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Olopatadine Hydrochloride Tablets

CBR (ROBFICEBELEVWI E)
AFN DA U BBAE DB E D H 5 B
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3.1 #R
B4 Fussy v ER=PAP AN S L s
L 25mg [EE| 5mg [EE]
15 15EH
BRI Fussy YR Fuassy L amt
25mg omg
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g ANV FoNay
3.2 BEOMHIR
i 4 TSy D tamiEse Fuassy Y iEmGEE
e 25mg [EE ] 5mg [EE]
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% (mm) 6.1 71
J& & (mm) 29 29
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4. FHEEX(IZHF
BA:7LIVX—MHE% ERE. BERBICHES T5F (B
B RER. B, REZOEE. SBNELE. $HiBH
4AT5E)
MRITLILE-MER. ERE. RERE (BF - REX. B
BZ5HEE) SRS THE

6. AERUVHEE
DN & N
ORI O H 203559 %0 2B, 4,
WEHEEHT 5o

. TR Eo/NBicixnaoy O U LT
Smg % BA K OgEE R O 1 H 28 114553 5

8. EELEXRNIE

(ZhEEHE)

81 RAZMT I EHNHLHDOT, AFEGHOEFIZIZHEFEDE
t‘%fiﬁﬁﬂﬂéiﬁ%fﬁ&@%‘%{’ﬁ BRI TR VL) TEET LS

F1E A T8y U UHEEE & L Comg & B
FEIRIZ &
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LDIHERET D Lo

EBRERHICD72D G L

(FLILX -2 %)
8.3 FiEDBE KRG T AHE 1, ITEFTHi2E LT, ZOEH

BT MG L. &%%‘@ﬁﬁ%&Tﬂ?&‘i THUT D Z EDEE L

9. HENHE=ZHIHBEFICHT IR
9.1 AHHE - MEEZENH 55

911 REIZXFOA4 NEEZZTTVWHEE
AEFEGIZE D A7 04 Figazx X556
TalfisH 2k,

9.2 BHEEEEEE

921 BHEEETEEZ (JLT7F=>2YUT5 2 X30mL/minki)
FWIMHREDSEHRT A BEZNDH 5, (1661 SHE]

9.3 e RE
e EATEAL S 2 B ENA D B,

9.5 #1iF
TR TR L T 2 W REE O & 2 2012
fabtE g 2 &HE S L a

9.6 B3R
EELEOERZER A FEOR T ZE L, 2L OME LI
FIE2 a5 28, BIEE (5 b)) THITHF~NOBIT R

AR O EBIHEIASHE SN Tw b,

SRS LEETT

. EREEOAE RIS
WZOREGTHT L,

9.7 MEE
AT, FrER, LRSI E R E LA R 0%
SRR L L7ZRSERIIFER L T v,

9.8 EiE

B &G 2 HIAT 5 7% EBFOIREZ Big
B35 Lo ABBERIMET LTSS tﬁ’ﬁ’
BLR3 v, [1662, 1714 ZHH]
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11. EIfER
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1.1 EXEEMER
1111 BIEERFR. FAREEEE. #E (W3 SR

BIRENF 45, AST. ALT. y-GTP. LDH. AlP® H7&%1E5 JF
BRERE S, WESHS5bNL I EDH b,
11.2 ZOOEER
5%LLE | 0.1~5%Aii 0.1% i SHBEANHA
WHEE WSS |l (FEm -
TR SE) . &9
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AR
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LDH, y-GTP,
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vy kA
iRy SIS AN 118> N
U i Bk 9 % || VIR A
1) BRI
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Bm, 13Ch

) FEBUEEEIZ 7 L Oy 2512 BT B A Ol R K ORI
A, 7L a v ZEE, ODFEN OERIZ BT 2 /NE DR E i
A A &t

BRERRERERICRIETHE
FHNOEGAE, TV N YNSRI L. 7 LIV OfERR
IR AR OT, 7 LVT BN BUSHREE & FEHti 3 4 Hi 3 A
ERG LRI L

BWHEDEE
141 EHZMAEOEE
1411 PTPAEDOFHEFIIPTPY — FH LW B LTIRET 2 L9
BT B2 L, PTPY — FORBEEKIZ X 0 TGS ER DA R
AL, BEIIEZEILE B 2 U CHERRT 25 0 T 20 A B % BF
BILZEDNDH b,
1412 EIL72 8 JILELTICHRAET A2k,

15. ZDMDEE

15.1 ERRR{EMAICE D 154k

ARBIRIAH S Tl A8, A 1088 9 S SRR SRS 112
AR FEDFEIED I S NIEBI DR SN T W 5,

16. EMENRE

16.1 MARE

16.1.1 HERS

(1) BA
FEHER BV A 188 O 2 3 S5 me ik ' 10mg % #i f2 T HER G- L7z L &0
EYBNET A—FEIUTOLEBY) TH o720,

TEHE AP BRI LS L7 & S OEYBIE ST A -

—I— Fussy Y RS 5mg [EE]

1L
{f ~0- TLEy S
‘jj. 18¢#%%5-, Mean=S.D., n=20
VA
y\
o
v
i
Ji
1 T S N S W'y
0 4 8 12 16 20 24 28 32 36 40 44 48
L5 ] (hr)
AT Sy AR

MEEHIEE I OIZAUC, Croac2ED/85 A — & 13, el o3RRI - B
M4 O RBFEAFIC X > TR L THEENEYND 5,

16.3 9

16.3.1 FEHNOS M
Ty MIUC-FH TNy Y UHEEEIme/ kg & RS- L7z & &0 K oMikT ’9-{3‘430
S b IR R AR L7 AL O3 A BFR. BB OV O Hid RE i
W MR AERE X D o 72

16.3.2 [ — REAPE:E M
Ty MIUCH T8y Y ViR lmg/kg & RIS L7 & & L IR R AB IR EE (58 L
7oA T DK< Z D Crnax L IAE R U REIIE D Crnax DHIL/25 T o 729

16.3.3 IMI#&— AR EE M
RS v MZMC-A TNy ¥ I Ime/kg & RETHE G- L7z & & JRYLINAE AR % 051K
N O REIRE (&, B IAE BRI 00.07~0.3815 Tdp - 729,

16.3.4 BILHRADOBITH
BAMDO T v MUCH T8y Y U Ime/ kg % RIS L7z & & FLiT i Ak
JEDAUCotE MAEH B BERIEDAUCo-DFILEMETH 5729,

16.3.5 EEFEAE
b MIEEHBEERIILTOLBY TH-729 (in vitro)s

P tmax Crnax AUCo. tz
e (h) (ng/mL) (ng - h/mL) (h)
(i‘ﬁg) 100=0.32 10766 %2201 326+ 637 875+ 463"
(1]0:‘?5) 092047 191.78+42.99 633+ 136" 713=2219

a) n=4, b) n=10 mean +S.D.

2 MR
T LV E—EE (10~16/%. 40~5Tkg) (24 184 ¥V HERRIESES Mg % H A 4%
G L7k EOIEMBE T A —FEUTOLEB) TH-722,

NRT UV F—BEICHARIRG Lz L SORYFE ST A —%

rE tmax Cnax AUCo12
T (h) (ng/mL) (ng - h/mL)
bmg 133052 8157991 228+ 20
(n=6)
mean=S.D.

16.1.2 REHRE
fEHERC AR (8F) 124 188 ¥ 3R SELR 10me % L H2I06 H . 7H HiZ1E 05
130 SRS L7z & & 4H B F TSR B L HIRBEIZE L Coax 3 HL 1155
G- EE D L1445 T - 72,

16.1.3 EMFHIFEEMHER
F U8y Y RS Sme[EE] L 7 L0y 2 $i5% ., 2 O AF— =l L) FRER
158 (russsy Y MR L L Comg) MEHERCA T MRS £ T R 9 5 L <
DAY D REERIE L, 5N B/ XT 2 —% (AUC. Cmax) I2D2WT
SRRTRIT %47 o 724G 5 WA O W21 R S DR S 729,

Y BRE ST A -5

HIEINT A= BHEINT A—F
AUCo-48nr Crnax Trmax Tz
(ng-hr/mL) (ng/mL) (hr) (hr)
FusNy DR .
$45mg B 236.37+35.60 | 100.37+21.02 08+03 25+06
T7Luy 75 236.38+2961 | 9383+28.76 11£09 23+03

(1§45, Mean+SD. n=20)

ILE (ng/mL) 0.1 10 1000
I :%lj HEE (%) 547+17 552+08 547+55
BRAL 2 2 mean*SD. (n=3)

16.4 1R
fERERCN (660) (24 a8y ¥ v R $E80mg & HilIHE (9% 5- L 72 & & o i G
1d NFRALIR#7%, N-E 7 B A F U R81% (REIkE DAUCHK) Thh . JRPRH
Wnix, % %%93%. #91% (48I5R F ToORBRPHEREE) Tho720 1,

16.5 HEitt

16.5.1 A
BB A 188 ¥ U HiEESESmg (661) K U'10mg (126]) & HEIREEH%G Lk
& DAREEH F CORZEALRDIRPPEIERIE, %55 D630~T18% TH > 72,
F7o. R (8) (oA T8y Y L HEEESE 1M 10me % 1 H2[6 H . 7H HIZ1E 0
RILSIAIBAERR I35 L7z & & SR pHR L, BRI 3% 55 L MR CTd o 720,

16.5.2 /R
ANET LV E—BFE (10~167#. 40~57kg. 66l) |24 /3% ¥ 2 iEEES 5 mg % i []
G- L7z L E 0120 £ TORZIARORPIRESR L, %55 0618% T o 722,

16.6 HENEREHT 2 EE

16.6.1 BHWEEETERE (MABMEAR)
JLTFZY )T T Y AH2.3~344mL/min DB T #E L OB A (%661)
WA uNy D UERRESE 1 Ome & I A B H R O%RS Lo & & BERA &L T,
BRI T HE O Cmaxl 2231, AUCIZRISIE TH - 729 9, (921 BH]

16.6.2 HipE
mnE (T0RLLE) BOMEEERA (%661) 124 18y ¥ v HERRESE10mg & Hi R #%
L7z &, EEeE O MR E I E R IEAE CHERE L. Craxl 381365, AUC
FHBETH > 720 traldilig & H10~11H M & AR TH - 729, [98 ]

16.8 ZOfh
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/AR

ERiE$E25mgl EE JId, A 1u/34 3
1257

17. ERPRECHE

171 FHUERVORLMICEET 258

(FLILE—48%)

17.1.1 EIRNSEMAHERHER (RA)
JEAEVET LV F —PERAE QLR AMRIC, XTI FeatlgEs LATEE
BB A i L 720 0%y D VMR (Gmede 3 77 L AREE) RO FH b3
F‘ (30mg§i3{li7°‘7'tﬂ5§ﬁ;’) % 1 H 200458 [ SRR 145 - L 724 5, S i3 i

= ([e] b)) 4oy 2 C1ENE62.4% (53/8561) . 4 4 b X F56.6%

<47/8319) Td o720 10% LRSI L 2 ASEEOBREOM R, HEEIHERL S N7z
(p=0018), WEELEEDOLEZR ([ZaMEIZHER L] | 17}13/\7//1'..“ 168.0%
(70/10361) . 4 3 F614% (62/10161) T o7z MEEICHEEIERD SN2
Aofz (p=0301: URGE. p=0403 1 x i) 10,
R ZEBUBE (34 18y ¥ HREEERE20.1% (30/10361) . 4 b 3 FEE30.7% (31/
10181) Thorze F08Y T EEIERO F 2R8IEIZ. R5252% (26/1036)) T
Hotze

(BRFS)

17.1.2 EREMHELERRR (BA)
BYEEERRIEEE (25661) AXRIC, o bF T o v R RIRIEE L2 R E R
FEWL 720 A8 Y U EREE Gmght id 7T L REE) RO b7 2y 7OV
(Imgh 7R NIIET TR 7V) %1H202EM RO LR, R ek
YR oWHR (%] Db dFusy Y VIERIET77% (87/11260), 7 v F7 =
> 7 IVEEIE66.9% (81/121B1) Td o iz F/HMETHHUMEIS VT, F 1%
Y UERIEIR S N7 2 Y 7OV L e B R E R L (p=0019 ; UKUE,
p=0093: x25E), BT EE DR ((RatEIcMER L)) &4 a8y U 1k
¥877.2% (95/1236) . 7 W97 = ¥ 7 < VEEKES3.9% (69/128) T o7z A 1I8H
VUMBEIE S N 7 o v 7ROV E R RIS R s o7z (p=
0.0001 ; U5, p=00001; x2#5E) 12,
EIVEHIZEEEIE 134 18y ¥ U IRRRIERE211% (26/12361) . 4 b F 7 = »#E414% (53/
12861) Thorzo A8y Y VEBERO T 2EIEMIX. RK195% (24/12361) T
Hotze

) YEMEE $E5mel BE | % H5 ik 5) & L
SE LK S AL IS & Ak S 0720,




(BRBEBICHES E58 (BF - KRR, B, BKRZ5EE. S¥HEELH. $HsHd

I30))

17.1.3 EREDHE—MHE BA)
FEREBERICIED Z 930 8% (5 - B 415261, JEBT7200, K8 Z 9 HAES0R], &
HYEEEETOR L NS TS CLBE24M50, FE398K1) A xbGiz, A usNy U UHEEEE10mg

/H (1Bl5mg. 1H2M) % 288 A Lo SR M EBIOET 28050, W5 -

218 9574.6% (91/122061) . #9550.8% (31/6161) . Fz/4 ¢ ) H4iE49.3% (33/6761) . =%

PERZHES2.8% (28/5361) . S ILBIPEAIHI’33% (15/1861) TH Y. &k TOHBHIL

61.7% (198/32161) TH-7219,

BIVERISEBUBE 1£19.0% (74/39061) Tdh-7-0 £/

THho7z,

17.1.4 E#E 65mELL) ([CH U DERRKRER

R TomEE (65 ) N RERI91E] (

EIVER L, IRAL1.3% (44/390%1)

KELMGRSTHE. 7LV -1

FRPE3ON. FORIB3LBL, £ 5 FEVEROM B E10060) 2B 1) 2 BIESEBIERI3225% (43/
19161) Tdh . TE2EINEIZRG23M4 (120%) . BRI (37%) BEwarE (21%).

BHI - DU O E3ME (1.6%) . B9 - BHEE3M (1.6%). & w2tk (1.0%). FHI2
i (1.0%) . BEAPUE2M: (1.0%) 5 Th o7z, 281 2 BIERSEBIERIZ65m &
{i15.3% (238/1555061) ICHEho7z. F72. EleE IS T 2 A EILAE MR
255% (12/4761). 7 L V¥ —1E54100% (2/261) . 3E4k9580.6% (25/3161), Kz
HUTHED 7 9 41k T583% (49/8481) T -7, [98 HIH]

(PLILX—HB%K)

1715 ERN_—ESHRLEERE (MR)
NEBEET LV X R gBE (T~165%) Zxt%ic, a3y ¥ HEERE (10
25mg. 1H2[, & L <ix1M5mg, 1H2M) ® & 5wk, dEEL LTI R%2A
M5 Lz REFFMIEE CTH 5 [HO3ER ({ Lok, 8l HM) Gitxaro
B> b 02 LR | 1I2DWTHY }ukﬁ}ffﬁ%ﬁof e N s DA AN 11/ 3 s Tes i B
T ARBICHN LAEAYER R LS,

AR T LV F PR REE 2 G L L7z R

T
i i e TN it 1 GAg)
BN 0
| PAT AV " b R :
i’g@&iﬁ.‘%ig/l/ﬁl 100 614144 141=199 é;%%;égéﬁs%ﬁlwgm
pfi © 0.019>
75 kR 97 599+1.17 084+158 -
a) HGHEEN, BEMOROIEMEF A a7 2 IER L L5 HUMT

b) EHGRED RN HEPIGIT § % Willlamshi e Ot e

FIVERSSBUBE IZ4 v o8y ¥ U HERRE25melE12.6% (13/10361) . 5mghf16.0% (16/
10061) . 77 L REL2% (8/98K1) Tdh-7ze FUN% T UIGEEESMgIE THRB L2 F
ZEIERE. ALTH#16.0% (6/10061) . HIEREREMA.0% (4/10081) Td 572,

) TEUAEO/NRIZ B B AR H O A& R1X105mg, 1H2ETH 5.

17.1.6 Elwsﬁata:ﬁﬁ ('J\ 2)
ANEBESET LV R REE (T~166%. 30kgPl b, 3381 2HHRIZ, F0/85 D
/imEEimlLISmg%IEIZUIZiEFuﬁ?%SLLHé’H&\ BO3FEH (K Lok, 8l &) &
FPA a7 O S 0% bR (mean+SD.) 133%5-2:81%-208+1.73, #5128
241%209TH Y, RPRITBGHTREE TRITT 2 2 &2 B LTz,
BIVE RIS 1315.2% (5/3361) THh o720 FREIEH X, HEIRI.1% <3/33f9u> T
o7z,

(7 hE—MRBE)

17.1.7 BR-EEHREERAR (MR
ANRT P E PR S (T~166%) AW RIS, A 18y DU HRE (1l5mg, 1H2
[) &HoHviE, JFHEE LTr b F 7y 7VIRE NS4y 7 (1Ellg, 1H2MH)

%2 L7ze REFMIEE CTH D [ 9 HA T T OEBRIERG M2 6 0% b ]
WOV THRGHAN A T 7R, 7 bV F 72 72 VB R 94 vy FIoatd 54

0/Xy D RHIE OIS VEDHGEE S L7z (95%EHEX I O L BRAS0ALLT) 18),

ANRT P E—MEE B A R & L7 R

o | B LR -
B TR (mean+SD.) | (mean=SD.) FpTRER OB i)
ISy Y UKEEE| 152 | 236+046 | 078=084 |B/hTHTIOE
P, - (Fusss v o WERERE -7 b
VES A+ 7z v 7 OVEBER) 008
R 153 | 238+044 | 071=076
Fo4yay s 9595 FEIX 1 © -0.25~0.09

a) %GR ER, EHER SR O ) FEA T T R NER L L5

B SEBURE S A 18y ¥ C3RRIERELL% (18/15261) . 4 bF 7 = » 7 < VERH
T4y TH65% (10/15361) Td o7z, A 1/8% 2 VRERER TR L 2 E2E1E
JHiE. R 5.9% (9/15261) . ALTHM 4.6% (7/15261) K UOSASTHIN 2.6% (4/152
Bl) Thoto

18. JRIHFIP

18.1 1EAHE
F oy Y ORI, BRI 25 I CHE SRR Z BEH & L, JIC s
FEWH (a3 b)Yy, bayREY Y, PAFS) ok - wEEEEIERE A L.
FEAREW R & % % = BRI b3 %19,

18.2 FEIE(EA

1821 ik 2&2 I 1ERA
SZREREEFEBRICBVC, B A5 I YA RICHRCIEUER (Kift © 16nmol/L) %
HTHN. AAAY /Mlxﬁ'ﬁ; FFEACHEAMEE RS, TOERIERRKT
otz Frz, BLEY MIBI DAY I L FRAEIGHERIGIC S IHIER %R 3
Z EHHERRE N2,

18.2.2 KEREVIRT LILX —{EH
FEERH T LV F—HREETV (EVEY b,
LTS S B & I L 7222 20,

Ty b, EVEY MIBUZZHEMT F 74 7F =T F7147FY
R BRI L 7229, 200,

REBYEAEEIVE v MBI B SIS & SN o B & 0 L 7220

F7o, BNVEY MIBWT, MUMGEEILRT (PAF) (2 & 2 5Bk T % #0i L
7228,

18.2.3 {LRHEEMHEDELE - BHERICRITTE
F v MEREREGEMT S0 A5 3 v ObElER I (ICsfl 5 72 umol/L : S 7 V7
IV, 110 umol/L : ¥ = a7 = Z WALy Y IMH 7 V7 3 . 26 g mol/L : A-
23187, 270 umol/L : = /3w » F48/80f) + 5 &L bi, 7 I F F U mH
RIE LT, e Mk bou (3 b)) 22 (ICsoff + L8 umol/L), 1> K¥
>~ (ICs0fiti : 0.77 umol/L). PAF (4 : 10 u mol/LT52.8% ], w8k : 10 u mol/L’C
26.7%H01) FNREA T4 =5 —OELED D\ VILEREL T 5 L AMHERS
7229 32)

18.2.4 aﬂeﬂe: > R EIE R
HNFEARERE A & HeBES 2 MREEW B 4 ¥ ¥ =&, 7LV F—
[ R A | LR A AP
F U8y Y UIERRIRIE, EVE Y POTERETHEARIIB VT, 74 — b FESE
DB FF = PG ONHE RS % I (ICaofii : 5.0 umol/L) L7ze ZDFERIEA Y 7 4
F v # )V (SKCaF * # )V : small conductance Ca?*activated K*F ¥ # V) ®iftk(L

7w M) BT, HURRSIC L 2 MmE

— PRSI

MERE DTS - HETE

BA L7z F % = VMRS L B L E 2 b 3,

19. BRI ICEET 2IB{LFMER
—fEi 2R T A a8y Y VIR (Olopatadine Hydrochloride)
1L44  111{(1.2)-3-(Dimethylamino)propylidene]-6,11-dihydrodibenzo[ b ,e Joxepin-2-ylf
acetic acid monohydrochloride
5373 CaHzNO3 - HCI
gyt 37387
MR AROBRUIHEREORRTH 5o
#‘ﬁﬁb:’@b’(«e FRF L KRIZRREFIZCL, =8 7= (995)
ETIZ <,
0 Olmol/LimﬁﬁEﬁ(ﬁL B %
1.0g% K100mLIZ i 7> L 72 OpHI$23~33TH 5% o
(bt

1 2H88 T

~

CHj

| COLH

()

O

o HCI

B 20T (IR
22, A%k

(o2 iEREER2 5mg [EE])
1008 [10%E % 10 ; PTP]

(FONa Y iEfESE5mg [EE])
1008 [10E x 10 ; PTP]
1408 [14%¢ <10 ; PTP]
500 [10%€ x50 ; PTP]
5008 [79AF v 7R M

23. &
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3) AANEEL AN E SR (Gmg)

4) Kp#3E b FEPBIRE 1995 5 10 © 651-668

5) KEiZs b E4BIRE 1995 ; 10 : 707-721

6) MIEEEEAH (in vitro) (7L H vy 7§t : 200045127 22H KGR, HEk
~-1-2 5)

7) BN TAHE R 5-ER B 2 B oEr (71w v 2§ 0 20004E12H 22H
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HEH

BRI
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FENEOR ARSI
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PHILE Al : BEIREESE. 2001 © 17 © 237-264

PHIGER il : BRIREESE. 1996 © 12 © 1615-1640

ERAERIZ BT B i (65Dl L) owaetklfattotise (Truy s
$E 1 20004F12H 22 H KR, HIREORMSESE b-1-62, b-1-2)

Okubo K., et al. : Curr. Med. Res. Opin. 2010 ; 26 : 1657-1665

16) ANEBEET LV F— R EE SR E LT EERILESE (7L oy 7§
20104E7 H23HRRR, HIRH R SE2.7.6.2)

KA 7 LVF— - g 2011 ¢ 18 : 108116

JIESE A PHHEZE. 2011 : 73 @ 278-289
JEEIRAERIC B A 4R (7 L1y 2§ 1 20004£12H 22 H KA.
-1,

BPepRYE A SEFR L BRPR. 1995 0 5 1817-1824

fle e RHER: Al o PR &R, 1995 0 5 1 1825-1835

Hiligiz b : 7 Lov¥F—. 1995 ; 44 1 1229-1233

Kamei C, et al. : Arzneim.-Forsch./Drug Res. 1995 ; 45 : 1005-1008

Kaise T. et al. @ Jpn. J. Pharmacol. 1995 ; 69 : 435-438

FHFEE M HEEFREE. 1995 5 106 : 289-298

FHF D BEEE & BRAR. 1995 ¢ 29 1 3543-3559

Ohmori K, et al. : Int. Arch. Allergy Immunol. 1996 ; 110 : 64-72

fle e REER: i HIEIRFE 1995 5 106 © 347-357

fle e ARBER: At SEFR X FIR. 1995 ¢ 5 @ 1837-1850
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