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Roxicet
(acetaminophen/oxycodone)

BOXED WARNING
Associated with cases of acute liver failure, at times resulting in liver transplant and death. Most cases of
liver injury are associated with acetaminophen (APAP) use at doses >4000mg/day, and often involve >1
APAP-containing product.

THERAPEUTIC CLASS
Opioid analgesic

DEA CLASS
CII

ADULT DOSAGE & INDICATIONS
Moderate to Moderately Severe Pain
Usual: 1 tab or 5mL (1 tsp) q6h prn
Max: 12 tabs/day or 60mL/day (12 tsp/day)

If pain is constant, give at regular intervals on an around-the-clock schedule

Max: 4g/day of APAP

DOSING CONSIDERATIONS
Discontinuation
Taper dose gradually in patients treated for more than a few weeks

ADMINISTRATION
Oral route

HOW SUPPLIED
(Oxycodone/APAP) Sol: 5mg/325mg/5mL [500mL]; Tab: 5mg/325mg* *scored

CONTRAINDICATIONS
Known hypersensitivity to oxycodone, acetaminophen, or any other component of this product. Oxycodone:
Significant respiratory depression (in unmonitored settings or absence of resuscitative equipment), acute or
severe bronchial asthma or hypercarbia, suspected/known paralytic ileus.

WARNINGS/PRECAUTIONS
May be abused in a manner similar to other opioid agonists. Respiratory depression may occur; use extreme
caution and consider alternative nonopioid analgesics in patients with acute asthma, chronic obstructive
pulmonary disorder (COPD), cor pulmonale, preexisting respiratory impairment, or in the elderly or debilitated.
Respiratory depressant effects may be markedly exaggerated in the presence of head injury, other intracranial
lesions, or preexisting increase in intracranial pressure. Produces effects on pupillary response and
consciousness, which may obscure neurologic signs of worsening in patients with head injuries. May cause
severe hypotension; caution with circulatory shock. May produce orthostatic hypotension in ambulatory patients.
Increased risk of acute liver failure in patients with underlying liver disease. May cause serious skin reactions
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(eg, acute generalized exanthematous pustulosis, Stevens-Johnson syndrome, toxic epidermal necrolysis),
which can be fatal; d/c at the 1st appearance of skin rash or any other sign of hypersensitivity/anaphylaxis.
Hypersensitivity and anaphylaxis reported. May obscure diagnosis or clinical course in patients with acute
abdominal conditions. Caution with CNS depression, hypothyroidism, Addison's disease, prostatic hypertrophy,
urethral stricture, acute alcoholism, delirium tremens, kyphoscoliosis with respiratory depression, myxedema,
toxic psychosis, hepatic/renal/pulmonary impairment, and in elderly/debilitated. May aggravate convulsions with
convulsive disorders and may induce or aggravate seizures in some clinical settings. Monitor for decreased
bowel motility in postoperative patients. May cause spasm of the sphincter of Oddi; caution with biliary tract
disease, including acute pancreatitis. May cause increases in serum amylase level. Physical dependence and
tolerance may occur. Do not abruptly d/c. Lab test interactions may occur. Not recommended for use during and
immediately prior to labor and delivery.

ADVERSE REACTIONS
Acute liver failure, respiratory depression, apnea, respiratory arrest, circulatory depression, hypotension, shock,
lightheadedness, dizziness, drowsiness/sedation, N/V.

DRUG INTERACTIONS
Oxycodone: May cause severe hypotension with drugs that compromise vasomotor tone (eg, phenothiazines).
May enhance neuromuscular-blocking action of skeletal muscle relaxants and increase respiratory depression.
Additive CNS depression with CNS depressants (eg, general anesthetics, phenothiazines, tranquilizers,
alcohol); reduce dose of one or both agents. Coadministration with anticholinergics may produce paralytic ileus.
Agonist/antagonist analgesics (eg, pentazocine, nalbuphine, butorphanol) may reduce analgesic effect and/or
precipitate withdrawal symptoms; use with caution. APAP: Increased risk of acute liver failure with alcohol;
hepatotoxicity occurred in chronic alcoholics. Increase in glucuronidation and plasma clearance and decreased
T1/2 with oral contraceptives. Probenecid and propranolol may increase pharmacologic/therapeutic effects. May
decrease effects of loop diuretics, lamotrigine, and zidovudine.

PREGNANCY AND LACTATION
Category C, not for use in nursing.

MECHANISM OF ACTION
Oxycodone: Opioid analgesic; semisynthetic pure opioid agonist whose principal therapeutic action is analgesia.
Effects are mediated by receptors (notably µ and kappa) in the CNS for endogenous opioid-like compounds (eg,
endorphins, enkephalins). APAP: Nonopiate, nonsalicylate analgesic and antipyretic; site and mechanism for the
analgesic effect not established. Antipyretic effect is accomplished through inhibition of endogenous pyrogen
action on the hypothalamic heat-regulating centers.

PHARMACOKINETICS
Absorption: Oxycodone: Absolute bioavailability (87%). APAP: Rapid and almost complete. Distribution:
Found in breast milk. Oxycodone: Plasma protein binding (45%); (IV) Vd=211.9L; crosses placenta. APAP:
Plasma protein binding during acute intoxication (20-50%). Metabolism: Oxycodone: N-dealkylated to
noroxycodone (1st-pass); O-demethylation via CYP2D6 to oxymorphone; noroxycodone, oxymorphone
(metabolites). APAP: Liver via CYP450 conjugation with glucuronic acid and (lesser extent) sulfuric acid and
cysteine; N acetyl-p-benzoquinoneimine, N-acetylimidoquinone (toxic metabolite). Elimination: Oxycodone:
Urine (8-14%, unchanged); T1/2=3.51 hrs. APAP: Urine (90-100%).

ASSESSMENT
Assess for risks for opioid abuse, addiction, or misuse, patient's general condition and medical status, severity
and type of pain, respiratory depression, bronchial asthma, COPD, cor pulmonale, hypercarbia, paralytic ileus,
acute alcoholism, drug hypersensitivity, renal/hepatic impairment, pregnancy/nursing status, or any other
conditions where treatment is contraindicated or cautioned, and possible drug interactions.

MONITORING
Monitor for development of addiction, abuse, or misuse, physical dependence, tolerance, acute liver failure,
respiratory depression, altered consciousness, hypotension, convulsions, hypersensitivity/anaphylactic/serious
skin reactions, decreased bowel motility in postoperative patients, spasm of the sphincter of Oddi, and other
adverse reactions. Monitor serum amylase levels.

PATIENT COUNSELING
Inform that drug contains oxycodone, which is a morphine-like substance. Instruct to keep in a secure place out
of reach of children or from theft; advise to seek emergency medical care immediately in case of accidental
ingestions. Advise to destroy the unused tabs/oral sol by flushing down the toilet. Advise not to adjust dosing
without consulting physician. Inform that drug may impair mental/physical abilities required to perform potentially
hazardous tasks (eg, driving, operating heavy machinery). Instruct not to combine with alcohol, opioid
analgesics, tranquilizers, sedatives, or other CNS depressants unless under recommendation and guidance of a
physician. Inform that drug may cause dangerous additive CNS or respiratory depression if coadministered with
another CNS depressant. Instruct to consult physician if pregnant, planning to become pregnant, or if
breastfeeding. Advise not to adjust dose without consulting physician and not to abruptly d/c if on treatment for
more than a few weeks. Advise to d/c and contact physician immediately if signs of allergy develop. Inform
about signs of serious skin reactions. Instruct to look for APAP on package labels and not to use >1 APAP-
containing product. Instruct to seek medical attention immediately upon ingestion of >4000mg/day of APAP,
even if patient is feeling well.

STORAGE
20-25°C (68-77°F). (Tab) Protect from moisture.
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