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Brimonidine tartrate 0.15% (1.5 mg/ml)

sl yuf ol gall

Polyvinyl alcohol, sodium chloride,

sodium citrate dehydrate, citric acid

monohydrate, benzalkonium chloride

50% solution, hydrochloric acid, sodium
hydroxide, water for injection.
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Brimonidine tartrate 0.15% (1.5 mg/ml)

:0'7'Y9 M71 0190

Polyvinyl alcohol, sodium chloride, sodium

citrate dehydrate, citric acid monohydrate,

benzalkonium chloride 50% solution,

hydrochloric acid, sodium hydroxide, water
for injection.

N'0'9IN NXNf

TN dp |U71{77 DDRIAN ON'NIDDN'D

NDIFINTAA 71907

TI'NIDY NIT'YD

ANIFINTAL 719'02 'Y N YN7 DTN

J'VA YR7 N2 IN I'NT NNIND

27'WON1 WNNWAT |'N 'Np

NN 12N WND NDINNA 'WHNWN 7N
NI AYIT DX IT NDNNA UNNYAT 'N
.N1I0D TNNT

12 N/79100 2’ DX IT ADIN 710'7 'X
10Y0 210N [IND'T TAI NIDIN DY NINT
.(MAQI) iNToINITNIIN

TNND NIFIFNA DN YNNWAT |'N
DMy M7

NDIM2 YYI'T 720 NDNN2 WNNWAY |'N
IN |02 72D DX 719'00 N7nNa 197
N710 IX N/7210 72N DX |10 N1DND
,07 172 IN/1 270 TIF9'NA Mi7'70 12y2
N DX L MWA NDIYN/AT7IN L1100
I YD NIYTYA N/UNNYUD
N{7'O0-'NN L[IND'TN N/72ID ' DX
D'{7900N DTN '722) N'NIN IX NMINIE
070 YN72 NIY19an ,(NINYT IX 277 01
Raynaud's) 11''2 nyoinn
07T 0107 0T 72 NIXIDNN-disease
NND (NN X NYINNYT NN 0972021
DTN YN72 ATY) 'OLVODININ DT YN7
1721 NE7IN IN (NTHY7 12DWN 12YNa
thromboangiitis) nizi7o n'77150 "1 01
.(obliterans

277w 01 DI} PN 7Y NDIND YIOYUN IR

NIV DDY7 717V I NDINA WIN'WN
IX NI9"Y 01N ,NIININDY DN
NN NIAT 2NN |2 71 PR WIDWO
7221 N12I0ON NN N7Y9N ,10712

Iy N2UNND NI7PYD

AINT AN NIWIN7 D7 n717Y 11 9NN
NOYINND ND'WNN YINAT7 Y7NID |2 7y
WNY I97WUN 2121071 KT

NNATR

NI T2 Y7 W ITADINNA 71I9'00 NDI7NA
170 [DIN2 XDINN 7¥N 17271 'Y N Y7
NONNY7 IX INYW7D |ITN7 1/W1 2'0 DX
N701197 X917 7y YTINT Y7V 7D
.N9NNN

YINYT 90111 17 ANYII IT NDINN DX
NN A NI7T5- 'NNNT7 W' NN DY
Y7 NN

DI"IF77112 IDYD IDIN 790 1WINN
Vap NIYTY ' 7y 20007 717yn T
/NN WND NTYYWIN WNNWAT N NIDY
1'0n7 W' .NIDY VA NIYTY 2/2101D
[TNNY7 [N YWINA WIN'WN 1197 NIYTYN
NO7IAN NIFT 15-N NIND X7 12Yd
W7 noNNNn

NINSNN-|'2 NN

1N DX IX,NDDI1 NDNN N/7011 72N DX
NIT7 37y ,NINX NDINA 719'00 ANY AT
IN D12'D YIINT 1D 79000 X977
NINSNN-|'2 NIAAND D'V NI7Y-IX
NINAN NIYIAFAN NIDIN 27,7002
D'axyN NDIYN 7y NIY'OYUNA NIDINN
,MYN7 NIDIN 7NN :|123) NN
12OUN IX N'DD7'ON ,[IDVI7ID N7
120YN [122) [IND'T T21 NIDINN ,(D'IND
'77¥10 IX (MAOI) NTO7INYDNIIID
UNNWAY7 |'N 'NN” §'y01 D2 /X -
NI®NN DT YN7 NTINT NIDNN,("rWON2
f moin (270 79 DT 12D) 277
D'VD"IAN-NO7N IN (D"2'Y71 D"NVD'D)
DNX

NI NIYDIN

|12 NDINNA W AIXIN NIT'YDT oI
JNI7 NIYSYN VOINT NI7I7Y N1 WIN'WR
10T )N 772 1072 NISTZIN NINAD DIYDIND

Q'WONY7 NI7AN0DAN NOIFN INKT7 X7

NIZ'YNN 178 NIYDINI AT'NA XONT /11D

D7NI7'ND IX

D7 NITNTY |77N) DY 'RIT NIYDIN
((YWONN 12DINT NN 1WA

D'DNI 'Y NN NN :NINDY NiYoIn
YN NDIFYUN N2DWN) N'pN7a 7y 017
LN WIDYWO ,(]'Yi NOY 19 NN NDJN
¥ DU YINT'Y 02N ,|'YA DIPDINTN
TWIN YA TR

NLWYN "191 DII'Y :NIND NINYY NIYoIN
JUNNTN N77T,0M0Y0Y1 D71 'Y 79
'VAn NI7'AT NIYIDN ,A'K12 DVII'Y
NIY ,N'DN7N I DYOYOYN NINDI
,DYOYDYN 7Y NIPDINTN 'V 17 INT
JYNT WA AND

7712 MOFA IX 'YA D71 DT NiyoIn

DIYN

T27N DINN DMI2NA NIDDI NI NIYDIN
'vn

N9 WA ,UNT AND NINOY NIYOIN
D101, NIDNY

MNT D' ,NININD :7UN9 NNY NIYOIN
"'y ,712'Yn NDIYNA NIYIDN ,NYOY
Q775 nW7IN IN DYON NYINNA

Page


tgulyas01
Approved


59
HI

Page 2

This leaflet format has been determined by
the Ministry of Health and the content thereof
has been checked and approved.
PATIENT PACKAGE INSERT IN ACCORDANCE
WITH THE PHARMACISTS' REGULATIONS
(PREPARATIONS) 1986

The dispensing of this medicine requires a doctor's
prescription.
Read this package insert carefully in its entirety
before using this medicine.

Brimonidine Teva ®
Ophthalmic Solution

Composition

Brimonidine tartrate 0.15% (1.5mg/ml)
Inactive Ingredients:

Polyvinyl alcohol, sodium chloride, sodium
citrate dehydrate, citric acid monohydrate,
benzalkonium chloride 50% solution,
hydrochloric acid, sodium hydroxide, water
for injection.

THERAPEUTIC GROUP
Sympathomimetic, ao adrenergic agonist
for the treatment of glaucoma.

THERAPEUTIC ACTIVITY

Lowering of intraocular pressure in
treatment of open angle glaucoma or ocular
hypertension.

WHEN SHOULD THE PREPARATION
NOT BE USED?

Do not use this medicine if you are
breastfeeding.

Do not use this medicine if you are
sensitive to any of its ingredients.
Do not use this medicine if you are being
simultaneously treated with
antidepressants of the monoaminoxidase
inhibitors (MAQI) group.

Do not use this medicine in infants under
two years of age.
Do not take this medicine without
consulting a doctor before starting
treatment if you are pregnant or planning
pregnancy, if you are suffering or have
suffered in the past from impaired function
of the heart and/or vascular system, the
liver, the kidney/urinary tract, if you are
using soft contact lenses, if you are suffering
from depression, coronary or cerebral
insufficiency (in blood vessels that supply
blood to the heart or brain), blood pressure
disorders, Raynaud's disease (spasm of
small blood vessels in the hands and legs
that cause discomfort), orthostatic
hypotension (decrease in blood pressure
when getting up from a lying to a standing
position) or inflammation in the blood
vessels of the limbs including thrombosis
(thromboangiitis obliterans).

HOW WILL THIS MEDICINE AFFECT YOUR
DAILY L|

Use of th|s medicine may impair
alertness, may cause dizziness,
drowsiness, tiredness or blurred vision
and therefore caution should be exercised
when engaging in activities such as
driving a car, operating dangerous
machinery and in any other activity
requiring alertness.

This medicine may cause photosensitivity
to the light. Therefore it is recommended
to avoid prolonged exposure to the light
and to wear sunglasses.

WARNINGS

During treatment with this medicine,
intraocular pressure should be routinely
monitored and you should visit your doctor
regularly.

If you are sensitive to any type of food or
medicine, inform your doctor before
commencing treatment with this medicine.
If this medicine has been prescribed for
you in addition to another ophthalmic
preparation, wait about five minutes
between administering each of the
preparations.

This product contains benzalkonium
chloride, as a preservative, which may be
absorbed by soft contact lenses. Therefore,
this product should not be used while
wearing soft contact lenses. The lenses
should be removed prior to administration
of the product and they may not be
reinserted earlier than 15 minutes following
instillation of the drops into the eyes.

DRUG INTERACTIONS

If you are taking another drug concomitantly
or if you have just finished treatment with
another medicine, inform the attending
doctor, in order to prevent hazards or lack
of efficacy arising from drug interactions.
This is especially important for medicines
belonging to the following groups: drugs
affecting the central nervous system (e.g.
alcohol, sedatives, hypnotics, drugs for
parkinsonism, epilepsy or pain killers),
antidepressants such as monoaminoxidase
inhibitors (MAQI) or tricyclic antidepressants
(also see "when should this preparation
not be used"), antihypertensives, cardiac
drugs (such as cardiac glycosides),
B-blockers (systemic and ophthalmic) or
other alpha agonists.

Side Effects

In addition to the desired effect of the
medicine, adverse reactions may occur
during the course of taking this medicine.
The following side effects usually disappear
within a short time following the period of
adaptation to the medicine. Refer to your
doctor if any of the following side effects
continue or are bothersome:

Ophthalmic side effects (some of which
may be caused by allergic reactions to
the ingredients):

Common side effects: Ophthalmic allergic

reaction, white spots on the conjunctiva
(the clear layer which covers the eye's
surface), blurred vision, redness, burning
sensation, tingling, a feeling of a foreign
object or itching in the eye.

Less common side effects: changes in the
surface area of the eye, eyelid inflammation,
conjunctival inflammation, changes in
vision, sticky secretions from the eye,

swelling of the eyelids or conjunctiva,
photosensitivity, eye irritation, redness of
the eyelids, pain, dryness or tearing.
Rare side effects: eye inflammation or
constricted pupils.

Additional side effects in areas other
than the eye:

Common side effects: headache, dry
mouth, tiredness, drowsiness.

Less common side effects: Dizziness, flu-
like symptoms, gastrointestinal
disturbances, changes in sense of taste or
general weakness.

Uncommon side effects: Depression, heart
rate disturbances, dry nose and a general
allergic reaction.

Rare side effects: Shortness of breath.

In the event that you experience side
effects not mentioned in this leaflet, or
if there is a change in your general
health, consult your doctor immediately.

Adverse reactions and drug interactions
in children and infants:

In infants, the following side effects may
occur in the case of an overdose:
drowsiness, weakness, slow heartbeat,
hypotension, low body temperature and
temporary apnea (inability to breathe) — if
any of these symptoms occur, refer to your
doctor immediately.

Parents must inform the attending doctor
about any side effects, as well as any
additional medicine being taken by a child.
See above for details of special side-effects
and drug interactions.

Recommended dosage unless otherwise
prescribed by your doctor

According to doctor's instructions only.
Do not exceed the recommended dosage.
This medicine is not usually intended
for administration in children between
the ages of 2-12 years.

ATTENTION!

Do not swallow! This medicine is intended
for external use only.

If this medicine has been prescribed for
you in addition to another ophthalmic
preparation, wait about five minutes
between administering each of the
preparations.

The product contains benzalkonium
chloride, as a preservative, which may be
absorbed by soft contact lenses. Therefore,
this product should not be used while
wearing soft contact lenses. The lenses
should be removed prior to administration
of the product and they may not be
reinserted earlier than 15 minutes following
instillation of the drops into the eyes.
DIRECTIONS FOR USE

Wash your hands thoroughly. Remove soft
contact lenses (see "warnings"). Tilt back
your head or lie down on the bed and with
the aid of a finger pull down the lower eyelid
slightly away from the eye. Instill the
medicine into the gap created and keep
your eyes closed for 1-2 minutes. While
your eyes are closed, press your finger
against the corner of the closed eye (the
side where the eye meets the nose). Do
not blink.

To prevent contamination of the medicine
take care not to allow the tip of the bottle
to come into contact with any surface
including the finger and the eye itself, and
close the bottle tightly after use.
Do not use this medicine for more than one
month after the bottle has first been opened.

+How can you contribute to the success '
1 of the treatment? :

Complete the full course of treatment as
instructed by the doctor.

Even if there is an improvement in your
health, do not discontinue use of this
medicine, before consulting your doctor.

Avoid Poisoning!

This medicine, and all other medicines,
must be stored in a safe place out of the
reach of children and/or infants, in order to
avoid poisoning.

If you have taken an overdose, or if a child
has accidentally swallowed the medicine,
proceed immediately to a hospital
emergency room and bring the package of
the medicine with you.

Do not induce vomiting unless explicitly
instructed to do so by a doctor!

This medicine has been prescribed for the
treatment of your ailment; in another patient
it may cause harm. Do not give this
medicine to your relatives, neighbours
or acquaintances.

Do not take medicines in the dark! Check
the label and the dose each time you take
yhour medicine. Wear glasses if you need
them.

STORAGE

Store between 15°C - 25°C.

Do not use this medicine for more than one
month after the bottle has first been opened.
Even if kept in their original container and
stored as recommended, medicines may
be kept for a limited period only. Please
note the expiry date of the medicine! In
case of doubt, consult the pharmacist who
dispensed the medicine to you.
Do not store different medications in the
same package.

Registration number: 142 22 31742 00

EVA

Teva Pharmaceutical Industries Ltd.,
P.0.Box 3190, Petah-Tikva.
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