Buspirone

Buspirone hydrochloride

Consumer Medicine Information

What is in this leaflet

Please read this leafletcarefully
before youstart using Buspirone.

This leaflet answers some common
questions about Buspirone. It does
not contain allthe available
information. It does nottake the
place of talkingto your doctor or
pharmacist.

All medicines have risks and
benefits. Your doctor has weighed
the risks of you using Buspirone
against the benefits they expect it
will haveforyou.

If you have any concerns about
using this medicine, ask your
doctor or pharmacist.

Keep this leaflet with the medicine.
Youmayneedto read it again.

Before you take
Buspirone

What Buspirone is
used for

Buspirone is a medicine thatisused
forthe symptomatic treatmentof
anxiety states of clinically relevant
severity with the following cardinal
symptoms: anxiety, agitation,
tension.

Yourdoctormay haveprescribed
Buspirone for another reason.

Ask your doctor if you haveany
questions about why Buspirone has
been prescribed foryou.

This medicine is available only with
a doctor's prescription.

When you must not take it

Do not take Buspirone if:

e youhaveeverhadanallergy to
buspironeorto any of the other
ingredients listed at theend of
this leaflet.

Some of the symptoms of an allergic
reactionmay include shortness of
breath, wheezing or difficulty
breathing; swelling of the face, lips,
tongue orother parts ofthe body;
rash, itchingorhives on the skin.

Do not take Buspirone if:

e yousuffer from acute angle-
closure glaucoma (eye disease)

e you suffer from myasthenia
gravis (severe muscle weakness)

e youifyousufferfromanysevere
liver or kidney disease

e yousuffer from epilepsy

e you suffer from acute intoxication
with alcohol, hypnotics,
analgesics, orantipsychotic
drugs.

[fyou are not sure whether any of the
above conditions apply to you, your
doctorcan advise you.

Do not take Buspirone after the
expiry date printed on the pack or
if the packaging is torn or shows
signs of tampering.

Inthatcase, returnit to your
pharmacist.

Before you start to take it

Tell your doctor if:

e you have taken a medicine with
calmingeffect on the central

nervous system fora longtime.
Before taking Buspirone, these
medicines should be discontinued
gradually.

e youhaveahistoryof kidney or
liver disease

e you have ahistory of seizures

e youhaveahistory with drug
dependence.

e youarepregnantorplanto
become pregnant. Your doctor
can discuss with youtherisks and
benefits involved.

e youare breastfeedingorplan to
breastfeed. Breastfeedingis not
recommended during treatment.

If youhave nottold your doctor
aboutany of the above, report
them before you take any
Buspirone.

Tell your doctor if you have
intolerance to lactose.

This medicine contains sugars as
lactose.

Taking other medicines

Tell your doctor if you are taking
any other medicines, including
medicines thatyou buy withouta
prescription from a pharmacy,
supermarketor health food shop.

Some medicines and Buspirone may
interfere with each other. These
include:

e Medicines knownas monoamine
oxidaseinhibitors (MAOIs), such
asphenelzine or tranylcypromine
(to treat depression and
Parkinson's disease).

You should nottake these
medicines concomitantly with
Buspirone.
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e Medicines knownas selective
serotonin re-uptake inhibitors
(SSR1Is), such as fluoxetine,
fluvoxamineand paroxetine (for
depression and other psychiatric
disorders)

e Buprenorphine

e Antihypertensives (for high blood
pressure)
e Antidiabetics (for diabetes)

e Anticoagulants such as warfarin
(forstoppingtheblood from
clotting)

e Contraceptives (for pregnancy
prevention)

e Cardiac glycosides suchas
digoxin (forheartfailure)

e Antihistamines (for
allergy/hypersensitivity)

e Phenytoin, phenobarbital,
carbamazepine (forepilepsy)

e Nefazodone (for depression)

e Erythromycin (for various types
of infections caused by bacteria)

e Linezolid (forsevere infections
caused by gram-positivebacteria)

e [traconazole (for fungal
infections)

¢ Diltiazem orverapamil (for high
blood pressure, angina, heart
failure,andas apreventive
medication for migraine)

e Triptans (formigraine)

e Tramadol (forsevere pain)

e Cimetidine (for heartburn and
peptic ulcers)

e Rifampicin (fortuberculosis and
otherinfections)

e Strong CYP3 A4 inhibitors (such
as ketoconazole orritonavir)

e Baclofen(fortreatmentof
spasticity)

e Lofexidine (for opioid
withdrawal)

e Nabilone (forcontrol of nausea
and vomiting)

e Haloperidol (forschizophrenia
and foracutepsychotic states and
delirium)

e Trazodone (for depression)
e Lithium (for manic-depression)
e St. John’swort (for depression)

e L-trytophan (nutritional
supplement)

e Diazepam (foranxiety, sleep
disorders, seizures, including
epileptic seizures, muscle spasms,
restless legs syndrome, alcohol
withdrawal, benzodiazepine
withdrawal, and Méniére's
disease

These medicines may be affected by
Buspirone, ormay affecthow well it
works. You mayneed different
amounts of your medicine, oryou

may need to take differentmedicines.

Yourdoctororpharmacist has more
information on medicines tobe
careful with oravoid while taking
Buspirone.

How to take
Buspirone

Follow all directions given to you
by your doctor and pharmacist
carefully.

These directions may differ from the
information contained in this lea flet.

If you do not understand the
instructions on the label, ask your
doctor or pharmacist for help.

How much to take

The usualstartingdose is 5 mgthree
times daily.

Yourdoctormay increase this dose
gradually if necessary.

How to take it

The tablets are scoredand canbe
divided into equal doses. The whole
tablets or,if needed, thedivided
halves should not be chewed or
crushed but swallowed whole with
some liquid. The tablets should
alwaysbetakenatthesametime of
day, eitheralways onanempty
stomach oralways aftera meal.

How long to take it

Do not stop taking this medicine
without first checking with your
doctor.

It maytakesome timebefore you
start feel better. [f the symptoms do
not improve within 4-8 weeks, you
should talk to yourdoctor. Your
doctorwill determine how longyou
should continue totake Buspirone. If
a long-term medical treatment is
necessary, it should be monitored
intensively by your doctorand the
need to continue treatment should be
periodically reassessed.

If you forget to take it

Ifitis almost time for your next
dose, skip the missed dose and
continue as before.

Otherwise, take itas soonasyou
remember, and then go back to
taking your medicineas you would
normally.

Do not take a double dose to make
up for the dose thatyou missed.

If youare notsure whatto do,ask
your doctor or pharmacist.

If you have trouble remembering
to take your medicine, ask your
pharmacist for some hints.

If you take too much
(overdose)

Immediately telephone your doctor
or the National Poisons Centre
(telephone 0800 POISON or 0800
764 766),or go to accident and
emergency atyour nearest hospital, if
you think that youoranyoneelse
may havetaken too much Buspirone.

Do this even if there are no signs of
discomfortorpoisoning.

Symptoms ofanoverdosemay
include nausea, vomiting, dizziness,
fatigue and stomach complaints.
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While you are using
Buspirone

Things youmust do

If you become pregnant, tell your
doctor immediately.

If youare aboutto be started on
any new medicine, tell your doctor
and pharmacistthatyou are taking
Buspirone.

Things you must notdo

Do not give this medicine to anyone
else, evenif their condition seems
similar to yours.

Do not useit to treatany other
complaints unless your doctor tells
youto.

Things to be careful of
Alcohol

You should notdrink alcohol while
taking Buspirone.

Grapefruit juice

You should noteat ordrink products
containing large quantities of
grapefruit juice while taking
Buspirone.

Do not drive or use any tools or
machines until you know how
Buspirone affects you.

It cannotbe excluded that Buspirone,
especially atthe beginning of
treatmentand aftera change in dose,
affects the capacity ofreaction.

Side effects

Tell your doctor or pharmacistas
soon as possible if you do notfeel
well while you are using Buspirone

All medicines canhave side effects.
Sometimes they are serious, most of
the time theyare not. You mayneed
medical treatment if you get some of
the adverse effects.

Ask yourdoctoror pharmacist to
answer any questions youmay have.

Some of the side effects listed below
are more common atthe beginning of
treatmentand may disappearas
treatment continues.

Do not be alarmed by these lists of
possible side effects. You may not
experience any of them. Askyour
doctor or pharmacist to answer
any questions youmay have.

Tell your doctor if you noticeany
of the following side effects and
they worry you:

e nonspecific chest pain

e nightmares, drowsiness,
sleeplessness, dizziness,
nervousness, light-headedness,
impaired concentration,
restlessness, agitation, anger,
hostility, confusion, depression

e blurred vision

e ringing or buzzingin the ears
(tinnitus)

e sorethroat, stuffy nose

e nausea,dry mouth,
gastrointestinal symptoms,
diarrhoea

e headache, weakness.

Tell your doctor immediately if
you notice any of the following side
effects:

e Dbriefepisodes of fainting, low or
high blood pressure, exceedingly
high heart rate/abnormality of
heartbeat

e depersonalisation, over-
sensitivity to certain frequency
ranges of sound, excitement,
unpleasant mood (including
symptoms such as sadness,
irritability, restlessness), urge to
move, anxiety, loss of interest,
association disturbances,
hallucinations, suicidal thoughts,
seizures

e numbness, abnommal sensations
(e.g. tingling, pricking sensation),
loss of coordination, involuntary
trembling

o significantly increased breathing
frequency, shortness of breath,
chest pain, altered sense of smell

e unusualanduncontrolled
movements ofthe body such as
twisting, jerking or writhing
movements

e cyepain,sensitivity to light,
sensation of pressure on the eyes,
constricted circular tunnel-like
field of vision.

Otheradverse effects notlisted above
may also occurin some patients. Tell
your doctorif you noticeany other
effects.

Do not be alarmed by this list of
possible adverse effects.

You maynotexperience any of them.

After using Buspirone

Storage

e Keeptheblisterin the outer
cartonin order to protectfrom

light.
e Storeitina cooldry place where

the temperature stays below
25°C. Protect from light.

e Do notstore Buspironeorany
othermedicine in the bathroom or
neara sink.

e Donotleaveitinthecaroron
window sills.

Keep this medicine where children
cannotreachit.

A locked cupboard atleastone-and-
a-halfmetres above the ground is a
good place tostore medicines.

Disposal

If your doctor tells you to stop
taking Buspirone or the expiry
date has passed, askyour
pharmacist what to do with any
medicine thatisleftover.
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Product description

What it looks like

Buspirone 5 mgtablets are white or
almostwhite, oval tablets debossed
with ‘ORN 30’ on onesideanda
score on the otherside.

Buspirone 10 mgtablets are white or
almostwhite, ovaltablets debossed
with ‘ORN 31’ ononesideanda
score on the otherside.

Buspirone tablets are available in
blister packsof100tablets.

Ingredients

Busipine tablets contain 5 mgor
10 mgof buspirone hydrochloride as
the activeingredient.

The tablets also contain:

e Lactose monohydrate

e Silica, colloidalanhydrous

e Cellulose, microcrystalline

e Sodium starch glycolate (type A)
e Magnesium stearate

Buspirone tablets does notcontain
gluten, tartrazine orany otherazo
dyes.

Sponsor

Buspirone tablets are supplied in
New Zealandby:

Orion Pharma (NZ) Limited
c/o MaxHealthLtd

PO Box 44452

Pt Chevalier, Auckland 1246
Telephone:(09)8152664

This leaflet was prepared in March
2022.
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