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OJLHE, IR T HE, BOEHRK, MRS T, BEXE. AREBREOK AR
O T,
(2) K1 IR 2R
Rl X EEH 2 L
(3) IR R
T ANOMEEAEEIZLD  ~F Y LB — LR MEO R 2 50 9% 4t
ESH2RICHLE R HEEDwE ROIZGE, 77770 =20D1250 4
glkglZlxt L7 B =YX TMTughkgTHY, 77770 = OFiRENTH
ERIZ 7 e =Y  DU1I6DR I TH D Z LB rENT,
4) BEMRBRRRUFER
a VEENELIAN ORLS &R L
(5) FEIR - fEIRAR R
A X~EIR L7236 1000 p g® @& &8558 CO A O 3 2 H i
Yl
£ (RIS D 3 558 15)
R T~ MCERIRNE G- L7256 O DRI E8D K OV EAR FYER L, X FRER
THbH7u=r0FNTRUIKPVIODBES Th-o7-, RBESHIHIC
HONAHME EFERIZ I 0= D25EDRE TH o7,
(6) JHiL3 R
VU ABDLWET v MBI DFIRNE S KO 0 # 5 L2546, BENR
REERRIZ KT 2 BHl 358 iz,
(7) BEHsE
7 v b~ 0.315~3.16mg/kg Z A5 LizGa, RELXORFFT U 7L
DOEIMNH BT,

SE

U ERR L

LDso(FA7 : mglkg, 7 v 2 NIE95%E FE IR A)

& bR 3

YmE o3 FRN % 5-
7wk 63.9 (38.14~107.16) 14.14(9.39~21.27)
VU A 5.04(3.29~7.73) 7.35(5.71~9.44)

1)7 > MIZ 1.0mg/kg F721% 5.0mg/kg % 14 HEFIRNES L7k R0EZ ~ b
[Zi% 15 B, —MCIREE R OMAEIC A BARFIEOZAL 5RO B v, & ERE
THEHBBED NS OD, KHERETIZRHTHIL A < —@ M DOREIR & Xt
FRBRIC L LR EIE IS B S iz, B PR 2 51T 1.0mg/kg/ H L
TEHETE LT,

2)4 X1Z 0.5mg/H £721% 1.0mg/H % 14 HREFFIRNEE S L7-fE R, FRA~OE

R L E X LN DUHE - IEENBIE S e, BEFREEEEX 0.5mg/H
(%) 0.05mg/kg IZFHH) L FCTh - 72,
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(3) EinEEER

4) BARMEEER

(5) EERAFMHER

(6) BFTRIEIEEAER

(1) ZDtD%ikE"

3)Y /LI 0.5mg/kg. 1.0mg/kg F721% 2.0mg/kg % 1 H 2 [A1 90 H MR &A0HN
FEALTEREERE, WTNOBREIZBWTHEKRZFHEITIR LR o7,

DUYFIZ05%. 1% F21X1.5%E 1H 274 1 H 3E 14 H AR L7k R,
MEALE X R (IR) 2 & e 2 CRIRO FmMNEE I, F2, MEDOREEKE
DLW L IEIR 72 ER R ST, RS Ok R G ST
D, ZAVUIARFI OEKEER (o EEIM)IC L D EAED R L B 2 b,

BT IIZ 0.5%. 1% F721% 1.5%0 1[5 274 1 H 318l 1 FER AR L 7=k R,
W OBERIZBWTH BT « £2EMREE IR Do Tz,

IR IRRE AR, ek BRERBR, RO~ v R/PERBROER, BRFEMET
BT,

BB L

1) BENRAT R O IR E R MR ELEATR 5 38R (Segment 1)
7 v MZ 0.05mg/kg~0.5mg/kg # A5 LofER, Fi AR W T
0.1mg/kg VA ETHERERMMEIL, 0.5mg/kg THRLEBINA LT, Fi 4
ROBOAFHEE R OMBF T ENAEFE~OEE H 5V ITEFEE TS &
FCobBEIN ol BEAERIIBEMOEMIEICEL 0.5mg/kg/H .
Fi1 AR OFEEIZEA L 0.05mg/kg/H. Fi. Fo a2k LTIk 0.5mg/kg/H &
HeE LT,

2) RIF DR E R AR 55U 5% (Segment 11)

IR 6~17 HDOZ > MZ 0.05~0.3mg/kg Z#RO#&5 LR, im0t
FHRECMRATF O ENAEFME. Fi AR EER AR O FEICET 5 2
H. KO Fo HAEROEFRRITE, AR D 2 WIMMBEF ISR 2 21T
HHT, MR, BEOLRERE. FisroHAER, KO F AR
WFAUZBI LTS 0.3meg/kg/ H EHEE L 7=,

F R 6~18 HOUHXIZ 0.25~3.0mgkg # i A&KE LR, mHE
DHEAFAEIREIFE T RO & AFER BB DOWAD % e, BFETHRIBOL R
DA INTZR, 2BV THFICALGNDI DO THY , FHEIX
RIRRHE L i L CIRIEFRE Ch o 7o, MBI O - ENAFIEICHE
LT 1.25mg/kg/H . KON ~DOMEATEMEIZE L 3.0mg/kg/ H & HEE L7z,

IR 16 H2> 52350 20 HOZ > MZ 0.05mg/kg~0.25mg/kg # /& A5 L
FES. MEURMAR, M EE . HERICEE TR0 o7, HAER T FitRo
EAERE COLEY G ICEET D EBbhs 4 BAGFROK T & FitiER
DI S OIS HERE O BN DL CRR O vy, BEFLZ B E X5 &
NWieofe, PLEX Y M2 ET, B OATREEIZE L 0.25mg/keg/H. Fu
HAEWROEFR, lE, 2MEICB L 0.1mg/kg/ H . Fi1 HZAEROEHEE RO
Fi. Fo HAEROEFTEIECE L 0.25me/kg/ B & HEE L7,

AR #h AR

P 1.5%80R%K 1 8] 2 /% 1 H 3 [0 3 4 A RBLSIR L7zfE %, IRE2A0R
BICHBTHEFEF LTS T, BEEREIT 1.5%K 1 H 2, 1 H 3 [
(77T 7= BE% 600 9ke/BICHY)E SN, 7Y FIC 0.5%0R
W1 25%4& 1 B 3[a 2 AR U72fES, RS 7S i (AL E S FRAR & [R14%)
DB I IE ), FREERIC X D ikiEsh B2 5D < st o ik 2338 8
DAL, ML 05%K 1B 2, 1 B 3E(T777n=rB8X% 300
p9%kg/ HIZFH XML T & iz,

R BT SER
EE Yy bRV RERRENRBR O S, Buehler test TliXEMETH -T2
73, Maximization test (235 CHEEE D RZJE S350 DAL, MkferII A3
WA A IITEEDE X A AIHEMEN R S LT,
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2021 4 11 H HE,

SERH

TAAEYOUD GIRIE 1%, Bok, s, 77 A

7 =T REETIRS R INTND,

BB, AITBTL7AFE Y 2UD AIRIE 1% D%k

3R HELROHE

IFUTDERY THD,

4. FMEERIFZHER

FILIYL—F—BHERFE/RM. 7Id0 L—Y -, RV
Nd-¥v 5 L —H—%BYRMRICECHBEELRDHIE

6. AERUVAE

W LR 1 REREAT, R OMRETERICHTIRIC 1o RIRT 5,

HEsh D AR

RIZHOWTIE, FEOKFT O LELHERTDHZ L,

KEOTAT SR (2021 4 10 H) O

ongs]

IOPIDINE 1%

FTE - Hiks

Ophthalmic solution, apraclonidine hydrochloride 11.5
mg equivalent to apraclonidine base 10 mg.
0.1 mL (packaged two per pouch)

[ Otee 22

Novartis

JETEH

1987412 H 7K

BRE ST R

IOPIDINE 1% Ophthalmic Solution is indicated to con-
trol or prevent post-surgical elevations in IOP that oc-
cur in patients after argon laser trabeculoplasty, argon
laser iridotomy or Nd:YAG posterior capsulotomy.

MER O &

One drop of IOPIDINE 1% Ophthalmic Solution should
be instilled in the scheduled operative eye one hour be-
fore initiating anterior segment laser surgery and a sec-
ond drop should be instilled to the same eye immedi-
ately upon completion of the laser surgical procedure.
Use a separate container for each single-drop dose and
discard each container after use.

FE DR CE (

2020 4 1 H) O

AR5 IOPIDINE 1%

HIE - Bk IOPIDINE 1%w/v Eye Drops, Solution
REEEL Novartis

FEITEAE 19934FE:3 H 7&K

RE ST RN R

IOPIDINE 1% 1is indicated to control or prevent post
surgical elevations in intraocular pressure that occur in
patients after anterior segment laser surgery. (Clinical
trials have been conducted in trabeculoplasty, iridot-
omy and capsulotomy).

MER O &

One drop of IOPIDINE 1% should be instilled into the
eye scheduled for operation one hour before initiating
anterior segment laser surgery. A second drop should be
instilled into the same eye immediately upon comple-
tion of the laser surgical procedure.

1) FIF~DKREIC
RIZBT BAHFN D 19.5 ] |

ESE RSy i
9.6 ) OHOFTIIILLTOEEY T

HY ., KEUH LTESLS ADEC S EITR 25,

9.5 11tm

T4 SATIER LT B aTREME D & B ActEITid, 1R L OB IEMEI fEkE it
 EES EHB SN GEICORBRETH L, Y FITSE. Ong/keg &%
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9.6 ZILI%

H¥h- LTk

TRENDH ST Z LR HREIN TN D,

A L SR ORI DA R 2 B L, 2L ORBFE o 1L 2
BAT 5L, b FRREABIT 2085 hERATHS.

(2021 £ 10 A)

Hi RN A
KEOWACE | Pregnancy : Apraclonidine HCI has been shown to

have an embryocidal effect in rabbits when given in
an oral dose of 3 mg/kg/day (150 times the maximum
recommended human dose).Dose related maternal
toxicity was observed in pregnant rats at 0.3
mg/kg/day (15 times the maximum recommended hu-
man dose). There are no adequate and well controlled
studies in pregnant women. IOPIDINE 1% Ophthal-
mic Solution should be used during pregnancy only if
the potential benefit justifies the potential risk to the
fetus.

Nursing Mothers : It is not known if topically applied
IOPIDINE 1% Ophthalmic Solution is excreted in hu-
man milk. Decision should be made to discontinue
nursing temporarily for the one day on which I0-
PIDINE 1% Ophthalmic Solution is used.

AL

nancy)

F—=AFF VT D
(Australian categorisation system
for prescribing medicines in preg-

B3 (2020 & 11 HkED)

<BE>HF—A N7 VT OHGFHOBEE : Australian categorisation system for

prescribingmedicines in pregnancy

B3 : 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 shown evidence of an increased occurrence of fetal

damage, the significance of which is considered uncertain in humans.

2) INRICEEY HiBIMER

AR T 2AF O 19.7 /NEE] OEOFLEHBLUTO LI THY | KET

F3CE RO EOIRMSGE L3 72 5,

9.7 INR
NS b G & U T R REBBRIT S L T ey,
HH FLEAA

KE DO SLE | Pediatric Use

(2021 - 10 A) | Safety and effectiveness in pediatric patients have
not been established.

HE OWATCE | Paediatric population

(2020 %~ 1 A) | Safety and effectiveness of IOPIDINE in children

have not been established and therefore IOPIDINE
1% is not recommended for use in children.
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