EHER
g/t n=16. FHLEEE
—e— UHIILEREEHELD 7377
o oo FLIRV MR LD
g O
3 e
T |
b 1? R
F 500 | Jem _
P Al
B AN
1& " \.
b b
B 250 |-
0 L T L
0 6 12 18 24 30 36 (hr)
B
K2 b rRoruousF7yy RoMmiEr@EEs
g/t n=16, FALEEEE
—e— OYILEREASELD [7377]
T --0-- FLIAU MR AFHELD
il -l
75 F i
i 1ol
= el
5 Vg v
5t |
g so L\
o " \\
F n
7 b
? ;
® 25
i N\
0 1 I \A I &
0 6 12 18 24 30 36 (hr)
BT
[ﬂli‘ﬁqjoi%fgiﬁUllAUC\ Cmax%@/g:j)('—‘ytix *&Eﬁ
FHOBER, MR ORIEE - BEEORHBRERICL -
TRLZATEEPH 5,
16.2 ORUN

16.2.1 REDZE

2

(1) BEEREANCOY LY H UYL /e RazaaF 7Y R

50mg/12.5mgx BHEE T 5 &, EERESICHART
YLy, AVRVBERCe RazoaF 7Y RO
WIN S ERE M EERERR (Tma) 2SEE (0.7
~1.78) L. a9 Ly romifEhEE-rrdhiE
HE (AUC) BES LGP >T-bDOD, HILEVEEIE
ROe RarzaoaF 7Y ROAUCHZNENIT%R O
VIMER L7z, R EREE 26 WEETH - 712,
BERAICOFILY > hU YL/ RazaaF7 YR
100mg/12.5mg% B4 BMEFEO#R S Uiz 56 ZERERE
BizlRcuy Ly, AVRVEBAR O Ruraoo
FT7IVROVTND Tmax? B (2.0~2.80[H) L. &
Py AVARVBAROCE FazoaoF 7Y Ko
AUCHZENZN2%. 23% KT 1WET LA, KL
MEE S RWEETH - 727,

16.3 9%

16.4

EMCBIFAOYILY VU ROHIVAR VERAD N E B
BRI, WITNBHRLLETH 72,
tFD?uD%TVF@KFE%%E%%”H%%?
Ho121,

HEAICB T A09 LY > OPHRERBILALTH > 7219,
el

L MIBWT, YLy VIEEE L THILERVEBRIEAR
#HEN, ZoRBENTIE, EELTCYP2CIAEE L7,

16.5

16.6

16.6.

16.6.

16.7

16.8

LhicBwik Rorzousr7Y RRIFEAERBEEN
o7z, [10. SHE]
Bttt
BESAICOT LY AU L /b RaroaF 7Y R
50mg/12.5mg % B [E#E #5480 & TI2, a¥ Ly
V. ALVKRVEEEROE RurzoaF 7Y KA, RAIC
FNENEREED3.7%. 7.7%KU66.6%HE s 7%,
BENDERZEIHES
1 BiEEESEE
SHREREL O BMDERSE (NE7 L7 F=VE
1.5~2.5mg/dL) a4y Ay v LA e Ruru
T F 7 Y R50mg/12.5mg# | H1[E7H M REFZO#S
L7zBoad Ly v ROHIVAR Y EBIED Cradd . B
BEIEH BEICH AL 2UESE <. AUCHunld1.5~1.71%
Ehrol, B RuZ70uaF 7Y ROCnaxfk FAUCo-24nr
E. ZNENEBEREEEREEOLMEKRU2.2(5, B
U752 AX2T%TH - 712,
2 EEE
oLy AL e RarauF 7Y R0mg/12.5mgx
1B1E7HBRER R S5ZOTT LY » RO LR B
OIMBFFEEIL, EEREELZEIIRL e RayaaF 7Y
ROTRRbIEE#E L 2D o7 BHEAT—%) 19,
EYNHEEER
BERAICOYILY > AHYTL /e RaraaF7 IR
50mg/12.5mg#z e E Lo Ly v Hb
RAUBAEROE Furzous 7Y FOomMEFEEIZ, &
BAK SR EENZL, oLy FursoaF 7
VR EOEMBRENLHEERIZRD 5Nk r - 727
WHCBWT, gLy v EVAFY Y, T ) NLYE
=, ULTFYr, VIFT U, FhaFV LK
vy zru~vA ¥ EOHEBERICDWTHEE L7225,
WIN B R LR & 7 2 Y B 2 A BRI ER
SN0, gLy e T oYy (RETEE
FHEAD) CoMAICKD. uPILy Y RUAILKVE
KOMEEDSEL 2D, TNE5OAUCIEEAD Lz, /.
aH Ly &7 aFV—)L (CYP2CODHER]) o ff
FIZE O HIVEKR VEEIED Crax & CAUCH A L 7225,
aHILy > OAUCITEI L2,
ZDfth
oYLk RESSEHD (737 7] 3. [EEVPEL R
OBEESA O EMZNREERB T KT 1> ] ICED
&, oYLk FEESHLD [7 37 7] #2EEMFE L
&%\%E%ﬁﬁﬁ%t%%éh\émiﬁnﬁ%t&
manit,

17. BRIRREE

17.1

17.1.

BWERUR2MEICEET BER

1 EIEESREBEAER
HARAZNRE L —EEREERHEICB VT, oy
LE YRV L/E RO EnFT Y F50mg/12.5mg
Fad vy )T AS0mg G LD b ERICEN TR
FEZNRA R bz EEMRAIERMALAGD S 56
% (FRERHA I E AS90mmHg A 12 X 1X10mmHg M H{&
T UZRER]) &HIE S NERNE 126 (73%) TH -7z
7%, QMK B HILRAMEDFHEMRIZ TR
DEBYTH-oTz,

X AARHRREAMEDFIZLE (SRMRER)

Pbo H12.5mg L50mg  L50mg/
H12.5mg
HE IR 157 162 157 154
N—=Z 74 YOIEF  1002(49) 998(48) 1008(53) 100.7(51)

(mmHg)

MENZE/LES
3
T

14+

T

Pbo=7"F+t AR, L=aHIL¥ > HL, H=k Fu”z
oaFrYR

T F R IE E OFASEFT RG], T F9E (RER
Z). SE/PNFPHME (95%CI)

oYLy AT L /e RaraaF 7Y R50mg/12.5mg
PG EIN-BE TCEMEEROBIEA S #TESNIZD
11556171461 (9.0%) THO. EHBEIERIZFSED
W5 (3.2%) D26 (1.3%) Th-oiz. £z, HERME



17.1.2

17.1.3

BEOBEIEAPHE SNz DIX1556F1226] (14.2%) T
HY. ELEREEEORERE. REEME (5.3%).
ALTHEM, CKIEME3F] (2.0%), FARIMMERE D, N~
N7 Uy MNEAD. NEZaY UEAD. ASTHE. BUNE
261 (1.3%) Tdh-7z.

. av Ly hY LA e RurzuugF T IR
50mg/12.5mgDEIERFERRIE. I RERBEET
35,)7»:19)‘ 20)0

EANE IERRSHER
HAANZRRICRIBO R 2 2 M5 U 7255 IAHFBRIC
BWT, Ly rAhyTvLA e RarzuaF 7Y R
50mg/12.5mgA 5 s - BE TEHMBEEROBIER
MHE S N7z 0122000617286 (14.0%) THO. Ei
BIERESEROM (3.0%). FEhiESD £ LAl (2.0%) .
G 7 ay 7 E8E BEBEEREE2 (1.0%) TH-
Too F7z. ERRMEMEOBIERPHRE S N7z 01320061
2661 (13.0%) TH V. ELEREEEOBNERH X
PRER 18 06 (3.0%). ALTHE insH (2.5%). ASTHE
s AV 7 LD EAR] (2.0%) . FRIMERERAD. ~~<
r7 Uy MEADE3G (1.5%). BIMEREIEM. ~NE
oy rEA. LDHE. CKE. RA R IMERS 442
Bl (1.0%) TH -7z,

ENSE IS5 EEER

Ty ) A100mgE RRZICIEDT > b1 —
VA3 TH - - BR AR S MEREBRE %2 6R
CULEIMEZEEREABRICBVWT, gLy Ay
w4/ Raszaoasd 7Y R100mg/12.5mgld a4 L
HoH) T LI0mgE LD b, HESEEOFE N Z
7 AATIRE R R ORI E 1, BEICEN-EE
hEREZR LU (P<0.001), ¥BE8ERICBIT 2
FTRMMEDR—=ATA > h56DELEZERIIR
g—zzh 23)0

OH Iy > A ™ L100mg TRIRAR 5 7 & Ml FERE B
EXRE LI TOFE b T 7TSAMMEDR—Z T A
6O ENET (mmHg)

ZCREWER P HE & N 7= DX 13MFIFT7H] (5.2%) TH >
7o MEEHT (52ER) ICBWT, UYLy AU T L
e RazoaF 7Y RI00mg/12.5mgh k5 s iz
BECREIER S HE S N7 0122656 #3245 (12.1%)
THY. ERBEMIZMAREEEIMNTE (2.6%). =R
Eﬁm@ﬁzﬂz ) (1.5%). ASTH#0. BNPH#AIE3G (1.1%)
TH o7,

18. ERpE3E

18.1

18.2

1ERRE
KEOBEEHRSTHAUHILY o H) 7L (ALY )
3. BOBRSHECHPICRINS N, 20— EREY
THHHIVARVBERICERSNS, OV Ly RETHIL
RUBAEIE WTNLERNAENETCHET I T
YyrI (AN PMERT 228K (ATIZAEER) 10D
TEWHAMEZR L, ATOERAZBIRMNICERT 22 &
ICEDEER2FET Y, ad Ly iz, L=V -7
YUFT IR (RAS) AEHILENTWAREL =
HEMEETFTNVICBWTERLZEESREZRLD 20, W
ICRASOEE AL WVEL Z Y HEEMEETFTIVICBIT S
[EESIRIIFB VL EPHMSENTVEY, —HFOREHES T
HreRurzoaF7Y RiE, F7¥ RROEERRET
HB., e RurzuuF 7Y ROREERFICEL TIE. R
BICBT 2 MUY AFRIEIER IC X 2 ERIE SR
BWAMERAPZZ6NTWVWAM D, /- b RorzooF
7V FIEZOHEIERIC L OVRASOIEHAL 2#E 2 %9,
L7D->T, a¥y Ly Ay ws e rarzaasFryy
RIZRASTEM(LIREE CEH 2 EERERT OF LY
LRASEEM /LS E A FuruuF 7Y REDREH
THAH7H, MEDTOHABRE ISEHARESICHE L &
DEE LRI RERT EEZ S,

FEEER
BHAFRESMET v MIBWT, B E5 CHREEDIEE
BE (IISmmHEETR) 2R L-ABOUT LY VLB
MRS TREENRESRBOONZP>-HBOL Furo
OF7 Y N2RBRE5T 52 &Ik D ERZEEDE (19

R=2F1 >0 [R5 EFED 30mmHg{ER) 28D 6Nz, MHRABRESRICBT AT
i e Z{ea’ RIEF B SR OME L B LER TH 5727,
agLEy iU T L IAERA | 155.0 (10.4) | -5.4 (1.0) - s
Z 19. BHMES TR BIE(EFHNAR
100mg (N=170) * HE| 97.7 (5.7) |-3.6 (0.6) — B - gLy ) 7 L4 (Losartan Potassium)
gLy HYTL e Ray | IHER | 155.4 (11.0) [-14.5 (1.0) {b%44 : Monopotassium 5-{[4’-(2-butyl-4-chloro-
oo 7Y F100mg/12.5mg S5-hydroxymethyl-1/7-imidazol-1-yl)methyl]
(N=166) * fE3RMA | 97.1 (5.3) | -8.7 (0.6) biphenyl-2-yl}-1H-tetrazol-1-ide
ya N

TROCRTHE (MSE), PO (FERE). § TERDEE P IO

DF ASHEAT R M5

17.1.4

oYLy HY L,k RasuaF 7 Y R100mg/12.5mg
PG SN EE TRIERAD#RE Sz 3166016/
9.6%) THV. F7 BRI FREEE NG (2.4%)
TH-7-%,

EME ME_EEREBER N U R SR
Ty AT L Rz uaF 7 Y R50mg/12.5mg
ZSERIREZICIMET Y hO—LAR+2TH-7-HA
AR B MEAERE 2 M RICEAR 22 571l L7258
MERBEO —EEHH QB BV, gLy hy
YA/ eRarzuud 7Y R100mg/12.5mgidad Ly > 7
UL/ RarzanF 7Y R50mg/12.5mge T, #
S8 AR D4 b T 7 LR A I Tl FIFEEE O FR)
RBERL, BE5HEEEDOTH T 7 AANFERILECld b
FHOBREMREER U, HEHARICBIT2FHE T 7
AMIIMED =254 > 5D LREZRATRT? D,
Oy rAhYT L RasaaF 7Y R50mg/12.5mg
THREATF L EMEEERE 2 HRE LR TOFH b
T T HMIMEDR—AF A > 6DZ(LET (mmHg)

R HEOKREOHRTH 2.

KICHED THEIFR T, A¥ ) —LIITy ) —)L
(99.5) IZIBEFRT L,

fesg

Cl

N
\\T/\V/\@H

N

HO

—ffEFE & FornoF 7Y R (Hydrochlorothiazide)
{k#45 : 6-Chloro-3,4-dihydro-2/-1,2,4~

R=254 >0 | HESEEED benzothiadiazine-7-sulfonamide 1, 1-dioxide
I E* ZgT T3 - CHsCIN3 OS2
. . ~ S1& 1 297.74
Oy Ly H) L Ray | IWEE | 151.7 (9.5) 6.2 (1.0) Z :
nEF7 Y K50mg/12.5mg Al S H9267C (53%)
(N=144) § EEM| 95.9 (5.4) | -5.3 (0.7) R - AEOREEIREEEOWE T, IKBLIEA L K&
EPICTE V. T ETRIL TEI=MUL
¥y AU YL e Ray | WE| 152.4 (11.2) | -8.5 (1.0) IZRRBETIC L, KIEFT Y /) —)L (95) ICHEied T
ooF 7Y F100mg/12.5mg HFICKLK, VZF LI =T IVITIFEAEBTE N,
(N=134) $ WEEHA| 95.1 (4.5) | -5.0 (0.7) KER(E T BV 7 LRI T o
TER/ANZHRPME (BHERZE), P P9E (BHEREZE). SFASHATHERH fes st :
— ~J 7N ~ A ~J |7~ A O O O O
£/ OFLSYHY YL/ L EOIaRFT YR 7 N7
100mg/12.5mg? FE R SR WHEHER K O LR 8 I HoN NH
HICEBABC B LT B IEE L2, :I:::Ii/J
“EEEN (BER) IIBWT, gLy HYTL S
b ROz o7 Y R100mg/12.5mgh 45 & N7z c H
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23.

24,

26.
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(OYILE REEGEELD [5=T7])
1005 [1082 (PTP) X10]
5008¢ [108E (PTP) x50]

(OYILE RECEHEHD [T 7))
1008 [1082 (PTP) x10]

FEX

1) FEREA., fll. FREEHAEZ. 2017 ; 47 : 1353-5.

2) BRERH. fh. ERBERHE AR ZSMEE. 2021 ;
29 1 49-54.

3) Rai A, et al. Am J Respir Crit Care Med.
2016 ; 193 : A1890.

4) Jansson PS, et al. ] Emerg Med. 2018 ; 55 :
836-40.

5) Vadas P. Am ] Emerg Med. 2020 ; 38 : 1299.el-2.

6) Kane SP, et al. Perfusion. 2018 ; 33 : 320-2.

7) Pottegard A, et al. J Intern Med. 2017 ; 282 :
322-31.

8) Pedersen SA, et al. ] Am Acad Dermatol.2018 ;
78 1 673-81.

9) 5 I HEEHRSHEE (7L 3 %> ME : 20068E10H20
HZ&GE., HeEERIE2.7.6.3)

10) % I EREHRESHE (7L 33> ME 20068610820
HA&GR. HeEERE2.7.6.4)

11) BHAT 27 7R att - AN ESEEICET 2 &k
(&R

12) BFOFERE (7L I3 MEEHEHD : 201359H
20HARR, BEWES)

13) BLA T OEMERE (7L 3 %> ME : 20065E10H20
HA&GD. HFeEEREE2.7.2.3)

14) Lo MW, et al. Clin Pharmacol Ther. 1995 ;
58 1 641-9.

15) BREEBEFICBIL2EMHE (7L I %> ME: 2006
FEI0H208 4R, HFEERMTE2.7.2.3)

16) B/ B BTSN EERE CORERGHE (L3
v MEE20065E10H20 H &R REEE R E2.7.6.7)

17) BY)-3 R O - B AR % & O RER U3 Pl e
HOHHHEEEHOBEIINTAY AT (FLIfy
~8E : 2006410 A20H 4&GE . HIFE ERHEZE2.5.6.2)

18) ER&E D OEYEIRE (7L I %> ME : 20064510420
H&ZR, FERES)

19) EMHE_EERLERE (7L I %> ME 2006510
A20H%GE. HIEFEREE2.7.6.8)

20) Saruta T, et al. Hypertens Res. 2007 ; 30 : 729-39.

) EBIEEHBRSHE (L 3% ME 20064610820

HA&GR., HFaEERME2.7.6.13)

22) Rakugi H, et al. Hypertens Res. 2014 ; 37 :
1042-9.

23) EANHBIAERE (7L 3> MEAHEHD : 2013594
0H&R. BAERES)

24) HEHNSUEHAER G FHHE EIEE 2021 1 C6319-
6323, C6326-6335

25) FIHME. fih, FEFEEEER. 1994 ;5 28 : 4063-73.

26) Wong PC, et al. J Pharmacol Exp Ther. 1990;
252 1 726-32.

27) Shah S, et al. Am Heart J. 1978 ; 95 : 611-8.

) Lijnen P, et al. Br J Clin Pharmacol. 1981 ;

12 : 387-92.

29) gLy e RarvuuFy Y RFHAICE BHEEE
B (7L 3> ME 2006108200 %G8, HEEER
WE2.4.2.1)

NEEERERUEVEh E%E

HAT I 7 7 A&t ReEHE
T101-0032 EREETRHEXEAI2T H2-3
TEL 0120-47-9321 03-3863-1225

FAX 03-3861-9567

SRR ES

26.1 BUEHRSETT

AARTI77HA S

RREEBTREXEERI2TH2-3



