10

*20234F 5 A BT (4R

a BMEERmROEES
2022412 A 2T (45300 87 2:11:14 9
$E50mg $£100mg $£200mg
AR ES | 22900AMX00724 | 22900AMX00725 | 22900AMX00726
iR 75 1R 20174121 20174E121 20174121

ERSTIEFRLARB
BAERA 1ILRYILY U

S L IR YIS Y EE50mg DSPB.
1IbARYIL92EE100mg DSPB.
1IAYILI > 200mg DSPB.

IRBESARTAN Tablets

B SO
BINHAR : 347

T IEE-EMSE ORI L VT2 L

4. FHEENIFFNR

RIMEAE

6. RANRUAE
WH . BAITIEA VL 8 2k L T50~100mg % 1 H LIS 1%

59 %

By Eiw RIS K D EERE S 52 1THRKESG &I

200mg %

‘(“t?—éo

. _ 8. EELEAXNER
2. BR(ROBECIFZSLENT &) e
2.1 KA DS UHE DA D B 5 14 8%ﬁﬁf;Z;;j;g%;g;?ﬁ?;;;iit?f?f
2.2 HLRHLIAENR LT 2 TR D b 5 &P [0, 5B e RS R
2.3 7UAFL TN SR OWRIGES (7L, b . :ff;i;?;zz ;);““%5;;% A b s
DUEIEFHEE AT > T b ABIEDT Y b u—LhH L AR S A
DEEFEC) 10, 1EH] < EESE, B OB RS A Bk B O B 2 R B BRI
HFEIEL &,
3. 85§ - MR 8.3 FAFI2AREMITIR G LA EAEE LV, Ty It Ty v/
3.1 48k SEMIETHE GO BE ., HRBRLOTHRICL = -7 YVt
Wims, | S VNINE VG A NN S G ALY 7 RO & 2 W2 MY 28 2§ R D 5,
50mg[ DSPB | 100mg[ DSPB | 200mg[ DSPB .
i |LBET R A U LG E R A v LG B A v 9. #%i@’é‘%féﬁ?%fﬁ%l:ﬁﬁ?%&%
#)V % ~50mg FIV 5 2100mg | ¥V F ~200mg 9.1 GHE - IEEZFDHDEE
KA, $ELE—2Z, ZOAANLAT—RAF Y 9.1.1 mAIMEEIIREEDD D EEXTHE CBEIRIERERDSHDE
WAL Ay e TmAu— A BEOKT A AT T YBRY =
FAYIL, FZUEEN) IOV, LTS V. Vs
3.2 BEIDMER B E BRI S N AR AR E M2 2k,
Wisns, | VSIS VB A VNI S G AL S ’ﬁ%mvﬁfﬁmﬁf}z%%iﬁw%ﬁﬁmﬁﬂ_=t D SEIZERRAE & AL
50mg[ DSPB ] 100mgl DSPBJ 200mg[ DSPB SELBENLD S,
& - A E%~%ﬁéﬁ@ffﬂ%@%ﬂ%§i}\b TANLT—T 1 YT 9.1.2 BHUY AMEDSE
- B LR G A SRV L SN B AE R E IR S 2 b,
CIE %}B B ) Y L& M S BERDD B
T/, BREREREEE, a2 e — VAR EOBRFSIC X Y mE A ) v
sH s : &3 LEAE 2 D R EHE T, Y A ST 5 2 k.
9.1.3 RMMBEBEDH 2 EE
— [E— — BEOREARMFE AL 2T 5 L, HELZELSes 820
FE£&(mm) 8.6 #11.1 #14.1 »d D,
5548 (mm) 45 #5.8 74 9.1.4 BEERHEEEROSEE
)2 (mm) #33 39 #50 IR SR G AL, BT 284 R4 127 2. —#
ES (mg) #9102 #9204 #9406 PEOAMABMIER T 28T B2 5. [11.1.38M]
ikl — N DS551 DS552 DS553 9.2 BjuguEEEE

9.2.1 ERUBHEREDSDEE
BEZOREEIL L) BT E LI BTN DH 5.

9.2.2 MEENHDEE
AP OHREGZMIGL. WRT YA HRAIT) 28, —i#
MOZWLMERT 2B § 5205, [11.1.35H]

9.3 FrikaElE=ERE

9.3.1 FFEEDSGZFE. HICIETEFEERUIET S >H0H 2
BE
ARENEEN PP S N D 720, MHREN EAT 2 BEh
N bo [16.5Z0]



*9.4 EIEREE BT 5E
9.4.1 HiRT DOIEEIEDH DTS
HIRLTWA I EABIBRENT T VI F 7 ¥ ¥ U2 HEH

M7 v T vy A RERH A SR L. KR

B [E2E815RaN

DR (B4, BEE - M - BoRRAR4E, JETS) RO bz
BlpHE ST 2,
FANDEGAZI LD RBREOF WSS ZJE L TAAIRG D LHE
P2 EEICHES L F oAk ekt Bl s & Hl s h
LB OREEGTHI L, T2 HEPLEELEITIIROTE

NHHCHET 2

Z &, [9.5%0]

() ARABGBAHRNCIEIR L TV AW & 2T 5 2 & AH
Behd, HRLTW W &2 @ISR T2 2 L, &
G-I ERA I L7238 id, mH IS 2§56 2 &

(QRDOHFHIZOW T, KA HIARICEFCHI T 52 Lo
E72, BHHPL BB LHYIT S Z Lo

HERIICAF 2R L 22 a, IR - R

FTIVAI DB L,
IERASFIWI L 72 3B b B B id, R IS Y R ITH
WY AHT L,
- AR SIS B A S, HAERISHRT 2 2 Lo

x9.5 1EF

IS 7 3y ake

TR AR L T 2 RO H 2 WG L vz Lo
Lo IR RASHI L2340 0iE, bS5 2k 2 L. I
AR ORI T >V F 7 ¥ ¥ VIR BREERAE T > T F
T Y UERBER I ER & e 5 S N B TEAKRDE,. R -
PFAEROET, FERORME, BA%, &Y 7 AE,
DFGEAE N OFAGEBAME IS & B & HEM SN2 MR ORI, %
B DO W MOBEKEDL D &b OWMED»H 5, (2.2,

9.4. 1]
9.6 =W

S5

FERARAEIR - 7 1

By - fabH

FIIR B 11 541)
70+t 3 b,
FY zagL R
FT YR
[11.1.3&H]

— P O B ML
TEEITBZIADD
5 DT, MIREEHH %
B G- o BEITAH &
HBE59HYER. K
ENSBEG Z L.
BT B a3 R4
o2&,

R B EH CiaHE % %
FTWw BETIE, K
WEOWPIZEY L=
ViGPEASTE L TH
D\ BEIEVER AM 69
LBENED B,

7 B. eGFR%360mL/
min/1.73m?& i ® &
PEEREE D B 5 BB~
DTIVAFL YTV
B L oPEHIZOWT
. wELR R
WEHIT SN E %
Br&aditlys 2 &,

TYUAFL YT BRERE S LTIk T Y
< VIR 2 E K OMERIILE 2562 | & & SR B VR I A3 B ik
CTBENDED 5, ENLUFEYRD 5,

TV TV
R BH A
IFF 7Y,
AIFTY)NE

ERRRERE, ")
2 MAE e OMECILE %2 k2
CTBINDDH 5

FEFAT O AR
bt K E 3
(NSAIDs)
o ¥y Ju
Tz, 4V
KA %L &%

AHN DA A% IRES
TEBLNNH 5,

MEERIEN 2 /T %
TURAE T T 2T D
ERPLEI LY AH
DR 2 k55 S &
B RENEA D 5o

EREREMET LTS
BETIE, TICEHREE
VHEALT L BENDDH
%O

TURYTF 0T 0D
ARAEICL Y, B
MEME T 57208
Eibhd,

VT L
PR F 7 4

) F 7 AP S
nTwb,

U F A OFRIET
B YL EBET BT
B, KHDF F )L
G [N
Y L ORI
hatEron2,

11. BIEA

BALRWZEDET L, BB (T v M icBwTaidh
OBITHFBRDO SN TWE, Tz, BWREE (5 v bR OH
HE R DA NI RO BRI BE 1§ % 3B%) ©50me/kg/ H BL E

TIHE W BV T RO ER T S Twn b,

9.8 SE

AR SR 2 T 5% SHEICR ST 52 0 —BICHIED
MEIZITE L Ak ST, SIS 5 B2 Mdidh b.

10. BE1ERA
10.1 HEZEZUHBALEWVLT L)

SEH 455 BRARAEAR - Hy i i B - fabRN 1
7Y AFV Y7 ISR, B L= - T VT
< VIR HEBE S, WAV 7 AL > v R BLEER AT Bk

A SE L OMRIMTE DY) A 7 | E B REMED S 5 o
CHE PR 95 JR 3 (O B masis ShvCwn b,

M3 286, 72
2L, o BT
HEEIT->TD
HRBIMEDT Y b
T— A LR
HoBZEEEREL)
[2.32]

10.2 HAESWHAICERET DI L)
FH 4 5 BEAHEAR - 587 14 B - ek -+
J1 ) APRFRYELEE A U AMED LSBT AFOT IV R A
IS TLIEND D, T WIS & D
A¥w /g 710 7 DR AER A
by MU T RSB W REEA D B o
LT Ly fEbRR T E kR R
71) 7 L Alifa Al F¥:y-¢
AL ) 7 A

1

ROFWERDHSbNETLDHDOT, BEEE T3V, S
RO SN AIEH G b T 5 % LY R AE 21T 2 L.

11.1 EXISEHER

11.1.1 MEFEE GHEARY)
BET VS, WHEE, S5 OMEIRZ IR L 3 5 MARES S &b
HTENHD,

11.1.2 §AY D LIE GHEA)

1.1.3 Yavd., Ku. EEER HERH)
W R, RS D S bz AT, D IEY 2
BEITH)Z &, [9.1.4, 9.2.2, 10.281]

11.1.4 BFRE HEARY)

11.1.5 FHiRERRE. &IE (0.1~ 1%A)
AST. ALT. ALP. »-GTP® LS50k ED H 5bh b
CENH DB, [8.1BH]

11.1.6 {EO0#E CHEEARD])
W&, 2R, W Fomz. ERRT, R, RaREE
DD S bNIE G ERIE L, YR REEZIT) 2L,
HRBEFRH O BHTH S5 b T,

11.1.7 1ERUERRIARAE (B REAR )
e BT CKEA, A RORR I 4 7 LAk
W5 HRBREDN H S bNLZ LD HHLDT, TDLH %
Wi b i G2 ik L, My e lE i) 2 L.

11.2 ZOfthDEIER

0.1~5% Al BUEEAW]
B 595, LARE, £ )%
Bk BE, MEACT . RVAERME. IR, | Bk
PRSP, B I
FRAIRER |0 T VLB, B9 5 9 & IRAL AR,
L MU




0.1~5% A1
M MR ERL. TR M, B
APk, s
ALT 5. ASTLEH., LDHEH., €
YIVE Y kS, ALPESR., »-GTPLSA
BUNLEH, Z2Vv7F=v LA, RH
EEBE, RILTERE
FRIMERIRD. AN~ b7V MgEd, A
EFUE VA BRI, GFEREk
B, P ERE
R, M. BRI, 13TYH. R,
UL BUR., WRERE, B, W
i WA B, MK, CK L&
M7 U A b5, REEES, 312
Fu—)v k5, BEAHWD. CRPLES

BUE A

RSN
Hig

13. BERS
13.1 g
AHNGIMAEN TERE T E 2\

14. BALOZFR

14.1 FAIZHFOER
PTPEEOHEHIPTPY — bS5 ML CTAT 5 £ 9 HjE
T5H5Z L, PTPY— OIS L D BB A TR AT A E R A
AL, BITIEZILE B S U CHERREIT 255 0 T 7 & 00iE 2 PR 5
LT EVH B,

16. EYEHHEE

16.1 MeRE

16.1.1 BEOi%s5
TEHE R AN B PEISHINC A VXL ¥ 50, 100/ 0200mg#k 7 ° A F —
IN—RIC &) 2R AR S L2 & &L eI & LTk
AT BARZBARCTHELE Lize 2 OIMSETRRLEE K OSEMBIRE S5 % —
& %M1 - EUIRTY,

BAL MR % 5 o I B e e
10000 £
[ —O— 50mg
e e A 100mg
1000 ~--0---- 200mg

S + R

100

MEEPEE (ng/mL)

1 | | | | | |

16.3 9%

16.3.1 EAES
b LSS AR A FIERT7% TH - 72 (in vitro) o

16.4 {34
ANNFIF Vid, FE LTCYP2CIIC & 2 BALICH L 7 v 7 1 v
BRAICEVRFESNL, L MFIZ7ay—2%2wT, CYPEEC
g B A NN S DORECEHICOWTRE L72# 5. CYPLA2,
CYP2D6 Jz O"CYP2ELZ %} L T & M % & ¥, CYP2A6. CYP2CS,
CYP2COR UFCYP3A4IZK L CHIEERARD bNzdb DD, wih
b HEDFLEEIZGE 2o 72879 (i vitro) »

16.5 HEtt
BRI B TREALRIR h PRI 13590.3~1.3% Td o 72,
HEHER NS HC- 3k A VARV & v RIS L2 A, bt oR
20913 SRHICHEIE S A, #5491 FE P ICHEIE S A (BHEA T — ).
[9.3.12M]

16.6 HEDERZEHIDEE

16.6.1 BHEEEEZEEE
B - ESEEE (OF) . WEE (106]) O RREERE & EHF A LRIV Y~
100mg#% 1 H 1M H M AR G- Lz & &, BkEEIE & & L
TCmas AUCICH B R EIEA SN Ao 7oo MIENT O BH Z E0,
RSB R G LA I D BRMINIXIZE A L W LR
BN GHEAT—45),

16.6.2 FHgEEEEEE
B PR ONFEIZBRELOFIS. A VARV & 2 300me™ & 22 R
H17H B RAERO$E L& & R & L CTCmaxn AUC
CHEBEREIAONE P>/, FRBERBERMNIZILALZVI L LR
NP GEANT—5),

16.6.3 S#E
FhlEE (65~80m. HEI06. ZePE10B)) & 4R (18~35m. HHE10
B AZA VAR5 2 25mg™ & 1TH 1 BRI S- L7z & & Crnasl
HE I A SN o 72h% AUCITAER A T50~68% L5-3
52 EARENLY FHEANT— %),

16.7 EYHEEIER

16.7.1 9)ILT7U>
INT 7 v (CYP2CODIE) PRI L7z &, U7 7 YO
BRI A S N5 729 O (SHEAT— %)
W) AR K O KGR S 7z 1 H 8 F A & 1350~100mg. 1 H & K H & (&

200mgTd %

17. ERERAE

17.1 BERURLMICET BHER

17.1.1 ENEGARER

ARG BT 2 T BRI % & b B R ABR C 0 A SEA R

0 4 8 12 16 20 24 BHISTIBITH ). A #F1269.0% (60161) TdH - 72,
BSRA (hr) #1 EIRRE
Kl HWBE AT A—S " AR e
K5 Cones T AUC Tie b AT AT liRE S 12 o)

(mg) " (ng/mL) (hr) (ng * hr/mL) (hr) ARTEVE RS L AE (8% - P %E) 563/822 685
50 18 | 1084375 14+07 | 3821+1208 | 101+59 A A LA 18/22 818
100 18 | 1758+483 16509 | 6848+1974 | 136+154 W A PR S RIS 17/23 739

200 18 | 2098+455 20+13 | 11742+3549 | 152+186 SR s LU S 3/4 -
STl = B (RS (W5 © LC-MS/MS) it 601/871 690

16.1.2 RiE®RS
TERE N BB A VXL & ~50, 100mgZ 1 H 1EI7H M AEH%IZK
RO L7z & & P EE (33 5B RIS~ 4 H TR HIREIC
FEL, WifeGme b EREEA SN o2 Y,
F 7o, W F A O AR I S R 14501 4 L XL & 2100,
200mg % 1 H1In8 H [l £ 1 RAERE I 142 5- L 72 & & Coux L FAUCIKE
PeHGIHH G580 H L oM THERZIE R < ML b ER:
A SNEDo720,

16.2 DRUY

16.2.1 BBOHE
FRERE R N T PE14501 A4 LR & > 100mg % B 13 5 (22 51 X
) Lzt & Can L PAUCICEH OB A LN LD - 727,

T < 01 1 20mm g B I e T J OV SR80 I 10mm g B - B IT: # i 72 335
B FIIE13mmbgbl ERIE % 723 554, U150/90mmHg A (7272
L ABE % C13:140/85mmHg i) 12 M E L 78 &
17.2 BGERTRRES

17.2.1 EINRIEHRGTILERIREIER

AREVE BT SE (B - &) BE1656112 4 L _H )L 7 »50~200mg
Z TH B AE IR G- Uz & & U WU AR U (3% 5- B aG
B OFIMt164.2/98 . 5mmHg) 138 5-BllA4E M & D A RICTREL, %
& U7 B 3K S M 7e o 3 - T 1 o0 IO 9 1L /i 98 of e
DZEALRDFI913-28.5/-14.3mmHg T - 72,
AR R BI166BI . B R R A O SR A B) & & T RlE I
1849 (10.8%) (2788 H M ze £ b Old L BBV, CK RS-
ALP ES-23%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 1 182.4-184.6T
SrECERE - #910.1(pHT .4 1-4 2 & 7 — )V /#& )

22. @

{1 ILRY )% ~EE50mg[DSPB)
100%¢ [108E (PTP) x 10]

(ALY )LD EE100mg[DSPBI)
1008¢ [10$E (PTP) x 10]
5008 . 23]

{1 ILRY )L §E200mg[DSPBI)
100%¢ [10$E (PTP) x 10]

23. FEM

*1) BRI A« FREWIEE 2. 2017; 47: 1353-1355

*2)FEERHM T ¢ L I e bt A B2 MRk, 2021; 29: 49-54

)AL AR TR 81T 2 ML 538k (7 3 7 a g, 20084F
4H16HK#. CTD2.7.2.2)

)RR AR T o B 53R (50mg) (737 B e, 20084F
4116 H7&7E, CTD2.7.6.3)

5)FEPNERL © AR T A 530 (100mg) (77357 1 §E, 20084F
4H16H A&, CTD2.7.6.3)

6)FLERL © AR I 2 BT 2 S B RRER (73 7 1 §E)

DHHNER N FTRAFEY F 4 IZRITTARFD
(787 agE)

FPEEL : v MIFI 2 0y — 2% v 7zBLHHIC B 1T 5 CYP2CI
OG- (737 agE, 20084E4H16HK7R. CTD2.6.5.10)

NFNEEL : 7V 2y bV EBIG ORI (T N7 e, 20084E4H 16 H
A&, CTD2.6.5.10)

10)HMNER v MFI 70y — a2 HW2CYPHEOKE (7371
$&. 20084E4H16 H K2, CTD2.6.5.12)

IDHENER : N FTRAL Y 7 1 RER (7571 8E, 20084E4 7
16 H7&i%, CTD2.7.6.1)

12) LR B AR R IR S BT A S BRERER (7 3 T T EE,
200844 H 16 H 7K. CTD2.7.6.3)

13) AR - HFRIZS B (2 B0 B SR B ESABR (7 N 7 1§, 20084F
4716H &7, CTD2.7.6.3)

14)AENER © B IS B B BN EEAER (7 8 T 1 dE. 20084E4 H
16 A&7, CTD2.7.6.3)

IAEER TV 7 70 v & QYA EVERRE (1) (787 1 e,
20084E4 H16 H 772, CTD2.7.6.3)

16) LR - TV 7 7 ) v L OSEWARE AR (2) (737 1§,
20084E4 H16 H &2, CTD2.7.6.3)

SRR R

17) H A1 A - ME, 2011; 18: 1108-1116

18) R - I KEIIRIC B B (737 188, 20084:4
16 H7&72, CTD2.6.2.2)

19) AN © ATGEISFHE BUS I3 2 1/ (73 7 1 e, 20084F4 H
16 H &7, CTD2.6.2.2)

20) KR ATTZ BRI T 2 HPU oME (737 1 e, 20084F
4H16H AR, CTD2.6.2.2)

2DAENEERL : AT 75 £ 713 2 2R (787 1 de, 2008

E4F16H KGR, CTD2.6.2.2)

22) KR + BFESZHRR A F kRIS 2 EH (737 1§,
20084F4 16 H &2, CTD2.6.2.3)
23) FEPVERL  KAERER T A EH (73 7 1 dE, 20084:4 716 H K2,

CTD2.6.2.3)
24)HEPVERL - L= VIERIUE Y VICB T AU (737 a gt 20084
4H16HA&F, CTD2.6.2.2)

25) AR 1 2B L2 ) v TRIESIIE S v MICB T A (T 8T e
$&. 20084F4H16HKG2, CTD2.6.2.2)

26) FEPVEEL @ BHES R S SRR VE RS U B ARSERE T v MICB U B1EH (7
N7 TgE, 20084E4H 16 H K72, CTD2.6.2.2)

2D KRS B FARIERE S v MBI BIEH (737 adE, 20084
4H16H A&, CTD2.6.2.2)

24. MERSERFERUELEDESE
K7 7 — <&t

T541-0045 KBt o XA T 2-6-8
\ <TbhbEHRREVI—

TEL 0120-034-389

26. HISARFERES

26.1 ®IEHRTET
FR77—~N7OEKART
KBRAFRE I DAREI33-94

26.2 HR5TIT
EFR77—HRARMT
KPR REXEERT2-6-8

26.3 f2it

sanofi






