20244F 2 HEgET (BB10)

Bk SR IRAT
FREIE - 34

BROATZEZHTOY H— FIRESH
LT B R S )

BAEREH NI HILar -eRRO700F7 g

BAEERRDSEES
872149
MD EX
EFRES | 22800AMX00095 | 22800AMX 00094
HR5ERAIA | 2016456 2016476 1

NILeET 1« A°EE&8EMD [NIG
NILET 1« ACECEEEEX [NIG)

VALHYDIO® Combination Tablets

) - EMSEOWTTEICL WV ERTA L

2. B2 (KOEFICEEELEVWI E)

2.1 RHEIO AR L EHEEOPAEREO & 2 B

22 F7 Y FREHTFOFEULEY FAEZ7aLvy ) F
YEOQANT T I NFEE) KT B @EUE O BEEE O
»5ERE

2.3 MR SR L T AR RER O H 5 ik [95 &)

24 HROBE T ENEE [RAOESYEFTE RV, ]
(921 ]

25 ANEREDHEE [922 ]

26 Ko F UL - AT ADPHS NI LTV DR
F [M&F M) AIE, KH ) Y A MEES O BB LT % E
L&D BENDDH5H.] [11.16 BH]

27 TV AFRL VI VR R RGP o RRESE (72720,
OBETEEEZIToCOARBIMED T Y P —LHELLAR
BoBEzikd) [101 2]

28 FAETL Y UERBIEARY (BB AL IRIZ X
LIMHER) &GP ofs [101 2]

3. #Rk - K
3.1 #Hmk
W7Es NV T4 A RLASEMD [NIG] | 7S ve 74 A BLA$EEX [NIG)
1§ 1§Erh
Hs | SV vy 800mg SNV E Y 800mg
v fkozouF7YF 62mg |k FuozuuoF7Y K 125mg
BT A, it a— A, BLFy v, AFT) v
) e~ sty a, KEREFe Fods 7ol iu— 2,
L7uAu—A, v7ud—)L6000, = Lk
3.2 WADMR
7554 NV T4 A ERAESMD [NIG] | 2N ve 7 4 A EAHEX [NIG]
@ - ?1ux5§%@®7 P N= T ? a‘w@&‘:@@? PN
TA VT a—F 4 v
%
[ERES 8.6mm 8.6mm
JE& 4.6mm 4.6mm
B 278.0mg 2780mg
4. WEERIFNE
= M FEAE

5. MEER ISR ICEHET 5FFT

51 #WERMEETOBZNEND Y . AH % & MIEGHTOF—5E
PEEE LenwZ L,

52 FEHI & LT W vy Y 80mg TRHRA T3 =B & I AK D
EHEZBETT 52 & [81 2]

6. AERUVHEE
WNIZIEIHLELEE NV vy /e FasaaF 7Y FELT
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ZENH S,

15. ZDMDEE
15.1 BRER{ERICE D 5%

WAV CERB I N/2EFHRICBWC, e FaronF 7Y Fifk
Ga3n-BE T EEHIE L O RSIEE O U A 7 2SENS %
Zr ﬁ{i&%g 71/1_—(1,\7“)10) ,mo

16. ZEYE)E
16.1 IMiRE
16.1.1 HEIES
EEBAB NV ILVY > - e FarzoaF 7Y FiLGHE2 1
EFRECHG Lz &, BP0 S L, NVvy Y Rte F
orzunF7 Y RiE, FNENEGHI3M ORI C i e
WZEE L. PRI E N E 6 OORE T d - 7212,

Eracn AUCo48 Cmax Tmax | Tiz
(mg) |(ng-hr/mL)| (ng/mL) (hr) (hr)
NV T A ELESE 0 19501.02 311544 3.04 6.89
EX [NIG] +7185.40 +137442 +106 | £359
— i AL 20114.93 3202.16 3.08 6.89
A
FTAARGREX | 80 | Leoosn3 | ko7805 | +109 | =194
) (P = IEEfR 25, n=24)
-ENOZAOFFIR
407
120 —e— N7 1 FELAHE EX [NIG)
wom 354 FALAS EX
SE 100 P = BERE, n=24
g
=
o
e
el
g

0 6 12 18 24 30 36 42 48
B5-#%omEH (hr)
WY BERE T A =5

Eiacns AUCous Cmax Tmax | Tz
(mg) |(ng-hr/mL)| (ng/mL) (hr) (hr)
Nk T A EASE 125 593.74 104.23 1.71 9.32
EX [NIG/ : +153.85 +2991 +064 | 155
_ . 607.14 104.34 1.88 9.58
. o
ITAAREHEX | 125 | Jyg5er | w2707 | =073 | =145

(P = AR 7%, n=24)
MAE 4 EE IR N2 AUC, CmaxE 035 X — 213, BErE o
§\Wﬁ®%ﬂ@ﬁ'ﬁﬁ%®ﬁﬁ%#ulofi&%W%ﬁﬁ
;e)o
16.2 DRIR
16.2.1 BEORE
R AR IV ILEY » - v FarzaaF 7Y Fida§E80/
125mg% BRI L7 & &, RS 1N TaERES T
INIVHIVE Y OCmax L NAUCIE ZF N Z132% M F37T%IET L
v FazuouaF 7Y FOCmax i FAUCIEZ L2 136% % U822%
KT LW,
16.3 9%
SNV E R FazaaF 7Y FOMEEAEERIZENR
ZN93~96%15) J U58%16 TdH o7z FHEADT—%),



16.4 X
R EE RN - L2 UC/ NV )L 7 > 80mg % 22 fIE I A [A] 65 195 45- 8k
MgomiEdizix, e UCREMMEDIHFE L. 2Oz RH#m
ELT4A FaFIEPRD SN, in vitro DRERIZBWTE
& L CCYP2COD G ARIE X N T WA (SEADT— %),
L Ruzuoud7 Y Fikide A SREE 209, KEa»ARZL
o F FHEMEN L9 FHEADT— %),

16.5 HEit
fEHER NS TNV Ly v 80mg ke Frsuoa 57 Y K
125mg# B HLAE G- L 72 & & 51424050 F Tl 2 ek
G 012.0% K O 74.4% 05K ZA0ME L L CRAICHEM & u7z20,
(931 &)

16.7 EMHEEIER
HER AR T2V Vs v 80mgh Ve Fars oo F7 Y F
125mg% B HHLE G- L2 SOV LY v ke Foz oo
F 7Y FOFEYHBBIZEHEALGHEEE R Vv vk
v Fo 7) g7 Y Ko MICSEY B REE AR IERO sk
Do 72200,

16.8 ZOfth

(NIveT 1 A EE4SEEMD [NIG])
NV T 4 FEASEMD [NIG] &, [&87%5 7% 2 & L85
DEWAH RSN REBR T A F 54 >~ (CPR244E2H200 FEAHA
%£02294510%) | 1230 X, bk 74 FEASEEX [NIG) %
ﬁ%%%l{ L7k &, HHBEHSS L. EWFENICRSEL Ak S
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17.1.1 ERSE D EER
BRAE A & HEE O ARREVE S M 2 0 RICEN TE_L 2 R
WeteieatEr (EREHE) I2BW T, NV Ly y -k RFoson
F7 Y FEASEO1H 1R MR OS2 B 5 A5 30ER Gk
HT B OILHRI MLE A590mmHg A 1 AR T I N— A5 1 » L It
i L C10mmHgll HKT) oEl&ix, Svivsy v - e kaso
o F 7Y FEAA$E80/6.25mgT70.3%. 80/125mgT83.3%TH V) .
PNV E L 80mgHL Ik S (54.4%) & HbdR L. AL BRI H
DIFEDO BNz,
HRNIEB) D EE K ORERA TERZ B A PGEIME . JEaR i+
DXR=AFTA Vb DOEALEIIREDLEBY Th b,

SBR[ BRI~ 5 St I

RO | e
VAH80/125mg | 83.3% (55/66) -21.95/-1344mmHg
VAH80/6.25mg | 70.3% (45/64) -17.95/-1350mmHg
V80mg 54.4% (37/68) -12.97/912mmHg
H12.5mg 53.0% (35/66) -11.18/-9.15mmHg
H6.25mg 32.8% (20/61) -9.64/-7.02mmHg
A AN 34.8% (23/66) -5.04/-5.56mmHg

) WG E T VDV CORD 72 i/ e il

VAH: NV Lvg v ke Farzaousd 7y FoREH.

Viosuihvg y  H:eFazouF7IF
EIE B E X, 80/12.5mgT50.0% (33/6661) K U880/
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TIERRBERINAEL2.1% (8/66%1) J Uil JRERIEIN10.6% (7/66
%), 80/6.25mg Tl ML FREESENNS.6% (10/64%51) K U JREE ML
$iE9.4% (6/64%1]) TH o722V,
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— MR - LAV 4 >~ (Valsartan)
524 0 (2S) -3-Methyl-2- (V- {[2- (1H -tetrazol-5-yl)
biphenyl-4-yl] methyll pentanamido) butanoic acid
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— & F e Fu2z oo+ 7Y 8 (Hydrochlorothiazide)

1b4244 © 6-Chloro-34-dihydro-2H -1,2,4-benzothiadiazine-7-
sulfonamide 1,1-dioxide

373 1 CrHsCIN3O4S2

Gy 0 297.74
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