Moxacin 400 mg 150225160014

Film Coated Tablet

Generic name: Moxifloxacin 400mg

Road the antire patient information leaflets carefully before taking the medicine.

Keep the patient information leafiet - you may wish to read it again later.

If you have any further questions, please consult your doctor or pharmacist

This medicine nas been prescribed to you persanally and shotld not be given to other patients. It may cause harm to other peole, even i they share the same symplom as you
This p: information leaflet concerns the following: 1. What is Moxacin400 mg film coated tablets and what they are used for? What should you be aware of before taking Moxacin 400 mg film coated tablets?

2-How should Moracin 400 mg i coated lablets be taken? 4. What side effects may occur?
How should Moxacin 400 mg fim coated tablets bo s stored’

Moxacin 400 mg film coated tablets: One film coated [ eing oxifioxacin in the form of
The other ingredients are: Microcrystalline Cellulose, Sodium starch glycolate,
Polyethylene Glycol 6000
WHAT ARE Moxacin 400 mg FILM COATED TABLETS AND WHAT ARE THEY USED FOR?
Moxacin 400 mg film coated tablets are indicated for the treatment of the following bacterial infections in patients of 18 years and older caused by bacteria susceptible to Moxifloxacin.
Moxiflxacin should be used only when s considered inapprapriate o use antibacteral agerts that are commonly recommended for the inits treatment of thesa infections or when these hav faiec
- Acute bacterial sinusitis( adequately diagnosed). - Acute exacerbations of chronic bronchitis( adequately diagnosed)
- Community acquired pneumonia, except sever cass
- Mild to moderate pelvic inflammatory disease(i.e. mnacucn ot female upper genial tract, including salpingits and endometis), withaut an sssociated tubo- ovarian o pelvio stiscass.
Moxacin 400mg film coated tablets are not recor for use in monotherapy of mild to moderate pelvic inflammatory disease but should be given in combination with another appropriate antibacterial agent(e.g
cophalosporing) dus to increasing Moxifoxacin Tesatancs of Neissera Gonerocn unless Moxinoxaan ressiant Neissera gonarihoeas can be excluded
film coated tablets may also be used to complete a coarse of therapy in patients who have shown improvement during initial treatment with intravenous Moxifioxacin for the following indications.
nity —acquired pneumonia - Complicated skin and skin structure infections.
Moxacin 400 mg film coated tablets should not be used to initiate therapy for any type of skin and skin structure infections or in sever community-acquired pneumonia,
Gonsiderstion shauid be given to official gidancs on the appropriate use of anibacierial agents.

ctive ingredient.

s the
"actose Magnestum siearate, Talo powder, Tianium Dioxide, Ferrc oxide red, Polysorbate 80,

d may exacerbate
averta. mcmamg death and requirement for ventilator support, have been asoated with fluoroquinolones use in persons with myasthenia gravis. Avoid uumoqummones in patients with known history of myasmema gravis.
Quinolones should not generally be used in patients aged less than 18 years, pr breast-feeding mothers unless the benefits outweigh the risk:
1/ WHAT SHOULD YOU BE AWARE OF BEFORE USING Moxacin 400 mg FILM COATED TABLETS?
You must not use Moxacin 400 mg film coated tablets: if you are allergic to moxifloxacin, other quinolones or any of the other ingredients
If you have previously suffered from tendinitis or tendon damage after therapy with similar active substances (quinolones)
If you have a congenital or documented, acquired condition associated with certain ECG)
1fyou suffer rom saitimbslances, partculary ifyou have low f pot
have clinially sgrificant radycardia (siow te).
1f your doctor his diagnosed you a5 having oinically signiicant heartfalure with reduced foft ventricular ejection fraction (weak heart)
IfYou have & history of symplomatc cardiac artythias
Moxacin should not be taken concomitantly with other drugs which cause certain ECG abnormalities (prolongation of the QT interval).
- If you suffer from impaired liver function (Child-Pugh class C) or an elevated transaminase level> 5 times the upper normal limit.
Pregnant women, breast feeding mothers, children and growing adolescents should not take Moxacin 400 mg film coated tablets.
Particular caution is required when using Moxacin 400 mg film coated tablets in the following cases:
If you have ever had a convulsion, you should consult your doctor before taking Moxacin 400 mg film coated tablets. If you experience any visual disturbances or effects on your eyes, you should consult an eye specialist
immediatety. Tendinitis and ruptured tendans may ocour during reatment whth quinolones. including moxifoxacin (the active ngreclient of Moxacin 400 mg fim costed tables). paticulary in iderly patints or patints receiving
dru Atthe first signs of pain or inflammation, you should stop taking Moxacin 400 mg film coated tablets, rest the affected limb(s) and consult your doctor
immediately regarding furthor wroatment Moxiloxacin causss a certsin ECG sbormelty known as, prolongation of the QT inarval” in some patints. Aftiough the efect s not very pronounced, Moxacin 400 me fim coated
tablets should be used with caution if you are taking other drugs that can reduce the level of potassium in the blood. Patients with an elevated risk of arrhythmia (e.g. acute myocardial ischaemia) should exercise caution when
laking Moxacin. Protongation of the CiTe Interval can incraase ine risk of certin tyPes of cardiac amhyihmia (ventictlar arrhythimla including forsades de polntes). AS the extant of QTo prolongaton increases in proparlion t he
dosage, the recommended dose should not be exceeded. Consult your doctor if you are in doubt. If symptoms of cardiac arrhythmia occur during treatment with Moxacin, discontinue treatment and consult your doctor. If you
experience impaired liver function, ask your doctor to carry out an antibiotics including cause severe diarthoea (pseudomembranaus colitis). In this situation, suitable therapeutic
measures should be implemented without delay. In the event of severe diarthoea occurring during or after use of antibiotics, please consult your doctor without delay. Do not take drugs that inhibit gastric motility (peristalsis). If
¥ou or any membar of your famiy have baen diagnosad ss having ghicose-G-phosphate dshyclogenas dsfisiency (a congenital o scauied metaboli isarder), plesss tll your doctor about this befors you sart taking Moxacin
mg film coated tablets. In contrast to other quinolones, moxifloxacin has not exhibited any significant risk of inducing photosensitivity in tests. Nonetheless, during treatment with Moxacin 400 mg film coated tablets, you
ot Vo 0 o (highealttide sunshine, solarum) and not exposs yoursel 1o sxceseive andior strong sunlight. Hypersensiivity and alierglo reaciions (0.0 skin rash) can occur after the very first admiistration of
quinolones. In extremely rare cases, severe immediate allergic reactions ranging up to life threatening shock can develop. In these cases, use of and medical treatment (e.g
therapy for shock) must be initiated.
Pregnancy You should always consult your doctor or pharmacist before taking medicines. Do not take Moxacin 400 mg film coated tablets if you are pregna
Breast feeding You should always consult your doctor or pharmacist before taking medicines. Do not take Moxacin 400 mg film coated tablets if you are renct foeding.
Driving and operating machinery: If you feel drowsy after taking Moxacin 400 mg film coated tablets, avoid driving or operating machiner
Important information about certain other constituents of Moxacin 400 mg film coated tablets: Moxacin 400 mg film coated tablets contain lactose. You should therefore not take this medicine without first consulting your
doctarifyou know that you suffer from glucose intoleranc. Intsractions with ather drugs Please inform your doctor or pharmaistif you ar takinglusing other medicines or have takeniused olher medicines recently, even  they
non-prescription medicines. Please note the when taking other medicines: Moxacin can affe rval). This effect can be fied in the event of concomitant administration of the following
oducts: Class la (e.g. quinidine, hyaroqmmame disopyramide) and class Il (e.g. amiodarone, sotaiol Pl Toutiide) antarthythmics (orugs (o roat cardrac arhyimia). AooroIGpICS (rugs to roat mental disorders,
ich as phenothiazine, pimozide, sertindole, haloperidol, sultopride), tricyclic alarial drugs, in particular
Ralofanirine), ceriain arugs used 1o eat allergy symptoms (tarfanadine, astemizols, mizolastine i oers (Csapride, & g used fo stimulata peristalc actiity, miravenously sdministered vincamine. bepridi, diphemaniny
Moxifloxacin should therefore not be admiristered togther with these drug products. An ntsrva of around € hours shold be [eft betwesn taking drugs th contai cartain metals (valent o rivalent cations) and taking Moxacin
400 mg fim coated tablets. These includ antacids containing magnesium or aluminium (drugs used (o prevent hyperacidity of tho stomach), certain aniviral tablets containing didanosine, sucralfate and cugs containing iron
or zine. Concomitant administration of Moxacin 400 mg film coated tablets and activated carbon considerably reduces the vsorpton of into the bod of these two products is therefore.
ot recommendsd. I studies carred out i heslthy Voluntsers, concomitant adminisiraton of Moxacin 400 m fim coated tablets with igori (8 drug used o rest heart Tallore) 160 1 an approx. 30% meroase n the poak piasma
concentrations of digoxin. No particular pr it administration of Moxacin and digoxin. In studies carried out in patients with diabetes, concomitant administration of Moxacin 400
0 i Coated tablets with Gibanclamide (6 drug Used (o et diabetes od 0 a 219 deCreass i the peak piasma concentrations of gibenclamids. The biood glucoss and insuln vallies were not afected, however. An anhanced
anticoagulant effect was reported i a large number of cases in which patients were treated concurrently with antibiotics and anticoagulants. However, no clinically significant interaction was reported in a study involving
moxifloxacin and warfarin (an anticoagulant). The patients coagulation values can be monitored more frequently and the anticoagulant dosage adapted if necessary as a precautionary measure. No interactions occurred when
Moxacin 400 ma im coated tabiets were taken soncomitanty wih Srugs conaining the folowing active Ingracients: raniline (s 1o treal PePic Licers), probenecid (1sod 1o faduce serum Urc acid levers), oral coniracepiives
(birth control pills). calcium supplements, morphine (narcotic analgesic), theophyliine (used to treat asthma) or itraconazole (used to treat fungal infections). When taking Moxacin 400 mg film coated tablets together with food
and drinks: The effects of Moxacin 400 mg film coated tablets are not influenced by food, including dairy products
1. HOW SHOULD Moxacin 400 mg FILM COATED TABLETS BE TAKEN?
Aduite The recommended dose is ane 400 mg fim-coated tablot once daily
Renallhepatic impairment No adjustment of dos uired in patients with mild to severely impaired renal function or in patients on chronic dialysis .i.e haemodialysis and continuous ambulatory peritoneal dialysis.
There is insuffcent data in patients with \mpa\red liver function. Other special populations No adjustment of dosage is required in the elderly and in patients with low body weight. Pediatric population Moxifloxacin is
children and jears). Efficacy and safety of Moxifloxacin in children and adolescents have not been established.
Mathd of administration: The fim coated tablet Should be swallowed whole with Sfciant iquid and may be taken ndependent of meals
Duration of administration: Moxacin 400mg film coated tablets should be used for the following treatment durations:
- Acute exacerbation of chronic bronchitis 5-10 days. - Community acquired pneumonia 10 days.
- Acute bacterial sinusitis 7 days. - Mild to moderate pelvic inflammatory disease 14 days.
The recommended dose(400 mg once daily) and duration of therapy for the indication being treated should not be exceeded.
Plaase make surs you complete the ful course of trestment wih Moxacin 400 mg fim caated tablets, es otherwiss the nfection may not be complately cu
If you have taken a greater quantity of Moxacin 400 mg film coated tablets than you were supposed to. lended dose of 400 mg once daily o not be exceeded. fyou accidentally take more than one fim costed
by more than 80%

of the QT interval),

(«
m in your blood

Early administration of activated carbon can be useful to prevent excessive levels
If you have forgotten to take Moxacin 400 mg film coated tablets: You should take the next film-coated tablet immediately and continue your treatment with one film coated tablet a day.
Do not take a double dose to make up for the single dose you missed.

Effects of discontinuing treatment with Moxacin 400 mg film coated tablets:

If you stop taking Moxacin 400 mg film coated tablets, your symptoms may worsen. Please consult your doctor if you want to stop taking Moxacin 400 mg film coated tablets before the end of the course of treatment.

4 WHAT SIDE EFFECTS ARE POSSIBLE? Like ll medicines, Moxacin 400 mg fim costed tabists can have side efec

The following incidence rating is evaluate the frequency of side effects:

Vory froquently: more than 11 10 reaied patients. Froquently: fowsr than 1 10 bul more than 1 in 100 treated patients. Occasionally: fewer than 1 in 100 but more than 1 in 1,000

treated patients Rarely: fewer than 1 in 1,000 but more than 1 in 10,000

treated patients Very rare: Fewer than 1 in 10,000 treated patients, including

isolated cases With the exception of nausea and diarrhoea, the reported incidence side effects were lower than 3%

General: Frequently: Abdominal pain, headache. Occasionally: Weakness, pain, back ache, general malaise, chest pain, allergic reactions, and leg pain.

Very rarely: Hypersensitivity: severe allergic reactions, possible ranging up to life-threatening shock (anaphylactic shock), in some cases after first use.

In these cases, stop using Moxacin 400 mg film coated tablets immediately and inform the attending doctor. The of shock include cold sweat, gasping breath, a drop in blood pressure, a racing pulse, dizziness and stupor, swelling
of skin and mucous membranes (including swelling of the larynx, potentially life threatening)

Nervous system: Frequently: Drowsiness.

Insomnia, dizzin
Rarely: Hallucinations,

ess, sleepiness, anxiety, trembing, paraesthesias (pins and needles in the arms and legs), confusion, depression.
depersonalisationation (alteration in the perception of the self), impaired coordination, restlessness, sleep disorders, abnormal dreams, convulsions.

Nausea, diarrhoea, vomiting, dyspepsia (digestion disorders).
Occasionally: Dry mouth, nausea with vomiting, flatulence, constipation, mouth ulcers, loss of appetit of the mucous of the mouth,
omembranous colits (miammation of tha colon caused by Glostidium G, & Speciic bacterum: in extramely rara cases, with
caused by obstruction of bile).

rdiovascular: Frequently: In patients with pre-existing hypokalaemia (decreased potassium level): prolongation of the QT interval (ECG abnormality). Occasionally: Tachycardia (racing pulse), peripheral oedema
(acoumulation of watery Tuic 1t the Iega), Pigh blGod pressure, paipitaions, airal Tbrlation (dlsturbance of feart Mythr), angina pectors, n patisnts with Rormal potassium lovels: G prolongation
Rarely: Vasodilatation (dilatation of the blood vessels). hypotension (low blood pressure), syncopes (brief fainting):
Very rarely: ventricular arrinythmia (specific type of cardiac arrihythmia), torsade de pointes (sp of
to cardiac arrihythmia).

of the tongue.
hepatitis

of the liver, primarily

and card

t (particularly in patients with severe underlying conditions that predispose them

organ Difficult breathing.
Locomotor system: Occasionally: Joint or muscle pain. Rarely: Tendinitis (inflammation of the tendons); Very rarely: Ruptured tendons.

Skin: Occasionally: Rash, pruritus (itching), perspiration, urticaria (nettle rash). Rarely: Dry skin. Very rarely: Stevens-Johnson syndrome (severe, skin rash involving the mucous membranes and taking a feverish course)
Sensory organs: Frequently: Impaired taste perception. Occasionally: Impaired vision. Rarely: Tinnitus, impaired vision because of CNS reactions (e.g. drowsiness or confusion), impairment or loss of the sense of smell or
loss of the sense of smell and/or taste.

Urinary tract and sex oruans: Occasionally: Gandidal infection of the vagina (trush), vaginl

hanged s (mainly moderate increase in certain enzymes and/or bile pigments).
Dccasmnnlly Increases in certain enzymes (gamma-GT, amy\sse7 leucocytopenia (reduction in the number of white blood cells), reduction in levels of prothrombin / increase in the INR (specific blood coagulation parameters),
eosinophilia (increase in levels of certain blood cells), thrombocythaemia (increase in number of platelets in the blood), thrombocytopenia (decrease in number of platelets in the blood), anaemia.
Rarely: Hyperglycaemia (elevated blood glucose level), hyperlipidaemia (elevated blood lipid level), increased prothrombin levels | reduced INR (specific blood coagulation parameters), jaundice (icterus mainly caused by
obstruction of bile) in connection with changed liver function, elevated levels of a specific liver enzyme (LDH), elevated levels of creatinine o urea.
On the basis of dlinical experience wih Moxasin 400 mg fim coated tablets <o ar it s ot possiblo (o tell exacly what side effects might ocaur solated cases of he following side effects nave boen reported during treatment
with other fluoroquinolones, and these may also occur during treatment with Moxifloxacin 400 mg film coated tablets: Transitory loss of vision, problems with balance including ataxia (interference with ability to execute
movements), hypemsmem.a (increased lovels of sodhur In the blood), hypercalcaemia (inareased levels of calcium n the blood), heUtropena (radletion In RUMbers of certan typas of whits blood o), hsemolys\s (increased
breakdown of rad blood c
pnarmamsn you niotics any sids effcts that ars not sted in this patent nformstion eafet.
F-os«mamenng xperionce: Exacerbation of myasthonia gra
5. HOW SHOULD Moxacin 400 MG COATED TABLETS BE STORED?
- Keep medicines out of the reach of children. - Do not store at temperatures above 30°C. Keep the tablets in their original packaging. - Do not remove the film coated tablets from the packaging untiljust before you take them
The expiry date of this product is printed on the cardboard box and the blister strips. Do not use the product after this date.
Package: Garton box containing one sirp of & fm costed tablets + aner lsfiet
s a medicament Amedicament is a product which affects your health and its consumption contrary to instructions is dangerous for ye
- Fallow stitly the doclor' prescriptin, he method of use and the iniructions of the pharmacit who sold the ‘medicament

foctor and the pharmacist are experts in medicine, its benefits and ris|

Do not by yourse\l interrupt the period of treatment prescribed.
- Do not repeat the same prescription without consulting your doctor.
Keep medicament out of reach of children

by: Medical Union

Abu-Sultan, Ismailia, Egypt Issue date: 13 /3 /2007 Revision date: 25 / 8 /2013
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