% %k 20234E5 HEET (45300)
*20224E11HELET (55200

Bk SR AT
FaHE - 34

BFREFRRIEES
872149
MD EX
ARES | 22100AMX00400000|22100AMX 00401000
BRFCRAIA 2009431

BIRMATSEZETOY H—  FlIRESH
BARZERA NILHILEY - eFOZO0F7 Nig

ITAAESEMD
ITUAAESREX

Co0-DIO combination Tablets

(R - EMEOMFLICL VT2 E)

> NOVARTIS
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2.2 F7 Y RRERLZZ0HPALEY Bz I1EXrarsy
) RYEDQANT 4 7 2 FFHELR) 12§ 5 BEED
BEHRED B 5 B H

2.3 IR IR L C W A EEME D & 5 7 [9.55 ]

2.4 RO BHE L ENBE [KAOMEPIFETE R
Wl [9.2.151R]

2.5 EMBAREOEY [9.2.221]

2.6 RO F MU T A - AT AHFHSPIEA LT
5EE K MYy LlbE, K7 ) 7 L MESEOERY
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
1gEF VL y o (HIR) | 1gEF v vy o (HR)
A 80mgM 'k Fuo sz oo | 80mglk e Fu sz ou 5
Tl 7YF (HR) 6.25mg% | 7Y F (HRF) 12.5mg#
L ERAD EX R
vraoxyrailbra—x, bra—A, KA
Ry ifal Bk, V2, AFT7) UER=R 7 AT LA, BT O AT —
A, xzud—), BibFE > Z AR
3.2 WAIDMR
Wi5e4 a7 4 LA HEMD a7 4 FRLAHEX
Pk IFTWVIREDT A VAT — | TLH)TWIREDT £V 4
’ T4 YT I—F 4 VU
e — —
WAT—F | NV 136 NV 137
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5.2 FHIE LT, W 2 80mg CRIRA T4 =B G 1A
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©
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BAZIZIHLIALEE OSV3 L% o/ FarzaaF 7y Fé
L CT80mg/6.25mg X 1380mg/12.5mg) #* #1535, &
KN M RO — RIS & TRV,

. BELERREE
A ERHFNE, NV Y LY y80mgl k FursuuF 7 YR

6.25mgd 5\ 312.5mgk DEEHITH Y, Ny v &
vrkorzuand 7Y FGTOERWERDPEET L BENMHH
DL EYNCAFIOBRAERETSH 2 L. [5.280]
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3 W o R
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SNTV2OT, EYHIWIIEL )Y MEOE=S ) ¥ 7%
Ffi L. B e TIAT) 2o [9.1.22]
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[11.1.32:1]
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BRI BAKIZTEET 52 o
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O, FHEHICHRG T A ENET L
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A1 R EERIRED H B BEXISFE TEHRKED H
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HRERT RV EH SN Ya R E, 53T S
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R BAL S D BENDDH 5,
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A3 AU LMEDESE
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Tl NIV Vi, EAY T AMUERMEIELBZEN
B Do Fro, BHEEREE, 00 MO — VAR OFEIRFEC
IV IMEA ) 7 AMEAE L R T VBT, MFES Y
LEIZIEET A&, [9.1.2, 11.1.58 K]



9.1.4 RMEBEDSH 3 BE
WEOBESRILAAEA20 &R L, WEZE(LEELB
ENDD D,

9.1.5 BiEAEEDOEE
BF MY AMIEER R T BENDLD 5o F72. BEZIRIE
FEPOBEEHETIE, —BO MR MEMRT (S OE#%
HEEEE)) 2RI BENMLD 5, [11.1.75]

9.1.6 EELTEIRE(LIE I HERTELIEED & 5 BE
SWBRFREDD S bIE . S miERRA . M
R, MRERIELZFRT LBENDDH D,

9.1.7 AARIITEHR. RBISEE. BRRDH 3 BERVER
BRIMFED $ 5 B
FERERINE . S IHEE % 5 L. . BERm O E(b R AL
DBENDD %o

9.1.8 TH#I. lBHDH 3 EH
BIFERRNH S5 bNDLBEND D D,

9.1.9 @HIV ) LMfE. BIFRIRBEETEREDH 28
TGN T L% FPAIELEBENDTD S,

9.1.10 XREMEFELIREDEE
AHNOBEEVER DR EINLBENDLD D,

9.2 BikEEEETRE

9.2.1 BifEE
B LIl REIOMEFIPHETE 2V, [2.450]

9.2.2 aMEBERLDEE
BHLanwZ &, BRELEICEALZELBENTH S,
[2.55HK]

9.2.3 EELEMEREE (MBI L 7F=EH2.0mg/dLE
B2 OHdEE
ERESLGEERVEHBISNIEATRE, 53T
Zlo b FuzunF 7Y FIZL ) BIHENKT 587
NDH D, B, NV Y 28 BRRREESELT S
BENLH D,

9.2.4 BiEEREEERE (BFELE. AUBTR208E%KR])
SEMICE 7 V7 F = SE R IS REBEOE=5 1) » 7
AEBL. BIE2 5147 ) 2k, MiE2 LT F= v EER
K IMFEREE LA DO BENDH Do

9.3 e EEE

9.3.1 FEZENH 3 8E. BHICETHFELZRVOETS >E0
hdEBE
IV AFFAHEI ISR S LB 7o, HREEAS
ASTBBENDD DB, HENZBWT, B~ TFEE
BETONNVIV G OISR EEEDS, fEEFERA & i L TRy
BIC AT A MEEN TS, T/, b Fu o
F 7Y FIIFEEEZFHET 52BN H 5, [16.55H]

*%9.4 HJEREEZ R T HE

9.4.1 IHIRT BFRIREMD & 2 &4

HIRL CTWA I EDNREINT T I 7 v 3 Vg R
FERNNET > I F T v vy MRS 2 L. IR -
FrAERADEE (B, HE M - FoEEAE, BT
) PR LN BIHHRE STV B,
KENOB G5, RBEOFMSE L ZE L CRAR S O
VB2 EE IR L. AR EOA R GRS ER S &
W ENELEIORFEGTHI L, T2 5PV ELRY
FIFROFESFHICEET L2, [9.521]

(1) AFFEGBEFNICITRE L TW W E 2T 228, A
FPe G IR CWirnwz L2 EMWICHERE T2 L, &
SRS L 72 A 121, BB IS 2 ks 528,

(2) ROFHIZOWT, REELGFGRICEZICHHET L 2
o Fo, THGHALEIE UHAT A Z &,
CIERACAFI R Lo, IRIR - BRI 1T
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TR ASHII L 72 SR L B B EE, e A Y R IS AH
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IR TS A AL, HBEICHMT A2

% %9.5 1T
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FRENC T > DA 7 v ¥ YEREERIAEAT, R~k
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FHERNZBIT A L b O ANRY T 1 72 ERHA T, R
W7 Tk T vy YRR EA G S N BERICB
W, JREZEOA Y A 7 IERITEHID RS- ST Wn i W
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9.6 &3LIB
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FLRARITT B EDHE SN TV 5,

9.7 NRZE
NEEE R ST R L LR BRI NG L T,
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R (h) 51 (h)
—-80/6.25mg --80/12.5mg ~#-80/6.25mg »-80/12.5mg

TERER NS F IR FH & R OG- L2 L & o
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
PEIR
HBEOHKTH L, A5/ —LLiFTy ) —) (99.5)
D THEITRT L, KITIZEAEEIT R,
b E
CHs

CO:H
HC™ .~
H
N
HSCW

0]

HN—N|

~..7

— IR
v Fuzuous 7Y F (Hydrochlorothiazide)

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

GRS
C7HsCIN304S2
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