* 20234F10 HekaT B

BAEEERIEES
B A EIRGRAF 57 > — M PEER L | 87449
B o 7 I/Jlf\: MR A ER o .
BEERA FA0O0/\YI VGG
o - i
A0\ GRS #2.5mg YDA
A0\ IIEEIR = 5mg ¥4
OLOPATADINE HYDROCHLORIDE Tablets [SAWAI]
$£2.5mg $E5mg
K R & S| 22400AMX00963000 | 22400AMX00962000
BR 55 B 4R 20124£12 1 20124E12
- 9.2 BisEERE
= Kid U -
R e i 9.2.1 BIEEEFEE(ILTF =2 5175 Z30mL/mini)
e . - B LR EE DS 5 B2 1hH 5,[16.6.155]
i 9.3 FHgsEEESE
3. il o 5 .
5 fﬁﬁﬁﬁi HEA FESRERE DAL 2 B2 ND D .
] T T 9.5 1R
F sy T UM GED . ERE AT AVIVE 1/ 3L
I M A B A HERR ISR LT\ B WTHEPED 8 B KPS, T L 2t
HRBG HR 0,55 5o s Dbt % FH2 & HIES N ABEICOAES TS 2k,
[1§Er] 2.5mg 5mg 9.6 EZLiw
ANT I, FUAT AT ANa BRI W E OB ORI RO F NS 2R L. 2L OWE L
g | RV E % RILT S s =L 277 2 B E WA T 5 2 Lo BT b) TR RANOBAT R

Mg, £ Faofs 7ol tiog—2Z, e 70A0—2A,
<70 T— L6000, D-~v = k—)

3.2 BAIDMER

Fuay T IEEESE2 . 5mg

TNy T IR 5 mg

il 474 (494
” /5w
"o O = =
. e HHA Y
# I TANNT—T 1 VT SN AT TR
[ERIN R AR
4% (mm) 6.2 7.2
JZ & (mm) 2.9 3.0
Ei# (mg) 75 118
ik — K SW OL2.5 SW OL5

4. FHRESLIFFHR

BA:7UILF—H48K. EMB. KEKRRICHSEECE
2 - HER. FE. RKERFEE. RN, St
PEFIBE)
TLIF—HERX. EME. BEKRER(ES - RKEX.
RZRETRAHE) [+ S /B

6. AERUHE
BN aEE. RAZIZIE A T8 D R & L Chmg % #
N OkgERT O 1 H 2 14555 % 6
B, AREN ERIC K D EEET 5.

D, TR UL oI A a8y U BRI & LT
Smg%x W OBEERT O 1 H 23253 % o

8. EELEARNER

hgEE)

8.1 IRA% T Z &0BLDT, AFEGHOBHEIITHBED
TEEEE G R T R ) B OBEIC IR S VL ) HEET
HZ L,

8.2 RIEIFLO SN WA ICIE, BREEIICL- VRS LA
WEHITEET DI L,

(ZULILF—42RK)

8.3 FEIMEDBEIHEG T HLAL. TRFHE2E 2T, COHE
IO ZBG L. PR T E TRl 2 2 A FE L,

9. HEDERZRIDBEICHI IR

9.1 GHIE - BHEESFDH2EE

9.1.1 REIZAT 04 MEEZERITTLDEE
RFGAS LY A7 0 A N2 X523 0 2 T T
alAT) ko

INR

/N

_1_

O A RO RERINFIHIARE S Tw b,

9.7 IR
AR IR, HAER, FURBIISE 2R R & L 723 & O
WA IR L L2 BRBERIL I L T e v,

9.8 =HE
EHED RG22 MIGT 22 EBREOIREZ B L 20 5 EE
eG4 5 2 &0 REERENET L TWb 2 &% <, BITE
ML LT V[16.6.2, 17.1.42 ]

1. BIfEA
ROEWER B S bIEZ ENH LD T, BE 51247\,
FCEHRRD SN A I3RS 2 ik § 5 7 ) 2 s & AT
T &,

1.1 EXZEIER

1.1.7 BIEERTR. FHEEEEE. &E (3 b HEARH)
BISEIF 45, AST. ALT. »-GTP. LDH. Al-P® 5% % £
I IFHRERE S, #IESH S bNE T WD D,

1.2 ZDftDEIER

5%LL | 0.1~5%Ai 0. 1%A:ifs HHEEA]
TEEUE FHEEDIEE 7R OFE TR - DY R
E). EOIE T
AR (IRA (BRI Hig. BEH|ERIRT. LU\ AREEEE)
i - BHEIK, OF [N (BETE - Y
JHe5E)
b JEEBASELRE, BESE. [FERD. TN % - |t
T, MRS % - FHiE. s
. BT
ik i+ B mE B
(ALT,AST,LDH,
y-GTP,AI-P,# ©
UBIAS RS
IR FIMERRE S . IFEEER | ERR A, 1/
W% ) v oSERIEA (B
B - AR RN BUNE H. R &
i FBsPE. I 2 v
VA= |
SR HEPR IR
TR % By, IE A
Z DA MiET VAT T — )V [JREERG . MOEAS | H AR5
e P, WRERE. |[HAW. B
RERS, (2TY |

) FEBUHEE 7 Ly 7§82 3515 B B O RGRE A K O R A, 7
Ly 7 §E, ODSER URERLIZ 351) 5 /NE O E IR T &40



12. [BFRRERRICRIETHE

BHEIOPG X, TV VERARIS L. 7LV v Off
BICFHE R RT DT, T LIVE Y BRI RSHAS % 59 5 Bl
R FHEG L enwZ b,

14. ERALEDER
14.1 EHIZMAFOER

PTPAH OIEHIPTPY — M SH Y L CTIRAT 5 £ 9 4R
BF LI L, PTPY— PORRAKIZ L D TS A2 Al AL
ANHIA L, HIZIZEL2 B L CHBRASOEE 2 A0HEE
BEs$ 52 L0 5o

16. ZDfthDER
15.1 ERARBERAICE D < &3k
HEBERIZIE S 2 TR WAS, F a8y O IR S 541
UFBZEDFERED I B N FEBI DS ST b,
16. F4)EDRE
16.1 MARE
16.1.1 BEHRS
(MEA
TR ATV A 188 ¥ U IRERIESEOmg M 0N 10mg % 7 & F LRI #E L
5 L7z & EoMmEEREREIEE ST A =5 1ZDTOLB) ThHholl,
PR NBEICHEEE G L2 & S oY HRE/ T A —%

P tmax Crnax AUCo- ti2
(h) (ng/mL) (ng-h/mL) (h)
(?26% 1.00+£0.32 107.66 +22.01 326+ 63" 8.75+4.63"
(110:1‘[11% 0.92+0.47 191.78 +42.99 638+ 136" 7.13%2.21"
a)n=4, b)n=10 mean=S, D.
@)NR

INBT LIV — B E (10~16/%. 40~57kg) 24 1/8% 2 2 MR $E5mg
A HAECPS L 7z & S OMEEmEYEIE/ T 2 -7 D ToLBY) T
Hot?,

ANRT VVF - BEICHRIEEOHRS Lo L S 0EYBE T X — %

P tmax Chnax AUCo12
e (h) (ng/mL) (ng-h/mL)
5mg
_ 1.33%0.52 81.57+9.91 228 +20
(n=6)
mean*S. D.

16.1.2 REkS
R RS N (861 1o A 1 x g ¥ v ERE $E1 M 10mg % 1 H 2[E6 H . 7
A HICIB O FH30E AER %S Lz & %, 40 H £ TlomsE g s
EFIRFEIE L, Coal TH RGO 1455 TH - 727,

16.1.3 &WFHRIEMAER

(FOINY I VIERIRES mgT D1 1)
F sy Y RS Mg U A [ T L ay 7 55 B AL 1S
FNENIE(F a8y ¥ IR & L Comg) 22 E I BL MR 13 - (&
OAF—N—3) L. MR a8y O Vs aile Lz, Ao h3
WEHE/ XS X — % (AUC, Cmax) (22 TREEHENT % 47 o 7255 5, i)
DA RS VEDTTHERR S 7z,

FRHNGER G- OSEYIRE X T A — 5

Cmax Tmax Tz AUCo-30nr
(ng/mL) (hr) (hr) (ng-hr/mL)
FuNy T R G
Smal 47 1 ] 68.08=15.32| 1.0%0.5 4.2%2.7 |227.13+36.80
7Lay 25 70.45+20.23] 1.1%0.8 4.5+2.4 |228.73+43.53
(Mean=S.D.)
100 —e— LN Y D MRS el T A1 )
I --o--T7 L Oy S
i 80 Mean=S. D. (n=20)
h
o+
o 60k
3 !
g
Y40
-
i
E 90
(ng/mL)
Ll 1 1 1 f)_”_é_
0 TTlT_z 4 6 8 12 2430
L K5 OB (hr)

MR 5 NZAUC, Cmax®D /87 A — &3, WEEOBEIN, 1K
WO - BRSO MRS IC L > TR B WEEMLD 5,

16.3 270

16.3.1 {FHEBE~DD
T MHUC-Fay g U Ui Ime/ ke F LR G- L2 8 & KERS
DA TG 143051 D WU R E 2R L7z, HILE D2
I B OBEE OB R R (&, IEE R AR X V) o 720

16.3.2 MKk — ARRSPSEE
Ty MIHC-F 188 ¥ U Img/ ke F RIS L2 & &L BRI
SFREIREEIZNE L 72k P T b I <L 2 D Cmaxl S IMLEE H U REIREE
CraxDFI1/25TdH - 727,

16.3.3 MK —RARERAPT @B
RS v MCHC-F 1y ¥ Ui Ime/kg® G- Lz & &0 R
VLI v e OSHLER N 0 BCHS REL EE X, RRARIMAE th B S Ak 15 00007 ~
0.38fTH -7,

16.3.4 BEHNOEITHE
BAM O v MUC-Fu Ny U U Ime/keE BLKG Lk
& FLIT R AE IR E O AUCo-« 1%, MLAE il 5 BE L 2 D AUCo- DY
1.5/ CTH o729,

16.3.5 EAESE
b MIEEFREERIILUTOEB Y TH - 729 (0 vitro) o

TRHIEEE (ng/mL) 0.1 10 1000

ML A A A3 (%) 54.7+1.7 55.2%0.8 54.7+5.5
[RAV A 3 & B mean=*S. D.(n=3)
16.4 {X#

HERERLA (661) 124 1 /8% ¥ VI ERIE $E80me = Mk 1% G- L 72 & &
OIMHEFHW L, N-BRLEF7%. N-F 7 B A FVARR19% CGRZE{LIR
EDAUCH) TH Y, FRPFAHIE, & 4 #3%. 1% (48R £ To
BRRPPEIER) T o 7207,

16.5 HEftt

16.5.1 BEA
TERER NS 18y 2 2 iR $E5me (611) 2 0N 10mg (121) % HilalfR 1
PG L7z & & 048KE I & TORZIEO IR PHEER L, 52 063.0
~71.8%Td -7
F o EERAGH) A a8y Y RSN 10me % 1 H 206 H
Wi 7H B o FH30 ARG L7z & & o R dRiEx, Hin
OG-t & ARETH - 720,

16.5.2 /A
INBT LIV EF—BHE (10~16/. 40~57kg. 661) 124 0/8% ¥ > KRG
Hebmgx PG L7z & & 0120 F TORERO R P PEIEE T,
BHED6L.8%TH - 727,

16.6 FHEDERZEITDEE

16.6.1 ESHEEEETEE (MRSHTEARD
JLTFZr YT 5 Y AH2.3~34. 4mL/min D BB T B E L O
TR (5660) (24 18y ¥ U IRREESE10mg % W] AL A% Bl ke 1% 5
L7zk &, BN & R L . BHEREIR T B3 O Cnaxl32. 35, AUC
ZH8ETH - 728 9,[9.2. 18]

16.6.2 SHE
i (05 DL 1) T OMERERC A (46600) 124 128y 2 V3R §210mg
R OPE Lz b & Bl oo AE b i B 13l B R AL HE s <
HEFE L. CoaxlZf91.365. AUCIETHIL .85 TH o 720 tieldlH & 10~
11 & AT - 727, [9.82]]

16.8 Zfth

(FOINF I VIEEIETE2.5meltY D1 1)
F a8y Yo HERIESE2 Smel T A NIAEHEEEIC RS X, Ay
U U HEEREESESmal T A | & RIS [A S L A S0,

17. ERFRREE

17.1 BAHERURLEICET 5558

(FLILF—HEER)

17.1.1 BN MABELEEAER (REA)
BT LV ¥ — Mg EE QLIE) RIS, 45 b3 F 2k
L EEMRILEERE R FE L 2. A8y D KRR GmgdE X
75 b REE) K OF 4 b 3 F(30mehi Xid 77 £ KEE) 21 H 21485 [
BRI E L 72AE 5 I il B odns s (Mg DL B) i34 vov sy
U U IETEYR62.4% (53/851) . b 3 R56.6%(47/83%1) TdH - 72,
10% 32500 £ 2 A S o BGEOR R, A% R s hz(p=
0.018)0 WEFGZE A D ase ([ atEIcHE R L )ikt a3y 2 v iEEk
1768.0%(70/103%1) . 4 %4 b 3 F61.4%(62/101)) Td» - 720 iR
WCHEAIBEO N2> 72(p=0.301 : UME. p=0.403 ; /)W,
FIVERI SSBUBE (3 18 8 ¥ SRIRIERE9. 1% (30/10361) . 4 4k 3
FH#E30.7% (31/10161)) T - 720 A 078% ¥ ¥R O T % BI1EH
3. MRA25.2%(26/10361) TH - 72,

(CARFE)

17.1.2 BN MAELEEAER (BEA)
1B U ARRIE B (25661) # MRIZ, ¥ N F 7z v RS LT
FEEMILEGE R A E i L 72 4 188 U L EEE Gmebt L1E 7T R
SR N7 2y 7 IVERE (Img 7RV ILE T T 8RB T E))
Z 1 H 200238 B S RE 4% 5 L 722 e, iR et B o 5= ([

— 2 —



W LLE) A a8y O U HRERIETT 7% (87/11260) . r N F T =TIV
1:1566.9% (81/12161) TH » 720 E72HRETH AUREIZB VT,
Oy Y VRIS P F 7 2 T RIVERIE E R EE R E R R L
72(p=0.019 : UKE. p=0.093 : y*iiE). ML EEORER([%E
SV LD EA a8y U U EEETT 2% (95/12360) . 7 N F T =
> 7 < VERYES3.9% (69/12851) Tdh o 720 F 134 ¥ VIRMRIEIE S N F
7z 7 OVERER & A BB e S A o 72 (p=0.0001 ; UkR
. p=0.0001 : x25E)2,
BRI SBEE 3 08y ¥ VIR ERIERE2] 1% (26/12360) . 7 v F 7 =
> HEAL 4% (53/12801) Td o 720 A T8% ¥ 2 KRR O T 7% BIE
13, MR4019.5%(24/12361) TH - 72,

(HEEREICHSZSECEE - KER. 2. HEZTSHEE. SENE

. SRBHMHIH))

17.1.3 ERNSEIHE—AEEER(A)
IR D &) o BE GRIZ - g 15260, FEBT20. K<
9 EEAESOB. 5w ERZEETON B 0N I B PR RLBE2400. 5139861) % %)
RIZ, ANy Y UHEEEE1IOme/ H (1E5mg. 1H208]) % 2.8 i s AE %
Bl 7o SREEBIHT 2H8F &, 85 - KHK74.6%91/122
Bl) . FE9550.8% (31/6181) . FZJ§ & 9 FEAEA9. 3% (33/67H1) . 4
1£52.8% (28/53%1) . £ I3 HVEALIESS. 3% (15/1861) TH V) . &K TD
HNHNL61.7% (198/32151) T - 7219,
IR 1 38 B 1319.0% (74/39061) T & - 72o EREIEM X, RA
11.3% (44/390%1) Td - 725

17.1.4 S&E (65mLL L) [T DERFRALIE
KR E COBEERE (65m DL L) ~ o> 1 I FEBR191 61 (& 30 57151
T UIVF = RSB, U AMIEIIE. Z ) FEIE R 5 E10060) 12 B
% EIE R 56 BLER1522.5% (43/19161) Td 1) o 2 BRI IR K231
(12.0%) . BB ETH(3.7%) WEimatE(2.1%) . B - VU 55 o i
31 (1.6%) . BEI - BEE3M(1.6%). © F W2 (1.0%). Tk
(1.0%) . HaiAHL@f: (1.0%) 5 Tdh - 720 SEE BT 2 BIEM S
B I2655% K 15. 3% (238/1,55560) (2 b o 720 F 72, HlkiE 2
R $ B AR A S 25 .5% (12/4761) . 7 L v —PE 5. 9£100%
27201). U ARRIE80.6% (25/3101). FEREHEEIZHEH & ) EakT
58.3% (49/84%1) Td - 7219, [9.8%:M4]

(FULILF—HEER)

17.1.5 BN_E5RHEHRONE
NGBS T LV — S RKEE (T~165%) 2 RIZ, A0 DU
MR (1E2.5mg. 1H2[E, 3 L < (Z1[E5mg. 1H2M) % 5 ik, &
WEEE LT/ IR 208M%5 L7z FEFMEE Th A #03EM
(Lt 8ty B AT AT 7 OBIEM» 5 02 bE NIZoWw Tk
R RAT o 124G, A uNy D U EIRIE el L T T b R
LA E xR L7z 10,

AN T LV F — VB EE 2 R b L 7

N N B ZALE T
BIE | EAH (m:ziljiﬁsj. D. (meanES. D.) (3’3—2@&%‘%3")

/NI D

FUusy Ty N, "
(77 & R#-5mghf) : 0.51
Ry + - + S
imﬁg]; . 100 6.14+1.44 1.41+1.99 95%13%“255 - 0.04~0.98
g pf : 0.019”
AZE 97 5.99+1.17 -0.84+1.58 -

) LG HEA SN, BENOSO3EMETIA a7 & 485w & Lo in

b) B4 GEED I/ P hE 5 B Williams e o i 5
BIVERZE B I3 A a8y ¥ U IEERIE2 5Smelf12.6%(13/103f%1) ),
5mgh£16.0%(16/100%1) . 7T & RHHES. 2% (8/98%1) TdH - /2o F s
%y D VGRS me T CTHB L 72 E 4 BIMEM (X, ALTHAM6.0% (6/100
). HMERES N4 . 0% (4/10061) T&H - 72,
) TR E /NI 3BT B AF OKERARIX1H5mg, 1H2HTH 5,

17.1.6 EWFEEREER (N
NGB T LV X - B RKEH (T~165%. 30kgll . 3361) & 5 5%
12, A a8y Y U iEREIE1RSmeE TH 22 4% 5- L 7245 8. H03
B Lo, Bt 5B AFIA a7 0BIZEMA» 5 D% L& (mean
+S. DG 2:H%-2.08+1.73, #%512:1%-2.41+2.09CHH . %
FRIPEGHTEEE TR T2 2 LA CREL TV,
BIE 3B E 1215.2% (5/3361) Td > 720 EREIEAIL, IR . 1%
(3/3301) T - 72,

(7 NE—4RZER)

17.1.7 BRZEERLEEEER (R
NBT N E R R (T~16/%) 2 Xt 51c, A3y ¥ HEERE A
F5mg, 1H2E)H S Wid, AEEE LT v F 72y 7oVBIER S
A uy 7(1Alg, 1H2M) %285 L7z, REFHMEE CHh 4
VA T T OWBRBE G5 5 OZALE NI DWW TG RGHT &2 1T 72
MR TN F 7oy IR VBRI A v ay ST A A a8y Ty
EERIE O IELMEDSHGEE S 72 (95%EFAX I D LBRAT0. 4L TF) ),

ANRT R REE R R & L 7 RS

e ¥ EE o) b . S

un : g ./ o B (e N 0 bra)

hEE |IERIK (mean £5.D.) | (mean= 5. D.) EHTHRE A (SR )
Funy Ty ; . ~ N O
YaRsE 152 2.36+0.46 0.78=0.84 (1 /8% 5 o fa i 4 B
FThFT Y rFhNF 72y 7 IVERE
7~ )VEEKE K| 153 2.38+0.44 -0.71+0.76 | #) :-0.08
g4y 7 95% X -0.25~0.09

GBI, BRSO Z ) A QT R IER L L7
BIVERZEBUERE IS4 08y ¥ U HE IR RELL . 8% (18/15261) . 7 hF 7 =
VIRIVEBE R T4 20y TH#6.5%(10/16361) TH o 7oo AT Y
VIRERYEECRIL L 2 EAEERIE, IR 5.9%(9/15261) . ALTHIHN
4.6%(7/15261) L OSASTHIMN 2.6% (4/15261) Td - 72,

18. EFpEIE

18.1 {EFER
FUNE Y UIERREIE, IR 28 3 VISR BRSSO 2 R
L. BIAbHfmEWE(ufa by =y, by RFH 2, PAFS) O
A EEEIEIER AR L. AR mEWE & = VRIS ER O F S %o

18.2 EIB{EMH

18.2.1 ;i R¥ = V{EA
SRR EERIIBOT, © 25 I VHIZ AR B EHUE A (Kiff
16nmol/L) # BT 545, AZAHY Y MIZFEERIZIEITE A EHMELER
¥ FOEHIERIRYTH 729, T2, TLVEY MZBITAER
53V RBSEAEIR BRI S IHIER 2R3 2 L 2SHERR S Az,

18.2.2 EBRMR7 VIL¥—ER
EBFNT7 LVVF—EBEETV(EVEY M, Ty MIZBWT, JiR
FEIENT K B A U R0 S B & ) L 7220
Ty M ENVEY MIBULIZHEETF 74 7F =TT 747
F 3 — PEATE I & B 23 L 7220 ),
REBEAEE VT v MBI 5 RS EGEIGH &Sm0 1318 % Jii
L7229,
F/2. BIVEY MIBWT, MIVMGEEILR T (PAF) 12 X 5 &G B
METTHE & ] L7227

18.2.3 {EHGEMBDOESE - BRERIECRIETHE
F oy MEMEREGFHE 2 S O v 25 2 v o % H ICofE  72umol/
LB 7 V7 2 Y, 110umol/L 1 ¥ = a7 = = )Ufb VI 7
V73 VR, 26umol/L - A-23187Hili. 270umol/L : I ¥ /8 v K
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