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FDA:Pregnancy Category
Category C:Adequate, well-controlled human studies are lacking, and
animal studies have shown a risk to the fetus or are lacking as well.
There is a chance of fetal harm if the drug is administered during

pregnancy; but the potential benefits may outweigh the potential risk.

F—ANZU7 43 %6 (An Australian categorisation of risk of drug use in

pregnancy)

Category B2 : 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 are inadequate or may be lacking, but available

data show no evidence of an increased occurrence of fetal damage.
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K E OUSHFrE (2016 42 7 A)

PRECAUTIONS

Pediatric Use:
Tropicamide may rarely cause CNS disturbances which may be
dangerous in pediatric patients. Psychotic reactions, behavioral
disturbances, and vasomotor or cardiorespiratory collapse in children
have been reported with the use of anticholinergic drugs . Keep this

and all medications out of the reach of children.

YE[E D SPC (2017 4E 5 H ) *

CLINICAL PARTICULARS

Posology and method of administration
Use in Children :
Tropicamide has been reported to be inadequate for cycloplegia in
children. A more powerful cycloplegic agent such as atropine may be
required.Do not use in concentrations greater than 0.5% in small
infants.

Special warnings and precautions for use

Pediatric Population

« Tropicamide may cause central nervous system disturbances, which

may be dangerous in infants and children.

« Excessive use in children may produce systemic toxic symptoms.
Use with extreme caution in infants, small or premature children, or

children with Down syndrome, spastic paralysis or brain damage.

« Parents should be warned of the oral toxicity of this preparation for
children and advised to wash their own hands and the child's hands

after use.

%1% Tropicamide Eye drops solution Xv5| H

20



XIM. &%

1.

Z Do EE R
© 2Ol O EIER DI OB E
o
e AR
No. | 4 ik B E thR
| e B A T O
| (D) iR OULE
T | ewE 2|
50 1% CHERIR) 1H [ BEBMGH 7 2= 7V R - haE hIR S IRIE T T L L FE—030

(G-l R)ARF L QO itk i3 o 72728 . BRI (oAl AT
FEH B, B G RHEIC TR, /Sy T T ARDRER., KAl 7=
Lo UGS - ha e IR SR, 7 ==L 7V SR IR IR
Tk,

Hiik 3 A% [EIE

PFHZE: Am T3

=21 -




	表紙

	目次

	Ⅰ．概要に関する項目
	Ⅱ．名称に関する項目
	Ⅲ．有効成分に関する項目
	Ⅳ．製剤に関する項目
	Ⅴ．治療に関する項目
	Ⅵ．薬効薬理に関する項目
	Ⅶ．薬物動態に関する項目
	Ⅷ．安全性（使用上の注意等）に関する項目
	Ⅸ．非臨床試験に関する項目
	Ⅹ．管理的事項に関する項目
	ⅩⅠ．文献
	ⅩⅡ．参考資料
	ⅩⅢ．備考

