
PRESCRIBING INFORMATION

INCETAX®
(Cefotaxime for Injection USP)

COMPOSITION:
INCETAX 1.0gm INJECTION INCETAX 0.5gm INJECTION INCETAX 0.25gm INJECTION
Each Vial contains: Each Vial contains: Each Vial contains:
Cefotaxime Sodium Equivalent to Cefotaxime Sodium Equivalent to Cefotaxime Sodium Equivalent to
Cefotaxime….USP…….1.0gram Cefotaxime….USP…….500mg Cefotaxime….USP…….250mg
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DESCRIPTION:
Incetax (Cefotaxime Sodium) is a semisynthetic, 3rd
generation cephalosporin antibiotic for parenteral
administration. Incetax (Cefotaxime Sodium) is a
 broad-spectrum antibiotic with activity against numerous
Gram-posi t ive and Gram-negat ive bacter ia.

PHARMACOLOGY:
Pharmacodynamics:
Incetax (Cefotaxime Sodium) is a bactericidal agent that
acts by inhibition of bacterial cell wall synthesis.
Cefotaxime has activity in the presence of some
be ta - lac tamases ,  bo th  pen ic i l l i nases  and
cephalosporinases, of Gram-negative and Gram-positive
bacteria. Resistance to cefotaxime is primarily
through hydrolysis by beta-lactamase, alteration of
penicillin-binding proteins (PBPs), and decreased
permeability.
Pharmacokinetics:
Incetax (Cefotaxime Sodium) is not appreciably absorbed
from GI tract; must be administered parenterally. Following
IM administration, peak serum concentrations attained
within 30 minutes. Widely distributed into body tissues
and fluids, including aqueous humor, bronchial secretions,
sputum, middle ear effusions, bone, bile, and ascitic,
pleural, and prostatic fluids. Incetax (Cefotaxime
Sodium) is distributed into CSF; highest concentrations
attained in those with inflamed meninges. Crosses the
placenta and is distributed into milk.Plasma Protein
Binding is 13–38%. Incetax (Cefotaxime Sodium) is
partially metabolized in the liver to desacetylcefotaxime,
which has antibacterial activity. Desacetylcefotaxime is
further metabolized into inactive metabolites in the liver.
Incetax (Cefotaxime Sodium) and its metabolites excreted
principally in urine. In adults with normal renal function,
40–60% of a dose excreted as unchanged drug; 24%
excreted as the active metabolite. Incetax (Cefotaxime
Sodium) Terminal serum half-life of cefotaxime and
desacetylcefotaxime is 0.9–1.7 and 1.4–1.9 hours,
respectively.

INDICATIONS:
Incetax (Cefotaxime Sodium)is indicated for the treatment
of the following severe infections
• Perioperative Prophylaxis
• Septicemia
• Meningitis and other CNS Infections
• Respiratory Tract Infections
• GI Infections including Intra-abdominal Infections
• Typhoid Fever & Vibrio Infections
• Gynecologic Infections
• Genitourinary Tract Infections
• Gonorrhea and Associated Infections
• Skin and Skin Structure Infections
• Bone and Joint Infections

DOSAGE AND ADMINISTRATION:
DOSAGE:
Dosage in Pediatric Patients:
Dosage for Neonates IV or IM: 50 mg/kg every 12 hours
for those <1 week of age and 50 mg/kg every 8 hours
for those 1–4 weeks of age.
Dosage for Infants and Children 1 Month to 12 Years
of Age IV or IM: 50–180 mg/kg daily given in 4–6 equally
divided doses in those weighing <50 kg.
The higher dosage should be used for more severe or
serious infections.
Children weighing >50 kg should receive the usual adult
dosage.
Dosage in Adults Patients:
Uncomplicated Infections IV or IM 1gm every 12 hours.
Moderate to Severe Infections IV or IM 1–2gm every 8
hours.
Severe or Life-threatening Infections IV 2gm every 6–8
hours.
For life-threatening infections, 2gm every 4 hours.
Maximum 12gm daily can be given.

ADMINISTRATION:
IV Injection or Infusion: IV route preferred in patients
severe or life-threatening infections or in patients
with lowered resistance resulting from debilitating
conditions IV administration may be preferred
when large doses are indicated.
Re-constitution:Reconstitute vials containing 250mg
,500mg with 5ml sterile water and 1gm  with 10ml of
steri le water for injection provided in pack.
Administration: Inject directly into a vein over a period
of 3-5 minutes or slowly into the tubing of a freely flowing
compatible IV solution. Do not inject IV over <3 minutes;
rapid (over <1 minute) injection  is associated
with potential ly l i fe-threatening arrhythmias.
IM Injection: Inject IM deeply into a large muscle mass
such as the upper outer quadrant of the gluteus maximus.
Reconstitution: Reconstitute vials with compatible
diluent’s.

CONTRAINDICATIONS:
Known hypersensitivity to Cefotaxime or other
Cephalosporins.

WARNINGS / PRECAUTIONS
Warnings:
Before therapy with Incetax Injection is instituted, careful
inquiry should be made to determine whether the patient
has had previous hypersensitivity reactions to cefotaxime
sodium, cephalosporins, penicillins, or other drugs.
Treatment with anti-infectives alters normal colon flora
and may permit  overgrowth of  Clostr id ium
difficile leading to C. difficile infection (CDI) and C.  difficile-



associated diarrhea and colitis (CDAD; also known as
antibiot ic-associated diarrhea and col i t is or
pseudomembranous colitis). Institute appropriate
therapy if superinfection occurs.
Potentially life-threatening arrhythmia reported with rapid
injection (<1 minute) through a central venous catheter.
Do not inject IV over <3 minutes. Make careful inquiry
concerning previous  hypersensitivity  reactions
to cephalosporins, penicillins, or other drugs. Possible
hypersensitivity reactions can occur, including rash
(maculopapular or erythematous), pruritus, fever,
eosinophilia, urticaria, anaphylaxis, erythema multiforme,
Stevens-Johnson syndrome, and toxic epidermal
necrolysis.
Precautions:
To reduce development of drug-resistant bacteria and
maintain effectiveness of cefotaxime and other
antibacterials, use only for treatment or prevention of
infections proven or strongly suspected to be
caused by susceptible bacteria. Use with caution in
patients with a history of GI disease, particularly colitis.
Incetax (Cefotaxime Sodium) may be locally irritating to
tissues. Inflammation, phlebitis, and thrombophlebitis
reported with IV administration, also pain, induration, and
tenderness may occur at IM injection sites. Possible
transient neutropenia, granulocytopenia, leukopenia,
eosinophilia, or thrombocytopenia. Seizures reported
with some cephalosporins, especially in patients with
renal impairment who received dosages inappropriate
for the degree of renal impairment.

USE IN SPECIFIC POPULATIONS:
Pregnancy: Category B. Animal reproduction studies
have failed to demonstrate a risk to the fetus and there
are no adequate and well-controlled studies in pregnant
women.
Lactation: Distributed into milk; use with caution.
Geriatric Use: No overall differences in safety or efficacy
in those =65 years of age compared with younger adults,
but the possibility of increased sensitivity in some geriatric
individuals cannot be ruled out.
Hepatic Impairment: Possible increased plasma half-
life and clearance of cefotaxime and its major metabolite.
Renal Impairment: Plasma half-life of cefotaxime and
its major metabolite increased in severe renal impairment.
Dosage adjustment recommended in those with Clcr <20
ml/minute per 1.73 m2.

SIDE EFFECTS:
Incetax (Cefotaxime Sodium) Injection is generally well
tolerated. The most common adverse reactions
have been local reactions following IM or IV injection.
Other adverse reactions have been encountered
infrequently.The most frequent adverse reactions are
local (4.3%) - Injection site inflammation with IV
administration. Pain, induration, and tenderness after IM
injection.Rash, pruritus, fever, eosinophilia, colitis, diarrhea,
nausea, and vomiting are rarely encountered. Less
frequent adverse reactions (less than 1%) are neutropenia,
transient leukopenia, have been reported. moniliasis,
vaginitis, Headache, transient elevations in AST, ALT,
serum LDH, and serum alkaline phosphatase levels have
been reported. As with some other cephalosporins,
transient elevations of BUN have been occasionally
observed.

OVER DOSAGE:
Significant mortality was seen at parenteral doses in
excess of 6000 mg/kg/day in all groups. Most cases
have shown no overt toxicity. The most frequent reactions
were elevations of BUN and creatinine. There
is a risk of reversible encephalopathy in cases of
administration of high doses of beta-lactam antibiotics
including cefotaxime. No specific antidote exists. Patients
who receive an acute overdosage should be carefully
observed and g iven suppor t ive t reatment .

STORAGE:
Store at temperature 15 to 30 °C away  from light and
moisture.

PRESENTATION:
Each pack of Incetax 0.25gm Injection Contains:
1 Vial with 250mg Cefotaxime as Cefotaxime Sodium +
1 Ampoule with 5ml of sterile water for injection

Each pack of Incetax 0.5gm Injection Contains:
1 Vial with 500mg Cefotaxime as Cefotaxime Sodium +
1 Ampoule with 5ml of sterile water for injection

Each pack of Incetax 1.0gm Injection Contains:
1 Vial with 1.0gm Cefotaxime as Cefotaxime Sodium +
1 Ampoule with 10ml of sterile water for injection
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