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KEOUMS CE (2021 4 10 H) DR

HR7E4 IOPIDINE 1%

FIE - Hitk Ophthalmic solution, apraclonidine hydrochloride 11.5
mg equivalent to apraclonidine base 10 mg.
0.1 mL (packaged two per pouch)
HRFEAEZESA Novartis
FETEAF 1987412 A 7&R
HEE XTI | IOPIDINE 1% Ophthalmic Solution is indicated to control
or prevent post-surgical elevations in IOP that occur in
patients after argon laser trabeculoplasty, argon laser
iridotomy or Nd:YAG posterior capsulotomy.
FiEK OV & | One drop of IOPIDINE 1% Ophthalmic Solution should
be instilled in the scheduled operative eye one hour before
Initiating anterior segment laser surgery and a second
drop should be instilled to the same eye immediately
upon completion of the laser surgical procedure. Use a
separate container for each single-drop dose and discard
each container after use.

Je[H O SCE (2020 41 H) OREES

HR7E4 IOPIDINE 1%

FIE - Bikg IOPIDINE 1%w/v Eye Drops, Solution

WA A4 Novartis

eI 199343 H K8

e X135 | IOPIDINE 1% is 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, iridotomy
and capsulotomy).
FiEK OV & | 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 completion
of the laser surgical procedure.
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9.5 1tiE
TG SOTAEHR LTV D ATREME D B 2 LePEicid, 1B Lo f st ekt %
RS EHE SN AGAEICORBEET S &, U RIS, Omg/kg & #8118
HLTRIBICEEN > 1-Z LN RE STV D,

9.6 ZFLIF
1RIE EOF MR ORI OASMEEZZE L, RO T k%2 K
M52 L, B MEAFABATT 200 E I DIEAHTH D,

i FLAN A

KEOEAFTCE | Pregnancy : Apraclonidine HCI has been shown to have
(2021 4£ 10 H) | 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 human dose).
There are no adequate and well controlled studies in
pregnant women. IOPIDINE 1% Ophthalmic 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
human milk. Decision should be made to discontinue
nursing temporarily for the one day on which IOPIDINE
1% Ophthalmic Solution is used.

AL

=27 VT OB
(Australian categorisation system for prescribing B3 (2020 £ 11 H&GET)

medicines in pregnancy)

<BE>SA—A LT VT OHFEOME © Australian categorisation system for
prescribing medicines 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)/NRIZBE Y %o ER
AIIZBT DAF O 19.7 /NEF] OHEOFTHEITZUTOLIBY THY ., KE
B SCE R OSEE O SCE & 135870 5,

9.7 MR
INRFEEXGR L U BRI EM L T2,

g FLHLNAE

KE DRSS CE | Pediatric Use

(2021 % 10 H) | Safety and effectiveness in pediatric patients have not
been established.
H[E DO SCE | Paediatric population

(2020 4 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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