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Percocet 5, 10, tablets
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oxycodone 5 or 10 mg
paracetamol 325 mg
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For the relief of moderate to moderately severe pain.
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WARNINGS

Addiction, Abuse, and Misuse

Consider prescribing naloxone for the emergency treatment of opioid overdose [see WARNINGS, Life-
Threatening Respiratory Depression; DOSAGE AND ADMINISTRATION, Patient Access to
Naloxone for the Emergency Treatment of Opioid Overdose].

Life-Threatening Respiratory Depression

Accidental ingestion of even one dose of PERCOCET, especially by children, can result in respiratory
depression and death due to an overdose of oxycodone.

Educate patients and caregivers on how to recognize respiratory depression and emphasize the importance
of calling emergency health services or getting emergency medical help right away in the event of a
known or suspected overdose [see PRECAUTIONS, Information for Patients /Caregivers].

Opioids can cause sleep-related breathing disorders including central sleep apnea (CSA) and sleep related
hypoxemia. Opioid use increases the risk of CSA in a dose-dependent fashion. In patients who present
with CSA, consider decreasing the opioid dosage using best practices for opioid taper [see DOSAGE
AND ADMINISTRATION].

Patient Access to Naloxone for the Emergency Treatment of Opioid Overdose

Discuss the availability of naloxone for the emergency treatment of opioid overdose with the patient and
caregiver and assess the potential need for access to naloxone, both when initiating and renewing
treatment with PERCOCET. Inform patients and caregivers about the various ways to obtain naloxone as
permitted by the Ministry of Health. Educate patients and caregivers on how to recognize respiratory
depression and emphasize the importance of calling emergency health services or getting emergency
medical help, even if naloxone is administered [see PRECAUTIONS, Information for Patients
/Caregivers].

Consider prescribing naloxone, based on the patient’s risk factors for overdose, such as concomitant use
of other CNS depressants, a history of opioid use disorder, or prior opioid overdose. The presence of risk
factors for overdose should not prevent the proper management of pain in any given patient. Also
consider prescribing naloxone if the patient has household members (including children) or other close
contacts at risk for accidental ingestion or overdose. If naloxone is prescribed, educate patients and
caregivers on how to treat with naloxone [see WARNINGS, Addiction, Abuse, and Misuse, Risks from
Concomitant Use with Benzodiazepines or Other CNS Depressants; PRECAUTIONS, Information
for Patients /Caregivers].

Risks from Concomitant Use with Benzodiazepines or Other CNS Depressants

If concomitant use is warranted, consider prescribing naloxone for the emergency treatment of opioid
overdose [see WARNINGS, Life-Threatening Respiratory Depression; DOSAGE AND
ADMINISTRATION, Patient Access to Naloxone for the Emergency Treatment of Opioid
Overdose].

Withdrawal

Do not abruptly discontinue PERCOCET in a patient physically dependent on opioids. When
discontinuing PERCOCET in a physically dependent patient, gradually taper the dosage. Rapid tapering
of PERCOCET in a patient physically dependent on opioids may lead to a withdrawal syndrome and
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return of pain [see DOSAGE AND ADMINISTRATION, DRUG ABUSE AND DEPENDENCE].

Storage and Disposal

Because of the risks associated with accidental ingestion, misuse, and abuse, advise patients to store
PERCOCET securely, out of sight and reach of children and in a location not accessible by others,
including visitors to the home [see WARNINGS, DRUG ABUSE AND DEPENDENCE]. Inform
patients that leaving PERCOCET unsecured can pose a deadly risk to others in the home.

Advise patients and caregivers that when medicines are no longer needed, they should be disposed of

promptly. Expired, unwanted, or unused PERCOCET should be disposed of by flushing the unused
medication down the toilet if a drug take-back option is not readily available.

Patient Access to Naloxone for the Emergency Treatment of Opioid Overdose

Discuss with the patient and caregiver the availability of naloxone for the emergency treatment of opioid
overdose, both when initiating and renewing treatment with PERCOCET. Inform patients and caregivers
about the various ways to obtain naloxone as permitted by the Ministry of Health [sce WARNINGS,
Life-Threatening Respiratory Depression; DOSAGE AND ADMINISTRATION].
Educate patients and caregivers on how to recognize the signs and symptoms of an overdose.
Explain to patients and caregivers that naloxone’s effects are temporary, and that they must get
emergency medical help right away in all cases of known or suspected opioid overdose, even if naloxone
is administered [sce OVERDOSAGE].
If naloxone is prescribed, also advise patients and caregivers:
e How to treat with naloxone in the event of an opioid overdose
e To tell family and friends about their naloxone and to keep it in a place where family and friends
can access it in an emergency
e To read the Patient Information (or other educational material) that will come with their
naloxone. Emphasize the importance of doing this before an opioid emergency happens, so the
patient and caregiver will know what to do.

Important Discontinuation Instructions

In order to avoid developing withdrawal symptoms, instruct the patients not to discontinue PERCOCET
without first discussing a tapering plan with the prescriber [sce DOSAGE AND ADMINISTRATION].

Benzodiazepines and Other CNS Depressants

Due to additive pharmacologic effect, the concomitant use of benzodiazepines and other CNS depressants
such as benzodiazepines and other sedative hypnotics, anxiolytics, and tranquilizers, muscle relaxants,
general anesthetics, antipsychotics, and other opioids, including alcohol, can increase the risk of
hypotension, respiratory depression, profound sedation, coma, and death.

Reserve concomitant prescribing of these drugs for use in patients for whom alternative treatment options
are inadequate. Limit dosages and durations to the minimum required. Follow patients closely for signs of
respiratory depression and sedation. If concomitant use is warranted, consider prescribing naloxone for
the emergency treatment of opioid overdose (see WARNINGS).

Serotonergic Drugs
The concomitant use of opioids with other drugs that affect the serotonergic neurotransmitter system,

such as selective serotonin reuptake inhibitors (SSRIs), serotonin and norepinephrine reuptake inhibitors

127793 TPNPIY NOUYN 1IN
140N

2624761 NN X191 ,10347 7.1
04-8475700 : 50

04-8727165 : DP9




b
0

(SNRIs), tricyclic antidepressants (TCAs), tryptans, 5-HT3 receptor antagonists, drugs that affect the
serotonin neurotransmitter system (e.g., mirtazapine, trazodone, tramadol), certain muscle relaxants (i.e.,
cyclobenzaprine, metaxalone),...

Muscle Relaxants

PERCOCET may enhance the neuromuscular-blocking action of skeletal muscle relaxants and produce an
increase in the degree of respiratory depression.

If concomitant use is warranted, monitor patients for signs of respiratory depression that may be greater
than otherwise expected and decrease the dosage of PERCOCET and/or the muscle relaxant as necessary.
Due to the risk of respiratory depression with concomitant use of skeletal muscle relaxants and opioids,
consider prescribing naloxone for the emergency treatment of opioid overdose [see WARNINGS].

ADVERSE REACTIONS
DRUG ABUSE AND DEPENDENCE

Dependence

Do not abruptly discontinue PERCOCET in a patient physically dependent on opioids. Rapid tapering of
PERCOCET in a patient physically dependent on opioidsmay lead to serious withdrawal symptoms,
uncontrolled pain, and suicide. Rapid discontinuation has also been associated with attempts to find other
sources of opioid analgesics, which may be confused with drug-seeking for abuse.

When discontinuing PERCOCET, gradually taper the dosage using a patient-specific plan that considers
the following: the dose of PERCOCET the patient has been taking, the duration of treatment, and the
physical and psychological attributes of the patient. To improve the likelihood of a successful taper and
minimize withdrawal symptoms, it is important that the opioid tapering schedule is agreed upon by the
patient. In patients taking opioids for a long duration at high doses, ensure that a multimodal approach to
pain management, including mental health support (if needed), is in place prior to initiating an opioid
analgesic taper [see DOSAGE AND ADMINISTRATION, WARNINGS].

DOSAGE AND ADMINISTRATION

Patient Access to Naloxone for the Emergency Treatment of Opioid Overdose

Discuss the availability of naloxone for the emergency treatment of opioid overdose with the patient and
caregiver and assess the potential need for access to naloxone, both when initiating and renewing
treatment with PERCOCET [see WARNINGS, Life-Threatening Respiratory Depression;
PRECAUTIONS, Information for Patients/Caregivers].

Inform patients and caregivers about the various ways to obtain naloxone as permitted by the Ministry of
Health.

Consider prescribing naloxone, based on the patient’s risk factors for overdose, such as concomitant use
of CNS depressants, a history of opioid use disorder, or prior opioid overdose. The presence of risk
factors for overdose should not prevent the proper management of pain in any given patient [see
WARNINGS, Addiction, Abuse, and Misuse, Life-Threatening Respiratory Depression, Risks from
Concomitant Use with Benzodiazepines or Other CNS Depressants].

Consider prescribing naloxone when the patient has household members (including children) or other
close contacts at risk for accidental ingestion or overdose.
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Safe reduction or Discontinuation of Oxycodone Hydrochloride and Paracetamol Tablets

Do not abruptly discontinue PERCOCET in patients who may be physically dependent on opioids. Rapid
discontinuation of opioid analgesics in patients who are physically dependent on opioids has resulted in
serious withdrawal symptoms, uncontrolled pain, and suicide. Rapid discontinuation has also been
associated with attempts to find other sources of opioid analgesics, which may be confused with drug-
seeking for abuse. Patients may also attempt to treat their pain or withdrawal symptoms with illicit
opioids, such as heroin, and other substances.

When a decision has been made to decrease the dose or discontinue therapy in an opioid-dependent
patient taking PERCOCET, there are a variety of factors that should be considered, including the dose of
PERCOCET the patient has been taking, the duration of treatment, the type of pain being treated, and the
physical and psychological attributes of the patient. It is important to ensure ongoing care of the patient
and to agree on an appropriate tapering schedule and follow-up plan so that patient and provider goals and
expectations are clear and realistic. When opioid analgesics are being discontinued due to a suspected
substance use disorder, evaluate and treat the patient, or refer for evaluation and treatment of the
substance use disorder. Treatment should include evidence-based approaches, such as medication assisted
treatment of opioid use disorder. Complex patients with co-morbid pain and substance use disorders may
benefit from referral to a specialist.

There are no standard opioid tapering schedules that are suitable for all patients. Good clinical practice
dictates a patient-specific plan to taper the dose of the opioid gradually. For patients on PERCOCET who
are physically opioid-dependent, initiate the taper by a small enough increment (e.g., no greater than 10%
to 25% of the total daily dose) to avoid withdrawal symptoms, and proceed with dose lowering at an
interval of every 2 to 4 weeks. Patients who have been taking opioids for briefer periods of time may
tolerate a more rapid taper.

It may be necessary to provide the patient with lower dosage strengths to accomplish a successful taper.
Reassess the patient frequently to manage pain and withdrawal symptoms, should they emerge. Common
withdrawal symptoms include restlessness, lacrimation, rhinorrhea, yawning, perspiration, chills,
myalgia, and mydriasis. Other signs and symptoms also may develop, including irritability, anxiety,
backache, joint pain, weakness, abdominal cramps, insomnia, nausea, anorexia, vomiting, diarrhea, or
increased blood pressure, respiratory rate, or heart rate. If withdrawal symptoms arise, it may be
necessary to pause the taper for a period of time or raise the dose of the opioid analgesic to the previous
dose, and then proceed with a slower taper. In addition, monitor patients for any changes in mood,
emergence of suicidal thoughts, or use of other substances.

When managing patients taking opioid analgesics, particularly those who have been treated for a long
duration and/or with high doses for chronic pain, ensure that a multimodal approach to pain management,
including mental health support (if needed), is in place prior to initiating an opioid analgesic taper. A
multimodal approach to pain management may optimize the treatment of chronic pain, as well as assist
with the successful tapering of the opioid analgesic [see WARNINGS/ Withdrawal, DRUG ABUSE AND
DEPENDENCE].

STORAGE:
Store PERCOCET securely and dispose of properly [see PRECAUTIONS/Information for Patients].
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