
FORMULATION:
Each film-coated tablet contains
Tramadol HCl, USP .............................................................................…. 50 mg

PRODUCT DESCRIPTION:
White, round, biconvex film-coated tablet and plain on both sides.

PHARMACODYNAMICS AND PHARMACOKINETICS:
Tramadol is an opioid analgesic which acts on the central nervous system to 
block the transmission of pain signals. Tramadol mimics the action of the 
naturally occurring pain relieving chemical, endorphins, found in the brain and 
spinal cord. Endorphins reduce pain by combining with the opioid receptors. 
This blocks the transmission of pain signals sent by the nerves to the brain. 
Tramadol also has noradrenergic and serotonergic properties that may 
contribute to its analgesic activity. Tramadol also works by enhancing the 
activity of neurotransmitters, serotonin and noradrenaline in the brain and 
spinal cord. These are chemical compounds that act as chemical 
messengers between the nerve cells which also help relieve pain. After oral 
administration, tramadol is readily absorbed but is subject to first-pass 
metabolism. Mean absolute bioavailability is about 70 to 75% after oral use 
with plasma protein binding of about 20%. Tramadol is metabolized by N- and 
O-demethylation via the cytochrome P450 isoenzymes CYP3A4 and CYP2D6. 
The metabolite O-desmethyltramadol is pharmacologically active. Tramadol 
is excreted in the urine as metabolites. It may cross the placenta, and appears 
in small amounts in breast milk. The elimination half-life is about 6 hours.

INDICATIONS:
For management of moderate to severe pain.

DOSAGE AND ADMINISTRATION:
The usual oral dose is 50 mg – 100 mg every 4-6 hours as needed or as 
directed by physician. The total daily dosage should not exceed 400 mg.

CONTRAINDICATIONS/PRECAUTIONS/WARNINGS:
• Tramadol HCl film-coated tablet should not be given for patients with known 

hypersensitivity reaction to any of its components or those who have 
anaphylactoid reactions to codeine and other opioids. 

• Severe impairment of the liver, acute alcohol intoxication, patients who are 
addicted to drugs affecting the CNS such as alcohol, hypnotics, narcotics, 
centrally acting analgesics and ani-psychotic agents.

• Patients with respiratory depression especially with accompanying cyanosis 
and excessive bronchial secretion.

PREGNANCY AND LACTATION:
Pregnancy Category C: Risk cannot be ruled out (Animal reproduction studies 
have shown an adverse effect on the fetus and there are no adequate and 
well–controlled studies in humans, but potential benefits may warrant use of 
the drug in pregnant women despite potential risk)
Prolonged use during pregnancy can result in neonatal opioid withdrawal
syndrome, which may be life-threatening if not recognized and treated. If 
opioid use is required for a prolonged period in a pregnant woman, advise the 
patient of the risk of neonatal opioid withdrawal syndrome and ensure that 
appropriate treatment will be available. The use of tramadol during labor may 
cause respiratory depression in the neonates. Metabolites of tramadol have 
been detected in breast milk 0.1 % of the dose administered to the mother 
maybe excreted in milk.

ADVERSE DRUG REACTIONS:
Tramadol Hydrochloride may produce fewer typical opioid adverse effects 
such as respiratory depression and constipation. In addition to hypotension, 
hypertension has occasionally occurred.
Skin: rashes, pruritus, urticaria
Central nervous system: headache, dizziness, seizure ataxia, confusion, 
hallucination, insomnia, nervousness, paresthesia, vertigo, tremor
Gastrointestinal system: abdominal pain, constipation, diarrhea, dyspepsia, 
flatulence, dry mouth, vomiting, elevated liver enzymes.
Cardiovascular system: arrythmia, hypertension, aggravated hypertension,
hypotension, palpitations.
Respiratory system: occasionally dyspnea

DRUG INTERACTIONS:
Tramadol HCl should not be used together with carbamazepine, anesthetics,
monoamine oxidase (MAO) inhibitors, or any drugs known to depress the 
central nervous system, including antihistamines, sedatives, tranquilizers, 
sleeping pills, other prescription pain medicines, barbiturates, medications for 
seizures or muscle relaxant. Tramadol HCl may increase the risk of seizures in 
patients taking Selective serotonin reuptake inhibitors (SSRIs), tricyclic 
antidepressants (TCAs) and other opioids. Other drugs such as erythromycin 
and ketoconazole might inhibit the metabolism of tramadol HCl.

OVERDOSE AND TREATMENT:
In cases of overdosage, the specific antagonist naloxone is used for rapid 
reversal of the severe respiratory depression and coma produced by 
excessive doses of opioid analgesics. Intensive supportive therapy may be 
required to correct respiratory failure and shock. Since naloxone has a shorter 
duration of action, patients who have already responded should be kept 
under close observation for signs of relapse and repeated administration is 
given according to the respiratory rate and depth of coma. Alternatively, in 
situations where repeated administration is required, such as where a longer 
acting opioid is known or suspected to be the cause of symptoms, a 
continuous intravenous infusion of naloxone is given and adjusted depending 
on the response of the patient. All patients should be observed for at least 6 
hours after the last dose of naloxone. The use of opioid antagonist such as 
naloxone in persons physically dependent on opioids may induce withdrawal 
syndrome.

AVAILABILITY:
Alu/Clear PVDC blister pack x 10’s (Box of 100’s)

CAUTION:
Foods, Drugs, Devices and Cosmetics Act prohibits dispensing without 
prescription.
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STORE AT TEMPERATURES NOT EXCEEDING 30ºC.

For suspected adverse drug reaction, report to the FDA: www.fda.gov.ph

Manufactured for:
PHARMA NUTRIA N.A. INC,
2ND Flr. S.V. More Group Corporate Center
#16 Scout Tuazon cor. Roces Ave., Quezon City 
Metro Manila, Philippines
By: Hizon Laboratories, Inc
Assumption Road, Sumulong Highway 
Antipolo City 
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