147.0mm

For oral administration. Each 5 ml o -
&
Erythromycin g
Sugar Free
Granules for
Oral Suspension
£
S
t 8 LAMINATION
and Human Readable Text 4 WINDOW
Area to be unvarnished & free from /
any print. The following will be LEFT FOR 1
any print. 9 PINEWOOD r.ub suspended. The rsaling
included in the 2D Code and OVERPRINT @ mlof swpenson cotans 25 mg
Human Readable Text: Slonmet, reland. Pinewood Liboratores Lt [FOM]
PC Ieland. PLO4917/0048 2115500
SN i
BN | ‘
EXP :
(variable info will be printed online when available)_}
Page 9
Page 2 Reverse of Top Panel Page 3 Page 4 Page 5 Page 6 Page 7 Page 8
PATIENT INFORMATION LEAFLET 1. WHAT ERYTHROMYCIN IS AND WHAT IT IS USED FOR Other medicines and Erythromycin treat different types of bacterial infections) conditions) in pregnant women and is excreted in breast milk. Information

Erythromycin 125 mg/5 ml Sugar Free
ranules for Oral Suspension
Erythromycin ethyl succinate

Read all of this leaflet carefully before you start taking this
‘medicine because it contains im Dmm mformalmn for you.
- Keep s leaflet, You may nee
u have any further que\lltm\ o3 your ¢ Goctoeor pharma
TR it i b prescoied oo only. Do not pass it
on o others. It may harm the, even i thei igas of lless are
the same as you
- 1'you get any side effects,talk to.your doctor or pharmacist.
This includes any possibl side effeets o ised n this feaflet.
See section 4.
What is in this leaflet:
1. What Erythromycin is and what it is used for
2 What you need to know before you take Erythromycin
ow fo take Erythromycin
4. Possible side effects
5. How to store Erythromycin
6. Contents of the pack and other information

Erythromycin contains erythromycin ethyl succinate, which is an
aniibiotic (macrolide group). It s used to treat or prevent bacterial
infections, including Sexually transmitted diseases and dental
infetions. It may be used toprevent whooping cough, dipttheria
orto fections (Acne vulgaris)
5 WHAT YOU NEEDTO KNOW BEFORE YOU TAKE
ERYTHROMYCIN
Do not take Erythromycin:
= if you are allérgic to erythromycin or any of the other
ngredients of this medicine (listed in section 6)
« if you are currently taking a medicine calle
- ergotamine or dihydroergotamine (used to treat migraines) as
this may cause serious side effects while taking erythromycin
- terfenadine or astemizole or mizolastine (widely taken for
hayfever and alergics), domperidone (for nusen (feling
. cis stomac}
disorders) or pi uipride (for psychiatric
conditions) while receiving erythromycin, as combining
these drugs can sometimes cause serious disturbance in
heart thythm. Consult your doctor for advice on alternative

- simeastatn (used to lowe cholesterol and rglycerides
s of fat) in the blood)

~ (leroding (usod for lre.mng overactive bladder with
symptoms of urinary requency. urgency and ledkige)

- lomitapide (used to Tower incréased blood fats such as
cholesterol and triglycerides). Taking this medicine at the
same time as erythromycin may lead to a rise in enzymes
produced by liver cells (ransaminases). whih indicates
that

in'your blood (hypomagnesaemia or hypokalaemia)

o0 or someons s v Family has & hsory of hea

i disorders (entricular o arthyihinia o torsades

de pointes) or an abnormality of the electrocardiogram

(electrical rtcmdmg of the heart) called “long QT syndrome™

Warnings and prec:

Talk t0 your doctor of pharmacist before taking Erythromycin:

« if you are taking colchicine (used for treatment of gout and
arihritis) as :h\\ ‘may cause serious side effects whilst taking
erythrom:

« §7you have any liver problems or have been told that any

er stress and may lead to liver problems
+ if you have abnormally low levels of poaseom or magoesiun |+

* if you have previously experienced diarthoca fllowing the
use of antibiotic
+ if you are prognant and have been told that you have a
sexually transmitted disease called syphi s case
erythromycin may not be effective for preventing the transfer
of this infection t0 your baby. Alternatively if you were treated
for early stages of syphilis during your pregnancy, and your
child is under 1 year and is prescribed erythromycin, consult
your doctor before giving erthmmy n to your chil
i you are tresting a young child with antiblotics and they
le or vomil when
+ ifyou suffer from ncondumn called myasthenia gravis.
which causes muscle w
if you are taking erythromyein with ‘statins’ such as
simvastatin or lovastatin (used to lower cholesterol)
* T you aretaking other medicines which are known to cause
surbances in heart
+ i you have hoart problems
Contact your doctor as soon as possible if you develop
watery and bloody stools during or up to 2 months after
treatment, with or without stomach cramps and fever (to rule
s).

"Tel your doctor or pharmacistif you are taking, have recently
taken or might take any other medicin
porant i you are mmg medicines from

Sich as hayfeve
« domperidone (used to treat nausea and vomidng)
« pimozide (used to treat mental prol

+ rgotamine or dibydroergotamine (for migrsine)

pride (fo somach disorder)
sed to help lower cholesterol levels e.g. lovastatin

and

+ proteae mbibitars (used to treat
Saquinavir)

« oral contraceptives.

‘This is also important if you are taking meds

« colchicine (used to tréat gout and arthritis

*+ cimetdine and omeprazole (used o trat acid eflux and
other related condit

« Clarithromycin, ifabutin, or rifampicin (medicines used to

linfections e.g.

ines called:

fluconazole, ketoconazole and itraconazole (medicines used

to treat fungal infections)

digoxin, quinidine or disopyramide (used to treat heart

problems)

cilostazol (a medicine used to treat peripheral circulation

problems)

« hexobarbitone, phenobarbital or midazolam (used as
sedatives)

* Anticeagblants 8. wafarn,sccnocoumarol and rivaroxabar

(used to thin the blo

valproate, L.um.mchme or phenytoin (used to control

l(!’eo?hyllme (used to treat asthma and other breathing

Eictosporn or tacrolimus (used following organ transplants)

bromacriptine (used to treat Parkinson's discast

zopiclone or triazolam/alprazolam (used to help you seep
ve states of an;

lientinil G medicing used o provide pain relicf)

+ methylprednisolone (used to help suppress the body’s

StJoh's Wort(a herbal medicine used o reat depression)
verapamil (used o reat and chest pain)
stine (use to treat certain types of G
sildenalfil (used to treat erectile dysfunction)
Corticosteroids, given by mouth, by injection or nhaled (used
10 help suppress the body’s immuric system — this is useful in
treating a wide range of conditions
hydroxychloroquin or chloroquine (used to treat conditions
including theumaioid arhrits, or (o teator prevent malaia).
Taking these medicines at the same time as erythromycin

2 crease the chince of geting: abnormal hear ythmns
and other serious side effects that affect your heart.
If you or your child goes for orany me cal tests, tell your doctor
ihat you are taking Erythro s this may interfere witl
Somé test re:
Pregnancy and breast-feeding
If you are pregnant or breast-fecding, think you may be pregnant
or‘are planning to have a baby, ask your doctor or pharmacist
for advice before taking this medicine.
“The active ingredient of Erythromycin may cross the placenta

from studies regarding the risk of birth defects is inconsistent,
but some studies have reported heart defects following
rythromycin use in early pregnancy.
Erythromycin should be used by women during pregnancy or
while breast-feeding only if clearly needed.
Erythromycin contains sorbitol (E420) and so
This medicine contan 1193 me sorbito in &ach 3 ml. Sorbitol
is a souree of fructose. If your doctor has told you that you (or
your child) have an intolérance to some sugars or if you have
been diagnosed with hereditary fructose intolerance (HFT), a
rare genetic disorder in which a person cannot break down
fructose a to your doctor before you (o your child) take or
receive this mey
Sorbiol may case ‘astrointestinal discomfort and mild laxative

i medicine contains less than 1 mimol sodium (23 mg) per
5 ml, that i to say essentially *sodium free

3. HOW TO TAKE ERYTHROMYCIN

‘Always take this medicine exactly as your doctor or pharmacist
has told you. Check with your doctor or pharmacist if you are

medicine you can take instead drugs you are taking can cause liver problems out the possibility of pseudomembranous col immune system — this is useful in treating a wide range of
70. mm 68.5 mm 67.5 mm 66. mm 66. mm 67.5 mm 68.5 mm 67.5 mm
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not sure.
Patients with kidney problems must be given a reduced dose
Shake Erythromycin well before use.

‘Taking Erythromycin with food and drink: Take
Erythromycin before meals

‘The recommended doses are:

2.¢ per day in divided doses. In severe infections. this can
increase up to 4 g per day in divided doses. Two to four 5 mi
spoonfuls four times a day.

For Acne vulgaris, the dose is two S ml spoonfuls 3 times daily
before meals, for I to 4 weeks, and then reduced to twice daily
until improvément oceurs.

30 me per i ofbodfyweightper dzy in divided doss In severe
infections, this can increase up to S0 my of bodyweight
per day in divided doses. Two 5 ml spoonfuls Four fimas a day
oras advised by your doctor.

30 mg per kg of bodyweight per day in divided doses. In severe

infections, this can increase up t0 30 mg per kg of body weight

per day in divided doses. One 5 ml spoonful four times a day

or as advised by your doctor.

Anoral syringe may be used to measure this dose.

If you forget to take Erythromycis

Take the dose as soon as you remember, unless it is nearly time

for your next dose. Do not take a double dose to make up for

the missed dose

If you take more Erythromycin than you should

If you accidentally take more medicine in one day than your

doctor has told you to, or if a child has taken some of the

e by mistake,contact your doctor o go to your nearest
3 department mmeditcly. An overdose could

canse temporary hearihg 1055, nausea, vomiting and diaros

If you stop taking Erythromycin

Continue to take this medicine until the course is completed or

until your doctor tells you to stop: do not stop taking your

medicine, even if you Teel better. If you stop the treatrient too

carly your probler could come back.

If you have any further questions on the use of this medicine,

ask your doctor or pharmacist

4 POSSIBLE SIDE EFFECTS
his medicine can cause side effects,
although ot Verybody sets them
Contact a doctor |mmed|atelr if you experience a serious skin
ared, scaly ra bumps under the skin and blisters
{oxanthematous pustulosis). The fragquency of this side effect
not known (cannot be estimated from the available data).
If you notice any of the following, contact your doctor
immediately:
. dxﬂkullv breathing
« fainting
+ Sellie of the face, lips or throat
« skin rashes
« severe skin reactions including large fluid-filled blisters,
sores and ulcers
« ulcers in the mouth or throa
These may be signe of an Sergic reaction.
Other side effects of Erythromycin include:
« diarrhoea which may be severe or prolonged and may
contain blood or mucus
« feeling or being sick

¢ increae in  parcular type o white lood cll eosinophiia

+ stomacl these may be a symptom of an inflar
paicreas (pancreatits)

« ringing in the ears (tinnitus)

+ reversible loss of hearing (usually associated with high doses
orin patients with kidney problems)

« various liver or gall-bladder problems, which can cause
yellowing of the skin and/or eyes (jaundice) or pale stools
with dark urine

st
bnorimal heart thythms (including palpitations, a faster
heartbeat, a life-threatening irregular heart beat calle
torsades de pointes or abnormal ECG heart tracing) or heart
stopping (cardac arest)

ev

oss ofappetic
confusi

fits (:euu res)

vertigo (problems with balance that can result in feelings of
dizziness or sickness — particularly on standing
hallucinations (secing or hearing things that aren’t there)
feeling generally unwell (malaise)

« inflammation of the kidneys (a condition known as interstitial

ne hritis)
w blood pre:

 Serious skin rashes that may involve blistering and can cover
large areas of the torso, face and limbs (conditions known as
Stevens Johnson syndrome, toxic epidermal necrolysis and
erythema multiforme)

« vomiting and irritability in young children between the age
of 1 month and 12 months

« Visual impeirment blurrod vis
neuropathy

Reporting of side effect:

Ityou getany side effects,tlk (o your doctor or pharmacist

any possible side effects not listed in this leaflet.

You dan o report side effects directly via the Yellow Card

Scheme at www.mhra gov.uk/yellowcird or search for MHRA

Yellow Card in the Google Play or Apple App Store. By

reporting side effects you can help provide more information

on the safety of this medicine.

5. HOW TO STORE ERYTHROMYCIN

Keep this medicine out of the sight and reach of children. Do

n (Mitochondrial optic

ot use your medicine afer the expiry date which s stated on

the

OnLe lhe granules are reconstituted by your doctor or

pharmacist, store below 25°C, keep the cap tightly closed, and

use within 14 days. Do not freeze.

0 not throw away any medicines via wastewater or household
waste. Ask your pharmacist how to throw away medicines you
10 longer use. These measures will help protect the environment
6. CONTENTS OF THE PACK AND OTHER

INFORMATION

What Erythromycin contains

« the active substance is erythromycin ethyl succinate; each
5 ml of the oral suspension contafns erythromycin 125 mg.

* the other ingredients re camellose mmum colloidal
anhydrous sihca, rboflavin.5.sodium phosphate, orunge
flavour (containing traces of propylene giycol). gycers]
‘monostearate, anhydrous disodium hydrogen phosphaie and
sorbitol (E420) (see end of Section 2

What Erythromycin looks like and contents of the pack

Erythromycin comes as granules for preparation by your

pharmacist. Once reconsfituted it is a yellow liquid. Ttis

avilable in 100 ml ambes elas or whit plstc botdes.and s
also available in strengths of 250 mg or 500 mg per 5 ml.
Marketing Authorisation Holder and Munurmnm
Pinewood Laboratories Lid., Ballymacarbry, Clonmel,

Co. Tipperary, Ireland.
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