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e 26 21 80.8
4 5 HE 260 211 81.2
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Y A 239 191 79.9
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8ll< =12 91 78 85.7
120 < =24 22 15 68.2
24 < =36 17 14 82.4
& it 300 242 80.7
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5) bR e B, fth AR BLER R ) 74(2):158-162,1980[54280]
6)ME ) 7t = IR B G PR EE ) 74(4):415-421,1980[54281]
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(70.5%) . M2 e 0L Bix 142 61 (82.1%) THY, FEFM— /L mIRK 0.5%
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60% TH-7219),
(AHKREEEH
FME R L
<HE>
fd e A% A 12 5mg. 10mg, 20mg Z B[] 8% 1 $% G- L7- L& v 3 2 = U 1340 2.8 iy
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FME Rl

<H#E>
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FE 7=V IR 0.5 % iRUIR £2 OHR AR il NI EE (B 73 %)

& 5 1 Iy [ FEr—/VIR E (pug/g or mL)
(43) £ JE iR B3 7K I3 - BERIE
10 24.56+9.10™ 0.83+0.33"! 1.67+0.56"!
30 17.25+8.46 1.44+0.89 1.68+1.03
60 12.80+£5.21 1.25+£0.64 1.18%0.50
120 7.26%2.44 0.65%0.23 0.68+0.28
240 2.87+2.04 0.22+0.16 0.40+0.29"2

AV AR VE R 22 (2408, k 1:220R . *2:23HR)

FE T F— U XER IR K 0.5% s (R & O RR AL &%k N IR E (H o 3-%)

5% RF FEr—/VIRJE (pg/g or mL)
(43) i R 5 7k W% - BERIE
10 52.74+14.39 1.43%£0.46 4.40+2.74
30 45.83+£16.13 3.46+1.49 4.62+1.89
60 29.75+11.26 2.77x£1.24 3.35x1.35
120 19.05%+ 9.61 1.79£1.04 1.68+1.08"!
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N-[4-[3-[(1,1-dimethylethyl)amino]-2-hydroxypropoxy]-1,2,5-thiadiazol-3-yl]-N-(
2-hydroxyethyl)glycine (IV) &
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KE OGS E (2018 # 6 H)

PRECAUTIONS
Pregnancy

Teratogenic Effects

Teratogenicity studies with timolol in mice, rats, and rabbits at oral doses up to 50 mg/kg/day (7,000 times the systemic exposure
following the maximum recommended human ophthalmic dose) demonstrated no evidence of fetal malformations. Although delayed
fetal ossification was observed at this dose in rats, there were no adverse effects on postnatal development of offspring. Doses of 1000
mg/kg/day (142,000 times the systemic exposure following the maximum recommended human ophthalmic dose) were maternotoxic in
mice and resulted in an increased number of fetal resorptions. Increased fetal resorptions were also seen in rabbits at doses of 14,000
times the systemic exposure following the maximum recommended human ophthalmic dose, in this case without apparent

maternotoxicity.

There are no adequate and well-controlled studies in pregnant women. TIMOPTIC-XE should be used during pregnancy only if the

potential benefit justifies the potential risk to the fetus.

A —ANTVT 53 FE C (20184 10 H)

<ZE:EOME >4 —AM7U7 4338 (An Australian categorisation of risk of drug

use in pregnancy)

Category C: Drugs which, owing to their pharmacological effects, have caused or
may be suspected of causing, harmful effects on the human fetus or neonate without
causing malformations. These effects may be reversible. Accompanying texts should

be consulted for further details.

2)NRZICBET 5 HE
AKBIZBTLEH EOFEE/NEE~OR LG JOHOFTEHIZLL T OB THY, K
E O XL ELTR 2D,

(FREDEFEINEF~ADES
AR T 2L AT S TR,

KIE OIAT CE (2018 42 6 1)

PRECAUTIONS

Pediatric Use

Safety and effectiveness of timolol maleate ophthalmic solution have been established when administered in pediatric patients aged 2
years and older. Use of timolol maleate ophthalmic solution in these children is supported by evidence from adequate and well-

controlled studies in children and adults. Safety and efficacy in pediatric patients below the age of 2 years have not been established.

S5 0 SPC (2018 £ 9 H)

4. CLINICAL PARTICULARS
4.2 Posology and method of administration
Paediatric population

Not currently indicated.
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