LENZO Film Coated Tablets

Composition:

Each LENZO 400 Film Coated Tablet contains:

linezolid 400 mg.

Each LENZO 600 Film Coated Tablet contains:

linezolid 600 mg.

Mechanism of Action:

Linezolid is bacteriostatic antibiotic, is an oxazolidinone-class,
It binds to a site on the bacterial ribosome (23S of the 50S
subunit), This prevents formation of the 70S ribosomal unit;
therefore, bacterial protein synthesis is inhibited.
Pharmacokinetic:

Linezolid is rapidly absorbed following oral dosing. Max-
imum plasma concentrations are reached within 2 hours of
dosing. Oral bioavailability of linezolid about 100%. Plasma
protein binding is about 31%. Linezolid is mainly metabolized
by oxidation of the morpholone ring, which principally leads
to the formation of two inactive metabolites of carboxylic acid
derivatives. Under steady-state conditions, linezolid is primar-
ily excreted in the urine as active drug (linezolid 30%) and
inactive metabolites about 50%.

Indications:

LENZO is used in adults and children to treat infections caused
by susceptible strains of microorganisms such as Gram-posi-
tive bacteria:

- Nosocomial pneumonia, Community-acquired pneumonia.

- Uncomplicated skin and skin structure infections. Compli-
cated skin and skin structure infections, including infections
caused by diabetic foot.

- Vancomycin-resistant Enterococcus faecium infections.

- LENZO has no effect on infections caused by Gram-negative
bacteria.

Contraindications:

- Patients with hypersensitivity to linezolid or any of the com-
ponents of the product.

- Patients with uncontrolled hypertension, phacochromocyto-
ma, carcinoid, thyrotoxicosis, bipolar depression, schizoaffec-
tive disorder, acute confusional states.

- Patients taking any of the following medications: Seroto-
nin re-uptake inhibitors, tricyclic antidepressants, serotonin
5-HT1 receptor agonists, sympathomimetic (including the
adrenergic bronchodilators, pseudoephedrine and phenylpro-
panolamine), vasopressive drugs (e.g., epinephrine, norepi-
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nephrine), dopaminergic drugs (e.g., dopamine, dobutamine),
pethidine or buspirone.

- Linezolid should not be used to patients taking MAOIs (e.g.,
phenelzine, isocarboxazid) or within two weeks of taking any
medicines of this family.

Warnings & Precautions:

- Myelosuppression has been reported in patients receiving
linezolid. If this occurs, consideration should be given to con-
tinuing or discontinuing treatment according to the patient’s
condition.

- Peripheral and optic neuropathy: It reported patients treated
for longer than 28 days.

- Serotonin Syndrome: Patients taking serotonin agonist anti-
depressants should receive linezolid only when no other treat-
ment is available.

- Antibiotic-associated diarrhea and colitis maybe develop
while using LENZO.

- Hypoglycemia and Lactic acidosis have been reported with
the use of linezolid.

Pregnancy & Lactations:

Pregnancy: Pregnancy category C. LENZO should be used
during pregnancy only if the potential benefit justifies the po-
tential risk to the fetus.

Lactations: It is not known whether linezolid is excreted in
mother milk. Caution should be exercised when LENZO is
administered to a nursing woman.

Drug Interactions:

- Monoamine Oxidase Inhibitors: Linezolid is a reversible,
nonselective inhibitor of monoamine oxidase.

- Linezolid interferes with adrenergic and serotonergic agents.
- Rifampicin decreased the linezolid Cmax 21% and Bioavail-
ability 32%.

Side Effects:

Most common adverse reactions in patients treated with lin-
ezolid include: diarrhea, vomiting, metallic taste, headache,
nausea, anemia, fungal infection and abnormal liver function
test; increased AST, ALT or alkaline phosphatase.

Driving & Using Machines:

Patients should be advised not to drive or operate machinery if
they experience side effects like dizziness or visual disorders.
Dosage & Administration:

The duration of treatment is dependent on the pathogen, the
site of infection and its severity, and on the patient’s clinical
response. The dose recommendation are as follows (LENZO
tablets may be taken with or without food):

Dosage & Frequency of Ad-
ministration
. Pediatric Pa- | Adults and [Duration
Infect
friection tients Adolescents | (days)
(Birth through | (12 years and
11 years of Age) Older)
Nosocomial
pneumonia
Community- ac-
quired pneumonia,
including concurrent i?,;ng/gkﬁo(ﬁi eggo ng lfl)(r)?llrs 10 to 14
with bacteremia Yy vy
Complicated skin
and skin structure
infections
Vancomycin-resist-
ant Enterococcus
faecium infections, 10 mg/kg oral | 600 mg oral 14 to 28
. . every 8 hours |every 12 hours
including concurrent
with bacteremia
<5 years: Adults: 400
Uncomplicated skin 10 mg/kg oral | mg oral every
. every 8 hours. 12 hours.
and skin structure . .| 10to 14
infections 5-11 years: 10 | Adolescents:
mg/kg oral 600 mg oral
every 12 hours. [every 12 hours
Overdose:

No specific antidote is known. No cases of overdose have been

reported. However, Supportive care is advised together with
maintenance of glomerular filtration function.

Storage:

Keep out of reach of children. Store below 25 °C.

Packaging:

Each LENZO (400-600) carton box contains 10 Film Coated
Tablets in a blister strips.
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