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Package leaflet: Information for the user

CO-CODAMOIL
500MG TABLETS

(Codeine phosphate and Paracetamol)

Important things you should know about
Co-codamol

This medicine can only be used for the
shorteterm treatment of acute moderate
pain when other painkillers have not
worked. Do not take less than four hours

Repeated use of opioids can result in the drug
being eseffective (you become sccusiomed o
it, known as lolerance). Repeated u
codamol can also lead to dcpmdcnm abuse
nd addicton, which may result in life-
reatening overdose. The ik of these side
s can increase mm a higher dose and
longer duration ofus

Dependence or addiction can make you feel that
you are no longer in control of how much
‘medicine you need to take or how often you

gotherp:

* You should only take this product for a
‘maximum of 3 days at a time. If you need
to takeit for longer than 3 days you should
sec your doctor or pharmacist for advice.

« This medicine contains codeine which can
cause addiction if you take it continuously
for more than 3 days. This can give you
withdrawal symptoms from the medicine
‘when you stop takingit.

The risk of becoming dependent or addicted

varies from person o person. You may have a

greater risk of becoming dopendent on o

addictedto Co-codamol if:

- You or anyone in your family have ever
abused or been dependent on alcohol,
..rmu.nmn “mccicines or ilegal drugs
_ Caddicton

ths .

Read all of this leafiet carefully before you

(depression, anxiety, or a personaity
disorder) or have been treated by a

important information for you.
Always take this medicine exactly as deseribed
in this leaflet or as your doctor, pharmacist or
nurse has old you

- Keep this leaflet. You may need to read it

\gain.

Ask your pharmacis
information oradvice.
If you gel any side offeets, talk to your
doctor, pharmacist or nurse. This includes
any possible side effects not listed in this
leaflet See section

- Youmustalkton doctor if youdox . feel

if you need more

TF you notice any of the following signs whilst

taking Co-codamol, it could b a sign that you

have become dependentor addicted

- You need to take the medicine for longer
thanadvised by your doctor

- Youneedto take more than the recommended
dos

se

- You might feel that you need to carry o
taking your medicine, cven when it docsn't
helptorelieve your pain.

~ Youareusng the meiine forressonsaher
than premlbed for instance, ‘to

| What Cc—codnmol T’\Iﬂus isand what it is.
us

What you need to know before you take!
Co-codumol Tablets

How to take Co-codamol Tablets

Possible side effeets

- You have made repeated. unsuccessful
attempts to quit or control the usc of the

edicine

- When you stopaking the medicne you el
unwell, and you feel better once taking the
medicineagarn (withdrawal efecs’)

£ you notice any of these signs, speak t0 your
doctor to discuss the best treatment pathway for

analgesic (pain killer) This product contains
codeine. Codeine belongs to a group of

u, 2
how 10 stop safely (See secion 3, If you stop
taking Co-codamol,

During treatment with Co-codamol, tell your

doctor straight away if:

+ you experience pain or increascd sensitivity
to pain (hyperalgesia) which does not
respond toa higher dosage of your medicine

+ you have severe illnesses, including severe
renal impairment or sepsis (when bacteria

leadi

0 relieve pain. Codeine can be used on its
owor i combination with other pain killers
such as paracetamol. Co-codamol is used for
the short term treatment of acute moderate
pain caused by headaches, migraine,
toothache, neuralgia, period pain and
theumatic pains when ofher painkllers have
not worked. Wait at least 4 hours aficr you
st took other painkillers before taking this

edicine.

+ Co-codamol can be used in adults and
children over 12 years of age for the short-
term relief of moderate pain that is not

relieved by other pamkwllcr; such as

to organ damage), or you suffer from
malnutrition, chronic alcoholism or if you
are also taking flucloxacillin (an antibiotic).
A serious condition called metabolic
acidosis (a blood and fluid abnormality) has
been reported in patients in these situations
when paracetamol is used at regular doses
for a prolonged period or when paracetamol
is taken together with flucloxacillin
Symptoms of metabolic acidosis may
include: serious breathing difficulties with
deep rapid breathing, drowsiness, feeling
sick (nausea) and beingsick (vomiting).

« This medicine contains paracetamol. Do not
take anything clsc containing paracetamol
‘while taking this medicin

« This medicine contains codeine which

e medicine
when you stop taking it (eee "If you stop
taking Co=codamol tablcts™).

+ I you fake a peinkiller fo headaches for
more than 3 days it can make them worse.

Do not take Co~codamol:
« if you are allergic to paracetamol or codeine
phosphate or any of the other ingredients of

e
Co-codamol must not be given to children
under |2 years of age

Usein hidren and adolescents after surgery
Co-codamol should not be used for pain relicf
ey and sy SR oo of
their tonsils or adenoids duc to Obstructive
Sleep Apnoea Syndrome.

Uscinchildren with breathing probleins

‘o~coday ! ecommended i childien

o i ng problems, (may b secn

Chidren with neuromusclar disorders. scvore
heart or lung conditions, upper respiratory or
lung infections, multiple trauma or after
extensive surgical procedures) since the
symptoms of morphine toxicity may be worse
inthese children.

« the person going to take the tablets under 12
years of age. Co-codamol rmust not be given
to childrenunder 12 years of age.

o ‘o~codam
! This medicine containsparacctamol.

take with any other paracetamol
continingproducs

« ifyou P or
severe bloody diarrhoea (pseudomembranous
colitis)

* i you have diffcuty rating, o ofher
chronic lung

+ ouse having mastom

o paimrehefn chilren andadolescents (0~
18 years of age) after removal of their tonsils
or adenoids due o obstructive sleep apnoea
syndrome

« ifyou know that you metabolise very rapidly
codeine into morphine

: fyouarcbressteeding

£

have recently taken or might fake any other

medicines i the past two weeks:

The following medicines can affect Con

codamol

« Medicines which make you drowsy or sleepy
(et CNS depressants or a benzodiazepine)
such as other pain relievers, sleeping tablets,
cough medicines, antihistamines, sedatives,
tranguilisers, hypnoties and medicines used to
treat anxicty, high blood pressure or
anaesthetics.

*+ Autidepressant mediines (e, imipramine,

cnlled MAOIs (monoamine oxidas
inhibitors) or have taken them in the last 2

¢ medicines such as
moclobemide, phenelzine, Tranyleypromine

arnings nd precautions
Talk 1o your doctor
before aking Co-codamol Ty
Kidney or liver problems
« aretaking abenzodiazepine
sl tomsclzure,

riptyl lepin,
minadapine (reyelic) of chlorpmmazme
(phenothiazines)

« ciprofloxacin, isoniazid (antibacterial

medicine)

diftnisal pinLiler)

probenecid used o treat go

 Dhonoamine vl Tanoors (MAOTs,

e.g.moclobemide)

oral contraceptives (the “pil

‘guancthidine or diurctics (“water tablets”)
eg. spironolactone. furosemide (to. treat

=
or bigh blood pressre caused by a e

‘mexiletine (to treat rregular heartbeats)

inflammatory bowel discase
gall bladder discascor gall stoncs

selegiline (for Parkinson’s disease)
phenytoin (to treat epilepsy)

wactor urinary system

an_enlarged prostate gland and have
iffiulty urinating and are male

epilepsy or suffered head injury or raised

pressure in the skull (may cause painul eyes,

changes in vision or headache behind the

eyes
anunderactive thyroid gland
« If you have a condition called myasthenia

atropine or hyoscine (anticholinergic

‘medicines)

cisapride (1o treat gastro-oesophageal reflux

isease)

« medicines which affect the nervous system
such as slecping tablets, diazepam,
hydroxyzine and medicines 1o treat mental
illness

« medicines which affect the liver (e.g

« lowblood pressurc orare n shock
suffered from alcoholism, drug abuse or
dependence or mental illncss.

Contact your doctor if you experience severe
upper abdomial pain possibly radiating to the

- musclerelaxants
. bsrb|n|mc<(:n phenobarbital)

id antagonists (buprenorphine,
oelesone,saorone)

Medicines used to thin the blood e.g.
warfurin.

back, nausea, vomiing or fever
symptoms associated with inflammation of the
pancreas (pancreatitis) and the biliary tract
system.

Sleep-related breathing disorders
mol can cause sleep-related breathing
disorders such as sleep apnoea (breathing
pauses during sleep) and sleep related
ypoxeria (low axygen leve in the blood)
sympioms can include

considered by your doctor.

Codeine is transformed to morphine in the liver

by an cnzyme. Mosphing s th substance that
juces pain_relief. Some people hav

variaton of this cnayme and this can et

. or domp (use
stop you feeling sick (nausea) or being sick
(vomiting))

Colestyramine (for lowering blood
cholesterol levels).

flucloxacillin (antibiotic), due to a serious
risk of blood and fluid abuormality (called
‘metabolic acidosis) that must have urgent
treatment (see section 2).

Gabapentin or pregabalin to reat epilepsy or
in duc to nerve problems (ncuropathic

pain)
+ Concomitant use of C mol and
sedative medicines such as b&'nzndl‘\z&'pmes
or related drugs increases the risk of
rowsiness. difficulties in breathing
(rspiatory depression) coma and may
ife-threatenin T
concomitant use sheuld only be consiined
when other trestment options are not
possi
However i you doctor does reseibe Co-
Sodemol togethe withsedtive s th
<"and uration of eoncomtant trcatment

people in different ways. In some people,
morphine is o produced ox produced n vey
it will

‘pain relief. Other people are more likely to get
serious side effects because a very high amount
ofmorpine i roduced 1 you notice amy of

he following side effects, yoi must stop taking
e medicine and- sock immediate medica
advice: slow or shallow breathing, confusion,
sleepiness, small pupils, feeling or being sick,
constipation. lack of appetite.

Tol depends

Please tell your doctor about all sedative
medicines you are taking, and follow your
doctor’s dose recommendation closely: It could
be helpful to inform friends or relatives to be
awarc of the signs and symptoms stated above.
Contact your doctor when expeicncng such
symptors.

1Fyon go o hspital forsurgery o i, el

“This medicine contains cnde\ne whlch
is an opioid medicine, It can c
dependence and/or addi

12 Comeodamol, as you
. nieraat with some.smacathtics and
influence the results of certain tests and
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diagnostic procedures.

Comcodamol tables with fuod, drink and
aleol

is poor or you have a low protein
mnk:.)on may beat a higher risk of serious
pasaceamol poisoning when taking Co-
codamol tablet

Drinking nlco\ml whilst taking co-codamol
may result in drowsincss, difficultics in
breathing, comaand imay be ife-thratening,

* Swellngof the bands fct, ke, fce lps
or throat which may cause difficulty in
wwallowing or brcmlnug, rashes which arc
itchy or Tumpy (hives), or nettle rash
(gnicaia) This msy mesn you are aing an
allesic resctiontoismedic

+ Fits (seizure:

 Diffouly reathing and disziness.

+ A serfous_condition that can make blood
more acidic (called metabolic acidosis), in
patients with severe illness using

ion2).

you are taking Coscodamaliabies

Preguancy breastfeeding andferd

Tell your doctor or pharmacist if any of the
following side effects gets serious or lasts

think you
ma) be pregaant or meplmnnmg tohavea baby.

Not known (frequency cannot be cstimated

m.kmg nm medicine.

Do ke Co-codamol tablets during
pregnancy, unless advised by your doctor.
Regular use during pregnancy may cause
breathing problems and withdrawal symptoms
inthe newborn.

Breast-feeding
Do not take Co-codamol while you are
breastfeeding. Codeine and morphine passes
into breast milk.

IF necessary, paracetamol can be used during
regnancy. You should use the lowest possible
dose that reduces your pain and/or your fever
anduse it for the shortest time possible. Contact
your doctor or midwife if the pain and/or fever
are not reduced or if you need to take the
medicine morc ofien.

Driving and wing machin
Co-codamol may cause dizziness, blurred
Vidion o the by (o think cloaly. Make
sure you are not affected before you drive o

+ Constipation, feeling sick (nausea), being
sick (vomiting), dry mouth

+ Dizziness, light-headedness. drowsiness,
confusion

+ Painand difficulty passing urine

+ Tnfections or bruising more casily than
usual. This could be because of @ blood
problem

+ Feelings of unease or dissatisfaction,
overwhelming feeling of happiness and
well-being, restlessness, irritability,
‘headache, excessive drowsingss or slecping

+ Excessive constriction (shrinking) of the
pupil of youreye and drooping eyelid

+ Tolerance (medicine has less effect) or
dependence (suffer from withdrawal
symptoms e.g. tremor. difficulty sleeping,
sweating, increased heart rate, increased
breathing rate, raised blood pressure and
feeling or being sick if the medicine is
sopped iooquickly).

Otherside effects:
Not known (frequency comnot be estimated

operate machinery.
+ The medic 4 drive

Donotdrive wlile aking hismedicine il
youksowhow itafTcisy
. lfence o drive i this medicine
afectsyourabily to drive
However, you would not be committing an

o
‘The medicine has been prescribed o treat a
medical or dental problema

You have taken it according to the
instructions given by the prescriber or in the.
information provided with the medicine and
Tt was not affccting your ability to drive
safely

‘Talkto your doctor or pharmacistif you are not
sure whether it is safe for you to drive while
taking this medicine.

C

ritation
(nild stomach pai, hearburn and feling
Sppeite, difieuly in the

fominal
signs of liver

damage ora swollen intestine)

Hearl - slow heart rale, palpitations, low
blood pressurc, inflammation of the heart
muscle

* Urinary system - less frequent need to pass
urine, Kidney problems

+ Nervous system - mood changes.
depression, hallucinations (seeing or hearing
things that are not rcal). cxcitation. fits.
increased pressure in the skull (painful eyes.
changes in vision or headache behind the
eyes), headache, difficulty sleeping,
nightiares, reduced alertness

Eyes-blurred or double vision

s medicine contains ethyl

(E214), methyl hydroxybenzoate (E218), propyl
hydroxybenzoate (E216), which may cause
allergicreactions (possibly delayed).

« Others - trembling, unusual tiredness or
weakness, general discomfort and illness,
low body temperature

+ Problem affecting a valve in the intestines
(sphincter of Oddi dysfunction)

described
in this leaflet or as your doctor, pharmacist or
nurse has told you. Check with your doctor,

pharmacistor nu

If you get any side effects, talk o your doctor,
‘pharmacist ot nurse. This includes any possible
listed in this leaflt. You can also

Comcodamol should be uscd for the 3 days only
o relicve symptoms. If no cfiective pain relich
is achieved while taking the medicine. you
should seek the advice of 4 health
professional.

Therecommended dose
Adultsover I8 ye:
The recommended. doseis one o two abets
tobeswallowed with w

i dose should ot be taken more
frequmllylhme\ery4-6hm|nnudnolmore
than 4 times inany 24
e maximam daiy dose 1 § ables (4 of
paracotamol and 6émg of codoine
phosphate) in any 24 hour period in divided

7e

dren aged 16 years to 18 years:
Chiren aged 16 years or above should take
one or two tablets cvery 6 hours, as needed. Do
nottake morothan 8 tablets in 24 hours.

Children aged 12 years to 15 years:
he recommended dose for children aged 12
years to 15 yearsis | tablet every 6 hours when
Do not take more than 4 tablets in 24

hours.

¢

idren aged less than 12 yea
Co-codamol should not be given to children
below the age of 12 years, due to the risk of
severe breathing problems

Do not take for more than 3 days. Ifyou need to
use this medicine for more than three days you

report side effects directly via the Yellow Card
Scheme Website: www.mhra gov.uk/yellovcard
or scarch for MHRA Yellow (.s.u in the Google
Play or Apple App Store. By reporting side
eﬁ‘ecvs\onranhelpm\mdemoremfonnauonun
ety of this medicine.

* Kepthis medicine out of the sight and reach
ofchildren.
« Store this medicine in a safe and secure

storage space, where ot people cantot

a1 people when it ha not Cbuen ionded
for them.
+ Do fat storc sbove 25°C. Storc in the

+ Do not e theve tblets after expiry date
shown on the carton or label. The expiry date
referstothe last day of that month,

+ Do not throw away any medicines via
wastewater or houschold waste. Ask your
pharmacist how to throw away medicines
youno longer use. These measures will help
protect the environment.

6. Contents of the pack and
other informa

n

‘What Co-codatnol Tablets contain

« The active substance is codeine phosphate
and paracetar

The other ingredients are: maize starch,
potato starch, povidone, stearic acid, talc,
magnesium stearate, methyl-p-

Elder)
osage
liverdamage.

usually reduced in the elderly with

Ttsou top takdng Co-cadamol et
“This

w @
mey et withdrawal STaptoms sich s remor,
difficulty sleeping, feeling or being sick,
swealing and increased heart rate, breathing or

Jood pressure. You should talk o your doctor
or pharmaci: i you hink you ate sullring

8). cthyl=p=
hydroxybenzoate (Ell-t) i propyl-p-
hydroxybenzoate (E216).

‘What Co-codamol Tablets look like and

contents of the pack

* The tablets arc whitc 1o off=white, capsule
shaped biconvex tablets, scored on one side.
andplamondwmhersule

packs of 8, 10, 12, 16,

205458 50 md 3 e Kot al pack

Sizes may be marketed.

Marketing Authorisation Holder and
Manufacturer

not exceed the stated dose. If symptoms
pemm consultyour doctor.

1f you take more Co-codamol Tablets than

youshould

Seek immediate medical advice in the event of

an overdose, even if you feel well, because of

ihe sl of elyed. o v amage. Fyou
lot of tablets at the

Bristol Laboratories Lid,
Unit 3, Canalside, Northbridge Road,
Berkhamsted, Hertfordshire, it 1EG, UK
Telephone:0044 (0)1442 200922
Email:info@bristolelabs.co.uk

Manufacture

Bristol Laboratories Limited
Laporte Way, Luton, LU4 8WL
United King

same time, or you think a child may have
swallowed any contact your nearest hospital
casualty department or tell your doctor
tely. Symptoms of an overdose include
feeling or being sick. loss of appetite, stomach
pain, coma, pale skin, low blood pressure,
pinpoint pupils, irregular slow or fast heartbeat,
liveror kidney damage or difficulty breathing.

Ifyouforget to take Co-codamol Tablets

Do ot take a double dose to make up for a
forgotten dose. If you forget to take a dose take
itas soon as you remember it and then take the
next dose at he right time. Remember to leave
at least 4 to 6 hours between doses for adults
and 6 hours for childrenaged 12 to 18 years.

If you have any further questions on the use of
this medicine, ask your doctor, pharmacist or
nurse.

4,

de Effe

s
Like all medicines, this medicine can cause side:
effects, althoughnot everybody gets them

edicine and seek

help if you experience
iy ofthe (ol.lo\vlngsenoulsldeeﬁec st

Stop taking ¢

Very rare (may affect up to 1 in 10,000
le):

+ Severe skin reaction, such as reddening of
the skin with blisters or pecling and may be
associated with a high fever and joint pain
There may also be severe blisters and
bleeding in the lips, eyes, mouth, nose and
genitals (Stevens- Johnson syndrome or
toxic_epidermal necrolysis).” Or if you
perience a red, scaly rash with bumps
underthe skinand blisters (acute generaliscd
exanthematous pustulosis or fixed drug
eruption)
Severe stomach pain, which may reach
throughto your back. This could be a sign of
inflammation of the pancreas (pancreatitis).

Not known (frequency cannat be cstimated
from the available dat;

Co-codamol 8 mg/500 mg Tablets; PL
17907/0162

‘This leaflet was last revised in Apri 2026

To request a copy of this leafletin Braille, large:
print or audio format then please contact the
licence holder at the address (telephone or
email) above,
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