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(13.3%) . Al 1451 (2.2%), Al 161 (2.2%) B bhiz, 7
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0.1% 7 U & =¥ EABRME AR UL 0.6%FE 0 —/L~ LA VR AR O
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HRIE (O BFfIE & 2 WefiE & 7 R o0 F-4ME) o0 el (7 W M E SE5T)
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5 4 % —3.1+2.3 —4.9+2.0 —4.0+2.0 —4.6+2.3 —4.9+2.3 —4.7+2.1
e (103) (103) (103) (93) (93) (93)
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ToRMRGHAR (ENEIHERRR) 6
k1 HEBIAA BIC PGIZ X BB 2 180 H LA E

PUES
FEREE (227 V) —= 271 (120 20 sl ECTHEIROIREMA 31.0mmHg
LU OB bR ANk (A3 XIImIREERE 157 4

BT A
% Wi I I et R T

FRER 15
0.1%7 U E= ABARE ARG 1 E 19, 1 3 21, 52 BHGIR L7z, 2236,
PG fFHBECE T D PG BIHIEO SHRIT 0.1% 7V & = 3 A0 B A HRIE O a5
IR IZAT - 7,
IRERA (HE) X, FBEAICTROEBVITo7,
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(2) 185 A5 EHER
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ALPHAGAN® P (X a7 R L U UAEEIES BREENIE CTH 0 | BIARR A RN IR X
EEIREIEDBEICHIT D B LIZIRE (I0P) DK TO7dIEHT 5,
AL - H®
K 8 REFIORIEZ BT C 1 H 318, 1% BIRICSIRT 5,

EIZR T D RRE IR MIER OCHEIZILLTO@EY TH Y | S ETOAGEIR
DLENTRR D,
ENOHKRNEDOFPAN TAR 25 Z &,
RIS ESIIES
ROPRIE T, A OFKAIBEIGHREED D RAA 53 SUTE TE RNEE B,
e IR ESE

5 MEERIFIMRIZEET HFE

TuRZT T Y BEEESS B - A O ML ORI TR R THRA 4 X
BB THEA TE R2WEAICARIOEN 2ard 5 2 L, [17.1.2, 17. 1.3 &
M
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JIEL O E
WmE. LE 1, 18 2EERET 5,
BB T AR IEER

FiRICEY HiEsEHR (FDAREE. A—X S U T7HEE)
ERNICB T 2 CEORLHITILL T DM@ TH Y, FDA, A—A N7 U T 5%

LTS,
9. BENE=EEITHEEICHT HIE
95 1EiF

TEAm SUTAENR LT 5 ATREME D & 2 e VEIT T TBIR E oA aRMEN fatE 2 ke %
LHIWr SN EICOAREETH L,

1B LOAIEMER OCRFLRER O AIEIEZEE L ROk U3 P Ik 2 B4 5
L BER (T b)) THITPICBIT T2 2 &R S Tn 5,

15)

FDA3¥E, A=A 7 U7 0z LU FIORT,

Pag|

FDA : Pregnancy Category B [ALPHAGAN® P (0.1%. 0.15%) 2013 4
9 A]

F—=AKNZ VT ok B3 [ALPHAGAN® P (0.15%) 2017 4 3 J]

(An Australian categorisation of risk

of drug use in pregnancy)

BE SO
FDA : Pregnancy Category
B : Animal reproduction studies have failed to demonstrate a risk to the
fetus and there are no adequate and well-controlled studies in pregnant
women or Animal studies have shown an adverse effect, but adequate
and wellcontrolled studies in pregnant women have failed to

demonstrate a risk to the fetus in any trimester.
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A —A N7 U7 D45 . (An Australian categorisation of risk of drug use in

B3

pregnancy)

: 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 1s considered uncertain in humans.
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INRFIZET H1FER
EWNIZBT 2 RAMASCEOLBITILUL T oMWY TH Y | KEORMLELITERRD,

2. BB (ROBE(ZIZBE LA L)
2.1 AHFN O UIdEUE OBEERE D & 5 B
22 (RHAERER, HrAaR., LR XT 2R OSNIE [9.7.2 2]

9. BEDERZHI HEBICHIT HEE

9.7 IMNR

9.7.1 /NS Z x5 & LA O a2 FeiE & U= BRI BR I3 3206 L Cuh /s
A

9.7.2 RHAEMEIR, HAR, IR UT 2 AR OMNRIITERE Lanws &, 4 E
TOMRBZIZEBN T, 7V =V EARERIRKR A2 B 5 U7 FLUR I | 4
AR, B, Rt AR, AR, WBAR, B E. PR A OMEIR 2 & &
bzt OFENRH D, [2.2 BH]

9.7.3 A ETOREKRRABRICEB VT, 0.2%7 V=V B ARESIREEZ 1 3 3 1%
HBULTESGE, 2~T7 OB KR OVNRIZ &S (256~83%) TRERDFRD HitT
WA 19)O

KE DTN ICEZ LU ISR,

HH FLHINA
KIEAT SCE Pediatric Use
(201349 A) ALPHAGAN® P is contraindicated in

children under the age of 2 years (see
CONTRAINDICATIONS, 4.1).

During postmarketing surveillance,
apnea, bradycardia, coma, hypotension,
hypothermia, hypotonia, lethargy,
pallor, respiratory depression, and
somnolence have been reported in
infants receiving brimonidine. The
safety and effectiveness of brimonidine
tartrate have not been studied in
children below the age of 2 years.

In a well-controlled clinical study
conducted in pediatric glaucoma
patients (ages 2 to 7 years) the most

commonly observed adverse reactions

with brimonidine tartrate ophthalmic




X. 3EEH

solution 0.2% dosed three times daily
were somnolence (50-83% in patients
ages 2 to 6 years) and decreased
alertness. In pediatric patients 7 years
of age (>20 kg), somnolence appears to
occur less frequently (25%).
Approximately 16 % of patients on
brimonidine tartrate ophthalmic
solution discontinued from the study
due to somnolence.

4 CONTRAINDICATIONS

4.1 Neonates and Infants (under the
age of 2 years)

ALPHAGAN® P is contraindicated in
neonates and infants (under the age of

2 years).
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