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IRTRA® Combination Tablets

i) EE-EMSEORTEICLVEHT AL

@) sHionoal

2. B2 (ROBHICIIFERSLANWI L)

2.1 RAN ORI LB OB EO $ % B H

2.2 7Y RREF T Z0RPLEY Bz Zravsyy F
VEOANKR YT I NFLAE) TR 5B BOEO B O B
by e

2.3 MR IIER L T A R0 5 5 4tk [95 B/

2.4 BIROBEXIENHOBE [NV 2BV AFT I RO®)
WA TE 2\, ] [922 BHR]

2.5 alERE0BE [921 BIK]

2.6 K OF YT AL AT APHSPICHRI L TSR
FZ (MU ZaVAF7Y RIS MY v AME, K5 7 A
MESDOBMEALMZELZCEBENND L] [11.14 5
1]

27T 7TVAF Ly 7 VIBE 2GR oRIRmERE (72720,
MOBEEEFREZT>THORBIMEND I Y PE—=AHELLAR
HoBzzkkd) (101 3]

2.8 FAET LY VRN (BB 2 EMEIRIC X
DEMHIR) =85 hoBE [101 2HK]

3. $ARK - MK
3.1 #BRk
W5E44 AV FELASE LD AV k7 EA$E HD
1 geh 1 e
BHRES |A VRN v 100mg | 4 VNIV F v 200mg
M) ZBaVRAFT7YE Img| P70V AF7IYF 1lmg

BRI, bt ra—2, Zuxsvru—RF Yy
A, BEFORAU—R, NYEQATIFUTS Y, ATFTY U
RIAYVTA, JT VBNV, BLFY . S,
37

WA

3.2 SFIDMHR

W5t 44 4V b FELESE LD 4V b FEA$E HD

WREOEAFBDO 7 4 VA RKRBEDOLEHAED 7 4V A

WK AR 22 s, N T T

Ef% #11.0mm Eff # 14.0mm

R&& FifE % 57mm FE % 7.3mm
JES #) 40mm JEE #) 49mm

Bl #0.22g % 0.43g
CTERN & 141 : 100/1 ® 142 : 200/1

4. ¥hee - PR
= I E£E
5 %hiE - DRICEET B EE
5.1 BEZIMEITOBZNEND Y. A% SIUL RO H—E

PEEE LT &,

52 FHIE LT, A VRY V% ¥ 100mg THRERA TR EITA
VRPNV E Y/ MY r7a )V xF7 Y F100mg, 1mg D5 %,
A NPT 2 200mg,. XIFA VRNV F Y/ bY)7alxF
7 ¥ F100mg,1mg TRIRA T A LRLGEITA VYV Y |k
YZz7ualAF7 YK 200mg Img OG-+ 5 2 &,

6. Bi&- A2
WA THLIE LS VRV Y 27a VA AFT IR
& LT 100mg1mg XiZ 200mg1mg) =595, AKHl
R MEEROE—EIRE L LTHC RV,

8. EBEHLREAXNIE

8.1 AANIA VAHFIVF >~ 100mg 5\ E 200mg & B 7 T X
FT7 Y F1lmg OREATHD, A VXYV F &) 7R
F7 Y VRFORMERPBEHT 2BEN0DH 5720, #UIIAH]
DR EMET LI L,

8.2 M) 7V XAF 7Y FIMMEA Y AIEZ RS BEND
HHOT, EMICIFEAL ) Y MMEOE=F ) Y 7 EFERL. B
BET5IT) 2k, [9125/H)

83 M) Z7ulAFT Y FITHRBIELBHEELBEI0H 5
DT, EHWICIERBEOE=5) ¥ &2 ER L., Bigx T4
A7) S & MBRBEO EAPBR S, ZoREIC
WU THREETIET 2% SEYRUEEZIT) 2 Lo

8.4 A NNH LY U RELT v It T v Yy I ZHEEHIS
ICEE R IR SRS S b L OREDDH 5. ke
FEhd B % EBIE R T IAT) 2 ko (1116 3]

8.5 BIEMEHICHDSL DTV, SLLDENDHLDLNLZENHLD
T, WAMENE. HEVEOSRSERE 0L B 8053 2 B
HESEHLTE,

8.6 TRl 24 BRI IR G LAV ENET LV, TV VTV Y
VI ZHEEERA XSO BE L. REBEELOCTHPICL= Y7
YVF T Y ROMEWEMIC X B EE R MET 24 2 3 ik
Whd 5,

87 M) ZunNAFT7 Y FORRIRILZBICHSDNE I LADH
DT, BFFER, BAKCHIEETLZ L,

8.8 MIHTBE., N ZUNRAFT Y FIZLBEREIMNID S
bNLZENHDLOTEMWRELZIT)Z &,

8.9 WM DIKBAUNFITLE L BF I, KEOPHR & #5720,
FRIHICHES T2 2 LD E L,

9. BEDEEEFITHEEICHTIEE
9.1 &R - BIEEEDHSEH
9.1.1 MEIEBEIIKREDH 2 EERIIH B TEBEHIRIKEDH 5 E
&
BHERLEE RV EHM SN ASEEKRE. R OIS
T Lo ANNRYINE ViF, BIMG RO RERES BIEOMK
T2 & ) 2RI E R BL S BENNDH %,
9.1.2 MFENV D AEREDES
MmiEAa v o AMEPELT B2BZNDH S, [82. 913, 11135




Ve

9.

W ESEERE (2)

]

1.3 BAUDAMEDES
BERERLTEELVEHAN SN IEEZRE, RA O
HZTlo ANMRYNLY VIE, BHY T AMEZEESELBEN
Wb Fiz, BHAEREE, 2V Pu— VARORERBEZIZLD
MEEA V7 MMEPEL % )R T VEFTIE, MEH Y Y AEICHE
B¥HrZ L, [912. 1113 &M]

4 EEREEIMELER INENRELEDH B EE

P ZaNVAFT Y NIZEBR2MEREDES S bRz, Bk
ZIMAEEIRA, M2 K L. MRERIELFRT BT
Hbo

.1.5 RMEREEDOHSEE

BEOREARMTAEZ51 SR L, WEZELIEBLh
Bd %o

16 AAXEEE, RBICEE. BREDH S EERVERE

EDHBEE
MY ZalAF7 Y NI ) SR, = IIAEAEZ R L. if
. MUE O BAL R BEHAL OB END D %,

LT TR BMOHHEE

MY ZONAFT Y FICE ) ERERRE RS T BINGD D,

1.8 BRI D AMEE. BIFRKIRBRETEEDH 5 EH

M) ZUNAFTIRIZEDMEAI NI T L% LR IEDLBEN
23 5o

1.9 BIEEEPOERE

MU ZanAFT7 Y N2 DS MY AMES O ERE LT
BT BENND Do BRE L IER LT 0 B TRAKHED S
GG L. WETLIHGIEIHRAIITI 2 L —Btko 22z
EETZRITBZENID S, [11.12, 1114 BH]

110 REMHETIREROEBE

) ZaVAFT Y FOREEHSHEMR S NS,

2 BREERESE
2.1 RUEBREOEE

BHLhnwZ & B EICE LI E2BZMN DL, (255
M

2.2 BRHPOEE

BELLZWZ E, DU ZOVAFT Y FORBEBHHETE L2V,
(24 1]

2.3 MEI VT FMED 2.0mg/dL £HBR D EHEERESRSE

ERERTEM RV EHB SN BEERE, KR O ILET
5T L,

2.4 BREREOHDEE

EMICIIE 2 L7 F= v EOE=4 ) v 7R FERL, BlgE T
BIAFH T ko MEZ LT F= ol RS, B R A B LS
HHBEND Db,

.3 FFEREEE
3.1 BT AFEZER OB D o F0H 5 EHE

AN F AF TP SN B 20, MriREED 15
TEBENDD L, [1652 2]

.3.2 EITUABEEDH 5 EBE

MU ZaNRAFT Y FIE HEERE BT LN D,

.3.3 FHRE. HREOHSEH

ke 2 B L S €2 BT D %o

.4 HTEREE R T B E
41 BEIRT BRIREDH B H M

HRL TV A ZEMERINT T ¥ V4 7 ¥ ¥ R REREH
X7 oF7 vy DEFEBRAZ AL, IR - Bl
O (BAL, BHE - M- BOBEARSE, TS PRO6N
PIHEE STV D D 2,

AR OFEGIITL D, RBFEOHME L EE L TAARG 0L
P2 EEICHE L. wREoGRE a2 115 &S h

(2

9.8.3 FITURAFO D B HinE Tld,

BRBEICOIEGTHI L, T HEHVPULELRYGEIZIIROE
BEHREICRETAZ L, [95 3]

() AHPG AR L TR W L 2FERT 5 2 & KA
Hopd, HRL TwARWE &2 @ISR T 5 2 &, #Hh5Pic
MRS L7235 A020d, mhickbs sk s 2 L,

(2) ROFIHIZOWT, FAIBGHBARHCEZCHHT L & £
oo BTGB LHMTAZ &,

IR AN 2 M L 22 BEIE - BRI R RIZ T A
INHHT L,

IR L 72 U3 BEb N A B, #R A EICHE T 5
ZE,

TR Z FIE S B A E, HBRICHRET A 2 &,

*9.5 1T

IR IR L C W AW REE D B A P3G Lianwz &, #%
SRS L2 3A2 i, mEhicSezhikds2 L, i
RP R ORI T v VF 7T v Y v DB EERRR T Y V4 T
VY VEBEREEER 2 G S BE TR R, IBIR -
RO, FAEROKIME, BALE, &4 7 AME. HED
TERRANE T OV EKEAEIC & 5 L HER S N5 U oFoiE, BHE
HOHE. MOBEESELD Sbhlz oWEr» b, FT VK
SHHITIE, BFrAERFILIBICEE Y VE VIIE, iR
BRITILEND D, T, FRBRITIED MR, MK
WA, TE - BRIILERRD PSS bNDE T ENH L, [2.3.
94.1 B3]

9.6 RA®T

BILLEZVWIENET LV A WRF VT D OBWRER (5 v
M) 2BV THITHFNOBITAFRDONT WD, Tz, 4 VR
Vg v oERE (5 AR RO HAERORER RO
FERBICBI 4 2 3 BR) @ 50mg/kg/ H UL ECHEMICB W THIAE
WOEKEIIFIH A ZD SN T WD, MY 7OV AFT Y FOM
PUtEWoe FarzoaF 7Y FIZBWT, & b TR
FTHIENHFEINTVS,

9.7 NRZE

NREFEENGE L BRRBUIFERE L T2,

9.8 EiE
9.8.1 HENSHGZHIET AR EHEEICHRSGTAHI L, — I

BEORIEREFE L ZVnEIhTWD, MEESSRI 282
N b,

9.8.2 S AIRIZMAEREDOWA &K L. Bk, RILESFIC X 5572

HELHH DIV, KAGETRITIEDND D,

SR ARY D b bIT Y
B SR AR, MR E ok L. MARIERAE 2 358§ 5
BEhrH b,

9.8.4 MY Z OBV AFTYFIZEBIKF MY Y AILE, KA YA

MFEAD S DR F

10. #BE{EA
10.1 $tARE @ALZLI L)

AN 255 FRRIEIR - 51 7 By - fakRE T

TUAXL Y7 VEE | FEBOEm A, B
FY VR (BERBER (RS, BHY 7400
CHHET 288, 27 | ELCRILED ) 22
L. fit o B&JE G 8 2 | BnasikiE S Tw 2,
ToThaeBIMED
YhE=UHRFELLIAR
BoB#EzE<)

[27 K]

ANRYNT
v=ry-7rI%7
v Y SRBLEE R A
B s S B W RETE A
Hbo




LR

FAETL Y VR
kY]
3=y AL (

BT BEMERIC L

AR HBUR)
(28 2]

FRRAER - $85E B - fakk-f-
WA EF MY Y AMIELSFE | V) 7BV AFT Y
HeyrBENDDH 5, K
B WERLEF MY
AMEAFERT 2 B
ENHH 5,

10.2 ftRER (HACEETSL)

E iR FERAEAR - 5187 ik By - fabi
B0 ARFEER | A ) T DEDSS AT | A VRS

JRH#) I LNHb, B 7V FATa Y5
A¥wa /)57 ¢ WX Y h Y Y Al
Y. MUT AT BAVE SR8 B g
% WD bo

711) %7 DA fabr T B EO
F (AR b5 IMHE

FIBR B I A1) — BB ARMERT | A VRSPV F
Jat 3 R ERITBENDD S0 | FURBEIEAR CE#E 2T

[11.12 ZH]

Ty MIRBEEABS H o
BECAH G LY
HEHED> S L
WRY 23R4T
USRS

TWwBBETIE, FiEE
DWPIZEY L= gtk
UL THBY . BHEE
WA RT 2BZ005
%o

TIVAFL Y7
VR

ERREREE, BAY T A
IMLRE K OV I % 62 & 37
BEWGH D, B,
eGFR #°60mL/min/
1.73m2 i D B B pE i
DOHBHEBHE~NDT ) AF
Ly 7= vigiie oftH
IZowTid, HRLERT
BV EHB SN DY
GERRE#TLZ L,

ANRF VT
Loy -7y VT Uy
VRBLEE ARSI
LD D %o

TUvIXT Y | BRERE, BAVTA AV

2R T RELE A MER MRIMEARZST | L=r - Ty I T
IF T TIN, | BEIYDS, YREEEHPHERS
AIFT YNV DU REMEN D 5o

FEAT A NG| BEERPBRIT 282 | A Vv_$Ly

i3 (NSAIDs) | hdsd 5, MERIER 2 HS 57

2¥y7u7 oz

URAYTT0YVDER

Y. AT xS FHEIC LD KA OKEE
E e % 385 & & % W gk
b 5o
EREAMETLTWAE | S VRY Ly v

FHTIE TIZEREEDE
T 2BZNDD L,

TURAY T T Y DE
WBHEIC X D L
PETT2720LEZDL
N5,

FUPR B FEAE 2% 55 S
LT EVDHD

M) ZOQVAFTIR:
AT O A NRIYHEEN
Horaxryrs sy
G EERICL S
BNTOQRY TS T
DWAH, K- FbUD
INOENDL R R
L. FURKIOVER & it
T 5,

NVE Y — VR

B RE IR+ 2 7 A o

M) ZBELVAFT IR

Efk RS L EDNH D, | TS OIEFNTMAT IR
TANYTVAHOAL el HT 50T, F7
I RIpRSHE T N RA R A O BEE AR
T a—) NI ND EEZ N
%o
AETIV AET I VOERHZRE | PV 7BV AFT YR
JNVT RLF | TEBZENNDHLDT, | MEEED KIS T K
Yo TRV R | A O BZICHAT S | OREHRERE, S D%
> W&, AR O—RK | B VT FLF) Yo

EEHEETHIZ L,

BURIIRIATHE Z 5 2 & 2%,
B R THE SR TW
%o

(3

1V bSEERE (3)

ESEA S WEARREIR - H5 18 71k B - fabrE
VRZZ) VRO | MEEHEEETSZL | PV 7 aMAFT IR
ZORPIEWE | BB SE0T, FMmoR | FIRAIC X B MmiEH Y >

VAR I V| HEICHERTASAICE, | AMEOKRTICED, oh
b4 RHA O —FFRIEEE D RLIE | & DA O MR - 75 2 I
2O 2k, TE 2SS b &% 2
LNTW5,

My o> B 741 FeEAEI % 3503 2 B2 | 2 7% 5 BEIEA
B W7 NAHHDOT, BEAD | L OPHICE Y. BEME
JIRFEE R T 5 2 | RIS &L oW

Eo VHb,
TX¥H ) AH| FERIER : DFF YV AD | M) 7OV AFT IR
TIF TV, VLN AEN R | 77 Y FRARFAICE S
FrFyv v L. V¥5 ) Azl | s 7 A HEOKTIC

CTBENDED S,
WP s YA
fli, ¥ AMLrpEE
FITHEETAHI L,

Y. ZBOYF I YR
230 Nat-K*ATPase (2
A L. DIGE TR &
AEERDHEZ %o

B OB R v
T VA
ACTH

W RREIR = AR A ) o A
EVEHT 2 BENH D
%o

M)z AFT IR
iz Hh ) T 2P %
HY %o

U FNYF B
#l
AR

M3 7 ) 7 2EDALT A
HobhRT b,

M)z AFT IR
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ALRE % EB L L7ciBT
VEAFE VRERT] X
CTTEDHY, KH &
DOFFRCE VIR A Y T A
IMLAE % 34 589 % W] BB A%
H5bo

BB T A1
SU Al
v

4 AN

BERBHA O 2 L
BT 2BLND D 5,

M)z AFT IR
ﬁ%f“li%ﬁ@fli&wiﬁ
F7 Y FRARANC

UWAE%LlD%ﬁ
O BMLD A4 >~ A VIR
MR T3 2&E2 6N
TWwb,

Y F L
WY F 7 A

VT A S h
Twabo

ANRFNT

U F 7 A OFIE S b
VY AEBETAHD
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JHIZED, VFo 208
WA S D &% 2
bk,

BERFEIR = ) F 7 Lvh3
(i, HILZRRFRSE)
MR E NS,
R Y ;A
W RE DY IE %47 9 %= EVE
BTbIL,

M)z AFT IR
F 7 T R RFRAN AL
RMETHF M) T ADH
W% i3 2 A%, =i
G- TR AR M TR
BWicF vy A YT
7 L O TR A R AE L
U F 7 A DML R EE A
A3 %,
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M) ZOVAFT IR
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IZE 0. FRA QWAL

HHESN D,

1. 8ER

ROBERD B LD I ENRDHHDT, BigEzE 71247,
W3R G eIk 5 % EEY ELEZ 1T

A
Lo
1.1 EXA
11,1 mE
BHI. &,
5TE0H b,

1M.1.2 3y, K,
Wk, WM, BRSNS D S b1
Lo [919, 102 &)

BET)
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BIER
ZE (HEEAD])
WASE. HAFOMENR &R & T 5 A

11.1.3 @AY Y AME FHEAH)
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1V bSEERE 4)

1. 1.4 {&F bU D AMAE (HEARH)

BRI, ERRIR, WEA. MR, R, SaRmESL ) K b
U AMPENH LML ENDH S, BETHOLDONRT

[26. 919 %]
11.1.5 BFRE2 CHEAH)
11.1.6 FFEEEREE. &E (HERH)

AST. ALT. ALP. y-GTP @ LR 0NFkkE E H bbb
CENDH B, [84BH]
1.1.7 {RIYE CHEEAH)

B, &, Wi FoRA, EBHUKT, B8, Eikk
EHRD HbNRE IS ERIEL, BYRLEEIT) 2L,
BERIF BT OBETH S bR T,
11.1. 8 HEINFRRLARAE (HEEARH)

fAdE. B CK B, M RORA I+ 7 ae r kAt
e T BBMBMRIIED S 5 b ENHEDT, ZDEH %
BACIRES IS ERIE L, SYRLEERT) 2 L.
11.1.9 BERARMEN (HEAH)
11.1.10 MEMRR BEARH)

11.2 Z0ftDEIEA

FREO\ SR 5% LA b 3 HH AR 0.1~5% i

WEGE | CAME. T, HEImE Je5 . JuwbE U

MEART . BUR, FROR. O VENT BiF, S A

—
TRy s, L)
575 k. [R5, A 3 . L. T
AR :77)7!&“ IR, AR, MER OFTv», LOE, B

ol MEuk, A, TR R\ B
AL . AR, HE. BEERA
B RYE. MRS

LDH k5. ALP L5 ALT L5 AST k5,

JHF- Tk vynve ks, y-GTP
3
Bl BUN k5. 2 L7 5= LA |Rb&AkbHE
PRIETE S 7

FIERBE . ~< b2 Uy b ERERRIN, AR ERR D
jiikrid B NEZTY CEA, /MR | FERE S
A, SR
M R B (5.7%) . K ) |03 B 2B, w5 bR i I
v AE. Ky o — T OV A E B Y v A RS
RFRE |o—v X, MLy y20LH
HEOBMEIM, aLATa—
RS R
1 BUIRE (B, WHUE
Nide, R, 1ETH. PIE. K|, CK LA, HIR
FIE. BB PO, R,
. HAIRT . REBARS.
CRP L4, Phbmesss, Bp. &
PR BEPE RS O TEAL, R A
Hig
) AR LA UIHEA VRPN S L Y 2 a v AT T Y
FHEFTHE S Tw L RITEH
12. BRARRERRICRITTHE

P ZaNRAFT Y FIEHIRBEEEO 2w EF OILE PBI %K
TEELZERDH S,

13. @BERE

13.1 L&
ANRYV T JIMEEN TERETE L. P Z7UaVAF7
Y Fo#EESICHET A2 HEREE SN TR,

4. BRAEOEE

14.1 FEFIZMFEOEE
PTP WDKK PTP ¥ — b5 W L CIRA$ 5 & ) i
$AHZ L, PTP ¥ — FOMEKIZE D, BB IR BB R BA
FIA L. BICIZBILE B I L CHERSTI KO FEE 2 A 00HE % 0F 5%
THIEDRD AL,

Z oAl

16. EYBhEE
16.1 MFEE
ARV ST REBRE 14 FUCA NNV E Y/ P 7aVAFT
YFELT200mg1mg % 1 A 1[0 8 0B HKERIHRS L
EE0FG 1HERTSHEOA MRS LY YR NY 7))L
AF T Y FOMIFERREOHERZX 16-1. 16212, FEWHRE T
A= %R 16-1 R T I, W OFEW BB KT T ARG 0
HEIIA LN D572,

(ng/mL)
3000 ANRPNE >
- | HH

4000 1 ~ SHE
1l TG + R
%:g* 3000 1
b3
B 2000 §

1000

0 : Tt - : —
0 4 8 12 16 20 24 (hr)
K¢
16-1 )V~ FEEEE HD # G RF D1 )L XYL & > O I
(ng/mL)
40 1
RUZOVAFT PR
307 —-— | HH
%f, - 8HHA
I 20 ] SEEfE £ EEE R
4
10 9
09 T T T T T o
4 8 12 16 20 24 (hr)

R
[ 16-2 1)L b SELGEHE D 2 50D R U & D)L AF 7 2 K O i e e
7 16-1 HEYEE/ T X — ¥

W . Cmax Tmax 1 AUCo.inf T2z
#3H (ng * hr/mL) (hr)

5% (ng/mL) (hr)
A+ 1 HAH | 3420773 | 1.5(1.0-4.0) 13340 = 3486 —
V& >y | 8HH | 3500+790 | 15(1.0-30) | 14360+3887 %2 | 144+54

MU 7B B | 273517 | 20(154.0) 102.7+18.13 —
VXFT -
ST 8HH | 275601 | 20(1530) |1024=1972%2 | 240+0.34

WL i (de/IME-dKAiE)
H2:8 HH® AUC & AUC. -
(W5EE - LC/MS/MS) (Pt £ BEHER 2, 14 #1)
16. 2 WR%UX
16.2.1 REDHE
RN 20 BICA VARV E Y /P 7AWV AFTIRELT
200mg1mg % 7 0 A & — N—FCTHERORS (BEHERLD
ZERERE) L2k X, A VRV VO Cmax 3BFHOEELY S
2o oS, ZERRGICHRERESG TIAVRY LY V0
AUCoinf 12 22% K TF L, MY Z B AF7 Y KD Cmax.
AUCqinf lZENZN 28%. 25%K T L7z 9,

16.3 9%

16.3.1 ERFEAE
FEEMARIA VARV Y TR I7% (e M), b zon
AFT T RT8% ([ Xi4fE) THotz (in vitro)o

16. 4 13
ANV N F iF, EE LTCYP2CI T & 2BALHHE 7 v
suavBRAEICLIYRFSNAD 0, M) xFT Y RIE,
e Mgz W BBRCiRizE AR EZ T h oD

(in vitro)o



16.5 HEft

16.5.1 REMEMEERE 4B VRSP VY v bYr7ajiR
F7Y FELT200mg 1mg % 1 H 1M 8 H &M% AEREIIH
B L7t &, miG o554 24 W F ToREARR T HE
HOPAMFIMFEIE, A VRV F 212 0287%. b)Y 7TV RF
7Y FiZ 687%TdH - 729,

16.5.2 A VNPV & & LT, UTOHEDND 5,
TERE N UCHERE A VAPV & & ROKS L7234, Bt
DFy 20%ITRANZHEME S 4, K 54%IZFEAPICHRIE S 7z 8 (S
AT7T—=%), [931&H#]

16.6 HEDEREFTDEE

16.6.1 BiEEEESRE
ANRFNY e LT UTFOREDND 5,

B SRR OB, BE (10 68) OFMEERERZICA VY
V% 2 100mg % 1 H 110 8 HM KBRS Lt &, Bk
WH L L T Cmax, AUCICEBELEIZALONE o7,
MBI O BEZ GO, BREREEZ RS LHGICE
FEIZIZE AL RN R IR ) GHEATF—5),

16.6. 2 FFiaefEEEE
ANRINE e LT, UTORERD 5,

B RSB ONAEE 10 B2, 4 VAPV T v 300mg Ha 22
PEWRE1 H 117 HERAEROKSG LzL &, EEA LKL T
Cmax. AUCIKAELERALN R o7, F-EMMEM AT
LAERWZ EHRIBEEINZI0 (EANT—5),

16.6.3 =&

RS LSS 14 8 (FHeE 76 (65~70 %) &IEmime
TH (54~6478)) ICANRFL Y v/ DY) Z7RVAFTIRE
LT 200mg Img % 1 H 18 HM&EKKEREORG L &,
ANNRYFLT YRR ) 70NV AFT Y FO Cmax KO AUC 12
SEROBBIIRD SN o729,

16.7 EYIBE(ER

16.7. 1 EHERABEIZA VARV F >~ 200mg LMY Z7 1)L A F
7Y K Img ZHFHEEHRE L2 EDAL VRV E KR
JUNVAFT Y FOEY BRI FHEAGH L 2T R AR
FF v E M) 7 aNAFT Y NORIIEIEY BhRE =R B
XR2D B o 72 1,

16.7.2 e MFI 70y —2ZHWT, CYPHHICH§ 2 4 V3
VF Y OMERTIZOWTHE L7z#EH,. CYPLA2, CYP2D6 &
O° CYP2EL I2x) L CIZFE 2§, CYP2A6. CYP2C8. CYP2C9
KO CYP3A4 I L CHEMRHAPROLNZH OO, wIhd
FHEDFEEEXTIA > 7212 (in vitro) .

16.7.3 e MFI 70y —2%HT, CYPHEWICHTA M) 70
WAFT I FOHEEBICOWTHRE L72/KE. CYPLA2,
CYP2B6. CYP2C8. CYP2C9. CYP2C19, CYP2D6. CYP2E1
MU CYP3A4,/5 Sk LCHE L 2D o727 (in vitro),

) AHOKREER T HHAERA VY LVY Y /M) 70l X F
7Y F& LT100mg Img Xix 200mg1mg TH %o

17. ERPRRRIE

17.1 BHERVRLMICET 25

17.1.1 BRENBHER (MIIVRYILS VIBRAR T2 FIR)

A NIV F 2 100mg TREER) R A+ 55 7 A RE M 5 1L e
HEMBI, AVRYLE Y/ b) 7BV RAFTIRELT
100mg,1mg. 100mg05mg. X% 100mg Omg % 1 H 1 8
ARG LRI RI71DOEBY) THo2 B,

1V SEEE (5)
F17-1 ZEERLE (L VRV T VRSB S) Bk

BhE NS ZHFAEAIE (mmHg)
UAv~Fry s/ | A% WL YRR
P IANAFTIE) BeLil | 2 b |G| 2R

15500 | -1287 | 9777 | -885
100mg~1mg B L1026 | =111 | =574 | =077
15445 | 688 | 9708 | -624
100mg~0.5mg B w90 | =111 | =596 | =079
15386 | 427 | 9737 | -496
100mg~Omg B30 tom2 | =110 | +563 | =079

P G-Hif ¢ P = B R, 2 b ¢ AT = B RE
EIVEF S BB &, 100mg,1mg # T 15.9% (21/132 1) T
Hotze FFIMEMIE. 100mg,1mg B Tl PR ME F A 9.8%
(13/132 %1), It b 277 &) FHEM 2.3% (3/132 1), ALT

Bm 1.5% (2/132 1) ToH o721,

17.1.2 ERENERER (BHMERED)
REEVERIMEAE B F RIS, A VRV F Y M) 7alxF
7Y FE&LT200mg1mg. 100mg Img. Xi¥ 200mg Omg
Z1H1H8HAMKEE L#ERIEIRIT2DEBY) THo 721,

F172 —EEBRILE (BERMEHGE) HER

P b 7 RARALIME (mmHg)
ANRYFNE Y/ B I Eixsst]
FUZAVAFTIE) PRGH | EIER | RG] LR
16072 | 2354 | 10146 | -1479
200mg~1mg 0 o1 | =116 | +586 | =079
16160 | 2164 | 10097 | -1312
100mg~1mg 1390 Loo3 | =117 | +564 | =080
16149 | -1813 | 10072 | -1143
200mgOmg WU 08 | =116 | +608 | =079

PG P £ R, A LR - ST + RRERGE
EIVE S BUBE &. 100mg1mg BT 18.6% (26/140 BI) K O*
200mg,1mg # T 15.6% (22/141 Bl) TH o7 ERBEIEM .
100mg.1mg B CliL i R BRI 4.3% (6/140 B1). ALT 3
29% (4/140 1), WIRERILAE 2.1% (3/140 61), 200mg1mg &
T RIERIN 35% (5/141 #l) TH o721,

17.1.3 ERENBHER (REpRS)
ARREME S I RE B 135 Fl &2 RIS, A VRSV F Y ) sa
NV AF7 Y FELTI00meg 1mg XiZ 200mg Img = 1 H 1 [0
52 EMI G- Lz &, EMZEDL I L, BELZKEE
TEHDSHERE S M7z BIFER FBIBE X, 100mg,1mg #EFHRET
76% (5/66 1) U 200mg, 1mg #HEFEHET 8.7% (6/69 Bl) T
Holzo EEIERIE. 100mg, 1mg #EFFEE C il b bR B2 3
45% (3/66 B1). 200mg1mg HEFEHE CIlL AP R BEEIN 5.8% (4/
69%l) THo7219,

18. ERHEIE

18.1 e

18.1.1 A IA_YIL& > DEEER

In vitro BB Ty IR KBROT > V473 U1
(A FEZUUHE Z SFRACHIRI L, in vivo B (5 v b, A
R, ) IZBWTH ATFFAERISIT L THIsIfERZRL
720 In vitro ¥i&HEED S, ZoOMEMER I AT ZHEERITHT
WA REIICEILLIOTHY, WAL S A 71 ZHK
(AT Z54k) BIRWTH D I EDBRBENT, TOMDOZE
KIZEEMBEEZRET, 7o V937V U ERBELEEL L
Ao 72 16~21),

18.1.2 MU ZAIAFT7 P ROFIRIER

AL RANE O F M /AT 2 Nat-Cl kit i &2 lE S 5
Z L2k Y Nat. CroOWHWIRAIH L, R~k % 8n s ¢
%o IS TROHEIDBEINT % 22,

18.1.3 MU ZOINAFT7Z ROBEER

FEEH & L COEABFEHL TR RV, M) Z7anvxFT
T OB - FURTEFIC L D, BRIER 2B SE5. HDH 0w



1 b SEEEE (6)

AR § 2 R OB LA T S €2 2 812
Dy MEDPTHETSEEZLNTWVS D, 2,

18.2 FEEER
18.2.1 BIEBARRES v b (SHR) BT 3BEER
ek SHRZ, A WARFVE CHA MY 70l XF7 T N
ZOWHPEH IR (05% A F L tra—ZKER) 21H1
[ 15 H B RAER OS2 58 OBEER 2 BE L7z, 2ok
By ANRY T v HMPE 5% L BEEH 2 0] L7225,
M)z anAF7 Y FHMES I EARGHEL LKR L CAES
MERRZ RS R olze T2 A VYL Y YR NY 70
AFT Y NG, SRS KL T ARG
fEfZR L7z 2,
18.2.2 BMEBRRES v ~ SHR) [CHI1F3FIRER
HEPE SHRZ, A VARV F VHgl Ry ZanxF7 T R
ZOMEHEGHTEAE (05% X F Vo —ZKER) #1H1
[ 15 H [ RAERE O8RS L7256 O FURIEH 2 5T L7z. 20k
B MOV RAFT Y FHEMEGHETE, RE RPN Y
APEIRE RO A Y 7 APRIE DS, B 5T L L T
L7225 A NRY NS B 5 HTIEELL o 7.
ANNRFLNET YR ) 70V A F 7Y FEFAKRELTH, A
WARPNE A M) 70V AFT7 Y RICE - THIMLZRE. R
i MU APEIEE R ORE ) AP R AK T SR 0o
7229,

19. BESICEATSEAZEMMR
19.1 €ILRYI)ILE >
— G ANV T v
(Irbesartan) (JAN) [HJ&]
b4 ¢ 2-Butyl-3-{[2-(1 H -tetrazol-5-yl)biphenyl-4-yllmethyl}-1,3-
diazaspiro[4.4]non-1-en-4-one
53 F3X 1 CosHasNgO
5FE 42853
PR - O HREOR K TH %,
BEE (100) ICHEIFRF . AT 7 —MIZRREIFITL L,
IF =)V (995) ITHEIHITL K, KITIZEALHE T LR

Vo
MBI RD LN,
L2 s 0 N=N

Rl 0 1824~184.6C
SEARE #9101 [pH74. 1-4 27 & 7 — )V /#efEi]
19.2 FUSOILAFTIR
—EHF D M) 7 EVRAFT YR
(Trichlormethiazide) (JAN) [HF]
1b%#4 : (3RS)-6-Chloro-3-dichloromethyl-34-dihydro-2H -1,2,4-
benzothiadiazine-7-sulfonamide 1,1-dioxide
53 F3X 1 CsHsCl3N304S2
5T 380.66
WK BEOHEKTH 5,
NN-YAFNVANVAT I FET7 L F L IHETFRT L,
TR FMYAZT Y =)L (95) IZEIFIZL <L AKI
FEALHETE .
T M I (1-50) 3 E R E v,

(6)

fLsmisst: 0,0 Q0

\ 7/ \//

S S<
HoN NH
/} cl
cl :

N
HH O mosmenis

Al 270C  (531#)
SrBCAR%L 1 363 [pH6S. 1-4 27 ¥ ) — )b /it ]

22.

AR

(4 )V b SEEER LD)

100 $& [10 %8 (PTP) x10]
500 ¢ [10 $&¢ (PTP) x50]
700 ¢ [14 $8 (PTP) x50]
(4 )V b SELEEE HD)

100 $¢ [10¢ (PTP) x10]
500 $¢ (10 $8¢ (PTP) x50]
700 $¢ (14 %8¢ (PTP) x50]

23.

*1)
*2)

3)

4)

5)

6)

7)

8)

9)

10)

11)

12)

13)

14)

15)
16)

17)

18)

FEX#
CSCHikis Rk 57)
R ERECHLIT 2 B ERIEESE. 2017; 47: 1353-1355 (202300088)
PERE KM T A BE R ERHR A BH S MR, 2021; 29: 49-54
(202300089
NG R BILEERE BT 5 R ERERE (2013/6/28 &
P AV T EESEHFHEREE 2764) (201300378)
PR A X 2 EWTRE~DOEE (2013/6/28 KL, AV
b 5 Bl A H A BRI EE 2.7.6.1)  (201300381)
HHEER: A VRV T o MFEIZzu Y — 2% WL
BT 5 CYP2C9 ORIY- (2008/4/16 K7, £ VX% §E
HIEE YOS 2.65.10) (200800829)
HHER: A VRV F D7 Vo a v BEE O (2008/4/
16 KB, A VAR F v EEHEE GRS 2.65.10) (200800830)
HRER: MY rzaVXFT Y RO b in vitro fSH RO b
CYP BEDMES (2013/6/28 AR, AV b T B4 S i a5 & R
2645, 264.7) (201300368)
HEEE: A VR VT v ONL FTREFEY T 1 KB
(2008/4/16 K. A VRY L EEHFEGTHME 2.7.6.1)
(200800832]
MNEE: 4 VRIS OB HERERE BRI B 2 B
B (2008/4/16 R, A VR ¥ VMG 2.7.6.3)
(200800826
R A VRV 5 L OFEIZEEE I BT B S B AR
(2008/4/16 R, 4 V¥ v EEHEERME 2.7.6.3)
(200800827]
HWEE: A VRV F e MYz alAFT Y FOEY RN
HAER (2013/6/28 K. A4V b T Be A 5e B a5 % B g 2
276.3) [(201300380)
HNER: A VRV o MFI 70y —24 & CYP
FLE D KRS (2008/4/16 KFE. A VX > §E GG R
265.12) (200800831)
MR A VARFV 5 CREA TS BIR A (2013/6/28
il AV b SEASEHFERREE 2765) (201300382)
FIEE T IE A M. 2013; 20: 598-611 (201300370)
FEE T IE A M. 2013; 20: 788-802 (201300371)
HNEE: A VRV T ooy FHHRBIRICE T S1EH
(2008/4/16 K., £V R¥ v EEHEERME 26.2.2)
(200800840)
HNEE: A VXYL F >0 AL FFRATE IS0 2150
(2008/4/16 K., 4 V¥ ¥ EEHEGFHME 2.6.2.2)
(200800841)
HNEE: A VARV T 0 AT ZHFRISHT PR OKR
t(2008/4/16 K, A VA% v ErH G RHESE 2.6.2.2)



19)

20)

21)

22)

23)

24)
25)

24.

(200800842)
HNERE A VXYV S O ADZERT T 54 7155 558
R (2008/4/16 AKFE. A VN F v EEHETEFEE 2.6.2.2)
(200800843)
FNEEL A VRPN Y DR ZERR A A kRt
T HMEH (2008/4/16 K. A VR F G B GE & B2
26.2.3) (200800844)
HANER: A VXTI E > O ETEER IS 2/EH (2008/4/
16 &G, A VRSV EEHGEE RS 26.2.3) (200800845)
Suki, W. N. et al. : The Kidney Second Ed. Vol.3. New
York: Raven Press; 1992. p3629-3670 (199202412)
Brest, A. N. et al . : JAMA. 1970; 211: 480-484
(197000143)
FKEFHE—: RHES. 1976; 31: 509515 (197600136)
PR SHR 1231 2 e R OFIRIER (2013/6/28 7K
P AV b T A A EREEE 26.2.2) (201300365)

XEFERERVEWVEGDEE

TR¥P AR A A BEEH L 5 —
T541-0045 KPR i g X EAEHT 3 T H 1% 8 %5
TR 0120-956-734

FAX 06-6202-1541

https://med.shionogi.co.jp/

26.

BERTERES

26. 1 EiEHRFETT

TF ) X7 7 — kA&
KEFEFH =2 THH 15
26.2 ER3ETT

I SIE Y S TR

KB X BB 3 TH1%S %
26.3 121

SANOFI

IRT 14

)

1V ESEEE (7)

® : BEREE



