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INVe T A RAFEMDI T A 18 a7 1 FEASEMD 2 R A 712
ZNZENFECONV L »80mg, & FuZ uus 7 Y F6.25mg) 225 1E
BRI S- (7 0 A4 —N=) L, NSV Ly RO Fazoods
7Y FOMBEF R WE L7z, 5o N3 WEEE/ T 2 — % (AUC,
Cmax) 122> T0% 15 HH X [ 3 12 TRERHIRAT % 47 - 72485 . 10g(0.80)
~log(1.25) DFFANTDH O . THIOEYFFRSEED TR S N7z,

FHAN e GO BIHE ST A — ¥

Cmax Tmax Tz AUCo-24nr
(ng/mL) (hr) (hr) (ng-hr/mL)
NNV e T4 AR
X | smprn o 27411240 | 2.9%1.0 | 6.4=1.5 | 17435+8181
v . T
e FREHR gg4x123 | 2.940.9 | 6.4%1.3 | 18210+7538
v
FLSMETAAR o gsu11 11 | 10208 | 84515 | 313.9554.79
b Z agemoray 1 4| °H R - B R
7 F — W1 A Loz
oo (TTAAEEER 59111413 | 214006 | 8.3+1.4 | 323.97+59.96
o |MD
(Mean+SD.)
4200 F —e— UL T4 A BASEMD Y7 A
it me0--s T4 7]’EIEIA/EI\%E’l\/ID
b3 3500 Mean=SD. (n=27)
% 2s00]
)2
W+ i
7 2100 ‘
b4 Jiioi
> 1400F $ii =
it T
= 200k i+ +
(ng/mL) 3* - =
ol v :
[1L2 3456 8 12 24
0515 1251 OB (hr)
gﬂl 60 —e— LTS AREFMD [T A ]
ft eoues 374 FRAEMD
v 01 Mean +SD. (n=19)
¥
o 40F fit X
4 i
o | A
o 30f § o
2 ‘
720 :
; -3
g’;% 10-: -+
mgml) ol vy . :
[1L2 3456 8 12 24
0515 P 5.5 DR (hr)

NIWeF 1 AEEEIREXT D1 D
NV T FEESEEX T A |8 a5 1 A EESEEX & HE A 112
FNENECONVY IV F »80mg, & oz oaF 7Y F12.5mg) ZefE i
HEREORG (70 A4 —N=) L, 2NV vy Y R'e FaoszoaF
7Y FOMBEREELBIE L, 556N EiRE/ YT 2 — 4 (AUC,
Cmax) 122> T0 %15 FE X F 3 12 TREEHAAT % 47 - 7286 5. 1og(0.80)
~log(1.25) DA TH V) . WHIO AW FERFESEMED R S 20,

B AN G G R OSEY TRE N T A — &

Cmax Tmax Tz AUCo-24nr
(ng/mL) (hr) (hr) (ng-hr/mL)
NNV T 4 R
X | agEx 1] 3248+ 915 | 2.9+1.0 | 6.4%1.6 | 204325823
}l/ = il A &ox
5 lex ABEHE goo5e1117 | 2.851.0 | 6.1%0.9 | 19128+6180
v
ET N e 71 AR
7 Exr o 1] 100.0829.37 | 1.820.7 | 8.6£1.0 |571.25=105.87
P - o
o FjXT{ME“é'* 97.68+19.60 | 1.7£0.5 | 8.3£0.8 |572.25+ 92.96
(Mean+SD.)
4200} —e— VLT FEAHEX [T A
e AT FRABEX
Jiiig L
4 3500 Mean+SD. (n=18)
i
% 2800 o
)2 <,
F
T 2100 )
k4 : 0
¥ 14001 f: i
= i
< 700HT -
(ng/mL) ; ol
[112 3456 8 12 24
0515 254 OWsH (hr)
m 1257 —e— IVe T ARGFEX YT A
% - IF A HRASEEX
v 100F Mean=S.D. (n=18)
s
o 2
7 75F il
ju . ;
o A
?‘ 50' H
A h
bd R
L o5p =
3 =
i ‘
(ng/mL) ol o+ \ \ ;
112 3456 8 12 24
0515 P54 OWsH (hr)

ML 7 5 ONZAUC, Cmax50/8F5 X — ¥ 13, WERE ofER, K
WOBRIUAIEL - B ORBREMFIC L > TRZ 2 REELT S 5,
16.2 ORUY
16.2.1 BEDEE
EER AT TNV Ly /e FuazaaF 7Y FEA#HIS0/12.5mg
mHEEREOSRG Lo e & BEEE SR TERESG- TV S
¥ OCmax t WAUCIZFNEN32% K UB7%IT L, & FazoaF7
¥ FOCmax M NAUCIE Z 2 136% K U22% 1% F L 721,
16.3 £ff
SNV E VRO FazaaF 7 Y RoMEEAFBERIZELENR
93~96%" }% U°58%'% T » 72 JEAD T — % ) o
16.4 {34
TERERLN B T 1ZMC/ VAV & 2 80mg & 22 5 I HL ] 1145 5- QI T 2
MAEFIZIE, £& L TREMEDSFIEL, TOMICRHY L L T4t
Fuad K938 5N n vitroDRERIZBWTFE L L TCYP2COD
5 ATRIEE N TV B FLEADT— %),
v FozouF7 Y RidiFeASREE20 . KEarPRENED
FFEIEM SN GHEADT—5),
16.5 HEtt
FEHER AT T2V )L 5 2 80mghk e Koz uaF7 Y F12.5mg%
BERHLIE G- L7z & & #5224 £ T2 22 &k G585012.0% K%
O74 A% HRZALR & L ChRAFICHER S 7220 [9.3. 120 ]
16.7 EYEEER
RSB TNV )L 2 »80mgh U Fu s ouF7 Y F12.5mg%
BERBEEHRE L2 EDON VLY R FarzaaF7 Y ROl
BRI K HANE G L Ed e, NV vy v ke FasaaF 7
Y N ORISR BN IEFRO S kb o 722,

17. BRPRENAE

17.1 BERURLMEICEHT H55R

17.1.1 EASE MBS
BRAE A & F SR RE O AR REVE B U AE % AT RN CTHM L 72 “HE ML
A (ERRAE) I2BWT, SV Ly /e Farzans 7Y PR
AR O 1IRISH [ 3% 512 B 1 2 A W F1 (GUBRAE T 0 41558 1 1M
JE2390mmHg A 1R T i N — 2 F A > & Hlg L CT10mmHgbh 1%
TYDEEIZ, NV Ly v /e Farzaas 7Y FEA#FIS0/6.25mg
T70.3%. 80/12.5mgT83.3%Td . /NI )L & »80mgH % 5
(54.4%) & I L. BENTBEER SRR Si7z,




HNFER O EE K OF B T B B0 A WGHE . SL5E T o
NR=AFTA v POLDOERIIREOLBY) TH L,
HRMER OHIE PR T KR 3305 2 U I U /R
MEDN—AF A b DO%ELED

VAH80/12.5mg 83.3%(55/66) -21.95/-13.44mmHg
VAH80/6.25mg 70.3%(45/64) -17.95/-13.50mmHg
V80mg 54.4%(37/68) -12.97/ -9.12mmHg
H12.5mg 53.0%(35/66) -11.18/ -9.15mmHg
H6.25mg 32.8%(20/61) -9.64/ -7.02mmHg
AN 34.8%(23/66) -5.04/ -5.56mmHg

) H BT E 7O D TR 72 i eI

VAH : NV vg v Fazuud7 Y FORAH. Vi 2Ny vy v H: e F

oyuuaFyI R
EIME S B X, Ny vy /e Farsaoasd 7Y FERAH
80/12.5mg C50.0% (33/66%1) L O/ % v /e FazaaF 7Y’
Bt 4 #180/6 . 25mg™C46.9% (30/64%)) Td - 720 EREMER X, /YL
Vg v/ FarzuuF 7Y FRE#IS0/12.5mg Tl SRR IE 12.1%
(8/66%1) K UL IREREE AN 10.6% (7/6661) . /N5 v /e ko s
0 F7 Y FECAH180/6. 25mg Tl i JREEHIIN 15.6% (10/64%51) & UVE
FRERIMIE 9.4% (6/64%51) T - 722,

18. EZHEIE

18.1 {EFt&R
KRHENZ, SV Ly R FarzoaF7 Y FOREHITH b, N
VI ik, Ty T MBI T A T THLATIR
BRICHE L, AERLELTERTAT7 v V47 v v Y TICH LCH
MIArZ LIt THREMNEZDODT, e FuzoaF7 Y FidF
7T FRARF T, E & L CTRARME CTONa 07K O TR % #i]
L. R Z BN S22 2 2 X D IERINERE oML 27 &R LK
EREEEEST L, e ForzoaF7 Y FoF ) o AFRERIC L
DLy - TrIF T oy Y RPEEILE N, NIV E C OBRTER)
PR EN DL L EZ 5N TWAEPH,

18.2 [FE{ER
EMUEARREIET v MZBW TNV LY v e FarzoaF 7o K
FOEREG Lz L & ZNENOHMEE G L CHRER RO H
MR 572,

19. B CRT HIBEEMNR
19.1 NILBILZ Y
—M8 NV Ly (Valsartan)
{E24 : (25)-3-Methyl-2-(V-{[2'~(1//-tetrazol-5-yl)biphenyl-4-yllmethyl}
pentanamido)butanoic acid
SFR - CuHoN503
PFE  435.52
‘el
CHs

_A__co:n
HsC (
H
N.
HSC/\/Y

0
HN-—N

~._/
S

M R AROBETH D, A/ —VIIET S — ) (99.5) 124 T
BT L RIZIFEAEBET RV,

19.2 e ROZO0OF7I R

—f%%& : v Fu s oo 7Y F(Hydrochlorothiazide)

{E%% : 6-Chloro-3,4-dihydro-2/4-1,2,4-benzothiadiazine-7-
sulfonamide 1,1-dioxide

SFI : CrHsCIN304S2

SFE  297.74

B 267C (i)

‘el

AV V&

S S
HN™ j@i SNH
Cl N)
H

MR AEoRE I REOHm KT, 1IZBWIEA L RiZb T I
W, TR RMZETRT . TE RS MY VIZRRBEITICL
L KRFZ S 7 = V(D) ITHBD THEITFIZ L, Y2 F T —
TWVIIF & A LT R\ KEEET MY Y ARIICET 5.

%P2, ‘G
NIbeF ¢ FEEEEMDIH DA 1)

PTP : 10052 (105% x 10) . 140%¢ (145% x 10)

NIVeF « AEESIREXY D1 1)

PTP : 100$& (10$E % 10)
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