


- for sudden worsening of chronic bronchitis (acute exacerbation of chronic obstructive
Pulmonary disease including bronchitis) 5 - 10 days
or infection of the lungs (pneumonia) except for pneumonia which starts during a stay
in hospital 10 days

- for acute infection of the sinuses (acute bacterial sinusitis) 7 days )

- Mild to moderate infections of the female upper genital tract (pelvic inflammatory
disease), including infection of the fallopian tubes and infection of the uterus mucous
membrane 14 days.

When Flomocin film-coated tablets are used to complete a course of therapy started with

moxifloxacin solution for infusion, the recommended durations of use are:

- Infection of the lungs (pneumonia) acquired outside the hospital 7 - 14 days
Most dpatlents with pneumonia were switched to oral treatment with Flomocin film-
coated tablets within 4 days.

- Infections of the skin and soft tissue 7 - 21 days
Most patients with infections of the skin and soft tissue were switched to oral treatment
with Flomocin film-coated tablets within 6 days.

Itis mg)ortant that you complete the course of treatment even if you begin to feel better
after a few days. If you stop taking Flomocin too soon your infection maK not be completely
cured and the infection may return or your condition may get worse. The bacteria causing
your infection may become resistant to moxifloxacin.

The recommended dose and duration of treatment should not be exceeded (see section 2.
What you need to know before you take Flomocin, Warnings and precautions).

If you take more Flomocin than you should

If you take more than the prescribed one tablet a day, §et medical help immediately. Try
to take any remainiﬂ%tab\ets, the packaging or this leaflet with you to show the doctor or
pharmacist what you have taken.

If you forget to take Flomocin

If you forget to take your tablet you should take it as soon asdyou remember on the same day.
If you do not remember on the same day, take your normal dose (one tablet) on the next day.
Do not take a double dose to make up for a forgotten dose.

I you are unsure about what to do ask your doctor or pharmacist.

If you stop taking Flomocin )
If you stop taking this medicine too soon your infection may not be completely cured. Talk to
your doctor if you wish to stop taking your tablets before the end of the course of treatment.

If you have any further questions about this medicine, ask your doctor or pharmacist.

4. Possible Side Effects

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

‘Tfhe mostt serious side effects obsenved during treatment with moxiflokecin are listed below:
you notice

- "an abnormal fast heart rhythm (rare side effect)

- that you suddenly start feeling unwell or notice yellowing of the whites of the eyes,
dark urine, itching of the skin, a tendency to bleed or disturbances of thought or
wakefulness (these can be signs and symptoms of fulminant inflammation of the liver
BotentiaHy leading to life-threating liver failure (very rare side effect, fatal cases have

een observed))

- serious skin rashes mcludm%]Stevens-Johnson syndrome and toxic epidermal necrolysis.
These can appear as reddish target-like macules or circular patches often with central
blisters on the trunk, skin peeling, ulcers of the mouth, throat, nose, §emtals and eyes
and can be preceded by fever and flu-like symptoms (very rare side effects, potentially
life threatening)

- a red, scaly widespread rash with bumps under the skin and blisters accompanied
?( fever af the initiation of treatment acute generalised exanthematous pustulosis)
(frequency of this side effect is ‘not known) :

- syndrome associated with impaired water excretion and low levels of sodium (SIADH)
(very rare side effect) ) )

- loss of consciousness due to severe decrease in blood sugar levels (hypoglycaemic coma)
(very rare side effect)

- inflammation of blood vessels (signs could be red spots on your skin, usually on your
lower legs or effects like Jlomt pam% (very rare side effect)

- a severe, sudden generalised allergic reaction incl. very rarely a life-threatening shock
eg d|ﬁ|cu|tym breathing, drop of blood pressure, fast pulse) (rare side effect)

- swelling incl. swelling of the airway (rare side effect, potentially life-threatening)

- convulsions (rare side effect)

- troubles associated with the nervous system such as pain, burning, tingling, numbness
and/or weakness in extremities (rare side effect)

- depression (in very rare cases \eadmgg to self-harm, such as suicidal ideationsfthoughts,
or suicide attempts) (rare side effect

- insanity (potentially leading to self-harm, such as suicidal ideationstthoughts, or suicide
attempts) (very rare side effect)

- severe diarrhoea contam|n§ blood andior mucus (antibiotic associated colitis incl.
pseudomembranous colitis), which in very rare circumstances, may develop into
complications that are life-threatening (rare side effects)

pain and swelling of the tendons (tendonitis) (rare side effect) or a tendon rupture (very
rare side effect) ) ‘ ) )

- muscle weakness, tenderess or pain and particularly, if at the same time, ﬁou feel
unwell, haveah|gh temperature or have dark urine. They may be caused by an abnormal
muscle breakdown which can be lfe threatening and lead to kidney grob\ems (a
condition called rhabdomylosis) (freﬂuency of this side effect is ‘ot known') stop taking
Flomocin and tell your doctor immediately as you may need urgent medical advice.

In addition, if you notice

- fransient loss of vision (very rare side effect),

- discomfort or pain to the eyes, especially due to light exposure (very rare to rare side
effect) contact an eye specialist immediately.

If you have experienced life-threatening irregular heart beat (Torsade de Pointes) or stopping
of heart beat while taking moxifloxacin (very rare side effects), tell your treating doctor
immediately that you have taken Flomocin and do not restart the treatment.

A worsening of the si/mptoms of myasthenia gravis has been observed in very rare cases. If
this happens, consult your doctor immediately.

If you suffer from diabetes and (vou notice that your blood sugar is increased or decreased
(rare or very rare side effect), inform your doctor immediately.

If you are elderly with existing kidney problems and you notice decrease in urine outﬁut,
swelling in your legs, ankles or feet, fatigue, nausea, drowsiness, shortness of breath or
confusion (these can be signs and symptoms of k|dney failure, a rare side effect), consult
your doctor immediately.

Other side effects which have been observed during treatment with moxifloxacin are listed
below by how likely they are:

Common (may affect upto 1 in 10 people)
nausea
- diarrhoea
- dizziness
- stomach and abdominal ache
- vommnﬁ
- headache o ) :
- Increase of a special liver enzyme in the blood (fransaminases)
- gwf%ch%nz caused by resistant bacteria or fungi e.g. oral and vaginal infections caused
andida
Kange of the heart rhythm (ECG) in patients with low blood potassium level

Uncorgmon (may affect up to 1 in 100 people)

rasf

- stomach upset (indigestionheartburn)

- changes in taste (in very rare cases loss of taste)

- sleep problems (predominantly sleeplessness)

- increase of a special liver enzyme in the blood (gamma-glutamyl-transferase andior
alkaline ghosphatase

- low number of special white blood cells (leukocytes, neutrophils)

- constipation

- itchin

- sensation of dizziness (spinning or falling over)

- sleepiness

- wind

- change of the heart rhythm (ECG)

- impaired liver function (incl. increase of a special liver enzyme in the blood (LDH))

- decreased appetite and food intake

- low white blood cells count

- aches and pains such as back, chest, pelvic and extremities pains

- increase of special blood cells necessary for blood clotting

- sweating

- mcreased specialised white blood cells (eosinophils)

- anxiety ) )

- feeling unwell (predominantly weakness or tiredness)

- shaking

- joint pain
palpitations

- Irregular and fast heart beat

- difficulty in breathing incl. asthmatic conditions

- increase of a special digestive enzyme in the blood (amylase)

- restlessness/ agitation

- tingling sensation (pins and needles) and/or numbness
- skin hives

- widening of blood vessels

- confusion and disorientation

decrease of special blood cells necessary for blood clotting
visual disturbances incl. double and blurred vision
decreased blood clottm%

increased blood lipids (fats)

low red blood cell count

muscle pain

allergic reaction

increase of bilirubin in the blood

inflammation of the stomach

dehydration

severe heart rhythm abnormalities

dry skin

angina pectoris

Rare (may affect up to 1in 1,000 people)
muscle twitching
muscle cramp
hallucination
high blood pressure !
swelling (of the hands, feet, ankles, lips, mouth, throat)
low blood pressure o )
kidney ng)avment (incl. increase in special kidney laboratory test results like urea and
creatinine,
inflammation of the liver
inflammation of the mouth
ringing/noise in the ears
Jaundice (yellowing of the whites of the eyes or skin)
- Impairment of skin sensation
- abnormal dreams
- disturbed concentration
- difficulty in swallowing
- changes in smell (incl. loss of smell)
- balance disorder and poor co-ordination (due to dizziness)
- ﬁamal or total loss of memory
earing impairment including deafness (usually reversible)
- increased blood uric acid
- emotional instability
- impaired speech
- fainting
muscle weakness

Very rare (maﬁ affect up to 1 in 10,000 people)

- adrop in the number of red and white blood cells and platelets (pancytopenia)
inflammation of ﬁ)mts

abnormal heart rhythms

increase of skin sensitivity

a feeling of self-detachment (not being yourself)

increased blood clotting

muscle rigidity o )

significant decrease of special white blood cells (agranulocytosis)

Very rare cases of long lasting (up to months or years) or permanent adverse drug reactions,
such as tendon inflammations, tendon rupture, joint pain, pain in the limbs, difficulty
in walking, abnormal sensations such as pins and needles, tingling, tickling, buming,
numbness or pain (neuropathy), depression, fatigue, sleep disorders, memory impairment,
as well as impairment of hearing, vision, and taste and smell have been associated with
administration of quinolone and fluoroquinolone antibiotics, in some cases irrespective of
pre-existing risk factors.

Cases of an enlargement and weakening of the aortic wall or tear in the aortic wall
(aneurysms and dissections), which may rupture and may be fatal, and of leaking heart
valves have been reported In patients receiving fluoroquinolones (see also section 2,
Warnings and precautions).

Furthermore, there have been very rare cases of the following side effects reported following

treatment with_other quinolone antibiotics, which might possibly also occur during

treatment with Flomocin: )

- Raised pressure in the skull (symFtoms include headache, visual problems including
blurred vision, “blind” spots, double vision, loss of vision)

- Increased blood sodium levels

- Increased blood calcium levels ) )

- Aspecial type of reduced red blood cell count (haemolytic anaemia)

- Increased sensitivity of the skin to sunlight or UV light.

Reporting of side effects o )

If you f%et any side effects, talk to your doctor or pharmacist. This includes any possible
side effects not listed in this leaflet. You can also report side effects directly (see details
bhe\ow dBy reporting side effects, you can help provide more information on the safety of
this medicine.

5. How to store Flomocin
Keep this medicine out of the sight and reach of children.

Do not use this medicine after the exﬁry date stated on the blister and carton. The expiry
date refers to the last day of the month.

Do not store above 30°C. )
Store in the original package in order to protect from moisture.
Do not throw away any medicines via wastewater or household waste. Ask Kour pharmacist

how to throw away medicines you no longer use. These measures will help protect the
environment.

6. Contents of the pack and other information

What Flomocin contains
The active substance is moxifloxacin. Each film-coated tablet contains the equivalent of
400mg of moxifloxacin in the hydrochloride form.

The other ingredients are:
- Tablet core: microcrystalline cellulose, croscarmellose sodium, povidone, corn starch,
colloidal anhydrous silica, magnesium stearate and hydro%enate castor ofl, )
(F&Iin7 1c)oatmg hypromellose macrogol 400, iron oxide (E172) and titanium dioxide

What Flomocin looks like and contents of the pack )

Flomocin 400 mg is supplied as pink, oblong, unscored and engraved with code “MXF"
film-coated tablets. o }

Flomocin tablets are packaged in blister-packs of 5 tablets (5's blister x 1) or 7 tablets
(7's blister x 1).

Marketing Authorisation Holder and manufacturer:
Laboratorios Cinfa S.A. )

Olaz-Chipi, 10 - Poligono Industrial Areta
31620 Huarte-Pamplona, (Navarra) - Spain

This leaflet was last revised in October 2020.

To Report any side effect(s):

The National Pharmacovigilance & 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

This is a Medicament

- Medicament is a product which affects your health and its consumption
contrary to instructions s dangerous for %ou ) .

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

- Thg doictor and the pharmacist are the experts in medicines, their benefits
and risks.

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

- Do not repeat the same prescription without consulting your doctor.

- Keep all medicaments out of reach of children.

Council of Arab Health Ministers
Union of Arab Pharmacists

OQcinfa
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