2023F8AUET (1K)

B | ERRE
B - 308 A

W B EE R

REFRE{EFAZIARB

HAFERm D HES
872149
AR7ERRAA
20184 6 A
2018 6 A
2018 6 H

AT

OD #E 50mg | 23000AMX00233000
OD ## 100mg | 23000AMX00234000
OD $# 200mg | 23000AMX00235000

A4 ILRY IV v OFENERIERE
AIWNYIVH 2 0Dsi 50meg (UG
ATV 2 0D52100mg [JG)
ANV 2 0Ds 200mg JG)

Irbesartan OD Tablets

) ER-EMEOMSTZICLVHEHTSH &

REOEFHZIR) [10.1 ]

2. 22 (ROBEICEFBRSLENTE)

2.1 RAIOR I3 UVBEIEDOBHEED & 2 BE

2.2 MR USIR L C W A RRE D H 5 [9.5 2E]

23 7URF LY ITLVEBEAHREROBRFERE (12720
MOBEEREZToCHARBMENITY bu—LFELL

3. #8R% - R
3.1 #88§
- BRI =
R7e4 (1 §%EF') A
D-vr =bt—Jl, bUETITT
LRIy . VFy. yuzHE Ry, vFO
~ oD ﬁﬁg%wggb“ﬁ””yxu—x\7v»MXf7u»f
50mg [JG) oM NUP LA, TYER AV T0—
Ay LAY R—IL
D-v> =ht—=)b, bTETITT
A INRHY )& . VT, JaRARE Ry, eSO
> oD ﬁﬁgﬁubgﬁ“ﬁ”byxu—z\77»@X%70»%
100mg [JGJ Lmg NUW L, 7YLE XY TU—
Ay EAY R =L
D-v>=h—), bZEQOITT
LNy . VS, JUAEE Ry, e 7O
~ oD ﬁﬁ%EZngA““”yxu—x\7vaXf7u»f
200mg [JG) UM NUP L, TYE, AV TU—
AL LAY R—IL
3.2 ®FIDOMIR
es | & - Ak SE - KES -EHE ENvc TN
ANy | K = I
24 _ A IR
2 lampo| @D EBD =2 | r
EIFRAD
S0mg | e | KR R L i JG
MGl 10.0mm 4.5mm  29mm  10lmg
4n~§5%~% eS| HE BIE
By o — A
N EHED 00100 7L 00100 N
& OPlmmro Ee, = | k>
'1' 00 EHIFRA D G
Mg | pgge | RE 1% s 58 J
Gl 11.0mm  57mm  42mm  202mg
. = il
KRN ETRE ™
By il A LA
N HHED 00200\ /LA 00200 N
o e (g T ——r
B laman - OD200
Dol oz | mE  wE  ms  @m | O
16.0mm 7.8mm  4.5mm  476mg

4. MEEX SR
RIMERE

6. FENRURHE

WH. BRAIIEA VARSI Y > & LT 50~100mg # 1 H 1 [
ROKET %,

mhB. Flg. ERICKD
200mg £TET B,

8. EERLREARNEE

8.1 KFlZ&L T I4T 0y I RBEMEERARESFICEE X
FHRERED S bl EOMENH 5. FEERE T ERT
B CBREDITO L [11.1.5 2]

8.2 BIEERAICEDL DTV, 56O HLDLNETENDH S
DT, SfEE. BEEOEEEMBIRZ D B L BIET 288
CIXEESES L,

8.3 FHTHTI 24 B3R E LW EPEE LWL, TV I F TV
U ZHREERABR ST OBRE L B L CFRFICL= -
ToIAT Y ROMEMERICLA2EERMEER T2
AREHEEN D B o

9. HEDERZEIHEEICHTIIR

BEHERT 27, | HRAKREGERR

9.1 GIHE - BIEEEDNHZEE

9.1.1 ERIEEBIRKEDS D FZEX T B TERIRIKREDS S
BE

HEESCOEBEL N SN2 5A2RE ., HRIERTSC

Lo BMRE DR R RHESBEDETIC
ZELSELEBENDIH B,

9.1.2 8AV Y LAMEDEE
WEESXOCEELIVEHshbBa2RE, ERIZETSC
Lo BAVYLAMEZEESELBENIFH 5.
$7-. BHEEEEE, I b u— LARBROBERBEESIC LD MBS
VI LEPELSLDRTVEE TR, WEH ) 7 AEICERY
Tk,

9.1.3 RMEREENG D EE
BEOEEPNOIFAEZF S L. REZE(LsE5B%
NBH 5.

9.1.4 BEREREPDERE
BEHENPoRES ML, BETL2HEIHRYIC
ﬁﬁ@%ﬁ&ﬂ&ﬁ?%@ziﬁ%hﬁﬁé [11.

9.2 BEEREEE

9.2.1 ERLEHREREENGZBE
BEOEEICLDBEREZE(LSIEL2BINNH S,

9.2.2 MRERDPDESE
BEHENPoRES ML, BETIHEIHRYIC
ﬁﬁ@%ﬁ&ﬂ&ﬁ?%@ziﬁ%hﬁﬁé [11.

9.3 FTHEEIREEE

9.3.1 FEZENH 2 BE. FHICIETEFEZERUIETS 2HDSH
2EE
AANGEICHEITHICHRt s h 2720, IFREP LRI 2862
N5 5. [16.5 2]

& ORI BRRE

o2&
1.3 2]

o2&
1.3 2]



9.4 L£iEEEZER T BE

9.4.1 iR T ZOTREEDH D%

HIRLTWAZ ENBEINT T VF T o v VA MBBERIEE
B E7 o7y I2EFRERAZER L. BRE - #HiE

BAOEE (BR&, HE - i - BOESAE, HEE) PR
D ENTBIPHESNTNBDD,
AEIOHEIENL S, REEOEES L EE L TAFRES DL
Bk 2 EE IR L. BB oA a2 LR 5 &Kk
ENHEEICOAIEETHI L, £z, BEPDELZEEICE
WOREEBHBEICHEET A&, [9.5 3]

(1) AAEESEBENICEFRE L TWA WS EEZHRT 52 &, KFH
BEHRY, HRLTWEWT E2EMNICHERT A2 &, BE5
IZEEIRASHIB L 23580213, B iIcik52hiEd 52 &,

(2) MOFIHIZOWT., KA SHBEICEBEICHET A2 &,
F7o, BERLMNEISUHET S &,
CHRRICARE 2R Lz5e . BRIR - e RIS

VAINHB &,

CHHIRASHIBA U 7- 3B b N BB AL, B ICHE Y E ISR
5T &,

- FRAEIE T 55413, HYEICHKT S &,

9.5 IR
IR AR L C WA RIREME O H 2 L HEICIZE S Lana &,
B EHICIFIREASEIBR LB E I E, B IcEEEFIET 5 L,
HRFHAR OKBIC T > oA F > o v 1 ZREEREIET >
VAT Uy U ERBERER 2RSS SN BE CEKBDE.
BRIR - HER O, FHEROKIME., BRE., &HY 7 AI
fE. HBOERAZ R OEHKEAEIC & 2 LR SN2 D
ke, EBHEEOTE. MOBERENH 5 bhiz & ORED
H5. (2.2, 9.4.1 ZE]

.6 =3
BALEZWT ENEE LW, BRE (Y M) IZBLTHIT
FADKBITAEDSNT WS, £/, BIMERE (5 v b4
FRUHEBOREL T ICBEOBKEICET 2:EE) O
50mg/kg/H Pl ETIHBE IR IC 8 W\ T HE R ORE M -
ROLNTWD,

.8 SE
BREED»SRE 2B 52 SEEICHRET AT L, —RIGHE
EOBETEIIFELL ZTNnESINTWS, MEEENSKLISBZ
nnr»H 5,

10. #BE{EA
10.1 HAZER HALBWLI L)

ERITT

HHI2% BEPRAEIR - 5B A W - R T
TURFL YT )BTRS, B L= -T VAT Y
FsiE BEE EH )T LAMER ~ REEERIERS

A MEMED ) A7 BN NAFHEELNDH 2.

(FERREFICHERT
Be. 7272 L. iDREE
BEET->THaBM
FEoay ra— Ly

PHRESN TV,

LSRROEEZRL)
[2.3 Z2H]
10.2 HAER (HAICERTSIL)
A% ERPRAER - $EETT R WP - fERE T

71 7 LRFRIERIRAI

MmEAY 7 LEP LR

W ARBOTIVRRAT

Z¥0 /) S by, MNTEHIEDDH S, oA mnEic & o h
V7 LT L% VU LT AR R
VDRIPN s THAREEN D B,
=t (/D RIFN fERERF B RERE O
bHBEBE
FI PR B A — & O BB R | FIR M ER CRE L%
Jat IR, M) 7O\ REEITEZNMDSH|FTVIEETIE. AR
VAFT7 Y RE 50T, FIRBEERZ#% | BoEADIcky L=

[11.1.3 =]

o BEICKA %%
53 218415, EHED
SEEERBL, EET
BBEEHRAICITH
Es

EEAPTLELTHD, &
EERAPHERT 267
5%,

B %

W - fElRE T

TUAXFL YT
e

BEARAEIR - FEEAE
EREEREE. &Y U A
MLAE J OME I FE % #2 &
TBINPH S,

7 B . eGFR
60mL/min/1.73m? #
HWOBREREDSH 2
BEANOTY)ZXFL Y

T2IVERE OB
DWTIE IBEREESL R
JBrwfiishsf

L=V-FUVETFUY
v REEEH A HERS
NAHAREESDH 5,

LBEBREBMIL &,

TYIFT Y UER I BRERE. BAVIL|ILZV-T I T Y
EERIAEA] MFE R OME ML 22 & |~ RIHEEA RS
IFITIINAIF|TBENLH S, NEAEENN D 5,

TIINE
AT O A FHEHURE | AR O LR E | MEILEERZ2ET 5
# (NSAIDs) TEBENNDH 5. TARAYTT I D
o¥vrazzr. A AREEICE D KA D
VRAY T UE BEEFER RS S E 5
AIHEE D B 6

ERT O A NEFRRE

EHEVPETLTVS

TARAYTT VD

# (NSAIDs) BE T HICBREED | aEEIC XD BT
axvyFuvzy, A\ BT E2BENFHZ. | BPBERT S0
VRRAY Y UE ZA5N%,

UFoL VFILRBENRES | F U LOFRIIES
PRERY T L NTns, U LERET BT

O AKHIDF BV T LHE
HERICED, UF VL
DEMRPRES NS
LEZObNS,

1. BWER

ROBWERPHHbNBIENHBHDT, BEEZ 7T,
RENROONIZBEICIREG2HIEY 274 EEY) LB 21T

ST &,
1.1 EXBEIER

11.1.1 MEFE GHEREH)
HE. HE. W, SF¥0BREZERE T2 MERENH 5D

NeEZENH5,

11.1.2 BAU Y LME (FHHERH)
11.1.3 YavT, K, BEHK GEEAH)
WG B, BRHAREN D s bNIBEIl. BESIETZ
WEZITH T &, [9.1.4, 9.2.2, 10.2 =[]
11.1.4 BR2 (BHERH)
11.1.5 FFEEREE. &9 (0.1~ 19%K0H)

AST. ALT. ALP. y-GTP O LRZEDOERENSH S b
BT ENDH B, (8.1 BE]
11.1.6 {KINFE (BEEAHA)

BRI, ZERERE. WP, FOBA. ERET. B, B
EENPHEDONIBEIIIEEEZFRIE L, BYZAEZTS 2
Lo BRIBABETOEETH LN T,
11.1.7 1SERIERE (SHEARH)

A, BT CK LR, MARORFIF 7oy LR A2
BETABNMEEN,HODONBEZZENHADT. TDLD
RIS EIIZEBICREEZHRIEL, B ZABEEZITY I &,
11.2 ZOfDEIER

0.1~5%K SR

2. CAME. ZOF

BiE, MEET. 2218
T, FRAR DEEH
SR, DEE

SR

HEWV, B bI5D
. ORR. RER. LU
HURK

TR

Bb. WM. ER. T
WL IR BARER
2]

HIbER

ALT b5, AST EF.
LDH k&, YL
EF. ALP EF. v-
GTP k&

JiF




0.1~ 5% SR

BUN k&, 7L 75 =
i v bR RPEABE.
FRILERE
FRIMERGED. ~N< b7
v M AETTOE Y
BA BIIRED . 1FER
BRI, HEkE
k. MO, BRE. 1T MEAREERY. BB
Th, FHE. B, 5
PR, BRERE, FE. B
i, A, HEE. B
ZDfth TMETF. CK EF. ik
BV AR RBE
H, 2L AFu—LE
7. #®EAREA. CRP
57

ki3

13. BEES
13.1 &
AAFNZMBEBENT TEFRETE 20,

14. BREDER

14.1 FRIZAEFOER

14.1.1 PTP BEDZEANL PTP > — + 25 HID H LU CIRAT 2 &
2EEI LI L, PTP — FORREICK D, BLHAT A RE
REARIA L, HICRELEZB I U THERIAAEDEE 2 &0F
FEZHFETHIEN D5,

14.1.2 FHZEFEO LICOR TRz RE S5 CAET 2720,
Kz UCIRFTIBE T H 20 F7o. KTRAT A EHTE S,

14.1.3 RAIRE/- £ ZORETIX, K LTIRASEZWI &

16. ZEEYIEHRE

16.1 MAiRE

16.1.1 BOi%S
TR A B 18 Hlic 1 LAY ILF > 50,100 KU 200mg 2 7 0 A A —
N—MEIC K DR BERRE RS Lz & & MERIC3EE LOEEEZE
T ERE(METHFE Lz ZOEYMBELIT A - EE 1 ITRT,

£ 1 EWMFHERISTA—¥

HEMERE/ ST A%

HENNT A=Y BEIRT A=Y

AUCo-72 Chmax Tmax T2
(ng - hr/mL) (ng/mL) (hr) (hr)
ANNGLT 2 ODEE | 61751441 | 18064478 | 1.320.9 |10.826.3

100mg TJGJ

737 adE 100mg 6474+1371 1641£533 1.6+x1.1 | 9.7£3.4

(Mean+S.D., n=19)

MEEREEL I AUC, Cuax ED/8T X — 4 1&, #HEE ORI, KKO
FREEIE - RS ORBEFICE > TRR D REEYH 2.
(2) K712 L THRA
A WARYILF > OD §E 100mg [JG) &7V ufE 100mg %, 7 1 A
—N—FEICEDEAZTN L (A ALARYILY > E LT 100mg) BFERA
BHIA LAY )L > OD i 100mg[JGlId7k % LT7 /N7 dE 100mg
137K 150mL & FICHEABER OIS U CMmEEPRZE(LAREZEE L.
BONT-HMEHE/ ST A —% (AUC, Cmax) 1220 T 90%IEHEX B
THEHRIT 21T > 72568, log (0.80) ~log (1.25) O#HEANTH D,
WA OEMZI RS EA R S D,
(ng/mL)

2000

—O0— A LY % > OD$E100mg ]G
1500 —o— 7\ 7 u$E100mg
Mean=#S.D., n=24

1000

IR\ S O, S NREE

0 12 24 36 48 72
#5#OFR (hr)

BYEREIRT A=

HENRT A =% BEINTRA—4

AUCo-72 Chmax Tmax T2
(ng - hr/mL) (ng/mL) (hr) (hr)
ANNTLT 2 ODEE | 709949316 | 16804551 | 1.640.9 | 8.4+2.1

100mg TJGJ

737 adE 100mg 7120+2821 1606627 1.7+£0.9 | 9.8£4.8

58 n Cmax Tmax AUC T2
(mg) (ng/mL) (hr) (ng - hr/mL) (hr)
50 18 10844375 | 1.4+£0.7 |3821+1208| 10.1+5.9
100 18 1758+483 | 1.6+£0.9 |6848+1974|13.6+15.4
200 18 2098+455 | 2.0£1.3 |11742+3549|15.2+18.6

i+ R (AER 1 LC-MS/MS)

16.1.2 RiEI1%S
TEERR A 6 flicA LY )L > 50, 100mg = 1 H 1 [8] 7 HE &%
ICRERZEO®RS U & &, MERRE IR SHREN 3~4 HTERIKE
ISEL, mRSEEbERERASNED 5299,
/o, BREESCRBEREMEERE 14 612 LY LE > 100,
200mg % 1 H 1 [2] 8 HE&#ZICRERZ DS L7z & & Cmax LU AUC
15 1 HEEHRS S HEHEDBMTAERLREII L, WMREGRELER
HIZH SN 5729,

16.1.3 &E¥RHIEEMHER

(LILRY)LT > OD & 100mg [JGI>

(1) K<THRFA
A NARYILY 2 OD §E 100mg [JG] &7/ 7 u§E 100mg 2. 70 AF
—N—=FEILEDENZEN 1§ (L ILA_"F)IL T > & LT 100mg) BERA
BHEICK 150mL &I RBEEREO#RS U T MEEHRE(LAFRE % #
FEL. BoNEYFHEEINT X —% (AUC, Cmax) 12201 T 90%EFFEX
RIEIC CHEEHERIT 21T - 724538, log (0.80) ~log (1.25) O#HFENT
Y. WRIOENFNRSEEI RS NI,

(ng/mL)
2000
%g —O— A LAY L > OD§E100mg 1G]
1 1500 —e— 7N/ U$E100mg
L Mean=S.D., n=19
N
H
b
k4
%
b
i3
T O
0 12 24 36 48 72

BE5#% KM (hr)

(Mean+S.D., n=24)

MEEFEENNC AUC, Crax F0D/8T A — 4 1d, HEE OBIR, (RO
PREN[EI - RS ORBEMEIC L > TRL A REEYNH 2.
(AILRY)ILI > OD £ 200mg [JG])
(1) X THRA
A NARYN% 2 OD §E 200mg [JG] &7V 7 u$E 200mg %, 7/ 10 A%
—N—FICEDERAZTNLHE (A LARYILY > & LT 200mg) KA
FBHEITK 150mL & i A BEREOHR S U C MR RELAFRE 20
E L. BoNEYEEINT X —% (AUC. Cmax) IZDWT 90%EFEX
BRI CHEEHRIT 217 - 72458, log (0.80) ~log (1.25) OFEHNT
B0, WHIOEMFENRSFESHER S WY,
(ng/mL)
4000

1l —0— A VAL F > ODEE200mg (]G
%g 3000 —e— 7 /N7 u$E200mg
A Mean+S.D., n=20
v
~
3
)2
5
%
b3
B
o)
0 12 24 36 48 72

&R O (hr)
EMERE S5 A =%

HENNT A=Y SENGA—Y
AUCo72 Cmax Tmax T2
(ng - hr/mL) (ng/mL) (hr) (hr)

ANRYILZ > OD §E

200mg 11G) 12590+£4730 | 2497+1040 | 2.0+1.1 |11.8+6.4

737 adE 200mg 11490+£3690 | 2665+1274 | 1.7+1.2 | 9.9£5.8

(Mean+S.D., n=20)

MAEHFREN N AUC, Cmax FED/8T A =413, #HERE ORIR, FRHO
FREVEEY - R EORBRMIC L > TR 2 REP D 2.




(2) K% UTHRA

A NARYILE 2 OD §E 200mg [JG] &7/ 7 u§E 200mg 2. 7 10 AF
—N—EICEDENERLHE (A LARYILY > E LT 200mg) BERA
BHICA LAY LS > OD $ 200mg[JGlidzKz LT 7 /N7 dE 200mg
137K 150mL & #HICHERBEREOHRS U T mEEhRZ LA 2 8E L.
BONTZEYERE/ ST A —% (AUC, Cmax) 122V T 0% EEX LI
THEHENT 21T - 72455, log (0.80) ~log (1.25) O®EANTH V.
WA O AR S SRR S 7z,

(ng/mL)
4000
% —o— 1 LAY L ¥ »ODE200mg (]G
r 3000 —o— 7 /N7 u$E200mg
;E Mean+S.D., n=19
X
W
v
4
=z
-]
|3
i a 0
0 12 24 36 48 72
#E%OREE (hr)
HEMFBEINTA—F
HEINT A =4 BEINT A=Y
AUCo-72 Crax Tmax T2
(ng * hr/mL) (ng/mL) (hr) (hr)
A VARV > OD $E
200mg 1G) 13050+2950 2729+739 1.5+0.4 |15.4%£10.0
7 N7 udE 200mg 12900+£3420 2508 £752 2.1+1.0 [15.0+13.1

(Mean+S.D., n=19)

MEEFEEE N ONC AUC, Crax ZHD/$T X —# 13, #eERE ORIR, A0
BREUEIS - RS ORBEMIC I > CTRLEDAHRESH S,

16.3 916

16.3.1 BEBHES
b MMEEAEARIZN 7% TH - 729 (in vitro) »

16.4 {3
A NARFILE d. F& LT CYP2CO I K A2BLHRE & 7L 7o v
faAICEOR#ENS, B NFI 70V —LZ2HWT. CYPEHEICHT
BANNY LY >~ OREERICO W TS Lz#ER, CYP1A2, CYP2D6
KU CYP2EL 123t L CIXPEE RS, CYP2A6. CYP2C8, CYP2C9 &%
O CYP3A4 12t L THEEADPRO 6NZbDD, WINLEEOEE
135575 - 7219712 (4 vitro) .

16.5 HEttt
RSB W CREMAR PR RIEH 0.3~1.3%TH > 7299,
(R AICUC-TE# A LAY LY v 2 RORS Lz 5E. BEEDRN
20% T FRAPICHR S, £ 54% 3P ICHRt s Nz (SEAT—5),
[9.3.1 ]

16.6 HENEREEITIEE

16.6.1 BIEEEEZSEE
. hEE (9f). BE (104]) OBHERERZICALRTILY v
100mg # 1 H 1 [ 8 HEIRMEROHRSEG Li- & &, BREEERH L L
< Cmax\ AUC l:ﬁ%‘jf%liyf 5 ﬂti 75)0 7:0 Eﬂﬂﬁiﬁ’fﬁ*@,ﬁ%‘%é\&)\
B RERERL IS LBAICOEREMIIIZEA LRV EORE
aEniW GHEAT—%).

16.6.2 FTHEREREERE
B PEEOFEARE 106, LYY > 300mgh) & ZEHFRE 1
H1HE7 BRRERORS Uiz & &, BERAEHE LT Cna. AUC
WWERBEIAONED 5Tz, ELERBERANPIZEALE LV EHRE
SN (EAT—%),

16.6.3 SHE
BlnE (65~80 K. Btk 104, i 1061) L&EFEHE (18~35/%. B
10 Bl 1T VARYILF > 25mg % | H | BIREROERS L&,
Crmax CEBRZRASNLD» 51255, AUC IZBEFEEZITHART 50~68%
ERIT B ENRENSE FEAT—%),

16.7 EYMEEER

16.7.1 9ILT7UY
T7 7 » (CYP2CO OEE) EHHLIEE. L7 7 v OEY
BREICE(LIZA SN2 721018 SLEAT—%),
) AFOERSN- | BEEAEIE50~100mg. 1 BEAMARIE 200mg TH 5.

16.8 Zfth
A NARFILE > OD §E 50mg 1G] 13, [GEFELR 2 ROERH 04
MENRFERBEATA FI4> (PlR24FE2H29H EAFEER
0229 10% Bl 2) 1 12D &, A LAYy > OD § 100mg [JGJ
FEREBR E U EEHBOBER. BHEB RS S HE ST YN
KRS E A SN,

17. BRERANAE

17.1 B3R URSHICET BHER

17.1.1 EREERIER
REREIC BT 5 ZEEMHEEE & & O R T O BRI S5
12871 BITH . BHRERIE 69.0% (601 fl) TH-7=2,

# 1 ERR0E
sEa [RR] **Egg@;&ﬁ%ﬁﬂ EHE (%)
B 5 I FESTE (8 - FPE) 563/822 68.5
EE & MLERE 18/22 81.8
BREE % > S ILEE 17/23 73.9
B EE MR MERE 3/4 -
#at 601/871 69.0

) UUHEHAME 20mmHg DL _EFEFE R OIRERIAME 10mmHg BLEFEE % i 72 37158
SPAILE 13mmHg BLEREE A 72 9735 & SUE 150/90mmHg i (7272 LARE
B TIE 140/85mmHg i) 1CBEE L7-5&

17.2 SSERFTHRRES

17.2.1 ENSGERRTEHERIRETER
AREMEBINEAE (8 - FE9E) BE 165 HlIC A LAY L% > 50~200mg
Z1H1E ] EREORS Lz e &, IEIME/ALRRME (565
AIOFME 164.2/98.5mmHg) (&% 55k 4 BH IV ERICTEL.
LE LI BEERSHER SNz, BEKRTHONEHINE/ IR ME O
ZAtEOF13-28.5/-14.3mmHg TH > 7z,
RAMFI RG] 166 filF. ERIEEEOZEESH % &OEIERAIE 18 4
(10.8%) K@D 5Nz, ExdDILDEEIIMGE. CK EF. ALP L
FHE 26 (1.2%) TH -7,

18. EMFIE
18.1 {ERItERF
In vitro BEEICBW T FRHKERO 7 > V47> 11 (Al #
FHIE R L. nvivoikEE (T2 by 4 X, HL) 1BV T
b All FRAERISI U THHIER 2R Uiz. In vitro $&RE» 5.
ZOWHWERE ALl AR T 2HEERICEDCBOTH D EIC
All %14 7 1 284k (AT ZBE) BIRWTH 2 ZEWRBE N, ZD
MOZEEICIEMEEZRET. 7o V4T v VEBBRLHE LD,
) f:22)727) o
18.2 FEESER
BLZVIEFEMES L. 28 1 79y TRIEMES v b, AT S RIE
MWEMEERFEET » ~ (SHRSP) ICBWVWTROKE 12X Y HEKREN
PORRI R EEERZTR Uize A LARFILY VI DERICHE L KRIT
é &ﬁxg 7&28)*30)c
18.3 BNEHEEESIHEIER
EFEEEBEOSMEBRFEIET v b (SHR) AOREFOHRSICED
BIMEOHEEZMH Uize ZOERIEANARTILY U HFRESHIEER S FHfE
LUNY Y RERRIERBO 5NRD 5T,
B2, SHR ICREROHRST 5 EICK D EMEDERITHE S DAEX.
W NCELEROREIROBE MG S N7z, F7z, BRIEERICK D&
EHEESEE - E VT R2Z 29 5 SHRSP Tl REREORSICED.
FN2A PR FEAE | 5 1M T ok B B 2 K OFET= D FRA 2 MBI 53880 & 7z 2R
HRFSEMR O SHRSP Tl RIERZOZSIC K DIETHIH S 1, M2RARE
ROUFEER K DFRICSES N0,

19. BIKSCRET B E(EENAR

—fi&4% : A LY )% > (Irbesartan)

{b&4 @ 2-Butyl-3-{[2'-(1 H-tetrazol-5-yl)biphenyl-4-
yllmethyl}-1,3-diazaspiro[4.4]non-1-en-4-one
CasH28NeO
428.53
HEOEEEOKHERTH %,

EeEE (100) ICHBTR T, A% ) —LIZRRBE I, Y
J =)L (99.5) IZiEIFICL L, KIZIFEAEB TRV,
fEmEBEIPRDOO5ND,

FER
DR :
oK

22. G
(AILRY)L9 > OD £ 50mg [JG])

100 #2 [10#E (PTP) x10. FZEAIAD]
(AILRY)L9 > OD £ 100mg [JG])

100 #2 [10#E (PTP) x10. FZEAIAD]
(AILRY)L9 > OD # 200mg [JG])

100 #2 [10#E (PTP) x10. FZEAIAD]



23. EZk

fIEREth  filh - EIREEHAEES: 2017 ; 47 : 1353-1355

2) BEERHK i BEIR BERHE ARIEAMEE 2021 ;5 29 1 49-54

RFERABEICS 1 2 BEEEHE (7Y asE: 2008 £4 A 16 H

AR, HREERMEE 2.7.2.2, 2.7.6.3)

4) BERATORERSRE (50mg) (75708t : 2008 44 A 16
H&RE, HREERHIE 2.7.6.3)

5) A TORERSHEE (100mg) (73718t : 20084 H 16
H&E. HREERHIE 2.7.6.3)

6) AEEMEMEESE ICB 2 BERE (737 08E : 2018 £ 3
H 29 H BEAREE)

7) HAER  EYFEOEEERE (OD § 100mg)

8) HMEH : EMHEMFEZEEFER (OD $ 200mg)

9) BEMEAR (7NN OdE 1 2008 FE 4 A 16 &R, HiEERHME
2.7.2.2)

10) e MFI 7O Y —LZ2BWBRLRHICBIT 2 CYP2CO 05 (7
NTUgE 2008 4 A 16 HA&ARR. HEERMIEE 2.6.5.10)

11) ZVvruarigfasdoiEs (73708 2008 4£ 4 A 16 H&E, B
BRI 2.6.5.10)

12) e NI 7Y —2%FH\\z CYP HEOKE (737t : 2008 &
4 H 16 HA&R. HFEERIE 2.6.5.12)

13) N FTRASEYF B (7N7 08 : 2008 E 4 A 16 HAER.
HFEBRHIE 2.7.6.1)

—

<«

14) BHEREREICH T 2EMBERE (7Y 0 2008 F 4 A 16
HA&RR. HEERMEE 2.7.6.3)

15) HHEABEICH T 5EMEBIERS (73N 0dE: 2008 F 4 H 16 H&
. HREERINEE 2.7.6.3)

16) HlEICH I HEBIERER (737 0 1 2008 F 4 A 16 HAR.
HEFE RS 2.7.6.3)

17) V7 7Y » EOFEHEERRE (1) (7370 2008 4 H
16 HARR. HEERMIE 2.7.6.3)

18) L7 7Y EOEYHERRE (2) (7Y 0 2008 4 H

16 HA&RE. HFEERMIE 2.7.6.3)
19) #PNER} : EMEIFRIZSERE (OD $& 50mg)
20) EIMEERRER (73704 1 2008 4 4 A 16 HAR. HELHRE
2.7.3.1, 2.7.3.3)
21) #HAKE Al mF 2011518 :1108-1116
22) Y FRHKBINRICBT AEM (7370 2008 £ 4 A 16 H&
2. HEERMIE 2.6.2.2)
23) ALFHRAERIGICNT 21EH (7370 : 2008 54 A 16 H&
2. HEERMIE 2.6.2.2)
24) AT ZAMICHT B EFROME (737 08E: 2008 £ 4 A 16 H
KRR, HEEERMIE 2.6.2.2)
25) ATZEAY T4 FIThtd 28R (737 0dE : 2008 4E4 A 16
HA&R. HiEEREE 2.6.2.2)
26) BREZBMAROA A Ut RIicntd 210 (735708 : 2008 £ 4
A 16 HA&AR. HEERHEE 2.6.2.3)
BREBRICNT AER (7N 082008 £ 4 H 16 H&R., HEE
BHEE 2.6.2.3)
28) BL = VIEEMEYVICB T 2R (737 udE: 2008 £ 4 A 16 H
KRR, HEEERMIE 2.6.2.2)
29) 2B 1 ) v FRIEMES v MBI AER (7N 0 @ 2008
4 H 16 HAR., HEEMIE 2.6.2.2)
Mz rh B HEEERIMEBRFET v MBI AER (7N 7 0k :
2008 £ 4 A 16 HA&R. HFEERIE 2.6.2.2)
BIMEBRFIET v MBI A(ER (7N adE: 2008 4 A 16 H
KRR, HEEERMIE 2.6.2.2)
24, YEREERERUHEVWEDES
HARY z U v 7#att BESEHEHRE
T 100-6739 HEHTFRHXION—TEI%E 1%
TEL 0120-893-170 FAX 0120-893-172

26. BHEIRFTRES
26.1 BHERRSETT

@ BAYIRUvOKAEH

RRFETFTRBEADOA-—TBEOSH 1S

27
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