Renova® IV

Paracetamol

Description

Paracetamol is a fast acting antipyretic and non-opioid
analgesic agents. Paracetamol IV injection is a sterile,
colorless, non pyrogenic & isotonic solution.

Mode of action

Analgesic effects are thought to be related to the
inhibition of prostaglandin synthesis and antipyresis
through action on the hypothalamic heat-regulating
center.

Pharmacokinetics

Paracetamol is rapidly and completely absorbed after
intravenous  administration with peak plasma
concentration occurring between 15 mins and 2 hrs
after ingestion depending on the formulation. The mean
half-life is about 2.3 hrs, with a range of 1.5-3.0 hrs.
Paracetamol is extensively metabolized in the liver.
Some 2-5% of a therapeutic dose of Paracetamol is
excreted unchanged in the urine.

Composition
Renova® 100 ml IV Infusion: Each 100 ml IV Infusion
contains Paracetamol BP 1000 mg.

Indications

Renova® infusion is indicated for the Management of
mild to moderate pain, the management of moderate
to severe pain with adjunctive opioid analgesics & the
reduction of fever.

Dosage & Administration

Adults and Adolescents Weighing 50 kg and Over:
1000 mg every 6 hours or 650 mg every 4 hours to a
maximum of 4000 mg per day. Minimum dosing interval
of 6 hours.

Adults and Adolescents Weighing Under 50 kg: 15
mg/kg every 6 hours or 12.5 mg/kg every 4 hours to a
maximum of 75 mg/kg per day. Minimum dosing
interval of 6 hours.

Children 2 to 12 years old: 15 mg/kg every 6 hours or
12.5 mg/kg every 4 hours to a maximum of 75 mg/kg
per day. Minimum dosing interval of 6 hours.

Renova® infusion should be administered only as a
15-minute intravenous infusion.

Contraindications

Paracetamol is contraindicated in patients with known
hypersensitivity, severe hepatic impairment or severe
liver disease.

Side effects

The most common side effects in patients treated with
Renova® IV are nausea, vomiting and insomnia in
adult or pediatric patients.

Use in pregnancy & lactation

Pregnancy category C. There are no studies of
intravenous paracetamol in pregnant women and
lactating mother.

Precautions

Care is advised in the administration of paracetamol to
patients with severe renal or severe hepatic
impairment. The hazard of overdose is greater in those
with non-cirrhotic alcoholic liver disease.

Drug interactions

The speed of absorption of paracetamol may be
increased by metoclopramide or domperidone and
absorption reduced by cholestyramine. The
anticoagulant effect of warfarin and other coumarins
may be enhanced by prolonged regular daily use of
paracetamol with increased risk of bleeding;
occasional doses have no significant effect.

Overdosage
Overdose of paracetamol may damage or impair the
liver and renal function.

Storage

Store in a cool and dry place, protected from light.
Renova® IV should be stored at 20°C to 25°C (68°F to
77°F) for single use only. The product should be used
within 6 hours after opening. Do not refrigerate or
freeze.

Packaging
Renova® 100 ml IV Infusion: Each 100 ml vial
contains 1000 mg Paracetamol (10 mg/ml).

Manufactured by
Opsonin Pharma Limited
Opsonin Pharma Rupatali, Barishal, Bangladesh.
ldeas for healthcare ® Registered Trade Mark.
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