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3.1 #8rY UILFTEL XD EOWEN B | AH ORI QRN
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@ AT AT, 27T VERT S E L A ROBERNH 5N BZ D BDT, BEE I
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e ts Y7 /7 $£20mg BAE{FO L,
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BROEE$ 5,

8. EELEANER
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8.1 ZIRAAD 6N WEAIZIE, BREEMICOZDERE L
BWEIITHEET LT &,

(FUILF—HER)

8.2 KAl ZHMOBH IS T2H551. WREHLEZL
T, ZOHERI» &G 2B L. IFREEHK TR Tl 2
ZENLEFE LW,

9. REDEEZEITIEEICEITDER

9.2 BikEEEERE

9.2.1 ZEE (30=GFR<50mML/mMin/1.73m?) XIIEE
(GFR<30mL/min/1.73m?) DEHEEEZEDGHDEE
AEIOMAETEEN LR 58Eh»d 5, [16.6.15]

9.5 1R
TG SORATR L T B TREME D & 2 &ZPEiid, m oA
Pkt A B3 LW S 2 EAICOARS 35 &,

9.6 =7LIF
AP O IRIRRE EOF WM K ORISR OGS A5
L. Ao XIE Ik 2T 5 Z &, B (5
M) THHHARBITT S ZEAWE EhTn5,

9.7 INR
NS AR R & U 22 BRREABRI T I E L T,

9.8 SHnE
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AN, 7VLT VRARIBEIHIT 2729, TVLT VKR
WG & F2hEd 5 3~5HiT &k D KB G %#ik45 Z
ENEFE L,

14. ERALDFR

14.1 EEIZIFDER
PTPUMEDHFNIPTPY — A5 H HL TR+ 2 &5
REF2Z2 &, PTPY — FORBEKIZE D, BOEARI R
BEREAFA U, EISI3Z8 LA 36 2 U THEBRIA L SO HEE &
BIHEENRTEZ L h b 5,

16. EApEhHEE
16.1 MAGEE

EFERC A S PE2001 2 A A 20mg 2 24 NG RF BRI 5- L 72 & &
IMEERYREE 13 A 12 B UL Be5- 851, 00N C i i i A v i g
277.86ng/mLIZFIRE U 728, THAIRIH10. S4RERCHg o L 7227,
AFNIOFEYTHEIZ10mg. 20mg M O'50mg D &M THIEM: 2R
U7zo WIERE5C X 2 ERMIE 5 h - 729,

1) AAHIOKGRHRIZ1E20me, 1H1ETH %,
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IRER] (hr)
AAH20mgHi MR 50D © 5 2 F Il 4Eh i
ZENGREPE G Pl RS (20151)
A F20mg HE ARS8 51 D SR FRi) /S 5 x — &

5 Conax tmax AUCo-int tiz

(mg) (ng/ml.) (hr) (ng - hr/mL) (hr)
20 277.86 1.00 1296.45° 10.54°
(117.40) (0.5-2.5) (368.26) (5.50)
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16.2 ORUN

16.2.1 REDFE
RN 20011 7 1 o — N — B TR R O RS (S
HAEE) ISARHI20mg & BRI S- L 72 & & Z2H IR bR B % 4%
5D Conas X OPAUCo-113 7 2 U560 % M UKI40 % 1K T L 722,

16.3 97

16.3.1 EAKBEE
Y'J AF ¥ Din vitrokt IIEEAREES 130, 2~1ug/mLOYENE
P23 T, 84.22~90.04%TdH - 729,

16.3.2 BMANDEIT
e (126) 2RI, Afl20mg, € Fufy Py RO
T XREHER., U LF NN —TERERHEEE L,
AN DRATYE 2 MG L 225558, €9 2 F 12k 3 KINE D
b 24 I VHIRERO HHULRD B - 72 GHEAT - 4),
[17.3.1%:H]

16.4 X
fRFER A BN MC-E 5 X F 2 20mg & HERE L5 L 7= & %
I 2FviIFEAERBME NG5 7257 GHEAT—4),

16.5 HEtt
TR AN A FI20me & Z2HEHFHAAIAR 1P G- L 2z & & 5
BT TORBE I 2F v O R RPE1347.3% TH > 7=,
TEFHERR A B PE6HNZUC-E 5 2 F » 20mg & HLEE 4% 5. L 7= &
&, BSHERISIE ST H £ TITRPIZ33.1% . HEI267.0% 23 HE
Mz, €I 2F21d, JRF1228.31%. HAIZ66.53% 2K
ZALR TRt 228" SHEAT — %), [9.85H]

16.6 HEDERZET 2EE

16.6.1 BikpEEERE
RN D BRI R IS ARAI20mg &2 MR O 5. Lz &, &
& DB HEBEFEEREZIZ BT B Y T ZF Y D Crax L AU Comintl 2
FEAIZ IR Z R Z N1 665 K 023582 - 728 (SHEA T —
2), [9.2.1%1]

RS RERT R 2 AR 20mg HE IR T 1 5 O SR Rt /S 5 X — &

R Crax tmax AUCo-int ti2

[GFR (mL/min/1.73m? ]| (ng/mL) (hr) (ng * hr/mL) (hr)
IEH 144.0 1.5 737.4 9.26
(GFR>80) (57.8) | (1.0-3.0) (260.8) (2.79)
RS 172.1 1.5 967.4 15.08
(50=GFR=380) (45.0) (0.5-3.0) (140.2) (7.66)
FRAEREICT 271.1 2.25 1384.2 10.47
(30=GFR<50) (30.4) | (1.0-2.5) (263.2) (2.34)
HEC T 228.8 1.5 1708.5 18.39
(GFR<30) (81.8) (0.5-3.0) (699.0) (11.40)
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BLUGE» 57205, AUCHal 2313 G2 5729 JHEAF— %),
16.7 E4MEEER
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16.7.2 & k3dFVY—=)b
TR 24BN A K 20mgl H1m & o b 25> =L #2400mg1 H 1]
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16.7.3 JILFF7EL
e L2651 (PKFEHTLLEN) 1A HI20mge YL F 7 ¥ 460melif H
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16.7.4 JL—TFI7)—YIa1—R
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7E2) FECIANEE N A,
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17.1.1 EASEMEFER
WEET VL — M RREHEZ R L L ZHE RIS
BT, AAI20mg 1H1E), 7 =¥V 7 2 F Y VIEEE120mg
(1M60mgl H2Ml) Xix 7 J &K &2 HS Uz, FEERE
MEETH 5 [MAFERZ 27 (B, < LeARME SE.
BINZ 9 PR OBIESZ s ] & AFI20mgl H 1A 512
KO TS ERIZH U THERBRRDERLEY,

WAEET VL ¥ —Msded xR & U 7z iR BRht

PEBE I ;‘fb Day 10~13| Zfbit | 77wk Lm
A7 -0.35
20maltt 249 | 7.48+1.54 | 6.484+2.12 | -1.00%1.83| [-0.65~-0.05]
me pfif £ 0,023
¥V -0.34
+ + -0.96+
T F UL 247 | 7.38%1.43 | 6.42%£1.97 |-0.96£1.87 [=0.64~—0.04]
75 ¥ REE 251 7.33+1.49 | 6.73+1.87 |-0.60£1.72
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NiE7 5 v R EVCEMBIRS Lz, REHIEH TH 5 [
BIERZ 37 R, »wA) OMRPEEZEL R 2. AH
20mgl H1EE 512k 7o v RIS/ U CHBE SR 2R L 729,



1SPEIRRE & R & U 7= BRI R

Pe58E EBIE | X—254 " | Day 8~14 | Z{bE | I kRED%E
AFH -1.52
+ + -3.02+
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17.3.1 HEHEEFREICRIFTRE

D EERERCA (1861) Z xR, AH20mg. AHl40mg™ . v Ko
FOUUVRVTTERE HER, 702X - —-TEhEh
THIMSHBXERG- L. F o4 ¥y 7 RBRic &b A8z
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18.2 ERY = VHEEAETER
ZREHARBIZBVWT, ¥ DOk 24 I VHIZEKRICHYE
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AR R EARIZBWT, © 22 I VBRI ThZh
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piperidin—1-yljethyl) phenyl]-2-methylpropanoic acid
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970-980
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A28H. CTD2.7.2.2. 2.7.6.7)

7) Mumford R : Investigation of the nature and identity of
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H. CTD2.7.2.2)

8) Lasseter K C : Evaluation of the single-dose pharmacokinetics
of bilastine in subjects with various degrees of renal
insufficiency (ZKF4FEHH : 20164-9H28H. CTD2.7.2.2.
2.7.6.11)

9) McLaverty D : An open-label study to assess the effects
of age and gender on the pharmacokinetic profile and
pharmacodynamics of bilastine in healthy volunteers (ZK7Z
A H 201649 28H. CTD2.7.2.2. 2.7.6.10)

10) McLaverty D : A pharmacokinetic and safety study evaluating
the potential interaction of erythromycin and bilastine under
steady-state conditions in healthy volunteers (KiB4F-AH :
20164F-9H28H, CTD2.7.2.2, 2.7.6.12)

11) McLaverty D : A pharmacokinetic and safety study evaluating
the potential interaction of ketoconazole and bilastine under
steady-state conditions in healthy volunteers (JKFS4EHH :
20164F-9H28H. CTD2.7.2.2. 2.7.6.13)
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20)

MclLaverty D : A phase 1, open-label, randomised, two-way
crossover study to evaluate the effect of diltiazem on the
single-dose pharmacokinetics of bilastine in healthy adult
subjects (K#fE-HH : 20164-9H28H. CTD2.7.2.2, 2.7.6.14)
MclLaverty D : A phase 1, open-label, randomised, two-way
crossover study to evaluate the effect of grapefruit juice on
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subjects (KFEH-HH : 20164°9H28H. CTD2.7.2.2, 2.7.6.15)
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