PACKAGELEAFLET: INFORMATIONFORTHEUSER

CIMETIDINE 200mg, 400mg & 800mg

FILM-COATED TABLETS
(Cimetidine)

Read all of this |leaflet carefully before

you start taking this medicine.

» Keep thisleaflet. You may need to read
itagain.

« If you have any further questions, ask
your doctor or pharmacist.

* Thismedicine has been prescribed for you
only. Do not passit on to others. It may
harm them, even if their signs of illness
are the same as yours.

« If you get any side effects, talk to your
doctor or pharmacist. This includes any
possible side effects not listed in this
leaflet.

In this leaflet:
1. What Cimetidine Tablets are and
what they are used for

2. What you need to know before
you take Cimetidine Tablets

. How to take Cimetidine Tablets

. Possible side effects

How to store Cimetidine Tablets

. Contents of the pack and other
information
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1. What Cimetidine Tabletsareand
what they areused for

The name of your medicine is Cimetidine
film-coated Tabletsreferred to asCimetidine
Tabletsin the leaflet. It contains the active
ingredient called Cimetidine.

Cimetidinetablets contain cimetidinewhich
is a histamine H2 antagonist. It helps to
reduce the natural production of acidin the
stomach.

They are used to treat and relieve:

* the symptoms of peptic ulcers which
occur in the stomach or intestine (gut)

« oesophageal reflux disease which can be
caused when food and acid from the
stomach washes back into the food pipe
(oesophagus). This can cause a burning
feeling in the chest known as heartburn

« arare condition called Zollinger-Ellison
syndrome when the stomach produces
very large amounts of acid.

Thismedicine may also be prescribed for a
range of other medical conditions where a
reduction of acid production in the stomach
is needed, or to protect your stomach from
other medicines (such asnon-steroidal anti-
inflammatories).

2.What you need toknow beforeyou
takeCimetidineTablets

Do not take Cimetidine Tablets if you:
» have an dlergy to cimetidine, or any of
the other ingredients (See Section 6)

Warnings and precautions

Before taking thetablets, tell your doctor if

you:

* have akidney problem

» haveablood disease

* havehad apeptic ulcer and area so taking
anon-steroidal anti-inflammatory drug
(NSAID), (e.g. ibuprofen)

* are pregnant or planning a pregnancy

 arebreast-feeding.

Other
Tablets

medicines and Cimetidine

Pleasetell your doctor or pharmacist if you
are taking or have recently taken any other
medicines, including medicines obtained
without a prescription, and herbal
preparations.

Some medicines may be affected by
Cimetidine tablets or they may affect how
well Cimetidinetabletswill work. Tell your

doctor or pharmacist if you are taking

medicineswhich:

« control epilepsy (e.g. phenytoin). Your
doctor will monitor you.

« thin the blood (e.g. warfarin). Your doctor
will monitor you

e treat breathing
theophylline)

e may cause your blood cell count to
change (e.g. antibiotics)

 treat fungal (yeast) infections (e.g.
ketoconazol e, itraconazole,
posaconazole)

* treat diabetes (e.g. glipizide, metformin)

* treat anxiety (e.g.diazepam)

e treat depression, called tricyclic
antidepressants (e.g.amitriptylline)

» lower blood pressure or treat heart
conditions (e.g. metoprolol, propranolol,
nifedipine, diltiazem, procainamide)

« numb the body such as anaestheticsused in
hospital (e.g. lidocaine)

* arestrong pain relievers (e.g.morphine)

e suppress the immune system (e.g.
ciclosporin, tacrolimus)

« treat HIV/AIDS (e.g. atazanavir)

e treat tumours or cancer (e.g. carmustine,
fluorouracil, epirubicin), or if you arehaving
radiation therapy.

problems (e.g.

Pregnancy, breast-feeding and fertility
DO NOT take Cimetidine tablets if you are
pregnant, planning to become pregnant or
breast-feeding unless advised to by your
doctor.

Ask your doctor for advice before taking any
medicine.

Driving and using machines

Cimetidine tablets are unlikely to affect your
ability to operate machinery or to drive.

3.HowtotakeCimetidineTablets

Alwaystake Cimetidinetablets exactly asyour

doctor hastold you and alwaysread the label.

Your doctor will decide on the appropriate

dose to suit your condition. Ask your doctor

or pharmacist if you are not sure.

» Swallow the tablets whole with a drink of
water. Take the tablets with meals or at
bedtime as advised by your doctor.

Doses

Adults and the elderly: the usual dose is
400 mg twice a day with breakfast, and at
bedtime.

Your doctor will tell you the correct dose
depending on your condition.

The maximum dose is 2400 mg aday.

Children: your doctor will decide on the dose
according to your child's body weight.

The usual length of treatment is at least four
weeks though this may be longer in some
conditions. Your doctor will advise you.

If you take more Cimetidine Tablets than
you should

1. Tell your doctor, pharmacist or nearest
hospital casualty department immediately.

2. Take the container and any remaining tablets
with you so that people can see what
you have taken.

3. Do thiseven if you fedl well.

If you forget to take Cimetidine Tablets
If you forget to take a dose take it as soon as
you remember, but if it is almost time for
your next dose, skip the missed dose and
continue as usual .

Do not take a double dose to make up for a
forgotten dose.

If you stop taking Cimetidine Tablets
If you stop your treatment too soon, your
symptoms may come back. §
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You may feel better after afew days, but you
should keep taking your medicine until the
prescribed courseis finished.

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

4. Possible side effects

Likeall medicines, Cimetidinetabletscan cause
side effects, although not everybody gets
them. Do not be alarmed by this list of
possible side effects. You may not experience
any of them.

STOP taking the tablets and seek medical

help immediately if you have any of the

following allergic reactions:

« difficulty breathing or swallowing, swelling
of the face, lips, tongue or throat, severe
itching of the skin, with ared rash or raised
lumps.

Seek immediate medical attention if you

have any of the following symptoms:

« unusual bleeding or bruising; or fever,
sore throat, mouth ulcers, repeated
infections or infections that will not go
away. This may be due to changes in your
blood red spots on the skin which may be
painful to touch, joint pain, swollen lymph
glands

« yellowing of your skin or eyes, pale faeces
and dark urine, unexplained persistent
nausea, stomach problems, loss of appetite
or unusual tiredness. This may be due to
liver changes

« confusion, hallucinations, depression

 inmen: enlarged breasts, trouble getting or
keeping an erection

* unexpected secretion of breast milk in men
or women

* pain behind the ribs radiating towards the
back, often worsewhen lying down, nausea,
vomiting, fever. This may be due to
inflammation of the pancreas

 unusualy slow or fast heartbeat, irregular
heartbeat and fainting

« fever, rash, nausea, achesand pains, change
incolour of urine, passing moreor lessurine
than usual or passing urine at night. These
problems may indicate kidney changes

* aching or weak muscles, or aching joints.

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

« diarrhoea

* dizziness

* tiredness

« mild skinrash

* headache

* hair loss.

Side effectswith Cimetidinetabletsare usualy
mild and do not last long.

If any of the side effects get troublesome, or
if you notice any side effectsnot listed in this
leaflet, please tell your doctor or pharmacist.

Reporting of side effects

If you get any side effects, talk to your doctor,
pharmacist or nurse. This includes any
possible side effects not listed in this leaflet.
You can also report side effects directly via
theYellow Card Schemeat: www.mhra.gov.uk/
yellowcard. By reporting side effects you can
help provide more information on the safety
of thismedicine.

5. How to store Cimetidine Tablets |

» Keep out of the sight and reach of children.

» Do not use Cimetidine Tablets after the
expiry date (EXP) which is stated on the
pack. The expiry date refersto the last day
of that month.

Do not store above 25°C.

* Do not throw away any medicinesviawaste
water or household waste. Ask your
pharmacist how to throw away medicines
you no longer use. These measureswill help
protect the environment.

6. Contentsof thepack and other
information

What Cimetidine Tablets contain

The active ingredient is cimetidine (200 mg,
400 mg or 800 mg).

The other ingredients are:

starch, povidone, sodium starch glycollate,
magnesium stearate, purified water and
opadry oy-8839 (E104, E132, E171, E172)

What Cimetidine tablets look like and

contents of the pack

 Cimetidine 200 mg Tablets are pale green,
circular, biconvex, film-coated tablets,
embossed with ‘BL’ on one side and “ 200"
on thereverse.
They are available in packs of 50, 60, 84,
100, 250, 500, 120 & 5000.*

 Cimetidine 400 mg Tablets are pale green,
oblong, film-coated tablets, embossed with
‘BL’ on one side and “400” on the reverse
They are available in packs of 50, 56, 60,
100, 250, 500, 2500 & 5000.*

 Cimetidine 800 mg Tablets are pale green,
oval, film-coated tablets, embossed with
‘BL’ on one side and “800” on the reverse.
They are available in packs of 28, 30, 50,
100, 250 & 500.*

*Not all pack sizes may be marketed.

Marketing Authorisation Holder and
Manufacturer:

Name and address:

Bristol Laboratories Ltd

Unit-3, Canalside, Northbridge Road,
Berkhamsted, Herts, HP4 1EG, UK.
Telephone: 0044(0)1442 200922

Fax: 0044(0)1442 873717

Email: info@bristol-labs.co.uk

Cimetidine 200mg Film-Coated Tablets;
PL 17907/0357
Cimetidine 400mg Film-Coated Tablets;
PL 17907/0358
Cimetidine 800mg Film-Coated Tablets;
PL 17907/0359

This leaflet was last revised in May 2015
To request a copy of this leaflet in Braille,
large print or audio format, contact the

licence holder at the address (or telephone,
fax, email) above.
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