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1. EHLNETORETRKR YL (ST
2. BHICEITHABRRIERFR MIERICBET HBNER (FDA, A—X 5 U T H5H)

ARIBIZBITHHEH EoFEE s, Eiw, #iLimE~ok 5 ) 0HE X
IR ESNTELT, Kk FDA, A —ANTU TS EHEIT R 2D,

FDA:Pregnancy Category C(2013 41 A)
A —ANTVT 5 HE B2(2014 4 12 A HiAE)

<BH EOWME >

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.

Z—ARNZU7 43 $8 (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.

QMNRFICHT HEH
KBTI EOERET/NEE~OR G | OEOFHITLL T O
DTHY ., KEORNM LEBLOHEED SPC LITRARD,

(ERLDEE]) MNEEFE~DEKE
EH ORMERPEZVRLT VO T, MEICE LG T252L R ELRD
LOLNDHZERHD),

KEORA SCEF (201341 )

PRECAUTIONS

Pediatric Use:

Increased susceptibility to cyclopentolate has been reported in pediatric patients with spastic paralysis or brain
damage. Therefore, cyclopentolate should be used with great caution in these patients. Feeding intolerance may
follow ophthalmic use of this product in neonates. It is recommended that feeding be withheld for four (4) hours

after examination. Do not use concentrations higher than 0.5% in small infants (see WARNINGS).

WARNINGS

For Topical Use Only - Not For Injection. This preparation may cause CNS disturbances. This is especially true
in younger age groups, but may occur at any age, especially with the stronger cyclopentolate hydrochloride
solution. Premature and small infants are especially prone to CNS and cardiopulmonary side effects from
systemic absorption of cyclopentolate. To minimize absorption, use only 1 drop of a 0.5% solution per eye

followed by pressure applied over the nasolacrimal sac for two to three minutes. Observe infants closely for at

least 30 minutes following instillation.
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BE[E D SPCH2 (2012 4 7 )

CLINICAL PARTICULARS

Posology and method of administration
Refraction / Fundoscopy

Children 6-16 years:

One drop of 1 % solution instilled into the eye, repeated after 15 minutes if necessary, approximately 40 minutes

before examination.

Children under 6 years:

One or two drops of 1 % solution instilled into the eye, repeated after 15 minutes if necessary, approximately 40
minutes before examination.

For Uveitis, Iritis and Iridocyclitis:

Children 6-16 years:

At the discretion of the physician

Do not use during the first three months of life due to possible association between the cycloplegia produced and
the development of amblyopia and also the increased risks of systemic toxicity in neonates.

Cycloplegia following administration is quick in onset and short-lived. Maximal cycloplegia is achieved within
15 - 45 minutes of instillation and lasts on average about 20 minutes. Recovery normally takes place in about 4
hours, but very occasionally some effect persists for up to 24 hours.

Mydriasis is produced very rapidly and an average pupil diameter of 7 mm is usually reached 15 - 30 minutes
after instillation of one drop of 0.5 % solution. Complete recovery from the mydriatic effect generally occurs

spontaneously in not more than 20 hours.

% 1:Cyclopentolate Hydrochloride Ophthalmic Solution,USP,1% (Sterile)
3%2:Mydriate 1.0% Eye Drops X935

21




XII.

e

1. TOHOREEEN

©Z DD FEIEF O JE 51 OB

i ]

BE

No.

it
(& PFIE)

1A &5 &
P 534 1

fill 1

1

g olgs

R o
(R 24 I 4 e
i BAVET D

HAa)

i AR
1171 135
2[H]

1H [H]

FULhA
BEBR A
(F5FikH)

ik ¥ H
k3 H %
k17 8 %

AR W IR 195 970 4R
WAL R RS Sy 12

AR W IR 195 970 IR . (281 H )
7 18] 5 HIR A LB ] 12

BREK TR, REETOENTHREMETWVAA, IBEK L
iR RO, TV AIEE~6% fit W =,

W) 18] AR 1R ) 1545

HAaN KT 2, BIEH I LROC TSN HoT20, &2
FricClal g, B#bIZ-oZVEL TETQWE, AN A XL
DRI,

BimE R A — M AR,

BPE

b4 52 0 A 1l AR AT SRR LS B DR,

TSN R 552, NI C T A0 AT SR IS B0 o R R B 1
WHILA, B84 CA A DEENTER SRR 14,

OF 7L

ﬁ* .
125%

R A A
(LAR)

i AR
1[5 13
21[A]
1H 4

FULhARE
B BAA A
(F5HikR)

RE#EH

W ERRER CEAT R E OO AF 2 IR ICLE o
MR,

wllE] SRSy

AH) 2RI 3o IR 2E ),

#1E] AR R 30497 14

FREHEAVWTEF T ORANEE, $TICREREICAD
I E P E, ERAAE TICAE N ANT R85 L0 5%
BL,HE»LE T ST F ICHE %M AE T VRA
NGET

I JE U AE H1159mmHg/ 4k 3E #187mmHg

Wl E SRR 3557 14

TWHNATITHE R LIENE O TN AIIWERFT2o72,
WA AR 4045 14

£ UG 1 139mmHg/4ik 95 1 87mmHg

W [E] IR 1R [ 1%

ANIRBHCR AN,

THER BMCT: el

ABED E iR L ERIERBERONEE L, 1
BEITWV, AR EEEZR ORI,
EHRBICH BRI LR L GRBE o7, B,
SHER HAIMRI: B H 7oL

SHER HEAIMRA: B 22 L

fibd 3 B A R ER DS ORENR) : B 7L

DER:RERL

O i A8 AR AT R L

DR 7L

- 22 -




	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

