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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
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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
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W RAITIEA RGNS > E LT 50~100mg 2 1 H 1 [EHEH
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BB, El, ERICE D EEEET 508,
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8.2 BIEMEMICE DD EN, S6DENH5DLNEIENHDD
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9.1.2 BAY Y AMEDEE
BRESDE/BWEHB TN HAZRE, HRE#TS
Lo BAVYLMEZHESELBTNNDH 2,

X7z, BHREEE. 32 PO AROEHRFFICE D MEA Y
U LMEATE <720 T VEE TR, MiEH YUY AMEICERT B
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9.1.3 BMEREDH2EE
WEORENMNEARES SRIL, HEEELIE2BTh
MH B,

9.1.4 BMEZHEREPOEE

BHRENSHEGZHBL. BETDHERRAICITOI &, —iB
HORMBMERTFZEZIBENNH 5. [11. 1.3 5H]

9.2 BREREEE

9.2.1 EELBBEREOHDEE
WEOREICX D B2 (LS E2BENNDH D,

9.2.2 MESERFDEE
KHENSHKGZMGL. BRI 2HAIh4TT> 2 &, —i@

MORBWSMERTEZRITBENND 5.

9.3 fFgRERREEE

9.3.1 FEEDHDBE. FICEAEFEERVESTD >FDOHB
B
AR FTEH IR SN2 20, MHRENERTZBEN
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DHBECOREET B L, T, BEDBEREAITIIROME
BHEHEHIEETSZ &, [9.5 2]

(1) AFEEESEBINCITEREL TWRWT 2T 2 2 &, REHE
Hiid, MRL TWaWZ L2 EMNICHERT2 2 &, 5P
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HGHIZIEEACHAL 2558103, Ebicksehilkds e, &
RHRHI R ORI Y > PF 7 > v D T ZBRRERRISTY > P45
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ECIHEFEMEICB W THA R OREMINIIHIZED 5HTh 5,

9.8 SihE
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FERIRIEET OEBEFETH S bNoT N,

1.1, 7 EIGHRARAE (BHERBH)

AR, PR K BES, M RORPIATOE S B2
WM& T HMBUBRIRIED D 5 bND T ENHBDT, TOLIR
BEIESICRGZRIEL, BYBLEZITY 2 &,
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FRRE N\ 0. 1~5% A WA
o ALT E5. AST R5. LDH B, EUJLES E
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PR FeH
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REg FH, aLA5O0—)L kR, BEARD.
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13. BERS
13.1 L&

AFNIMIREN TIEERETE 20,

14. BRALOZEE

14.1 BHRMEOEE

PTP A4 DEHNZ PP > — bSO L CTIRAT 2 & S458 Y
52 &, PTP 2 — b DREMIT I O, BENEE A ERAY AR K A~ A
L. HIZ3ZA 2B L THBIAASOEERAIELHTET S
ENBB,

16. EHB)EE
16.1 MFEE
16.1.1 HERE

fERERR A BAE 18 Bl L NYILE > 50, 100 KO 200mg 227 O
A —=N—RIC K D R ERR O3 5 Lz & &, miEdicid®
ELTHEEZATDREMKRTHEEL 2. TOMmAEFEE %X

16-112, HEMBRE/NT A—F ZFE 16-1 1TRT Y,
(ng/mL)
10000 F —O— 50mg
w100 mg
- -0-- 200mg
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0 4 8 12 16 20 24 (hr)
5
BU16-1  HA[Al#E 0455 o ifn i v e
£ 16-1 EMBHRE/NT A —%
EER e Cmax Tmax AUC Ti/2
(mg) (ng/mL) (hr) (ng « hr/mL) (hr)
50 1084£375 1.4+0.7 38211208 10. 1£5.9
100 18 1758 £483 1.6+0.9 6848 1974 13.6+15.4
200 2098 =455 2.0£1.3 11742+£3549 | 15.2£18.6

GHIGE: @ LC/MS/NS) (P91l + B %)

16.1.2 Rig#&kE

RN B 6 I A I XPIVE > 50, 100mg 2 1 H 187 HRE
BHICKEROREG Lz E &, MEEhEREITIRGREB®BY 3~4
HCTEWIREBICEL, MkGREBERETASNLN-
7 4). 5)o

F/z. EmEE 2 SORESEGMTERE 4 FICAIVRTILY >
100, 200mg 2 1 H 1 B8 HMARIIKEROKRE L L&,
Cmax BOMAUC I2#5- | HEH &5 8 HH E OB THEREIXR
<. MIFGEEBEMERA NN,

16. 2 &I

16.2.1 REDOXE
fEBERR A B 14 FT A VXTIV F > 100ng 2 BEFRE %5 (%
R Z R LizEE, Cmax KAIC KEFOEEIASN
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am-o7=D,

16.3 9%
16.3.1 BAFEAE
b MLEEBFKEERIIN I TH > 72 (n vitro) .

16. 4 f3
AINRYIVE A%, FELUTCOYP209 12 X DBLRRB E TV Y
OYEfgicEoRcsnsg, e MNFI 70V —LAZ2HNWT,
CYP JEHEIT K 2 A I XYV E > DHEFEERITDWTHRE L 72k
M. CYPI1A2, CYP2D6 K OX CYP2EL 12> L CIZFHER . CYP2A6,
CYP2C8. CYP2C9 K TX CYP3A4 iZkt L CHEEHIROD SNzbHD
D, WINHHEOEREIIFIN > 2910 (in vitro) .

16.5 HEitt
TR IT B W TRELARRPHEIRIZK 0. 3~ 1. 34 TH o /.
BERERR AT MC-BERE A LRIV Y > 2RI E L2 BE, IEhe
DF) 209 R Iz HEE S . K sARIZESR IS e 1D G E
ANT—=%), [9.3.1ZH]

16.6 FEDEREFTHEE
16.6. 1 BiREEEELE

e hEE OB, ®E (106D OBEEREFERE SIS
V& > 100mg 2 1 H 18l 8 HREIXER %G Lz & &, BHEE
HH LR L T (max, AUC ICHEREZA SR>z, MHkE
W OBEEEED, BHEEREEREEICRE L 2GS IS ERERN
BT EALERNZ EARBEINZ Y GHEAT—%),
16.6. 2 FFiEEfEEEE

% - PEEQFEAES 10 flIC, 1LY ILF > 300mg T2 22
MERE 1 H 1B 7T HRERERORG Uz & &, fERRA &L T
Cmax, AUC ICHERERALNILND T, TERBERNITEA
ElsnwZ EbrBahnszy GtEAT—%).
16.6. 3 SiRE

e (65~80 7%, B 10 B, 22 10 fi) SHFEHF (18~35
W% BB AN RBILY > 2mgEE 1 H 1 ERKERE O
BLEE, (nax ICHERERZASNRMN D 0, AUCITEFEH
IZHARTH0~68% LFHT B2 EpmanizY GHEAT—F).

16.7 EYIBEEER
16.7.1 977 U>

TIT 7 U (CYP2C9 OEE) EMHLEEE. UNT U >
DEYBIEEICELIZ A SN N D219 10 FLEAT—%),

1) AFIOERZFESI N | HilEHEZ 50~100mg. | HRAKHAEIZ
200mg TH %,

17. ERERAE
17.1 BHERVCLLHEICET HE8
17.1.1 EMEGRER
FRFBIRFIC BT 2 —H G ik i &2 & O R T O A 2h ki
MEBNI 8TI BITH D, HIZHIZ 69. 0% (601 #1) TH-7/=,
K 17-1 HRRHER

CFHE EoREE | . .

e o | 00 ®

RAENE B R (B - ) 563/822 655
FEE & I E 18/22 81.8
BRI % P B LA 17/23 739
BB L 7 3/1 -
&k 601/871 69.0

7 GHE I IE 20mmig LAk B K OESR I 10mmHg LA_E B )E 25 7= 9
W&, EEmE 13nnllg 2L ERRE 27298 A, XU 150/90nmllg A
(7272 U AR T 140/85mmlg Adi) ICHIEL 1285&

17.2 BiERFERAES

17. 2.1 ENSEIRFERERRELER

AREMEEIMERE (- FEERE) B3 165 Bl LX)V E > 50
~200mg 2 1 B 1@\ 1 AFERREOIRG Uz & &, I E/ 555
HMLF (RE5BRARTO LI ME 164. 2/98. SnmHg) 133% 5544 4 18
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BEOAERICTRL, ©ELEBEERIRG I Nz, #5/KT
% O IHfe 9 of 1/ PR AR L E D 28 (b B D 1 -28. 5/-14. 3mmHg
Thol,

A PRI 41 166 B, ERRMAE O A 2 & ORIEM
1Z 18 f1 (10.8%) ICED LNz, FE/RDDOILLEMISNHE, K
EF AP EFESE 26 (1.2%) THh-o710,

18. EEXhEEIE

18.1 {EFR
In vitro BRICBVW TS FHHEKRBRO Y > o457 > >0 A
0) FFRIEEZRERAOICHE L. in vivoitB (5w b, 1 X,
HIV) CBWTH ADFRFIERISITH LU CTHIHIER 2R 2.
In vitro ¥ &ABN 5. T OMHEMI AL ZEEKICHT 2HE
BHEFICE DS DBDOTHD., BICATIY 1 71 ZH/K AT 2/
1K) BRI TH S Z ENRBE N, ZOMOZAMKITITHEMME
ERIT, TOVAT UL UEMEEREDHEL BN 2 D),

18.2 FEEMER
LD VEFLESIL. 2EEL 7Yy TRENES v b NE
Hh S FRIEME R LT HARFERE T v b (SHRSP) 1BV TR AR EIT
KO HEKAFRDDFRRNREERMN 2R Uz, 1ILNT)ILE >
WIMAEIC B E RIZI a5 72 9~

18.3 EILEMEESEEMSIER

w i E R OSMEARFIES v & SHIR) ~NOREREDE
HIZ X0 EIMEDOHERZIMHI LIz, ZDIEREA NNTILEY 2%
S ERLUNTY > RERIIBED SNRN> . EIT,
SHR I BRI G5 T 5 2 &I & D EIMEDHERITHES DEX.
WM EODE R CKRBIROIEEZMH SN, £, BEHARIC
XU S EE IR E & R HE £ 5 SHRSP T, KER
D% 5T X0, MESAPFEE. TP i 2a i o e O3B T- D 72
PR 5Nz, A FEIEH O SHRSP T, KIER DHK 51T
K OEESIHI SN, MAEPER SR GE#Z L D FRICKEIN
7 26). 27)0

19. BXAEDICEAT HEAZHMA
—RREVEFR © ARV
(Irbesartan) (JAN) [HR]
{24 0 2-Butyl-3-{[2" - (1H-tetrazol-5-y1) biphenyl-4-y1]
methyl} -1, 3-diazaspiro[4. 41non-1-en-4-one
5312 ¢ CosllasNs0
TR 428.53
TR AROREREOM KR TH %,
Bl (100) 1T T <, AY J—)LiZeoEitic< <.,
I =)V (99.5) IEFIT< L, KIZTIFEAERIT

2
K LIRS 5N,
fezERfig o N=N

Rl 0 182.4~184. 6°C
SPEREC K9 1001 [pl7. 4, 1-F 2 % J —)V /R ER]

22. A
(L IV RF 5 50me)
500 $2 DR, /NS
100 & [10 g2 (PTP) X10]
500 82 [10 & (PTP) X50]
700 8 [14 8 (PTP) X50]
(A ILRF 5 100me)
500 $& D /N5
100 & [10 g2 (PTP) X10]
500 & [10 & (PTP) X50]

@

700 ¢ [14 & (PTP) X50]
(A VRG> §E 200mg)
100 g [10 g2 (PTP) X10]
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24.

FEXK
ks R FF)
Rl BtV 0 s B P MR . 2017;47:1353-1355 (202300088)
KA R B PERME AR AMERE. 2021;29:49-54
(202300089)
R R A BRI BV 2 BE G5B (2008/4/16 &
. HEERMEEE 2.7.2.2) (200800822)
R B R T ORI 555k 50mg (2008/4/16 7RFE.
FHERMLEE 2. 7.6.3) (200800823)
FENERL: AR A T O R E %58 100mg (2008/4/16 &R,
FIEEERMIETE 2. 7. 6. 3)  (200800824)
N E R AR T E R E B S E Y B R B
(201101200}
HHNER:NA AT RA TEY T 1 ICRIFTRFEOZERMN AR
(201101199)
HABER :E NP 70V —LaZ2R0WERBLERBITBT S
CYP2CY9 OBIE (2008/4/16 A&FB. HFHEEEMEE 2. 6.5. 10)
(200800829)
HNERL: ZIV o 0 SRS OfEZE (2008/4/16 /KGR, HIFEE R
BEZE 2. 6. 5. 10) (200800830)
HANER:E MFI 70V —LAZ M0 P BHEDOKR (2008/
4/16 7KFB, HEEERMEE 2.6.5. 12) (200800831)
HRBER:NAFT7RASEY T 1 il (2008/4/16 K78, H
SHERHYEEE 2.7.6. 1) (200800832)
N R B S R I BT B R BN RE A B (2008/4/16
AR, HFSERHYEZE 2.7.6.3) (200800826)
R FFREA BRI B D 3m BN (2008/4/16 &GE.
HIZEERMIETE 2. 7. 6. 3)  (200800827)
RN BRSBTS B RERE (2008/4/16 &G,
FEERMYE 2.7.6.3) (200800828)
HNER: DIV T 7 U > E O EIERRBR 1 (2008/4/16 &
. HFEERMEE 2.7.6.3) (200800833)
fENER: TV T 7 ) > E O EERBE 2 (2008/4/16 7K
2, SRS 2.7.6.3) (200800834)
TAKEZIFE A IfUF. 2011;18:1108-1116 (201101408)
HNER: T FHEEKEBIRICB T DER (2008/4/16 7&EE.
HIESERHEE 2. 6. 2.2) (200800840)
tNERAT BT FIE RIS T HER  (2008/4/16 &G,
FHEEMEEE 2.6.2.2) [200800841)
HREE:AT ZERICK T 2 EHRR OB (2008/4/16 &
. HEEEOBMIEZE 2.6.2.2) (200800842)
HENERHAT ZREY T8 1 TS B RIRE (2008/4/16 7K
. FHEEERMIEEE 2.6.2.2) (200800843)
HNERL: B2 ARG OA F ik RITHT DR (2008/4/
16 7KGE. HHEEEBHEEEE 2. 6. 2. 3) (200800844)
tENER: SRR I T S ER (2008/4/16 &8, HFEEER
MEE 2. 6. 2.3) (200800845)
HNER S L = EFMEYIVICB T BER (2008/4/16 K
P, HEEERMEE 2.6.2.2) (200800835)
HRBER:2BEE L7y TREMES v MTBT 5ER
(2008/4/16 7%3F8. HIFEEEMEEE 2. 6. 2. 2) (200800836)
PR R : 2R R B FE I e I AR TR Ty M IS B SR
(2008/4/16 78, HFEEEMYEE 2. 6. 2. 2) (200800837)
tEANERL: ST HARTEIE T v MBI DEM (2008/4/16 &
. HEEERMEE 2.6.2.2) (200800838)

NHBERERVENEDEE

ekt ERERE 5 —
T541-0045 KB RKERET S TH 1 &8 %5
Eaf 0120-956-734

FAX 06-6202-1541
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26. BLERFTERES
26.1 BLERSETT
PH I FT 7 <At
KRBT =82 TH&H 15
26.2 BR5EIT
USSR S ST i
KRB R KEER 3 TH 1 %85
26.3 1Ri%
SANOFI

IRB 17
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