®
Renova T
Paracetamol BP + Tramadol Hydrochloride BP

Description
Renova® T tablets contains two analgesics, Paracetamol and Tramadol
Hydrochloride.

Mode of action

Paracetamol inhibits prostaglandin synthesis by inhibiting cycloxygenase enzyme
and antipyretic effect occurs through action on the hypothalamic heat-regulating
center.

Tramadol does appear to have two actions. It binds with certain opioid receptors;
this blocks pain impulses from reaching the brain, In addition, it inhibits reuptake
of nor-epinephrine and serotonin.

Pharmacokinetics

Absorption:

The absolute bioavailability of tramadol from Renova® T tablets has not been
determined. Tramadol hydrochloride has a mean absolute bioavailability of
approximately 75% following administration of a single 100 mg oral dose of
Tramadol. Peak plasma concentrations of Paracetamol occur within one hour and
are not affected by coadministration with tramadol. Oral absorption of Paracetamol
following administration of Renova® T occurs primarily in the small intestine.
Distribution:

The volume of distribution of tramadol was 2.6 and 2.9 L/kg in male and female
subjects, respectively, following a 100 mg intravenous dose. Paracetamol appears
to be widely distributed throughout most body tissues except fat. Its apparent
volume of distribution is about 0.9 L/kg. A relative small portion (~20%) of
Paracetamol is bound to plasma protein.

Metabolism:

Following oral administration, tramadol is extensively metabolized by a number of
pathways, including CYP2D6 and CYP3A4.

Excretion:

Tramadol is eliminated primarily through metabolism by the liver and the
metabolites are eliminated primarily by the kidneys. Paracetamol is eliminated
from the body primarily by formation of glucuronide and sulfate conjugates in a
dose-dependent manner. Less than 9% of Paracetamol is excreted unchanged in
the urine.

Composition
Renova® T Tablet: Each tablet contains Paracetamol BP 325 mg and Tramadol
Hydrochloride BP 37.5 mg.

Indications
For the symptomatic treatment of moderate to severe pain.

Dosage & administration

For the short-term management of acute pain, the recommended dose of
Renova® T is 1-2 tablets every 4 to 6 hours as needed for pain relief up to a
maximum of 8 tablets per day.

Contraindications

e Hypersensitivity to Tramadol Hydrochloride, paracetamol.

o Should not be administered to patients who are receiving monoamine oxidase
inhibitors or within two weeks of their withdrawal.

@ Severe hepatic impairment.

e Epilepsy not controlled by treatment.

Side effects
Side effects is very rare but in some cases Constipation, Diarrhea, Nausea, Dry
Mouth etc. may develop.

Use in pregnancy & lactation
Pregnancy Category C, should not be used during pregnancy.
No data found on whether this drug is secreted with breast milk.

Precautions

The recommended dose of Renova® T should not be exceeded. Do not
co-administer Renova® T with other tramadol or Paracetamol-containing
products.

Drug interactions
Carbamazepine, Quinidine, Cimetidine, fluoxetine, paroxetine, and amitriptyline.

Over dosage

The clinical presentation of overdose may include the signs and symptoms of
Tramadol toxicity, Paracetamol toxicity or both. The initial symptoms of tramadol
overdosage may include respiratory depression and/or seizures. The initial
symptoms seen within the first 24 hours following an Paracetamol overdose are:
anorexia, nausea, vomiting, malaise, pallor and diaphoresis.

Storage

Store in a cool and dry place, protected from light.

Packaging

Renova® T Tablet: Each carton contains 10X3 tablets in blister pack.

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