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- . | VAH80/6.25mg (n=50) VAHS80/12.5mg (n=52)
/i%%%7 suguyy | BERZEE L sy, | EFBZDE
FFTYR FFTYR
Cmax
(ng/mL) | 3483+ 1660 47+8 3,582+1,181 93+23
Tﬁj" 30 (1.0~4.0) |15 (1.0~4.0) |28 (1.0~6.0) [1.5 (1.0~4.0)
AUCoint 91 745+10617| 325456 | 2149846793 638=106
(ng-h/mL)
t(lfﬁ 57+1.0 89408 63433 86+0.7
VAH: N9 L% v ek RoszaoaF 7Y ROEAH
Cmax. AUCqyinps tip - SEHE 1EERZE. Tmax @ BRIE (Bh~FK)

16.1.2 EMFHIRIZF SR
NeT 1 AEESHE EX [VIUNT] L a7« AREHEX %, 70 AF —
N=FIZE D ZnZENn1gE ONLTILY > 80mg, k FuruuF 7Y R
12.5mg) %@EFRHMASFICHRERREERORS L TZhenomiErg
ZLARBEAZREL. BoNEYERE/ ST A —% (AUC., Cmax) I
DV TI0%E X IS THRETEIT 21T - 72 /5%, log (0.8) ~log
(1.25) O&EFENTH . WHIOEMEHRSEE S RSN,

NILYILE >

—o— NLET A ABREHEEX TYILNT)
—O-- 3T 4 A B A fREX

mEER/NILHIL R VRE (ng/nl)

0C T T T T T Y
0 4 8 12 16 20 24
B (hr)
HITEINT A —% BEINTRA—H
AUCq.04 Cmax Tmax ti2
(g - hr/mL) (pg/mL) (hr) (hr)
Nk T o FELE§E
EX VLD 22.82+8.39 3.78+1.46 |3.0+£0.9/5.9+1.0
a7 ¢ AEAESEEX | 21.92+8.10 3.71x£1.50 |3.0x1.2|6.7+2.2

( mean £S.D. n=20)

%JEFDODD%TﬁP

i
;;Tg ——/\LET A ABERKEX TYILNT]
i O 1 F 1 A BRAGREX
=
\; 5601
D e
a
30 A
pu}
&+
L
L=
0 . . . . . Y
0 8 12 16 20 24
EEfE (hr)
HEINT A —% BEISTGA—4
AUC.24 Cmax Tmax ti2
(ng - hr/mL) (ng/mL) (hr) (hr)
Nk 7« FELAHE
EX [WY T ] 4486+81.6 |73.3+17.6|2.1+1.1|7.7+35
I7 4 AEESEEX | 450.5+102.8 |71.2+14.12.2+0.9|7.2+4.2

( mean £S.D. n=20 )

MEEFEEL N AUC, CmaxZD/85 A —# 1%, HBREORER, (KK
ORENEIE - FERIFOMBRMFICE > TRRDREEN D 2.

16.2 IRUY

16.2.1 REDXE
EREABTIINLYILY /e RaroaF 7 Y K80/12.5mg# Hifal
RO/E Lz e &, ZEBESICHRTRBEE T/NLY LY »DCmax

FUAUCIEZNZEN32%RUB7TBER L. & RuzaaF7 Y KOCmax
RUAUCIZZENZNI6BRU22%E T L1

16.3 910
NUHILEY R RarzauF 7Y RO MEEAEARIZFNZNO3
~96%15) RU58%10 THolz HEADT—%)

16.4 {3
B AB T12 4 C/NLY L % > 80mg 2 22 B e B[] 4% [ #5% 5- S R Rl 42 D
MAEFICIE, FEUTREMEPFEEL, ZOMICREME LT4-E R
T AEDRO 6ND | in vitroDFERICB W TEE LTCYP2CONE
EpRBgEnTns® GEADTF—%)
tRarzaoF 7Y RZFEAERBEZZTT. REDHPRE(MED E
Rt N5 19 WEADTFT—%) .

16.5 HEiftt
BERMABZFITNILHILY >80mgk Uk FuruuF 7Y F12.5mg#
PRBEERS L- & & #5824 E TICENZTNEREED12.0% %
U74.4% D REEE LTRBPICHE S h 7220, [9.3.1 ]

16.7 EMEE{ER
REMABFITNLT LY »80mgk Uk FuruuF 7Y RK12.5mgs
PERBERS Lz EONLT LY VRO FaorzaaF 7Y ROEY
BIRE IR BAIR SR EEI AL, Ny v RarzaaF 7Y R
ORI BRZ R E(ERIIRY sk o7z 2D

16.8 ZDfth
N F 4 F BASEMD YIS ] BEHEEICESE, LTy
F BASEX [YINT ] EAEMZNICRSE A Shz22)

17. BRIRARAE )

171 BNERURLMICET 358

17.1.1 ERSE MEEER
BERE/ 6 FREERE O ARBEME B I EE 2 MR ICEWN CER L - —EE R
HE (BERE) CBWT, "L LY /e FazaaF 7Y RO1H
1 [EISERHR O 5 BT B BRIRER] (REFE TR OILERIAIM E A 90mmHg
FKWIAR T XUENR =T A > Ll LT 10mmHgll HER) OFI& 1.
NILHILE > /e RaraaF 7Y R80/6.25mg¢70.3%. 80/12.5mg
T833%TH N NILY LY 80mgEMEE (54.4%) LHE L. #Nh
T IEER DR 5Tz,
BEIRER O EIE K OREBK TIICH T 2 [UEHIME., SLEHMEDR—
254 D EDEBIZIREDEBY TH 5,

BREGOEG | B TRICB T 2 IGER I
FE/ARRHMEDR— 25 A >
»o0E(ED
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
7R 34.8% (23/66) -5.04/-5.56mmHg

VAH: NV e RaraaF7 Y ROEEEAL
VinNLyLyy HieRugrzouF7I R

BIFRFEBSEE X, NPy >/ RaroaF 7Y R80/12.5mgT
50.0% (33/66fl) FU/NLHILE >/ RarzaaF 7Y K80/6.25mg
T46.9% (30/6461) TH o7z, EREIWERIE. NLYLY /e Ry
0077 Y R80/12.5mg TIERBRIME 12.1% (8/66f1) KUIMMHIR
FesEhn 10.6% (7/6661) NLH Ly /e RazaaF 7Y R80/6.25mg
’Gtiﬁnﬁﬁfi;ﬁfi%bﬂ 15.6% (10/64f) K UOEREEILE 9.4% (6/6441)
ThH-o7-2 ,

18. ENEIE
18.1 {EARF

AENZ. NILH LY RO RaraaF 7Y ROEEEITH 2. /NI
Py NG Ty I TV NRBEOY T I A S ThAHAT | ZEME
WAL, AERELUERT AT VAT TR L THERT %
CEIE-oTHEENRZHEDT. e FuruuF 7Y RZF7 YRR
FIRAIT. E& U GEMRME TONaKO/KOBR 2 IHE L. Rk
ZHEMSE 52 LIV BERFEEBORD 25| S LMER % HE
T5, bRarouF7Y RoF M) T LARRERICEKDL=Y - T
DFF UV URMEELEN. NILTLY L OBEMNRSERES NS &
EZHNTW5B24 26
18.2 FRE(ER

BIMEERFET Y MIBLWINLY LY Y RaroaF 7Y R
ﬁﬁ&%;ptg\%n%nwﬁﬁ&%u&ﬁbfﬁﬁﬁﬁmﬁﬁﬁ%
HoNTz o

19. B (CRBIT ZIR(LENIR
191N ILBILI Y

—AREZFE : NLH LY > (Valsartan)

{E%&: (25 -3-Methyl-2- (N [2'- (1 A-tetrazol-5-yl) biphenyl-4-

yll methyl}pentanamido) butanoic acid

FFI: CpyHooN505

SFE: 435.52

H R BEOWKTH S, A5 —LXIITF ) —) (99.5) (XD
THETRT L, KITIFEAEET 2.




{EFEER CHs

/k €011
HsC
-
N
HsC /W

(@)
—N

HNTRY
Y

J™
19.2eROZ00F7 IR

—MRMZHR: L FosouF7 Y R (Hydrochlorothiazide)

{34 : 6-Chloro-3,4-dihydro-2/-1,2,4-benzothiadiazine-7-
sulfonamide 1,1-dioxide

S2FH: C7HgCIN3O,4S,

DFE: 297.74

M R BEOERE EEEOBERT, IZBVIERL, KRIZDTH,IC
L, 7t b / BT L, 7‘1’_’ M= R )ILIZRRBITIZL
<V KXIETZH ) =)L (95) IO TETIZKL, JYITFIL
I—T T EAEBET 2\ KEELTF b 7 LFRICTET S,

{E2EE
O 20 Ox. 20
LN-S s
2 NH
Cl N/J
H

B oM R267C ()

22. A&

(NIVeF' ¢ 7 BBEEEMD [YILINS] )
PTP : 1008E (10 $Ex10)
(NIWeF'« 7 BEEEREX [YILNS] )
PTP : 100%¢ (10 $Ex10)
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