01‘31101 Film Coated Tablets & Powder For Oral Suspension @

REVAPHARMA

Composition:

Tablets: Each Oranol (100 - 200) Film Coated Tablet contains:
Cefpodoxime (as Proxetil) 100 - 200 mg.

Powder for Oral Suspension: Each 5 ml Oranol (50 - 100) Oral Suspen-
sion contains: Cefpodoxime (as Proxetil) 50 - 100 mg.
Pharmacological Properties & Mechanism of Action:

Cefpodoxime is an antibiotic belonging to the family of third generation
cephalosporins. It has activity against gram-negative bacteria (except
Pseudomonas aeruginosa) and for some gram-positive bacteria. Which
produces its bactericidal effect by inhibiting germ cell wall synthesis by
binding to the penicillin-binding protein that inhibits the synthesis of
peptidoglycan, which is the main component of the germ cell wall.
Pharmacokinetics:

Oranol is rapidly and well absorbed after oral administration. It reaches
the intestine and is hydrated there to give the active metabolite cefpodox-
ime. It reaches the maximum concentration in the blood after 2-3 hours.
The absolute bioavailability is approximately 50%. Its absorption is en-
hanced by simultaneous eating, cefpodoxime has good penetration into
tissues, including lung and tonsils. Cefpodoxime is low bound to protein.
It undergoes minimal metabolism. About 29-33% of an administered
dose of Cefpodoxime is excreted unchanged in the urine within 12 hours.
Indications:

Oranol is indicated for the treatment of: Acute otitis media, Pharyngitis
and tonsillitis, uncomplicated urinary tract infections, community-ac-
quired pneumonia, uncomplicated skin and skin structure infections,
uncomplicated urethral and cervical gonorrhea.

Contraindications:

- Hypersensitivity to Cefpodoxime or any of the cephalosporins or to any
of the component product.

- History of severe allergic reactions to penicillin’s or to any other be-
ta-lactam drugs.

Warnings & Precautions:

- Cefpodoxime should be discontinued if severe and/or bloody diarrhea
occurs during treatment and appropriate therapy instituted.

- If treatment continues for more than 10 days, blood counts should be
monitored and treatment discontinued if results show neutropenia.

- The result of the Coombs test can be transiently positive during or after
treatment with Cefpodoxime.

- Oranol should be administered with caution in patients with renal in-
sufficiency.

Pregnancy & Lactation:

Pregnancy: Pregnancy category B, it should be used during pregnancy
only if clearly needed and under a doctor’s supervision.

Lactation: It is transmitted in low concentrations through breast milk.
Caution should be exercised when Cefpodoxime is administered to a
nursing mother.

Drug Interactions:

- Antacids and histamine H2-receptors blockers: Concomitant admin-

istration reduces the bioavailability of Cefpodoxime by approximately
30%, These preparations should be taken 2 or 3 hours after administra-
tion Oranol.

- Probenecid: Concomitant use of Probenecid inhibits the renal excretion
of Cefpodoxime, which significantly increases its peak concentration.

- As with other cephalosporins, Cefpodoxime may increase the effect of
coumarins anticoagulants.

- Cefpodoxime may decrease the effect of progestogen contraceptives.
Side Effects:

The following side effects may occur with Oranol treatment: Stomach
upset, nausea, vomiting, loss of appetite, bloating or diarrhea, headache,
tinnitus, dizziness, fatigue and discomfort. Allergic reactions (rash, urti-
caria, purpura).

Driving & Using Machines:

When driving or using machinery, be aware of the risk of dizziness.
Dosage & Administration:

Oranol should be taken with food and amount of liquid.

o Adults:

Upper Respiratory Tract Infections:

Sinusitis: 200 mg twice daily (morning and evening).

Pharyngitis, tonsillitis: 100 mg twice daily (morning and evening).
Other upper respiratory tract infections: 100 mg twice daily.

Lower Respiratory Tract Infections:

Acute bronchitis, relapses or exacerbations of chronic bronchitis and
bacterial pneumonia; 100 - 200 mg twice daily, dependent on the sever-
ity of the infection.

Uncomplicated Lower Urinary Tract Infections:

100 mg to be taken twice daily.

Uncomplicated Upper Urinary Tract Infections:

200 mg to be taken twice daily.

Uncomplicated Gonococcal Urethritis:

200 mg to be taken as a single dose.

Skin and Soft Tissue Infections:

200 mg to be taken twice daily.

o Children:

- Oranol should not be used in infants less than 15 days old as no clinical
trial data in this age group yet exists.

- The recommended dosage for children is available in the below table:

Dosage for children
2 months to 12 years
of age

Dosage for children

Indication over 12 years old

Acute bacterial
exacerbation of
chronic bronchitis

200 mg every 12
hours for 10 days

Otitis media, acute

5 mg/kg every 12 hours.

Maximum dose:

200 mg/dose for 5 days.

5 mg/kg/dose every
12 hours (Max: 200
mg/dose) for 5 days.

Pharyngitis/ton-
sillitis

5 mg/kg/dose every 12
hours for 5 to 10 days.
maximum dose: 100
mg/dose

100 mg every 12
hours for 5 to 10 days

5 mg/kg/dose every 12
hours 200 mg every 12
maximum dose: 200 hours for 14 days
mg/dose

Acute communi-
ty-acquired Pneu-
monia

5 mg/kg/dose every 12
hours for 10 days;
maximum dose: 200
mg/dose

Rhino sinusitis,
acute maxillary

200 mg every 12
hours for 10 days

Skin and skin
structure infections

400 mg every 12
hours for 7 to 14 days

Cystitis or uncom-
plicated urinary
tract infection

100 mg every 12
hours for 7 days

Hepatic Impairment: No dosage adjustments are required.

Renal Impairment:

- The dosage of Cefpodoxime does not require modification if creatinine
clearance exceeds 40 ml/min.

- Patients with severe renal impairment (creatinine clearance less than 30
ml/min), dosing intervals should be increased to 24 hours.

- In patients undergoing hemodialysis, the dose frequency should be 3
times/week after hemodialysis.

Overdose:

In the event of overdosage with Oranol, supportive and symptomatic
therapy is indicated. In cases of overdosage, particularly in patients with
renal insufficiency, encephalopathy may occur. The encephalopathy is
usually reversible once cefpodoxime plasma levels have fallen.
Preparation of the Suspension:

1. Shake the bottle to release the dry powder.

2. Add half the amount of water depending on the fill line.

3. Shake the bottle well.

4. Fill the volume with water to the fill line, then shake the bottle well
again.

Storage:

Store the Suspension before preparation and the Tablets at a
temperature below 25°C.

The suspension after preparation is stored in the refrigerator (2-8)°C.
Keep out of reach of children.

Discard the remaining amount of suspension 14 days after
preparation.

Packaging:

Tablets: Each Oranol carton box (100-200) contains 10 Film
Coated Tablets in a Alu\Alu strip.

Powder for oral suspension: Each Oranol carton box Oral Sus-
pension (50-100) contains: Amber Glass Bottle of 60 ml.
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