2023410 H 25T (B 10

gﬁgq’é ;"ﬁ;ﬂﬁ‘ﬁ BHEEERH SEHMER - 7 VIV —M4REEER I ;ggz;o
LikteFV I VIGEIETE i R
A\ Y A\}
1)<y*~ igwis ARES | HEHB
lJl \t ; J J J g mﬁs mg [KMP] 30200AMXO0L07000| 202046 J1
LEVOCETIRIZINE HYDROCHLORIDE Tablets [KMP]
WL TS

(ERE - BSOS L VT2 L)

2. 2 (ROEBEICFHESLEVT L)

2.1 RO S LIZERT Y UEHEE (7)Y 2y, RO
IV ERED) IR LABIEOBAEO D 5 BE

2.2 EEDOEREE (YL T7F=r )T F YA 10mL/min &
i) odHHHEET.1. 9.2.1, 16.6.1 ZE]

3. #ERK - MK

3.1 88k
K7t %4 LAY T ) Y RS Smg [KMP)
BRI . o v
[1 gEr] LRt F ) P U HERE Smg

AT oNT | BRI A R RS — X R
I IbF% >, 2779 VB Mg, V27, LB, © Fo¥
Y7u¥ltb)a—A, bSO A0—A

3.2 SFIDMHIR

WK 7E %4 LR F ) Y R SE Smg [KMP)
A o> H
e Ceff G ==
bilbiA HIAD T A NLT—F 4 VT8
[EZIN =R
Ff% (mm) x

$97% (mm) 8146

J£¥ (mm) 33

fia (mg) #5103

g —F L KtF1) Y 5 KMP

4. FHEEX TR
[REAl

O7UILF—48R8
OZME. TF - HERXR. FE. HEZTSFEE
VA
O7UILF—48R%
OEME. BERE (BF - KER. KET5EE) IC#5%
SF
6. FiENUHAZE
[REAl
WHE RAIE L REF) D UEREE L C 1 bmg & 1 H 1
], BRIERTREII ST 50 B, Elv. ERIC XY 8 E
T4, EHGEIE 1 H 10mg £ ¥ 5%,
VR
HHE L TR 15 R O/NEICIZ LR F ) U U ERE L L
Tl 2.5mg % 1H 20, HEZKOHRIZIISEORG T 5,

7. BENUHBEICEEYT 2:FE

7.1 BEEESF T, MHRREFREYOLEREARD S, Mg
EPERT 720, 2LT7For 2707 AR LT, T
DEBYHBGEORHFLETH D, [2.2, 9.2.1, 9.2.2,
16.6.1 &&]

BNEFH OEREISHIST 2 HELCHEO %

sLV7F=r21) 75 A (mL/min)
=30 50~79 30~49 10~29
2.5mg % A
e Smg%x1H | 25mg#% 1 | 2.5mg% 2 A |
fade B Hiz 1l HIZ1E | 3~4HIZ1
E1))

BREL AT L/NNEEETE, EERBOBHES VT I ALKE
EEBLT, BERICHAEZREST L2 L,

7.2 EiEnECld, AR (213 2.5mg) 255 2G5 %
CHEIHGT 52 L, [9.8 ]

8. EELEAXNER

Ghgeki@)

8.1 IRA % T I LhD2HDT, KEKGHOEBHEIIZABHED
SRR % 1 O B ORI IZ R S v & ) FoEE T
HT E,

8.2 REDRRD LN WIGAIIE, BREERICOAY RS LE
WEHITERET LI L,

(FLILE—HER)

8.3 FEIEOBE G TLHAIL. WEFTHZEZ T, TOK
B2 oG-I L. FRFEHHTREITRITAZZEPET L
WV

9. BFEDEREZEFIHEEICHATHIEER

9.1 BHIE - IEEEZEDH D EE

9.1.1 TAOAZFDOEEEHREIZICNSDEEFREDSHDEE
RS2 BB 5 BEND D B, [11.1.2 ]

9.2 BiEEEERE

9.2.1 EEDBREE (JL7F=ZYHUFPSYZ 10mL/min &
W) DHDEE
BHELARWZ L, BWIFRENRRT2BE00H 5.
[2.2. 7.1, 16.6.1 Z/&]

9.2.2 BIEEDHIEE (BEEDBEZSDHDEEZRL)
OISR T 2 BENH 5. (7.1, 16.6.1 ]

9.3 FFieEEERE

9.3.1 FEEEDH 2 EH
IR E SRS 2 BENHH 5. [16.6.2 SHE]

9.5 1¥%
TR TR L TV B R0 H A etkizid, R EOE R
MEEEE LRl s EHE SN SEAEICOREG L L, B
EEr (T v M) CTllExEBT 52 EPMESN TV,

9.6 1Z7LIR
EE OB ORISR EOF R E B L. 2L O#kE L
Bk EETT A L, v F U Y UBIERIEICB VT, b ML
AT 5 2 ERRESN TV S,
)9 THhrEF VO RIF T A= ELT
VYU Thb,

9.7 INB
T A O/NEEEZ R G e LRI FER L T,
9.8 SiE

BEEICHEG L. BEDVRO LN EI3EEIIRET 55 8
B RIEZATH ko BREEPETLTVWEZENEL, &
WP EEDREE S 2 BT D 5o [7.2, 16.6.3 2]



10. #8E{EA
10.2 HAER

(HAICERIIZ L)

R 45 AR - F5E [N
FATA4) Y b ) U U HEERYE & AE IS AT R Vv,
OHHICE)  TF T 1
U v O3EY BRI AL
EZwhs, v+ Y
VB ERRED 2 ) T 5

VA 16% AT 5o
) hFEL L F )T UE G S |) P FEVICE D T
OPFHIZE D T )| )Y EEERE O EHE
D) SRR OWETE R S S 2 R
DN (40%) KO MHBEZSND,
FELNOBEREDODT
AL (-11%) 25k
HENTWD,
AR A 1) FRORR AR SRS RS % | A AR R RE S AR S
T a— )l 2B ReEN D Do TS ID W EEEND B
E v h A4 = PR 2T ) 0 o ® HEERE & | BRI S 2 Tld v,
JRFI OB XY JHEHI oI
FEEEDS EAH L EL Y
A1 A = FEEERIE KA
ORIWEHR R L 72 &
DEEND 5,

W) IEIRTHLEFYI O RIS v F Y=LK EF
VYU Thhb

1. 8HERA
WROBWER N S Sbb Z LD bHDT, BIEE L5127V,
B DSERD S N AT F Tk B 7 &) 2 WL & AT
5Tk,

1.1 EXFEIER

M1 Yavd, PFI745F 29— (I HHEARH)
Yavs, TF 74 7% — (BEEEE, mERT. SRS,
BHRE) DHOEbLNDLI DD b,

1.1.2 =& (HHERH)

[9.1.1 ]

11.1.3 FHEEERRE (0.6%). =B (HEAD])

AST. ALT. y-GTP. LDH. Al-P ®_-AEDFHEHERE (%)
FRREIR B, ARORIR, F68L. IRAEE) . HEDH 5D
NBHZEDHD,

11.1.4 MUVRIEIS (HEEEARHT)

11.2 ZOfthDEIER
0.1~5%4:i

R4, fEak

0. 1%
VR, BHEIK. 5
LALEK, LU
B, O TV, T
b3

BHEEANHH
AR, R, #15
DL W, R
PEL IR, 5.
)79 L AR R
ELOHERE. L
H. H&EE. &
F NN N i
EAEE)E | Ek
T E
BRI ARk
ik

R IE L

HALZR g, ek, ik

AN

FAHE, T,
LA, 1.
W,
i U % M
B FUBHEARE,
WL, DRECSH
v

BiF. MUEEA
AR (27 o
v 7, WS
i R FTEE
B, L
)

(i

0.1~5%iif

0. 1%

BRI

ikicd

I ERERIE 21

(SRR R AN G
JNEREEZT | i
TRIML | FmERK
D, HIREEE
NG 7 I RN i1
NI A

WU

ES N RN
&, »EN, 29
FERG A TR IR

LALBE, #5

il

T, HH

AL IRER]A]
sl

JFF e

ALT b5, AST

Al-P b5t

EH. B LY
v ER

R, - AR AR JREH® . BUN
EE REEE
avy) S —=rr
DEFEE IR,
mljfkm

s, Hkem,
Masw. 13TH. &
LS

PRR NS, FREA,

)

KoL BIEiR . FROZ
DiEh ., BRER
W s, B
EENLA SN i
. WA R
K]

E) vF) YU TOARFED S NLTWAEITER,
BIVEIZSBMEEE I2 oW Cld e 7)) ¥ U IR O S8 BRI 12 35D
ZFiEk L 72

12. [RAFRBERRICRIEFTRE
T UV YNBSS EIEIT 5 720, 7 LIV v N BUGHAS
ZERTH 3~5 HAT L W AF oG 2 i3+ LT L
Vg

13. BERS
13.1 fER
HIRMEE A 5 b D T WD D FH/NETIRH, EbHA
EDOLENBHLDONDLZ LN D D,
13.2 WiE
ARFIORFFI 2 AN 2 <L F 7 ARANGENT TR Sz

14. BALDEE

14.1 FEHIZMAIFOER

PTP EOHEANLPTP ¥ — M2 0W ) ML TR 2 L9 48
WYLk, PTP ¥ — ORI LD | B S AR A
AHIA L, HIZIZEIL 2R L CHEFER 25 0 B 2 A 0HE %
BEST 528D H D,

16. ZE4yEhe
16.1 MEE
16.1.1 BEEOi%s

TERERR AT 20 B L AR 5 ) ¥ > HE R Smg % 22 JE I LR T
G U7y, Mg LR T 2 2R 54 1 RIS (o i A v i
J 232.6ng/mL (ZHE L7z, IMAE i EE oM J i34 7.3 i ©
Hotzo F7o. 10mg & HEFEOPES Lok, #5-E8E 1209 Cmax
DR R AUC OIS0 bz, £ F ) ¥ IERRE 10mg % 22
R ARSI L 72, 3 LR ) ¥ v il i 38k 5.6 1 L2
B M T 228 3ng/mL 123 L, {HJmiizm 7.3 Th -
7:1)2)0

LAREF) YU ERRIEIE ) YV ERIE O LR TR O Mg LR
tF) Y VBEESESN, MFETRLREF ) YD Cmax KO AUCo-48
WERIZETH o 720




LAREF )Y Y OEYEHE T X —F

prEsn | e tmax Cmax t12 A(gc?iw
- (hr) (ng/mL) (hr) o /%n 9

- 1.00 232.60 7.33 1814.06

LEEF € 1(0.25-4.00)| +64.49 | *=0.98 | +392.49
v Lom 0.75 480.00 7.57 3546.51
g 10.50-2.00) £104.01 | *0.89 | *712.14

1.00 228.30 7.32 1875.37
CFUT e 10mg 6 559 00) 4067 | =078 | +377.94

20 B, SPIOME = BEHEAGAE, tmax ¢ Rl (RERH)

16.1.2 RiEH%RS
BERER N 20 BIIC VAR ¥ U 3ERRYE Sme % 1 1 16l 8 [ [ Zefi i
FAGRRI G L7z, M LR 1) 3 o SRR i (33 5B G T4 2
HE CICEHEIREICENE L, AUCo24 12DV CH M L 7= B REUE 1.08
Th-o723 GHEAT—%5),

16.1.3 EMFHIRIE MR
LAY T ) Y U ERESE Smg [KMP & 4 % )V$E bmg & HER AR
Flzzn2En 18t (LEREFY U o HEERIE S LT 5me) Z2lEIEHIaRE
Bh (70 R F—N—§) L, MR LREeF) YV BEREE L7,
BoN7- B ENRE/ ST A —% (AUC, Cmax) (22T 90%1ZHHIX i
V2 CRRFHIRHNT 2 47 o 72455, log (0.80) ~log (1.25) DHPANTH Y |
TR D 2 W 2 0 [F) S P SR RE S 729

FHH) 1 e R QY BEE X T A%

Cmax Tmax Tz AUCo-48hr
(ng/mL) (hr) (hr) (ng - hr/mL)
LREeF) VUi
W ST Smg 227+48 1.0+0.5 8.4+1.3 1830+ 270
[KMP]
WA YIVEE Smg 240+ 38 0.7+0.2 8.5x1.5 1759 =339
(Mean*S.D.)
300 - e LR RV 5 me KMP)
ik =0 A PV GiEBmg
3% 250 || Mean =S.D. (n=19)
I/ (714
R 200 3
+ §
7 1500
2 100
g e
(ng/mL) sop T
T I L Te—
0 )7T1_R2 34 6 8 12 24 48
i BB (hr)

MAEFFEEE 7 & ONC AUC, Cmax S5 00/85 2 — & 1%, HECE OFR, 1k
ORI L - BEEISF ORI SMFIC L > TRE D WML D 5,

16.2 MRUY

16.2.1 BEDE
BEHERA 20 B L AR F 1) ¥ U HEERE Smg % A% (BRI &) i3z
BERR(C HLIRR I3 - U 7o, BRI G- & e, RS- oliEm LR
YT Y IEEE O tmax (389 1.3 BEEE L. Cmax 258 35%(K T L
72h% AUC ICBEE R EIZA SN h o729 WHEAF—%),

16.3 £

16.3.1 MR
TAEHE N T 20 BILC L AR 1) O o HEEREE Smg % 22 B B Al 9%
B L7, LREF) Y ORI OGAERE 25.14L T - 7225,

16.3.2 MIRFAFBEE
In vitro TO [MC] -LKRYLF1) T (0.2~5ug/mL)D k. b IMHEE K
BEIIH 2% TH - 729,

16.4 {8

16.4.1 {(XEEER
LEREF) Dy oREHRKIE 7 = = VIEO K L. NS OB 7V
ML NIZE ) Y HEROERTH Do InvitrolZBWT, LAREF
)Y 3T CYP3A4 TR 7 IV F VARIZ, BE D CYP 40 (RH
E) T7 = VIEOKBALRIACH S 278,

16.4.2 (NHIEERIEE - 358
In vitrolZBWT, LARYFY) T VIZHKRHED Cmax fFEDEET
CYP1A2, 2C9. 2C19. 2D6. 2E1 K UF 3A4 % [HEE§, UGTIA I 0°
12 CYP1A2, 2C9 K U 3A4 #3# L Zah o 729,

16.5 HEitt

16.5.1 fEER A B 20 B2 LR v 71 ¥ 3R Smg ) OF 10mg % 22
JERE R PR ORS LR R_2ToE5 7 ) 77 v Ak, EhEh
2.435%0.567L/hr KO8 2.482+0.582L/hr T - 7225,

16.5.2 fEHERLA 20 B2 L ARt F ) ¥ 2 HiERIE Smg % 22 8 I HE Al 19
5L -BEo#5% QB To L ERLF ) ¥ v IRRRE O B R P
IR 73%Tdh o729 MHEATFT—%),

16.5.3 AR A B 4 FlIC [MC] -LREF) ¥V HEERIEETE Smg % 22
JE I L R TP - L 72 B o 4% 575 168 R & T o JR Je OV 3 vh o i B
LER I Z 2 85.4% . 18 12.9% T - 7210,

16.6 HEDERZEIDEE

16.6.1 BHEAHETE
JLTFZr )T T Y AN 45~90mL/min (BEFE) . 10~45mL/min
(WPEERE) OB BRI T &, M OMLTEN % L3 & § 2 OB
THIZVRLTF) U T Smg & HIARR L% G- L7z, BRI #
B HAR BB T T, LR ) ¥ VRO AUCh138 1.8
~5. 7ML, te 138 1.4~4.0 IR L2 (BHEAT— %),
[2.2, 7.1, 9.2.1, 9.2.2 2]

BRI TS BT 2 LAY T ) ¥ VIRRIEOHEYFRE/ ST X — %

WL b 1EH BERT PEERT EERT
e (6 1) (6 1) (6 1) (5 1)
CLcr
: 98.7 62.4 26.4
(mL/min/ 0
1 73m) £7.2 9.8 +10.3
Cmax 220.5 295.2 320.0 358.0
(ng/mL) +68.78 +60.76 +£67.06 +£90.64
AUCo-o 2212.5 3884.4 8290.9 12579
(ng - hr/mL) | =282.60 +£769.85 +£3653.54 +3518.4
. 10.4 14.9 25.2 41.0
120 +£2.76 £3.12 +9.73 +£15.54
CLr
. 25.6 14.3 4.2
(mL/min/ -
1 73md) +4.64 +5.13 +2.33
2.29 1.33 0.68 0.43
CLAL/D) g oy +0.95 +0.22 +0.15
SEI + fR e

Cler: 2 V7 F=20T7 7R
CLr &7V T IV A
CL/A:&H 7 )T TV A

16.6.2 FFEZEDH 2 EE
FFHEREIC T Z 12 BT 5 LR F U ¥ VIERRIE O BIREO MG 1317
NTW7Ze vy,
7o B FUESVERRTHEFIEZ B2 v ) ¥ VR 10me & HUAE 9%
G L72%E . ISREIE &8 1 i i g 0 i O i . Cmax
D L5 AUC OHERA D 572120 (SLEINF— %), [9.3.1 ZH]

HBEEDD 5 EGIBT LT ) Y IHBIEORYBIEE S5 2 — 5

v Es i tmax Cmax t1/2 AUC
s (hr) (ng/mL) (hr) (mg *+ hr/L)
TR RN 1.0 384 7.4 3.3
(14 1) 0.5 +103 1.6 0.9
JRFEERR
1.0 498 13.8 6.4
TREBE | vg4 118 1.8 1.6
(6 1) ‘ : :
S + R
16.6.3 &

EEE (65~745%) 9B L KRBT ) ¥ U HERRE 30mg® % 1 H 1/E 6

O RAERORE Lo LREF ) VU EBREO &8 2 ) 75 2 A

. EEERLA (21~60 i) & MRz LT 25% MK - 7219 (FHE A 7 —

%), [9.8 &E]

) AFOAEMEE, @F. RAZELREF) U UEEBEE LTL
5mg % 1 H 1 [, BLIEaiicfE O 5. &mdkGmid 1 H 10mg ©

Hbo

EEEICBUT L LERLT ) Y IR OEYBIEE ST 2 — %

: tmax Cmax t1/2 AUCo-o
e (hr) (ng/mL) (hr) (ng - hr/mL)

TERERR 0.58 1635 6.92 13855

(27 #1) (0.58-2.08) +268 *£1.10 +2340
5 iy 1.08 1596 8.92 20382
(9 1) (0.58-2.08) +287 +1.71 +6025

Il AR tmax L (FEPH)




17. BRIRREE

17.1 BHHERURLMEICET B55R

17.1.1 €F VU I VIERIEDERRAER

(FLiLF—Han)

(1) ENREE TEEER (CEEREEBEIR. BmA)
WEET7 VIV F - B REFEZIRE LT, £F ) D VIEEEE 10mg
1 H 12 ARG L7, S it i o s R ML E oS4
13 53.8% (21/39 #1) TH 7210,
EIVEFIZEBIMEIRE 13 13.0% (6/46 1) T b EZBEIVEHIZIRE 4.3% (2/46
Bl) THotzo

(2) ENENERER (CESRHEEEER. MA)
WEET7 VIV F - B REFEZFIRE LT, £F ) D VIEEES 10mg
Z 1 H 14 8RS L7l S it i o s s ML E oS4
13 47.9% (45/94 1) TH - 7217,
EIE SEHUBE 13 5.5% (6/11061) TH Y. EREIEHIZIRS 3.6%
(4/110 1) Td -7z

(3) EMEMAERER (CESHRHEEEIER. IR
WEET LIV F R REEEZHRE LT, 2 F) YV VEBRIE NI A ¥
0y 7 (2 7R 118 0.2g (BF Y Y U HEREE S LT 2.5mg)
Z1H2M0, 7@ 15 AN 10.4g (LF) Y UHEREE LT
Smg) # 1 H2M] AT T TRz 2l Lz, HBERIERA
a7 (L LeaZME it Sl RNE D HEK) oZftem (FITd5R
12260) % TRIR L2 ZOREPEL, 7RI TLEF) V>
VRFRYE O BB ATHGE S 7218,

SHBPEHIN S 51 B AR A FIER A T 7V 02 bk

N—A 7 N
o LR
et | AP
% nJFﬁm»H ﬁﬂ
B BI% S
| e | spain | EED
(i | () | e | Ll
707 6.66 4.79 1.87 1.8
ERIR (1.26) (1.96) (1.79) (0.18)
. 6.84 5.51 1.33 1.25
7ER W gy | @ow | 479 | 0.18)
7)) VU SHETERETS | 95% [ HE I [T pfl
et
o 0.60 [0.15~1.05] p=0.0087

ED BESEERA 2710 22 5 BRITH AL S At
W12) ZAbE = IN—=2 7 A VEHEPI (S-SR H o 3 H )

— A6 |
3) N—=A T A CRHIEAM A 27 N OE RS 2 AR & L7230
iz &

EIVEFSEBUHIE 12 9.8% (12/122 1) TH Y. ERBIEHIE ALT Bhn
5.7% (7/122 1) . AST ¥in1.6% (2/122 1) Th -7z,

(4) ENEMAERER (—AZERAREIER. /R
WAEET VUV F—HREEZEMRE LT TV VERIE NI A ¥
Ty 7 2@ R 7R 1I0.2g (BF ) ¥ oK X LT 2.5mg)
1 H 20, 7HUE 1SR 11 0.4g (50 Y UEEREE LT
5mg) & 1 H2M] % 12 8H%S L7z, ERERAITONR=AF
A VEHIIIR 22 & 02 bm OER CEEME = s R, AT % 36 B1)
. G408 2.81£2.62, #2581 3.66+2.75, - 12 B ¢
3.40£3.01 TH Y. FFEIFFEGHE TR E TR T A2 &2 BELT
W71
BRI S B2 2.8% (1/36 B1) T 0. 2 M I E mEkEEin
1BICH o720

(ERE)

(5) EMNRHAE I4E55R (CEEREEEIR. A)
L) Y UMERIESE 10mg 7 1 0 1 MES- Lok, %5 3 0. %51
BB OFS 2 BBRICB 2 SUEEE o EEYED Lofla i, &
NN, 47.9% (34/7161). 64.9% (48/74 %) U 71.6% (48/67 f5l)
THo7:0,
BRI S B 13 10.8%(9/83 B1) TH 1) L E 2 BIVE IR 4.8%(4/83
Bl) THo7zo

(6) EMEMAEHER (CESRHEESIER. MA)
T Vo HERESE 10me & 1 H 1 EHES L7-, %53 Hik, %51
AR KOS 28128 5 ERCEE O T EEYED EoE AL, #
nZEh, 56.4% (53/94 6). 71.3% (77/108 B) M U¥82.2% (88/107
Bl) THo72,
BRI SS B 1L 15.9% (21/13261) T h . T2 EIFEHIZIRE 10.6%
(14/132 1) TH o720

(7) ENEMAERER (—AXERARER. RA)
L) Y U IEEEESE 10mg 2 1 H 1 %S L2, 553 HEg, %51
BER O 2 BB 5 SRUCEE O RS EUGED LoE &1L, 2

_4_

e, 46.7% (14/30 1), 53.2% (33/6261) K1 72.9% (43/59 1)
Th o722,

BIWEIFS BT 12 4.4% (3/68 B1) TH V) . E 42 BIEFILIRA 2.9% (2/68
Bl) THo7z0

GEE - RERX. . REBTOFEE)

(8) EMEMAERER (—ARERAREIER. RRA)
L) Y UM S 10mg = 1 H 1A 2 IS L 7ok, it efids
FEoEELEEL oSG IE, 5 - B8 K#ET65.9% (81/123 ).
FEIBIET 57.7% (30/52 1) . FZJE & 9 FERET 74.5% (41/55 B) T -
7‘:23)0
BV S BUEE 1241K T 5.5% (13/236 1) TH Y. EREIEHIZIRS
3.4% (8/236 ) TH -7z,

(EME. FIEKEE (28 - RERN. REZ5FEE) [CHESIZESE

(9) ENENEEER (CESRHESIER, R
7 MR ARG E LA EERILEREICB T, S Y
WERE R4 vay 7 Bl 78R 100.2g (F1) ¥ ik
Wil L<T256mg) #1H2M, 7@ ML 15 @AM 1M 0.4g (£F1
VUL LTomg) # 1 H2M] DI bF Ty 7 VEEE
FoA4vmy 7 3P L7k :1Mm06g (FbF7xrbLT
0.6mg) # 1 H2M, 7@UE15@AEN 1M lg (X M F7z22ELT
Img) % 1 H20E] % 288G L. 29 HEOEEREOE b (T
R34 B & TFRIR LIz, TORHENS, 7 b F7 20 7V
Wt AT ) YV EERE O IS HEARRGE S 72,

SBBEINIC B 5 2 5 0T DL LR

=27 [
g | EEE AL
R
B | maee S
T | T | P | gl
(i) | arei | oremn | Lol
tFy Ty 134 2.41 1.96 0.45 0.43
IRMRIE (0.52) (0.64) (0.67) (0.05)
(N 2.40 1.88 0.52 0.51
7 VR (0.52) (0.63) (0.62) (0.05)
7V R S 95% (E I 10
vs T ST TN
Hi -0.08 [-0.22~0.06]

1 4) ZALEDE T e A R B
F5) = [N— 274 LRI (RS 5-5E H o[ 3 Hi)
— AR REAY
H6) N—AT A VEHMEHIM O Z 9 FEOEERE R OMERE 2 AR L L
CHAHATIC XD B

BIVER S E 2.7% (4/148 B1) T V. EFANWERIIMEIR 1.4%
(2/148 ) TH -7z

(10) ENEMEER (—ARERARER. VR

HFRE ., 5 - HIE L. . BB EEENRE LAFHBRIIBY
ToEF ) VHEBE NI A v 0y 7 2L 7 1 0.2g (&
F) Y ULEME L LT 2.5mg) # 1 H 20, 7R 15 ARG 11
0.4g (FV T UIEREL L Comg) = 1 H 2] % 12 ARG L7,
Z OO GRMEG H 2 5 0Z bR CFSH = iR
) 1k, 5 48K 0 0.8320.79, %5 8 HEF 1 0.97+0.90, %512
JHEE D 1.03£0.90 TH Y . ZhRIIFGHTHE TRITT LI LR %
ELTWD),

EIVERZEBAEEE X 1.4% (1/7360) TH Y., EIR1FITH -7,
17.1.2 LiREF VU IV IERIEDIRRER
(FULILF—EER)

(1) BHENERR CESRILESER. BA)
EHIETVVF-EREEZERIR L LT LREF) Y VIREIESE
Smg B & LT ) U ERRESE 10me BEORER RIS 2 at Lz, &
BEFEMEA TH 2 4 ER (K Lo R38R it oz ) ELUIROZ
V) OEFIA T OPEFEAFHHEDOEIZ-0.12 THY . LELTY
U VR SE Smg BE L ) U SRR SE 10mg B ER A IR T
HHIEDIRENT, Fo, WHNET T L REEICHE L TEEIC 458K
DEFIA T T R L7122,

AHEIRDEFT A T 712 X A A% 59T (Per Protocol ST 42 H])

FFEGE 2
e | e | WA | PO
wm | msw | Eem | peb | Tp | N
(909%CI)
LAREFY
1Y 5mg 281 7.91
51 FRPRTI - -
) o8 7.81
Omg




\ VARETUL g 4.03 4.00
LB | ¥~ omg -0.12
' 0.410.17
A B 3.87 389 |
10mg

AIER D AR A 3 7 OIEEFE A FEOED 90%CL 23t F 1) ¥~ 10mg
D AERDEFA T 7 OFIME A S F L7z 20%O#iF(-0.78,0. 792 &
ER A

7)) £F) VY 10mg OFEFAFEENLH L AELF ) P Y bmg O
A I il % R 72
FEAREWEMIZ. VREF ) D o EEESE Smg B (AT SR 319 1) T
B 26 £, SF0iE 9 1. LINEZER 8 - CTh Y . kT ) ¥ Y IEFEESE 10mg
T (AT S 318 1) CHEHR 20 4. BEFE 11 {4, ITNEE: 6 fRCTd o 72,
(2) B EMBAER (CEERLESER. MA)
FHIET LVF-RgBEHEEGRE LT, LREFY Y RS
Smg % 1 H 11 2 8BS LzE, LARYF) U U HEERIESE Sme B 1L
T RBEC L REFMIEE & L7z 448K (K Lo AEME, Bl &
DZFIFERIRDZ HFE) OFFIAIT 2 FEICLE L2,
4HEROEFE A 2 7 Dl

St ]
frasncs SEBIHL e G- AL A p fEiEs)
HME
T 117 8.50 6.09
e 0.003
PARETVZ g 8.40 5.20
v 5mg

1 8) AHHT GVAR RGHRE RS, FEE)

FEREWEHIE, LREF Y P IERRESE Smg BE (AT % 119 ) T
B 6 1. B 5 CTh o 720
(3) BHEMERER (CEERHBER. RA)

BT LV F—EREBE R E LT, LRYF ) D U IREIESE
S5mg % 1 H 1 [l 6 @IS Lz LAY F ) P VIERESE Smg Tl
7T U EEREMIEE & L 4R (K Lo ASSE. SBit. &
DEHHERVMRDE ) ) OEFIA T B HRICYE L7222,

4IERDERI A 2 7 0PIl

P )
frasncs JERI % Erasn:i) AL A p fEEY
ME
S EEIET 142 744 510
e <0.001
LREFUZ g 7.69 3.03
~ bmg

1E9) o BorHT (VR - 5 aE, BGRTE, MR
FEREWEIE, LARET ) ¥ HERESE Smg B (AT % 150 #1) T
TEHE 8 111, G 6 . NI 6 1 Td o 720

(EME)

(4) BHEMEEER (CEERLEHR. BA)
BN EE R E LT, LRET ) ¥ U IREIESE Sme &
1H1E, 48RS L2k, LRETF ) D IS dmeg BHIE 77 &
AU L EEFHMIHE & L7222 ) FEREEA T T 2 FBICUEL

f:SO),Sl)O

23 AR 37 DT

L ]
Erasncs SEBI KL Eiasn: ] AL A p {10
B
TR 82 206 1.56
<0.001
LAEF )Y 80 2.07 0.94
~ bmg
W 10) AT (bR RS RGaE. fiR)

IS BT X, LAY T ) ¥V IRRRIESE Sme BET 18.5% (15/81
Bl) THh. EeBWERIZIES 9.9% (8/81 ). FHiF 6.2% (5/81 1)
THho72,

17.3 Z0fth

17.3.1 ERICKHTDHE (MR
N 4 S O/NBERIRRERO PRSI 05 R, &) ¥ VEFREO RSO
FEBHIL1.0% (5/480 ) Ak » 7219202532 0 SNERAENET LV F
—MRRIIHT AT TR e E L D EERILERBRORSR, T
)Y VR OIRKOFEBIERIL 1.0% A0 (1/1226]) THY . 771K
(0/117 Bl) L FRRETH > 7219,

18. ERhFIE

18.1 {EFERF
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HY . TN Ty EEBRIC, FEREER e 28 3 2 H B T
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18.2 ERY =V HI SEIMNENIER
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(B b, Ty b, BVEY M), fEHERE (ELVEY PRE) OvRAS 3
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7239 (e b,

19. B3RS (CRET DIE(EFMAER
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