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Muxava®

Moxifloxacin
Film coated tablets 400mg

Presentation:

Muxava® 400: Each Film coated tablet contains. Moxifloxacin HCI equivalent to
400 mg Moxitioxacin in packs of 5 & 7 tablets

Excipients: Microcrystailine cellulose, Croscarmellose sodium, Magnesium Stea
rate, colloidal anhydrous silica, povidone K39, Opadry pink.

Pharmaceutical form:

Fitm coated tablets for oral use

Pharmacotherapeutic group:

Fluoroguinolones antibacterials, ATC code: J01MA14,

Therapeuti( indications:

Muxava® is used in patients of 18 years and older for treating the following
bacteria! infections when caused by bacteria against which Moxifloxacin is active:
* Infection of the s s, sudden worsening of long term inflar 1 of the

airways or infection of the lungs {pneumonia) acquired outside the hospital (except
severe cases)

tract (pelvic inflammatory
es and infections of the uterus

mucous membrane

Muxava® should only be used to treat these infections when usual antibiotics
cannot be used or have not worked.
Muxava® tabiets are not sufficient for scle therapy of this kind of infections and
therefore another antibiotic in addition to Muxava tablets should be prescribed
by your d:}ctor for tha treatrrewt of mfectlcns of the fema\e upper genital tract
if the i
ment with \.‘on‘ ioxacin sof men for mfusmn Muxava® tablets may also be p
cribed by your doctor to ccmp!ete the course of therapy:
o Infection of the lungs { i ired
the skin and soft tissue.
* Muxava tablets shouid not be used to initiate therapy for any type of infections
of the skin and soft tissue or in severe infections of the lungs.
Posology and method of administration:

Pasology
Always take Muxava® exactly as your doctor has told you. You >hsJ d check with
your doctor or pharmacist if you are not sure how to take Muxava®.
The usual dose for adults is one Muxava™ 400 mg tablet once daily.
The duration of treatment depends upon the type of infection Unless otherwise
indicated by your doctor the recommended durations of use of Muxava® are

Sudden worsening of chronic bronc {acute exaterbation of | 510 days

i
¢ bronchitis}

@

Contra-indications:

o ffyouare alle wypersensitive) to the active ingredient A Mﬂﬂ(‘ , any other
quinolane awbmms or any of the other mgred:e'xts of Muxava®™ 400 tablets
ry of tendon disease or disorder which was related to tre

olone antibiotics.

¥ y condition with certain abnormal electro-
cardiogram (ECG, electrical recording of the heart} changes, have sait imbalance in
the bloed, especially fow concentrations of potassium or magnesium in the blood,
have a very slow heart rate (bradycardia), have a weak heart (heart faiiure), have
a history of abnormal heart thythms (arrhythmias} or you are taking other medi-
cines that resuit in certain abnormal ECG changes. This is because Moxifloxacin can

cause a certain change on the ECC), that is a profongation of the QT-interval i.e
is

delayed conduction of electrical sigr
you have a severe fiver disease or increased liver enzymes (tran
7 than 5 times the upper normal fimit

Warnings and Precautmns for use:

Before takmg Muxava® 400 mg tablets

heart's
HG dﬂy

specially if you are femele, o if you

oo

ve of have ever | lad any Ve

bef:)fs takmo Moxiﬂoxau

dei!amty {a rare heraditary disease), infor
Moxifloxacin is suitable for you
eify i

ciated with an abscess of the faliopian tubes and ovaries or of the pelvis), for
j, treatment with

which your doctor considers an intravenous treatment necessary,
Moxifloxacin tahiets 1s not appropriate.

o For the treatm nild to moderate infections o( he

your dactor shot nother antibiotic in ac n. If therz is
no improvement in symptoms after 3 days of Ueatmeut pease curmlt your doctor
When taking Muxava® 400 mg tablets

o f salpitations or irregulas |

during the period of treat-
e may wish to perform an

ECG to measure your heart rhythm.

« The risk of cardiac abnormalities may increase with increase of the dose.
H i:i ad'\e’e to the dosage.

den alfergic reacti

chion

Infection of the fungs acg 10 days

except sevele ase

Acuta infection of 7 days
14 days

When Muxava® tablets are used to complete a course of therapy started with
Moxifloxacin solutian for infusion, the recommended durations of use are

o Infection of the lungs & utside the hospital 7 - 14 days.
Most patients with pneumonia were switched to oral treatment with Muxava®
tablets within 4 days.

* infections of the skin and soft tissue 7- 21 davs Most patients with 'nfemo
the skin and soft tissue were switched to oral treatment with Muxava® ta
within 6 days
important th

J G > the course of
ys. I you stop t2
not be comalete\y cured, the infection may return or your condition may get \A.arse,
and you may also create a bacterial resistance to the antibiotic

The recommended dose and duration of treatment should not be exceedad.
Mgmigtg_d_mimstration

Muxava® tablets are for oral use. Swallow the tablet as a whole (to mask the bit-
ter taste) and with plenty of liquid. You can take Muxava® with or without focdl. It
is recommended that you take the tablet at approximately the same time each day.
No adjustment of the dose is required in elderly patiants, patients with a iow body
weight or in patients with kidaey problems

¥ you forget m take Muxava 400 mg tab)ets
{ > 500N a3 you remember an the
ot ta&e YOur 1 abk t o one do) take your normal dose {one

are bout what LO do, r(‘mhy ur docto
If you stop taking Muxava® 400 mg tablets

if you stop teking this medicine too soon your infection
cured. Consult your doctor if you wish to stop taking your tablets before the end
of the course of treatment

pnalmacust
Taking Muxava® 400 mg tablets with food and drink
The effect of Muxava ™ s not influenced by food including dairy groducts.

,‘ Ltic reaction/shock) even
n the chest, feeling dizzy, feeli

th the first dose, with the foliowing symp-
k or faint, or experience dizziness

1y
ch could
lead to life-threatening liver failure. Please contact your doctor befare you continue
the treatment if you develop signs such as rapidly feeling unweil and/or being sick
associated with yellowing of the whites of the eyes, dark urine, itching of the skin,
a tendency to bleed or fiver induced disease of the brain (symptoms of a reduced
hver function or a rapid and severe inflammation of the liver}
{ you develop a skin rea :
\osar reactions co*na\ t your doctor immediately before you continue the treatment.
LI (s ey ce symy mopdth such as g, tingling,
numbness and/or weakness is ha inform your doctor imm
to fontmut‘xg treatment with Moxifloxacin.

problems have led to al tr
such fe attempis. If you develop such reactions, ,'0; Tdkr
and inform your doctor immediately.

® You may develo hea whils
moxifloxacin, If this becomes severe or persistent or you not
contains blood or mucus you should stop taking Maxifloxacin immediately and
consult your doctor. In this situation, you should not teke medicines that stop of
slow down bowel movement

 Moxifloxacin may cause pair and inflamm f your tendons, even wit
hours of starting treatment and up to several months after discontinuing Moxi-
floxacin therapy. The risk of inflammation and rupture of tendons is increased if you
are elderly or if you are currently being treated with corticostesaids. At the first sign
of any pain or inflammation you should stop taking Moxifloxacin, rest the affected
sult your doctor immediately. Avoid any unnecessary exercise, as
this might increase the risk of a tendon rupture.

erly with existing kicney problems take care that your fluid intake i
use dehydration may increase the risk of kidney failure

s If your eyesight becomes or if you have any v eye disturbances
whilst taking Maxifloxacin, consult an eye specialist immediately

* Quinclone antibictics may make your skin becor

or after taking,

ding
at your steol

ght and
should not use a sunbed or any othe
« Peripheral neuropathy {serious nerve
nalane drugs taken by mouth or by injection. (perip!
the arms or legs such as pain, burning, tingling, numl
in sensation to light touch, pain or temperature).

uoroqui-
neurapathy symptoms in
55, weakness or a change
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* Peripheral neuro| occur at any uing tre 2L with flusroguino-
lones (may occur soon after these drugs are taken) and can last for months to years
after the drug 1s stopped or be permanent.

« if you develop symptoms of peripheral nedropathy ir ur docior immedia-
tely, the ﬂuoraquma]one shouid be stopped and you shou!d be switched to another
non-fluoroguinolone antibacterial drug the benefit of continued treatment
with a fluoroquinclone outweighs the risk

 The efficacy of maxifloxacin solution for infusior ¢ erit of severe burns,
infections of deep tissue and diabetic foot infections with osteomyelitis (infections
of the bone masrow) has not been established

o Children and adolescents: Do not give this medicine to children and adoles-
cents under the age of 18 because efficacy and safety have not been established
for this age group.

« Driving and using machines: Moxifiox may make you feel dizzy or
lightheaded, you may experience a sudden, transient loss of vision, or you wnqht faint
far a short period. If yo facted in this way do ngt drive or ope i
Use during Pregnancy and Lactation:

Do not take Moxifioxacin if you are pregnant or breast-feeding. Ask your doctor or
pharmadist for advice before taking any medicine

Drug Interactions:

Please tell your doctor or pharmacist if you are taking or have recently taken any other
medicines besides Moxifloxacin, including medicinies obtained without & prescription

are

For MoxJﬂoxa a1 be aware of the foliowing

cin together with the fol iowmg med!cmes Vie es that belcng to the gr vup
of anti-arthythmic (eg. Quinidine, Hydroguinidine, Disopyramide, Amiodarone,
Dofetili utilide), antipsychotics (e.g. Pl zines, Pimozide, Ser-
tindole, Haloperidol, Sultopride), tricyclic antidepressants, some antimicrobial {e.g.
Sparﬂoxadn intravenous Erythmmvcm Pentam;dme antlma‘arlals pamcu\ ly
amines (e
other medicines (e.g. Cisapride, intraven
© You must tell your doctor if you are taking other medicines that car lo our
biood potassium levels (e.g some diuretics, some laxatives and enemas {high
doses} or corticostercids [anti inflammatory drugs], amphotericin 3) or cause a
slow heart rate because these can also increase the risk of serious heart thythm
disturbances white taking Moxifloxacin
e Any medicine ¢
tion, or any medicing containi ng iron or zi
medicine containiag Sucralfate to treat gaslrum’e;tmai diso ders an reduce the
action of Moxifloxacin tablets. Therefore, take your Moxifloxacin tablet 6 hours
before or after takmq the other medicine.
e Taking oral medicinal charcoal at the a2 Moxifloxacin tablets reduces
the action of Moxifioxacin. Therefore it is recommended that these medicines are
not used together.
e if y currently taki | anti-coagulants {e.g. warfaninj, it may be neces-
sary for your doctos to monitor your biood ciotting times.
Undesirable Effects:
Like ali medicines, Moxifloxacin can cause side effects, aithough not everybody
gets them
The foliowing side effects have been observed during treatment with Moxifloxacin
Evaluation of side effects has been based on the foliowing frequency data:
Common: in less than 1 per 10 patients but in more than 1 per 100 patients
Uncommon; in less than 1 per 108 patients but in more than 1 per 1000 patients.
Rare: in less than 1 per 1000 patients but in more than 1 par 10000 patients.
Very rare: in less than 1 per 10000 patients, including isolated cases
Infections
Comiman: Infections caused by res
infactions caused by Candida.
Blood and 1)
Uncommon: Low red biood cell count, low white blood cells count, fow numbers of
special white blood celis (neutrophils), decrease or increase of speciat blood celis
necessary for biood clotting, increased specialized white blocd cells (eosinophils),
decreased blood clotting.
Very rare: increased blood dotting, <
(agranulocytosis ).
Allergic Reactions
Uncommon: Allergic reaction
Rare: Severe, sudden gereralized allergic reaction includ
ning shock (e.g, difficulty in breathing, drop of blood pressure, fast p
(including potentially iife-threatening swelling of the airway).

idil and D!phemam\)

¢ fungi eq. oral and

nt decrease of special white blood cells

threat
, swelling

Uncommon: Increased bi
Rare: Increased blood sug
Psychiatric Effects

Uncommon: Anxiety, re

Very rare: A feeling of self-detachment {not being 'you self), insanity (potentially
leading to self-harm, such as suicidal ideationsithoughts, or suicide attempts)

Common: Headache, dizziness.

Uncommon: Tingling sensation (pins and needles) andior numbness, chances in
taste {in very rare cases loss of taste), confusion and disorientation, sleep problems
, sensation of diziness {spinning or falling

(predominately sleeplessness), shak
over) s\eeooﬁ55>

in sensation, change

i
{due to dzzmesm

convulsions, disturbed concentration, impaired speech, partial or total loss of me-
mory, troubles associated with the nervous system such as pain, burning, tingting,
numbrness and/or weakness in ext'emxtm

Very rare: Increase of skin s

Uncommon: Visual disturbances inci. double and blurred vision.

Very rare: Transient loss of vision

Ear

Rare: ngmg’nmse in the ears, hearing impairment including deafness (usually
reversibie).
Cardiac System

Common: Change of the heart rhythm (EC

level

Uncommon: Change of the heart rhythm (ECG), palpitations, irregular and fast

heart beat, severe heart raythm abnormalities, angina pectoris

Rare: Abnormal fast heart shythm, fainting.

Very rare; Abnormat heart rhythms, life-threatening irregular heart beat, stopping

of heart beat

Vascular System

Uncommon: Widening of biood vessels.

Rare: High blood pres low blood pressure

G) in patients with low blood potassium

Uncommon: Difficulty in breathing including asthmatic conditions.
Gastrointestinal System

Common; Nausea, vomiting, stomach and abdominal ache, diarrhea

Uncommon: Loss of appetite, wind and constipation, stemach upset {indigestion/
heartburn), inflammation of the stomach, increase of a special digestive enzyme
in the blood (amylase)

Rare: Difficulty in swallowing, inflammation of the mout
ning blocd andfor mucus (antibiotic assaciated colitis inc

severe diarrhea contai-
ding pseudomembra-

nous colitis), which in very rare circumstances, may develop into complications
that are life-threatening.
iver

in the b\ood, increase of a special liver
ferase andfor alkaline phosphatase).

Very rare: Fulminant mfam'nauon cft e vaer aotmt!ally leadmg to life- ‘hream ing
liver faiiure (including fatal cases).

Skin

Uncommon: ftching, rash, skin hives, dry skin,

ations of the skin and mucous membranes (painful biisters in the
mouth/nuse or at the pemf’vagma potentially fife threatening (Stevens-lohnson
Syadrome, toxic epidermal necrolysis)

Muscular and Joint System

Uncommon: Joint pain, muscle pain

Rare: Pain and swelling of the tendons (tendonitis), muscie cramp, muscle twitching
Very rare; Rupture of tendon, inflammation of joints, muscle rigidity, worsesing of
the symptoms of myasthenia gravis

Uncommon: Dehydration.
Rare: Kidney impairment {including increase in special kidney laboratory test results
like urea and creatinine), kidney failure

General Side Effects

Uncommon: Feeling unweli (predominantly weakness or tiredness), aches and
pains such as back, chest, pelvic and extremities pains, sweating

Rare: Swelling (of the hands, feet, ankles, lips, mouth, throat) Furthermore, there
haVE been very rare cases of the fo} owing side effects reported foliowing treatment
ich 'mght posslb‘y also occur du:’

with muscle cell damage, increased semtiww of the skin to suf
1§ you feal you are suffering from a side effect, espedially f any of the si
gets serious, of if you notice any side effects not listed in this leaflet, please tell
your doctor or pharmacist immediately to get advice before taking the next dose.
Overdose:

If you take more than the presciibed one tadlet a eck medical advice imme-
diately and, if possible, take any remaining tablets, the packaging or this leaflet
with you to show the docter or pharmacist what you have taken
Pharmacodynamic Properties:

Muxava (Moxitioxacin) belongs to a group of antibiotics called fluoraguinolones.
Muxava® works by killing bacteria that cause infections.

Special Precautions for storage:

Store below 30°C.

This is a medicament

« Do ot by yourself in of eatment o
« Do not repeat the ion withou a your docior

* Keep med
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