Package leaflet: Information

Bimatoprost/
Timolol
0.3 mg/ml +
5mg/ml eye
drops

Read all of this leaflet
carefully before you

dermatochalasis) and the
lower white part of your
eye to become more visible
(inferior scleral show). The
changes are typically mild,
butif pronounced, they can
affect your feld of ision. The
changes may disappear if
youtop taking Bimatoprost/
Timolol

Bimatoprost/Timolol may
also cause your eyelashes to
darken and grow, and cause
the skin around the eyelid

to darken too. The colour of

tart using
because it contains

youriris may
These changes may be

foryou.
+ Keep thisleaflet. You
may need to read it

again.
If you have any further
questions, please

ask your doctor or
pharmacist.

This medicine has been

them, evenf their signs
ofllness are the same as

ours
Ifyou get any side
effects,talk to your
doctor or pharmacist.
“This includes any
possible sde effects
notlisted inthis eaflet.
See section 4

Whatis in this leaflet
1. What Bimatoprost/Timolol
is and whatit s used for
2. Whatyou need to

use

permanent.
be more noticeable if you

are only treating one eye.
Bimatoprost/Timolol may
cause hair growth when in
contact with the skin surface.
Children and adolescents
Bimatoprost/Timolol should
notbe used in children and
teenagers under 16.

Other medicines and
Bimatoprost/Timolol
Bimatoprost/Timolol can
affect or be affected by other
medicines you are using,
including other eye drops for

have recently taken or might
take any other medicines. Tell
your doctor if you are using or

and blood vessels,
as hypertension (high

3. How to use Bimatoprost/
Timolol

4. Possible sde effects

5. How to store Bimatoprost/
imolol

6. Contents of the pack and
other information

1. What Bimatoprost/
Timolol is and what it
is used for

Bimatoprost/Timolol

contains two different active

substances (bimatoprost

and timolol that both

thythms (eg. guanethidine,
amiodarone).
medicines to treat diabetes

depression known as
fluoxetine and paroretine.

- other medicines used to
treat glaucoma (other beta
blockers).
adrenaline (frequently
used to treat severe
allergic reactions).

P the eye.
Bimatoprost belongs to
agroup of medicines called
prostamides, a prostaglandin
analogue. Timolol belongs to
agroup of medicines called
beta-blockers

Your eye contains a clear,
watery liquid that feeds the
inside of the eye. Liquid is
constantly being drained out
of the eye and new liqui

is made to replace this. If
theliquid cannot drain out
quickly enough, the pressure
inside the eye builds up and
could eventually damage
your sight (an llness called
glaucoma). Bimatoprost/
Timolol works by reducing
the production of liquid and

If you are pregnant or
breast-feeding, think you
may be pregnant or are
planning to have a baby, ask
your doctor or pharmacist
for advice before taking this
medicine.

Pregnanc

0 not use Bimatoprost/
Timolol if you are pregnant
unless your doctor still
recommendst.

Do ot use Bimatoprost/
Timolol ifyou are
breast-feeding. Timolol may
getinto your breast milk. Ask
your doctor for advice before
taking any medicine during
breastfeeding.

the amount
of liquid that i drained. This
reduces the pressure inside

Bimatoprost/Timolol ma
cause blurted vision in some
patients. Do not drive or use

P eye
drops are used to treat high
pressure in the eye in adults,
including the elderly. This
lead to

have cleared.
Bimatoprost/Timolol
contains phosphates and
benzalkonium chloride

laucoma. Your doctor will
prescribe you Bimatoprost/
imolol when other eye drops

095 millgrams of phosphate
and 0.05 milligrams of

taglandin analogues hi

each millte.

not worked sufficently on

theirown

2. What you need to
know before you use
Bimatoprost/Timolol

Do not use Bimatoprost/

Timolol:

- ifyou are allergic to
bimatoprost, timolol,
beta-blockers or any of
the other ingredients of
this medicine (isted in
section

- ifyou have now or have
had in past respiratory
problems such as asthma,
severe chronic obstructive

damage tothe clear layer
atthe front of the eye (the
cornez), phosphates may
cause in very rare cases
cloudy patches on the cornea
due to calcium build-up
during treatment
Benzalkonium chioride may

lenses. You should remove
contact lenses before using
this medicine and put them
back 15 minutes afterwards
Benzalkonium chloride may
also cause eye ritation,
especially if you have dry eyes
or disorders of

disease which may cause
h difficult

clearlayer at the front of the
eye).If you feel abnormal

in breathing and or
long-standing cough).

- ifyou have heart problems
such as low heart rate,
heart block, or heart
failure

sensation, stinging or pain
in the eye after using this
medicing, talk to your doctor
3. How tous:
Bimatoprost/Timolol
Always use Bimatoprost/

Talk to your doctor or

pharmacist before using

Bimatoprost/Timolol, if

have now or have had in

the past

+ coronary heart disease
(symptoms can include
chest pain or tightness,
breathlessness or choking),
heart failure, low blood

ou

+ disturbances of heart rate
such as slow heartbeat,

or pharmacist has told you.
Check with your doctor or
pharmacist if you are not sure.

e usal dose is one drop
once a day, eitherin the
morning or in the evening
in each eye that needs
treatment. Use at the same
time eadl
Instructions for use

st not use the bottle if

the tamper-proof seal on the
bottle neckis broken before
youfirstuseit.

asthma or chronic
obstructive pulmonary
disease,

+ poor blood circulation
disease (such as Raynauds
disease or Raynaud's
syndrome),

1. 2.

+ overactivity of the thyroid
gland as timolol may mask
signs and symptoms of
thyroid disease,

+ diabetes as timolol may

mask signs and symptoms.

of low blood sugar,
severe allergic reactions,

Iy

p
eye surface problems,
separation of one of the
Tayers within the eyeball
after surgery to reduce the
pressure in the eye,

macular oedema (swelling
of the retina within the
eye leading to worsening
vision), for example,
cataract surgery.

Tell your doctor before:
I anaesthesia that you

Wash your hands Tilt your
head back and look at the

ceilin

2. Gently pull down the lower
eyelid until there is a small

pocket.
3. Tum the bottle upside

as timolol may change effects
of some medicines used
during anaesthesia.

eye that needs treatment.
Let go of the lower lid, and
close your eye.

During 3
Bimatoprost/Timolol may
cause a loss of fat around

the eye, which may cause
your eyelid crease to deepen,
your eye to appear sunken
{enophthalmos), your upper
eyelid to droop (ptosis),

the skin around your eye
totighten (involution of
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closed, press your finger
against the comer of the
closed eye (the site where

getting into the rest of
e body.
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f eye,try af
s lower than when medicines

Toaveid contaminaton, are for example, taken by
donot et the tip of the bottle  mouth or injected. Listed
touchyoureye oranything  side effects include reactions

else. Put the cap backon and  seen within bimatoprost and
closethe botte rightater _ fimool when used forresting

you have usedit. eye conditio

Ifyou use Bimatoprost/ ¥ e allrgi reactions

Timalol with ancther eye ithswelingand ity
t

5 minutes between puttingin ~ Ife-threatening;

Bimatoprost/Timolol andthe + low blood sugar,
other medicine. u;e oy eve i

- fainting;stroke; decreased

Ifyou use mo blood flow to the brain;
aloms«mmolol than ‘worsening of myasthenia
you shoul gravis (increased muscle
Ifyou use more Bimatoprost/  weakness) tingling
Timolol than you should, it sensation,
isunlikely to cause youany  + decreased sensation of
serious harm. Put your next youreye surface; double
dose in at the usua time. vision; drooping eyelid;
Ifyou are worried, talk to your  separation of one of
doctor or pharmacist. the layers within the
Iyouforgettouse eyeballafter surgery to
Bimatoprost/Timolol, use a the surface of the eye,
single drop as s00n a5 you bleeding n the back o
remember,and then goback  the eye (rtinal bleeding),
1o your regular routine. Do inflammation within the

make up for a forgotten dose. +  heart failure; irregularity or
N stopping of the heartbeat;

atoprost/Timolol
Bimatoprost/Timolol should much fluid, mainly water,
be used every day to work accumulating in the body;
perly. chest pain,
Bohot sio
BimatopresyTmalolwithout
speaking to your doctor.
Ifyou have any further

questions on the use of this constriction of your blood
medicine, ask your doctor o vessels,
pharmacist. + cough, worsening of

asthma, worsening of the

4. Possible side effects lung disease called chronic
Like all medicines, this obstructive pulmonary
medicine can cause side disease (COPD),

effects,although not diarthoea; stomach pain;
everybody gets them. feeling and being sick;

takingthe drops unlesthe . re scalypatches o i
effects are serious. Ifyour skinrash,

woriedtalk o4 docior o muscle pain,
pharmacist. Donot stop using . - reduced sexual urge;

Bimatoprost/Timolol without  sexual dysfunction,

speaking to your doctor. + weakness,

be seen with Bimatoprost/ results that show how your
olol: liver is workin

Very common side ffects - _hallucinations.

1in 10 people) . e

Affecting the eye: el taops contalning

; pedness. Invery rare cases, some

+ Lossoffatin the eye patients with severe damage
region which can lead tothe dlear layer at the front
to deepening of your of the eye (the comea) have
eyelid crease, sunken eye developed cloudy patches

rooping &

eyelid (ptosis), tightening piqyp during treatment.
of the skin aroun P
your eye (involution of Reporting of side effects
Germatochalasis) and  IFyou getany sde effects, talk
the lower white part toyour doctor o pharmacist
of your eye to become  This includes any possible
more visible inferior side effects not isted in
scleral show) thisleslt oucanalso

Common side effects (may  "ePOrtide efects irecty

Sfectupto 1 n 10peopy  Yathe elow GrdScheme

Miscticatheey: Jellowcard n the Google

* iching” Play or Apple App Store.

+ stinging By reporting side affects

. iitation of the you can help provide more
conpnct se-through information on the saety of
layer ofthe eye), i

. xer\xmvuy ol 5. Howtostore
sty Keepthismediin outo the
somethingin the eye,  sigtt and reach of childrer

- Smallbreaksinthesirtace  Danat use e medine st
of without o ted
inflammation, onthe bt e ond e

: /~carton afer

+ rednessand tchingofthe Gt refers t th act dey of
yelcs that month.

+ halrgrowing around This medicine does n

eye,
+ darkening of the eyelids,  (qgic ) spedal “‘"age

davkev sincolouraround

nce opened, solutions may
become contaminated, whic!
can cause eye infections
Therefore, you must throw
away the bottle 4 weeks after
youfirst opened it even if
some solution s left.To help

onger eyelashes
eye ritation,

swollen eyelids,
reduced vision.

Affecting other parts of you remember, write down
the body: the date that you opened it in
+ runny nose, the space on the carton

+ headache. 0 not throw away any.

affectup to 1in 100 people)  household waste. Ask your

Affecting th pharmacist how to throw
theeye, use. These measures will help

+ s inflammation, protect the environment.

+ swollen conjunctiva 6. Contents of the pack
gi;:';wqh layer of and other information

; Dainfuleye contalns:

L arouma eyelashes, - The active substances

+ darkening of s colour, are bimatoprost 0.3 mg/

* eyelid has moved away ml and timolol s mg/mi
from the surface of corresponding to timolol
the eye, maleate 6.8 mg/m

. darkening of eyelashes,  * The otheringredients are

Affecting other partsof enzalkonium chioride

the o d'—‘ pai (a preservative), disodium

e body: phosphate heptahydrate,

«_ shotness ofbreath. sodium chloride, citric
d

frequency is not known purified water. Small

(frequency cannot be amounts of hydrochloric

estimated from the acid or sodium hydroxide

available data) may be added to bring

Affecting the eye: the solution to the

+ cystoid macular oedema correet pH (acidity)
(swelling of he retina level (see section2,
within the eye leading to “Bimatoprost/Timolol
ot vision), contains phosphates and

enzalkonium chloride”).

" Dlned ison,

; Tooks like and contents of
Affecting otherpartsof gho o
Bimatoprost/Timololisa
practically clear, colourless to
sightly yellow solution ina

+ difficulty breathing /
eezing,
symptoms of allergic

Ron (swelling recness _ Plastic bottle
e e o Each pack contains either!
of the eye and rash of plastic bottle or 3 plastic

the skin)

. bottles each with a screw-cap.
o ascpurtion Each bortle s about half full
changes in your taste an‘dmnmmxsmﬂhhueml

o s crough for 4weeks

: "gﬁ'g%ﬁ;ﬁ;‘sﬁf Notall pack sizes may be
+difficulty sleeping, markete

* nightmare, keting Authorisation

- asthma, Hol

* hairloss, Ha, ot i, X6 T
+tiredness, United Kin

Additonal side effects Manufac

hovt beem s mpatients  RompharmCom

o rapmconinng 15 oo Sueesrogen v

timolol or bimatoprost and
5o may possibly be seen with  Romania
Bimatoprost/Timolol. Like s feafetwas st
other medicines applied into  reyised
eyes,timolls abiorbed nto  herrsaona

e blood. This may cause
similar side effects as seen
with “intravenous*and /o
‘oral" beta-blocking agents.
‘The chance of having side
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