NOROZAL

Broad spectrum Antibiotic

* Each film-coated Tablet of Norozal® 400 contains:
Norfloxacin (USP) 400mg.
Indications:

Norozal® is indicated for the treatment of:

- Upper and lower infections complicated and uncomplicated , acute &
chronic urinary tract infections include cystitis, pyelitis cystopyelitis,
pyelonephritis , chronic prostatitis & those urinary infections associated
with urologic surgery , nurogenic bladder or nephrolithiasis caused by
bacteria susceptible to Norozal®.

- A severe infection of the stomach & small intestines.

- Gonorrheal urethritis proctitis or cervicitis caused by both penicillinase &
non penicillinase producing neisseria gonorrhea.

- Typhoid fever.

- The prophylaxis infections in patients with profound neutropenia .

- Peritonitis.

- Infections caused by multiple-resistant organisms.

Dosage and Administration:

- Norozal® should be taken with a glass of water at least one hour before or
two hours after a meal or milk ingestion.

In the treatment:

- In urinary tract infections: the usual dose is 400 mg twice daily for 3-10
days.

- For chronic recurrent urinary tract infections: 400mg twice daily up to 12
weeks.

- For chronic prostatitis: the recommended dose is 400mg twice daily for at
least 4 weeks.

- For stomach & intestinal inflammation: the usual dose is 400 mg twice
daily for 5 days.

- For acute gonorrheal urethritis , proctitis or cervicitis: 800mg single dose
is usually recommended .

- Typhoid fever: 400 mg three times daily for 14 days.

- In chronic recurrent urinary tract infections if adequate suppression is
obtained within the first 4 weeks of therapy the dose of Norozal® may be
reduced to 400mg daily.

Prophylaxis:

- Sepsis of profound neutropenia : 400mg three times daily.

- Renal impairment : the recommended dose is 400 mg once daily for
patients with creatinine clearance of 10-30 ml / min .

- Bacterial gastroenteritis: 400mg daily for starting with 24 hours prior to
arrival & continuing 48 hours after departure form endemic areas.

Contraindications:

* Norozal® is contraindicated in:

- Hypersenitivity to Norfloxacin or another member of quinolone group of
antibacterial agents.

- Person with tendonitis or tendon rupture.

- Both kidney & liver diseases.

- Children .

* Concomitant administration with tizanidine ( muscle relaxant) is
contraindicated.

Side Effects:

- Most common side effects:

Neuropsychatric and skin reaction, nausea, headache, dizziness, rash,
heartburn, abdominal cramps and diarrhea.

- Less common side effects :

Anorexia, sleep disturbances, depression, anxiety, irritability, euphoria,
disorientation, hallucination and tinnitus.

- With more widespread use the following side effects have been reported:
Hypersensitivity reactions, Photosensitivity , Hepatitis,

Pancreatitis (rare) , haemolytic anaemia sometimes associated with
glucose-6-phosphate dehydrogenase difficiency, Vaginal candidiasis ,
dysgeusia , visual disturbances and Hearing loss.

Precautions:

- Norozal® should be used with caution & doses may need to be reduced in
patients with severe renal & hepatic impairment, glucose — 6-phosphate
dehyrogenase deficiency, epilepsy or a history of CNS disorders.

- Excessive sun light should be avoided while receiving Norozal® &
discontinue therapy if phototoxicity occurs.

- quinolones including Norfloxacin may exacerbate the signs of myasthenia
gravis and lead to life threatening weakness of the respiratory muscles.

- pseudomembranous colitis has been reported with nearly all antibacterial
including Norozal®.

- Caution must be taken when Norozal® is given to patient with history of
kidney, heart or lung transplant.

Over Dose:

- No information is available at present.

- In the event of recent acute overdosage , the stomach should be empted by
induced vomiting or by gastric lavage and the patient carefully observed and
given symptomatic and supportive treatment .

- Adequate hydration must be maintained.

Drug Interactions:

- Norozal® may enhance the affects of theophylline and oral anticoagulant ,
warfarin or its derivatives.

- Norozal® should not be taken within two hours of taking multivitamins ,
or drugs containing Iron, Zinc , Antacids or sucralfate .

- Probenecid diminishes the urinary excretion of Norozal® when co-
administered with each other.

Pregnancy and Lactation:

- Norozal® should be used during pregnancy only if clearly needed.

- A decision should be made to discontinue nursing or to discontinue the
drug taking into account the importance of the drug to mother.

Properties:

Pharmacodynamics:

- Norfloxacin is a synthetic broad spectrum antibacterial agent belongs to
the group of the fluoroquinolones.

- Norfloxacin is a bactericidal agent, it acts by inhibiting the bacterial
ribonucleic acid synthesis .

- Norflaxacin has antibacterial a ctitvity against gram positive & gram
negative aerobic pathogens, it is more active with board spectrum of
inhibition than earlier quinolones.

- Resistance to Norfloxacin may occur due to mutation in the genes that
encode for the targeted enzyme in which quinolones act, or by mutation in
the cell membrane proteins.

Pharmacokinetics:

- About 30 to 40% of an oral dose of Norfloxacin is absorbed and the peak
plasma concentrations have achieved 1 to 2 hours after the administration
400 mg dose by mouth .

- The presence of food can delay absorption.

- The plasma half life is about 4 hours & may be prolonged in renal
impairment .

- Norfloxacin has been reported to be 14% bound to plasma proteins & is
widely distributed.

- Norfloxacin penetrates well into tissue of genito- urinary tract , it crosses
the placenta , relatively high concentrations are achieved in bile.

- About 30% of dose excreted unchanged in the urine within 24 hours
producing high urinary concentrations.

- Norfloxacin is eliminated through metabolism, biliary excretion and
excretion.

Packaging:
Norozal® 400 :
( blisters of 7 tablets , pack of 2 blisters ).

Storage:
Store in a dry place at a temperature below 30°C .

THIS IS AMEDICAMENT
- Medicament is a product which affects your
health, and its consumption contrary to
instructions is dangerous for you.
- Follow strictly the doctor’s prescription, the
method of use and the instructions of
pharmacist who sold the medicament
- The doctor and the pharmacist are experts in
medicine, its benefits and risks.
- Do not by yourself interrupt the period of
treatment prescribed for you.
- Do not repeat the same prescription without
consultation your doctor.
- Keep medicament out of reach of children.

Produced by: "

Azal Pharmaceutical Industries Co.Ltd.
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