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2. B2

b= S

(ROBHEICIITEE LN L)
2.1 ARIDEE I UBEUE DPEERED & % BE

2.2 HFUBIEREL TWS aREM D & B 1tk [9. 5 R

23 VURFL > IRV Z R 5D OMWRREE (=70,
MO EREET> THRBMED I O—ILREL <K

BROBEEZEZR) [10. 1 8]
3. MR - MK
3.1 #BRk
W 7e44 ARG g8 50mg |1 IVARY 8 100mg | ILXF > §E 200mg
1 gEvh 1 gEvh 1 gz
BRI ANXYIVE > AINXYIVE > ANNYIVE >
50mg 100mg 200mg
FUBE KR, ST O—R, 7OZHNAOD—AF R
Nl LAy BEFOAO—X, BEEKTAEE. X777V BT *
UL, VIVEBENUIFIN, BILFE . YLD
3.2 "WHIOMRK
Wk 7e 44 AINRE 88 50mg |1 IR 82 100mg |1 )L X5 > 8 200mg
HE~HEAGAO Ha~HEAa0 Hfa~HEafan
PSR - ZHEOEBAV | ZHEOEFRAD | ZHEOEREAD
NI ANAT—F 4 | TN AT =T 4| T4V LT —T 1
T H S, CITETH S, T H S,
xm | (e gB CH(E
MY | i 5% © 5 20 5 20
i —= I —J
FEB# 8. dmm E4% 11. Omm E49 14. Omm
RES FEAK 4. Amn JEEEK 5. Tom FEAK T, 3mm
JEX# 3. 1mm JE X 3. 8mm JEX#) 4. 8mm
HE #70. 10g #7 0. 20g #50. 41g
#ma—k | @132 50 | @133 100 | @ 134 200

4. ZhHEE - MR

= I E£E

6. Aix-RAE
W RAITIEA RGNS > E LT 50~100mg 2 1 H 1 [EHEH

#5795,

BB, El, ERICE D EEEET 508,
200mg ETET 5,
8. BEALREXWIE
8.1 AN ZELT >4 T > I ZRAHEDIFR S HICEHEAT
BEERED D SOz E OMEND 5. FiEEMmE 2 LT 572
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T, EAEE. HEHEOERSEERE D R ERIET 2RI
HEIEDZ L,
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&o HULF R DW= RERE S EE DK N IT K D I B e
ESEDBENDNDH D,

1.2 @AUDANMEDEE

BREPDERLRVWEHE SN SGEERE. FHITHITLZ
Lo @AY ALAMEZHEESEDBTNNDH D,

/o, BHEREEE, 32 O I)LARDOERFEICI D MEN U
U LAEE S TEDRTVWEE TR, MEHN ) U LAMEICER TS Z
&

1.3 RMEREDH B EE

WEORENKMRAZRZSISEIL, WEEzE LS EoBEN
NH%,

.4 BERHEREPOES

KHENSKGZMGL. WRT2HFIh4TT> 28, —i@
HORMBMERTFZEZIBENNH 5. [11. 1.3 5H]
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TR SOIIEIR L TS AR D & 2 I3 G L2 &, &
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Dfffs, HEHEOTH. MORELAREND SHNEOWME
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ALV ENEE LWL, B (5 ) BN THI
NOBITHEDENT NS, 2. BB (5 v MHARKRY
HAE S OFEAEN I BEDOBAEICBE T % #Bk) @ 50mg/kg/ H LA
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1M.1.3 avd, k. BHEER HEARH)

WL IR, ERRNAESN D SONAEEAITE. BBITHEYRN
BRSO &, [9.1.4, 9.2.2, 10. 2 2]
11.1.4 BFRE (EEALRH)
11.1.5 FFEEEREE. &FE (0. 1~1%A0m)

AST, ALT, Al-P, 7-GTP @ L RO HEEERENH SN D Z
ENH B, [8.1 &M
11.1.6 {KIMHE (BHEAH)

Wik, ZefERE, T, FOBA. BPHET. & EikE
ENHSONHEEITEERGZPIEL., EURLEZITS 2 &,
BRFIEEHOEE THS5DIPT N,
1.1, 7 EEERRARAE (B RE)

AR, BiEE. K ER. P RORFIATOES R &2
&I DREBUTRIEDN H S DOND I ENHZHDT, ZOLDHk
BEICEESICESEHRIEL., BYRLABEERITO 2 &,
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BT hdHd, b,
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moEEZEND,
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13. BERS
13.1 L&

AFNIMAREN TIEBRETE R0,

14. BRALOZEE
14.1 BHRMEBOER
PTP A5 DHNZ PP > — b S EO L CTIRAT 2 & 54589
5T &, PTP > — b DREAIC X 0 R3S A4 E8 AT £ T RIS~ TR A
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16. EHB)EE
16.1 MEE
16.1.1 HEZE

R N B 18 Bl A1 L XH)ILF > 50, 100 FOf 200mg 2 2~ O
A —=N—RIC K D R AR O3 5 Lz & &, miEdicid®
ELTHENZATOIREIURTHERE Lz, T OIS IEE & O
WIENEEIN S A — & 2 16-1 - % 16-1 1IT7T D,

(ng/mL)
10000 £ —O— 50mg
- 100 mg
T --0-- 200mg
1000 i T+ B
1L
i
o
100
JE
10
1 . . . . . .
0 4 8 12 16 20 24 (hr)
IREFH]
BA16-1  HA[EIHE C145% 505 0D ifi 8 vh i g
& 16-1 FEWEFE/INT A—5
5 s Cmax Tmax AUC Tis
(mg) (ng/mL) (hr) (ng - hr/mL) (hr)
50 1084+375 1.4%+0.7 3821 £1208 10. 1£5.9
100 18 1758 +483 1.6+0.9 68481974 | 13.6+15.4
200 2098 +455 2.0£1.3 11742£3549 | 15.2+18.6

GHITETE © LC/NS/MS) - (il + B (R 2E)
16.1.2 RiE#kS

fREERE A B 6 Bl VXY )L % > 50, 100mg 2 1 H 1 [6] 7 HFE
BRICREROKEG L&, MM REIR SHIABEK 3~4
HCTEWIREBICEL, MESGREOEMERI AN
7= 0.3
o mlnE e S OARRES IEERE WAL YILY >~
100, 200mg &= 1 H 1[5l 8 HMBRIIRKEROKEG L L &,
Cmax ROVAUC IC#5 1 HE &5 8 HEH E O THER A
<. BEGREEBEMEEIASNRN LY,

16. 2 MRUX

16.2.1 RBEOHE
RN B 14 BN IV XTIV E > 100mg Z HERE O%E (42
MR EHE) LizEE, Cmax KUAIC KEFOEZEIA SN
BinozY,

16.3 9
16.3.1 BERFEEE
b MIEEBRESRIZK TN TH = Gn vitro) .

16. 4 {3t

AINRHIVEY F, FEELTOYPY T K B ELRE & 7L
O EfRgicioR@Ecsnsg, e MNF 70V —4AZ2ZHWNWT,
CYP JEHEIC KT 2 A I RV IV > DHEERICDWTHRE L2
. CYPIA2, CYP2D6 R X CYP2EL izt U TlaBHE® 9", CYP2A6.
CYP2C8. CYP2C9 KT CYP3A4 izt L CHEMEMAGRD 5Nz dH D
D, WITNHHEEOREXTHN >0 (n virro) o

16.5 HEitt
BRI NIT B W TRE(LARR P IR RIZK 0. 3~ 1. 39 TH > /.
BERRRE NI VOB A N RYIL Y > 2RO 5. LB 6. RGtEe
DK 2003 RAFICHRlE S N, K SanF R IR I 2P GLE
A&k d7—%). [9.3.1 2]

16.6 REDERERT HEE

16.6.1 BHEERERE
B - g OB, SE 06D OBMEEREREICA LAY
V> 100mg % 1 H 118 HEKEROHEG Lz & &, Eikae

(6))

ARG U (3)

HH L L T (max, AUC ICHREREZASNRN> Tz, MHE
W oOBREEED, BHEEREEREEICHRE L 25810 bERER
BFEAERNWZ EARBEINZ D FHEACEET—4).
16.6.2 FHigREfEELE
B - hEEREEDORFRZAERE 10 FlIC, 1ILRYILE > 300mg k%22
MERE 1 H 1B 7T HREIRERORG Uiz & &, MERERA &L T
Cmax, AUC ICHERERZALNILRMND I, RRERBERNITEA
ElsnwzZ Esrmaniz D GHEACKZT—%).
16.6.3 SihE
R (65~80 %, FBME 10 f. ik 10 6) E#HFH (18~35
W BIE10 B 1A IRYIVE > 26mg EE 1 H 1 EIRKERE O
BLEE, (nax ICHERERASNRMN D 208, AUCITEFEH
IZHART50~68% E5F 35 Z EARaniz® GHEAIZL DT —
)

16.7 RUAEIEA

16.7.1 277U >
TI7 702 (CYP20) OEEH) &HHLZEE UNT 7>
DEMBLICELBASNBR DD GLEAICLD T —
EOR

T A ORRES N 1 BEEHEL 50~100ng, 1 HERHE
13 200mg TH 2

17. ERERAIE
17.1 BIERVCLLHEICET SR
17.1.1 EMEEKREER
FRERRFIC BV 2 ZEH M LB 2 B O ER R B T O A 2 EAT
TEENL 8T HITHD. HRIZIL69.0% (601 #) TH->7z,
% 17-1 BRRSE

FRE rombE | L,
i tttamsapy | 0T @
FEIEAMETE (FE - ) 363/822 6.5
FIE 8 I 18/22 81.8
B 7 1 i EAE 172 7.9
B L FE S 3/1 -
Hat 601/871 69. 0

T GHE S I 20mmHg DA b B fe OMESR I L 10mmHg LA_E R )E 25 7= 9
Ba. T 13nmig L ERRIE 2572 97854, XU 150/90nmHg Ak
(7272 U AB# R T 140/85mmHg ARii) 1ZBRIEL 72856

17.2 WERFTERAETS

17. 2.1 EINELERSTRER KRR
AREMEEMERE (F - FEERE) B3 165 Bl LTIV F > 50
~200mg & 1 H 1 [a] [ OGS Uz & &, IUHEIInE /1558
HAIME  (F%5BEIART O M@ 164, 2/98. dmmlg) 133 5-BALA 4 @
BEOARICTRL., BELLEREERAI RSN, HEKT
% O Ife H0 0f /96 9 0 D 28 (b & D SEH1E-28. 5/-14. 3mmilg
Thok,
TRV 4B 166 B, ERRBREEO RE A2 S ORIEH
W18 Bl (10. 8% ICRDH BNz, FRDDITLEMEIISE,. (K
L& AP ERSE 26 (1.2%) THhok 9,

18. EXEE

18.1 ER#&R
In vitro iBRICB W TS FREKRERO Y > AT >0 A
) AR ZERTHE L. in vivo il (5 v b, 1 X,
HIV) IZBNTH ATLFRAERITH L THHIERZRL .
In vitro ¥ GBS, ZOMGIERIZ AL ZEERICHT 55 G
MEFICE DS BOTH D, BIZATDY 1 71 ZAK AT Z2H
) BN TH D ZEARBI Nz, T OMOZEMKITITEME
ERIT, TV T UV OEMEERBHE Loz 102D,

18.2 FEE/ER
LD UEFRMEY)L, 28E 1 70y TRIGmES v b, iz
S FIEME & T HATIE T v b (SHRSP) 1B W TROFLEIC
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X O HEKFRD DRI REERN 2R Uz, 1V RYILE >
WBMAEICEEE RE S a0 72 290,

18.3 EMLEMREEEEMSIER

o I 3 R A AR D L I ARFEAE T v B (SHR) ~ D IERE O #
B2 X0 EIMEOHEREEIH L 2. T OERIAINRTIVY > #%
S EZBFRELUNY > RERIIBEO S NBN> k. BT,
SHR I IER % G532 Z STk D EMMEDERIHES DIEK.
W N DER ORBROEEZIH S Nz, £, BEARIC
KV EIME SRS & S WIE TR E 29 5 SHRSP Tl KR
CHE 5T X 0. RZSHPFEE. T PR s e b o e OSB3 72
PIHIAERD 57z, R IEREE O SHRSP T, KERZR O EIC
KOEESHHIE N, MEPER SR GESZE DFRICKEIN
7—: 24).25)0

19. B3 SICEAT HEAZMAMR
— R L AN RTIE
(Irbesartan) (JAN) [HJH]
{24 0 2-Butyl-3-{[2" - (1H-tetrazol-5-y1) biphenyl-4-y1]
methyl} -1, 3-diazaspiro[4. 41non-1-en-4-one
5312 ¢ CosllzsNs0
T 428,53
IR - BEORESEEDM AR TH S,
Bl (100) 1T T <, AY J—)LiZeoEitic< <.
I /7 =)V (99.5) IKEFIic< <, KiTiFE A ERITR

VY,
FEEZENED 5N 5,
{b5E 0 N=N

Rl 0 182.4~184. 6°C
SrEAREC: K9 1001 [pH7. 4. 1-F 2 % J —)V /R ER]

22. A

(A V% 5% 50mg)
500 8 i, /NS]

100 & [10 §& (PTP) X10]
500 & [10 8 (PTP) X50]
700 §& [14 8 (PTP) X50]
(£ IR 5 100me)
500 & DB /NS

100 & [10 & (PTP) X10]
500 & [10 & (PTP) X50]
700 8 [14 8 (PTP) X50]
(A IVRF 5 200mg)

100 & [10 & (PTP) X10]

23. EEK
ket R &5 )
D) #HNER R A BB T D HEER SR (2008/4/16 &
. HFEERMEEE 2.7.2.2) (200800822)
2) thNER R T O RKIE 55 50mg (2008/4/16 7K.
HES L RIEEE 2. 7.6.3) (200800823)
3) tENERL : REEREA T O R G-35% 100mg (2008/4/16 7&GE.
HHES L RMIEEE 2. 7.6.3)  (200800824)
D HNEER  ABESLTEERTICB T S EDEHERR
(201101200)
5 #HHNBEEL: N1 FTRA SEY T 1 X RIFTRFEOEEMR
B (201101199)
6) ftNER : E MFI oy —LsZz2H0niEBLRBIcB T 5
CYP2C9 @BY 5 (2008/4/16 /K58, HaE EFHEE 2. 6. 5. 10)
(200800829]

IRB 15 1)

7

8)

9)

10)

11

12)

13)

14)

15)
16)

17)

18)

19)

20)

2D

22)

23)

24)

25)

24,

HRNER : ZIV o Bias O (2008/4/16 &R, HEEE
BHIESE 2. 6.5.10)  (200800830)
HNER D B MFI 70V —AZHWE CYP HEORKR (2008/
4/16 7KFB, HEEERMEZ 2.6. 5. 12) (200800831)
HABER : NAFT7XASEY T 1 3Bk (2008/4/16 HKZE.
FEERMEEL 2.7.6. 1) [200800832)
N R - B RERE S R BT B Ry B e R (2008/4/16
. HEEERMETE 2.7.6.3) (200800826)
tLNEEL A BF ICBUT 2B (2008/4/16 &
2, FEEERMEEE 2.7.6.3) (200800827)
tENER : mEREIC BT DM BRE R (2008/4/16 KGR,
FHERMEEL 2. 7.6. 3) [200800828)
HRER UL T 7 ) > &Y E/EMRER 1 (2008/4/16
. HEEERMEZE 2.7.6.3) (200800833)
HNEER : DIV T 7 U > EOEYMEERRER 2 (2008/4/16
KR, HAERMEEE 2.7.6.3) (200800834)
FAEIFA ¢ MFE. 20115 18 : 1108-1116 (201101408)
HANER YRR RBIIRIC BT BER (2008/4/16 KF.
S EORMIEEE 2. 6. 2. 2)  (200800840)
HNER  ATBREAESINITHT D1ER (2008/4/16 &G,
RS RHEEE 2. 6.2.2) (200800841)
tENER AL ZARICH T 2 PRk omEt (2008/4/16 7%&
B, HFEERHEEE 2.6.2.2) (200800842)
tENER AL ZEEY T8 1 TITud S8R (2008/4/16
RS, HEERMLEE 2.6.2.2) (200800843)
HRER : SREZAERROA A RIS T B/E/ (2008/4
/16 7KGE. FAEEEBHEEE 2. 6. 2. 3) (200800844)
FENER : SREEERICHT BIER (2008/4/16 &R, HFEEER
BEEE 2.6.2.3) (200800845)
HAER BV IERMESIVICB T BIEM (2008/4/16 &
. HEEERMEE 2.6.2.2) (200800835)
HNER 2B L 27y TRENES v MBI B1ER
(2008/4/16 &2, HFEEEMEE 2.6.2.2) (200800836)
FEPNREERE © 2R B S M e L E B ARFEE T M ISR DR
(2008/4/16 K78, HFEERMEE 2. 6.2.2) (200800837)
HRER  EIEERTIE T v MBI D/ER (2008/4/16 &
. HEEERMIEE 2.6.2.2) (200800838)

XEFERERVEVEDEE

Rt ERERE S5 —
T541-0045 KPR RIXEEET 3 TH 1 &8 &
5 0120-956-734

FAX 06-6202-1541

http://www. shionogi. co. jp/med/
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1 BLERETT

A FT 7Rt
RKERFEET =R 2THI &1 &

26.

2 fRFETT

IR Rkt
KB p R pGEENT 3 TH 1% 8 5

26.
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