MOXiflen Tablets

(UsP specification)
400mg

Moxifloxacin HCI
(usP specifications)

Presentation

Moxiflen Tablet:

Each film coated tablet contains:
Moxifloxacin HCl eq. to Moxifloxacin...
Description

...400mg

Usein Pregnancy & Lactation
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the use of
during pregnancy is  contraindicated. Preclinical evidence indicates that small amounts of moxifloxacin
. Therefore, the
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useof

Drug Interactions

Itraconazole: Exposure (AUC) to itraconazole was only marginally altered under concomitant
treatment. of were not altered by
No dose adj necessary for given with and vice

versa. Charcoal: Concomitant dosing of charcoal and 400 mg oral moxifloxacin reduced the systemic

itha um of activity Storage Conditions:
. Moxiflen has in vitro activty against a wide range of Grampositive and Gramnegative _ Store at 20°C:25°C. rotect fromii t 1015°C30°C).
organisms, anaerobes, acid-fast bacteria, and atypicals e.g. Chlamydia spp., spp. and i i
Legionella spp. The bactericidal action results from the with I and IV, ipp
Topoisomerases are essental enzymes that control DNA topology and ssistin DNAreplication, repalr  Maxifen pack of 5 Film C

Indications
Moxiflen tablet are indicated for the treatment of the following bacterial infections caused by
susceptible strains:

. Pneumonia (community acquired)

. Sinusits (acute)

. < icf

. Typhoid fever/ Enteric fever

. Complicated intra-abdominal infections including polymicrobial infections such as
abscesses

Moxiflen tablets are indicated for the treatment of the following bacterial infections caused by
. infections of female upper genital

tract,including salpingitis and endometritis)
Dosage and Administration

The recommended dose for Moxiflen tablet is 400 mg once daily for the above-mentioned indications
andshould not be exceeded.

. Bronchitis: acute exacerbation of chronic bronchitis, 5 days

. Pneumonia: community acquired pneumonia, 10 days

. Sinusits: acute sinusitis, 7 days

. Complicated skin and skin structure infections total treatment duration for sequential
therapy (intravenous followed by oral therapy): 7-21 days

. Typhoid fever/ Enteric fever: 7-10 days

. Uncomplicated pelvicinflammatory disease: 14 days

. Complicated intra-abdominal infections total treatment duration for sequential therapy

(intravenous followed by oral therapy): 5-14 days
Alternatively, therapy may be initial intravenous followed by oral of
tablets when dlinically indicated. The recommended duration of treatment for the indication being

not b ded. Elderly: No ad of dosage s required in the elderly. Children:

Side Effects

The following undesirable effects have a higher frequency in the subgroup of IV/oral sequentially

treated patients: Common: Increased gamma-glutamyl-transferase. Uncommon: Ventricular
oedema, tibiotic associated colits (in very rare cases

associated with life threatening complications), seizures of various clinical manifestations (incl. grand

mal conwulsions), hallucination, renal impairment and renal failure (due to dehydration, especially in

elderly with pre-existing renal disorders).

Adverse Drug Reaction

Risk of Retinal detachment.

Contraindications

other anyof
Patients below 18 years of age.
Precautions and Warning
In some instances, the hypersensitvty and allegic reactions occurred after the first administration
v progressto ali
after the first administration. In these cases, the treatment with Moxiflen must be discontinued,
medical treatment (e.g. treatment for shock) is required. Moxifloxacin has been shown to prolong the
QT interval of the electrocardiogram in some patients. As women tend to have a longer baseline QTc
interval compared with men, they may be more sensitive to QTc-prolonging medications. Elderly
patients may also be more susceptible to drug-associated effects on the QT interval. The medicine
should be avoided in patients with known prolongation of the QT interval, patients with uncorrected
hypokalaemia and patients receiving class IA (e.g. quinidine, procainamide) or class il (e.g.
amiodarone, sotalol) antiarrhythmic agents, due to the lack of clinical experience with the medicine in
these patient populations. An additive effect of mosifioxacin and medicines that prolong the QT
interval such as cisapride, and tricydlic cannot be
excluded; therefore, moxifioxacin should be used with caution when given concurrently with these
medicines. Moxiflen should be used with caution in patients with liver cirrhosis as pre-existing QT
prolongation in these patients cannot be excluded. Moxiflen should be used with caution in patients
with ongoing proarrhythmic conditions (especially women and elderly patients), such as diinically
significant brady(ard\a, acute myocardial ischaemia. As the magnitude of QT prolongation may
f the medicine, th dose and the infusion rate
(400 mg within 60 minutes) should not be exceeded. However, in patients suffering from pneumonia

no correlation between plasma of in and QTc was observed.
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treatment in dinical stuies with more than 9000 pauen Jowever certain predisposing conditions

may increase the risk for ventricular q therapy. Moxiflen
should p: suspected C| predispe
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therapy including moxifloxacin, particularly in elderly patients and in those treated concurrently with
corticosteroids. At the first sign of pain or inflammation, patients should dlsmntmue treatment and
rest the affected limb(s). Q reactions in patients.
However, in specially designed prediinical and clinical studies photosensitivity has not been observed
‘with moxifloxacin.
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Manufactured by:
NEXT Pharmaceutical Products (Pvt.) Ltd.
Plot no. 44-A&B, Sunder Industrial Estate Lahore-Pakistan

Contains Lactose But Gluten Free
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