08

*20254F 9 HEaT (456H0)
20254 2 A SLET (455h0

BT - SO
BHHEAR : 34
EER-EASEOT L VT2 L

BAEERROEES
872149
$E50mg $£100mg $£200mg
ABES | 22000AMX01602 | 22000AMX01603 | 22500 AMX00865
BRSS R 8A 2008471 200847 H 201346

RERE{EAZARB

AAEES A ILAHILY Ve
FEE AN A &50mg
N7 0 5100mg
N7 0 5200mgy

AVAPRO' Tablets

2. ZR(RDE|EHEICIFBSLIEVCE)

2.1 ARA DR Sx UEBUE DBEERE D B 2 B

2.2 M IR L T A W REME D & 5 (9. 55 ]

2.3 TUAFXL 7~ VSR ARG P ORGSR (72720, i
DT HEBEZT>TCORBMENT Y PO —UAHELLAR
DEF %) [10. 18]

3. fARY - HIK
3.1 8/

Wioe 44 737 a$E50mg | 7N 71 $E100mg | 7 /37 2 $E200mg
A 18P HBA VRGP HRBA VX 1T H R A VX
PPIT Ny s ~50mg HIL % »100mg FIL & »200mg

FUBERAI, ffErvo—2, a2 nvia—AF Y
W YA, bTuru—A, BHEKT AR, ATT) VY
FAYIL, JZUVEEN) ISV, BLFY . v
3.2 BIFIDMIR
Wise# | 7,37 08i50mg [ 737 04i100mg | 737 04E200mg
s S 9 0 —F vy
@ - A ?% WA DZIIEDOEAD 74 v ha—T 4 27
£
Gl | G-
o 5 %o 7 100 2 200
FE£& (mm) #18.6 111 #5141
5548 (mm) #54.5 #5.8 74
JE£ X (mm) %133 3.9 #15.0
% (mg) #7102 204 #7406

4. FHEEX[FFNER
SIMEE

6. AIENUHE

L AL

59 %

B, il ERIC XY BEMET 20N

200mg ¥

VC‘(‘.’.?Z&O

8. ERLERNER
8.1 KF & &L T v I T v ¥ VIR BARFE AT G- IS EE 2T
PERERE D D S b7z L WGV D 5o IFHIERA 2 EIET 5 7%

b F 3

oA 2k

o [11.1.5Z#]

EA NI Y 2L L T50~100mg % 1 H 1l 1#%

TH®RR$HG i1

JEMEHICEED KD E W, SLDENHLDLNLIENHLHD

T EIERE. BB OEERFER 2 ) B2 BET 2 B
HEIEHT L,

8.3 FAMHI2AMEHIEI G- LW ENHEE LV, Ty V4T ¥ VI

ZRRERAIR G OB, R R FRIC L= -7 U

7 Y ROPEIWEINC X 2SR MR T 2R 2T ieEd 3 %0

9. REDERZHIHEFEICHTIER

9.1 BIHE - BIFESOH D EE

9.1.1 mAIEESIRREDS D EEXISHE
&
R ER LR BV E A S WA EE R E EIEET 5 2 X,
BRI DA 2R ER IS BIE O T IC & ) 2B RAE % B L
SEBBENDDH D,

9.1.2 BAUY LIMEDEE
B ERUEB RV LR SN ABEE RS EIEET 5 2 X,
FN Y A MAER BB S B BTN D Bo

TEBIRKEDSDE

F7o, HRGERE . a2 o VR ROBRIFEFEIC L DI )
LEDE L B R T WEETIE, MiGEH Y ¥ MEISEET 52 &

9.1.3 RMEREEDHDEE
WEOREEAMMAAEZ TSR L, WEzE I BTh
HdH %o

9.1.4 BEFMEEEPORE
RHE»OHRGZMIE L. HRT 25813412179 2 &,
MOZAWEMERT 2RI §HBLN0H 5. [11.1.35H]

9.2 BEEREERE

9.2.1 ERUBHEREEDSDBE
MEEDREEIC &) Bk B LS €2 BTN D 5o

9.2.2 MARERPDEE
AP SBEG 2RI L. MRT YA HRLIT) 28, —i#
MOZWEMERT 2RI § 5200 H 5, [11.1.35H1]

9.3 FHikaElE=EERE
9.3.1 FFEEDSG 3 FE. HICIETEFEZERUIET S >HDH 2
BE

ARANEFNAPICHRE S N D 720, MHREN LAT 2 BEh
W bo [16.5ZM]

9.4 &IEREZHT BE

9.4.1 1HIRY DETHEIE DG DLt
HIRL TV A Z BRI NT T ¥ U F 7 ¥ ¥ VRIS
37 v o7 v VIR ERETHI 2 H L. R - Bl




9.

9.

OB (BARL, W - M- BORERAL, LH) B SNz

BIASHE ShTwaD 2,

ES [ AN SVASNIE (w22 SOFCF = R 3 A BN QS E e PP

HEEEICRE L. BE Lo RESEREE LS & ks h

BHICORKET B, 72 HEPLELRGEITIIKROTE

HHEICEET A2 L, [9.55H]

(1) ARF P G- BIERTNCHERE L T AW L 2R T A2 L, AH
By, HEL TV W E R EMMICHERT s b, &
A HHRASHI L 725400, mhicks e+ s 2 &,

(2) KOOV T, RAFG BHIEICEFICHBT 52 &,
T2, HHPLLBEBLHYIT L &,

RIS 2R L3 A. RIE - BRI A T
FTVRINHDH I &,

CHEIRASHIA L 72 3B b 2 618, R 2 ICH S EE I
HyHz k.

IR RIS A, Y EICHRT S 2 &,

.5 1143

Il SOIEIR LTV B WHEE D & 2 KPR EH G LT ko 3%
G IERASHI L 723581003, mH IS 2k a2 Lo it
WA R OHKINC 7 Dk 7 v v YIRS BRI DL T v P
TV Y B ILER 2 S S B TR AME, IR -
WEROET, HARORME, BAL, &40 7 AMdE, BHE
DA R OEARGEASENT & 2 EHEW S 2 U o, B
BRI D7 Mi DI S H bz L OWMEDNDH 5o [2.2,
9.4.1Z]

6 1R

TAL W EDPET Lo BRER(T v MIiZBWw TP
DOBAHPRBDOLNT WD, 72, BIWEER (F v MR RO
A D FEANE OV BER O BERE I B 5 5 3BR) D50mg/kg/ H ELL
THAE P S W THAEROERE M A D 5N Tn s,

8 SfnE

EHED OG- 2GS 5 % SHEIRG T 52 8, —RICHED
B E LS v E ST b, IMESESERZ 2 BZ N 03d %,

7 B. eGFR%360mL/
min/1.73m?& i @ &
WRERED D 5 BEHE
DTYVAFL TNV
g & OPtHIZDO W T
3, wELR R
WEHI SN B YA %
Fr&astysz &,

VA a2

ERRRERLE, w0y

WA 4% FRPEAEIR - FE 5 i Wy - fakkT
TYUAFL VT BRERE S L= - TV T Y
~ Vi 2L K O IILT: %562 | 3 > 5 B FE 3B 5

CTBENDED 5, ENLHREYD 5,

R A | o ME K QYR ILE 256
ITF T TN ZTBENDD S,
4 I77) V5
I A T a4 FIRFOREEEH 25085 | M EEER 243 5%
WP Rk E E[TIBENND D, TUAY TSI D
(NSAIDs) BHHEC X D AH
o %y 7su D FEELE % 355 S &
AR N LU D 5,
KA V% [BREIMET LTV | THAS F 52 Y v D
BH T SICERRE S HEIC L ), B
DWEALT B BEND D | HEIMKTTE208
o EZHND,
DS a7V V) F 7 AN S ) F T A OFRIUL S
REEY F A (TWh, M) LEEART AT
O, AHOF R LA
PEIEHICX Y, VT
Y 2 O P A AL X
NHeEZHN5%,
1. 8IfER

ROBWERD B HDNDL T ENHBDT, Bz T0IATV,
RO HNIY A G 2L T 5 % EEYRLERIT) 2L

1.1 EXFEIER

*11.1.1 MEMZE FEARH)
BRI VS, B, W OEIR 2R E 3 2 METERIESDH S D
NHZ MDD T, I, WA W, TRSEZ M) B
HHRIED D 5 b D 2 WD Do

11.1.2
11.1.3

BHY D LIEE LAY
Yavy, K, BEPHR FIEAT)

Wik, WE, BRI RSN D b NSEITIE, BT R

W47

o [9.1.4, 9.2.2, 10.2&H]

10. 18E1EA
10.1 HAEZHALBEWVLI &)

AN 4755 BEARAEAR - Hy i i B - fabr -+
TUAFV Y7 ISR, B L= - T VT
<~ Vg ReBEsz, mA Y v AL Y v RBLEVEH AR

A SE L OMRIME DY A 7 | SB[ HEMED S 5 o

O PR g S 2 il
A3 586 72
2L, o e
HEEIT-oTD
HRBIMEDT Y b
T— VA LR
HoBZEEEEL)
[2.32]

BMAHE ST,

10.2 HAES(HA

ICEBTDHC L)

ol %

FRRIEIR - H51E 7

B - fabriE+

A7 AR
FIhR A
2v¥wu /s s
My RUT
DAL SR V-
B ) 7 NAREH]
AL A V) o A

L3 7 ) 7 2 AEDS L5
THIEND D,

BT AFIO TV KA
T YA X Y
H ) KRR A3
R AU BENED D B o
fEBRIN T - BB
DdHHBH

FIRR B A1)
70+t 3 K,
FY 2z aoL R
FT YR

— B O B I A
TEEZTBZNDD
50T, AR FEEA %
B O BEIARH %
B a0 E . B
H S BGL.
WEY a3 R4
'/1?5 :ko

FPR A TR Z %
F T EHETIE, K
WHROWMAIZE ) L=
YIEMAITLELTH
D\ BEHEAE AR
2BINDDH 5

.

11.1.4 BRE HEAN)

11.1.5 FFiREREE. BB (0.1~1%Kim)
AST. ALT. ALP. y-GTP® FHE DIk EDH 5bN b
BB, [8.1BM]

11.1.6 {KIN#E CHEA)
WK, BB W PoEA. SPCT, B kR
SENDH SN AEIIIE G2 RIE L, B ALEZIT) S L.
PERIGER P OBETH DN T,

11.1.7 HEUERLERAE (SH EEANT)
WP, B, CK LA, M RORp I+ 7 aey LA %5
e T HMBGRARIED D HONDL I EDBHALDT, TOLH%
BEICEED IS 2L, B ALEEIT) 2 L,

11.2 ZOfthDEHER

0.1~5%Aif§ BEANH

BB 5. CAME. €9

e B, MEACT . RIS PEIE., RIR, | SR
LEPESNIGH. OB B

FEHARSR D F v B, D9 A 9 K HRA AR,
L "

AL Mol WEM, FERR. FURL e, B
A&, B

JH- ik ALT 5. AST LA, LDHLERH, ¥
¥y bR, ALPER., y-GTPLEH

T Mk BUNLEH., 2L 7F=v L&, R
HABTE. RIS




0.1~5% A1

RIMERIRD. AN~ b7V v Mgd, A
ErUY VA AR, FEREk
B, P ek n

Bk, Mg, BRI, 1FTYH. FRIE,
AL BIR. WA, A B
s A BB, MK, CK LA
MigA ) A ES RERA, 31V X
Tu—) L5, REA®RD. CRPLESA

BB

LliR(3

Z ol P

B

=
&%
bz
e

5

13. BERS
13.1 g
AFNZIMPGENT TRERETE R\,

14. BAHLOER

14.1 EFIZHBFDER
PTPEEEDOHANIPTPY — b2 SIY ML TR 5 & 9 $Hi
F5Z L, PTPY— M OIS L Y WHEA ERD A BRI~
AL BICI3gfLE B I L CRERITE 255 0 85 2 5 00E % F 565
LT N5,

16. EMENRE
16.1 MAEE
16.1.1 BEERS
TERE A BPELBBINZ A )V XH )L & 50, 100/ UF200mg% 7 1 A F —
NPT X ZEIEREE N G L7z & &L BERICIE T & LTI
BT HRZEACRTHAE L 720 £ OMBETHEE R O HEW B E X T X —
y &1 - RUIRTY,
B MR % 5K o i B vkt 2
10000

—O— 50mg
rrrrr £ 100mg
—--0--- 200mg
SR R 22

1000

100

M#FPERE (ng/mL)

1 | | | | | |

0 4 8 12 16 20 24
BRI (hr)
#1 EYHE ST A -5

EpasRY n Crax Tmax AUC Tz

(mg) (ng/mL) (hr) (ng * hr/mL) (hr)
50 18 1084 £ 375 14+07 3821 1208 10.1£59
100 18 1758 £483 16+09 6848 +1974 136+154
200 18 2098 +455 20+13 11742 + 3549 152+186

Pl = BLHER 2 (W€ - LC-MS/MS)
16.1.2 RiERS

TERE N BPE6HIZ A VXYL & ~50, 100mgZ 1 H 17 H AKX
RO L7z & & AP EE (33 5- BT RI3~4 H TR HIREIC
L, WiieGme b EMEEA SN o727,
F 7o, WIE F A T AR v I R 14511 4 L RV & 2100,
200mg#% 1 H 18 H M & %I ARG L7z L &, Coa L FAUCIC
PeHGIHH L G58HH L oM THERZIE 2 L ML b ERME
A SN o729,

16.2 ARUY

16.2.1 REDFE
FERE NS EE1AB11Z A IV RH L & > 100mg % H R 1% 5 (221 3
FEB) Lt &, Caonl FAUCICEHOEEIZA SN Do 727,

16.3 9%

16.3.1 EAFEEER
b MILE RS FERI7% TH - 72 (n vitro) o

16.4 (X

AN F iF, EE LTCYP2CIIC & 2 BALAH L vy o v
Blasic kR shs, e MFI 2 m v —2% W, CYPIitkC
B A4 NNY L Y OEERICOWTHRE LS. CYPLA2,
CYP2D6 J OFCYP2ELLZ xF L T i& M % & 9. CYP2A6. CYP2CS.
CYP2COR O'CYP3A4IZxt L CHEMEHMRO bz oD, wih
b FHEDREEEIZTG D5 728719 (n vitro) o

16.5 Hittt

REHE NS BV TRZEALARR T Rl 13#90.3~1.3% TH - 720
RN ISIC-ERRRA VRTINS ¥ 2 O8G L e, TR0y
20% 3R S 1, #9549 FE S PRI S M GHEIA T — %) .
[9.3.1Z:]

16.6 HEDERZHIDEE
16.6.1 BtieEEEEE

B - SR O], mE (106]) OB ERE A VR LT
100mgZ 1 H1H8H M ARG Lz & &, BRIEEH & L
TCma AUCICH B 223 A SN o 720 MEENT OB % 50,
RSB RE G LA IS D ERMINIZIF L A LR W EAUR
NP SEANT—5),

16.6.2 FTHEEEEEEE
- AR LB EL0B0IC, A VYL & > 300me™ & 225k
H1M7H B RERORS Lzs &, REFRERA L B L CTCnax, AUC
WA BEREIA LN o7z TRBERENIIEEAERVT L HIR
sz GHEAT—5),

16.6.3 SHhE
R (65~80i%. BYELOBI. ZeE1061) & #4EH (18~35i%. FHE10
B W2 A VNIV F 2 25mg™ Z 1 H 1N AR IR G- L7228 &, Crasll
HERZEIA SN Do 7205 AUCIEEAEH I R T50~68% 153
LI EMRENTYHEANT—% ),

16.7 EYHEEER

16.7.1 DILT7UY
INT 7)) v (CYP2CODIE) LB L72E &, TV 7 7Y Y D3N
BRI A S N o 729 W (SEANT— 4 ),
W) ARF O KGR S N7=1H @ F w1350~ 100mg, 1H i KM &1

200mgTd %,

17. BRPRRGHR

17.1 BENUREEICET R

17.1.1 ERERKRER
IRFRIRIC B 2 — E MG 2 & O FRIR U C 0 A A PER T 4
BUIBTIBICTH b« FRII369.0% (6015]) TdH - 70
#1 FRRAR

R | N N
ARTEVE RS M E (8% - P 4E) 563/822 68.5
TE o U S 18/22 81.8
BB A P S B T SE 17/23 739
IRk S I S 3/4 -
At 601/871 69.0

W DG 20mmB g B b B S ORI 10mmB g PA b BT % 3 72 5735
A FIE13mmHg L FFEIE & G 72 3 %A, 1d150/90mmHg A (7272
L AR T3 140/85mmHg Adii) (2 FEIE L 728565
17.2 WERFTHRARSE

17.2.1 ENREERTTEERRER

ARTEVE M AE (B - &) B 1656112 4 VXV & »50~200mg
Z1TH B AE R G- Uz & & U WIIRUE /9B e ($2-5- B G
Hi O PHfiE164.2/98.5mmHg) (33 5- R4 & ) AREICTRL, %
T L 7z B AE I ASHERE S I 7zo e G- T B o0 UK YD L /955300 1fi 1=
DZEALREDOFI13-28.5/-14. 3mmHg TH - 72,

A PERHl LB 166 B, TR A o FE A B & & DRl I
1881 (10.8%) 1#B® H N7z E e b DL EWEISHE,. CK 15
ALP ERAHE260(1.2%) T - 7217,



18. ZESHEEIE
18.1 {ERIt&RE

In vitroBRIC BTy FRILKRBIRO T » P4 7 v ¥ Y TH(AD #%
FEWUH & AR RAIHIR L o vivoilkBi (5 v by 4 X, F) I2Bw
THALFIEFE RS AK LCHIBITER 278 L7z In vitrokl & ik
5. FOMEIERIZATZ AR 5 BA RIS oT
HY. HIZALY A TIZEMER(ATIZER) IR TH B 2 L ARIES
Nizo TOMOZEMIBAMEEZ RS, 7y I 7 v ¥ VERRE
FOMEL D729,
18.2 FXE{ER
BL S VIERIMES V. 2812 Yy TRIEIE S v b ARSI
SEPEESILTE HARFEIE S » b (SHRSP) I B W TR 512 & b H K
F ORI L BEEMEN 2R Lize 4 VRV 7 R0 2
BT E o 722075,
18.3 SIMEEHEZFESIHIER
i L A B R D BRI ARFEAE T b (SHR) O BRI 512 &
0 B ILE O % B L 7ze ZOMHIEA VARV & UGk E D
Rl L) Ny v FRIRERD bz h o7,
T2, SHRIZ R 5 5 Z &1 & 0 B ILE ORI AE S DIEK,
WO L ORBINRO IS S rze Tz, EIEAMICLY
W E PR 2R R S L AR & 9 ASHRSP T, BUERRI#E S
WD BERIEAE, S I PR A I B OB 0 2 B 2 I SRR
57z, AP FAER OSHRSPCUE. BEREITH 512 & D 36T AH%
M, AR b B 5l & ) FWISEE s 72?7,

19. BHRSICHIT DEB(L2MmE

— M FR 0 A VXYL 5~ (Irbesartan)

1b5% : 2-Butyl-3- {[2'- (1H-tetrazol-5-yl) biphenyl-4-yl] methyl}
-1,3-diazaspiro [4.4] non-1-en-4-one

5513 1 CesHasNeO

srf-i 1 428.53

PER - Ao RtEoBRTH 2. Bl (100) 1IHETFR T, 28—
MZRREFITE L 28 7 = (99.5)ITHIFIT KL KITIZEAY
B v, HREEIRDLNL,

ALz
O N=N
/ \
HN_ ~N

il 1 182.4-184.6T
SPECARE - #910.1(pH7 .4 1-4 2 & 7 — v /#R IR

22. @
(7 I\TOFE50me)
1008 [10%€ (PTP) x 10]
5008 (105 (PTP) x 50]
(ZI\Z70O$E100me)
1008¢ [108E (PTP) x 10]
500%¢ [108E (PTP) x 50]
(7 I\FO%E200mg)
100$¢[10%E (PTP) x 10]

23. FEH

1) BIERECHLIZ A« R EEHIBE . 2017; 47: 1353-1355

2)FEHERMi T2+ BEVL SR AR 22 MRS, 2021 29: 49-54

)AL R AEHE A BT BT B HLIE 55K (200844 11 16 H KR,
CTD2.7.2.2)

DHEPEERL © HEHER N T D A% 53R (50mg) (20084E4 H 16 H ZKG2.
CTD2.7.6.3)

5) FEPIER] © RN T D BB 53U (100myg) (200844 16 H 2K
CTD2.7.6.3)

6) FEPVRERL © ATEIE S I AE 1 350 2 S B T8 AU

DANER N F TR 58 T 412 T EFOZER RS

QAR & MFI 2 0y — 22w HIB T 5CYP2CI
D5 (20084E4H 16 H &2, CTD2.6.5.10)

NFENEEL : 7V 7 b A O (20084F4 H 16 H K2,

CTD2.6.5.10)

10)AENER - b MFI 7 1y — 2 %W 72CYPHEORKRE (20084£4 H
16 H &%, CTD2.6.5.12)

LD AR - N F 74 58 T 1 iR Bk (20084E4 7 16 H 7K.
CTD2.7.6.1)

12) LR« B R R R S I 12 50T A S B RE R (20084E4 H 16 H
A&, CTD2.7.6.3)

I3)AEPIE R} - B R IS 38U 2 e B 3% (20084E4 H 16 H A2,
CTD2.7.6.3)

T AEPIE R« TS 131 2 SEM B R (200844 H 16 H A2,
CTD2.7.6.3)

I)ALNER TV T 7 ) v & QYA EAER SR (1) (200844 16 H
7k#&, CTD2.7.6.3)

LO)AEERL TV T 7 ) v & OIEYAHE AR AR (2) (20084E4 1 16 H
7k#%, CTD2.7.6.3)

17)EHKEE A « E, 2011; 18: 1108-1116
18) (A © o H F I RBIIRIC 31 % 7FH (2008474 H 16 H KR,

CTD2.6.2.2)

19)HPIERE © ATEEIEFE BUS 203 5 7EH (20084F:4 H 16 F A&
CTD2.6.2.2)

20) FENEEL © ATZARITH T 2 Bk o #eas (20084E4 H 16 H K2,
CTD2.6.2.2)

2D AEPIE L ATZEARY 7 % 4 71§ 538300 (20084E4 H 16 H
K, CTD2.6.2.2)

22) KLV RL - BHEZRAR T OA F 2 kRIS % 7R (20084E4 1
16 H &, CTD2.6.2.3)

23) FEERL ¢ SRR NS B VR (20084F4 H 16 H K%, CTD2.6.2.3)

2R ¢ L = VIR MUE Y VIZ BT AVER (200844 A 16 H 7K,
CTD2.6.2.2)

25) KLV RL © 2L 2 ) TRIEIILE 5 v M3 B4R (20084E4 A
16H &%, CTD2.6.2.2)

26) KLV EL ¢ BT S FEREVE RS U AR SEE T~ MI2B U 1R
(200844 H 16 H &2, CTD2.6.2.2)

27) FEPRERE ¢ BT FARSSE T v MU AR (2008454 16 H KGR,
CTD2.6.2.2)

24. MERERFERUHEVEDEE
7 7 —~ &t

T541-0045 KBl i e [X 8 5 0T2-6-8
[ <FhiE®Htvy—

TEL 0120-034-389

26. BUEARTTRES
26.1 BUEHRFSTT
FR77 —NHASH
KBETeRR K EERT2-6-8
26.2 &%

sanofi

[@koxzTr



