5I09NC

* % 20255 9HMET (553hR) AXELEROEES
2025 4H%E] (52 -
*2025F48E] (552hR) 872149
gk EIRRFF 20mg 40mg 80mg 160mg
HAMHEE - 3% EEGRES 22600AMX00295000] 22600AMX00296000] 22600AMX00297000 | 22600AMX00298000
BRFSRAMA| 2014467 2014468 20144E6H 2014468

BIRMAT ZSHHI0OY H—

WHEERRY \d ~ iy

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

rozx¥L /)y -5
ZIVIANTIF -
[9.7.3 %]

U RRY v
[9.7.3 2]

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

falRET - BikeElaE

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

"

* k11

1
"

"

WOBWERBH 5bNBZENHHDT. BEE T

W, BESRDON-ESICEBRSE2FIET 54 S

WEEITS

1 EXRBEIER

01 MEHRE GEEARH)
B, 08, WiE, S0EES M ERE L THEbN
HCENH B, £z, . BR. B, THIZ 2R
SBEMEEZES D SDNEENDH S,

1.2 BN (BEEARHH)

(8.1 ]

BAR2 (0.1%HH)

BEHUDLIGE (0.1%Ki)

;%ya(ﬁ%ﬁ%%%ﬁ(ﬁ%ﬁ%%%%%%GU%

B, IEH. BREASENHoDNLEBEAICIE. BHS

B R MBEITS 2 &, [9.1.4, 9.2.2, 10.2 BH]

.6 \ENINE GEERE). BmERES GEEARH). M
IR (0. 19%K0)

.7 B (BEEAREE)
FE MM, MRORIREE, ISR EES LS WEYE
RN HEDONEIENHBEDT. TDLDBHEEIC
3RS EHIEL, BIERERLE VHIOBRS%EDEY)
BMBEITHI L,

1.8 (KIM¥E (EEEAHH)
BRAE, R, BT FOBX. £ ET. B,
BEREEEPHobNHEICEESEFIE L, #Y)
BUEBEZTH L. BRRAEBETFOBETHLEDLN®
T,

3
1.4
5



11.1.9 HEIEARIRRAE (0. 1%K1H)

W, B CKER, MHPRUORFIF 7oy
ERZR/REE T A2ENHRBEPHODNDZENDH
DT, TOEIRBAICIES ICRERZPIEL, #
U MEETS &,

11.1.10 thEHMREIEIERIBFAE (Toxic Epidermal Necrolysis:
TEN). RZEHGERERAE(REF (Stevens-JohnsonfE(REF).
ZHAINE (T N BEAEAR)

N1 KEE. FEXEE (3L HEEARH)

K. UBHAENDSbNIEEICIE. FERIECHE

HITBHT L,
1.2 ZOtDEIER
0.1~ 5%k 0.1%K SEAR
BEE BB, ZORE BB, O DUnEsE
RS OF ., BE RS, AR —
1% ENES N _ _
BEES. &M
ERE EIE. B1F IR, DEES —
H{rse IS, 5 MR, A (A B
8. BMARIE
] AST. ALT,
LDH., ALP, ¥ — —
JLEUED LR
RS A TR —
= I A PR 5
BUNLS. 1mi% — —
JVvrF=v bR
BRE MiE 7 ) 7 L fE [T b L e B
b5
Zof FABR. VRIE. (MR, E %R mAE. BIETE.
CK E& LU, TR | 8
ELZTO., IMmE
%, MmiEa
L A5Fu—) Lk
. MERES
Bb, B .
. BB

E) HBHEEAREREORREZ &,

13. BERS

13.1 fEIR
AAOBEREICED, FELLMEEFFEL, BiFfL
NILVOIETR, BRERICESBZNYH 5,

13.2 W0&
FELWERMEDFEICIE. BEEZMEALIIC L. HP DI
AMHBEREOHIRTEHZ CE 2 MEZTH> I &,
BB NUVY LY OIS 8T & DOREEFRIZIBULL
ETHY, MEBEFTICE > TRETE L,

14. BRLOFE

14.1 ERIZMHMIFOER
PTPAIEDHAIZIPTPY — bSO L TR % &
S5 5 L, PTPY— hOBEAICE D, FEOHAHE
DEEREARTIA L, BICIZEEFL 2B 2 L CHEFRIR 2%
DEELEMEEZHET L ENDH 5.

16. F4ENRE

16.1 MoEE

16.1.1 BOZS
R A B F 12N )L Ly 220, 40, 80% U160mg
(80mgx2) %HEMEOHKE LizHa, HPhIc s
N, MEEFRORE(ARIEHE5%2~ R CREBEIC
FZE L7z, £/, CmaxkTFAUCIE160mgH 5 £ T#%
SE2o#EInc Al L CHEAR L, HREREHIZ4~ 605

TH-19,
e Tmax Cmax AUC T2
(h*) (pug/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. PP IFERZE X PRE
1R 2 A535kg A il M 1d35kg bl L /NREE (TH 5 145%
OFMEE, BHEBEER., &L <3k 70— ChEEE
DEF) 12T NZFN20mgXiF4A0mgD /N ILF LY v %
HOEE5 L7 E0CmaxXTAUCIEE TDEBD T

Ho712",
(kg*) (pg/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 EERE ¢ @E (BME~REAE)

16.1.2 RiEHRS
R ABFIZNLT LY »160mg (80mgx2) #1H
IE7HMRERORS L& &, mEEROREIAE
EoHERHBICHES ERERD NG P o7z, £z,
MERORETH B OEMERE/ ST X — 5 133IEAEFT
Ho. EEEERDON LGP -7,

16.1.3 E4RHEISEHER

UNIVHILS V8RM0mE 52T 7])
NVH VY §E0mg [ I 7 7] &EF 4 N8
40mgz. 7O AL —N—FEICL D ZNZTNIFE (N
YUy & LTA0mg) B ASFICHE AR BRI
5L CmEFRELFREZRE L. Boh/-ENE)
/¥ Z X —% (AUC, Cmax) 122\ T0%(EHEX [
EIC CHEETHRIT 21T - 724528 log (0.80) ~log (1.25)
OHFENTH D WA EMFENRSEEI R S,

HEIST A =5 BENTA—Y

AUCo-2 Cmax Tmax Tz

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

INVHILY VB 13024.1 2229.3 2.7 5.29
40mg [7r3I7 7] +4196.8 +794.9 +1.2 +0.81
Fossvmong| et | Sy | dio | sis

n=22. ‘P EERE

(ng/mL)
4,000 -
—e— NLHILY U EEAOmE [ 377 ]
--0-- TAFNVEEA0mg
3000 n=22.FHIEHERZE
0
b T
I:P |
* |
% 2,000 + !
(% 7T
b3 i !
4 o ! T
1,000 |7 1 : !
0 - ‘ ‘ —
0 4 8 12 24 (h)

[5G

NIWBILI V8E80mg [5=T 7))
NILH I 80mg [ 27 7] &F 1 ANV §E
8mg#k. 7 uRF—N—{KICLDENZNIGE (VL
Py &L T0mE) BERAA S FITHEAEREREOR
B U CEHRAREAEREZRE L, FoNENEH
/ST X —% (AUC. Cmax) 122\ TI%EHEX M
BT CREEHERT 217 - 7245 log (0.80) ~log (1.25)
OHEENTH D WA OEMFNRSEI TR S i

HEIST A =5 BEINTA—F
AUCo-2 Cmax Tmax Tz
(ng - h/mL) | (ng/mL) (h) (h)
NIVYILY VEE 24149.7 4073.9 3.0 5.81
80mg [ 37 7] +9832.4 +1554.7 +1.0 +1.00
— o~ 22373.7 3783.2 2.7 5.98
TAANEOME| gerr g | tia15.6 | £1.0 | £1.25
n=24, P+ iZHfEE
(ng/mL)
6,000
—e— JNLYILE U EEOmMg 377 ]
--0-- T4A/N\5E80mg
T n=24, FHLiEHERFZE
4,500 | |
it :
#
% 3000 1 /T
it 1y -
& ./ o
] Lo
rg \
1,500 |- LN
0 . . N J-\i
0 4 8 12 24 (h)

[5G

NWHILI VER160mg [5=T7])
NLVH I EEI0mg [7 X7 7] &5 4 3§
160mg%. 702+ —N—EIc LD ZhEhlsE (VL
YLy & LTle0mg) AP FIHE AR ERE O
5 L CmERREEBEZAE L. BoNni-EY
BfE/¥ T X —% (AUC. Cmax) 122\ TIRFEEX
BRI TREMRIT 21T o 12458 EMFENREE O



EEME (-0.20) ~ (+0.20) DEENTH . WA
DEWFNFEEENSHER S N,

HEINT A —% BEISTA—4

AUCo-2 Cmax Tmax Tin

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

NLFLE DG | 42993 | 7714.6 2.9 5.78
160mg [7 2771 | £14991.6 | £209.1 | =1.0 | +0.84*

I 41418.1 | 7187.3 3.0 6.43
TAANCFEIONE | 140600 | 30655 | +1.0 | =1.87

n=47, FHLEEFZE, ¥NLH LY VEE160mg [7 27 7] OTielk
n=46

(ng/mL)
10,000 .
—e— LT UEEL60mg [7377 ]
-0 - TUANUEE160mg
n=47.FHEEERZE
7,500 -
ik
Ea —
o 27
= SN
Z 5000 F | /71
it o
@ Pl
] ot
FFX /} + -
2,500  [i i
0 ‘ ‘ ‘ —
0 4 8 12 24 (h)

]

MAEFEEYN ICAUC, CmaxZEn /S5 X — 41, #HEE

DOFIR, AEROFEEE - BESEORBEHICI->TERS

A[REEN D B

16.4 X35
fERRRLA S FITHCON LY L & > 80mg & 22 5 I B [al4% [
B8RS OMEERICIE, E& U TREILENTEE L,
ZFOMICREME L T4 RO FIEDPRD SN, n
VitroDFREEITBWTEE L TCYP2CODO SN RE SN
TwaY AEAOT—%).

16.5 kit
fRERER A B FICHCN L L & > 80mg 2 22 fE B B [m] 4%
BELBOPMRIILTOEB TH- 7210 (SHEA

DTF—%),
#H R
KEPRER 86% (168HK¢MH{H) 13% (168 f#)
REAE 71% (12~ 7285 HE) 10% (48 fE)
e RoFff 8% (12~72/¢[HlfH) 1% (48M¢[HlfH)

(R AB F12 VLY L & 220, 40, 80/ U'160mg  (80mg
X2) ZZEERREEZEORS LR, B588EE T
IR 5B DI~ 4% RE A E LTRAICHRES 7z,
[9.3.1 2]
16.6 HEDERZHI D EE
16.6.1 SEE
657% DL _E DRI N L)L & > 80mg % B [E]#% [
#5 U7 & &0 MFHROREABERES L, 655K
MOBBRRANICHEE L BE 12 AR TCmaxd’l. 205,
AUCHL.7E"E <. AUCKONERFEBIAICBWTER
77 (P<0.05) m@osnz>Y HEAOT—%),
[9.8.2 ]
16.8 ZDfth
NVHILE U8E20mg [ 37 7] & [EEFERL SR
AEESA O£ FRESEERE T A T A ] ITED
& NLYILY V8 Omg [ 37 7] REMERIFIE L7
fi\?ﬁ%%ﬁﬁ%t%%éﬂ\i%$%Eﬁ%tﬁ
zEN,

17. BRPRARE
17.1 BERURSHECREIY 2R
17.1.1 EAREEFREER (B IHERUENE)

TR (BRER)

RRE CHERRE) &t | [HERRE] 2R<
. 14~16) 74.1% 79.7%
ARRENE B L FETE (366/494) (366/459)
2 F=17) 82.8% 82.8%
B RE & S i EREY (24/29) (24/29)
~ B 77.4% 85.7%
BRI (24/31) (24/28)
e 74.7% 80.2%
&8 (414/554) (414/516)

B, ABIEFIERE (BE~HSE) BEZARE
L ZEERRERBR T, NV LY VEEOBRES
ROLNTNBY,

AREMEE M TEE (B~ F%E) BFIC, 1H1E40~
160mg# 12~ 36;B MRS L7z BE, DA > THEEIC
EERZHZRHT. RENEERZ2BLSEREL
T-FEEERZR LY,

AR M EE (BE~FSE) BFi1C, 1H1E40~
l60mg# 12RO S U2, migkeE - MARH I
ERZEHZROT . BIFREEHREZR LY,

17.1.2 EMASE O B55R

ARSI EE (BE~FSE) BFIC, 1H1E20~
160mg % 52E MRS U2 BE. NILY )Ly sEBk
L. FIRMEERMABEEL O CalE BB ROV
TNICBLWTHMESEZED S EaL, BELIE
EERAHERF SNz,

TR (BRER)

CHEREE] 280 | [HERHE] 2KBR<
o 64.3% 78.9%
B (45/70) (45/57)
" 77.3% 77.3%
| PR FE S0 F (17/22) (17/22)
s 66.7% 06.7%
CalHiZEnt A (8/12) (8/12)
. 67.3% 76.9%
EE (70/104) (70/91)

B SR AE R 13, BB ©20.0% (14/7061). #
FRIGEZHtFBIETI8.2% (4/2261) KU Cafbtigipt
FEET25.0% (3/1261) TH - 7o ERBIER I,
Mg E THE R OLDHER A W R 64.3% (3/70
B) . FIRKEFSEGEREE CHEER, B/K, %, ASTE
F. ALT EEROREB EFE/0INnd4.5% (1/2261) .
CafE it FEE T, WHESER. ALT LR, BUN
FR, mE7 L7 F oy ERECREBERSVWTAD
8.3% (1/12f) TH -7z,

18. EERpEIE

18.1 {EFHER
NUYLT T o IF Ty v I ZBEOT T AT
THAHATZBEICBRICES L, FERE LTER
THET7UIAT NI L TRBEL NV TIRES
RIS T 2 2 E MBS IS TN BEY,

18.1.1 NLH LY UIETy b REIRFEFICBNT, AT

BRI T 270 9FTF oy I OREZHEENICHE

£ 2N, Fiz, ATIRBEDNOZEMEICH L TIE

EACHERMEEZ RS E W2,

INVH LG 7 FREEREIRY > FERICBWT,

JNUTRLFY v, Ea b U ROEA ) ALK

HUGRE IR L CMFIER 2RSS, 7o VAT Y

> ILIC & 2 IUHE 2 45 E R 22,

NILHILY FRROBEICE D, BEBEES v MIB

I BREERH RO ) LT RLFY VIck2RER

ISOMFERZRST, 7oVFF 0V IICLBR

FERS % R A3 5%,

NILYILE ik VEIBSRREMEICBT ST V%

FUYYINICEBATIVRATO Y OESZERICHIE

jél&)o

18.1.5 NLH LY vide MREX LEMBOACEEEE 75
VE VDRI E R RITS im0,

18.2 FFE{ER

18.2.1 NWLH LY Y i3REOBEICLD, BESMET v b,
HARFEESIMES v b (SHR). F b7 LMB~v—F
v hOME%ABRENICTES %5, DOCA/
saltBlEIMNES v S OIMFEICIZEE S KIFS 0D,

18.2.2 NWILH LY I3HER (4H) BORSBITKREL T,
BHEMES v b BRFESMES v b (SHR) I
BLT, UNT Y REREZTRS 20D,

18.2.3 WYLy VG EER (448) BOFEICED. B
Zh S FER ERBESMES v b (SHR-SP) oI
FEFEINICRESE 5P, DMAROELE 2 RE L,
F7-. BHER 48H) B#O®S5ICLD.,. RERME
DIEE %5 2%,

18.3 M{TENEENE O ICMEIC K213 3 1ER

18.3.1 NLHILY VIIBOKEICED, BARBESIES v
I (SHR) Of#miEZELsEs k<, Bl
B ERICHENT 5%,

18.3.2 NLH LY VIdER (48) BORE5IC XD EmEOR
2ETFLIT Y hODIEKE, EHERE (48H) EOH
Bk MRS FREE B AFEESIES v b (SHR-
SP) DIDAEKRZEMEIT 5%,

18.1.2

18.1.3

18.1.4



18.4 EHEEICKRIFIIER
NPV Y 3EFREIC LD BEROHRET v b (68)
N OM2E R G 3EN BARRESIE S » b (SHR-SP) (32
. 40, 445H) OBREOEL AT 57,

19.

B (CRET B EEFHIFR

—REATE N LY LY >~ (Valsartan)

b2

PR :

Pain

(25)-3-Methyl-2- (V- {[2'- (14-tetrazol-5-yl)
biphenyl-4-yllmethyl} pentanamido) butanoic
acid

C24H2oNs503

435.52

IR BEOMKRTH 5. A¥ ) —LXIETY ) —)

(99.5) IZtBH THEIF T < IKITIZFEA EE T H 0.

fbEEst

CHs

CO:H
HsC™ .~
H

N
Hzcw

")
HNN
N

~../

o

€22, G

(NIVBILI VEE20mg [5=T 7))
1408% [1488 (PTP) x10]

UNILYILS VgRa0mg =T 7))
14082 [1488 (PTP) x10]
50088 [RUZFL B, NT]

NSV VEE80mg [5=T 7))
1008 (108 (PTP) x10]
14088 [148% (PTP) X10]
50088 [AUITFLIEY, NT]

NILBILI Vig160mg [5=T7])
1008 [1088 (PTP) x10]
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