2024 % 4 AEET (5 2 /)

2024 % 1 AegET
I ¢ BIRRTE
BRI 3 &

W EERES  EE - EMEOMSEICLVERT AL
£ttt ARBFIRESH]

BAZEES OYILIVAUDL - EROZOO0F 7Y REE

OYIekiRagLDrrck.
O geag&HDITCK.

LOSARHYD Combination Tablets [TCK]

HFRERROFRES
872149
&% LD fe &%t HD
ARES 22600AMX00505000 22800AMX00321000
HRoehass 2014 %6 A 2016 6 A

2. &Z=2
D= 7N

DB % BE

RYEDALT T IR

(ROBEICIFRS LBV E)
2.1 KADRS R UBEIEOBERED & 5 BE

22 F7YRREA I ZFOELULEY (Fl2iXrarsyy
AR (23S B BBUE O B E

2.3 HEXIIIFIR L T W AATEEED & At (9.5 2]

2.4 BEELFKEREDDH H8EE [0.3.1 2E]

2.5 BROBENIBMBE [9.2.1 BHE]

2.6 AEBEECEE [0.2.2 BHE]

2.7 BEHROF N T L - HUTLAPBESPIZEDLTWS
BE [EF MUY LAME. KA 7 LAMESEOBHFERRA
FEASEEBEFNIHS.][9.1.2,11.1.7 ,11.1.15 2]

28 TYAF L2/ E5EFOERKBEE (72720, OREE
WEAR T TCHLEBMEOITY NO—LHFZELLABRDE
ExR<) [10.1 28]

29 FTRESVL Y UEEBERAY (BHICBTAREZRIC
K BEHEER) 2H5F0EE [10.1 3]

3. fERE - B
3.1 #ER%
BR7E4 BRp (1) ANl
Oy Ly HY) L AMEKY . FEETIL
_ FlaN —
OH L RESS LD |(HR) 50mg ”#5‘75‘5”73"7?7,
[TCK] rozongryr (L7777 eroEss
(EE!) 125mg UE}I/\“{’_’}I/U‘—X\T/
7"‘/7“):!—)1/@7“1\‘)\
DA DA Zﬁf;i;ﬁfgﬁ
YLk REEASEHD | (HE) 100mg 2.2 H T L6000
[TCK] v RogrouF7I R @‘ﬂﬁy\ By 7]1‘/
(ER) 12.5mg FENINT )
F807
3.2 HBEIDMIR
e T b | A
T | EEmm) |[ES (mm) | ERmg) | A | a-F
o)L R HE
B &5 LD — @ s | TU
[TCK] I-F4 V78
8.1 3.8 205
oLk R i)
B4 HD — © s | T
[TCKI I-T4 V75
13.6 X 7.7 4.9 415

4. FHREX(FFHR
EIMEE

5. MRENIEHHRICES

EI AR

BELZMEETNOBZINENH D, KHZ2SMTERBEOE—R
REE LrnwT &,

6. RIERUAE
A IHLIELEE (vHLy > hyvs /e Razanas
7Y K& LT 50mg/12.5mg X 1& 100mg/12.5mg) # #% [0 #
59 %,
RANEEMFABEOHE—BIEEE L THL L,

7. FERUHEICEET 2R
JRAIE LT, gLy > H) oL 50mg TRIRATS2G ATy
Wy )L /e RurzauF 7Y RELT 50mg/12.5mg D
BE%, oLy )74 100mg Ligadvy o h) L,/ e
ForouF7Y FELT 50mg/12.5mg THERATDZBEIC
oLy AL /eRurouF 7Y RELT 100mg/12.5mg
DOREEBETAIE, [8.1 ]

8. BEEREANIER

8.1 AFNITHFIL L > 7L 50mg H 50k 100mg &k Ko
ruuF 7Y R 12.5mg OERGHEITHD, adF Ly > hY) 7L
tebRaruaF7Y RUHOBWERNERT 2B8ZN05H 0.
HBYNCARIOFREEHETT 22 & [7. ZH]

8.2 —fEMOMEET (¥a v 7R, Bi#Ek. HIRREESE
D) ZEZTBEINDDH SO T, KERSHIZEHN (5
Bk 2 ML, BER D A1 OREE) IKEDE=5Y
VI RERTAHI L

8.3 KAl THA e RurzuaF 7Y RIFEH Y 7 AIMKER
T IEPHOBNTWVS, AT Ly AU 7L /b Rarzna
OF 7Y K& LT 50mg/12.5mg 5 & n 7z B N EE KR R B
ICBWT, MEHY) 7 AEXETNERZR L, £72EH) 74
MEOCHRBIEEIZEH ) TLMELD B EDP e LZH -
T BAY Y LAMEOHKRNS LV BEESNADOT, MiEHY Y
LMEDE=F ) > 7 EEMIICER L, BIEZ2 31275 2 &
[9.1.2,11.1.7 %&]

8.4 AAIDESTHA L FurunuF 7Y FIERIEIE 2 #IH
SEBBENDDHBHD T, KEHEESFILEHNICIMEREBED
EHV U TEERL, BEETDIITI I E. [9.1.8 2]

8.5 KEIOESTHA L FuruuF 7Y NIZMmEE EFEL<
IERREEEOBZENSH S0 T, BEZ+THITHI &,
[9.1.8 ]

8.6 REIOEATH A RurunF 7Y NIEEZMKEER
RESEE2BENDHAH0T. EHNICHREZERT 572 8
LEFHIITH T &, [11.1.10 ]

8.7 BIEEHICEDCDFE WV, LD DENHLDLNIIENDH S
DT, EFEE. BEHEOEZEEERZESBRERET 2 E
ICIEEESES &,



8.8 FHl 24 BRI E LW ENEE L, TV IFTF U Y
VI RBEARERARSTROBRE L. REROFRMFICL= -
TrIFT Y ROMFEERIC LK AEERIMTEE NER T
BEnrH 5,

8.9 KAl D ZELT VIV T v vy I ZRMAERAIRS HIC
FNICFREOEELFRESH S LN EDREDH D, T
WEREMEZEMRT 274 L. B2 oI, BEEFRDON
B EI IR EEBIET A SEAMEEZITHY 2 &,

8.10 AAHIDHEIC X VFIREIFBBEICHS5DONE ENHHD
T, BRREERHE. RAKICHIERT ST &,

8.11 WHEDKEPRFICHE R BEITII EEOFRZE# T 5720,
FHIFICHREST 5 EPEE L,

9. RENERZHIDZBEICHT IR

9.1 GHIE - BIIEEZEDH2E2E

9.1.1 mAIEEEIRIREDS D EENEHBETE
BE
BELPOEZELVEH SN SBEZRE, EHILETSZ
Lo BIMHE DD PARIRESBEDETIC LD 2EICERKEE
B EDBENDH S,

9.1.2 MEA YD LMEREDERE
BEAVYLMEXBEAVTLMEZECTBENDTDH 5. [2.7,
8.3,9.1.3,11.1.7 2]

9.1.3 BAYY LMEDEE

BERERPCEG LW SN 258 %kE, ERIET S
Lo REOEGTHZUY LY A ) T LIE, EHY Y AME
ZEESELBEIND D,
F7-. BHEERE. O PO LARBROERBESICL D MES
U LERELSZDRTVWEETE, SH Y Y LMENFERY
2BENDHLHOT, MFEN) VLEOE=S ) v 7% EMHN
ICEEL. BREZT2ITT5 &, [9.1.2,11.1.7 3]

9.1.4 RMEREEDH DEE
BEOCREENMOAEA2zEEL., WE2ELSELBTANY
H%o

9.1.5 FRENEALTVBREE (KSEROTTHRES. 8
EDFTZLTWNDEE)
—EHOMEERTEREIIBENIH S, [11.1.5 ZH]

9.1.6 FEFRERDEE
BFrUVLMEZEITBETNDNH D, [T, BELBIE
BEFORECIEL, —BREOMEERTZECITBENNDH 5.
[11.1.5,11.1.15 =]

9.1.7 EERBEEIRIELAEN (FBENIREE LED H 5 EE
BEUERMRDP B o bh e, SFLMERED, MKEGEZ
kU, MEEREEZFRTLEBINNH 5.

9.1.8 AAXEH. ZHRICHEE. BREDHZEE. RUBR
BRMAEDSH D EE
ERBIE, SIOEEZR L. FE. BEREOBPEELD
BTIhHH5. (84,85 5]

9.1.9 ™. EIHDHZEE
BRERFADP DO DNIEZBENNFDH 5.

9.1.10 EAILY U LI, BIFRERERETTEEDS 2 EE
MFEANT T L2 EREEHBZNNH 5.

9.1.11 REMBRUIREDEE
KAIOEEERAPERESNSGBZNNH 5.

9.2 BREEREEERE

9.2.1 HEROBENFENTES
BE LW &, [2.5 5]

9.2.2 RUBREEDEE
BELLWI L, BRELZEICELSESIBENADPH . [2.6
28]

9.2.3 BipERREEZRE (BT L7 FZUME 2.0mg/dL #8)
BEEPOEZELVEH SN BEZRE, HERIGETS

BIREEDSH B

Lo e RarzouF 7Y RICKDBORESERL, oLy

YAV LK D BRERENELT 2B ENISH S,

9.2.4 BHEEETEE (WEJLV7F=VE 1.5~ 2.0mg/dl)
AAEFREHRIERNICIE Y L7 F = VER OIS RBED T
—HV T RERL, BIEEFITHI L, MBI/ LT F=
VMEERKROMERBREEROBZENNH 2.

9.3 HHpEEERE

9.3.1 EELIEEREEDHDEE
BE5 LW &, [2.4,9.3.2 %]

9.3.2 FFREEEX FZDEIEDH D EE (KEL. EELTHE
BEREEDH 2 BEZFRL)

AEICBVWT, & hEEO7 LI - VEFEEREICOT L

Z>HVU YL S0mg # BEREOKRET &, BEBRASEL

TUY LY OEREESEEL, OY LY D RUNIVE

ROMEFREENZNEFNHSBEROW2HEICEFT LN

WESNTWVWE, £/2, e FurzuooF 7Y NS EZ 5

HIDBBENNFH S, [9.3.1 ZR]

9.4 4&hEREZH I BE

9.4.1 HikY ZOIEEHDH DL
FIRLTCWAZENILBESNT T oI T VY U EBRBERIEE
BIXIE7 o4 T vy MIZREETRZHERA L. BE - ik
RAOEE (Bh42, BE - - BoERAE, HTE) 23R
OoNTBIPHRESNTNS V2,

AEIOBEGIZELS, RBEOERELZE L CRARE DL

ERAEEICHES L. BB LoARESEEEE LE S &

SNHBHICOAEET S L, T BHENBEZIBAEICIE

MOFEFIEICERET A2 L. [9.5 2E]

(1) REESHBEENIERL TWAEWI E2HRT A L. K
ARG Y, FHIRL TV WT &R ERINICERT S &,
BERIIERAVHBE L 725 &I, BEbIcikE52F1ET 5
Z&s

(2) WOBEIZDWT, KRAESHBEHICEZFICHET S &,
F/o, BERLMEIISUHET A &,
CHRFRICAFI 2 ER LZEA. BIE - STERICEELE R

ETVRIBHBHT &,

- HERAHIBA L2 IZBE DN BB, EP»ICHEYEC
T B &,

IR A FHE T A5 E k. HEEICHERT A L.

9.5 1¥iF
TR AT IR L C W AR B D H A2 HICIEHRE L s n T &,
BERIIER A L2 BEICIE. BEbICRkSE2HIET A&,
ERPHAROKRBICT > PV F T > ¥V EBRBREER T T >~
VAT vy N REFRERAZ %S S Nz BE TEKEDE.
AR - HiERORT., ik BRoEIME. EAe, ZRERE,
B OIS R O AGRAMEIC & 5 & RIS N5 DU O H#E.
HEHEOTE. MOBREREPLoDbDNI-LORENH S,
BB, FT7YRREATRFERIARICEL ) L E VIME,
M/ ESE R T EDH 5. Tz FIRHEICEDL
MAEEERED. MEEHE. 7= - REBELREESPH5bNE
EWH B, [2.3,9.4.1 ZHE]

9.6 3w
BALEWTENPEZ L, Ty hOREHROEARICOYIL
&AL Img/kg/day /e RuruuasF7 Y R 0.25mg/kg/
day ~a#¥L %> H) w4 50mg/kg/day e FuroasFr7y
R 12.5mg/kg/day 25 L7ziBEIc BV oYLy v L
50mg/kg/day /e RuarzuauF7 YR 12.5mg/kg/day B TEE
RAEOEAROE OREEBAENELDIHONT. Fioo v
VE oy VR VERERC e RurzaaF 7Y RO BT
BNz, RABOERICHTH2EBERIIOTILY AT L
10mg/kg/day “eruruns 7Y K 2.5mg/kg/day TH -7z,
eRorouF7 IR, e MEAHFAOBITIRESN TN S,



9.7 INR

INRE TR E U-BERRBIZERL Tz, FLIRIZEMRE
NT VAW TNRT 0,

9.8 &

9.8.1 —fRICAFMENMET LTV A,
9.8.2 —RIZBEDOREIIFE L LAnEINTWVD, MNEESE
WERILEZBINDTDH 5,

HAIHE BRER - BT % W - el
TUIEATYIVE|BRERE, SAVIL|ILZY TV TV
BEERIHEA] ME K QMK I E 2 42 & | O RIEEER RS

TBEENDDH D, BHREMEN D %o
L EY =)V EREE | LR M E AR S | 25 D FEA| O H RN
ik NBIENBH B HIEREARAIDR T TH

AeRuzooF7I KR
DREFEIERIZE S,

9.83 BETOUTILY > H Y 7 LABMIFEIIH S 5 EMERE g‘?%fvj’wwp fﬁﬂﬂfgfffgb“z
BT VRO P WA IR IR OuF7YREHA
BET, TS RO LR BIEO MR DR E AR A
ICHERTE Y-/ GEERFICkE LTy LY Y RUOAILR THETESHSbNS
VEEADIMFERBESFNZNK 2 HBRUK 1.3 %I ER). ZENRESNT VA,

9.8.4 2 AIRIIMFEEOR D 2R L, Bk, KIIEFIZKS 7 Na—)v f@ggﬁgg%g;
- - - 1o v I8
HELBH, DEC, KHFLEITENHS, ‘ AR ANt

9.8.5 BHCDVERETEHED H 5 EikE TIIRM 2 FIRIIEH 42 LEDHRIC KD REESE
M¥EEOED & MKEHEE R L. MEESOMREREZHR R RS N AR REME
TABTINDS. SEFIV: EEY“@W%EW%i;%ﬁﬁf%étﬁn

F = A F+ S FF+ IV a5 s
9.8.6 {&F U WAME. €4 Y 7 AMEHND 5 bNPT L, 3 TR SYOIGN e eknbdeg i PR g
TRLFU FMATIOBFIMERTS | I VI T2MEBEEDR
10. 1AE{ER 88, KA O—BRE Sl EFS I Ln
FRORATHEDI NS> 7Y bl EORBERT by | PRI s HUSLELE.
N - N YART TV YRT IV 7T :
Dijmm2C9K?PXD)&Q3N4@W%AMLyi@@ OEBERWE: | CUEAMEOREERE 7 uuF7 Y Rick s
HERENTH D NIVRVBEICRE SN, 2B, KEIOS YRS ME BRI B ENDH D, FENTLEOETICE
THHL RO/ OOFTY NG, EEALREESNGZ Ex< YIEREE KA @ﬁﬁ%ﬁ\%ﬂ:@ﬁ@é% V)\ﬁ:w}@;%iggwﬁ~
g & O — B IREEE | FHERTER 2188 5 &
L g, oA B DRBEMTHIL, | EASNTL,
10.1 HAZZ HALRBRWIE) M EERZH T 5 |EEFRZERT 282 |[(FRABRFORL BTN
LS ERER - BETE | BT RRET faoeAl: hans, RIEAORR AiCSDECHINIC

FURFL Y BT, B L= 7oV T @;fgﬁtuyﬁwgugﬁﬁé:& (GERACE
SILA BEREE, BAHYU LM Y Y RBEERSER %

] BHI ERCEMEDY) X7 | SNAEREENH 5. . = -

O EREE T D = S HIERZERL. AEIR| 7unF 7Y Ricksm

THaBIMEDIY EERRITEN D Do | BN ILEOETICE

rO— L AE LR MEA) T LEIZHE|VZEDYF YU ADD

BOBERRS) Bdsl&, # Na-K ATPase I #&

[2.8 HIE] &L, DI E SR &

NERAHES Bo T

FAESL L EER T b)Y LIEATE DTG ET F 4 e T

HEKAOY BI5BZNIH5, MESKERT BTN ey
YA BB - N — N —

(B0 a "o AET VL |77 FREAICEHR| ARIORATHHLFD

ZRICE SRS HETLVAO—- A K| ZaaF T I ROAY Y

= HU LM% IR T 5 | AP ERIC XD EHY

[2.9 8] ZENDH B, 7 L MEE AR 7L 7
Z = O—YAHFERISh

BIENH B, TILHY

10.2 BHAER [GEETBIE LAl THHABF U

R GRICIRTSTL) LDBHRIEC DIk MEEE
HHIHE EERREEIR - BEFIE W - fabER T IR S5,

AT LARFEAME Y Y LAED LR | RFOBRS TH BT UF I VFILREPRESN | RFORS TH ST

FRA : TEBENND 5. U HI L EDBRIC RERYF L TWa, MAYFILME| 52 H)TLDFFIL
2¥a/) s KO AT LEFBIERD BIOEETAHT L, BEMERICKD, VFY
N TLF L BT EBENDDH B, LOERPRIDEER

71 7 LFEREH BEREREDH HEEIC 5NTWVA.
WIEAYTL ERICERT BT, R¥. MILBEFS, V[ AHORSTHEERD
PUXRT Y LER FOLFBEEBTSC | /O0F TV RRBICH

B : ERBH D, MBVFIL|F5)FILOERINE
ANT 7 AT FA BEIOEETAHIE,  |[BEL. UFILOME
v hUAR WREE LRSE5,
7on \ _ HIE R EA LT 6709 LMD 3T | RAORS To 5L FO

AR b FEA - —BYEOMEET 28 | MR EEA TiaRe 2 # BIENHD, rauF7 Y REOEE
Jut 3R ZITBENDD B, FTTWBEFICIIL=Y ACTH R RILEVH]. ACTH
AR EEDTTEL TV 2B EHHY T LHEER %
vrs BB, KADBHLD prig

[11-1.5 Z%/E\\B\] 3_(/30 7“]}_})‘/]}_}\ %ﬁ” m:j;ﬁ] ‘L\E o “] l/l ~ | I i

K e e > EHY T LEDETRA| 70 FIL Y F o BENLE

FTYUARFL Y THREIEE, SHYIL| LY - TUIF TV HEHNRTLIL D, HUPLMES EEE L

IM¥E K MK I E % #2
ITBZENDH . eGFR
»* 60mL/min/1.73m?
RiGOEHEREDDHS
BEAOTIYRFLED
BHRIZOVWTIE. BEL
RrBrnEHksn
LI EERESEITILIE,

REEERAPERSN
BFREMN B %o

TeBTIVR ATV RER
BlERITEND 5.
L7z B> TRRIDR 5T
hrerarzauaFry
REZVFILY F o BA|
OFFICKDEAY 7L
IME % ¥E58 9 SR REME DS
H5,




HALE HRRAER - HEEHE W - fElER T
T PR A A ERRARIOMERZE L | HFIZBHIE TR WA,
SU #l <WHEITHIENH 5. | KEOESTHSLRT
AR rauaF7IRICESN
BEHEIA A U LFESC X0 T O
IR ESE BHAAD A > A
MERTHEEZILNT
Wb,
JLAFFIV F7YRZEEIOERN | ILAF T IV DOREE
BWHETHIEND 5, AICEOERBIDORBSTTH
AeRuzouF7I R
DORNATHESh B &
BdH 5,
JEZAT A REHEE | BEERSEESNSE | TRy 750V V04
S A TN H 5, BRPREERIC LD, AH]
AV RAY OREEERZRERBSES
AIREMEA B Do
BEHRENENLLTVWIER | Taxy 7500008
ETIX. SHICBHEED | RIEEERICKD. B
BLIHBZNI D5, |[MENPERNTIHDEE
ZA6N b,
F7IRREROMERA | FERT O A RIETH A ER
HIETAHZENDH 5, BloTaryrs0 vy

HRBAEEERICK

L BRNTOrRy TS
UMLK F B
U LOERARFE S EL
TARB DR THAHER
oruuF7Y ROER
LiEILT 5,

TL—=FT L=
Jai—RA

FBEERDP TSN 2B
TNDDH B KHNDOH
Sz L —77)L—y
Ja—ZDEEULETS
Z&,

L= TN =Y V1—
2ICEENBHIH DD
CYP3A4 BHEERIC K
DARFIDE NS TH S
OHILy )T LDE
leaw k7 IoYii=h - Y%
BRI 2720, KEIORE
FEERMPETFHENABZ
n»»s.

11.1.12 RAESRRN. fKE SEFRESEREE (I b
FEEAHH)
RIEMEM %, fiKESHSDNEZZENH S, £/o. e Fa v
g F 7Y RARA%. 55070 & B R DL S IR B85 E
BARR U EOHEDDH B V0,

11.1.13 2BHTUFIMN—FRADEL SEEARH)

11.1.14 KM% EEARH)
iR, ZERERE, W, FoOBA. EFET., BE, EFEE
ESEPHOobONIGEICE, BERFIEL, BUZAER{TS
&, HRRBETOERETHSDONPT L,

11.1.15 EF MUD LM (BEEARBH)
BRE., BEFAE. BX. B, B8, ZEEESL2ESKS
N AIMENS 5bNBEZENDH B, (2.7 ,9.1.6 BH]

11.1.16 2EER. HAEBARAE (WLWIThbHEEARE)
SR (BHE. BHETFSEZ2E80). HEBARAEYLH 5D
NAH5ZENHAHDOT, B EENOBKTRRBEEDEENR
SNZHBEICEREEZFRIEL. HPPICRBIEDRZE 2 X5
K5, BEICEET S L,

11.2 ZOttOFIVER

0.1 ~ 5% K™ SEEAN
HFEWV, FHER, BRI R (BB, AR AREY
RIME, fEriEEmE. 8% | fdmE GERS). Ko
MR - R4 OW%. A, Of%. B
Tk, SiEE. EHRE.
fEgs, MRETEARS. (EAS. &
MRIR. BEERDUE. I8
HE. e E (AST LR, |—
ALT E5.LDH F5F4)
=3 BUNER, 7L7F=y L& |—
& Ei N R ZALBE, EFRBBL KLE
fE KLBE. ZO8E. HRE AL
KETV)TFIh—T 2

RS
TEERER
HIbE

JFF e

11. BlfEA
WOBMERDSHobNBZENHHD T, BEZ 012170,
BEPRD 5NIGEIC3 RS E2HIET 5 7% EET 2 AE 21T
52 &,

11.1 EXBENER

1M1 PFI45FY— (BEEFRH)

AR, ONEHER. BIT. SRS, WRREE. 2580, 7

BESHEDNDEZ ENDH S,

11.1.2 MEZE BEEARH)

HiE. 08, Wi, SZ0ERE S 6bNEIENH 5.
11.1.3 2HEFRISBIEFR (W3 N 5EEREH)

11.1.4 2MBES (SEERH)

11.1.5 Yavg, &K, BEEK (LWINLEEARH)

BEG IEH. BEMNASES S LbNEAICIE. BEbICHET S

WBETS> T &, [9.1.5,9.1.6 ,10.2 ]

11.1.6 EUEHRERE (SHEARHH)

AR, B CK L&, mHRCRFIATary L7 %

B E T ABRHRREDN D 5 b iBE I3, #E5ZHIEL.

YL MBEEITD & Fio. BEHEHRAEIC K 2 2 HEREE

DRIEICEET A &,

11.1.7 BAYUDLMAE. SHYUDLIGE (WTFhbEERE)
MEAY) 7 LEQERELEFIC V., BRE. B, RNEIRE
BhHobhbIENdHb. [2.7,8.3,9.1.2,9.1.3 ]

11.1.8 FEIR (SHEEAHH)

DEMBNGE. DEMESSEOREIRYE D 5bNbZ WD 5,
11.1.9 SRMEREA . BIMEGEA. MIWREA (W3 h s SEEARE)
11.1.10 BERRUEM. BMMEEM (W3 5EEARE)

(8.6 ]

11.1.11 BIEMMER (BEEARH)

i

A, R MEREIE /. 7~
BRERAD . AT Uy METR,
ANV ER, ANEFT
. BImBRESE M. U
S SEREE AN

FERERECE . FHERE
WIEHN, V> SEREGED

Z DAt

BRE CK L7, &SRB
IMAE . &5 MBEAE | ZHERSE AR,
ZiF. SR, CRP#i0. R
7R RERRAE . FRAR MR
Ptk PRAPEMERR . R

HEFEEREE. LONE R
FER (g A BRIESE) (5
HRIEVITOIZE. HRE.
Wk AL~ 27w LU A
Ja—)UE7ILHa— A, I

hEERY. BNP #i BRI LB A ART Y
A EHNT T LIMER S B
FRR AR 2 | AR BE AR
ELPA B MR R & B RS

HHEM A EELE

) OHLY LAY FOyaaF 7Y RE LT 100mg/12.5mg.
50mg/12.5mg. 50mg/6.25mg. 25mg/6.25mg %15 L7 i
RiBE % & s,

12. BRARREEICRIFTHE
HRIREE DO 2 WEEOMTE PBl 2B NS E¥2 2 ENH 5.

14. BRLOER

14.1 FRIZGFOER
PTP A DEANIPTP ¥ — + 2BV H L TIRAT 2 £S48
B9 5L, PTP U= FOBRRICE D BOLHAKH RERE
ANFIAL, BICRZELZ B L THIRIAREOEE 2 & MEE
HFETHIEDDH B,

15. ZDMDFE

15.1 BRIRERICE I IER
WHTERENEEFERICBVWT, e FarouF7Y K%
BEIN-BET, BEMBERCERMED ) X7 2180
TAHIEDPRESNTNS Y,



16. EYERE

16.1 MOGEE

16.1.1 EEOlkS
BERAICEYILY > HYYL /b RaraaF TR 50mg/
12.5mg ZEEREOHRE TS E. aFLy U ROHILAR VEEIEIL,
FNZNHEER 1.4 RO 3.7 BICREMEHIEE (Cnax) 123E
L. THEERH (te) 1.7 RO 5.8 BB THA& L, Rkorn
OF 7Y ROMBFFREEIL, 5% 2.8 FE T Cnax IZEL. t12
X 79 B TH o7z () 9

£ BEBRACBIZOYLYCAYTL bRuraaF T IR

50mg/12.5mg = HEHEHREG R OZEMBRE/ T X —5

2) eRazuaFrI R

THILE > A b 50mg
tForooF7 Y R 12.5mg
oy HIVARVEME | eRozooF7IR
Cmaz 29104969 | 592.9+137.4 95.9420.9
(ng/mL)
Tmax 1.4+0.8 3.7+1.2 28+ 009
(hr)
AUCo= | 50, 04180.2 | 3674.14680.2 | 516.2+89.8
(ng - hr/mL)
t2 1.7+0.6 5.8+1.1 79412
(hr)

n=11. PHY+IEERFZE (Crnae AUC AP, Tmax: EATFS,

tia © FAAIELY)

16.1.2 REHRS
BREROHREEORBEENEEERZ ICOY LY > h YT L/
b Roruouas 7Y K50mg/12.5mg % 1 H 1614 HEXE
BOKS Lz, mEEFayLy >, hLRVBEROE Fa
7au0F 7Y ROWTNICHEREIIRED SN2 o719,

16.1.3 EYZEHIRFHEHER
(OPILE REEEEE LD [TCK]Y
oYl FEEHE LD [TCK] &7V 3 x> MEASELD %,
TJURF—=N—FICEDEFNETN1E (AH LT HY T L
50mg KU’k RmruoF7 Y R 12.5mg) BEKARTFICHE
BHOREOHRE L TOEFOH LA VERE (BY Ly IEER
#Y) RO RorzonF7Y FEEZHIEL. Boh-EY
#HHE/)SF A —% (AUC. Cmax) 122\ T 90% fEHEX i IC
TIREHRIT 21T 5 1245 R log (0.80) ~ log (1.25) O#iFN
THO . WHOEMENRFES RSN Y,

1) HIVRVERE (a¥ Ly iEERE)

HEIST A —% SE)NT A — %
AUCo — 36hr Cmax Tmax Tie
(ng-hr/mL) | (ng/mL) (hr) (hr)
OH)LE R | 4328.25+ | 613.48+
$LDITCK] | 161116 | 22296 |369%1.53 | 9.47+2.82
TUIxVMEE | 4714.64+ | 663.95+
(Mean = S.D., n=16)
(ng/mL)
10004
9004 *T7
i 8001 |
3 i
ﬁ 700 33”
7600 @4 - O LEREA§ELD [ TCK]
500 Vo -o- FLIXVMEAHLD
i3 Mean=£S.D.,n=16
P 400
# 300
= 2004
100

24 36
ﬁ Fsﬁ (hr)

—3
o
w3
e
o
o0
—

NS}

M5 A — 5 BENG A~
AUCo - 36hr Cmax Tmax T2
(ng-hr/mL) | (ng/mL) (hr) (hr)
OYLLRES | 40595+ | 6897+
%LD[TCKl | 131.64 23.83 | 2.63*1.09 | 8.20£1.90
LYSTYMES| 4288 | T3T6% | 519+0.57 | 8.14+2.09
(Mean = S.D., n=16)
(ng/mL)
1004
90 T
80 *7
701 1l
604 Val - - TV RE&§ELD [TCK]

-o- FLIRVMERESELD
Mean=£S.D.,n=16

BEE7UNNOONTZN BEE
w
o

40/
304
20
10
O T T T —
1234 6 8 12 24 36
5 (hr)

IMEEFEEI I AUC, Cmax 08T XA =413, #EaE &
R AREOFFEEIE - RS ORBREMGIC X > TR 55
WH 5
16.2 ORI
16.2.1 BEDFE
(1) BERAICEY LY A7 L /eRazaoaF 7 PR50mg/
12.5mg #BBT G5 5L, BEBESICHRTOTILY >,
LR VBAR e ROZ0uF 7 VROV b R i+
BERLERME (Tma) 2B (0.7 ~ 1.7 BRE) L. odL
ZOMAEFRE - R NEE (AUC) 3E P o7:
LOD, WVARVEBEAKRTeRasaoaF 7 YR AUC A
FNEFN17% KO 2% K RNUM, BRK EREE 2520
BETH-12%,
(2) BERAICEY LY > AY7 L/ eRazaaF 7 PR 100mg/
12.5mg # BB BEROKE LGS, ZERRSICHRT
gy Ly, HVRVEEAEE e Ras/aaF 7 VROWT b
Trmax 2B (2.0 ~ 2.8 BfE) L. ¥ Ly, HILRVERK
NoevraroaF7IRO AUC BZENFN 22%. 23% KO
11% & RUL7zw BRR LR 6 WRE THh -7z 12,
16.3 7
b MIBITEaYILY Y ROHIILER VEBAO MEEABERIL,
WINnd 99% Ll ETH o7,
tRroroosF7Y Fok MEEBEEERIX 22% TH o7 19,
HEANCBT 209y > ODHEERRBIE34LTH -7z 19,
16.4 X
EMZBWT, YLy VIdEE LTHLRVEBREARE S,
ZOREBNTIE. EE LT CYP2CO S L7z,
bt MIBWwWTkRoruoaF 7Y RRIZEAERB SN2
7213, [10. 2]
16.5 HEtt
BERAICOY LY )L e RuryauaF 7Y R 50mg/
12.5mg = B[O 5% 48 REE TIZ, gLy v, ALK
YEMAR O FuryaaF 7Y RY, RAICEFNENESED
3.7%. 7.7% KU 66.6% Hatt S 7z 9,
16.6 RENDERZEIZES
16.6.1 BiEgEEESEE
BERERELAESOSMEERE (MW7 L 7F=VE15 ~
25mg/dl) icay Ly yHY T A e RarzaaF 7T IR
50mg/12.5mg % 1 B 1 [8] 7 HRERERZRO#RS Lo oL
Z VRO AIINAKRVEBARD Crmax 13 BHEREEEBEICHA 1.2 /5



E<s AUCoaun 1X 1.5 ~ 1.7 EE» -7, e NurouF7Y
F®D Cmax X AUCo24nr 13 TNEFNERELEERED 1.4 3
FO22ME B UT I AE27T% TH -7z Y,

16.6.2 &

OH Ly LAY L/ L FaraaF 7Y R 50mg/12.5mg %
1H1E7 HEXEROBRSHOTH LY > ROHILAR VB
OMmEEFEEIL EEHEEZEI4L, e FaraugF 7 YR
DR GIEE#E EEZD o7z BLEAT—%) 19,

16.7 Z4YHHEIER
BEBRANICOY LY AU YL /e RoroaF7 IR
50mg/12.5mg # BEREO#E Lizgouy Ly v, ALKy
BAERCe FaryooF 7Y ROMmEETEE R, SEAHRE%
LESRL, ULy yE RuruouF 7Y REDEYE R
B2 HEERIEED NG -7z 9,

BAINCBWT, OB Ly EIRF I, T2 I NLEY —)L,
ILT7 7YY, VaAFTU A hNAFY LR IY ZAavA
U EDOHEERICOWTHEEF LA, WInbiR EMES
e HEYERRH LAAEERIIFREO NP o717, uad Ly v
LV 7 7Yy (REBERFEA) SofHICKD, adi
7 U RHNIVKR VBAEOHEENEL 2D, 21560 AUC X
DUizo 72, aP Ly &7)aFV—)L (CYP2CO DHE
Al OPFRICE D HIVEKRVEEIRD Crax U AUC 8 L 72
M, THILy > AUC I3 L7 19,

16.8 ZDfth

(OY)be REEGEE HD [TCK])

TH)Lk REdESE HD [TCK] &, [&EPEL 2 REOFEREHA
DEYZNRISEREA A RS54 CER244E2 A 20 H#a
BTEF 02295 10%5) | IcEDZ. a¥ )bk REZ&$E LD [TCK]
ERIEHEBIEIE Lz & BHEEPE L EMZENICESE S
AL SNz,

17. BRIRALHE

17.1 BMERUOREMICET DR

17.1.1 EMB"S5RLEEGR

HRAZNRE L. —EERLEEBICBEVW T, oy Ly o h
UL/ ForzoudF 7Y R 50mg/12.5mg il vy 7
)7 L 50mg HE LD B ERBICENEEDRSED SN,
R FER SRHIE R 154 oo S 5 /% (HRREAMEA 90mmHg
R ICXIE 10mmHg PLEET U72ER) &HE S 72 ERN
112 6] (73%) TH o720 7B, SBEMEFICH T 2 ILRMIME
DFHEBIITROEB D TH -7 202,

X AAHRERERME DP9 LE (8 BRI 5H)

Pbo H12.5mg L50mg L50mg.”

H12.5mg
O T 157 162 157 154
R=ZFAVOMmMET 100.2(49) 99.8(4.8) 1008(5.3) 100.7(5.1)
(mmHg)
,2 -
,4 -
i
£
s lor
-12
-14 +
-16 b

Pbo= 7S+t R, L=a¥ Ly HYwL, H= FurouF
7IR

T FEFHEIEE O FAS et A, 175l (REFEE). § &
NZFEE (95%EFEX M)

Ty AT L e ROZauF 7 IR 50mg/12.5mg A5
Nz BECEMEEROBWERAIHE SNz 155 Fild 14 4

(9.0%) THH. ELBIERITFEEDEOL5H] (3.2%). EiD
261 (1.3%) Th-orc. Fiow BABREBEORIEAPRE SN
DI 155 Fld 22 6 (14.2%) THY. EhEEREEEORBIER
13, FREEHENN 8 5 (5.3%). ALT #0, CK #4341 (2.0%).
RMERECR D, AT UYNEAD . ANEZOEVEA. AST #.
BUN #0142 6 (1.3%) TdH-7z.

o, OHLYUHYTL e RazunF 7 IR 50mg/12.5mg O
BIERRERIZ, TSt REFARETH-.

17.1.2 BRELERARSHEE
HAAZRRICEHOR M 2% LS MEREICB VT O
YLy HUTL/eRarzaaFrY R 50mg/12.5mg S s
N7 BECTEMBEEROBIERAPRESN-01E 200 fiF 28 i
(14.0%) TH0. ELEWERIZSER 6§l (3.0%). FEEDE W
461 (2.0%) . GHE7Tay 7, BhiE, BEK EREE 26 (1.0%)
THolze Tz, BRMEMOBWERA#ESN/-DIE 200 fFl+
26 i (13.0%) THY. FsEREEEORIERIZREEE 6 4
(3.0%). ALT #8405 B (2.5%). AST #f0. AU LEDE 4
B (2.0%) . FRIMEREE D, ~< b7 )y bEAE 3 F (1.5%) .
HMMEREIE . NEZ/ O A, LDH #Ei0. CK #in. RE
RIMERBFIES 2 ] (1.0%) THh-o7z 22,

17.1.3 EBRELIE_E5RHEER
THLy ) A 100 mg ZRAZICIED > ba— LR
T+ TH-oI-HARAREESMEESREE2NRE LZENHET

EmEHBICBVWT, gLy AU YA e RurzaouF T
Y R 100mg/12.5mg lEa+ L& > H ) 7 4 100mg 5 & 0
b, %5 8BEBOFE T 7 ANIER R ORI M E S 12,
BREICEBNZBEDREZRLZ (P <0.001), %5 8HREICH
FBFEH N T TRMMEDOR—AS A U hr6DE{LBEE]IC
ﬁ?ﬁ' 23).24)
£1 oYLy rHhU 7L 100mg CHER S REMEERE %
WREULERBTOFE NI 7TAAMEDR—ZA5 A 2H5
OE{LE*Y (mmHg)

R=AFA4 D | #5 8HEEED

S ZiLg*)

DL py e | R 1550 (10.4) -5.4 (1.0)
100mg (N=170) " yrags | 077 570 | -36 (0.6)
Eigi;ﬁ;;gﬁ W | 1554 (11.0) | -145 (1.0)
g 12oms WS | 971 (53) | -8.7 (06)

F 1) RN RTE (RERRE)

I 2) FHEE (FERE)

¥ 3) FEFMIEE O FAS TR
oYLy AL /e RurzooF 7Y R 100mg/12.5mg
PG SN EECREAYPRE SN DIE 166 FlH 16 F
(9.6%) TH V. EBIEFIZMAFREEEM 4 6] (2.4%) TH-
7—: 23)Q

17.1.4 BERENE_ESRERABRNR O RBIRSHR
YLy AL/ e Rarsaad 7Y R 50mg/12.5mg %
SSEMRABICHED Y ha—LARF+DTH > - HREANKEE
M B E &2 W RICEHR N2 51 L 72 HEHBE O —
FEEBRY (8EM) ITBVWT. ad Ly AU TL L Ray
uoF 7Y R 100mg/12.5mg i3uH Ly > AU Ak R
ruauF7 YR 50mg/12.5mg & HART, #5 8 BEFDF b+
T 7 AAIERAMECIEREEORENREEZ/R L. %5 8K
O b5 7 AAIGESME Tl EREOBEDREZR L,
85 8EBICBIFAFE NI TANMMEDOR—ZATA P HD
ZLBEF 2ITRT 229,

xz2 LAV L e FusunF 7Y R 50mg/12.5mg

THRA DG MRS G e Ul ToFg o
TARLMEDR—RZ A in b DA L& (mmHg)



N=2FA4 2D | #5 8BRED ## &
fupEEs) T{LEEY NW -
E?’gigg;;f{ IS | 1517 (9.5) 6.2 (1.0) CIN\
PR WS | 959 (5.4) 53 (0.7) HO
EY’;?;Z;;?{ IR | 152.4 (11.2) -85 (1.0) O K,
(el M| g | 950 (45) | 5.0 (07) I:H\\J

¥4) RN _FEIE (FEEE)
E5) FHfE (FERE)
¥ 6) FAS BT A]
/o uPLY L AU YL L RusuaF T YR 100mg/12.5mg R BEOBEEOHRTH L.
DRMEERNRIE. (R IR M E S 52 RSB LTS KICBOTHEIFR T AF ) —VRIETY ) =)
= A (99.5) IZIBEFRT L,
—EERH (8EM) IIBWT, u Ly AU TL b RO

ruuF7 YR 100mg/12.5mg A G s n-BEcElfEmy  —RNEN D eFa7aoF7 YR (Hydrochlorothiazide)

WEINTOIZ 134T 76 (5.2%) THh-o7-. EEH (52 {t % £ : 6-Chloro-3,4-dihydro-2H -1,2,4-benzothiadiazine-

ER) ICBWT, Ly Ay LA e RarzuoaF 7 YR 7-sulfonamide 1,1-dioxide

100mg/12.5mg »#x 5 s hi-BEcEfEA s EE s hzox 7 T 3 CHsCIN3O4S:

265 il 32 i (12.1%) ToH 0. ELEERRMFREEM7 7 T &:297.74

il (2.6%). ERBLIE 4 B (1.5%). AST #f1. BNP#fng B = :1#267C (3#)

361 (1.1%) TH-7z>, &

O O O O

18. SR Y R4
18.1 EFRILF N :@ )NH

Oy AL /e RaruuF 7Y ROBEEK S Th 50T cl N

LEZYAHUTL (ALY ) 1, BOBRSEESPITTRIR S, H

— B ERBITH AR VERIKICE BRSNS, OYILY
VROHIVARVEERIZ, WITNLEENAEME THAETVIF
Ty I (A L) BEATZZEE (AT1 ZEME) 1TlBOTHEL
BRMEEZRL, A TOERZBIRICEN T2 EICXVBEER
HERETH D, ag Ly 3 L= 7y I F TR (RAS)
PEELESNTVAELZ VEEMEETFIVICBWTERLEE
BIRAERL 2027, W RAS OSSP WVEL = U HEEMEE
FINCBIIAEENRIFBVEPHSNTWS Y, —HORE
BaThiserRaruaF 7Y Rk, F7YRROBEEFRIETH
%, bRuruuF7 Y FOBEEFICEEL TR, RAEICE TS
ﬁ*uvAEwwmﬁWﬁ’;éﬁ?ﬂ%%ﬁ*ﬁ%ﬁ%i@h

TW\W3 3.2, F7- vrRorzoud 7Y RiZZoFRIERIC
RAS OiEELEE T 2,
L7z ->T, gLy rhayrLs e farzaaF7Id R
RAS EEICKRECEH G BERENR 2RI OY LY > & RAS =
EEfbsEse o ouF 7Y REDEGRITH A0,
FOFAZEG T SEFZRSICHE L XV EZEZEEDRER
TEEZZD,

18.2 BHE(ER
HARBESIES v MIBWT, BB S THEEDOETHRE
(#9 15mmHg &) 2R L-HBOUY LY v EBMEE TR
HEMRPRO N E»>7-HEO FuruuF 7Y Rz
RA#E5T 2 EickD, EWHLEENE (4 30mmHg K T)
PHRD N, HRABRERICB T ABRENRIZIREMHESHD
MREMEBLERTH -2,

19. B ICET 2EEENAR

—fREEH - YLy > H) L (Losartan Potassium)

{t % £ :Monopotassium 5-{[4'-(2-butyl-4-chloro-5-
hydroxymethyl-1H -imidazol-1-yl)methyl]biphenyl-
2-yl}-1H -tetrazol-1-ide

1 C22H22CIKN6sO

1 461.00

D P
2

?
%

e R BBOHEE

BEREEOMET., ITBVIER <, KiE
DI PIZE N,

TERIBIRT L, TP MUILITRREBTIC
<L\ KRELH =)L (95) ks TIEIFIcL <,
VIFILVI—FTIICIEEAEBT B, KEBLF MY

7 LETRICTE T o

22. A%

(OY)bEe RECEEE LD [TCKD
100 %% (10 $E (PTP) X 10)
(OYILE REEGEE HD [TCK])
100 $¢ (10 $E (PTP) X 10)
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