5D0O8NC

* % 2025F4FMET (552hR) AXELEROEES
202 5T (& -
*2023FE8HME] (E1HR) 872149
gk EIRRFF 20mg 40mg 80mg 160mg
HAMHEE - 3% AGRES [22600AMX00295000]22600AMX00296000] 22600AMX00297000]22600AMX00298000
BR5SRAE | 20144E6A 201446 A 2014467 201446 A

BIRHAT ZSH IOy h—

N EEZEY \ ~ r

axzms INILDILS 2 EE

NILTILI 25 20mgl =77
NIVHILI 25 40mgl =77
NILVFILT 2 580mglor=77
NIVFILI 2 5:160mgro=7]

Valsartan Tablets 20mg < 40mg - 80mg « 160mg “Chemiphar”

E) EE-EASEOMSTZICL ORI L

22 (ROBEICIFBRSLEBVT &)

AHI DR UBBUE O BFRERED » 5 B

IR SIIFIR LW ARTEEE O & 540t [9.5 ]
TUAFLY 7Y VBEZ R EHOERRFESE (7272
L. thofEEREL2ZTo-TCbaBMENDITY ba—)L
HEULARDBEEZRL)[10.1 SHE]

2.
2.1
2.2
2.3

3. 48K - IR
3.1 #HRR

VAVIZ DI N2
#E20mg
(1771

VAVI% %A
$E40mg
[r3177]

VAVIZ W%
$£80mg
[r377]

VAVI% I
#E160mg
[r3177]

H7e s

(HR)
INILHILE 2 | NIV E | NIV E | N LTIV Y
20.0mg 40.0mg 80.0mg 160.0mg

B (HE) (HR) (HE)

(15Er)

Loy oo —2, kla—2A, EKr A,
NI ATTY VBRI A YT L, A A0—R, 7
oI—)b, BlkFy

TRINA]

3.2 SREIDMHEIR

NV LY 2V (N)LH LY v | XL LY | ONILT LY v
WR7E4 | $E20mg $E40mg $E80mg $E160mg
(377 | 73 77]) | [57377] [(ri77]
ESN HEDERAV DT A VL —F 1 ¥ THE
= B | [®
Cllcn
5357
Ay
B = s ) | —
p (Ef®) 16.3mm
BEE 5.1lmm 7.1lmm 8.6mm (8% 6.6mm
B 3.0mm 3.2mm 4.2mm 5.0mm
HE 59.0mg 118.0mg 235.0mg 468.0mg
o VAVI %D Z AV DAV B AV DAVIZ I AV IVAVIZ 1742
sl 20 40 80 160
a—k !
TI77 777 7377 777
4. FRER TR
S IMERE
6. HERUHAE

EEL. BAICIENILY LY > & LT40~80mg#x 1 H 1 EREO
#5395, 2B, Fi. ERICSCCEEEKT 525, 1H
160mg s THETZ %,

WH. L EO/NRIZIE. N ILE 2 E LT, (AES35kg
KimOHE, 20mg#. A=E3kgMl EoFAE, 40mgE1H]
EREORET %, 2B Fln AEIERICK D BEEERT 5,
272U\ I HEmAR R, FE3SkgREOH &, 40mgsd %,
. BERUHEEICEET %R
EWIcBLTI/NRIZH LT, 1H80mg% #8 2 5 {# %5
ANANRN

8. EEREAIER

8.1 Az &L T VI T vy I ZBMEERARS I
LZOBEELEENHSDONI-EORENSH DD T, fTH
HEREA2EBT 2R EBEL2H2IUTH T E(11.1.2 BHE]

FMATABEIIBE LW EAEE LWL, TV IF T

vy I RAMERARSTOBE L. FEEOFRFICL

ST YO T Y ROMEWERIC X AEMEEEE

THHREED D 5.

[BIEERICEDLCHF WV, 562X BHo6bNET DD

DT, BFEE. HEEOEESER % ML B L B

FTAHBICIIFESES &

9. BENDEREHEIDEEICAHATIIER

9.1 SHIE - BIFEEDH S EE

&L1ﬁ%&%@ﬁﬁ%@ﬁ%%%2@%%6%@%&%@5

3E

WEELLZEBRVWEHSNAI5EERE., B5108

A&, BMREDHD P AREEBEDETICED

BRICBEHETBILSE BTN D D,

SAY Y LIMEDES

BWEELOZERVWEHSNAEEE2HRE., R51308

JAH5ZE, BHYTLMEZEEIELE8ZNMNDH 5.

7o, BHERERE, O O LABROERFZEICED

MEA) 7 LMEFBEL ZDRPTVWEETIE, MEHY Y

LMEICEERT A &,

9.1.3 RiMEBEEZSDH S EE
BEDEENSMIMTEAL %5 EH
BBENDDH B,

9.1.4 BERFEEEPOEE
EHE?»oH5%2A L. HET 2IEHIIH L I]
Lo MRS K. —BEOSEAMEET (KikUE
HEALZR ML) Z2EITBENSH S, [11.1.5 BIE]

9.2 BiiEEEEE

9.2.1 EELBKERE (LB L7 F = V{EN3.0mg/dLEL
) 0Hz3EE
BEEZREOT A EEREICRET S &, BHRERES
BhsEsBZhAH B, [9.7.3 BHE]

9.2.2 MRSEHPDESE
BERE 5B 5%2A L. MBI 2EA3HRLICT
Lo MEHRSR. —BEOSEE A MERT (KakUE
HEEERMES) ZECTBENSDH 5. [11.1.5 2]

9.3 FFiEEEEEE

9.3.1 FFEZENH 2 EE. 1FICIETHFEZE R UHETS 2iFD
HBEE
BEEBZEO TR EEEICHRET S &, ARNIEFEICH
THIICHEt SN A 7- 0, MAEES ERT 2810 H
%, HHEICBVWT, BE~FEEOFEEEETNILY
L&Y OMBEREED . BEMRAE B L TR22BZICE
RIBHTEPMESNTWVS, [16.5 BHE]

9.4 &SERE =T &

9.4.1 IR I B OEEEDH DL
HIRLTWAZ ESERBENT TV VT o o VB
FHERI T > IAT v I ZAEAGERE Z2EH

8.2

8.3

9.1.2

L. mEzElbsd

5Z
UE

5
[O)=



M

2

9.5

9.6

9.7

9.7.
9.7.

9.7.

L. lR - HiERAORE (B A2, HE - - BoE
AL, ) MERDONLFPREESNTNESY,
AR DO E IS, REBOEESLER L CRFIRS
DONESEZEEICH L, 188 LoFRESEREE L0
BN ESNAHHICORRETH L, £z, BHEHPD
EBEAIIIROFEFIEICERT A2, 9.5 B3]

AEIESFBENCER L TWi W E 2 T 52 &, AFH

BEDRS, HELTWARWI EZERNICHERT &, #&

BRI L -8 811, BhIcEE2 T s &,

IROBIFIZDWT RAE S HEEICEBE ICHAT 5 2 &,

F7o, BERLMEISUHET S &,

IERFRICARF 2 EH LB E. FRIE - AR RICHES
BTV HBE,

CHERAHIBA L 3 EEDb N BB AT, R ICHYEIC
VER R R

&ﬁﬁéﬁﬁﬁé%ém\ﬁ%gﬁﬁ%?éiko

TR SUSIEIR L T WA RO H 2 HEICIE RS L na

Lo BERIHFIRDSHE L BEICE. BbICREEHRIET

BTl KEleat Ty T vy ISEEERARNEONC

TUIOFT Yy EBMBERIBERT. HIRPE ~ R

Easn-BEICHRE - HiERIET. FAEDE. FRIE -

ARORIME, EARE, BHY 7 LME. BEOEBAL.

FIKBANEIC & B EHERIS N A TUA DOffE. B, FEEERED

H. HORBEBALENH S5bNizEDRENH S,

F/o, BN CTERSN TV IFT Y U EREERIEERC

BUIBL MOART T ¢ TRBZEFAET, EROEHICT Y

FT Uy U EMBERIBER A RS SNBERIIBONTC B

REFEOHEN) 27 3BEERPHES SN TWiE WEERIC

HREP -1z 0HEDH S [2.2. 9.4.1 BIR]

ek

BALZVWIENLET L, BIWEE (5 v hOZALR

O#%5) ®3mg/kg/HT. FITHABITT 5 LORENH

Bo T WWMEER (S5 v bOREERRORAARO®RS)

D600mg/kg/H THAERDEMAKE K OCEFEROE TR

5N TH D, 200mg/kg/HI ETHESCOELENSED 5

NTns,

INR

1 EHEEFER, FiER, LRI RTHOL IR 2 R
& U7z BERERBR 1L ERE LT W72,

2 RERAVEEE (GFR) #%30mL/min/1.73m*Ki s L <
BN 22T TV A/NEBERNR & L7 BE R ER 25
LTV,

3 BHERCMEHY 7 LAMEZFRESBE TSI L, /D
REOSMETIIBREREZMED LN B0, FFIC,
BREEICRE A RITTRE (BB BK) OBZF KA
25T HEERMEN ) Y LMEE LR S8 HAREED
HHMOER EHHAT HHEITERET ST &, [9.2.1,
10.2 8]

9.8 SkE
9.8.1

EHE»oHB%E5 2R 52 CEREIRET S L, —
RIGBEDOREIFE L ZVnEENTVS, NFEES
MEZHBENDDH 5.
9.8.2 EiE OEMBEHIR T, AAlO MBEHREPIEERHE
WCHARTEL 25 2 EMROE5NT NS, [16.6.1 ZHH]

10. ¥HE{EA

10.1 HAZER HALBWI L)

A7 %

ERRAER - EETTE

W - fEEET

TYRFL VT2 ILEEE

FYVA
(BERBEHIERT S
B, 7270, ok
FERBEZT->TCH RSB
MEDIY ha—LDE
LSARDEH#RL,)
[2.3 ]

FERFEIEMIZE P, B
HEEE. Sh UL
REROMEMED Y 27
EIPHRESh TV 5,

L= Ty IAT Y
> R E (R A R
SNBHAREMETH %,

10.2 HEER (HACERTSZI L)

A%

R RAER - $EE ST E

W - fEEE T

TUAFL YT VIVEHE
[9.7.3 ]

BRERE, shY Y
2y [MRE f OME I FE 7 2
ZITBENDH S,

5. eGFRA”60mL/
min/1.73m*k jiii © &
WHERED H 2 BEA
DTIVAFL T
BEE ORI OVT
X, BELEPOESL
W N BB %

fREBETAHE,
TUIFT Y BRI ERERE, YUY
EERBAERA] L IRE e OME ML % #2
[9.7.3 ] I BENNDH 5,

L= T rIAT Y
> R E (R A
SNBHREMESTH %,

[11.1.5 =]

ERED» S AFOERSE
ZHBL. EBET S5
BlIBRLIITHIT &,

A% R ARIER - FEEST A WP - fERRE T
FIERFEEA] MEHR SR —iBIEO | FREER Bk %
PAE R BEAMEET (RE|JTwaEEICIL=
MU ZOLRAFT VI ROEMEESEZED) |V EEPTTEL TN
R FRITBENDID2.|BEFZ L KAINE

LT,
BEEOF M) LN
LIABEORD LIz B
FHTIE. ENITERE
DEMENET S &
WH 5,

719 7 LRFFERIRA]
2¥a /)57 k>
N7 LTLUE

DRINN i (L
B|kHY L

[9.7.3 2]

MmigH Y 7 LfED EF
TRHIEND B

KHOT IV RKZRTT Y
SWMENZ XD YT
LETREER P HE®RY 2
AR H %o

falRET - BikeElaE

rozx¥L /)y -5
ZIVIANTIF -
[9.7.3 %]

U RRY v
[9.7.3 2]

MmiEH Y 7 LED EF
THIEND D,

KENC K BMFEHY 2
LMEOLEFHE Koy
L) roffiixs)La
VF a4 FERICEK S
EEZO6NS,
a1 BRE R,
miEH Y 7 LEOE:
BE

=0 Y A MEOEIE
RAMHEICHERSNS

LEZBNS,
U X D) L RIAE MiEH Y 7 LED LR
2T 7 A FH — pHEmENSBENY
U FURANTY L H%,
[9.7.3 ZHE]
JER T 1A NERIE RS | A K OB FEER 25855 | NSAIDsO & 7'a 2 ¥
J&#Al (NSAIDs) THIEND B 75 vV v EREEE
AV RRAT U5 iz, RElOKE
{ERDPREETT 52 &N
HBo
BHRE A B S H 5B |NSAIDsO B a2 ¥
FNDdH 5. 75 0T VERBEE
Hicky., BmmaEs»
BRI 2025
N,
fERET : SR
EFguv— AAN O IR EAI30| ) VB A AR Y v —
~40%BICE TR L= EDIck D, FIEICRAL
REN DD, ARNOME| 72856 REIORINZE
RAPEET 2B ZNP|BED S VITEDSE
H%bo LHHEESDH D,
) F gL U F I LhBEREIT(ARFOT b APk
ZEMHESNTVS |ERICKD, UF T L
DEBEMPI S EEZ
5NTVW5,
1. 8ER

"
1

1.

11.1.
11.1.
11.1.

"
"

"

1.

ROBWERDPH5bNB T ENHHDT, BIEE+ITIT
W, BESROON-ESICIRE RIS SEY)
WEEITS
.1 EXZEIEA
1.1 MERE (BEEARE)
B, OF. WE, SOEREMERE LTSN
B ENDH B,
PR (BEEREH)
(8.1 &)
BARL (0.1%FKiH)
SAYUYLIE (0.1%KiH)
;%yﬂ(ﬁﬁK%%%W(ﬁﬁK%%ﬁ%ﬁ%«u%
WRG RM. BEESESH obNBAICIE. BES
I B 2175 2 &o [9.1.4. 9.2.2. 10.2 ]
J1.6 BEBRIIREE (BHEAREH). BIMEREL (BHERH). M
MRS (0. 1%K)
1.7 BRI (BEERER)
FE WK MFIRREE,. BEEXREESE S BB
iRBHEDONBIENDHEDT, TDOXIBHHEEIC
ZEESEHRIEL, BIBRESLVE CVAOBRSEZDEY)
BAEZITH &,
1.8 (KM%E (BEEREH)
BB ZERERE. BT, FOBZ. BHRET. EE,
BREEENPHoONIHGEICEIRSZFIEL, #EY)
RAMBEITS T &, BRFAETFOBRETHLODNS
T,
TEIERRLAREE (0. 19%Km)
AR, AR CKLER. M RURFIAZ7ar s
LREAR/REE T AENHRBESHO-DNE I EDDH
HDT, TOLHBHEAICEIES ICES2FIEL, E
YR MEBEITS T &,



11.1.10 hESM4REUEFERBFE (Toxic Epidermal Necrolysis:
TEN). RZEHIRIRTEIREE (Stevens-JohnsonfE(&ES).
SRATHE (VLI N B EEEER)

MN.1.11 XEE. BREE (I h L HERH)

K. USA%ERHSbNIHEICIE. RERESH

BITAHIE,
11.2 Z0fthDEIfER
0.1~5% 0. 1% SEERIE
WBBOE ¥E, TOHOE |EWB. A | DHERBEE
RS HFE, HE|EK IR —
i3 B ER A, 5F o o
S ENE -l
TR RILE, 81E S8R, OEME —
HiLas B, IR g, T3 (B o
8. BEACRIR
JrF AST. ALT.
LDH. ALP. ¢ — —
YILE MED EF
IR ES T LiEEIERAS —
& M PR EEE 5
BUNE&., & — —
JLT7F=r R
EBRE Mg 7Y 7 Ll KT b 7 L E o
k57
Z DAl FARE. TR (. E 7 R B, REETE.
CKER LU, BRE R FE
H.FTY, MK
HER. MmEa
LAFa—) k
. MEREA
Wb, EE .
Bk Eg

) RBHEEAREREOEREZ &,

13. BERS

13.1 fEIX
AAEOBEHRSICLY, ELLWIMERTFEL, BHL
NILVOIETR, BRERICESBZNYH 5,

13.2 W&
ZLWEMEDBEICIZ, BEZMEMLIIC L, LI
AFHBEREOHIRTEH 2 CE 2 ABEZTH &,
BB NUVY LY OIS 8T & DOREERIZIBWLL
ETHY, MEBEFTICE > TRETE 2L,

14. BRALDEER

14.1 ERIZMIFOFER
PTPAIZEDHFHHIIPTPY — bSO L TR % &
HFET B &, PTPY— FO#EKICEKD . BOLHAL
DEEREEARIA L, FICIZEEFLE2 B 2 L CHERRIR 2%
DEELREGMHELZMHET LI EDH 5,

16. F4ENRE

16.1 MoEE

16.1.1 BEigS
RS FITN LY ILE 220, 40, 80% UF160mg
(80mgx2) #HEMEO#KE LzHa, HPhIc s
M, MR ORE(AEZ G2~ E CREREIC
FZE L7z, £72. CmaxkTFAUCIE160mgH 5 £ T#%
S8o#EINc AU CHEAR L. HRPREHIZ4~68FR

TH-729,

= Tmax Cmax AUC T2
&SH (h*) (ug/mL) | (ug-h/mL) (h)
20mg 2 0.86£0.53 | 5.2%£3.1 | 3.7£0.8
40mg 3 1.37£0.53 | 8.9%4.0 | 4.0=1.3
80mg 3 2.83£0.92 | 18.0+5.8 | 3.9%0.6
160mg 3 5.26%£2.30 | 33.9%18.9 | 5.7%1.8

n=6. I IFERZE X PRE
{88 35k 18 1235kl L NREBE (7 5145
OEMERE. BEBERE. &L dx 70— YERE
DEE) IZFNZN20mgXIF4A0mgDNILF LY v %
HOEE5 L7 L Z0CmaxXTAUCIEE T EBD T

Ho77,
(kg*) (ug/mL) (ug * h/mL)
20mg 20.2~31.3 2.45+0.86 12.0£3.9
40mg 38.8~61.5 2.11£0.84 11.3£6.1

n=6, P IERERZE X €HE (BME~RKAE)

16.1.2 RigRS
BEBMABTFINLY LY »160mg (80mgx2) #=1H
IE7HMRERO#REG Lz L &, MEEFRORE(LIRE
EoHmERIKICHS EREIRD NG 572 £z,

MEROHRETH B OEMERE/ ST A — 7 13ZIERET
Ho., EREEED SN2 ST,

16.1.3 2RSS ER
NIV ILS ViE40mg [5=T7])

VB ILE VEEOmg [ X7 7] & T 4 AN Vg
A0mgx. Z7OAF—N—FKICEkD ZhENnIEE (VL
YLy 2 ELTAmg) BERRASFICHEREEREO#HR
5 U ClEFRAREAEREZRE L, G5 N-ENEH
R8¢ X —% (AUC. Cmax) 122\ T90%(EHEX [
B CHEEHERIT 217 - 72458 log (0.80) ~log (1.25)
?%ﬁg’i’(]ﬁ D\ WA OEMFRSESHER S N,
16.8 =g

HFEINT A =4 BEINGA—4
AUCo-2 Cmax Tmax Tz
(ng - h/mL) | (ng/mL) (h) (h)
NILFIL S 2 hE 13024.1 2229.3 2.7 5.29
40mg [ 37 7] +4196.8 +794.9 +1.2 +0.81
— N 12743.0 2239.8 3.0 5.28
TAANSGROMG | g7 3 | 47957 | £1.2 | +1.31
(n=22, Pl L IEHERE)
o) (n=22. THELIBERR)
' —e— NNILPILIVERA0ME[ T = T7)
-0 - T FN\VER40mg
3,000 |
i
7 :
i |
%E 2,000 - P
# AN
= ! |
E o ! T
1000 - /i ! : ‘
0d- ‘ ‘ f—
0 4 8 12 24 (h)

[SiE]

NIWB LY Vig8omg [5=T7])
NIVH LG VEE8Omg [ X 7 7] & T 4 AN Vg
80mg#z., 77U AL —N—EIckDENENIE (N
PILF & LT0mg) MERAASFITHEERERE
S U cmErRE{LARBELZEE L. B5ni-EYE)
)85 X —% (AUC. Cmax) 22\ T90%/EHEX [
FEITREHRIT 21T - 7o #E% . log (0.80) ~log (1.25)
OHEFENTH D HAIOEMENREE SR SN,

HIEINT A =% SENRT A4
AUCo-2 Cmax Tmax Tia
(ng -+ h/mL) | (ng/mL) (h) (h)
NIV LY VEE 24149.7 4073.9 3.0 5.81
80mg [rI7 7] | +9832.4 +1554.7 +1.0 +1.00
— o 22373.7 3783.2 2.7 5.98
TAANVEOmE| gerr g | 14156 | £1.0 | 1.2
(n=24. F9{f +IZHERFE)
oo/ (n=24, FELRERER)
' —e— NI VER80mE[ T = T7 )
--0--- TAA/N\VEE80mg
4500 - f
m |
1% i
Z 3000F | S 99
& i AN
7 oo
= Y
5
1,500 |-
0 . . N (l\i
0 4 8 12 24 (h)

S|

NWHILI VEg160mg [5=T7])

NLVH LY EEI0mg [7 I 7 7] &F 4 N 2§
l60mg#. 7 aAF—N—FEc LD EnZNIE (V)L
Y& & LT160mg) fREFERLA S F it A RO
BE L CmERREABREZRE L. BoNniEY
BRE/)ST X —% (AUC. Cmax) 122\ TI%EHEX
BRI CRREHRIT 217 - 12 FE R AR O
EHEHE (—0.20) ~ (+0.20) DHENTDH V. WAl
DEEHREEE SRS N,



T A =% BENTRA—Y

AUCo-2 Cmax Tmax Tin

(ng - h/mL) | (ng/mL) (h) (h)

NUFLE B | 429963 | 7714.6 2.9 5.78
l60mg [7377) | +1491.6 | £209.1 | *1.0 | +0.84*
U 41418.1 7187.3 3.0 6.43
TAANVERIONG | 1ag60 9 | 430655 | 1.0 | +1.87

(n=47, FHEEERFZE XLV LY VEElOmg (727 7] ©
Ti2idn=46)

(ng/mL) (=47 T EHFERE)

10,000 y
—e— NILHILIViR160mMg[ =07
--o - FaANVER160mg
7500 |-
m
i
N .
= o
Z 5,000 - a0
& SR
153 Pl
= | - !
B Pt
2500 - i
o ‘ ‘ ‘ —
0 4 8 12 24 (h)

B

MAFFEEL CICAUC, CmaxZEn /)87 X = 1x, #HEE

DOFEIR, (RROREEE - BRESORBREFICE-TELRS

A[REEN D B

16.4 {X5
TR TS HC/N L )L & > 80mg % Z2 5 I B [B] % [
BESEERIS O MEEFICIZ, & U TREMMENSTEE L.
ZOMICREWE L T4 RaF I EPED SN, n
VitroDFRERICB W TEE L TCYP2CODE SN RE S N
w2 HEAOT—%),

16.5 HEtt
TRERERLA B T IZHC/N LY L & > 80mg % 22 fE e B [ % 1
BEL-BOBMRIIDTOEBD TH- 7210 (BLEA

DTF—%4),
#rp R
PR 86% (168MREI{E) 13% (163MHREf#)
KEE 71% (12~ 728 R1E) 10% (48RRI fE)
4~ FaF ik 8% (12~72MRE) 1% (48R fE)

RSB TN LY L 220, 40, 80% U'160mg  (80mg
X2) % ZEFERFHAAIROHE L7zBE, B 5%48ME T
IS B DI~ 14%PRE A E L TRRICHRE S 1729,
[9.3.1 &)
16.6 BEDERZHI2EE
16.6.1 EEE
657% DL _E D ERR IS/ LS L & > 80mg % BilElRE O
5 Uiz & EOMFRORBIABERER L, 655K
MOBRBEANICEE L& IC AN TCmaxd’l. 25,
AUCHL.7E&E < . AUCKMHARFHBAICB LW THER
%% (P<0.05) #RHENEZ2Y GEADT—%),
[9.8.2 28]
16.8 Zfth
NVHILY U gE20mg [ 327 7] & [BBPEL 55
OEFRA QLM ENREERBET A BT A ] ICED
& NLY LY UEEAO0mg [ 37 7] 2 EEERE L L
L&, BHEHPFEF M SN, EVENICFEEE S
mahiz?, [16.1.3 2]

17. ERRAE
17.1 BRERUREECREY B
17.1.1 EREEFREER (5 IHERUENE)

BAEBARD T, RUMEEGEHD S ERE L
F R (R &R L7219,
REEMERIERE (B0 ~ hnE) BE 10, 1HI1E40~
160mg % | AR5 LA I, MIBAEE - BRI
ERAEHERDT. BT EENRER LR,

17.1.2 EIPE D G5
RIS ERE (80 ~ hisiE) B Ic, 1H1E20~
160mg 2 55B RS LA B, N L4 L% > SEti g
Sk, PR MEEESEE I 2 O Catb B HRIRE D L
TNICBLWTHMEELZ2ROE &<, BELLE
E(ERIAHER S 171,

TFE (BEEZR)

MHEARRE] 2&t | [HER#RE] 2B<
s 64.3% 78.9%
BRI (45/70) (45/57)
77.3% 77.3%
RIRIESE (17/22) (17/22)
66.7% 66.7%
CafaiiFHt (8/12) (8/12)
ot 67.3% 76.9%
i (70/104) (70/91)

TR (BREX)
TR
RRE CHEREE] 2&t | DHETREE] 25H<
AA N 74.1% 79.7%
Y= 14~16)
BN IR (366,/494) (366/459)
. o 82.8% 82.8%
BlaE % 4> mILEET (24/29) (24/29)
. " 77.4% 85.7%
B (24/31) (24/28)
st 74.7% 80.2%
& (414/554) (414/516)

B REESMEE (BE~FSE) BEL2HRE
L7-—EEMHERE T, NIy VOB BAEN
BOLENTWVBY,

AEEEMEE (BE~FSE) BFIC. 1H1E40~
160mg#% 12~ 36 B MRS Uz BE, DA > THEEEIC

BRI 3, BUE 1 T20.0% (14/7061). #I
PRI FEZEGTFIRIE T18.2% (4/2261) R U'CatbHi it
FR % T25.0% (3/126]) Td - 7zo EBIER I,
HEE CEIZROLDH EE AW nb4.3% (3/70
Bl) . FIPRMEEZEGIHBE CHER, R/K. B, ASTLE
F ALT ERRORE EF AT NH4.5% (1/2261).
Caff St AFE T, WRSAR, ALT ER. BUN
bR MEZ LTIV ERRURBERPVINS
8.3% (1/1261) T&H -7z,

18. EEXNEIE

18.1 {EFAER
NN BT IFTF oy I ZEEOT T Y AT
THAHAATIZEEBIBIRNICEE L. AERE LTER
THET7UIAT NI L TRBEL N TIRES
IS 2 2 EDBHLPIZESh TV EY,

18.1.1 NLHILT VIET vy M KREIRFEAICBVWT, AT
BRI T BT IOF Ty v I OBE2BEAICHE
EF 2N, Fiz. ATIRBEDNOZEMEICH L TIE
EACHEREEZ RS E W2,

18.1.2 NLH LY VT3 FRHKER Y > JIERICBWT,
JLT7RLFY Y, kg by ROEEH Y T LICE
BIGEICR L CIMEIER 2RSS, 7o VT Y
> ILIC & 2 IUHE 2 5 ERICE 22,

18.1.3 WYY VIFFEOHRSICE D, BHHBES v MIB
I AREBH RO ) LT RLFY VIck2RER
IGOMFERZRST, 7oVFTF oYV IICLBR
JER S % R A3 5%,

18.1.4 NLY LY vk VEIBEHREMRICB 27> VF
FUYVINICEBTIVRAT Oy OESZERICHF
@_623>o

18.1.5 WLH LY iz MREX EEMBEOACEEEE 75
VEF VDRI B R RITS im0,

18.2 BFE/ER

18.2.1 WYL VIIRAOKEICED, BESMET » b,
EARFEESIMES v b (SHR). F b7 LMBv—F
v MOME%HAERENICTES %75, DOCA/
saltflEMET v FOMFEICIZHE L RIFE 20D,

18.2.2 NLY Ly vikEsE (4H) BOKSBICKRELTH.
BEMEEMET v b BRBESIIES v  (SHR) 12
BWT, UNT Y RHREZRESZWNWD),

18.2.3 NWLH Ly Vg EHER (4458) BOESICED. B
Zh S FEE HRBESMES v b (SHR-SP) oI
FEEFFERICRESE 50, DAROELE 2 RE L,
F7o. EHEE 48HE) B#O®SICLD.,. RERME
DOIEE Z M5 5%,

18.3 MATENEENE OISV IC I3 3 VEF

18.3.1 WLH Ly VIFROKESICKY, BARESMET v
I (SHR) Of#MEEZBLsEs k<, Bl
WEBEERICHEINT 5%,

18.3.2 WLV L% Vi (4H) BOKRSICE D EMEOR
2EFLT Y NODIEKE. EEGE (48H) EOH%
Bk O MRS FRIEEEARFESIES v b (SHR-
SP) DIDEKRZEMH T 5%,

18.4 BHEEEICKRIZTER

NIVTILY EEGREIC LD BEROBRET v b (6H)
R OB B FAE B RFIESIMES v b (SHR-SP) (32
. 408, 448) OBBEEOE(LEIH T Y,



19. BRI ICET SIBLFMFR

—RREEFR © NLH LY > (Valsartan)

k24 (25)-3-Methyl-2- (V- {[2'- (1H-tetrazol-5-y1)
biphenyl-4-yllmethyl} pentanamido) butanoic
acid

¥ ¢ CuHwNsOs

FE : 435.52

R BEBEDOMEKRKTH S, A¥ /) —LXETyY /) —)

(99.5) 1M THEIT R T < KITIFE A BT 20,
{L#mgE= o

/K(COzH
HsC
H

N
HzCW

U
HN-N

\N/

NILBILI VER20mg [T 7])
1408 [148% (PTP) x10]
NIWWYILI iaomg [5=T 7]
1408€ [1488 (PTP) x10]

50088 [RUIFLrEr, NT]
UNILBIL VER80mg [T =T 7])
1008 [108 (PTP) x10]
14082 [1488 (PTP) x10]

50088 [RUTFLrEY, NT]
(NIVBILI Vig160mg [5=T 7))
1008 [1088 (PTP) x10]
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