Ciprobey

Ciprofloxacin HCI

COMPOSITION

Ciprobey 500 Tablet: Each film coated tablet contains 500 mg of Ciprofloxacin as
Ciprofloxacin Hydrochloride USP.

Ciprobey Pellets for Suspension: After reconstitution each 5 ml suspension contains
250 mg of Ciprofloxacin as Ciprofloxacin Hydrochloride USP.

PHARMACOLOGY

Ciprofloxacin, a fluorogquinolone which is an antibacterial agent. It is a broad spectrum
antibiotic. It inhibits DNA-gyrase enzyme and therefore inhibits DNA-synthesis of bacteria.
After oral administration Ciprofloxacin is rapidly absorbed by the gastrointestinal tract and
rapidly circulated through the body system and body fluid. It has half-life of 3.5 hours. After
oral administration 30%-50% of Ciprofloxacin is excreted as unchanged and active
metabolite within 24 hours.

INDICATIONS

Typhoid fever; Infectious diarrhea; Urinary tract infections; Gonorrhea & other sexually
transmitted diseases; Bacterial gastrointestinal infections; Intra-abdominal infections;
Infections of the biliary tract; Bone and joint infections; Skin and soft tissue infections;
Respiratory tract infections; Ear, nose and throat infections; Eye infections.

DOSAGE & ADMINISTRATION

Adults: General dosage recommendations

Diseases Type of severity | Unit dose |Frequency |Usual duration
) Acute uncomplicated [100/250 mg| 12 hourly | 3 days
Urinary tract infection Mild/Moderate 250mg | 12hourly | 7to 14 days
Severe/Complicated 500mg |12 hourly | 7to 14 days
Lower respiratory tract infection | Mild/Moderate 500mg | 12 hourly | 7 to 14 days
T Severe/Complicated 750mg | 12hourly | 7to 14 days
Acute sinusits Mild/Moderate S00mg | 12 hourly | 10days
R 2 : g Mild/Moderate 500mg |12 hourly | 7to 14 days
1
Skin & skin structure infection | . ere/Complicated | 750mg | 12 hourly | 7t 14 days
Bone & joint infection Mlld,fM_oderate 500mg | 12hourly | > 4 to 6 weeks
Complicated/Severe | 750mg |12 hourly | > 4 to 6 weeks
Intra-abdominal infection Complicated 500mg |12 hourly | 7to 14 days
Infectious diarrhea Mild/Moderate/Severe| 500mg | 12 hourly | 5to 7 days
Typhoid fever Mild/Moderate 500mg |12 hourly | 10 days
Urethral and Cervical Uncomplicated 250mg | Single dose | Single dose

Gonococcal infection

Pediatrics & adolescents (1-17 years of age):
Complicated Urinary Tract Infections & Pyelonephritis due to Escherichia coli
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Infections Type of Administration | Dose (mg/kg) Frequency | Total duration
Complicated Urinary 10 to 20 ma/kg (max.
Tract or Pyelonephritis Oral 750 mg per dose;
(patients from 1 to 17 not to be exceeded | 12hourly | 10-21 days
years of age) even in patients
>51 kg)
Inhalational Anthrax 15 mag/kg (max.
(Post-Exposiie) Oral 500 mg per dose) 12 hourly 60 days

DIRECTION FOR PREPARATION OF SUSPENSION

One of the bottle contains Ciprofloxacin pellets and the other bottle contains diluent. Open
the cap of both bottles. Pour the diluent completely into the pellets containing bottle. Tight
the cap of the bottle completely & shake well until it is properly mixed. Then the suspension
will be ready for use.

CONTRAINDICATIONS

Ciprofloxacin is contraindicated in patients who have shown hypersensitivity to Ciprofloxacin
or any member of quinolone class of anti-microbial agent.

SIDE EFFECTS

Ciprofloxacin is generally well tolerated. The most frequently reported adverse reactions are
nausea, vomiting, diarrhea, abdominal pain, discomfort, headache, restlessness and rash.
PRECAUTIONS

It should be used with caution In patients with suspected or known CNS disorders such as
arteriosclerosis or epilepsy or other factors which predispose to seizures and convulsion.
USE IN PREGNANCY & LACTATION

Not to be used in pregnancy and nursing stage,

DRUG INTERACTIONS

Some quinolones, including Ciprofloxacin, have also been shown to interfere with the
metabolism of caffeine. This may lead to reduced clearance of caffeine and a prolongation
of its serum half-life.

STORAGE

Store below 30°C temperature, protected from light & moisture. Keep all the medicines out
of the reach of children.

PACKAGING

Ciprobey 500 Tablet: Each box contains 3 X 10 tablets in Alu-Alu blister strips.

Ciprobey Pellets for Suspension: Each carton contains two bottles one having
Ciprofloxacin pellets and the other having diluent for preparation of 60 ml suspension.

Manufactured by:
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Sharif Pharmaceuticals Ltd.
Rupganj, Narayanganj, Bangladesh P12122/A
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