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'AMNEPARA DUO™

Paracetamol Infusion IP 1.0% w/v
100 ml

Abridged Prescribing Information:

COMPOSITION: Each 100 ml contains: Paracetamel P, 1 g; Water for Injection I.P, Q.5. to 100 mL. DESCRIPTION: AMNEPARA DUOQ TM is clear, colorless to slightly yellowish selution in a flexible container.
INDICATIONS: Indicated for the management of (1) mild to moderate pain in adult and pediatric patients 2 years and older; {2) the management of moderate to severe pain with adjunctive opicid analgesics in
adult and pediatric patients 2 years and older and (3) the reduction of fever in adult and pediatric patients. DOSAGE AND ADMINISTRATION: Adults and adolescents weighing 50 kg and over: the recommended
dosage of AMNEPARA DUO TM is 1000 mg every 6 hours or 650 mg every 4 hours, with a maximum single dose of AMNEPARA DUO TM of 1000 mg, a minimum dosing interval of 4 hours, and a maximum daily dose
of paracetamol of 4000 mg per day. Adults and adolescents weighing under 50 kg: the recommended dosage of AMNEPARA DUO TM is 15 mg/kg every 6 hours or 12.5 mg/kg every 4 hours, with a maximum single
dose of AMNEPARA DUO TM of 15 mg/kg, a minimum dosing interval of 4 hours, and a maximum daily dose of paracetamol of 75 mg/kg per day. Children 2 to 12 years of age: the recommended dosage of AMNEPARA
DUO TM is 15 mg/kg every 6 hours or 12.5 mg/kg every 4 hours, with a maximum single dose of AMNEPARA DUO TM of 15 mg/kg, a minimum dosing interval of 4 hours, and a maximum daily dose of paracetamol
of 75 mg/kg per day. Neonates, including premature neonates born at = 32 weeks gestational age, up to 28 days chronological age: the recommended dosage of AMNEPARA DUO TM is 12.5 mg/kg every 6 hours, to
amaximum daily dose of paracetamol of 50 mg/kg per day, with a minimum desing interval of 6 hours. Infants 29 days to 2 years of age: the recommended dosage of AMNEPARA DUQ TMis 15 mg/kg every 6 hours,
to a maximum daily dose of paracetamol of 60 mg/kg per day, with a minimum dosing interval of 6 hours. ADVERSE REACTIONS: Hepatic injury, serious skin reactions, allergy and hypersensitivity, anemia, diarrhea,
pyrexia, injection site pain, hypokalemia, hypomagnesemia, hypealbuminemia, hypophesphatemia, muscle spasm, headache, agitation, cliguria, atelectasis, pleural effusion, pulmonary edema, stridor,
wheezinghypotension, and hypertension. PRECAUTIONS: Take care when prescribing, preparing, and administering AMNEPARA DUQ TM (paracetamol) Injection in order to avoid dosing errors which could result
in accidental overdose and death. In particular, be careful to ensure that: (1) the dose in milligrams (mg) and milliliters {ml) is not confused; (2) the dosing is based on weight for patients under 50 kg; (3) infusion
pumps are properly programmed; and (4) the total daily dose of paracetamol from all sources does not exceed maximum daily limits. STORAGE: Store below 30°C. Do not Freeze. Protect from light. Keep all
medicines out of reach of child Discard Unused Portion. PRESENTATION: AMNEPARA DUO TM is available in 100 ml in Single-dose Plastic Container. To report SUSPECTED ADVERSE REACTIONS, contact Amneal
Healthcare Pvt. Ltd. at 1-800-202-2933 between 9:00 AM and 6:00 PM or visit pv.india@amneal.com.
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