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KREEASELBENDDH D] [11.1.65M]

2.7 TUAFL Y 7IVIBIE 2 G h o RERE (7272
L. foBEEHREZFT>CHARBIMEDT Y O — L8
ZLLAABOEEZKRL) [10.12H]

2.8 TAET VLY UERESEAHY (BB B EZIR
WX MR G FoBE [10.125]

3. fERK - MR
3.1 #mk
Wi 5E 44 a7 4 F A HFMD a7 14 FEAHREX
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INVARILE ROk Fu sz au g7 Y ROSEYEFE ST 2 — 5

VAHS)/6.25mg (n=30) VAHS)/12.5mg (n=32)
RO TA2 | gy |EFB7ERT] gy, [EFDZEES
TYR TYF
Cmax (ng/mL) | 3.483+1.660 | 478 | 3582=1181 | 93+23
Tmax (b) 3.0 (1L0~4.0)| 15 (1.0~4.0)| 2.8 (1.0~6.0)| 1.5 (1.0~4.0)
AUCrns (ng - /L) |21 745¢10,617|  325%56 | 21498+6.793 | 635+106
e (0) 57¢10 | 8908 | 63%33 | 86%07

VAH : 2NV v g v e e FazoaF 7Y KOBEH.

Cmax. AUCoints tiz @ P £ EHEFE, Tmax @ FHRAE (/b

~K)

16.2 IR

16.2.1 BEOXE
TERE AT T 12 AHI80/12 . 5mg % HIEE 1% 5 L7z & &
ZEEIE G IS R TEZE G TV LY 2 OCmax L T
AUCIZZENENIR2% VTR T L, v furzoaF 7Y
F O Cmax % OFAUCIE 22 336% K U22% 1K T L 729,

16.3 9%
JSIVILE Y RO FazauF 7Y o MmEsE ks a%iE
ZNZENIZ~96% K UB%D TH -7 FHEADT—5),

16.4 X3
TERERL N T 12 MC/ NIV L & 80mg % 22 5 I L[] % 11
PGSR oMt iE, B & L TREMKDAAE L.
FOMIAFTYE LT4- FOFUAEPFBDO SN, in
vitroDFRERIZ B W TEE L TCYP2CID G- A7RIE S T
WA (HEADT—4),
vkozooF7 Y FidiFeAsREx24. Ky
BRZAURD F FHM SN 2® (HEADT—5),

16.5 Heittt
RN T2V )V & v 80mg ke Fozoa s 7
U N12.5mg& PFHH G Lz & &, $ 54240 £ ©
2 ENZNGED12.0% I O T4 4% HKZEA R E L TIR
RS N2, [9.3.1200]

16.7 EMHEE/ER
RN I3V )V & v 80mg ke Fo sz oo s 7
Y F12.5mgx fEHHE RS- Lz E o v sy v R
v FozuouF 7Y FOEYBEE LSRRG %L EIE
B NVHILE e R zuaF T Y RORMIZHEY
BYREIH HAE L FR0 5 N o 7219,

17. BRERRIE
171 BHMRURLMICET 52558
17.1.1 EIE IR

BRI A & TSR 00 AHE 1L 155 1ML FE HE % 5 USRI N TG L
OEERIERE (ERRE) 2BV T, AHIOIHL
I 83 IR 145 512 50F B AR (GBI T I 0 BRI
MEA90mmHg R AL T AER— 25 1 > L KL T
10mmHgBl FIEF) o#I41E, A#I80/6.25mgT70.3%.
80/12.5mg T83.3%TdH 1) . /NI )L ¥ ¥ 80mgHfhift -
(54.4%) LB L . BIRITEAEITD 5z,

HRNE B O E G I OB BRI T 31T 2 IGHEIE ., 5
WIMEDR—=ZF 4 D DZELEIZREDEB) TH 5,

FEPIOHE SGH T W51 IR IR
BILED~N— 25 4 05 OULR

VAHS0/12.5mg  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
VAAN 34.8% (23/66) -5.04/-5.56mmHg

) TR TSR 7o i N T il
VAH : \V Ly v ke Farzuusd 7Yy FOREH,
Vi vyy, H:eFozooF 7Y K

BIVE S BUBE 12, A%180/12.5mgT50.0% (33/661)
e OAH#180/6.25mgT46.9% (30/64%1) TdH -7z £
FIMERNE. A#KI80/12.5mg Tl B MERIMIE 12.1% (8/66
%) KOS RERSE AN 10.6% (7/66%1) . A#180/6.25mg
T FRERBEIN 15.6% (10/64%1) & O bR BR IR
9.4% (6/6461) Td 72,

18. ZEHEIE
18.1 1EHA#E

AFNE, NV Ly v KOk FazoaF 7Y FORE
HCTHbo WNVFILE L E, TrodTryr IEE
DV T AT ThHBLATIZHRIHE L, ALRE LTE
Hs a7 07y NI LTERTAZEICES
TREMELZDHODLT, e FurzuouaF 7Y NigF7Y
RRFIRAIT, 3 & LR CONal UK O
Iz L REE 2 IS5 2 L & 0 BRI =
OWLEGI SR LEERIR LM TS,  Foson
FT7YRFOF MY T ARRERICEIY L= - T U
F VYU RDEEALZ I, NV v ORRIT AR AT
BENLLEEZLNT D,
18.2 FRE{ER

BT ERSSES v MCBW TV Ly v Fay
noF7Y REHHESG LLEE, FRERO MRS
W2 IEH L TR R O BER A 30 & 722

19. BRI ICEY B E{LFMAME
— 2R
NIV o (Valsartan)
L%
(2S)-3-Methyl-2- (V- {[2'- (1H-tetrazol-5-yl) biphenyl-
4-yllmethylf pentanamido) butanoic acid
R
C2aH29N503
e
435.52
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v Fuzuous 7Y F (Hydrochlorothiazide)

14
6-Chloro-3,4-dihydro-2/-1,2,4-benzothiadiazine-7-
sulfonamide 1,1-dioxide

GRS
C7HsCIN304S2



e
297.74
(EZ7N
HAE O LA EOH KT, 12BWId% ., Ridb 223
Vo TERMZETFRT, TR RS P YIMIRREITIZLC L,
AKILNFT % 7 =) (95) 12D THEITIZL L, P2 F VI —T)
WZIZ e A ST v e KERIET MU 7 A0S %
b E

s s
H.N- ]@i NH
cl N)
H

[ELS
#J267C  (53f#)

2. G

(A7 1 A EL&EEMD)
140%¢ (1488 (PTP) x10]

(37 1 AECEEREX)
140%¢ [14%¢ (PTP)

23. EEXHK
1) BTERELHLLT A © FIEERIEE 2. 2017 © 47 © 1353-1355 [20230027]
2) BEHERMIZ A BV B AR AR SRR, 2021 5 29 ¢ 49-54

x10]

[20230028]
3) Sheps,S.G.et al. : Arch.Intern.Med.1997:157 (21) :2413-
2446 [20003680]
4) Briggs,G.G.et al. : Ann.Pharmacother.2001;35 (7-8) :859-
861 (20022566
5) Cooper,W.O.et al. : N.Engl.].Med.2006;354 (23) :2443-
2451 [20180405]
6) Rai A,et al. : Am ] Respir Crit Care Med.2016;
193:A1890 [20220506]

7) Jansson PS,et al.: ] Emerg Med. 2018;55:836-40 [20220507]
8) Vadas P.: Am ] Emerg Med.2020;38:1299.e1-2 [20220508]
9) Kane SP,et al.: Perfusion.2018;33:320-2 [20220509]
10) Pottegard, A, et al.: J.Intern.Med.2017:282 (4) :322-331

(202000041
11) Pedersen,S.A et al.: J.Am.Acad.Dermatol.201878 (4)
673-681 [20200005]

12) FEPERL  BCAFIE G- & BRI IR A W) S0 [ SR o MeaT
(20094F1 H21 HFE, CTD2.7.6-1.2.2) [20090179]
13) FENERL  SEMEIREICK S 5 AFORE (2009451 H 21 H KRR,
CTD2.7.6-1.1.1) [20090181]
14) Colussi,D.M.et al. : J.Clin.Pharmacol.1997;:37 (3) :214-221
[19992113]

15) Brunton,L.L.et al. : Goodman and Gilman's, The
Pharmacological Basis of Therapeutics,11th ed.2000 ; p1832

[20085278]
16) Waldmeier,F.et al. : Xenobiotica.1997:27 (1) :59-71
[19992107]
17) Nakashima, A .et al. : Xenobiotica.2005:35 (6) :589-602
[20055471]
18) Beermann,B.et al. : Clin.Pharmacol. Ther.1976:19 (5 Ptl)
:531-537 (199600401
19) #PREE oLV e e ROy aaF 7Y KOS RRE
Mo (2009451 H21HARR. CTD2.7.6-3.1.1)  [20090173]
20) JI4AIES Bk & itk 2009:58 (4) :583-596 [20091885]

21) FEAEE  SIMERRSEET v PEHW LTV s e F
Or7und 7Y FOFEHKGIC L S EEME (200941 H21H
A7, CTD2.6.2-2.1.1) [20090177]

24, XHEKERVCEOEDESE
INNNVT A4 AT 7 =BRSSOV T A AT A LS b
T105-6333 HULUHEHE X FE / [11-23-1

"N'OVARTIS DIRECT 3
0120-003-293

Z{65R9 : A~& 9:00~17:30
(RERUHHAFBZRL)
www.novartis.co.jp

26. BOERTTREF

26.1 SR
SNV Tr-v kR &tk
ERBBEE/PI1-23— 1

(19)



