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ycin for Oral

PATIENT INFORMATION LEAFLET:
INFORMATION FOR THE USER

Read thi y akin
+ Keep tis ealet, You may need to read it again.

* If you have any further questions, ask your doctor or pharmacist.
+ This medicine has been prescibed for you only. Do not pass i on
o others. It may harm them, even if thei signs of ilness are the

same as yours

+ If you get any side effects, talk to your doctor or healthcare
provider. This includes any possible side effects not listed in this.
eafle,

In this leaflet

1. What Forste Suspension is and what tis used for

2. What you need to know before you are given Forste Suspension
3. How to use Forse Suspension

4. Possible side effects

5. How 1o store Forste Suspension

6. Contents of the pack and other information

1. WHAT FORSTE SUSPENSION IS AND WHAT IT IS USED FOR
FORSTE suspension belongs to a group of antibiotcs called
macroldes. Itis used to treat nfections caused by certain bacteria
and other microorganisms; some examples of these infections are
lsted below:

+Chest,throat, and nasal infections (inflammation of bronchi, lungs
and sinusits etc.)

+ Infections of tonsils caused by Streptococcus pyogenes (tonsilts),
in treatment of sore throat (pharyngtis) in presence of Penicilin
allergy

+ Acute ear infections (acute ofis media)

+ Skin and softtissue infectons (abscesses or bail efc.)

are pregnant or planning to get pregnant, you should consult your
doctor before taking FORSTE suspension.

FORSTE susparsion shoud o be us cung pregrancy ulss
is learly needed.
1fyou roals hat you are Bregran g therap, consul your
doctoror pharmacist mmediately.

Breast-foedin
Consiltyourdoir o phamadstbfrs aking i e o
known whether FORSTE suspension i excreted in human i

Shol ot ake FORSTE suspension winou iscussing v your
doctor st

Driving and using machine:
FORSTE suspensen & ot expeced o afect your abilyfo ive or
use machines.

f FORSTE
suspension

Tnis medicine contains sucrose. f you have been told by your doctor
that you have an intolerance to Some sugars, contact your doctor
before taking FORSTE suspension. This medicine contains than 1.2
mmol Sodium (27.58 mg): 0 be taken into consideration by patients
ona controlled Sodium diet

Using other medicines

Tell your doctor before taking FORSTE suspension, f you are taking

any ofthe medicines lsted below and consultyour doctor or

pharmacistif you have any further questions about FORSTE

suspension and other drugs;

+ Ergotor Ergotamine

+ Warlarin or any simiar medicine to prevent blood cots

+ Cyclosporine (used to suppress the immune system to prevent and
treat rejection of a transplanted organ or bone marrow)

+ Digoxin (used to treat heart failure)

« Theophyline (used to treat asthma)

+ Nelfinavr (used to treat HIV infection

1fyou are using antacids for indigestion, you should take FORSTE
suspension one hour before or two hours afler taking antacids.

Low number of neutrophis was observed in subjects receiving
concomitant treatment of FORSTE suspension and Rifabutin

I you are taking or have recently taken any other medicines, including

- Sexually
Chlamydia

+ Softtissue uicers caused by a microorganism called Haemophilus
ducreyi and uncomplicated genital nfectons caused by a non-mt
resistant microorganism calied Neisseria gonorthoeae, when there
are no other accompanying inections.

2. WHAT YOU NEED TO KNOW BEFORE YOU ARE GIVEN
FORSTE SUSPENSIO!
Do ol use Forste Suspenslnn

Iy any other
such a Erylhmmycm or C\anlhmmycm or any of the ingredients in
FORSTE suspension. An allergic reaction may cause skin rash or

eezing.

-+ If you have liver problems.

+ If you are using any ergot derivatives such as Ergotamine (used fo
treat migraine).

Tae spoil car wih FORSTE SUSPENSION

- lfyouhave dneyprtins

" Jouhave hear e

1t hao s acommuniy.acaued nfcton

+ Ifyou have been diagnosed or suspected that bacteria o bacterial
toxins are present n biood.

Ifyou are bedridden.

ifyou are old o ver

Ifyou have other serious health problems (immunodeficiency, or
absence of a spleen at birth spleen was removed by surgery
(asplenia), etc.)

Ifyou have a lver disease.

As with other aniibiotcs, there s isk of a secondary infection
caused by norv-susceptible organisms including fungi when your
body has already been weakened by an existing infection,
therefore you should be monitored by your doctor against tisrisk.
+ Ifyou develop diarrhea

Please consult your doctor, even if these wamings were applicable to
you at any time in the past.

Using FORSTE SUSPENSION with food and
FORSTE suspension is not afected by food or drink.

Pregnancy
Consuit your doctor o pharmacist before taking tis medicine. f you

. please tell your doctor or
pharmacist

3. HOW TO USE FORSTE SUSPENSION
Instructions for proper use and doseffrequency of
administratiol

FORSTE suspensionis generally used for children under 45 kg. It
may also be used n adults and older chidren who have diffculty
swallowing capsules.

FORSTE suspension should be taken as a single daily dose.

The dosage for treatment of sexually ransitted diseases due to
Chlamydia trachomatis, Haemophius ducreyi o susceptble Neisseria
gonorrhoeae is 1000 mg as a single oral dose.

The dosage for treatment of onsilsipharyngits due to S. pyogenes,
is 500 mg on day 1 and 250 mg daily on days 2 through 5, the
duration of therapy is 5 days.

For allother indications, total dosage is 1500 mg, taken as 500 mg
daily for 3 days.

For pediatrc patients weighing over 45 kg, adult doses are
administered

The usual dose in chidren less than 45 kg is 10 mglkg of bodyweigh,
given as a single daily dose for 3 days.

Except forthe reatment of Streptococeal pharyngits n children,total
dose of 30 mghkg given as 10 mghkg once dail fo 3 days or 10
mghkg as a single dose on the firstday followed by 5 mglkgiday on

s alternative o the above dosing, 30 mglkg may be given as a single
dose for the trealment of acute ear infections (acute otis media)

For 1 effective as
a single daily dose of 10 mglkg or 20 mlkg for 3 days, but daily
doses of 500 mg should not be exceeded

Your doctor may prescribe difierent doses to the above stated.

Method and rnuie of administration
Taken by mot

Reconstitution

Shake the dry powder n bote. Afterwards, pour boiled and then
cooled water Up 1o the mark on the supplied measuring device, add
into the contents of bottle and shake well. 5 ml of the reconstituted
suspension contains 200 mg of Azitromycin. Shake the botle before
each use.

Use in chi
\nﬂ)rmal\cn vegavdmg the use of FORSTE suspension in children is
given abov

I use is not recommended for infants younger than 6 months of age.

Use in elderly.
The same dosage as i acult atnt is used in elery ptients,

Special conditions
Kidney failure:

No dosage adjustment is recommended in mild to moderate kidney
failure, Caution should be exercised when Azitiromycin is
administered in severe kidney faiur.

Liver failure

‘Same doses may be administered in mild to moderate liver failure as
is with norma liver function.

It should not be used in case of severe lver faiure.

1fyou have the impression that the effectof FORSTE is too strong or
100 weak, talk 0 your doctor o pharmacist

If you take more FORSTE suspension than you should
1f you take more FORSTE suspension than you should, you may feel
unwell. In such a case, tell your doctor or contact the nearest hospital
‘emergency department immediately. Take the remaining medicine
with you.

1fyou tink you have taken more FORSTE suspension than you
should, consult your docor or pharmacist

If you forget to take FORSTE suspension
1fyou forget to take FORSTE suspension, take t as soon s you can
Take your next dose at the right time.

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

If you stop taking FORSTE suspension
1fyou stop taking FORSTE suspension too soon, the ifection may
retum.

Take FORSTE suspension for the fultime of reatment recommended
by your doclor, even when you begin to feel better. Do not stop using
FORSTE suspension without consulting your doctor.

1f you have any further questions about the use of this product, ask
your doctor or pharmacist for advice.

Possible si
Like all memcmes FoRsTE suspension may cause side effects in
people sensilve 1o ingredients
Tell your doctor immediately if you experience any of the following
symploms aer aking s medicine. Alfogh hey ar ver e, he
symptoms can be
el hoarbest, shortnessof breah, izinss o fitng whil
using FORSTE suspension.

udden wheezing
Diffculy breathing

welng of el
Swelingof e 0
Rash or tching (espmuy affecting the whole body)

The most common side effects that occur when taking FORSTE
suspension arelsted below. These may go away during freatment as
your body adjusts o the medicine. Tell your docior if any of these side
effects continue to bother you.

Side effects are classified in the following frequencies:
Very common: affects at least 1 in 10 patients.

‘Common: affects 1 o 10 patents i 100

Uncommon: affecs 1 o 10 patents in 1000

Rare: affects 1 o 10 patients in 10.000

Very rare: afects less than 1 patient in 10,000
Unknown: cannot be estimated from the available data.

Very common
Diarthea

. Somae cramps
+ Feeling sick

* Flatulence

Common
Headache, drowsiness
Pins and needles or numbness
Taste disturbance, loss o appetite
Vtal dutances, deness
Beng sk mmg
Rash,
Joint
Low number of lymphocytes (type of white blood cell),higher
number of eosinophis ({ype of white biood cell) counts
Low blood bicarbonate
Tiredness

Uncommon
Yeast infections of the mouth and vagina (trush)

Low number of leukocytes (type of wite blood cells) and low
number of neutrophils (type of white biood cells)

Al reactons various severity

Widespread skin rash and blstering o the skin

Severe skin reactions due {o exposure to ight or sunlight
Hives

Feeling nervous

Reduced sense of touch

Sleepiness

Sleeplessness

Poor hearing o ringing in the ears (ieversible)

Irregular heartbeat

Constipation

Inflammation of the lver

Chest

General loss of strength

Sweling

General discomfort

Abnormal aboratory test values (e.g. blood or liver tests)
Vormiting associated with abdominal pain (which may be bloody)

* Agitation
+ Dizziness (vertigo)
" Roromal Ier fnctons

Other side effects in post-marketing experience
Unknown

‘Aggression, anxiety, fits, hyperactivity, fainting

Loss of smel or altered sense of smell loss oftaste

Disorder of eart thythm, fast heartbea, iegular hear beat
w blood pressure

Infaaton e parcea,orgu discolraton, seere i

react

Liver e, Iver dysfuncto,jundie, sk edness

Kidney falure, inflammation of kicney

Abnormal electrocardi

Stomach pain associated with diarthea and fever

Easlly brusing or bieeding

Tiredness associated Wlln dark urine.

Local muscle weakness

Reporting of side effects
1fyou get any sid effects, talk to your doctor, pharmacst o nurse:
This includes any possible side effects not isted i tis leafle. By
reporting side effect, you can help provide more nformation on the
safety of this medicine.

4.HOW TO STORE FORSTE SUSPENSION

+ Keep all medicines out of the reach of children.

+ Store below 30°C, in a dry place.

+ Do not use this medicine after the expiry date ‘Exp. Date' which is
stated on the label and inner carton. The expiry date refers to the
last day of that month.

Dorat row ey any medche e wasiwser o househokd
waste hrow
Jonget use These measures wil helppotec he emronment.

5. FURTHER INFORMATION
What Forste Suspension contain;
Each 5 of Forsi Suspension canain 200mg of Adihvomycin

What Forste Suspension looks like and contents of the pack
30ml powier for suspension placed in an inner carton with insert.

Manufactured by:
Fidson Heallharo lc,

17-21, Fidson Avenue,
Sango-Ota, Ogun State, Nigeria
2340107700888
customercare@fdson.com
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