1. NAME OF THE MEDICINAL PRODUCT

1.1 Brand Name : ZUROX 500
1.2 Generic Name : Cefuroxime Axetil Tablets USP
1.3 Strength : 500 mg

1.4 Pharmaceutical Form: Film Coated Tablets

2. QUALITATIVE AND QUANTITATIVE COMPOSITION

Each film coated tablet contains:
Cefuroxime Axetil USP

eq. to Anhydrous Cefuroxime 500 mg
Colour: Titanium Dioxide USP

For a full list of excipients ,see section 6.1.

3. PHARMACEUTICAL FORM:
Film Coated Tablet, off white elongated, biconvex, scored on one side, plain on the other side

and film coated tablets.

4. CLINICAL PARTICULARS
4.1 THERAPEUTIC INDICATIONS:

Cefuroxime axetil is indicated for the treatment of the infections listed below in adults and
children from the age of 3 months.

e Acute streptococcal tonsillitis and pharyngitis.

e Acute bacterial sinusitis.

e Acute otitis media.

e Acute exacerbations of chronic bronchitis.

e C(ystitis

e Pyelonephritis.

e Uncomplicated skin and soft tissue infections.

e Treatment of early Lyme disease.
Consideration should be given to official guidance on the appropriate use of antibacterial agents.

4.2 POSOLOGY AND METHOD OF ADMINISTRATION
Posology
Adults and children (>40 kg)



Indication Dosage

Acute tonsillitis and pharyngitis, acute bacterial | 250 mg twice daily

sinusitis

Acute otitis media 500 mg twice daily

Acute exacerbations of chronic bronchitis 500 mg twice daily

Cystitis 250 mg twice daily

Pyelonephritis 250 mg twice daily

Uncomplicated skin and soft tissue infections 250 mg twice daily

Lyme disease 500 mg twice daily for 14 days (range of 10 to
21 day)

Children (<40 kg)
Indication Dosage

Acute tonsillitis and pharyngitis, acute 10 mg/kg twice daily to a maximum of 125 mg

bacterial sinusitis twice daily

Children aged two years or older with otitis 15 mg/kg twice daily to a maximum of 250 mg
media or, where appropriate, with more severe twice daily

infections

Cystitis 15 mg/kg twice daily to a maximum of 250 mg

twice daily

Pyelonephritis 15 mg/kg twice daily to a maximum of 250 mg
twice daily for 10 to 14 days

Uncomplicated skin and soft tissue infections 15 mg/kg twice daily to a maximum of 250 mg
twice daily

Lyme disease 15 mg/kg twice daily to a maximum of 250 mg
twice daily for 14 days (10 to 21 days)

Method of administration

Oral use
Cefuroxime axetil tablets should be taken after food for optimum absorption.



Cefuroxime axetil tablets should not be crushed and are therefore unsuitable for treatment of
patients who cannot swallow tablets. In children Cefuroxime axetil oral suspension may be used.

4.3 CONTRAINDICATIONS

Hypersensitivity to cefuroxime or to any of the excipients.

Patients with known hypersensitivity to cephalosporin antibiotics.

History of severe hypersensitivity (e.g. anaphylactic reaction) to any other type of beta lactam
antibacterial agent (Penicillins, monobactams and carbapenems).

4.4 SPECIAL WARNINGS AND PRECAUTIONS FOR USE

Hypersensitivity reactions

Special care is indicated in patients who have experienced an allergic reaction to penicillins or
other beta-lactam antibiotics because there is a risk of cross-sensitivity. As with all beta-lactam
antibacterial agents, serious and occasionally fatal hypersensitivity reactions have been reported.
In case of severe hypersensitivity reactions, treatment with cefuroxime must be discontinued
immediately and adequate emergency measures must be initiated.

Before beginning treatment, it should be established whether the patient has a history of severe
hypersensitivity reactions to cefuroxime, to other cephalosporins or to any other type of beta-
lactam agent. Caution should be used if cefuroxime is given to patients with a history of non-severe
hypersensitivity to other beta-lactam agents.

Jarisch-Herxheimer reaction

The Jarisch-Herxheimer reaction has been seen following cefuroxime axetil treatment of Lyme
disease. Overgrowth of non-susceptible microorganisms

As with other antibiotics, use of cefuroxime axetil may result in the overgrowth of Candida.
Prolonged use may also result in the overgrowth of other non-susceptible microorganisms (e.g.
enterococci and Clostridium difficile), which may require interruption of treatment.

Interference with diagnostic tests

The development of a positive Coomb's Test associated with the use of cefuroxime may interfere
with cross matching of blood.

As a false negative result may occur in the ferricyanide test, it is recommended that either the
glucose oxidase or hexokinase methods are used to determine blood/plasma glucose levels in
patients receiving cefuroxime axetil.

4.5 INTERATION WITH OTHER MEDICINAL PRODUCTS AND OTHER FORMS OF
INTERACTIONS

Drugs which reduce gastric acidity may result in a lower bioavailability of cefuroxime axetil
compared with that of the fasting state and tend to cancel the effect of enhanced absorption after
food.



Cefuroxime axetil may affect the gut flora, leading to lower oestrogen reabsorption and reduced
efficacy of combined oral contraceptives.

Cefuroxime is excreted by glomerular filtration and tubular secretion. Concomitant use of
probenecid is not recommended. Concurrent administration of probenecid significantly increases
the peak concentration, area under the serum concentration time curve and elimination half-life of
cefuroxime.

Concomitant use with oral anticoagulants may give rise to increased INR.

4.6 PREGNANCY AND LACTATION

Pregnancy

Cefuroxime axetil should be prescribed to pregnant women only if the benefit outweighs the risk.
Lactation:

Cefuroxime is excreted in human milk in small quantities. Adverse effects at therapeutic doses are
not expected, although a risk of diarrhoea and fungus infection of the mucous membranes cannot
be excluded. Breastfeeding might have to be discontinued due to these effects. The possibility of
sensitisation should be taken into account. Cefuroxime should only be used during breastfeeding
after benefit/risk assessment by the physician in charge.

4.7 EFFECTS ON ABILITY TO DRIVE AND USE MACHINE

No studies on the effects on the ability to drive and use machines have been performed. However,
as this medicine may cause dizziness, patients should be warned to be cautious when driving or
operating machinery.

4.8 UNDESIRABLE EFFECTS

The most common adverse reactions are Candida overgrowth, eosinophilia, headache, dizziness,
gastrointestinal disturbances and transient rise in liver enzymes.

4.9 OVERDOSE

Overdose can lead to neurological sequelae including encephalopathy, convulsions and coma.
Symptoms of overdose can occur if the dose is not reduced appropriately in patients with renal
impairment.

Serum levels of cefuroxime can be reduced by haemodialysis and peritoneal dialysis.

5. PHARMACOLOGICAL PROPERTIES
5.1 PHARMACODYNAMICS PROPERTIES

Pharmacotherapeutic group: antibacterials for systemic use, second-generation cephalosporins,
ATC-Code: J01DC02



Mechanism of action

Cefuroxime axetil undergoes hydrolysis by esterase enzymes to the active antibiotic, cefuroxime.
Cefuroxime inhibits bacterial cell wall synthesis following attachment to penicillin binding
proteins (PBPs). This results in the interruption of cell wall (peptidoglycan) biosynthesis, which
leads to bacterial cell lysis and death.

5.2 PHARMACOKINETIC PROPERTIES

Absorption

After oral administration cefuroxime axetil is absorbed from the gastrointestinal tract and rapidly
hydrolysed in the intestinal mucosa and blood to release cefuroxime into the circulation. Optimum
absorption occurs when it is administered shortly after a meal.

Distribution

Protein binding has been stated as 33 to 50% depending on the methodology used. Cefuroxime
passes the blood-brain barrier when the meninges are inflamed.

Biotransformation

Cefuroxime is not metabolised.

Elimination

The serum half-life is between 1 and 1.5 hours. Cefuroxime is excreted by glomerular filtration
and tubular secretion. The renal clearance is in the region of 125 to 148 mL/min/1.73 m2.

5.3 PRECLINICAL SAFETY DATA

Non-clinical data reveal no special hazard for humans based on studies of safety pharmacology,
repeated dose toxicity, genotoxicity and toxicity to reproduction and development. No
carcinogenicity studies have been performed; however, there is no evidence to suggest
carcinogenic potential.

Gamma glutamyl transpeptidase activity in rat urine is inhibited by various cephalosporins,
however the level of inhibition is less with cefuroxime. This may have significance in the
interference in clinical laboratory tests in humans.



6.0 PHARMACEUTICAL PARTICULARS
6.1 LIST OF EXCIPIENTS

Excipients Specification
Microcrystalline Cellulose USP
Crospovidone USNF
Croscarmellose Sodium USNF
Hydrogenated Castor Oil USP
Sodium Lauryl Sulfate USP
Colloidal Silicon Dioxide USP
Hypromellose USP
Talc USP
Polyethylene Glycol USNF
Titanium Dioxide USP

6.2 INCOMPATIBILITIES

Not applicable.

6.3 SHELF LIFE
36 Months

6.4 SPECIAL PRECAUTIONS FOR STORAGE
Store below 30°C.

6.5 NATURE AND CONTENTS OF CONTAINER

10 tablets packed in Alu/Alu Blister and such 1 blister pack in a Monocarton with pack insert. 10
monocartons pack in a multicarton.

6.6 SPECIAL PRECAUTION FOR DISPOSAL
Not Applicable



7. MARKETING AUTHORIZATION HOLDER

Name : UNOSOURCE PHARMA NIGERIA LIMITED,
Address : #47 Babapomile Street, Onipetesi
Estate, Mangoro-Lagos,
Nigeria.
Phone : 002348038540440
002348129126660
E-mail : bennaworeogbokor@yahoo.com

NAME AND ADDRESS OF THE MANUFACTURER
Name : MALIK LIFESCIENCES PVT. LTD.

Address : Plot No 16, Vardhman Industrial Estate, N.H. 58, Haridwar-
247667, Uttarakhand
Phone : 91-01334-237100

Fax : 91-01334-239219



