tylex

®

30 mg / 500 mg
hard capsules
Codeine Phosphate Hemihydrate 30 mg
Paracetamol 500 mg

FRONT

Read all of this leaflet carefully before you
start taking this medicine.
s¬+EEP¬THIS¬LEAFLET¬9OU¬MAY¬NEED¬TO¬READ¬IT¬AGAIN
s¬)F¬YOU¬HAVE¬FURTHER¬QUESTIONS ¬PLEASE¬ASK¬YOUR
doctor or pharmacist
s¬4HIS¬MEDICINE¬HAS¬BEEN¬PRESCRIBED¬FOR¬YOU
Do not pass it on to others. It may harm them,
even if their symptoms are the same as yours
s¬In this leaflet Tylex 30 mg / 500 mg
Hard Capsules will be called Tylex.
In this leaflet
1. What Tylex is for
2. Before you take Tylex
3. How to take Tylex
4. Possible side effects
5. How to store Tylex
6. Further information.

1. What Tylex is for
Tylex is a painkiller (analgesic) taken to relieve
moderate to severe pain.
2. Before you take Tylex
Do not take Tylex if:
s¬9OU¬ARE¬ALLERGIC¬TO¬PARACETAMOL¬OR¬CODEINE¬¬
phosphate hemihydrate, or to any of the
other ingredients in Tylex (see section 6)
s¬9OU¬ARE¬TAKING¬OTHER¬0ARACETAMOL¬CONTAINING¬¬
medicines
s¬9OU¬ARE¬A¬CHILD¬UNDER¬¬YEARS¬OLD
If any of the above applies to you talk to your
doctor.
Check with your doctor before taking
Tylex if:
s¬9OU¬HAVE¬ASTHMA¬SEE¬END¬OF¬SECTION¬ ¬OR¬¬
any conditions that affect your breathing
s¬9OU¬HAVE¬HAD¬A¬SERIOUS¬HEAD¬INJURY¬OR¬RAISED¬¬
pressure on the brain
s¬9OU¬HAVE¬SUDDEN¬AND¬SHORT LASTING¬STOMACH¬¬
conditions
s¬9OU¬HAVE¬LIVER¬OR¬KIDNEY¬DISEASE
s¬9OU¬HAVE¬AN¬UNDERACTIVE¬THYROID¬GLAND
s¬9OU¬SUFFER¬FROM¬URINARY¬PROBLEMS¬EG¬¬¬
difficulty in passing water), including those
associated with an enlarged prostate gland
s¬9OU¬HAVE¬A¬DISEASE¬OF¬THE¬ADRENAL¬GLAND¬¬¬
called Addison’s disease
s¬9OU¬HAVE¬GALLBLADDER¬OR¬BILE¬DUCT¬DISORDERS¬¬
(biliary tract disorders)
s¬9OU¬HAVE¬RECENTLY¬HAD¬SURGERY¬ON¬YOUR¬¬¬
gallbladder or bile ducts (biliary tract)
s¬9OU¬HAVE¬A¬CONDITION¬CALLED¬MYASTHENIA¬¬¬
gravis which weakens the muscles
s¬9OU¬HAVE¬A¬CONDITION¬CALLED¬ULCERATIVE¬COLITIS¬¬
which affects your colon

s¬9OU¬HAVE¬A¬CONDITION¬THAT¬CAUSES¬YOUR¬BODY¬¬
to have less blood than it should
s¬9OU¬HAVE¬FITS¬SEIZURES
s¬9OU¬ARE¬SUFFERING¬FROM¬SHOCK
s¬9OU¬HAVE¬BEEN¬TOLD¬BY¬A¬DOCTOR¬THAT¬YOUR¬¬
¬ BODY¬USES¬CODEINE¬TOO¬QUICKLY¬ULTRA RAPID¬¬
metaboliser)
s¬9OU¬ARE¬ELDERLY
s¬9OU¬FEEL¬WEAK
If any of the above applies to you, talk to your
doctor before taking Tylex.
Taking other medicines
s¬$O¬NOT¬TAKE¬4YLEX¬WITH¬ANY¬OTHER
paracetamol-containing products.
Many other medicines contain
paracetamol, including some you can
buy without a prescription (for example
some cold and “flu” remedies).
Tell your doctor if you are taking any of
the following medicines:
s¬-EDICINES¬TO¬TREAT¬ANXIETY¬OR¬DEPRESSION
s¬/THER¬PAINKILLERS
s¬-EDICINES¬TO¬HELP¬YOU¬SLEEP
s¬7ARFARIN¬A¬MEDICINE¬USED¬TO¬THIN¬THE¬BLOOD
s¬-EDICINES¬USED¬TO¬TREAT¬STOMACH¬PROBLEMS ¬¬
sickness or feeling sick
s¬0RODUCTS¬USED¬TO¬TREAT¬DIARRHOEA¬INCLUDING
metaclopramide and domperidone)
s¬#HOLESTYRAMINE¬A¬MEDICINE¬USED¬TO¬LOWER
cholesterol levels in the blood)
s¬1UINIDINE¬A¬MEDICINE¬USED¬TO¬TREAT¬HEART
rhythm disorders)
s¬-EDICINES¬TO¬HELP¬RELAX¬MUSCLES
s¬!NY¬OTHER¬MEDICINE ¬INCLUDING¬MEDICINES¬¬
obtained without a prescription.

If any of the above applies to you, talk to your
doctor before taking Tylex.
Taking Tylex with food and drink
Do not drink alcohol whilst taking Tylex. If you
regularly drink large amounts of alcohol, you are
at risk of damaging your liver when taking
paracetamol.
Pregnancy and breast-feeding
Do not take Tylex if you are pregnant or trying
to become pregnant without first talking to your
doctor.
Usually it is safe to take Tylex while breast
feeding as the level of the active ingredients of
this medicine in breast milk are too low to cause
your baby any problems. However, some women
who are at increased risk of developing side
effects at any dose may have higher levels in their
breast milk. If any of the following side effects
develop in you or your baby stop taking this
medicine and seek immediate medical advice;
feeling sick, vomiting, constipation, decreased or
lack of appetite, feeling tired or sleeping for
longer than normal, and shallow or slow
breathing.
Driving and using machines
Tylex may make you feel dizzy or tired. If this
happens to you, do not drive a vehicle, operate
machinery or carry out complex tasks
Warnings about the ingredients in Tylex
Tylex contains sodium metabisulphite and is
unsuitable for people who are sensitive to
sulphite. People with asthma are more likely to
be sensitive to sulphite. Therefore, you should
talk to your doctor before taking Tylex if you are
sensitive to sulphite or if you suffer from
asthma.
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Do not take more than two capsules at
once and do not take more than eight
capsules in each 24-hour period.
If you stop taking Tylex
9OU¬MAY¬FEEL¬IRRITABLE¬OR¬RESTLESS¬WHEN¬
treatment with Tylex is stopped.
4. Possible side effects
Like all medicines, Tylex can cause side effects,
although not everybody gets them.
Seek immediate medical help if you have
any of the following symptoms:
s¬&EELING¬FAINT
s¬3WELLING¬OF¬THE¬HANDS ¬FEET ¬ANKLES ¬FACE ¬¬
lips or throat or blistering of the skin,
mouth, eyes and genitals
s¬$IFFICULTY¬IN¬BREATHING¬OR¬WHEEZING ¬¬
shortness of breath
Tell your doctor or pharmacist if you notice any
of the following side effects get serious or last
longer than a few days:
s¬!LLERGIC¬REACTIONS ¬INCLUDING¬SKIN¬RASH
s¬3HORTNESS¬OF¬BREATH
s¬&EELING¬SICK¬OR¬BEING¬SICK
s¬,IGHT HEADEDNESS
s¬$IZZINESS
s¬&EELING¬SLEEPY
s¬-OOD¬CHANGES
s¬3EVERE¬STOMACH¬PAINS¬PANCREATITIS
s¬#ONSTIPATION
s¬3TOMACH¬PAINS
s¬)TCHY¬SKIN

s¬0ROBLEMS¬WITH¬THE¬BLOOD¬THROMBOCYTOPENIA¬¬
and agranulocytosis). This is usually shown by
tiredness, weakness, or unexplained bruising
or bleeding. This side effect is very rare.
Taking codeine regularly for a long time can lead
to addiction. This might cause you to feel
restless and irritable when you stop taking Tylex.
Taking a lot of Tylex for a long time can cause
deafness.
If any of these side effects gets serious, or if you
notice any side effects not mentioned in this
leaflet, please tell your doctor or pharmacist.
5. How to store Tylex
+EEP¬OUT¬OF¬THE¬REACH¬AND¬SIGHT¬OF¬CHILDREN
Do not use Tylex after the expiry date on the
carton and each blister strip. The expiry date
REFERS¬TO¬THE¬LAST¬DAY¬OF¬THAT¬MONTH¬/N¬THE¬
packaging, the term “expiry date” has been
shortened to “EXP”.
Store below 25°C. Store in the original packaging
and in a dry place to protect it from light and
moisture.
-EDICINES¬SHOULD¬NOT¬BE¬DISPOSED¬OF¬VIA¬
wastewater or household waste. Return all
unused medicine to your pharmacist.
¬ ¬&URTHER¬)NFORMATION

The other ingredients are; sodium metabisulphite
(E223), pregelatinised potato starch, calcium
STEARATE ¬AEROSOL¬/4 "¬DOCUSATE¬SODIUM¬AND¬
sodium benzoate (E211)). The capsule is made of
gelatin, titanium dioxide (E171), erythrosine
(E127) and indigo carmine (E132). The printing ink
contains shellac, soya lecithin, 2-ethoxyethanol,
dimeticone and iron oxide (E172).
What Tylex looks like
Tylex capsules are red and white with C30
printed on them. They come in bottles containing 8,
100, or 500 capsules. They also are supplied in
blister strips containing 8, 24 or 100 capsules.
Not all pack sizes may be marketed.
Marketing Authorisation Holder
UCB (Pharma) Ireland Ltd, United Drug House,
-AGNA¬$RIVE ¬$UBLIN¬ ¬)RELAND
Manufacturer
UCB Pharma Limited, 208 Bath Road, Slough,
"ERKSHIRE ¬3,¬7% ¬5+
This leaflet was last updated 03 2011.

If this leaflet is difficult to read and
you would like it in a different format,
please contact UCB (Pharma) Ireland Ltd,
5NITED¬$RUG¬(OUSE ¬-AGNA¬$RIVE ¬$UBLIN.

What Tylex contains
There are two active substances in Tylex:
codeine phosphate hemihydrate (30 mg) and
paracetamol (500mg).
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3. How to take Tylex
Always take Tylex exactly as your doctor has told
you.
Important:
Your doctor will choose the dose that is right
for you. Your dose will be shown clearly on
the label that the pharmacist puts on your
medicine. If it does not, or you are not sure,
ask your doctor or pharmacist.
Adults and the elderly
s¬3WALLOW¬THE¬4YLEX¬CAPSULE¬WITH¬WATER
s¬4HE¬LABEL¬WILL¬TELL¬YOU¬HOW¬MANY¬CAPSULES¬TO¬¬
¬
take and how often
s¬4HE¬USUAL¬DOSE¬IS¬ONE¬OR¬TWO¬CAPSULES¬EVERY¬¬
¬
4 hours
s¬$O¬NOT¬TAKE¬MORE¬THAN¬EIGHT¬CAPSULES¬IN¬
24 hours
s¬)F¬YOU¬ARE¬ELDERLY¬YOU¬MAY¬NEED¬TO¬TAKE¬FEWER¬¬ ¬
capsules. Please speak to your doctor about this.
Tylex is not suitable for children under 12 years old.
If you feel the effect of this medicine is too strong
or too weak, talk to your doctor or pharmacist.
If you take more Tylex than you should
Do not take more Tylex than you should. If you
accidentally take too much, immediately go to the
nearest hospital casualty department or your
DOCTOR¬9OU¬SHOULD¬GO¬TO¬HOSPITAL ¬EVEN¬IF¬YOU¬FEEL¬
well, because there is a risk of delayed, serious liver
damage.
If you forget to take Tylex
It is important that you take Tylex at the right
times. If you forget to take a dose, take it as soon as
you remember, then carry on as before.

