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PACKAGE LEAFLET: INFORMATION FOR PATIENTS
Xifaxan 200 mg film-coated tablets
Rifaximin

Read this leaflet carefully before you start taking this
medicinal product, because it contains important
information for you.

- Keep this leaflet. You may need to read it again.

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

- This medicinal product has been prescribed for you only.
Do not give itto other people, even if the symptoms are
the same as yours, because it could be dangerous.

- If you experience any side effects, including those not
listed in this leaflet, contact your doctor or pharmacist.
(See section 4).

In this leaflet:

1. What XIFAXAN 200 mg is and what it is used for

2. What you need to know before you take XIFAXAN 200 mg
3. How to take XIFAXAN 200 mg

4. Possible side effects

5. How to store XIFAXAN 200 mg

6. Contents of the pack and other information

1. WHAT XIFAXAN 200 mg IS AND WHAT IT IS USED FOR

XIFAXAN 200 mg contains the active ingredient Rifaximin.
Rifaximin is an intestinal antibiotic used to treat traveler's
diarrhea in adults when diarrhoea is not accompanied by
fever or blood in the stools, or 8 or more unformed (soft or
liquid) stools in the last 24 hours.

XIFAXAN 200 mg is not recommended for use in children
aged less than 18 years.

2. WHAT YOU NEED TO KNOW BEFORE YOU TAKE
XIFAXAN 200 mg

Do not take XIFAXAN 200 mg

= If you are allergic (hypersensitive) to rifaximin, to other
active ingredients that belong to the class of medicines
called rifamycins, or any of the other ingredients of this
medicinal product (listed in section 6).

« If you have constipation, abdominal pain and vomitting
caused by blockage of the bowel.

= If you have diarrhea accompanied by fever or blood in
the stool.

« |If you passed 8 or more unformed stools in the last 24
hours.

Warnings and Precautions

Talk to your doctor or pharmacist before taking XIFAXAN

200 mg.

Stop taking XIFAXAN 200 mg and talk to your doctor:

- If, after 3 days of treatment, your symptoms continue
or re-appear shortly afterwards do not take a second
course of Xifaxan 200 mg.

« |If your symptoms get worse during treatment.

Rifaximin may cause a red discolouration of urine.

Children

The safety and efficacy of rifaximin in children (aged less
than 18 years) have not been established. No recommen-
dation on a posology can be made.

Other medicines and XIFAXAN 200 mg
Tell your doctor or pharmacist if you are taking, have recently
taken or might take any other medicines.

Before taking XIFAXAN 200 mg inform your doctor if you

are taking any of the following medicines:

« Warfarin (anticoagulant)

+ Medicines to treat abnormal heart beat (antiarrhythmics)

- Cyclosporine (medicine used to prevent transplant rejec-
tion)

+ Oral contraceptives

If you are using activated charcoal, take XIFAXAN 200 mg
at least 2 hours after taking charcoal.

XIFAXAN 200 mg with food
You can take XIFAXAN 200 mg with or without food.

Pregnancy, breast-feeding and fertility

Xifaxan 200 mg is not recommended during pregnancy or
in fertile women not using contraception. If you are preg-
nant or breast-feeding, think you may be pregnant or are
planning to have a baby, ask your doctor or pharmacist for
advice before taking this medicine.

Pregnancy
As a precautionary measure, XIFAXAN 200 mg should not
be used during pregnancy.

Bri -feedin
Itis unknown whether rifaximin is excreted in human milk.
If you are breastfeeding, ask your doctor.

Driving and using machines

Rifaximin has negligible influence on the ability to drive
and use machines, however, dizziness and drowsiness
have been reported.

Do not drive or operate machines if you feel dizzy or drowsy.
3. HOW TO TAKE XIFAXAN 200 mg

Always take this medicine exactly as your doctor has told
you. Check with your doctor or pharmacist if you are not sure.

You can take XIFAXAN 200 mg with or without food. Take
the tablets with a glass of water.

The usual dose is 1 tablet every 8 hours (600 mg/
day). You should continue taking XIFAXAN 200 mg
film-coated tablets for three days even if your symptoms
have improved.

Do not use XIFAXAN 200 mg for more than 3 days, unless
otherwise prescribed by the doctor.

If you take more XIFAXAN 200 mg than you should
If you take more XIFAXAN 200 mg than you should, please
contact your doctor immediately.

If you forget to take XIFAXAN 200 mg

If you forget to take a dose, take the missed dose as soon
as you remember and take your next dose at its regular
time. Do not take a double dose.

If you stop taking XIFAXAN 200 mg

Continue taking XIFAXAN 200 mg following your doctor's
instructions. You need to complete your XIFAXAN 200 mg
treatment to combat an intestinal infection. If you have any
further questions on the use of this medicine, ask your
doctor or pharmacist.

4. POSSIBLE SIDE EFFECTS

Like all medicines, this medicine can cause side effects,
although not everybody gets them.

Commeon side effects (affecting up to 1 in 10 people)

» Headache, dizziness

* Abdominal pain, abdominal distension, flatulence (gas),
diarrhea, constipation, urgency to evacuate, involuntary
and painful or ineffective straining

* Nausea, vomiting
* Fever

Uncommon side effects (affecting up to 1in 100 people)

= Thrush, cold sore, swollen throat, nose and throat inflam-
mations or infections

« Alterations in blood tests [increased of lymphocytes,
increased monocytes, decreased neutrophils, increased
liver enzyme values (aspartate-aminotransferase)

* Decreased appetite

* Reduction of body fluids (dehydration)

* Abnormal dreams, insomnia, drowsiness

= Depression, nervousness

= Migraine, sinus headache

» Numbness, pins and needles, decreased sense of touch

= Double vision

= Ear pain, vertigo

= Heart racing, flushing, increased blood pressure

« Shortness of breath, nasal congestion, dry throat, cough,
runny nose, sore throat

= Stomach pain, difficulty digesting, motility disorders of
the intestine

* Drylips

= Hard stools, blood in the stool, mucus in the stool

= Changes in taste sensitivity

= Skin irritation and rashes, sunburn

« Muscle cramps, muscle weakness, muscle pain

= Neck pain, back pain

= Alterations of urine tests (blood in the urine, sugar in the
urine, protein in  the urine)

* Increase in the frequency of urine emission, increased
volume of the urine excreted

« Polymenorrhea (frequent periods)

« Feelings of fatigue, chills, cold sweat, sweating

= Pain and discomfort of various kinds

* Flu-like symptoms

* Swelling legs or arms

Side effects with unknown frequency (frequency cannot

be estimated from the available data)

« Clostridium difficile infections

+ Faint feeling

* Alterations in blood tests [reduction in the number of
platelets, liver function abnormal tests, abnormal blood
coagulation tests (INR]]

- Hypersensitivity and allergic reactions, shock in some
severe cases

= Giant hives

» Reddened skin (dermatitis), scaly skin (exfoliative der-
matitis) itching, wheals

* Presence of small purplish spots on the skin (purpura)

Treatment with any antibiotic may cause Clostridium difficile
associated diarrhoea (CDAD).

Reporting of side effects
To report any side effect(s):

Saudi Arabia:

The National Pharmacovigilance and Drug Safety

Centre (NPC)

+ Fax: +966-11-205-7662

+ Call NPC at +966-11-2038222, Exts: 2317-2356-
2353-2354-2334-2340.

+ Toll free phone: 8002490000

+ E-mail: npc.drug@sfda.gov.sa

+ Website: www.sfda.gov.sa/npc

United Arab of Emirates:

Pharmacovigilance & Medical Device section
P.O.Box: 1853

Tel: 80011111

Email : pv@moh.gov.ae

Drug Department

Ministry of Health & Prevention

Dubai

Other GCC Countries:

Please contact the relevant competent authority.

5. HOW TO STORE XIFAXAN 200 mg

Keep this medicinal product out of the sight and reach of
children.

Store below 30°C

Do not use this medicinal product after the expiry date
reported on the package. The expiry date refers to the last
day of that month.

Do not throw away any medicines via wastewater or
household waste. Ask your pharmacist how to dispose
of medicines no longer required. This will help protect the
environment.

6. CONTENTS OF THE PACK AND OTHER INFORMATION

What XIFAXAN 200 mg contains

The active substance is rifaximin. Each film-coated tablet
contains 200 mg of rifaximin.

The other ingredients are: sodium starch glycolate (type A),
glycerol distearate, colloidal anhydrous silica, talc, micro-
crystalline cellulose, hypromellose, titanium dioxide E171,
edetate disodium, propylene glycol, red iron oxide E172.

What XIFAXAN 200 mg looks like and contents of the
pack
Each pack contains a blister of 12 tablets.

Marketing Authorisation Holder:
Alfasigma S.p.A.

Viale Sarca, 223

20126 — Milano

Italy

Manufacturer:
Alfasigma S.p.A.

Via E.Fermi,1 - 65020
Alanno (PE) - Italy

This leaflet was updated in August 2018

THIS IS A MEDICAMENT

- Medicament is a product that affects your health, and
its consumption contrary to instructions is dangerous
for you.

- Follow strictly doctor’s prescription, the method of
use and the instructions of the pharmacist who sold
the medicament.

- The doctor and the pharmacist are experts in medi-
cine, its benefits and risks.

- Do not by yourself interrupt the period of treatment
prescribed.

- Do not repeat the same prescription without consult-
ing your doctor.

- Keep medicament out of reach of children

Council of Arab Health Ministers & Union of Arab
Pharmacists




