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W5 SRR )

BIRWAT 1 SZS®/ER IOV H—
sazRs NIVYILY Vs
NIVTIL T 2 §E20mgMe,

H ARG i B o
872149
KB WoE R A6
20mg | 22600AMX00399000 20144F6 1
40mg | 22600AMX00400000 20144F6
80mg | 22600AMX 00401000 20144E6
160mg | 22600 AMX 00402000 20144F6 1

NIVSIVT 2 £E40mgve,
NIVTILI 2 £E80mgMe,
NIVBIVT 2 £E160mgve,

VALSARTAN TabletsMe,

)R - EMFEOMT R T2 L

A=

2. Z2(ROEEICFBREULEVNT E)

2.1 RFNOWAHR LB O MEHIED H 5 B H

2.2 1@ AR LTV B D & 5 ek [952 1)

23 TYAF VL V7 VB 2S5 hoRREES (72720, i
DBEEHEBEET > T RBMTEDOI Y ba—LAFE LA/
D BEFE L) [101B1]

3. #ARE - MK
3.1 fAm
i5e44 AR (18EH) Il
NIVH IV V| HR ANV LY ¥ | KEREE Fod sy For
20mg[ Me 20mg Vv a— A, e
NUFN 5 YRR ALy o | TR BEIOKT AR
40mg[ Me | 40mg 57 A I{ i
I A, RYEZ LTIV
NVHF NG Y GEIHIGAVTVS g sy . xS
80mg[ Me 80mg 2 OLEE X F LI T AR
NVHNVE VEEIHR AV LS v eTaia—R, BLF¥
160mg[ Me | 160mg v, %21 I— L6000
3.2 HEIDMIR
i451A
[T HIIE fr — —
5 iU}
HIAY C# @ —
INVHIVE VEE| T4 VA - A g
20mg[ Me -5 4 B (mm) | JEE (mm) | £ (mg)
v Tk 54
HHEA D 2 —
NIV E VEE| T 4V A e
- Fifa
40mg Me I-7A 7t (mm) | ¥ (mm) | F it (mg)
v 75 71 29 106
EHAD =
INIVHIVE VEE| T 4 VA H
80mgl Me A-7 A FE (mm) | EE (mm) | Eii (mg)
v Ik
8.6 38 209
RAEMIE
EIE | o) —
SNH NG LGB D e | B (mm) |2 S (mm) | TR (mg)
160mg[ Me | 7 4V A
a—5 4 Rt 147
- : 11
vk Bt 59 59 >

4. HEe - R
=IMEE

6. A% - B=E

WHEL RAIZIE ANV VY vk L T40~80meg# 1 H 1M 11#% 5
T 5. B, F FERICIE U CGEERIRT 5% 1H160mg
THRTE 5,

S, 6L Eo/NRIZIZ, NSV vk LT, RTE3Skg A
DA, 20mgE . HEBkg EDMA, 40mgF 1 H 1ERE 1455
Tho B, Fh, AKE, ERICK D BEERT B, 2720, 1
Higm i mid, RE3SkgKimORE. 40mgs 3 5%,

7. % - BEICEET IR
FEINIZBWTIE/ARICH LT, 1H80mg% M 2 % i i #EER A3 %
Vo

8. EEEARNEE

81 KR Z2aLT v I TF vy I SAMETAIR S IS FLESED
EELTFEEND bz 0L D 50T, FkiEkE %%
fis 5 7% EBISE R T4ATH T kL (11122 8]]

8.2 FANHI2AME I35 LV ENREE LV, TV IFTF I v
I BRSO BEE. L OCFRhicLr= -7 v
VAT VY ROMEWERIC & A RILTE 2 2SR D B .

8.3 BHMHIZE S DH T WV, ALDEXNHODONLIEVHLHD
T EFMENE. ABH O MRS G A L D B2 BT A BRI
EEsELI L,

9. BEDESXET DEECHT IR
9.1 BGHIE - BEFEEDHDEE
9.1.1 MAIEBEIREEDS 2DEENITHE
=5
EHER LRV EH SN2 E2 RS, 53822
Lo BIMHE DR R AR O TS & ) A0 B %
EALSELBENDD S,
9.1.2 BAUY LMEDEE
BRER D 2BV E NS 2a2 R E, 53T 2 2
Lo BAY Y AMIERME SR BZNDDH 5,
F 72, EERRERE S, O 0 b O — VR B OB X ) G A )
7 AEDE L ) RT VRS TIE, MG Y Y AMEICEET S S
&O
9.1.3 NIMBEEEDHDHEE
BEORIEARIMBEA S 2D S22 L, HEZELSEsBZ21
Hd b,
9.1.4 BEFRIEEETOESE
HED? SHESZHBL., WETAHGRIERAIITI L, WH
Pebth, —BYEO AWM MTAS T (Sl R Ol k% %0k ) %
BITBENYED S, [1L158H]
9.2 BikEEEERE
9.2.1 EELFBRAEE(MEY L7 F - VED3.0me/dLLLE)D
HBEE
BHEZWOT R MBS T 5 2 & Bk E 2 B¢
LBENDH BV, [9735MH]
9.2.2 MRBENPDEE
TR SHG 2B L, BT 283 H4 1275 2 &
B, —BPEO 2R ITACT (AL OSSN ES 2 %
RITBENYEDH S, [1L158H]
9.3 FHieEEEEE
9.3.1 FFEEDHDEE. HICAETHERENUIETS >HDH D
£
B2 WS T4 ARG T 5 2 &, AFNI I HE
W70, MHEESERTLBZENSH 5. SHEIZBW
Ty B~ OIS RE T/NVH L & O MSETEREE)S,
BEHERA L I L TGS LA T 52 MG ST W5,
[165%:1#]
9.4 &hEREZEH T &
9.4.1 HIRY DATEED D DM
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N7+ 7y r DZEERERAZEH L, BIE - ki~
OB (RS, HE - - BOBEASL, ) MR SN
BIAHRE ST 523),
KA OFGI KD, RBREDA WSS FIE L CAHIR S 0L

BEIRIREDD D E



PEREEICHRE L, GR LA Z ER 2 &Hl S h
DYEILORETH I L, 7o, HEPRLELRYEITITRONE
BHRIHICAE T2 L, [952H]
(1) AFFGBIRANIEIR L T e nwZ 2T 5 2 ko RAlK
g MHRL CwinZ &2 @i
TEARACHI L 723501003, IR G2hikd 5 2 &,

(2) ROFHIZOWT, AFGFBRICEFICHIT L L. £
7os BHHRLLBIIS CHMT L Z L

RIS 2N L2, R

ATNHDH T L,

WY A2 L, BEHIS

PR E R KT

SRR L 72 3B N B S id, MR TS R IR

5Tk,

- AR ETS B A IS HAERISHBT 5 2 Lo

9.5 1IiR

IR AT IR L TV AW REE D & A L3RG Lawnwz b, %
HSHEAS B L 7234101, mh b2k a b, &
RlaatT v IF 7T vy v IZHRERERAE ST v 47 v v
VERRER I ER] T, IR~ RN G s s B IR
AR, FAGEARE. BB - R RoMIIE. BAe, &
U AE, BEOBEAL, FAHEANEIC L 5 LS s m
odiE. M. FHEFHOFE. MOREREAEEN D b
REOHENRH LW, T BHTEBESN LTV IFTF VY
UEWRBEFEHERICBITA L N ARY T4 T RESRAT, T
RPN T ¥ IV 7 v ¥ VERERIER 2 55 S - BRI
BT, BRHFEOMI ) 2 7 ZBERPES shTu i nBE
BECHANE D o 72 2 OWENDH 5 [22, 941BH]

9.6 ZHR

BAL LW EPRETE L, BIWER(T v b oRIAMROES)
D3mg/kg/H T, FITH~ABITT DL OMEDRD L, 72, W
FEER (T v~ OJEEN K ORALREHRS) ©600mg/kg/H T ik
WOBMRTE R OEAFR O T AFRO 5N THB Y 200mg/kg/ H LA
FTHESMEDBIEDFED LT W5,

9.7 INR

9.7.1 HAEAKEE, AR, LR F6EAHBOYEZRL E L
72 ERARERERIE TN L TV v,
9.7.2 %EkAKIE# A (GFR) 330mL/min/1.73m2 &K b L < 13EH
ZZFTVA/ANEEZ G L L BRI ER L T,

9.7.3 BHERER ML A U v AMEZIFEIEL BB 5 L, NEEE
DOEMETIEFERIERE 2D Z E0% v, FRC, BRI R
% A TIRGE GE3G BiAK) O BEARK Z %53 5 A Ml
)y MMl RR S B W DD B FEH] & G B AEE
BT s2 k. [921. 102H]

9.8 EE
9.8.1 EMHED LG ZHIAT 2 % KEEIIHEG 52 Lo —MRIC

BEOKTRIHFE L AVESN TV, FlESEIEZ B2

N %o

9.8.2 milnE OHREMBRERER T, AF O MBEHR DI RlmE 2
RTEL DI EPFRDLNT VD, [166.1%H]

10. #8E{EH

101 HARRBHRALEWVLT L)

ol 1%

FRARIEIR - H5 i 7

By - fabrE ¥

TIVAFL Y7V
b

FY LA

OBl JR 5 B W 5
LYt 72720, o
FEEwmHEEIT>Cd %
BllEoa >y ya—)v
PELIARDODBHE %
<o)

[23&H#]

JESFEME M AP, BB
RERESE, Wb ) v Al
JENOMKIMED ) A 7
BmAamsshTw
5o

VYT Y VAT Y
¥ AR BHE R R &
N2 DD 5o

10.2 HAFERHRICERT DI L)

Al %

FRAREIR - HEE )ik

P - fahrE T

TUVAFL Y7 IVER
oA
[97.3%M]

EHEEREE, WA Y Y
2 IE Je OVEILE 2% 2
CTBENND D,

B, eGFRA60mL/
min/1.73m2A i O B
EEEDOD 5 BHE~D
TYVAFL Y7V
WeoftHizconwT
. R L RS
WEHB S YE %
BRalrsz e,

TYIFT Y VAR

TR, WY v

N L
¥R BHEAE A0 5 &
NBWRENED D 5,
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NSAIDsDE 7w A ¥
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1.1 EXIFEIEA

#1111 MEMFE HEAH)

B, VS, WS S OEREDYERE LTHHobNE I LN D
Bo Fo B, AL MR, FIRSEE RS AT A ERIE D D
S5bNLT ENDH b,

11.1.2 FFR GHEEAHD)

[81%MH]

11.1.3 BARZ(0.1%Ai#)

11.1.4 §AHY D LIMEE (0.1%AH)

1115 Yav I GHEARH) ., KR EEAH) . BEUEK (0.1%£
i)

WK, R, B LERD SbNAIIE 1l HICEY) 2R
B2 2 &, (914, 922, 1022/]

11.1.6 MEENERE CHEEARH) . BIMEGEA CHEEARH) . MR
IN0.1%H)

11.1.7 REE MR CHEA)

JEB WM, PR DR E, IR XIS & AR O RV MEI 07
DNAZERHBEOT, TOLH) REEICEES 2RIl BIE
BEE AN E VHIOPE G S O@EY R E 24T 2 L,

11.1.8 {EID#HE HEEAH)

il ik, Zelgik, iF. To@za, HPoRr, e ik
DB SN EIEES 2RIk L, S ARREYIT) I L,
PEIRRHEFRBOBETH bR TV,

11.1.9 HEREARIARAE (0.1% A1)

HAFE. BK, CKES., MR OIRP I+ 7 ae v 5 &4
BT HMBBRIED D S bNLEIENHLDT, ZDLH 7%
WLAWEEB IS 2R L, @Y RLEEZITH 2 &,

11.1.10 EMREZIEIERLERIE (Toxic Epidermal Necrolysis :
TEN). BZSHhERRRSEIREY (Stevens-JohnsonfEl®EE). SHAL
BE (3 AT

11.1.11 XKEE. BRERE (b HEAH)

I, OHAEDRDSbNLEIIE, HEREE KT S
(‘_:O
11.2 ZDhDEIER

M T | 01~5%Ki 0.1% K B A
W R, O B, SH eI
FEs |, B | R IR —
KRR, AF B B
e RS 1
s MRIE, By | HUR. ORI —
[ W, i WEN:, T, RS 11, B
WL AR
AST. ALT.
. LDH. ALP. ¥
I YLK Lo Lk - B
rl
I B bk K % —
MLF R R 1 5
- BUN L5, i _ o
P L7 F=v b
ﬁ
e L3 7 U % 20l | 55 U A B
GERL Y e
FABK, AR | MR, BEST . L OYRL | WA, B
CK 14t RAEEAE. 1ET 0. U | S, 68
i EH. miEa L X7
ot T S MR
W WIS B
W

1) SEBURIZ I3 A DR R 2 & Do

13. BEKRS

13.1 R
RANOWRPEGITE D FLOIMEKTAEL, Bk L NV ok
T, WERERICEZBENDDH 5,

13.2 ME
L WIRIILEORA1E, BFEZMPEGIC L, B IR AR
WA OHIRIES 7 L) 2 WL 2479 2 &,
LB NVHLVY LSS 8T L ORGE
D\ MBI X > THRETE 2\,

14. BRLDEE

14.1 FRIZMIFOER
PTPUEDHANIPTPY — b2 LY LTI % & 9 RET
52 &o PTPY — b ORREKIC X 0\ B HEAER DS BB R~ A

1393%LL ETH

L. IR B LTRSS EE L AIEL T 5
ZENDH D,

16. EYENEE

16.1 MFEE

16.1.1 BEORS
TR AT T 1200V 7 220, 40, 80J% UF160mg (80mg x 2) % Hilul %
G L28a, e Qs i, e o RE LRI G552~ 3KE R C
IR EE L7z, 72, Cmax L OFAUCIZ160met% 5 F THe G-
INMCHBI L TR L 522000134 ~683 1 Td - 7260,

P Tm;_ix Cmax AUC T2
(hr™) (ug/mL) (ug - hr/mL) (hr)
20mg 2 086 +0.53 52+31 3708
40mg 3 1.37+053 89=40 40=1.3
80mg 3 283092 180+538 39+06
160mg 3 5.26 +2.30 339+189 57+18

n=6. Mean*S.D. ¥ : rhyufii
R A35kg A 1% 35kg L B /NEEE (77> 5 145 O B IUEAE, 81 i
W b LIE A 7 u— IR O BE) IS E N2 Nn20mg Xi340mg D /S v+
VY EBEEE L2 E EOCmax L FAUCKUTOEB ) TH 727,

5 Cmax AUC
S (ug/mL) (ug+hr/mL)
20mg 245 +0.86 120+39
40mg 211+0.84 11.3+6.1

n=6. Mean=*S.D.
16.1.2 RiEH/RS
HERERC NI T2V )b & 2~ 160mg (80mg X 2) Z 1 H 1117 H [ A5 A% 4% -
L7k &, b o REACRBREE O 5 08I AE ) ERIERO bhkd -
7oo F7os WEKOESTHHOEYBHE NS 2 — 5 1ZIFIEAETH ).
HREIZD SN o728,
16.1.3 EYFHIEEERER
PNIVHIVE 2 EEA0mgl Mel & 7 4 428 ¥ $E40mg AL/ N VL & 2 §E160mg
[Mel& 74 A3V §E160me% . 27 O A+ —N—iEI2k ) ZhEn1gE (N
P g & LT40mg X IE160me) REHE AT 11 £ B Iml ¢ 145 - L C i
BN VoV s VIRERE L2, RN W EE T 2 — 4 (AUC,
Cmax) {22\ TI0%IE X A THEHRIT 2 17 > 72455, wihdblog
(0.80) ~log (1.25) DHPHNTH V. &I ZHMGHI D 2 Py 221 7 Sk A e 32
E72910,

(ug/mL)
3 r —e— NUHIL Y Y EE40mg [Mel
o T A AN U EEA0mg
(Mean +S.D.. n=46)
i
2l
N
)%
.ﬂ-
v
4
M
!
£
06— | F—————e
0 2 4 6 8 1012 24 36 48
g (hr)

M1 40mgHe e G- O MAE N Vv & 2 B EEHER



(ug/mL)
r —e— NUHIV Y Y$E160mg [Me
o T A ANV EEL60mg
(Mean+SD.. n=48)
6 L

FWREVN TSR O ERE
S

U —— {F————e
0 2 4 6 8 1012 24 36 48
TR 8] (hr)

[22  160mggedic G- DML VIV & i EENER
F EWBENT A~

HIE T A— s BERTA—F
W
E e AUCt Cmax Tmax Ti/2
(ug -+ hr/mL) (ug/mL) (hr) (hr)
NIVH OV v
Stomeinie) | 46 | 1267430 | 2132075 | 28+11 | 7126
TAANLE] o | 19304460 | 2025076 | 27410 | 68+13
40mg
NIVH OV v
S lbomale) | 48 | 38171245 | 580=185 | 2709 | 73229
1?04 ANVE 4 | 3700+1087 | 587+182 | 29+10 | 7325
mg
Mean £S.D.

MAEFERENE N AUC, Cmax® 0285 2 — & 1%, Bl oI Ko
FREUA L - BRI ORI L > TRAE DML D 5,

16.4 13
RN F-IZUC N V)V & > 80mg % 22 5 I HA [l 65 1145 S5-Ik ] 2 o 1l 4
FZid. EE L TREEAIIE L, 2ot e LTde Faxy
R SR, in vitro DRERICBWTEE LTCYP2CID B AR I &
NTwaW BEADT—%),

16.5 HEttt
FRERER AT 12 UC NV L 7 80mg % 22 I BE [l L 14% - L 72 1t O B
HEFPUTOEBY ThHo 7212 HEADT— %),

1 J

oszlalleN 86% (168111 fiti) 13% (1685 [ i)
REALIK 71% (12~ 7213 [ ) 109 (4815 [ i)
4-b FuF ik 8% (12~ 72 i) 1% (481 ] i)

TERE AT T2V L 7 20, 40, 804 U°160mg (80mg X 2) % 22 I
IS5 L 7B, 4% 510481 1 % Tl 58 09~ 14% 05K bk LT
P HE S 713, [9.3.12H)

16.6 BHEDERZHI 2EE

16.6.1 SthE
657 LL_E O HEBEE A N VL & 2 80mg & MR IS L7z & & oIl ¥E
O RZEACARBE IR X, 65RO A I G L 21l T
CmaxAS 1205, AUCHL7HE @ <. AUCK 2R Ic B W T B4R
(P<0.05) A58 bW JHEHADF— %), [98251]

16.8 ZDfth
[ 82 2 RO R A O LY R SRR A K94 v 123D
&, NV E U E20mgl Me 1328 VL 7 2 $E40mgl Me |% . 73V ¥ )L
¥ > 8e80mgl Me JIZ /N V)V & >~ §160mgl Me ] 2 v 2 e dH] & L7z
Ex.OBIEENE L, BN L A 215100,

17. ERPRAEAE

171 BMERORLECREY DHER
17.1.1 ENRRRER (55 TR U L)

i TR EES)
- HsEAREE) % Bt PRI e % B <
e 74.1% 79.7%
He M 2 FEl7)
AR LA (366,/494) (366/459)
R 82.8% 82.8%
s e R 218)
R & 5 RILESE (24/59) 4/59)
N 774% 85.7%
e -3 19)
RAEFILESE (24/31) (24/28)
. 74.7% 80.2%
m (414/554) (414/516)

k. ARTEVE S ML AE (BE ~ S5 ) B8 2 iR & L7z ZH R a5
T AFOHFHEIRD LN T VWD,
AR FEVE T U AE (A ~ w45 ) B 1S, 1H 11140~160mg % 12~ 3638 [
35 L7288, OR Y THRRBICHEE 228 2 203, KR My % s
B LR R 2R L7220,
AREPE 5 U SE (BRE ~ P48 ) R30S, 1H 1140~ 160mg % 1218 P e 1 14%
G U728 MiENRE - BN A B EB 203, R RER R 2R
L7=20,

17.1.2 ERSE TAEEER
AR REME T A (B ~ P 459 ) JR#1S, TH 11120~ 160mg % 52308 [ #k 1 4%
B U728 AH Hphgieds, FIR BRI SE O IR ) O Cal Prsé Rt o v
FRICBWTOMEM 2R 22 &5, %8 LERIEEHNAHRF SN
7:22),

TR (R )
CHEARRE |2 5T [ ARE ) 2 Bk <

. 64.3% 78.9%
MR (45/70) (45/57)
2] 2
. 66.7% 66.7%
Calsfi A (8/12) (8/12)
. 67.3% 76.9%

o (70/104) (70/91)

EIVE R ZE BB 12, B T20.0% (14/70%10) . FIRR B E SEOF 3k T
18.2% (4/22151) J USCafliik bt I ##12:T25.0% (3/1261) Tdh - 720 F 2 EIE
HiE. HAEE CEIE L OLDH EF A2 31 b 4.3% (3/7061) . FIFR BT 38
PEE CHHE IR, Sk, . AST EH. ALT EAROREE EA»VTh
$4.5% (1/2261) . CatBuIEOrM# o, IR, ALT RS, BUN L
H, iz vy F= v ERAROCREE LA VTN H83%(1/1261) TH -
7222),

18. FhEE

18.1 1ERKR
NVHNE PET v I T vy NZHEON 75 4 7ThHATIZENE
CEFISHAE L, AERELTHEHT A7 v V4T v TICH L TR
BFHRL XV TEBEEWICHEIT 2 2 0L EN TV S,

1811 NuH Vs id T v PREMRFEHEHICBWT, ATIZEERICHT 2
TvIFT vy NOMEEBEANCHET S, T ATIZHERUILO
ZEBICH LTIFE A EBRMEZ R E 202,

18.1.2 /SN T Ad o FREHARBIR Y ~ Z7ERIIBWT, VT FL
FU U, kT b Y ROHEAL S ) 7 202 X B UGHEICK L EIE R 2R
X T UVF T Yy ISk B UG R SRR S 529,

1813 NV y AEROGICL Y, FHEET v SBT3 &k
RO V7 FLF ) LI X 2 FERIBOMBEIEN 2RSS, 7Y%
7Y IS & 2 5 ROG % Rk 523,

18.1.4 NV F iy VEIBERREBHICB 27 v V47 v TS
EBTN AT T Y OMEEZAEIH T 55,

18.1.5 N H v ¥ itk MAAERX EHIEOACE ML 79 9% = V55 fif
CHBERIZE NS,

18.2 [RE(EA

18.2.1 7NV IV ¥ VARSI X Y BEEILE S v b BHARISIE i
£ v F(SHR). F NV 7 akiE~—EX vy bOIE % AR 0912 T R
X 5H DOCA/salt I EIE 7 v b OMEICIZHE L TS v,

18.2.2 7NV IV & v diie (48) SR G- HICREL TH BEIIES v
by BARFIESIME S v F(SHR)ICBWT, YN Y FHEZRE %
b,24)0

18.2.3 WV & R (4438) IR X 0 AR B s ETE |
IRISIEES I 5 » b (SHR-SP) OIfLE % Fife i1 PRS2 2 2%, OO
FEERE o, F 7o, RMER (48:8) 210 512 X ). KENIRIME o AL
JE % 05 520,

18.3 M{TENREN O (T DMEIC RIS o 1

18.3.1 /Wy VEROAHKGITL ). BRIIERMILE S v  (SHR) Ol
BRI S5 2 ke L B2 A IS 52,

18.3.2 7NV & idadiie (408) R 512 X 0 B EOAEZET VT v b
DLEK %, R (4838) F 4% 51 X 0 IR P 5 Z6 i 1 H AR Z6 9 54 1L
JE£Z v b (SHR-SP) D LK % 405 525

18.4 BHEEICMIZIIER
PNV F GG & D BER R T v b (638) O T B 5
SEVE FARFSRE RS I 7 »  (SHR-SP) (323, 4034, 4438) o0& k& E o EAL
Z i 520,

19. B2 ICAT HIELZMNAE
— MR NV L & v (Valsartan)
b4 © (28 )-3-Methyl-2-(N - {[2-(1 H -tetrazol-5-yl) biphenyl-4-yl I methyl}
pentanamido) butanoic acid
5512+ C24H20N503



S 43552
PR VLS AR OBKTH S,
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