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e BaiEzans) FUEODALT VT I ik
EAR) 123 B BBOEDREIED b % B

2.2 MROBEXXIMTGEN P OEE [k FesoaFT
O FOMESIBIETE 0] [9.2. 15 1]

2.3 AEARL0ERE [9.2.22H]

2.4 KEHDF P L - H YT ARSI L TH
2HE (e FurousF 7o FIEF MY v AME. K
)T LAMIEEDEMREIRFA=TLIELEZNNH
%,] [11.1.5%#]

2.5 WG SXURATR L T B ATREMED & 5 & [9.55 /]

2.6 7Y AFL VT VIBEE ARG hORERERE (727
L. ORI REEIT-> Ty A BIMEDT Y b a— L)
FLLAROEEERL) [10.15H]

2.7 TAET VLV VEEEBBIEARY (SIS 2B LR
12k BERIBIR) G5 oERE [10.12H]

3. #rk - MK

3.1 #mk

IR 58 %\ 7F7EGELD (32| #7F 7EGHHD [H9 2]
1gEH - 1§Er -
HFHY TNy oLt | HFHIVTFHLEy LdeFib

H % B 5 4mg 8mg
Hige FesoaF7Y P |HREkFersoogF7o R

6.25mg 6.25mg
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i () 1 1

JEE (mm) $93.0 #93.0

Hh (mg) 130 130

A — F AK302 AK312

4. EERIIHHR
i [ EAE

5. SHEEX IR ICBHET 2=

5.1 WEAMIEETOBZNEND . KA Z S MERZED
BRI LW Z &,

52 FHIE LT, AV FHLEY YL FEFLAmg TEIR
DB HVFHLEY YLFEFI/e Fusa
T F 7Y Ndmg/6.25mgD% 5%, HhvTFHLay v F
Y FN8mg, XiFAVFHILEY YL FELFI/kFay
T uF 7Y Fdmg/6.25mg CRIRA+ A B EICH v T
LAEY YLEEXFIL/EFuruaaF 7Y F8mg/6.25mg
OS5 ERET52 L. [8.13H]
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6. AERUCAE

RAIZIFIHLIELgE (B Yy FHILay YLdEeFL/e o
sauaF 7Y R E L T4mg/6.25mgXid8mg/6.25mg) % #%I1
545, AANXEIMAERROSE ERIE L LT,

. BEEREXNEE

A KFNE, AU FHLEY YL FEFIAmgd 51 138mg
b rForzauasF7Y F6.25mge DEEHITHY., v
FHLLEY YLFEFIILEEFurzuoagFTY PO
FEHA RIS 352 0A 5 5 7280, WU ABIOHH %
W52 &, [5.2800]

2 e FforaaF7 Y FIEA Y Y AIMED 0 I @R R
MAEEZ R X T2 ZF N H 20OT, EHIIZIMGEH )
LMER OISR E=2 ) v X & FEE L., Blgs+5
T R
BreruersouF7 Y FORMRSFEIEHIIHEDNE T
ERNDHDBDOT, BRERHM, WK IERETSZ &,
A BIEERICHES S D F WV, S56D0XRH5bNE T LN
HBDT, EEE, AEHOEIRSGR A S b & 1%
fEd 3B 3TEEE3 2 &,

5 B4R RIS L s nwZ EAEE LW, TY UL T
Vv I ZBEREDFIR S o B, B O
L=v-7 YT Yy v ROMBERIZ X 3 & ILE
KTFEREZSIREELrH 5,

.6 EREIDOIRE A FRC B 2 B I2IE, ERIOPER &8 %
72, TFRHICERG 43 2 ENEE LU,

7 e FurzooF7 Y FIZaMatl. PAZERMARRARE, ik
WEBH AR XT3 BZ2N0H 5D T, B0
TRHYRSE DR AR 5 NBA T, EHICHRBHED
BEEZTLES. BHICHEETSZ &, [11.1.182H]

9. BENEREZEIHBREICHET I IR

9.1 AftiE - IEREDH 52 8E

9.1.1 MRAIMBERRXEDH 2 BEXIIFBE TREIREED
HDHEE
BREERDES LV S 2 A ERE, AR
52k, HVFHILEY UL FEFIOUTEIMGEEDOKD
RSRERR A BIEDOK Pz &k BoRICERREE 2Bk ¥ 5 %
TNNDH 5,

1.2 BHUY LIMEDEE

R ERD ARV EH S h 2 GAERE. MY
5Tk,

HYTFHILEY LFEFIUITEHN ) T LINE % B HE X
BEBETNDEDH 5,

F72, BHREREE, a2V e - L RROBEHREEIZ X 0
WA LMENREL DR TWEFTIE, MEH ) v AE
ICHEET5Z L,

1.3 AARGER. RBICER. EREOH 5L
tFaszueuF7 Y FIZX D EREEILGE. & RGE % ok
L. JwEl. BEREOBALLIM b DB Zhayd 5,

1.4 BEELBHRE(LE IZHNERB{LED & 5 B

v razouF7 Y FICK228ERIRRS 6 bz
B Sl AR, MRS 2k L. MARIERE % 35

HEDBELINNH S,



9.1.5 THI. EHDH 5 EBE
virasuaF7 Y NCKDERERFAEZRITEENAH 5.

9.1.6 EAI> Y LIMGE. BIFRIREEETTEREDH 2 B
v reszuaF7 Y NRIEI LYY L& EREE5E6%
N»rd s,

9.1.7 BIEFEEPOEE
vreszoaF7 Y MICKD{KF b Y AMGEERZ 55
Thdd b, £, WELREFETOBRE TIE. AFO
B ThbdhyTHLay YLdFErFILOHEADE L
DEARA L. BERT BAIIME. BIHEE R ORE OIRIEA
TR L ARSI 2 L,

HYFHLLY VLFREFLOEEIZLD, FRICIE
NEWIKT L, v a v, Kpl, —8BMOBEINLRE
RO T 2RI TZhrd 5, [11.1.2, 11.1.58MH]

9.1.8 XEMBYIREDEE
v kozoaF7 Y ORI EREhS,

9.1.9 EF MUY LAMEDEE
KEDORSTHDBH VY FHILEY YLFvFLOMAREYE
DELDMBEL, BET 255 300E. BEELVCEED
REEE T ICBS LN 6T 2 L,
AVFHLEY YL FREFLOEE5ICED, FRICME
NEWIKT U, v a v, Kp, —8BEOBERELRE
BEREDIK T 2RI T ZThhrd b, [11.1.28H]

9.1.10 DAL E&H T2 EE
AHKOR A THEH Y TFHLEY YL FEFILOHES
DELDMIBEL. BET 255 300E, BRELXCEHED
REEFHFICBZR L AN GITY 2k,

HhYFHLEY VLFEFAOEEGIZED ., FRICIE
NEWIE T L, v a v, Kph, —BMOBREERE
WREDIK T AR I T I dH 5, [11.1.280]

9.1.11 EFJBHEDCEREEDH 5 EE

2 BREEEEERE

9.2.1 MKREHFDEE
BELAWZE, b FrurzanF7 Y FOMRBSHEG T2
mv, [2.220]

9.2.2 AHEBERLDEE
BELEWZE, b FruruousF7 Y F3EEELHICE
fbXx¥sBZhrd s, [2.38H]

9.2.3 MiFI L7 FZ U (EH2.0mg/dLE B2 5 BIEEREE
BE
B ERDE B EHIT X N3 A 4R E. ST
L,

9.2.4 BEEDHIEBE
ckfursouF 7Y FREHAVTFHILEY YLFEF

L2 X B EIMHE RO T & 5 W IHBEOREIZ L D
HAELT 2B T2 d 5,

CERMICING 2 V7 F = R OIS RIB SO E= 4 Y
VO RFERL, BREFNITY R, IEZ LTS
LA R OIMERBE LA OB Z2had 5,
CAVFHLEY YLFEFILOMEEZDEIOMGL.
BE$ 2580300, RN ORBEDOIREZE 0 2@l
LLENRLITHIT L, WYTFHLEY Y LFEF LD
BHI2&D, FRICMESSHIKFL, Y a v o, &
i, PO R ERREOIK T2 2 T T hd
»%, [11.1.2%H]

9.3 FripElEERE

RN ORG ARG T AR EEEICRS T2, H Y

FHLEY VL FeFUREREL L2 BZN
Nhb, £ RIS Vv FHLE YOI T TV
ZMMET 3 Z EMRHEEIN TS, [16.1.280]
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©
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EAGAIIROFERREICEE TS 2 &, [9.58H]
(1) AREFFEGBHBATIIERL T W L 4 RT 52
Lo AFIEGHE . MFRL TN T & & E I RER

T5Z L, PESHITITRA T L 28541003, mH s
S&hiEd5Z L,

(2) ROBIZDONWT, KA G BHIARIZ B I3HH T %
e, T2, B BEIZEUHMTSZ L,
CIERAICAREI A L 7235 A . BRI - BrERIC B A
RIEFV 2o NRHBT L,

BERRAVEIA U 72 X5 b BB AR, SR TR R
IS5 Z L,
KRR A FTET B35 AE. HMERICHR TS Z &,

.5 118
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o PEEHCIEEHI L 22 Ak, BB Ic 5 4k
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@AE, TR - B R o, B OMRAE. BA%.
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HEbONIZEDRENRD 5,

F7 2 FREATIRBAER ZFRICE E Y LY VIE,

MR ESE R T2 e nd b, 7. FIREIFRICH

S SRR, MRRE. 75 - BRIARERD S & 5

bDhaZehndbsb, [2.5. 9.4.1%H]

.6 BILw
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VFEHLAY YU FREFOUEERROLS$ 5L, 10mg/

kg/ B YL EORETHYAE I KEE O F8 A M A58 51 T

Wb, K. 7 v FOIEREKIHO A, & 2\ VI3 PFUIHO A

WZHAVTFHLEY Y LFEFUELRGLREA. WTFhe

300mg/kg/ H THAENUZKEHEDRMA D 5T b,

vrorzouF7y Fide P ERELICBET 5 2 &
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7 AMSED S 5 hIed U,
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Bk FRAREIR - 185k By - fefix T
TN ARV YT IVBE JEBOE T, L =Ty Uk T
TV BERRETE, S ) Al > v R AE F 2 B

(i PR s 7 45 0 f
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SRR FAmTORFIZ BT 2 |l wiiE - w8 W E

IRV ra = LB
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P AR FH AN WSS § % 2
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1.1 EXLEMEA

1.1.1 MEZ/E S ARW)

BRI, B, . W - IRTREOREIE 2 ER & 35 1M
BHEHONBETEND 5.

1M.1.2 avy, k8, BHEK CHEHEAH)
W, ME:, BERNEAES D S b -G AIE, EBIIEY)
HREETS 2L, [9.1.7, 9.1.9, 9.1.10, 9.2.4, 10.2&1#]

11.1.3 2MBEET (HEAH)

1.1.4 AV LME CHHEARI)

11.1.5 &F MU LIMEE (BEEAH)

B, AR, K. W, EikREEs LS € b
UWAmEﬁﬁebhézt#&%O%M%T&Bbh?
T, [2.4, 9.1.7&H]

11.1.6 FFEEgEEE. |E (BEAH)
AQTADT'yGWQLﬁ DONFHEREREE L H 5 b b
ZENB B,

11.1.7 EFBRIRAE (BH% AP)

11.1.8 HERUBBEEAE (BHEZAW)

PO, &, CKLES., Iih R ORh I+ aey b
AEREE T A RNHRRIEY S 5 bhbZ e nd 50D
T, ZOXS Al BIcERSA2hE L, WY s E
TS 2k,

11.1.9 BEEMRL GHEARH)
%ﬁ\@w\Wmmﬁ\wﬁxﬁﬁﬁ%%ﬁﬁﬁgﬁ%%ﬁ
%6%%5’&#%5@? ZD & maisid s ik

. I &E+w%/ﬁ®ﬂ5%DEW&%E% 52,
n140ﬁﬂﬁ(ﬁ§7%>
&, Zelgi&. Wi, FOEZ. PRI, KR,
WEEHEN D S b AIZRS Ak 5 2 &, BEHIR
BT DORETH 5bhedu,

1.1 BERBHEN. SMmiEaEm (A
TE B @E%%M#é@bﬁm%+ﬁuﬁ5:to

11.1.12 H|IEEMMER LRI

njjsﬁmE\%ﬁ@wﬁﬁﬁﬁﬁ(ﬁEK%)
fliAkEARH 6bIBZENnHb, £72, k FaroaF7
U R . oy © BORE B AL SIS 0 e B A
LU= DHERH 599,

11.1.14 284 TYF< M—FZANE (FE AH)

M.1.15 PFT7 4 5% — (HEAH)

11.1.16 hEMRRIEFLFAEAE (Toxic Epidermal Necrolysis :
TEN) CGHEAA)

11.1.17 BEMEX (BUEAY)

I

=
JCh



*%11.1.18 JMBEMR. FAEMARAE. REEEE (Fhi

HHPEAN)

st (B ST E2E

). PHIERE Rk,

NRAsIB 2 H 5 bbb Zehbd, [8.72H]

1.2 ZOMOEHER

5% L 0. 1~5% Al S AEH
SBHORE 5, JCROREBCE |7 5. B, ERE.
W PR3, R AL
e W F WD B F| R, O,
O WM S50 5L 5 AW
KR R UHEE IR, AHR. HR&. O
LUK, WikoLUvh
& ISR
Rt AR EE R h ) 2 LS. (8 ) Y AliE, K~ 2 3
L5 MIEREE L5 | v e, Ky o — i
LZFu—)L FS. (7 ha— 2, IiiEH L
T2 L B v LD ERFOBME LR
EENIN A %
Rl b, TIN%, RIE| ISR PO, Wank, FakcR
B R, e (R, HESARPUR, OERERRE,
. MG, B, R
Wil g
JH ik ALT. LDH, Al-P,|AST® b5
y-GTP®D L5
FerE FEI)Fv b —F 2
11873 FIEREE %, i | BRI, A ek £
IR, S55E
Mk BUN, 7L 75 =
YO LS, BAR
* |7 DOt B, BUR. VRS, DR, BTSSR
B, 0%, IhCK E|fRIANE, A, @y
5. CRP LS. #h| % &0 % 1 S 5l FIR I b
AR A PR, G HPEUE. B,
() B i

W) TO&S BEAICIEME, RS L EALEE TS 2L,
12. RRBRERRICREITHE
b Fusuud 7Y FIIHRIREE O 40 ##H O PBI
AT 232055,

14. BRHEDZEE

14.1 EHZAEFEOZE
PTPEEEDHANIPTPY — 2 6D L TIRHT % &
SIgE+ 32, PTPY — FOMAKIZ XD, MG
AERRIEATIA U, FIZI1328 L% 36 2 U CHERRIA 255 0
HELAIEEANRT LI E0H 5.

15. ZOMOEE

15.1 ERRRERICE D 158

15.1.1 e FaszoaF 7Y FOGEEREIRFOKZHED
BETHB12.5mga VA VY FHLEY Y LFLFL
/e FaszauF7 Y FEAAOENERRRERIZ BT,
iR _E5-23 146001661 (11%) (12380 6T\ 5,
15.1.2 W CHElE X W =EFHMRIcB W, k Furvauo
F7 U F a5 X N7-8E T, IS K O o s
DY A7 HBEENT 52 ENREXNTNBEDY,

16. EYENRE
16.1 MepEE
16.1.1 RE#HS
AEVE M EREICIALE S Y FHIL 2y Y LFkF
L/ FaszaaF7 Y FE L T8mg/6.25mg4 15H i 15
Pe5- U7z i, i3 E Rt A v 7 oor 4 v, JEEN
KR#PM-T KO Furzaas7 o Pkl sy, ok
BETHEH Y TFHILAY YL FILTIEE ALK
v, BE5IHELKCISHED A Y FHIL g v KUk B
uruaaF 7Y FOMPEEOHRIZ TROEB) TH 5.
N.

N” N

N
NN )

oS e
HO.__O O HO__0O O
5@ 5@%
70 0
N>7 —cu, ﬁ
e I 2 A M-I

o—e 1N
O---0 #5150 H

| —— T T T
3456 8 10 12 24

o—e 1HH

i 10 O---0 #5150 H
i
vkFozooF7IF
204
TIITIT T T i
05 P RO b
R X Cnax Tnax AUCo-24n T
WEWR  BSH (TN gh/ml) G
B A 1HH 131.4+47.2 4.0+1.2 1186.9+425.8 5.6+0.9
15HH 142.9+63.5 3.8+0.7 1390.4%+631.0 6.9+1.5
MoTI 1HH 18.3+7.2 6.6+2.8 294.4+120.7 17.6+7.3
15HH 28.0£14.5 5.1+£2.1 478.4+245.0 15.7+4.2
+ + + +
LrorEnFT YR 1HH 62.3+16.4 1.8+0.7 338.6+96.1 6.0+3.1

I5HH 61.0£14.6 2.0£0.5 377.4%119.7 7.943.9

(P41t e 25, n=8)

16.1.2 MehAH > FHIL &2 2 RERIEE % B /=Population
Pharmacokinetics (PPK) f&#f

HYTFHILE Y VL FEFIEEE L - dERER NS T
168, AREM: 5 L RE S O 5 i A B 15 I i R 5 At
AN30f, BB A L S SR 180, JFREE A S &
MUESERRE 8, 322405 55 5 417-2, 8861 s D IfiLHh
VYL & VR AEAE A T, ME Rl (REE. TR
HEfEEE (AST. ALT). ERHEHEE WEsLv 7=,
BUN), [irh7 L7 I VRO BMEOFEE 7 v 74
BYDIN)T T VA SAERE. RN F TR e
V74 & OBEYEARET L KR, IFREERE (ASTE
>40AFALTHE>35) 1286132207 5V A045%K F4 5
ZEMNHEEX N TS, [9.351]
16.1.3 EMFHIEEMHER
(BT FT7EEELD [HTH))
ATFFTEASELD [H92] LT — FEAGHELDE, ~
T2 ==k ZhZThige HvyTHrLay v L
FtFIdmgh Pk FarvaaF7 ¥ F6.25mg) KA
VISR RIS L TR Al L. Boh
7-HEIBIRE S5 X — & (AUC. Cuax) (22N TI0%IETEX [A]
B THREHAN 217 - 72455, log (0.80) ~log (1.25) @
FANTH O, mAIDEWFORSVE SR X Y,

(1) M#EhH>TFHILE L RE

5 AUCo-36 Crax Thnax t1/2

R (ng-hr/mL) | (ng/mL) (hr) (hr)

77 F 7 EAHELD| 542.17 46.87 | 4.9 8.1
[&3 ] i +159.49 | +£16.52 | £1.0 | +1.9
A 606.74 54.83 | 4.3 7.6

T FRCGEELD | dmg | jgesy | 490042 | 41,0 | +1.5
(mean®S.D., n=68)



(ng/mL)

80
m 70} Tr —eo— HFFTEAHKELD [T H)]
3 PiT -0 TH— NEEASELD
g 60 | mean=*S.D., n=68
7
Z: 50
A L
7': 40
30 | fi
4 ) 1
~ 20t
-}
E 10}
0123456 s 10 12 24 36
BFE (hr)
(2) MiFhe FO/OOF7Y NBE
U b e AUCo-3 Cnax Tinax tiz2
PR (hmL) | mg/ml) | (o) | ()
7 7 F 7 EAFELD 6.95 283.93 50.89 2.0 8.8
[H§ 7] - £0mg +50.53 +12.71 | £0.9 | +£0.9
LA 281.70 54.84 1.9 9.0
T FBIASGLD [6.25ms | 45408 | +17.24 | +0.8 | +0.9
(mean+S.D., n=23)
(ng/mL)
m 80
%-E 70 t —e— HFFPEAELD [HT )
i o1 0w TH— NEEAEELD
K 60 r : mean=+S.D., n=23
O 50 ¢
7 1A
o 4| df
o 1
F 30t
7 T
A -
£ ol
=
E ol ...
0123456 s 10 12 24 36

BFE (hr)

(WFFTEEHEHD [HT 1)

AT FTEAESHD [H32] L h— FEA&§EHDE, &
T2 —N=JRIZ&DEhZThise (HVyTHLay v L
FEF LMKV Fu s 0aF 7Y F6.25me) (EHERA
YRS ORI S U A s 2 HE L, Boh
72BN S5 X — & (AUC. Cmax) 122N TI0%IEHEIX R
BRI TREHRMT 217 5 725558, log (0.80) ~log (1.25) @
HIANTDH O, WAIDEYFIRIZE R X 7=,

(1) Mm#EhH>THILE L EE

5 AUCo-36 Cnax Tinax tiz2
TR (ngthr/mL) | (ng/mL) | (hr) (hr)
77 F 7 BASHD| o 1009.10 86.83 | 5.0 7.9
X € | +339.71 | +28.79 | £1.7 | +1.7
A 1070.28 97.61 | 4.5 | 7.7
T FEAGHD | 8me | 36570y | 44947 | 4101 | +1.5
(mean®S.D., n=24)
(ng/mL)
160
| —e— HFFTEARHD [HT 1)
Puor -0 TH— KEEREEHD
th 120 Pl mean+8.D., n=24
#
Z: 100
T o0l
K 80
60
4
~ 40
2|
E 20|
0123456 8 10 12 24 36
8RS (hr)
(2 miFpe O OOF7> NEE
U b AUCo-3 Crnax Tmax t1/2
BOR h/mL) | (ng/mL) | () | (hr)
77 F 7 BAHHD| ¢ o 277.11 46.43 | 2.1| 8.9
ExE COME | 447 97 +11.46 | £1.1 | +£0.9
A 273.67 46.35 | 2.0 9.1
TH— FRGSHD [6.25mg | 14573 | 13006 | £0.8 | £0.7
(mean®S.D., n=24)

(ng/mL)
80

e

70 —e— HFFTEAHHD [HT ]
-0 IH— NE&HHD

60 mean=S.D., n=24
50

40 |

30 | &

@i\ NBOONO=o &

0123456 8 10 12

24 36

BRI (hr)

MAEHEEENG ONZAUC, Con2E D87 4 — 213, HERE D
BN, RIEOFREUOIE - BRSOk > TRE S
A[REYER B B
16.2 TR

fEFER A (126) 12hvFHLgy vyLFEFI/kFa
raaF7YFELT8mg/6.25mgh BB G L=,
BTHE & U T Cnad kWG 7 v 7L 2 v Tl
FHL, eFarzousF7Y FCIRIET LA, AUCIE
WHERE S v T L a2 T AL, e e uaF
7Y R TIHIT.6%DIE TN TH D, FHRMIZHEE 258D
TldsnwekEionhs,
16.3 2%

MCI AV FHLA V&L FOIME. 4%t MW7 LT 3
VIR U 2RO E S A RIE, L B1299%ETH
% (in vitro) .

v FforzouosF7Y FOv bIMEEANSS
24.0%CdH 3 (in vitro) .
16.4 R

HYTFHLEY VLFEFLEIHILARFVILIAT 5 —

Ik ERE S v FHoL g vicRE s, X512
—EB2CYP2C & 0 FETHPEAGHIIM- TG & 5 23,
AREMSIMEEREICA Y TFTHLE Yy YL FR e FILEHE
5. L7 & 2 OM- 1 OIiHE KRB PRI S~ 74
U2 Y O HRE K OTRPPEIERIZ RS, CYP2C9D

#1320.8~

WZNEENZ X2 50 v FH L4V OIhEEANDEIL A
TwkEZ16Nh5,

7. HUFHILE VIZCYPLAL, 1A2. 2A6. 2B6.
2C8. 2C9-Arg. 2C19. 2D6. 2E1. 3A4D{CHE % B
ELZW (n vitro) .
16.5 BEtt

ARk MEERFIOFNCIALE S V FH Lz y YL dE
Fl/efurzuauasF7 Y FE& L T8mg/6.25mg#% 15H X
B85 Uz, IRPIIERE A TCH D h v THLay &
[P A R = L 4 B NN U AW 17 B AV a0 O BN |
WEHERBPIM-T X O FuszauF7 Y Pkt e s,
524 E TORM A v FH L2 VM- KUk Fa s
T F 7Y FREERO BRI PRIERIE S v T a v
+M-I A% 51HH12.3%. 15HH15.8%, E Fuesoos
7Y FARZUAA 5 1HHT1.1%. 15HH80.4%Td 5.

17. BERRERIE

171 EHRORLMICEET 258
17.1.1 EREE D HERR

AfEVEESIMTEERE 2RI, IHIRA YT Lay &
LE¥EFL/eFusaouF7 Y Fe L T8mg/6.25mg.
4mg/6.25mg. 8mg/0mg X (%0mg/6.25mg% 8AM K5 L 7=
CHEFRIKRBEOARIIREDO LD TH 5,

b7 7 WA BRI L E S (L i IS DWW TR 8mg/6.25mg
FEZ8mg/OmglFIClERNE B AEZNBO N TS, bT T
AR 7 U FA U= 28 L B2 DWW TR, 8mg/6. 25mghE R O
4mg/6.25mglE & 3 128mg/OmglFIZ L NAERE AR ENRD 5
nTns,



5 b T 7 WAL b T 7 WA L AR I
% =2 b (mmHg) M2 H (mmHg)
8mg/6.25mg _ _
) 20.74+12.359 14.49+7.169
4mg/6.25mg _ B
Go146) 18.08+12.944 12.60+8.172
8mg/0Omg _ B
(e148) 14.80+12.352 12.22+8.085
Omeg/6.25mg -8.28-£9.903 -6.95-£8.101
(n=74)
(-l - R A fii 22)

BIVER F B3, 8mg/6.25mghET18.2% (27/148M) .
4mg/6.25mghET16.9% (25/148(4) . 8mg/OmghtT14.2%
(21/14815) . Omg/6.25mghtT20.3% (15/745) TaH D,
PEERBICHEE G R 57 (¢ BB,

17.1.2 BRSETHERR (RPERS5HR)
ARREVEEIMEREREIS2( 2 612, 1H1IE A ¥ 74
LE v vyirvFdFEFI/ebuaszuousF7y FELT
4mg/6.25mg X 1x8mg/6.25mg % 520H 1% 5- U 7z [ R ik Bk
WRIEIKREDLEEDTH S,

b T 7 WAL BRI
M2 b s (mmHg)

& 7 WAL E
IMEZAL R (mmHg)

-18.20%13.200 -11.8248.847

(CT-42hit = edhi =)
RITEFHSEBIZ325.0% (38/15265) TH D, ZDFTEAED
(UM RFRIE NG . 6% (1061) . E/RMRILAES. 3% (561) . 4
JR2.6% (4Bl) Ta -7z, BFRHZEEZEE, #5010 %58
LTRERBEDNZAL N L 572,

18. ZFEhEEIE

18.1 fEAHF

(hoTFHILEary JLxEFIb)

1811 Vv FH a2y YLFEvFILOBEEFEH-IZ, AN
TURIPGEFRIZ 3o\ TESR 2K 3 # & s R » ~
THLA D, FIMEFEHOT O Ty U1
2471 (AT ZEEICEVWTCT YO Ty v I &
PiL. 2otk & NERIE- 2 8Hl4 5 Z &2k > TE
T 5ARMIMEEPOMTIZE 5, X512, AT EREST
L72GIECOT7IL K 2T v Vb4 2 JIEIE- & BT
fERIC—#BE L TWw3EEZ5N39 (in vitro. in
vivo (59 1)),

(e FOZOOF 7Y R)

18.1.2 t Fusuu 7Y FORRE/ERER IS » Tld
w0, BEYNCIE. 77 Y FIEZPENa-ClL R4 I 1
AU Rl bR & b X 2, D E AR T 85, L
2 U, BRSO T2 & % B Hibi
T5EDD, HRMEEIITITIERICRD ., O E S %
SaioMIicR 5, Ca®lck 0wl b e 2K F v 1+ L %2
= MAF U A 2 0 o X 2, Ca?" it A DI & 145
WAEIZE L EEZ 5B,

18.2 hoFHILEY L xEFERROZOO0F 7R
EDBRICK BEEER
BIMEERBIET v MZBWT, A YFHLEY YL F
tFLteFurzaoaF7Y FEDOHHIZED, # v FH
iy U FEFILORTERHOBMBm»RED 5T\,
2, AUTHLEY VL FEFLICKAB Fas o
F7 Y FOFPRIEFANO BT S Tk,

183 L= -ToIFFT LI RICRIFTHE
L R 74 RREVE S I AES 6/, B R & 1 S
EIERERE18H) 2R, #ryFHLay YLt
FUIHIME1~12mgD KB 5 B OAGH, MAEL = V3%
P, g7 oA Ty Y TIRERCMEE T VO TV v
VIRED FRBARSNTHBEW

19. A2 (CBET (LRI R

(BFHLEY Y LEEFIV)

R AT E Y VL F T

(Candesartan Cilexetil)

! (1R£S)-1-(Cyclohexyloxycarbonyloxy)ethyl
2-ethoxy-1-{[2’-(1//-tetrazol-5-yl)biphenyl-4-yl]
methyl}-1//-benzimidazole-7-carboxylate

512+ CasHauNsOs

sy 1 ¢ 610.66

PEIR - AEORREIESEOMETH 5,

Bl (100) 1209, A4 —JUZRRETIC
<L 24— (99.5) ITHIHIZKKL KICIZEALTE

(==

0,
A& ) —)LIEIR (1—100) 1ZFEEIEZE R & .,
WL AR END,

b2

ROEHGE A

(ekOzOoOF7o R)

R e FesaaF 7Y K (Hydrochlorothiazide)

b4 : 6-Chloro-3,4-dihydro-2/-1,2,4-benzothiadiazine-

7-sulfonamide 1,1-dioxide

7512+ CrHsCIN304S:

sy 297.74

PEIR © OGS,
# s,
TE R AT T, TP DY IITRREITIC
<<, AXiFxz g 7 — (95) i TETIZ L.,
VIFNT—FIUZIFEEAEET N,
At ) LRSI B,
il K9267C (43 fR)

EREEMEORBAR T, IZhnida <. ki

b
0 A Ny
HaN ﬁ NH
N
¢l N
%22, ‘@I

(BTF7EAEELD [HTHD
1008 [108E(PTP)X10]
500%¢ [108£(PTP)X50]

(DT FTEEEHEHD [HTH))
1008 [1082(PTP)X10]
5008 [108£(PTP)X50]
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26. WERTEES

26.1 BLERRFET
HIDRFEMA=H
RR#AEXZH-THEEIS

26.2 BHT _
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