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(192/267) L RFRE T > 7=, BMEOHEIZEREDHEIC X D ki ERE
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- . 51 141 47 20 8
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FUT=78 . S g o FLEE S Al | 2 69~ 2 B BV A 72 - 7
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VIR 2329 1515 65.1 5 35 68.6
7] 1261 834 66.1
FLWY) R 2785 1734 62.3 59 39 66.1
A 956 62 68.2
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@Fte A ¥ I MEH
FRFT7 IR EZIICEDER iﬂﬂff\ﬁ(%ﬂ/%y ). I T
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L | ETAMCBET DR = - M BARAFR I L
T PRI R B 1 7>k po. | 01~10mglke -
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RERIZY 3 BFRILA T T 2 DIt~ FEECIRES R 2 5.7 BEf & B UVOME
AR LTz 17,

IR I L > THIMF~OBITRA SN NMEE TH - 7=, G L7125
EOEFIREIZE T A M REIL, EEFORED /70 RE & TRIS Nz 17,
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() EXGEMERLEOH | ESHL TN
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(2) 20O EIER 1.2 ZOH/OEIER
0.1%~5% AT 0.1% At FEEAEA
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THATIE B % 373 6,184 6,557
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H.[81%5 - $ﬁ“/‘3u B G AR, OF R ERAIE 5 & OCWNERE, & OHER M5 &
O\WERAI, &“'@H@fﬁ“ﬁu JRRERID 15 A B I DWW TR - AT (X 2
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(1) EHREHR
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(1) HE&kEE

(2) RE®RESE

PEELER

PEELER

JEERPRERICREY 51RH

[VI. SN BET HTHE | 2
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O REREER 2R LT,

X ]

H S D i FEALAR AL 23 2 DAV T2 LIS, fEIRVEH], MEARIERAEM], SURIE
MLRIE. PURSEEM . BEER), ek, R O PARARIT S D 3 LU ME
MEHs o,

% - 5 BR v

EBERA//N w ME., Ok, OER., O, MiEEcs LT Hlip K&
%%wtk% WEPED ME T RE, DINGE DA milE Lo RN A b7
. FOfhic i%bwﬁ%iﬁ%hﬁ#oto

AAH AR
- PR REAER. BEERE AL T LT s AR DTN F O EREE L DS
R R OVR . AR 7 B TN Z ORNRES & DS E W R ER T
BT,
« AP OINHI DA 5T,

H ks
d% B rws, pH, MERR WA, MEA-Z0Ws, fEH+ 8605, WG, RS
GIxF L CERZRER XA LN -T2,

LRIV, TEeFal)y ko=, TIT 4 F=ITRLT

BRI UKL ARG ONE, B A X /ﬁrmfbfﬁﬁ&ﬁtz&
TUEHER LT,

cTEFal . kr b=lw LTI REE AW A IO FEHER N
BHONTZN, Pre AZ I MEHICHERZX DD THN- T2,

T ITT 4= NI LTTHBUERIZA B LR o T,
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H LI T,

g

SARE . IMIRWERRE . MBI L TP s 2 LUVMERIX

MR L

2sE Y (LDH (mg/kg) )

EULz/Enn ~ A 7 v b
el i i e i3
%1 605 585 620 360
BF 820 820 370 480

FIEAEIR : H FEIE B — P A R — I R i — e

R 19

Z v ~(4-10-25-60-150 mg/kg. 5 ¥, #&H)

150mg/kg # 58 CH 5% —BMEOEFRENBIZ S, (RERMO IS, T
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HBRIIFR O R o 12,
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0.2%LL ETITHIS O TR S, 0.06% TITHIKITIEE A EA BN
TR R O IR AR ISR D B E IR D b e o T,

PR MERRER
EFAEY PROT v MZBWT, 7 FF7 = XRRR IgG Uik L OV IgE $t
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KERASCE (2021 45 12 HBGET)

2414 : Alcon Laboratories, Inc.

AKERHEH H : 20124-12H21H

f5e4 : ZADITOR - ketotifen fumarate ophthalmic solution 0.035%
AT - ## . Eye Drops 5mL

ketotifen (0.025%)(equivalent to ketotifen fumarate 0.035%)

I EESIE

Use : Temporarily relieves itchy eyes due to pollen, ragweed, grass, ani-
mal hair and dander.

FEL OV &

Directions :

Adults and children 3 years of age and older: Put 1 drop in the affected
eye(s) twice daily, every 8-12 hours, no more than twice per day.
Children under 3 years of age: Consult a doctor

A=A 7 VT EMICE (2021 4F 1 A G

21tt4 : Novartis Pharmaceutical Australia Pty Limited

AGEAEH 20074 17H

k564 : ZADITEN (KETOTIFEN) EYE DROPS SOLUTION

FIE - Bk : 2.5 mL and 5 mL

2 QUALITATIVE AND QUANTITATIVE COMPOSITION

Zaditen is a sterile ophthalmic solution containing ketotifen for topical
administration to the eye.

Each 1.0 mL contains 345 ug ketotifen fumarate corresponding to 250 pg
ketotifen.

EICERAESHIES

4.1 THERAPEUTIC INDICATIONS

Symptomatic short term treatment of seasonal allergic conjunctivitis in
adults and children 3 years or older.

JIE KR OV &

4.2 DOSE AND METHOD OF ADMINISTRATION

Adults, elderly and children (age 3 and older): One drop of Zaditen into
the conjunctival sac twice daily.
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F—=AFZ7 VT DB
(Australian categorisation system
for prescribing medicines in preg-
nancy)

B1 (202141 H)

<BE>H—ANT VT OHFHEOME : Australian categorisation system for
prescribingmedicines in pregnancy

B1 : Drugs which have been taken by only a limited number of pregnant
women and women of childbearing age, without an increase in the frequency
of malformation or other direct or indirect harmful effects on the human fetus
having been observed.

Studies in animals have not shown evidence of an increased occurrence of
fetal damage.

2) INREADEEICET 5B ER
AKIBZ BT DARNOREDE Fa2A T2 BFIHT LR VNEE ) 0T
WS, KRERASCE R OA—A 7 U 7R SCEITIZLU T ORE’ H 5,

H FLENE
KEOWSMCZE | Directions
(2021 4 12 ) | Children under 3 years of age: Consult a doctor
4 —A K7 U7 | Paediatric use (Use in children under 3 years of age)
DA HE Safety and effectiveness in pediatric patients below 3
(2021 41 A) | years of age have not been established.
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