06

*20234F 5 A BT (4R
20224E12 1 25T (430

BAEERROEES
872149
$E50mg $£100mg $£200mg
A ES | 22000AMX01602 | 22000AMX01603 | 22500AMX00865
BRSS R 8A 2008471 200847 H 201346 1

REFRE{EAZARB

AAERS A ISV iR

S R 7 0 $50mg
N7 0E100my
N7 0$:200mg

B SO
BINHAR : 347
T IEE-EMSE ORI L VT2 L

AVAPRO Tablets

2. ZR(RDEBEICIFBSLEVCE)

2.1 ARA OB LB EUE O AR O H 2 B

2.2 IR IR LT A T EtE 0 5 ot [9.55 07 ]

2.3 TVAFL V7V A B R ORI EE (72720, M
OBEEBRHEEIT>THHBMEDT Y bE—UAE LR
DBHE %) [10. 12 H]

3. #ERK - MR
3.1 #8AL

W5e s ToN7agE50mg | 737 2§E100mg | 72N 7 H$E200mg

R LGER H R A VN 18R H R A VX 15 H R A VX
PRIy s v50mg [H v ¥ 100mg |V S > 200mg

HFEARMY ., bt ro—2, Zuzxh i Aa—2F )
YA, bTuru—A, BHREKTAH, ATT) VBT
FARIYYA, JIZVEENY TV, B LTS . YL

RSB

3.2 SFIDMERK

Wses | 737 0550mg | 737 0§i100mg | 737 05i200mg

- #E E%~%ﬁl§lﬁ@ffﬁ%@%ﬂ%§i}\b TANLI=T A VT

V4SIA 7w 5o 7100

= = | 5
e (mm) #18.6 111 #14.1
5H4% (mm) 4.5 %158 74
JE£ X (mm) 3.3 #13.9 #15.0
i X (mg) #1102 #1204 #7406

4. FMEEIEFHR

RIMEAE

6. AiENRURZ
HEHL EAIEA VARY L & & LT50~100mg % 1 H 1EFE 13
555,
B B ERICIVEERET 525N IHRAES ®IZ
200mgF CT& 3 5,

8. EELEXNER

8.1 AHZ &L T v I+ T v ¥ VIIZEERREHHIP G I B 2T
BREREED D Dbz L OWEHDH %o THEREZ T 5 7%
EBIGE R TIATH) T &, [11.1.52]

8.2 IEMEHICHED DTV, ALDEVHOLDLNLIENH LD
T, EFENE. BB HOERRS G D B B S BRI
HEsELT L,

8.3 TANAIAM IR G LAaWI ENET L, 7YV 4Ty I VI
ZHRARIETA G P O B R R OTFRIC L= -7 Y F
T ROPHWERNC X 2R EE R MU T %258 23 ietkasd %,

9. HEDERZEIDEEICEHTIIER

9.1 GHE - IEEZFDHDEE

9.1.1 ERIEEBIRIREDS D EEIEH B CEHIRIEERDSDE
]

B ERLEB L2V EHB SN YA ZRE MRS L,
B L3 Fe DI R SR ERAR A I ORI & ) S I AR hE & AL
SEDLBENDD D,

9.1.2 BAVYY LMEDEE
BHLRLEHE LV EHM SN AEEZRE TS L,
BAY Y AMAEZEESELEBZENED 5,

F7o, EHEREREE, aY M- VR ROBERFEIC L D IMEA Y
LMEDEL B DR T VAR T, MEH Y 7 AMECEET L2 L,

9.1.3 RMEREDH2EE
MEOFIEAMEA T &R L, WEZEfsSE2BE0
BH 5

9.1.4 BEFREEEPOES
KHE?LSHEG ZE L. WMET LA HEL 1T 2L, —#
HOLMEMERT 2RI TBZNNE DS, [11.1.35H]

9.2 BiiEEERE

9.2.1 ERSBREREDHDEE
MEOREITEIC L ) EHEL B3¢ BEZNDH 5,

9.2.2 MRBEMPDESE
THE»SHESZHBL, WET NG IITI 2L, —#
HOBMAEMERT AR TBENDSH S, [11.1.38H]

9.3 FHikeEEEEE

9.3.1 HFIBZEDH 3 EHE. HICIETHFEERUETS oifiD5H %
FH
RENT TIPS D 72, M REN AT 2820
Bdhbo [16.55H]

x9.4 LIEREZEH T 2F

9.4.1 $TRI ZOlEEMDH Dt
MRL TV EHERENT T v I 7 v ¥ VA RRESR &
T Tk T vy YIRAEEA A A L. RE - #rd e




OB (EAL, W - - BOBRALE, L) 2532

Bl T Tn sl 2,

RAN DG D RBEOFES S ZRE L TAFE S O LE

PAEEICHE L. G oGRS amtz Lin s &k sh

DO GTHI L, T2, HEDBLERLAIITROME

HHEICHE T L, [9.58M]

(1) AF GBI IR L Cw R nWa L 2R 5 2 b0 AF
BHmy, ERL TV RV &2 EMICHET 52 o %
B RAS I L 2235, mh IS5 2k d a2 &,

Q) ROFIHIZOW T, RALG WIARFICEZCHNAT 5 2 &,
T, BHPLLERLHNTSZ L,
IR 2T L 22, R - i

TR RSB L,

R L7z

I8 T T

IEARASHIB] L 72 335D N B 813, R 2 ISR ITH
HTBHI L,
- AR BT B A S, HAERISHRT 5 2 Lo
x9.5 1%

i3 T3 iﬂk&LTb\%TﬁE’iﬂﬁ)éﬁ‘]& B LeEnw b,
S ZHRASHI L 72381203, BEHIkGE2 ka2 &, iT
PR R ORI 7 VT v Y VISR LT Y F

T Y VEBBEREA & G S BE TR REAE, B -

PO, FrAERoMmE, AL
DICEAA R OEARGEAENT & 2 EHEN S 2 U o, B
MDD bbb/ L oGV H L. [2.2.

BRI O 27
9.4. 1]
9.6 =R

WAL W ENRET L,
WOLNTW5L, T2,

DBATH

R DFEEN TN
THIFE N B\ T R o AR E 3 P 3

9.8 SE

EHED? RG2S 5% SHEIREG T 52 8, —RICHED
PRI E LS RVE SN T WS, RSS2 B2 H 5,

R B 12

VR T A, BHER

BYRRER(F v M) ICBW TR
W REE (5 v b AR R OTH
B3 % k) »50mg/kg/ H LLE

BOLNTWD,

10. 1EE1EHA
10.1 HEZEZUHBALEWVLT L)

SEH 455 BRARAEAR - Hy i i B - bR+
7T AFV Y7 ISR, B L= - T VT
< Vg ReBEsz, mA Y v AL Y v RELEVER AR

A SE L OMRIMTE DY) A 7 | E B REMED S 5 o
CHE PR 9 ] (S B m2sis Shvcw b,

M3 2% 6. 72
2L, o BT
HEEIT->TD
HRBIMEDT Y b
T— A LR
HoOBZEEREL)
[2.32]

10.2 HAES(HA

ICEBT DT L)

ol %

FRRIEIR - H51E 5

B - fabriE+

A1) 7 AR
FIRFA
2v¥wue /s s
My RUT
DAL R V-
A1) 7 AR
AL A V) A

i A ) 7 2 A 15
THIEND D,

R RAIOT IV R A
7“12 VWIS X

) v NRFREAEI 3R
Wme 5 Rk IM%ZM
fEb AT - B ERE
D5 BH

FIER B A1)
700t 3k,
ISR
FT7 YR
[11.1.3&M1]

— 3k B i
TEREZITBZLYD
50T, MIREEEA %
B D BEIIAH &
$B5-9H YA, K
S5 2 WG
Wi a1 HRA

FIIR BEE A T8 % %
FTWwBEETIE, &
WEOWAIZE) L=
VWAL L TH
0. BEEVER B

L. |2BThhd b

1

WA 4% EAREAR - HiE )7k W - fabRR T
TUAFV Y7 BT, SA)Y (LT VF TV
< VR 2 LAE K ORI 2562 | & > SR BHLSE 1 H A3 3 i

CTBENDED 5, ENDREDND S,
7% B. eGFR2%60mL/
min/1.73m?& i @ &
KREmEED H 5 BEA
DTNV AFL TNV
@ﬁawﬁmmowf
ED) B ek B
waﬂména% %
P& sZ e,
TrIFT vy EARRRREE, )Y
PEWREFEFAEHK] | A ME J O ILT % 2
IFT TN TBENDED S,

4 3IFT) N
I A T a4 FIRKOREEEH 2585 | A EEIEH 243 %
P b &k E E|TLE2BEWD S, TUAY TSI D
(NSAIDs) AHHEC X D, A

= Y= DO FEEVEH % 3055 S &

AR 7N HUREVED D B o

KA V% [BBEIMET LTV | FaAS 7SI v D

BB T EICEREREAREICX Y, B
WEALT 2BENDH | HEPSKFT 57208
5o EZHND,
DSy VA VT AR EDHRE S| ) F 7 A QTN
REEY) Fr 8 (R Twb, M) LEHEET AT
O, AHDOF R4
PEIMEHIZX D, U+
%7 A O PRI A HE X
nNatEzohs,
1. 8IfER
m®aﬁﬁﬁ%6bné’aﬁ%émf BigEx T T v Eﬁ

Feolor sy sedl

11.1 EXEEER

11.1.1 MEFE HEEARH)

BRI, VS, I, HHEOMEEREIRE 32 MEFESS S bh
VRN

11.1.2 §AU D LIGE BEEAH)

11.1.3 Yavd. Ku. BEER HERY)
Wik, W, BRI RS D L b
BAEIT) T &, [9.1.4, 9.2.2, 10.28H]

11.1.4 BRZ (HEAW)

11.1.5 FriREREE. BB (0.1~1%AK)
AST. ALT. ALP. y-GTP® _L5-% o FH¥nkEk
ENHD, [8.15HH]

11.1.6 {EM#E GHEAW])

AL N Y /‘H:\ FOER ERICT, A, EakkEE
SO bNIYEIERSERIEL, @Y RLEEITH) 2 &
%ﬁﬁiﬁ‘iﬁ#ﬁqﬂwﬁ%‘fﬁ)%bhﬁ?@‘wo

11.1.7 tERUERRIARAE (AR
MW, B, CK B M RORP I+ rae v B 24
LT HBBRBEDS D HbNDZENHLDT, ZOLH %

FIEEB IS 2Pk L, s R AE 217 2 &

11.2 Z0fthDEIEA

3G eIk 5 2 LEY R AL E 2T )

& B ) 2L

EhHLDNS

0.1~5%Aili BHEEA]
B #E. CAME, THH
T8 BF, MEACT . RPEERME. IR, | Bk
CE PRSP, b D
RSR[50 T VLB, b9 5 9 & IR AR,

L MU
AL ALl WEr, BERR. IR MR, H
AR, IR

JH- ik ALT 5. ASTLH. LDHL#., ¥
yvery kA, ALPLEA., y-GTPLA
T Tk BUNLH, L 7F=v k&, R

SEB . RIS




0.1~5%Ai SHEEANH
JiiiRYa FRIMERIRD. AN~ b7 V) Mgd, A
ErUE VA BBk, FEREk
B, P ek n

Z Dt Bk, s, BRI, 1ZTYH. VRIE, PR GE R
AL BIR. WRAELEE. A B HW

i e IR, MK, CK 1A
MiEs o A ES, RBLEAE, 3L R
Fu—)V &, BEAWA. CRP LA

i
=

N

13. BERS
13.1 g
AFNEMPLENT TIRERLE T E v

14. BRALOZFR

14.1 EFIZHBFDER
PTPEEEDOHAIIPTPY — b 2SI Y ML TRAT 5 & ) $HiEd
T5Z &, PTPY — P OBEAKIC L 0 G GEDSFEH EE~)
AL BICI3g4LE B 2 L TR 2855 0 B 5 2 5 00E % 565
LT ENH 5,

16. Z4ENHE
16.1 MAEE
16.1.1 BEZS
e N BRI BLS A L XH L & 250, 100 O°200mg% 27 1 A % —
N—IRIC XD R AR R S LA & &L AR L LT
AT HREAUKTHIAL L7ze 2 OISERRIE K O3 EIE/ S5 2 —
& &1 - RURTY,
BO1 LR 1 G RE o) A i
10000

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

1000

100 P~ A

M#EPERE (ng/mL)

1 | | | | | |

0 4 8 12 16 20 24
B (hr)
#1 EWHE ST A—F

ERESR Y n Crmax Thmax AUC Tz

(mg) (ng/mL) (hr) (ng * hr/mL) (hr)
50 18 1084 + 375 1407 3821 +1208 10.1£59
100 18 1758 £483 16+09 6848 +1974 136+154
200 18 2098 =455 20=13 11742 + 3549 152+18.6

I = B RS (W E i - LC-MS/MS)
16.1.2 RiEHKRS

TR AN BYE6HIC A V_H L & 250, 100mg# 1 H 17 H R AL
EROPES L b & SR 3P G- IG5 A3 ~4 H TR IR
L, WiieGme b EMEEA SN o727,
F 7o, WEIE F A T AR S I R 14511 4 L RV & 2100,
200mg#% 1 H 18 H M &M% IS ARG L7z L &, Coax L FAUCIZ
PeHGIHH L G58HH L oM THEARZE 2 <, ML b ERME
FA BN o729,

16.2 ARUY

16.2.1 REDFE
FERE R NS EE1ABI1Z A IV RH L & > 100mg % H R 1% 5 (221 3
FEB) Lt &, Caonl CFAUCICEHOBEIZA LN Do 727,

16.3 9

16.3.1 EAFBEER
b MILERE AR A EEK97% TH > 72 (n vitro)o

16.4 {3
ANV 2id, & L TCYP2CIC & 2 ALt e 7 v o a v
BIaFIc W R#ShE, E MFI 20y —2%HWT, CYPIHTES
B A VA F T DOREEERIZOWTHRE L7255, CYP1A2,
CYP2D6 2 O'CYP2ELIZ %} L T i3 L% & ¥, CYP2A6. CYP2CS.
CYP2CO K UCYP3A4IZ A L CHIEME AR Sz b oD, wih
b FHEDOREEIZT D - 728719 (i vitro) o

16.5 HEttt
TEHER N B TREALR R FpPEIEER 13490.3~1.3% Tdh o 72,
TR N A MCHERR A VARV & 2 RO8S L7226, BUEEDR
2091 FRANCHRE X A, K549 1 FE PRI S A (SR AT — %)
[9.3.151]

16.6 HEDERZEHIDEE

16.6.1 BikEEEEEE
B - SR OB, mE (106)) OB ERE A VARF LT
100mg#% 1 H 18 H M AR OG- L7z & &, EHEIEH 7 & ik L
TCman AUCICAH BRI A SN H o 720 MIEENTHh D EEZ &0,
BRI G LA I D BB E A L W LR
NP SEANT -5 ),

16.6.2 FTHEEEEEEE
B - EEEONEIZRELOMIC, 4 VAL & 2 300mg™ & 2R
HI1m7HBRAEROIRS Lz e &, @R A LI L TCnax, AUC
WA BEREIALN Doz TRERENIIEEAERVT L HIR
BENY GEANTF—5),

16.6.3 SHpE
R (65~80i%. BYELOBI. ZeE106)) & #54EH (18~35i%. FHE10
B IZA NVNH IV F 2 25mg™ Z1H 1R BAER IR G- L7z 8 &, Crasdl
HEREZA SN Do 72705 AUCIEEEH IR T50~68% 153
HZEDRENTZYHEANT—% ),

16.7 EYHEEIER

16.7.1 9ILT7UY
TNT7 7Y v (CYP2CODRE) LB L &, TV T 7 YO
BRI A S N o 729 W (SEIANT— %),
W) ARF O ARG ES N7z H M F #1350~ 100mg, 1H i K H &1

200mgTd %,

17. ERRAE

17.1 BHUERURESHICEET R

17.1.1 EINERRREHER
HRFRIEC BV B — H H MU LG % & & B R 35 C 0 A R PR X 5
BNISTIBITH V. A HFIL69.0% (60141) TH - 720
1 ERRRYR

R |iE NE N
AREN: T MU AE (B - A SE) 563/822 68.5
TEE o 1L S 18/22 818
BB A P S B U SE 17/23 739
IRk S I S 3/4 -
Gt 601/871 69.0

W DU YU 20mmH g BL_F B K OB L 10mmHg DA b B % §ii 72 355
A FIE13mmHgPh FFREIE & G722 38 A, &150/90mmHg A (7272
L A B T13140/85mmHg A i) (B L 723554
17.2 SISARSEIEAESE

17.2.1 ENREERTTEERRER

ARTEVE ML AE (B - &) B 1656112 4 VX)L & »50~200mg
Z1TH 1B AE R G- Uz & & U WL /SR sRW E ($25- B aG
T O 164 .2/98. 5mmHg) 133 5-Flaf48 B X ) ARICTREL, %
5 L 7z B AE I ASHERE S I 7zo e G- T B o0 LR YD L /9 R30 afi 1=
DZEALREDOFIH13-28.5/-14. 3mmHg TH - 72,

A PERHl G S B 1665, TR AR A o FH A B & & D Rl E
1841 (10.8%) 178D H N7z E e b DI LB WIS, CK 15
ALP ES-A3%261(1.2%) TH - 7217,



18. FERHEEIE
18.1 {ERR
In vitroi®RBRIC BTy M KEIRO 7 > Y F 7 > ¥ VITAID #%
FEWUH & AR RMIEIR L o vivoilkBR (5 v by 4 X, F) I2Bw
T b AIREFE A BUB IR U CHIBITER %2R L7zo In vitroks & Bk
5. FOMEIERIZAIIZ BRI 5 BAIREICEI b oT
HY. HIZALY 4 T1IZER (ATZER) IR TH B 2 EARIBE
Nizo ZOMOZFRIEBRMEER RS, 7 v IoF 7 v ¥ VERE
FOMEL D729,
18.2 FXE{ER
Bl = VIEWIEY V. 2812 ) v 7RIEINES v b, WER S5
FEVEES ML FARF8HE S » b (SHRSP) 1265 W TRECIPR 512 & 0 AR
LD 2R BEIEE & 7R L 720 A VAPV & I ABIC R
BT E B dp o 722075,
18.3 SIMEHEZFESHHI(ER
oG I HE S R 0 B AL RF8IE T b (SHR) O BRI 512 &
0 ESILE O HE R % P L 720 ZOMHIEA VARV & Gk k D
Frbe L) N v FEEIERD SN dho 7,
2, SHRIC AR 595 2 &2 & 0 B iE ORI E S DA,
WO R L ORBIIRO IS S rze T2, EIEAMICLY
FEPERB BB 5 & WA #E & 29 ASHRSP Tl SRR 5
WD BETRIEAE, R I PR I R OB 0 2 W 2 I AR
57z, AP FAER OSHRSPTUE, BUEREIH 512 & D 36T A%
WS, AR D B 5 & ) FIICSEE Sz 77,

19. BAKSICREAT 2IE(EEMNAR
— M EFR 0 A VXYL &~ (Irbesartan)

1b&% : 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

Grf-i 1 428.53

PER - Ao RtkoBRTH % Bl (100) 1IHETR T, 28—
MZRREFIT L 28 7 = (99.5)ITHIFIT KL KIZIZEAY
B, HHEEIRDLNL,

AL

Al 182.4-184.6TC

SEAREL : #910.1(pH7 .4y 1-F 27 ¥ 7 — )V /FRAE7)
22. @

(Z N7 DO$E50me)

100%¢ [108E (PTP) x 10]
5008 (105 (PTP) x 50]
700%¢ (148 (PTP) x 50]
5008 . 23]
(ZI\Z7O%E100me)
100%¢ [10$E (PTP) x 10]
5005t (108 (PTP) x 50]
700%¢ (148 (PTP) x50]
5008 [, 3]
(ZII\F7DOfE200me)
100821082 (PTP) x 10]

23. FEN

1) PR ECL I E 2« R REIIE 2. 2017, 47: 1353-1355

*2) PRRIOHI 3 A ¢ B S pE R A B2 S MERE. 2021; 29: 49-54

)AL R A A T B U B ML -5 (20084F-4 1 16 H ARG,
CTD2.7.2.2)

DFENEERL N T 0 SR 53 (50mg) (200844 H 16 H K2,
CTD2.7.6.3)

5) LR ¢ AEERE IR T o B 5% (100mg) (2008474 H 16 H KG2.
CTD2.7.6.3)

6) KL EL © ARBEVE T IR A SR\ B U B S B 8 A

DALNEEL N4 T T RA 5 T 41 RIETEFORBERG R

FPIEEL : v MFI 2 0y — 22w 72BLEHIZ 351 5 CYP2CI
D5 (20084E4 H 16 HA&KGE, CTD2.6.5.10)

NFEERL : 7V 7 v A O R (200844 H 16 H K2,
CTD2.6.5.10)

10)AREHR e MFI 71y — 2%\ 72CYPREDOHE (20084:4 1
16 H &%, CTD2.6.5.12)

DGR N FTRA 5 T 14 38055 (20084E4 H 16 H K2
CTD2.7.6.1)

12)FE PR« A e
7K#&. CTD2.7.6. 3)

I3)AEPIE R« 2SR 12 38U % SEM B 3B (200844 H 16 H K2,
CTD2.7.6.3)

14) AR © Bl 12 30T 2 S B R ER (200844 H 16 H K2,
CTD2.7.6.3)

I)AERER TV T 7 ) v & OIEYAHFE AR ERER (1) (20084E4H 16 H

A, CTD2.7.6.3)
16)FEPER : TV 7 7 1) v & OIEYAH AR RER (2) (20084E4H 16 H

BT BT B LB RERSR (20084:4 16 H

/K%, CTD2.7.6.3)

17)HAETA , 2011; 18; 1108-1116

18) LA ﬁ*fﬂemmj@bﬂ)ﬁ 2B B 1 (20084E:4 7 16 H K8
CTD2.6.2.2)

19) #EPIR © ATTA S 5 SO % VR (200844 H 16 H K2,
CTD2.6.2.2)

20) LR ¢ ATIZ RIS B DUkt o Mt (200844 116 H 2K 72

CTD2.6.2.2)

2D AEPNE R ATIEAARY 7 7 4 7 12hE$ % 5847094 (200844 H 16 H
/K%, CTD2.6.2.2)

22) HPVE R - B AR A F ¥ BRI B 7R (20084E4 1
16 H7&72, CTD2.6.2.3)

23) LR+ KAEREI SRS B 7EH (20084:4 1 16 HARRE. CTD2.6.2.3)

2) KR ¢ L = VIR MUE - VIZ BT AVER (2008454 H 16 H KR,
CTD2.6.2.2)

25) KLV RL 1 2L 2 ) TR 5 v M 2351 A 1EH (20084E4 A
16 H &%, CTD2.6.2.2)

26) FEPERL © A 2 T RE T S U F ARSI

(20084F4 A 16 H K%, CTD2.6.2.2)

27 FEPIER ¢ I FARSEE T v M IS
CTD2.6.2.2)

24. NHFERERUEVEDOESE
k7 7 — <A &4

T541-0045 KB R gLt AT 2-6-8
[ <Ib@EHEIT—

TEL 0120-034-389

26. BUSHRFTRES
26.1 BHERRET

FR77 AR
KRR REKEERT2-6-8
26.2 12t

sanofi

v MBI BEH

BT H7EH (200844 116 H ZKGE,

(Goe=Sicr o



