02

s 20254F 9 H BRI (45 2 ) BAEEERMEES
20244F 2 AYER (55 1 B0 872149
By & L BRI A-I7>A23d=Xk
*HEARE 3 s b
FRER 3 BAZBS OWIL2shU™S LG
[ |
why [ —
OYILIIK::20mgn-ns
[ |
why —
OYILIIK::50mgn-ns
[ |
— IF —
OYILIIK::100mgt-ns,
LOSARTAN POTASSIUM maters29mg, 90mg,100mg -onara.
$E25mg $E50mg $£100mg
QL5 5 3 ) ARES | 22400AMX00478000 | 22400AMX00479000 | 22400AMX00480000
) RS OL TR L VT BRFEhAE 20124F 6 H 20124F 6 H 20124 6 H
2. BR(ROBEICIBELEVC &) 7. RARUVBRICEHET 3 3E
2.1 A DB E LB IIE DRI D & 5 B (BMERVCEAR%E #5285 RB IS 6 (T 2 ERRHEBE)
2.2 MR SULITIRE L T\ 2 WTREME O B 2 1 [9.5 BIR] AH % Pe 5t M2 L7 F = VEHET N O WAl & g L C
2.3 WELIEEDH 2 BE[9.3.1 BIK] 30%(H % \Wixlmg/dL) DL EBSII L 72354, T OSRERIK A 814,
2.4 7Y AL Y AEEPORRREE (772 L, oRE 1/ 7 V7 F = VOB FLEE TR L 72 B AE B 55 oD ok J ok
BHAEFT->TH BTN Y PO — LB L RHAD FEAE E N E1E, WED L VIERGTIEEZEETAHI &,
BA%BR<)[10.1 ] .
8. EELEARNIE
i GhBe3E)
§1§gi|ﬁ% 8.1 BHEOMER T (v 3 v 7 5edk, ik, WIS %
ak _— _— : P) &R T BTN DHHOT, ARG M B 5
Woeg | 00V UKE L WIN Y ARE ) By oK Bl 2 S L et AT CIEDE= 5 ) v
256mgl 4 —vF | | 50mg[+—,"7 ] | 100mgl + =T | BEWT L L
15eth 15 15eh . NN .
. . . . 8.2 BHEAMEMICE S DTV, ALDXPHLDONLIENDH S
W HROH Ly v A HRud Ny v h HRaH L s v Lo NI > en
el AR OAd IR Ol A DT, B, AT EESGEIE E BRERET 5
FBEARI, Wbt L=, WrT VT 77> 7> RS EL 2L, ‘
wINEl e FaEyraevkeia—2x, AFTY VBT SA YT A, 8.3 FMHI24AME I G L EREE L v, Ty It T vy
vrura—A, BLFF . ANFsay U ZAREPHIB G- o B8 B O FAiRicr = -
3.2 BIFIOMS TrIF Ty RO L AEELRMERT 2§
. O¥ Ly L KeE Ty L KhE Ty KEE BENKD 5, ‘ - B
wlﬁél' 25mg|’7]—_./\§J 5Omg|’7]—b./\§J loomg"j—_/\ij 84 4‘%’]%?%‘7"/*‘/7]'7“/“/‘/H’i"’ﬁﬁ‘%hﬁ'ﬁ:’i'ﬁ‘*bliﬁéi
At 2 W REOEER IR EDSD Sbhl L OWMEND 5, ITHEER
sk - | WAV ORED | WA omRo | T BEEWT 2% 8, BEE TR, RESRD SN
R R N e i I CEBG R RIET 2 % LA RE AT S .
‘/jﬁ ‘/jfﬁ (BIMERVCERBR%E 5 2BIERK & (T 2 ERFEBIE)
S| B ) R | SR | B0 i 8.5 ZIAH bR T VOT, AFHG- A M (5 Bk
aSiA G | (i) | \ W 2BM S, etk o A IMARE) [ % i3 % %
®| = ) == () Qo) = CBE AT b
am | EEiS6mm | FE7.6mm | GO Imm 8.6 LA Y v A ERROMIES LT F= ¥ EAddh bbhed
JE% 0 2.9mm JE 5 :3.4mm JE & 4.8mm WO T, AFIFEG AT (B 5-BaERE - 2 &, BE
[ 73mg 145mg 288mg o A1RFRE) MG A Y 7 AMER MG 7 VT F= Y EDE
wpigen | UTYFY %) m¥LyY 50 | @y 100 =y )Y TERERTLI L,
IR F—ng Feng F—n

4. REEISZHR
OmMmEE
OBMERVEAR % 5 2BHERE I & \F 5 FRAMBE

5. FHEERX IR ICEEET 3=

(SMERVEBRZ # 5 2BERKBICH T 2ERFEBIE)
EIME R OCEAR R 7 VT I v /7 L7 F =~ H300mg/gbh
1) 2 A0 L R WBEICBU B ARK O AR K 0% AT R
STV,

6. AERVHAE

(&IMEE)
WEL A vy ya ) Ak L C25~50mg& 1 H 1M
OG5 5. B, Ffe, ERICX D EERRT 25, 1H
100mgF THETEX 5,

(BMERVCERAR% %5 2BIFERK IC B 2 VERFERIE)
HE. AN ay vy ) Ak LT50mgz 1 H 1B
%535, B, MEMEEAZDPSIHI0mgE THETE S,
Rl BEOMFERTZEZITBENOH 5 BHEETIX
25mgh H¥FG- 2 FHIGT %,

9. HENERZFIHBEICEAT 3 EE

9.1 AHHE - MEEZEDH 5 BE

9.1.1 ERMBEREEDH 2BEIRECRHREEDH 3
BE
BEELLEZHELZVEHAN SIS 2RE, SAILET S S
& BT RE DR R RERE A BE DMK TIC & ) S B AE
REALZELBENDDH S,

9.1.2 @H VY LMENEE
BEELLEZHELZVEHAN SN ZRE, SAILET S
Lo WAV AMIEZMEI L BENEDH S,

T, ERRERE, oY b VAR ORRFESEIC X
Uy AMEAE L 2 ) R T WEE T, MES Y Y AMEICEET
52 &, [9.2.1 ]

9.1.3 BMEBEDH 2 8E
BEORESHIMBEAEZER L, WEL2 T3 sBETNN
H5bo

9.1.4 BELRFBEEEDOERE
AR OPG ZHHAELSHE L, WMET AR LICIT) 2
Lo —BMOMERTEZEZSBEhsH 5, [11.1.5 3R]



9.2 BHEEEERE

9.2.1 EELBHEREMEF /L 7F=2.5mg/dLEE)DH
3BE
BOGEEZWO TR EEEICHKGTHI L, @AY T AMAEDLD
LbhbhRed v, 72, BREOE/ADVPEZLIBZINEH 5,
[9.1.2 2]

9.2.2 MEBEHPDEE
AAOFG ZEHELSHIG L, WET ARG I2IT) 2
Lo MM oOMERTEEZTBZEMLEH S, [11.1.5.
16.6.2 ]

9.3 FFigeEEaE

9.3.1 ERLEENH 28%

HHLzwZ k. (2.3, 9.3.2 2]

9.3.2 FFEeEERII ZTOBREDH 2BE (L. EELITE

ENHdBEERS)
AENCB VT, R A & R L TR - pEEEo 7 VO — vk
BFRZE B TIIO Ly v OEREESEBEL, gLy K
U7 VR & BEAR O 4E i 1 208 2 2 A58 B O 2485 12 B4
THIERREESN TS, [9.3.1 ]

9.4 &JERkEH T HE

9.4.1 HRY BE[EEMD & 2 &t

HIRL TWAZEBLIBEINT 7 v IF 7 v ¥ VAMEERE
HXET7 v o7 vy v IIEZARER 2 #EH L. BIE - Hid
WBAOFE (AL, HE - M - FOWEA L, B HRD
SN EENTWBLY,
ARFN O G B RBRIEOL IS D FE L TARAE G 0L
SRR EE K L, R oA BB E LIS &
ENBHHFCOARKEGTHI b, To. HGPLELRLEAICE
ROFFFHEIHEETHZ Lo [9.5 3]

(1) AKIFGBERICIFIR L CTW AW L 2R T H 2 &0 KA
BHMh, HIRL TRV L2 EMMICHERT A L, &5
RS L 236 cid, bS5 2k 52 &,

(2) KOFHIZOWT, KA GFIAIEICEZISHMT 2 &,
$70, HEGPLLBISLHMTA L,

RIS ARF R U223 TR - BRI R
VAINBHAHT L,
IFIRASHB L 22 3 L B AT

Y4k

TR 7 (THH Y PR LS AH

j—é:ko
- AR BT B AE, HABERISHRT 2 2 Lo
9.5 1Eiw

I S OTITIR L C W A W et b 5 LIRS Lawnwz &,
PG HIHERAS I L 2235 4cid, b2 hmik35 2 &,
AR ORI T D% 7 v ¥ YRR ER LT v
VF T vy v I ZEERERH & G S I B T EKEAME,
BB - HAERoR e, HAEROKIIE, BAL, ZESEA4E.
VHIE OIS T O KR AMELC X 5 & 3 X 2 DU oo
SHBBEHIM O . ORI END bl OMEND %,
[2.2, 9.4.1 =1&]
9.6 LB

BALGZWZ EDPEFE LV, BiIER(F v ) TR A~BAT
THLZEPREEINTWS, Ty bORREY K ORALIZ10~
100mg/kg/ A4 5- L 723B& 2B W T, 100mg/kg/ H CTre @it
DOBRBEDOWIMATFRD b N7z F oy K G-HECHEIROBAKRENS
RO B, ARERO MR B INERER O B A 5 5mge/kg/ H
"Cv&)’)f:s'“o

9.7 NRFE
ANREEN G E L2 BREBUIFERE L T2,
9.8 mknE

9.8.1 —#ICAEFIEERSKT LTWAE DT, BEDIREBIEET
%: (‘:O

9.8.2 KHEDLSHEGZHIGT A2 EWHEICHS T &, —
BEORTIIITFE LS AvnE ENTWVD, RSN 2
BENYED 5.

9.8.3 W H CORNEMHERB T, oLy Y ROHIVERY
FRAR O M4 i B ASTE i [ R T A o 720 [16.6.3 221K

10. #HEER
KA, EPRMIESRF 7 10— 2P450 2C9(CYP2CY) K T
3A4(CYP3A4)IC X D IETERHE W TH 2 7V K ¥ RIKITALH S
na.

101 BFAZZ ALV E)

S 44 55 WP AR IR - H i B - fabrA T
TIUVAFL ¥ IEFICHM A, B L=y - T It T v
FYVA BEsE. W) 7 A E I | > v SR BEE 2 H

(B IR B 5 %
Yitro 72721, Mok
JEWEHEEIT->TH 2B
MEDT Y ha—uH
FHLLAAROBEH %
<o)

[2.4 BIH]

OMKIILE O ) A 27 8IS
WHESNTWV L,

SNDWREMED D %o

10.2 HAZEE (HRICEETSH L)

ik FERARAEIR - 15 B - fabR
)7 SRR AR (ML A U 7 A LS W | ) AR s

I

AR /)57 v

M)TATLVE
DRy T c5 I

WALA ) A
TV T Y A
Fi 2 B 71
FUXANTY AEHR
F

ANVT7 7 AN FA

V= b RAMT

DIPA

DRV IF] oy SRl ab ke
NH 5.

T ABENDD D,
EE R RO H 2 BE
IR ICEET S 2
Lo

T RFETIOF
T vy R E
FIF O ) w7 DR
FIIR#) o 35 Bt D B
AlIIFICEETL S
Lo

FUPRBEE A - — WD MFEART % 82 & | FIR KA Tl % %
Jut3IF TEBENED L. KFADFTTWBEHFICITL=
P ZaVxFT VRS EEAENSHG L. | VIEEDTLEL TV
[ WS 2 A 3R 4 AT BEDE L ARFIDZE

[11.1.5 &) )T L, LRIV,

TYVAFL Y EERERE, mAY Y ALY - T YV T

ILAE B OIS 2 %2 & 3| & & SRBHEEH A3 Hg o
BENDED L. eGFRA | ENLWHEMEDD 5,

60mL/min/1.73m2A4i; D
EREREREE D H B BHE A
DTV AFLEDOHH
IZoWnWTix, HEERD
R EHB SN
BERBREMIAZ L,

TYIFT YRR
i 3% B 5741

SEEREE, A YA
MFED ) A7 BB %
EOWENRD DL F2,
RiEzZE I §B2hss
H5bo

AT A R RH
sl -
LAY FAF Y 5%

BRI 25058 Sh b 3
INDD D

TRRY T T D
EREEIIC LD .
AH O BEFEAE & 3R89
SRDLMRIEND S,

B REASTEAL LT B R
FTE, S HICH R
EALT BTN DDH 5,

TURY T T D
GRS X D
B w AR T 3 % 72
wLEZLND,

DEFNE
R F 7 A

YTy AHREEFRE S
T, M) F 7 L
JEIERT A2 &,

A DF ) 7 APk
LY, VFo A
DERIHR D EE 2
ShTW5,

V=77V =
Ja—R

FEHEAE R 230858 S o 15
NN D D KAIOHESG
hixgr7Lr—771—v
Y2 — AO#EHULEET B
ZE,

TV =7 T NV=
Va—AEENDK
5 DCYP3A4RLEEH
kv uyny roE
PEAC B o 1L i S
KT 5720, KHlo
FEHEER A WSS S B

BLNWYH 5

11. EMER

ROBEWERDH 5bND T LD H DT, BigEL H5IATV,
FUE DD b N7 A I3RS 2 Ak § 5 2 L) 2 LE & AT

9 Z &,

1.1 EXLENMEAR
NAA TFT1457%—CHERH)
AP, TP I
B2 5 b b 2

WD,

#*11.1.2 MEMZIE HEAY])
B, g, W, GHEOERSHODNDE VDD, Fi2,
JEE M MR, TR D E mMAETETEES D 5 b b

ZENBH D,

FEIF FORIE. MRULREE, ATERIAL. R




11.1.3 SMFREBEERF R (3 b HEARY)

11.1.4 BR& (LAY

11.1.5 ¥ av 7. K. BREEREX(OFRHHEEAD)
W e, RS D b b EIZiE, EHIHEY %
WEZ4TH T &o [9.1.4, 9.2.2, 10.2 ]

11.1.6 HERUEREE (SR
BAsE. B CKER. Mk ORI+ sy bz

T L T B BRI RE DS S b b e lid, &Gz dik L,

W RWEZTH) S & T o, BERUHBUFE 1S X 2 Mg EE

DRFENEETH I &0
11.1.7 &H VU7 LM GEEA)

11.1.8 FEER (BHEEAH)

DEEMEIAMNGE . OEMBISEOREIRY D Sbhd Z DD b,
11.1.9 JAMm¥kEA. amEED. m/AMRED (3 BEEA)
11.1.10 {KIMn¥E GHEA)

Wiy, 22, Wi, ToRA, ST, e Eakk

EENRD SONGAIIE, BSEPIR L., @Y RLE %179

Z Lo BRBRERHETOEZETH bR v,

1.1.11 &5 b YUy LMAE CGHEAH)
BRI, AR, WAL MR, RSt ks 20k ) K
MUY AMIEDR D HbNDE I ENH 5D,

1.2 ZOMOEIER

0.1~5%Ai BUEA]
RS R Ui, o T, A, il HR, R
PGB TR AR, SRR, | FRHRR S OFRS) . BhiF
it
HiLe Ifgge, W - MBS, AR |HINgE TP LIE
P, HiRS
JFF ik JF B RERE S (AST k5 |
ALT L5, LDH.ES%)
i BUNLH, ZL7F=>
b5
| FEB. TOHE SIRE . ZIBALEE, LR
B, HLBEE, KLBE
flIRT(3 ARMEIEA . ~= 270 v | AL
MK, MRS
Z D1t ETH . BRUE BT/ |\, SR RERE, LY
Wedr. VREE. AP, AT AUk, BUEIR (B3 A, B
VA7 a— v S, CKLE&SE) . BIEG. MKk, «
S P ORIR A 15 AL, #hiE s

14. BRAEDEE

14.1 BHZABEOEE
PTPAUEDOFEAIPTPY — b SW ) ML CTIRET 5 & 9 5l
FT5HZ L, PTPY— FORRKIZE D ARSI EE 2 A R A~
FIA L. BICEgEIL%E B 2 L CHERR 255 O 1 2 A BHE % BF
BTDHIEND D,

16. EYE)EE

16.1 MepEE

16.1.1 BEZE
R AT H VY >~ ) v 2258 O50mg % 22 52 1l
PG L2, aduy v RO VR VB Ro bk i 7
NZENSE SR X ORISR C ¥ — 27123 Ly i A 21
IR OHIARER TR ) . VKR VIR AUC (ILAE i B g
MR Y Vg > DM TH - 729,

16.1.2 R{E#HS
FERER ATV > A ) 7 2100mgZ 1 H 1617 H B 5
B L7-BA0MmEEREENS, a¥ vy v EHIVE VBRD
LRLEIZERD SN Do 729,

16.1.3 &EMFHIEFMHHER

(AYILE KeE25mgl[ F— /1T )
gy VKEE25mgl A —nT | =2 —8a ¥ V§E2bmgk. 7
A+ —N—FEICL ) ERENRIEE (ALY v H Y8 E LT
ZNZN25mg) e N T F 1 A R T S LTl i
PEACH D (7 VR & ERARTD) P EE 2 I L 7o 15 5 N7z 38 Ehas
785 A —% (AUCs Cumax) (22 TI0%AE HEIX 8102 TR lmT
AT o 2R, 1og(0.80) ~log(1.25) D#iFATH b . WAl D4
Wy S SRR S 7T

SEMBIE /ST A — 5

AUCo—48 Cmax tmax t1/2
n (ng - hr/mL)| (ng/mL) (hr) (hr)
oLy Y KE o 1573.57 194.83 4.6 3.3
25mgl 4 =17 ] +404.82 +56.37 +1.2 +0.7
—a—uy U o 1626 .60 200.67 4.5 3.3
25mg +396.42 +59.17 +1.0 +0.7
CEFHfiE+S.D.)
(ng/mL)
300 -
—o— IV ¥ YKEE25mg[ A —\T |
950 L —e— = a2 —U¥ V§E25mg
o A+ S, D, n=24
i 200 -
b2l
L
K150
>
%
# 100}
=
B
50 -
1 1 1 1 1 1 é
0 24681012 24 48(hr)
51405

IAE 7 VR > BRI OHERE

(OHIL 2 o KE50mg[ F—/nNZ 1)

O vy YKEE50mgl A —NJ & =2 —u % YEE50mgx. 7
O AF ==k ) EhEhlgg(ay vy v h ) ak LT
ZNZFN50mg) e HE R A T -1 A R % 5 L TG
PEARE W (5 VRV FRARE) JREE 2 W58 L7ze 155 N7z 38 EhRE
85 A —% (AUC, Cumax) 122\ TI0WE AR [ 12 THEFHRHT
AT o 7245 H, 1log(0.80) ~log(1.25) M#EPHTH ), WMH D4
Wy R R SV SRR S 727,

Y TYRE ST A — 5

n AUCo—48 Cmax tmax t12
(ng - hr/mL) | (ng/mL) (hr) (hr)
uHIvy CKEE o4 3255.94 527.67 3.1 3.3
50mgl + =7 | +856.44 +128.98 +0.8 +0.7
—a—ay U 2% 3162.67 510.11 3.3 3.4
50mg +900.52 +136.49 +1.1 +0.6
CFHfiEi+S.D.)
(ng/mL)
700 -
B —o— TV ¥ YK§E50mg[ A+ —/N 7 |
600 F —e— =2 —1% Y§E50mg
B ol PHfi = S. D, n=24
s
7 400
l?-:
- 300
23
*
& 200
)4
100

I
0 246381012

®
24 48 (hr)

51405
M 1 VR ¥ FRAKIRE RS
AYILE KEE100mg[F—/\F 1)
oLy Y KEEL00mgl =T |k =2 — 1% Y 5E100mgk .
JHAF ==L ERERIF (ALY )T AL L
TZNZN100mg) R A S T 1A Bl 1% 5 L C i
W (B VR VAR R 2 JE L7z, 135N /-38H)
/85 X — % (AUC, Cmax) I22 W TY0%EHE X B E 12 THEEHR
W& 47 - 728459, 10g(0.80) ~log (1.25) DHPHTH b . WHID
LEW AR R SRR SRR S 72D,



HYHE ST A —5

AUCo—48 Cmax tmax t1/2
n (ng - hr/mL)| (ng/mL) (hr) (hr)
oLy YK o 7450.64 1403.31 2.5 5.9
100mg[ +—7 ] +2142.74 +315.48 +0.7 +1.5
—a—uy g 2% 7276.85 1367.59 2.4 6.5
100mg +2060.65 +324.07 +0.7 +2.1
CEHfi£S.D.)
(ng/mL)
1750 |~
T —o— Ty YKEEI00mg[ 4+ =T |
1500 —o— —2—1% »§100mg
% 1250 - F3fti + S.D., n=24
s
I 1000
,:j'\'
- 750 -
174
%
B 500 F
B
250 ¢
1 1 1 1 1 1 L s o
0 24681012 24 48 (hr)
2514 05E

M VR o BRI DR
A I ¥V —VEROS-t FaF v 2 F VRO
MR EE ONIZAUC, Coa Sk D285 X — 1%, BBy o IR,
M DOFREUR R - e D FRER S & THRAR WD D % .
16.2 TRIR
fEHER A IC TV T A1) ¥ 2 100mg % £ K OV22 I 1A
5 L7286y WODGHEEE 1 B A5 TICF L7225, R o
WIMENTH - 725,
16.4 R34
fEHER TV > ) 7 525, 50, 100 13200mg % 1]
BB G LA w2 S, BB W TENR
WYTHDLHIVKVBIK(L I 57— VEDS-L FaF ¥ X F )L
OB \TEH SN DY,
16.5 HEittt
fEFER STV~ ) 7 525, 50, 1003 13200mgi % 1]
RO G L720a, #H5 %30 EToay vy v RITH VR
YIBRD R PEIE RIS RO FNFENS . 2~4.1% K 0561~
7.9%TdH - 729,
16.6 HENE=EHI 2EE
16.6.1 BEEEE
B E A ) BIERERF IS, g Vs v H ) 7 A50mg% £tk
TEHE 5 L7223, s 27 L7 F = AEDE W S a %y
& VAN A VR ¥ BRAR O fi 5 M5 R E (Crnax) S FAUCHKE R
ERMEER L. M2 L7 F= 3. 0mg/dLU EORETIE
1.5mg/dLAMOBICHE L TaH IV T ¥ DCrax e FAUCIZ2 .4
B2 2802, AR VEIKTIZL. 6 O2. 0/ Dl 2R L7228,
16.6.2 BEE
BMLERE 2 £E D BATHREIC, gy v h ) w7 A50mg % 22
IR S L2238, B9V 8 ¥ OCna X FAUCIR VTR
LEML., B AS TROESIMTERERE L L Tay Ly
¥ DCmax L FAUCIE ENZFNHI2 T O3~ 45 Dl % /- L 72910,
ENBRECOT VY v eS Lz &, 9Ly Y RO VAR
VEBREENIC L DR AL BRE SNV ARG SN T
Wa HEATF— %), [9.2.2 ]
16.6.3 =&
fEREmE RS N OMERRIER A (S, oIy v A1) v A50mg % 22
JERFIC LRS- L2 3a. a¥ )L & & OURPGHE K ONIfiLE
HDOWHINTEIA LN Lo 205 HwETiRa Ly o
Coax X FAUCIE IR OR2M5 2 R Lize —h. HWEEIcs
5 5 VR VAR D T3 Cnax Jt FAUCIE, FEESHRE ICHERT#
NZENR25 K O27%DERE RN TH - 7212, [9.8.3 K]
1) AHI DKL N1 #1325~100mg TdH 5.

17. BREREIE
17.1 B RORLMICEET 3 KR
(& MEEE)
17.1.1 ENEFRRAR

BE - R AEE ARV I S R B b B e L R M AR
ZBWT, BEMHRICETAZFITIVILA VERIEL DR
SMEAWEES N, BV Y h ) ADOFHMEDED SN TW B,
17.1.2 B E TR

TUIFT Y RS (ACE) HERIC X 2O E AT
LREREERNFE L mERLERE T, VY ) ViR
OWOFIFHE(71.7%)1x, e ForzouF7 Y N5
(34.1%) e o*a ¥ ) & ¥ 58(29.2%) L W AEICE L, o
Wy G FarzaaF 7Y NG EFRETH - 729,
(EMERVERRZ#528PERKICH T 2 ERFMEE
17.1.3 EREHFSE I HEKER

Ep LR E L CEMm S N7 ZHE MR (RENAALR
B2 BT, 5130 (H AR N96HI % & ) 255l S 7z AR
DOFELY FEAL Y ML MEZ L7 F = SRR, REEA
ECEN D 5 VIZHBEO L) RO COBEEL Y FRA ¥
FNCThotze BHLY U H ) wAB276) X, 7T K (3594)
ICHART, FHEAZ Y FRAL Y MCEES 2 227 £16. 1%
W (p=0.022) EH7=0 5T, YN F U HY Y LNEBEHICE
W, IiiE 2 L7 I = R T25.3% (p=0.006) . KEIEAR
4:C28.6% (p=0.002) . AME AL LI TEC19.9% (p=0.009)
Mg 7 L7 F = RS SUZ R B A4 T21.0% (p=0.010) ®
VAR AED HNTze TV FRA ¥ MERERTH 5 2R
FIZ & BIETHRICOWTIE, WERENTHERAZIAON L
Moize RRBOTZRT Y FRA ¥ M, IREAOE LE, &
FED AL, LA R B OFERT K OB RO (DA
X2 ABe OEZE, MATFEMNT, B, AL BP0 &
B AR AL DM R X ) TH o7z TV A Y
v AR PH3 AMEY B G E MBI B W, REAEDSTEY T
34.3%EF (p<0.001) L7z F72. vy v ) v Ak, I
W7 LT F o O OME X2 X0 GG S D BRI T %
%13.9% (p=0.003) K T &7 (K THDFJ18.5%,
p=0.01)s —7. LIEREEDEHRR O EROBE L >
FERA Y T, BT A 7 DGR Q47H) & 752K
T (26361) & DMICAHBERAZZA DN LD o 72h, T IEARRER
BZD LSRRI T 2R D E2RHEEEbE TV h o727
DTHb, b, RRBICBI 20 Vs 7)o L OREME
FRIFTH Y. BWERIC X LB OEE1E 7T & REE L [
TdH o 721516,

FIVERNE 75160 (H AR N4450 % & E) ih12961 (17.2%) 12320 S
720 EREIERIE. ©F 03461 (4.5%) . &) 7 A IE28%]
(3.7%) RILELIBI(2.5%) HEFTAE/ I 571261 (1.6%) TdH > 720
¥ 72, WRMAE O R8I, 11160 (14.8%) 123D b1z,
F 2 BRI O B A E, gAY 7 4 FF8961(11.9%) .
7 L7 F = EA3060(4.0%), BUNEF106(1.3%) Th - 7219,

18. FEhEEIF
18.1 {ERHF

Ty Ay IO GHES ISR S, Zo—if
BERBWTH D2 HNVEVBRICEHREING, vV y RO
HNEYBERZ, TR AERMAEWE THLET v VAT
YN (A-IDICH LTy Z2OZHERICB W TRREMICHER L.
R % S84 3 517,
18.2 7o AT o RIFERIER
18.2.1 A-IZHEMICR I 74 IR MoNnTEBY, ad Ly v
FOH VR VK. AT R L BRYICHA L. A-To4%
HYEHZRHEST LA, 722 MEHIZIRE 0w~ 759
Fo VMR THHACE(F=F — BN ICIIEHEDOEEE K
1T & i,
18.2.2 FEEEMN (5 v MRS AUMRTEA- T HEBUS 2 J9- 2100,
18.3 BRE(EH

O AL ROH VKR BRIEILE ERIEES v
h2z2d o BEPEESIE S v R 2220 EIE HARFREA X2, AR
B S L FARSIE 5 v S0 IME T FIVEIIc B w»
Ty IMEZE TR, MR8 G ew L BESEZ R,
F 720 MED TFRRICHE ) LHBOHNZ BT, L dikic e
HMED Y N ¥ FEGITA U v,
18.4 BRE(EA

TV F EE OB HMEIIR Z RBIR IR S &, SRERIENIE
FUTEEL LI LD RIRENOBRAMNELET 27, F
72w ANV T MY MY UBERRERIGT v b (4 Y A VARTFEERE



PRIGE T N2, HIRFEIEA ¥ A ) ¥ IARAEERE R = 7 229,
5/6% Uk v MO BEERIR B O TR BRI L 00 T B E 7OV E)
W2 35 TR B T HEME: S 0D BRI OF U2 LR 55 % 4 5 B o

19. A2 ICEEY 2IB(LZRIFR
—REIEFR - v v H ) 7 A (Losartan Potassium)
£ % 4 : Monopotassium 5-{[4~(2-butyl-4-chloro-5-
hydroxymethyl-1H-imidazol-1-yl)methyl]
biphenyl-2-yl}-1H-tetrazol-1-ide

: C22H22CIKN6O

1 461.00

PARBIEAROFKMEOR K TH S,
AMIEKITHD THEIT R x5/
5 7 = (99.5) 1T ITR T Vo

%
?

EDD
St B

— Vi

ks

20. MV EOEE
BRI AR BT CIRAF T 5 2 &

22. A%k

(AHIL 2 KEg2smg[#—/\Z )
(PTP)100%¢ (105 x 10 % 14¥)
(AYIL 2 > KEgs0mg[#—/VF )
(PTP) 100%¢ (105E X 10 X 14%)
(AHIL a2 UKEE100mg[F —/\5 )
(PTP)100%¢ (105 x 10 X 14¥)

23. EEXK
1) BREcdofds « 5 eI, 2017 5 47(10) 1353-1355
2) FERER MM ¢ BE VD S R AR HERE . 2021 5 29 ¢ 49-54
3) Spence SG, et al. : Teratology. 1995 ; 51 (6) : 383-397
4) Spence SG, et al. : Teratology. 1995 ; 51(6) : 367-382
5) P RIEA ¢ ERPRIEIE . 1995 5 26(3) : 671-684
6) HECATAML ¢ ERREERE. 1995 5 26(3) : 685696
7) KAt ETEE & AR . 2012 5 61(3) : 671-691
8) T A« FREESE. 1994 5 10 : 157-171
9) 2« BRENT. 1995 5 11(2) : 247-264
10) AEESIMEERSE (= 2—10 ¥ »§E : 20064E4 7 20 H KGE.
BRI EEA .2.1)
11) N CORE (=2 —a 7 Y5 : 20064:4 H 20 H KGR, HGEE
BHEEEAN . 3.3)
12) OB (=2 —a ¥ Y EE - 20064F4 720 H &L, i E
BEZEAC1.1.1)
13) FHKZEAM : REOHWA . 1995 ; 172(12) : 785-823
14) Lacourciére Y, et al. : J] Hypertens. 1994 ; 12(12) : 1387-

1393

15) Brenner BM, et al. : N Engl ] Med. 2001 ; 345(12) : 861-
869

16) RENAALRER (= 2 — 1 & »§¢ : 20064E4 20 H KRR, HHRE
EEWEZE N D)

17) S-H\SOE HASE R o fiaiss  BEIsEE . 2021 5 C-6319-C-6323

18) Chiu AT, et al. : ] Pharmacol Exp Ther. 1990 ; 252(2) :
711-718

19) Wong PC, et al.
211-217

20) Wong PC, et al.
719-725

21) Mizuno K, et al. : Eur J Pharmacol. 1992 ; 215 : 305-308

22) AL« LR & ER . 1994 5 28(13) : 4063-4073

23) Wong PC, et al. : Hypertension. 1990 ; 15(5) : 459-468

24) Wong PC, et al. : J Pharmacol Exp Ther. 1990 ; 252(2) :
726-732

25) Bovee KC, et al.

26) Okada M, et al.

27) Anderson S, et al.

] Pharmacol Exp Ther. 1990 : 255(1) :

. ] Pharmacol Exp Ther. 1990 ; 252(2) :

* Am ] Hypertens. 1991 ; 4 : 327S-333S
: Hypertens Res. 1993 ; 16 : 49-55
: Am J Physiol. 1993 ; 265 : F477-F486

28) Remuzzi A, et al. : ] Am Soc Nephrol. 1993 : 4(1) : 40-49

29) Sasaki M, et al. : Life Sci. 2004 ; 75(7) : 869-880

30) Pollock DM, et al. : J Pharmacol Exp Ther. 1993 ; 267 :
657-663

*24. XEFEKERVHVEDE S
FAIARE 7 7 — < RS BERAMRE
T 155~ 8655 HUUHK Ik 23 X fRiR4-43-11
TEL 050-3383-3846

. REHRGEESE
26 1 SERRTTTT

Q kﬁ%nnl%ﬁ_ﬁ'&*i

HEERE BHTSEE 121-15
26.2 ERZET

CrpikkIr—v Rt

REERGRIXLEHET 1-4-4





