Merovent

Meropenem

Composition:

Merovent 500 IV Injection: Each vial contains Meropenem USP equivalent to 500
mg anhydrous Meropenem & each of 1 ampoule contains 10 ml Water for Injection
USP.

Merovent 1 IV Injection: Each vial contains Meropenem USP equivalent to 1 gm
anhydrous Meropenem & each of 2 ampoules contain 10 ml Water for Injection
USP.

Pharmacology

The bactericidal activity of meropenem results from the inhibition of cell wall
synthesis. Meropenem penetrates the cell wall of most gram-positive and
gram-negative bacteria to reach penicillin-binding-protein (PBP) targets.
Meropenem binds to PBPs 2, 3 and 4 of Escherichia coli and Pseudomonas
aeruginosa; and PBPs 1, 2 and 4 of Staphylococcus aureus. Bactericidal
concentrations are typically 1-2 times the bacteriostatic concentrations of
meropenem, with the exception of Listeria monocytogenes, against which lethal
activity is not observed. Meropenem has significant stability to hydrolysis by
B-lactamases, both penicillinases and cephalosporinases produced by
gram-positive and gram-negative bacteria. Meropenem does not have in-vitro
activity against methicillin-resistant Staphylococcus aureus (MRSA) or methicillin
resistant Staphylococcus epidermidis (MRSE).

Indications

Merovent is a penem antibacterial indicated for the treatment of:

* Severe pneumonia including hospital and ventilator associated pneumonia

* Broncho pulmonary Infections in cystic fibrosis

+ Complicated urinary tract infection

+ Complicated skin and skin structure infections (adult patients and pediatric
patients 3 months of age and older only)

+ Complicated intra-abdominal infections (adult and pediatric patients)

* Bacterial meningitis (pediatric patients 3 months of age and older only)

To reduce the development of drug-resistant bacteria and maintain the
effectiveness of Merovent and other antibacterial drugs, Merovent should only be
used to treat or prevent infections that are proven or strongly suspected to be
caused by susceptible bacteria.

Dosage and Administration

Adult

The recommended dose of Meropenem is 500 mg given every 8 hours for skin and
skin structure infections and 1 gram given every 8 hours for intra-abdominal
infections.

When treating complicated skin and skin structure infections caused by P.
aeruginosa, a dose of 1 gram every 8 hours is recommended.

Merovent 1 gm is given every 8 hours for severe pneumonia and complicated
urinary tract infection & 2 gm every 8 hours for cystic fibrosis.

Meropenem should be administered by intravenous infusion over approximately
15 minutes to 30 minutes. Doses of 1 gram may also be administered as an
intravenous bolus injection (5 mL to 20 mL) over approximately 3 minutes to 5
minutes.

Use in Adult Patients with Renal Impairment:

Dosage should be reduced in patients with creatinine clearance of 50 mL/min or
less.

Recommended Merovent Dosage Schedule for Adult Patients with Renal
Impairment

Creati(nni]l:-em(])il:)a rance Dose (dependent on type of infection) Dosing Interval
Greater than 50 Recommended dose (500 mg ¢SSSI & Every 8 hours
1 gram Intra-abdominal)
26 - 50 Recommended dose Every 12 hours
10-25 One-half recommended dose Every 12 hours
Less than 10 One-half recommended dose Every 24 hours

Use in Pediatric Patients

Pediatric Patients 3 Months of Age and Older

For pediatric patients 3 months of age and older, the Meropenem dose is 10 mg/kg,
20 mglkg or 40 mg/kg every 8 hours (maximum dose is 2 grams every 8 hours),
depending on the type of infection (cSSSI, clAl, intra-abdominal infection or
meningitis). See dosing table 2 below.

For pediatric patients weighing over 50 kg administer Meropenem at a dose of 500
mg every 8 hours for cSSSI, 1 gram every 8 hours for clAl and 2 grams every 8
hours for meningitis.

Administer Meropenem as an intravenous infusion over approximately 15 minutes
to 30 minutes or as an intravenous bolus injection (5 mL to 20 mL) over
approximately 3 minutes to 5 minutes.

There is limited safety data available to support the administration of a 40 mg/kg
(up to @ maximum of 2 grams) bolus dose.
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Recommended Meropenem Dosage Schedule for Pediatric Patients 3 Months of
Age and Older with Normal Renal Function

Type of Infection Dose (mglkg) Maxilrmltrg S ose Dosing Interval
Complicated skin & skin
structure Infections 10 500 mg Every 8 hours
Complicated intra abdominal
Infections 20 1gm Every 8 hours
Meningitis 40 2gm Every 8 hours
Severe pneumonia &
ventilator associated pneumonia 2 1gm Every 8 hours
Infections in cystic fibrosis 40 2gm Every 8 hours
Complicated urinary 20 1gm Every 8 hours
tract infection

When treating cSSSI caused by P. aeruginosa, a dose of 20 mg/kg (or 1 gram for
pediatric patients weighing over 50 kg) every 8 hours is recommended.
Preparation of Solutions for Intramuscular / Intravenous Injections:
Meropenem 500 mg should be reconstituted with 10 ml sterile water for injection.
The reconstituted solutions are clear or pale yellow. It should be administered
intravenously over 3-5 minutes.

Meropenem 1 gm should be reconstituted with 20 ml sterile water for injection. The
reconstituted solutions are clear or pale yellow. It should be administered
intravenously over 3-5 minutes.

Contraindications

Meropenem is contraindicated in patients with known hypersensitivity to any
component of this product or to other drugs in the same class or in patients who
have demonstrated anaphylactic reactions to beta (B)-lactams.

Precautions

Serious and occasionally fatal hypersensitivity (anaphylactic) reactions have been
reported in patients receiving B-lactams. Seizures and other adverse CNS
experiences have been reported during treatment. Co-administration of
Meropenem with valproic acid or divalproex sodium reduces the serum
concentration of valproic acid potentially increasing the risk of breakthrough
seizures. Clostridium difficile-associated diarrhea (ranging from mild diarrhea to
fatal colitis) has been reported. Evaluate if diarrhea occurs. In patients with renal
dysfunction, thrombocytopenia has been observed.

Side effects

Meropenem is generally well tolerated. Side effects like inflammation,
thrombophlebitis, pain at the site of injection, skin reactions like rash, pruritus,
urticaria, abdominal pain, nausea, vomiting, diarrhea, headache may occur.
Pregnancy and Lactation

Pregnancy Category B. There are no adequate and well-controlled studies on
pregnant women. So this drug should be used during pregnancy only if clearly
needed. Many drugs are excreted in human milk, caution should be exercised
when Meropenem is administered to a nursing woman.

Drug Interactions

Co-administration of Meropenem with probenecid inhibits renal excretion of
meropenem and is therefore it's not recommended. The concomitant use of
Meropenem and valproic acid or divalproex sodium is generally not recommended.
Antibacterial drugs other than carbapenems should be considered to treat
infections in patients whose seizures are well controlled on valproic acid or
divalproex sodium.

Overdose

There is no specific antidote. Treatment of overdose should be symptomatic.
Storage

Store below 30°C, protect from light and moisture. Use reconstituted solutions
immediately. Reconstituted Solutions are stable for 2 hours at controlled
temperature (15° -25° C) or, for up to 12 hours at 4° C temperature.

How Supplied:

Merovent 500 IV Injection: Pack of 1 vial containing 500 mg Meropenem USP
accompanied by 1 ampoule of 10 ml Water for Injection USP for IV injection. It also
contains a complementary pouch comprised of disposable syringe (10 ml), butterfly
needle, alcohol pad and first aid bandage.

Merovent 1 IV Injection: Pack of 1 vial containing 1 gm Meropenem USP and
each of 2 ampoules contains 10 ml Water for Injection USP for IV injection. It also
contains a complementary pouch comprised of disposable syringe (20 ml), butterfly
needle, alcohol pad and first aid bandage.

Manufactured by

Beacon Cephalosporin Limited

Bhaluka, Mymensingh, Bangladesh for
d | DBL Pharmaceuticals Ltd.

Surabari, Kashimpur, Gazipur, Bangladesh.

C: 19400051
www.dbl-pharma.com
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