Maxipene IV

Imipenem + Cilastatin

Description: Maxipen® IV (Imipenem and Cilastatin) is a sterile formulation of imipenem (a thienamycin antibiotic) and cilastatin sodium (the inhibitor of the renal dipeptidase,
dehydropeptidase I) with sodium bicarbonate added as a buffer. Maxipen® IV is a potent broad spectrum antibacterial agent for intravenous administration.

Mode of action: Imipenem-Bactericidal; binds to penicillin-binding proteins (PBP) this results in inhibition of bacterial cell wall synthesis; ultimately resulting in lysis and death.
Imipenem is highly resistant to degradation by bacterial beta-lactamases and may demonstrate a 'post-antibiotic' effect in some bacteria. Cilastatin-A competitive, reversible, highly
specific inhibitor of the renal dipeptidase, dehydropeptidase | (DHP 1); cilastatin blocks tubular secretion of imipenem by competitive exclusion at its transport site, thereby preventing
the renal metabolism of imipenem.

Pharmacokinetics: Imipenem, when administered alone, is metabolized in the kidneys by dehydropeptidase |, resulting in relatively low levels in urine. Cilastatin, an inhibitor of this
enzyme, prevents renal metabolism of imipenem. The binding of imipenem to human serum proteins is approximately 20% and that of cilastatin is approximately 40%. The plasma
half-life of each component is approximately 1 hour. Approximately 70% of the administered imipenem & cilastatin sodium are recovered in the urine within 10 hours.

Composition: Maxipen® IV Injection: Each vial contains Imipenem Monohydrate USP 530.10 mg equivalent to Imipenem 500 mg and Cilastatin Sodium USP 530.65 mg equivalent
to Cilastatin 500 mg.

Indications: Lower respiratory tract infections, Urinary tract infections, Intra-abdominal infections, Gynaecological infections, Bacterial Septicaemia, Bone and joint infections, Skin
and skin structure infections, Endocarditis and Polymicrobic infections.

Dosage & administration: Adult: Intravenous dosage schedule for adults with normal renal function and body weight =70 kg Child use (Non-CNS infections):

Types of severity of infection Fully susceptible organisms Moderately susceptible organisms Age limit Dose Dose

I . _ . _ Less than or equal to | <1 week of age:
Mild 250 mg 6 hourly (Total daily d =1.0 500 mg 6 hourly (Total daily d =20

: mg 6 hourly (Total daiy dose 9 mg 6 hourly (Total daiy dose 9 3 months of age 25 mg/kg every 12 hours
Moderate 500 mg 8 hourly (Total daily dose = 1.5 g) or | 500 mg 6 hourly (Total daily dose = 2.0 g) or 14 weeks of age:

500 mg 6 hourly (Total daily dose =2.0 g) 1 g 8 hourly (Total daily dose =3.0 g) 25 mgkg ever)?a-hrs
Severe life threatening only 500 mg 6 hourly (Total daily dose =2.0 g) 1.9 8 hourly (Total daily dose = 3.0 g) Or 4 weeks to 3 months of age:
19 6 hourly (Total daily dose =4.0 g) 25 mglkg every 6 hours
Uncomplicated urinary tract infection | 250 mg 6 hourly (Total daily dose = 1.0 g) 250 mg 6 hourly (Total daily dose 1.0 g)
More than 3 months | 15-25 mg/kg every 6 hours

Complicated urinary tract infection 500 mg 6 hourly (Total daily dose =2.0 g) 500 mg 6 hourly (Total daily dose 2.0 g)

Maximum dosage: Susceptible organisms- 2 g/day
Moderately susceptible organisms- 4 g/day

Renal Function Impairment: Patients with creatinine clearence of 5 mL/min per 1.73 m? or less should not receive imipenem/cilastatin unless hemodialysis is instituted within 48
hours.

Direction for reconstitution: Contents of the infusion bottles of Maxipen® IV powder should be reconstituted with 100 ml of diluents (see list of diluents) and shaken until a clear
solution is obtained. Contents of the vials must be suspended and transferred to 100 mL of an appropriate infusion solution so that the final concentration should not exceed 5mg/ml.
A suggested procedure is to add approximately 10 mL from the appropriate infusion solution (see list of diluents) to the vial, shake well and transfer the resulting suspension to the
infusion solution container.

Solutions of Maxipen® IV range from colorless to yellow. Variations of color within this range do not affect the potency of the product.

List of diluent: 0.9% Sodium Chloride Injection, 5% or 10% Dextrose Injection, 5% Dextrose and 0.9% Sodium Chloride Injection, 5% Dextrose Injection with 0.225% or 0.45%
saline solution, 5% Dextrose Injection with 0.15% Potassium Chloride solution, Mannitol 5% and 10%, 0.9% Sodium Chloride Injection, 5% Dextrose Injection

Contraindications: Hypersensitivity to any component of this product.

Side effects: Imipenem is generally well tolerated. Adverse effects rarely require cessation of therapy and are generally mild and transient; serious adverse effects are rare. Most
common adverse reactions are erythema, local pain and induration, thrombophlebitis, rash, pruritus, urticaria, Stevens-Johnson syndrome, angioedema, candidiasis, fever, including
drug fever, anaphylactic reactions.

Use in pregnancy & lactation: Pregnancy Category C. There are no adequate and well controlled studies in pregnant women. Imipenem should be used during pregnancy only if
the potential benefit justifies the potential risk to the fetus.

It is not known whether imipenem-cilastatin sodium is excreted in human milk. Caution should be exercised when Maxipen® IV is administered to a nursing woman.
Precautions: Imipenem and Cilastatin for Injection should be prescribed with caution in individuals with a history of gastrointestinal disease, particularly colitis.

Drug interactions: Generalized seizures have been reported in patients who received Ganciclovir and Imipenem. These drugs should not be used concomitantly unless the potential
benefits outweigh the risks. Concomitant administration of this product and probenecid results in only minimal increases in plasma levels of imipenem and plasma half-life.

Maxipen® IV should not be mixed with or physically added to other antibiotics. However, Maxipen® IV may be administered concomitantly with other antibiotics, such as
aminoglycosides.

Over dosage: No specific information is available on the treatment of over dosage with this product.

Storage: The dry powder should be stored at a temperature below 25°C. Maxipen® IV after reconstituted with the appropriate diluents (see list of diluents), maintains satisfactory
potency for 4 hours at room temperature or for 24 hours under refrigeration (5°C). Solutions of Maxipen® IV should not be frozen.

Packaging: Maxipen® IV Injection: Each pack contains 1 vial of Imipenem 500 mg & Cilastatin 500 mg and 1 vial of 100 ml 0.9% Sodium Chloride Solution (Normal Saline).
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Manufactured by
Opsonin Pharma Limited
Opsonin Pharma Rupatali, Barishal, Bangladesh.
Ideas for healthcare ® Registered Trade Mark.
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