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WARNING: ADDICTION, ABUSE, AND MISUSE; RISK 
EVALUATION AND MITIGATION STRATEGY (REMS); 
LIFE-THREATENING RESPIRATORY DEPRESSION; 

ACCIDENTAL INGESTION; NEONATAL OPIOID 
WITHDRAWAL SYNDROME; CYTOCHROME P450 3A4 
INTERACTION; HEPATOTOXICITY; and RISKS FROM 
CONCOMITANT USE WITH BENZODIAZEPINES OR 

OTHER CNS DEPRESSANTS
Addiction, Abuse, and Misuse
Hydrocodone Bitartrate and Acetaminophen Tablets 
expose patients and other users to the risks of opioid 
addiction, abuse, and misuse, which can lead to over-
dose and death. Assess each patient’s risk prior to pre-
scribing Hydrocodone Bitartrate and Acetaminophen 
Tablets, and monitor all patients regularly for the 
development of these behaviors and conditions [see 
WARNINGS].
Opioid Analgesic Risk Evaluation and Mitigation 
Strategy (REMS):

-
weigh the risks of addiction, abuse, and misuse, the 
Food and Drug Administration (FDA) has required a 
REMS for these products [see WARNINGS]. Under 
the requirements of the REMS, drug companies with 
approved opioid analgesic products must make REMS-
compliant education programs available to healthcare 
providers. Healthcare providers are strongly encour-
aged to
•  complete a REMS-compliant education program,
•   counsel patients and/or their caregivers, with every

prescription, on safe use, serious risks, storage, and 
disposal of these products,

• emphasize to patients and their caregivers the impor-
tance of reading the Medication Guide every time it is 
provided by their pharmacist, and

•   consider other tools to improve patient, household,
and community safety.

Life-Threatening Respiratory Depression
Serious, life-threatening, or fatal respiratory depres-
sion may occur with use of Hydrocodone Bitartrate 
and Acetaminophen Tablets. Monitor for respiratory 
depression, especially during initiation of Hydrocodone 
Bitartrate and Acetaminophen Tablets or following a 
dose increase [see WARNINGS].
Accidental Ingestion
Accidental ingestion of Hydrocodone Bitartrate and 
Acetaminophen Tablets, especially by children, can 
result in a fatal overdose of Hydrocodone Bitartrate and 
Acetaminophen Tablets [see WARNINGS].
Neonatal Opioid Withdrawal Syndrome
Prolonged use of Hydrocodone Bitartrate and 
Acetaminophen Tablets during pregnancy can result 
in neonatal opioid withdrawal syndrome, which may 
be life-threatening if not recognized and treated, and 
requires management according to protocols devel-
oped by neonatology experts. 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 [see WARNINGS].
Cytochrome P450 3A4 Interaction
The concomitant use of Hydrocodone Bitartrate and 
Acetaminophen Tablets with all Cytochrome P450 3A4 
inhibitors may result in an increase in hydrocodone 
plasma concentrations, which could increase or pro-
long adverse reactions and may cause potentially fatal 
respiratory depression. In addition, discontinuation of a 
concomitantly used Cytochrome P450 3A4 inducer may 
result in an increase in hydrocodone plasma concentra-
tions. Monitor patients receiving Hydrocodone Bitartrate 
and Acetaminophen Tablets and any Cytochrome P450 
3A4 inhibitor or inducer for signs of respiratory depres-
sion or sedation [see CLINICAL PHARMACOLOGY, 
WARNINGS, PRECAUTIONS; Drug Interactions].
Hepatotoxicity
Acetaminophen has been associated with cases of 
acute liver failure, at times resulting in liver transplant 
and death. Most of the cases of liver injury are asso-
ciated with the use of acetaminophen at doses that 
exceed 4,000 milligrams per day, and often involve 
more than one acetaminophen-containing product [see 
WARNINGS, OVERDOSAGE].
Risks From Concomitant Use With Benzodiazepines Or 
Other CNS Depressants
Concomitant use of opioids with benzodiazepines 
or other central nervous system (CNS) depressants, 
including alcohol, may result in profound seda-
tion, respiratory depression, coma, and death [see 
WARNINGS, PRECAUTIONS; Drug Interactions]
•   Reserve concomitant prescribing of Hydrocodone

Bitartrate and Acetaminophen Tablets and benzodiaz-
epines or other CNS depressants for use in patients 
for whom alternative treatment options are inadequate.

•    Limit dosages and durations to the minimum required.
•    Follow patients for signs and symptoms of respiratory 

depression and sedation.

DESCRIPTION
Hydrocodone Bitartrate and Acetaminophen is available in 
tablet form for oral administration.
Hydrocodone bitartrate is an opioid analgesic and occurs as 
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May also contain crospovidone. 

CLINICAL PHARMACOLOGY
Mechanism of Action

-

therapeutic action of hydrocodone is analgesia. Like all full 

-

throughout the brain and spinal cord and are thought to play 
a role in the analgesic effects of this drug.
The precise mechanism of the analgesic properties of 
acetaminophen is not established but is thought to involve 
central actions.
Pharmacodynamics

The principal therapeutic action of hydrocodone is analge-
sia. Hydrocodone produces respiratory depression by direct 
action on brain stem respiratory centers. The respiratory 
depression involves a reduction in the responsiveness of the 
brain stem respiratory centers to both increases in carbon 
dioxide tension and electrical stimulation.

Pinpoint pupils are a sign of opioid overdose but are not 

mydriasis rather than miosis may be seen due to hypoxia 
in overdose situations.
Therapeutic doses of acetaminophen have negligible effects 

breathing.
Effects on the Gastrointestinal Tract and Other Smooth 
Muscle
Hydrocodone causes a reduction in motility associated 

small intestine is delayed and propulsive contractions 

effects may include a reduction in biliary and pancreatic 
-

tions in serum amylase.

result in orthostatic hypotension or syncope. Manifestations 

-
static hypotension.
Effects on the Endocrine System 
Opioids inhibit the secretion of adrenocorticotropic hormone 

[see ADVERSE REACTIONS]. They also stimulate prolac-
-

tion of insulin and glucagon.
-

-

-

adequately controlled for in studies conducted to date [see 
ADVERSE REACTIONS].

appear to be modestly immunosuppressive.

minimum effective analgesic concentration of hydrocodone 
for any individual patient may increase over time due to 

-

DOSAGE AND ADMINISTRATION].

plasma concentration and increasing frequency of dose-

tolerance to opioid-related adverse reactions [see DOSAGE 
AND ADMINISTRATION].
Pharmacokinetics
The behavior of the individual components is described 

Hydrocodone

3.8 ± 0.3 hours.
Hydrocodone exhibits a complex pattern of metabo-

and 6-keto reduction to the corresponding 6- - and 
6- -hydroxymetabolites. See OVERDOSAGE for toxicity
information.

to hydromorphone. Hydromorphone is formed from the 
O-demethylation of hydrocodone and may contribute to

be affected by other drugs [see PRECAUTIONS; Drug 
Interactions]. 

hydrocodone to hydromorphone is predominantly catalyzed 
-
-

nated primarily in the kidneys.
Acetaminophen
Acetaminophen is rapidly absorbed from the gastrointesti-
nal tract and is distributed throughout most body tissues. 

-
age. Elimination of acetaminophen is principally by liver 

of metabolites. Acetaminophen is primarily metabolized in 

-

-

-

and unchanged drug.
See OVERDOSAGE for toxicity information.

INDICATIONS AND USAGE
Hydrocodone bitartrate and acetaminophen tablets are indi-
cated for the management of pain severe enough to require 

inadequate.

Limitations of Use

WARNINGS]
reserve Hydrocodone Bitartrate and Acetaminophen Tablets 

expected to provide adequate analgesia
CONTRAINDICATIONS

Hydrocodone Bitartrate and Acetaminophen Tablets are

WARNINGS]
• Acute or severe bronchial asthma in an unmonitored set-

ting or in the absence of resuscitative equipment [see
WARNINGS]

paralytic ileus [see WARNINGS]

anaphylaxis) [see WARNINGS, ADVERSE REACTIONS]
WARNINGS

Addiction, Abuse, and Misuse
Hydrocodone Bitartrate and Acetaminophen Tablets contain 

[see DRUG ABUSE AND DEPENDENCE].

can occur in patients appropriately prescribed Hydrocodone 
Bitartrate and Acetaminophen Tablets. Addiction can occur 
at recommended dosages and if the drug is misused or 
abused.

misuse prior to prescribing Hydrocodone Bitartrate and 

Hydrocodone Bitartrate and Acetaminophen Tablets for 
the development of these behaviors and conditions. Risks 

of substance abuse (including drug or alcohol abuse or 

proper management of pain in any given patient. Patients 
at increased risk may be prescribed opioids such as 

use in such patients necessitates intensive counseling 
about the risks and proper use of Hydrocodone Bitartrate 

-

Bitartrate and Acetaminophen Tablets. Strategies to reduce 
these risks include prescribing the drug in the smallest 
appropriate quantity and advising the patient on the proper 
disposal of unused drug [see PRECAUTIONS; Information 
for Patients
board or state controlled substances authority for informa-

product.
Opioid Analgesic Risk Evaluation and Mitigation 
Strategy (REMS)

Mitigation Strategy (REMS) for these products. Under the 

opioid analgesic products must make REMS-compliant 
education programs available to healthcare providers. 
Healthcare providers are strongly encouraged to do all of 

another education program that includes all the elements 

Pain.

caregivers every time these medicines are prescribed. 

•  Emphasize to patients and their caregivers the importance 

from their pharmacist every time an opioid analgesic is 
dispensed to them.

-
ments that reinforce patient-prescriber responsibilities.

To obtain further information on the opioid analgesic

OpioidAnalgesicREMSBlueprint.
Life-Threatening Respiratory Depression

death. Management of respiratory depression may include 

OVERDOSAGE 2) retention from 
opioid-induced respiratory depression can exacerbate the 
sedating effects of opioids.

-
sion can occur at any time during the use of Hydrocodone 

-

Bitartrate and Acetaminophen Tablets.

dosing and titration of Hydrocodone Bitartrate and 
Acetaminophen Tablets are essential [see DOSAGE AND 
ADMINISTRATION]. Overestimating the Hydrocodone 

-
verting patients from another opioid product can result in a 
fatal overdose.
Accidental ingestion of Hydrocodone Bitartrate and 

in respiratory depression and death due to an overdose of 
Hydrocodone Bitartrate and Acetaminophen Tablets.
Opioids can cause sleep-related breathing disorders includ-

-
-

decreasing the opioid dosage using best practices for opioid 
taper [see DOSAGE AND ADMINISTRATION].
Neonatal Opioid Withdrawal Syndrome
Prolonged use of Hydrocodone Bitartrate and 
Acetaminophen Tablets during pregnancy can result in 

requires management according to protocols developed 

-

PRECAUTIONS; Information for Patients, Pregnancy].
Risks of Concomitant Use or Discontinuation of 
Cytochrome P450 3A4 Inhibitors and Inducers

Hydrocodone Bitartrate and Acetaminophen Tablets and 

potentially fatal respiratory depression [see WARNINGS

of Hydrocodone Bitartrate and Acetaminophen Tablets is 
achieved. 

Hydrocodone Bitartrate and Acetaminophen Tablets-treated 
patients may increase hydrocodone plasma concentra-
tions and prolong opioid adverse reactions. When adding 

in Hydrocodone Bitartrate and Acetaminophen Tablets-

consider dosage reduction of Hydrocodone Bitartrate 
and Acetaminophen Tablets until stable drug effects are 
achieved [see PRECAUTIONS; Drug Interactions].

-
-

had developed physical dependence to hydrocodone. 
When using Hydrocodone Bitartrate and Acetaminophen 

increasing the opioid dosage if needed to maintain adequate 

PRECAUTIONS; Drug Interactions].
Risks from Concomitant Use with Benzodiazepines or 
Other CNS Depressants

death may result from the concomitant use of Hydrocodone 

-

-
ment options are inadequate.
Observational studies have demonstrated that concomitant 
use of opioid analgesics and benzodiazepines increases 
the risk of drug-related mortality compared to use of opi-
oid analgesics alone. Because of similar pharmacological 

analgesics [see PRECAUTIONS; Drug Interactions].

-

-

-

symptoms of respiratory depression and sedation.
Advise both patients and caregivers about the risks of 

-

and illicit drugs).  Advise patients not to drive or operate 
heavy machinery until the effects of concomitant use of the 

-

-

[see PRECAUTIONS: Drug Interactions, Information for 
Patients].
Life-Threatening Respiratory Depression in Patients 
with Chronic Pulmonary Disease or in Elderly, 
Cachectic, or Debilitated Patients
The use of Hydrocodone Bitartrate and Acetaminophen 

in an unmonitored setting or in the absence of resuscitative 
equipment is contraindicated.

: Hydrocodone 

-
-

ratory depression are at increased risk of decreased respira-

of Hydrocodone Bitartrate and Acetaminophen Tablets [see 
WARNINGS; Life-Threatening Respiratory Depression].

: Life-threatening 

altered pharmacokinetics or altered clearance compared 
WARNINGS; Life-

Threatening Respiratory Depression].

titrating Hydrocodone Bitartrate and Acetaminophen Tablets 

depress respiration [see WARNINGS; Life-Threatening 
Respiratory Depression].

these patients.

-

replacement doses of corticosteroids. Wean the patient off 
-

tinue corticosteroid treatment until adrenal function recov-
ers. Other opioids may be tried as some cases reported 

Severe Hypotension
Hydrocodone Bitartrate and Acetaminophen Tablets may 
cause severe hypotension including orthostatic hypoten-
sion and syncope in ambulatory patients. There is increased 

already been compromised by a reduced blood volume 

PRECAUTIONS; Drug Interactions
for signs of hypotension after initiating or titrating the dosage 

Acetaminophen Tablets may cause vasodilatation that can 
further reduce cardiac output and blood pressure. Avoid the 
use of Hydrocodone Bitartrate and Acetaminophen Tablets 

Hepatotoxicity

 
containing product. The excessive intake of acetaminophen 
may be intentional to cause self-harm or unintentional as 

take other acetaminophen-containing products.

-

package labels and not to use more than one product that 

Serious Skin Reactions

such as acute generalized exanthematous pustulosis 
-

-
ance of skin rash or any other sign of hypersensitivity.

Hypersensitivity/Anaphylaxis
There have been post-marketing reports of hypersensitiv-

-

-
ening anaphylaxis requiring emergency medical attention. 

and Acetaminophen Tablets immediately and seek medical 

Hydrocodone Bitartrate and Acetaminophen Tablets for 
PRECAUTIONS; 

Information for Patients/Caregivers].
Risks of Use in Patients with Increased Intracranial 
Pressure, Brain Tumors, Head Injury, or Impaired 
Consciousness

2

Bitartrate and Acetaminophen Tablets may reduce respi-
2 retention can further 

Acetaminophen Tablets.
Opioids may also obscure the clinical course in a patient 

-
sciousness or coma.
Risks of Use in Patients with Gastrointestinal 
Conditions
Hydrocodone Bitartrate and Acetaminophen Tablets are 

including paralytic ileus.
The administration of Hydrocodone Bitartrate and 
Acetaminophen Tablets or other opioids may obscure the 

conditions.
Hydrocodone may cause spasm of the sphincter of Oddi. 
Opioids may cause increases in serum amylase. Monitor 

-

Increased Risk of Seizures in Patients with Seizure 
Disorders
The hydrocodone in Hydrocodone Bitartrate and 
Acetaminophen Tablets may increase the frequency of sei-

the risk of seizures occurring in other clinical settings associ-

bitartrate and acetaminophen tablet therapy.
Withdrawal

acetaminophen tablets in a patient physically dependent 
on opioids. When discontinuing hydrocodone bitartrate and 

gradually taper the dosage. Rapid tapering of hydrocodone 
bitartrate and acetaminophen tablets in a patient physically 

and return of pain [see DOSAGE AND ADMINISTRATION, 
DRUG ABUSE AND DEPENDENCE].

-

symptoms [see PRECAUTIONS/Drug Interactions].
PRECAUTIONS

Risks of Driving and Operating Machinery
Hydrocodone Bitartrate and Acetaminophen Tablets may 
impair the mental or physical abilities needed to perform 
potentially hazardous activities such as driving a car or 
operating machinery.  Warn patients not to drive or oper-
ate dangerous machinery unless they are tolerant to the 
effects of Hydrocodone Bitartrate and Acetaminophen 

PRECAUTIONS; Information for Patients/Caregivers].
Information for Patients

-
ing (Medication Guide). 

WARNINGS, 
DRUG ABUSE AND DEPENDENCE
leaving hydrocodone bitartrate and acetaminophen tablets 
unsecured can pose a deadly risk to others in the home.

as additional information on disposal of unused medicines.

-

WARNINGS]. 

protect Hydrocodone Bitartrate and Acetaminophen Tablets 
from theft or misuse.

occur even at recommended dosages [see WARNINGS]. 
-

develop.

WARNINGS]. 

-
tive effects may occur if Hydrocodone Bitartrate and 

use these concomitantly unless supervised by a health-
care provider [see WARNINGS, PRECAUTIONS; Drug 
Interactions].
Serotonin Syndrome

Acetaminophen Tablets could cause a rare but potentially 
life-threatening condition resulting from concomitant admin-
istration of serotonergic drugs. Warn patients of the symp-
toms of serotonin syndrome and to seek medical attention 

serotonergic medications [see PRECAUTIONS; Drug 
Interactions].

PRECAUTIONS; Drug Interactions].

-
-

Medication Guide

HYDROCODONE BITARTRATE 
 ACETAMINOPHEN TABLETS CII

Hydrocodone Bitartrate and Acetaminophen Tablets are:
•  A strong prescription pain medicine that contains an opioid

(narcotic) that is used to manage pain severe enough to

enough or you cannot tolerate them.
•  An opioid pain medicine that can put you at risk for over-

dose and death. Even if you take your dose correctly as

misuse that can lead to death.

Important information about Hydrocodone Bitartrate and 
Acetaminophen Tablets:

•  Get emergency help right away if you take too much
Hydrocodone Bitartrate and Acetaminophen Tablets
(overdose)

problems that can lead to death may occur.
•  

nervous system depressants (including street drugs) can cause

•  
Acetaminophen Tablets. They could die from taking it. Selling or

•  Store Hydrocodone Bitartrate and Acetaminophen Tablets

Do not take Hydrocodone Bitartrate and Acetaminophen Tablets 
if you have:

•  
•  
•  

ingredient in Hydrocodone Bitartrate and Acetaminophen Tablets.

Before taking Hydrocodone Bitartrate and Acetaminophen 
Tablets, tell your healthcare provider if you have a history of:

•

• problems urinating
• pancreas or gallbladder problems
•  

health problems.
Tell your healthcare provider if you are:

•  pregnant or planning to become pregnant. Prolonged use
of Hydrocodone Bitartrate and Acetaminophen Tablets during

that could be life-threatening if not recognized and treated.
•  breastfeeding. Hydrocodone bitartrate and acetaminophen

passes into breast milk and may harm your baby.
•  

or herbal supplements. Taking Hydrocodone Bitartrate and

serious side effects that could lead to death.
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medical attention if they experience a constellation of these 
symptoms [see WARNINGS].

Bitartrate and Acetaminophen Tablets [see DOSAGE AND 
ADMINISTRATION, WARNINGS].

patients not to discontinue hydrocodone bitartrate and acet-

DOSAGE AND ADMINISTRATION].

acetaminophen per day. Advise patients to call their pre-
scriber if they take more than the recommended dose.
Hypotension

Acetaminophen Tablets may cause orthostatic hypotension 

-

WARNINGS].
Anaphylaxis

ingredients contained in Hydrocodone Bitartrate and 

 
CONTRAINDICATIONS, ADVERSE REACTIONS].
Pregnancy

Neonatal Opioid Withdrawal Syndrome
-

longed use of Hydrocodone Bitartrate and Acetaminophen 
Tablets during pregnancy can result in neonatal opioid 

if not recognized and treated [see WARNINGS
PRECAUTIONS; Pregnancy].
Embryo-Fetal Toxicity

Hydrocodone Bitartrate and Acetaminophen Tablets can 
cause fetal harm and to inform their healthcare provider of 

PRECAUTIONS; 
Pregnancy].

Lactation
Advise nursing mothers to monitor infants for increased 

-
cal care if they notice these signs [see PRECAUTIONS; 
Nursing Mothers].

fertility are reversible [see ADVERSE REACTIONS].

Acetaminophen Tablets may impair the ability to perform 
potentially hazardous activities such as driving a car or 
operating heavy machinery. Advise patients not to perform 

-
tion [see WARNINGS].

medical attention [see ADVERSE REACTIONS, CLINICAL 
PHARMACOLOGY].
Laboratory Tests

function tests.
Drug Interactions

The concomitant use of Hydrocodone Bitartrate and 

of the hydrocodone from Hydrocodone Bitartrate and 

opioid effects. These effects could be more pronounced 

stable dose of Hydrocodone Bitartrate and Acetaminophen 
Tablets is achieved [see WARNINGS].

CLINICAL PHARMACOLOGY -

Hydrocodone Bitartrate and Acetaminophen Tablets.

of Hydrocodone Bitartrate and Acetaminophen Tablets until 
-

Hydrocodone Bitartrate and Acetaminophen Tablets dosage 

The concomitant use of Hydrocodone Bitartrate and 

the plasma concentration of hydrocodone [see CLINICAL 
PHARMACOLOGY

developed physical dependence to hydrocodone [see 
WARNINGS].

increase [see CLINICAL PHARMACOLOGY
increase or prolong both the therapeutic effects and adverse 

Hydrocodone Bitartrate and Acetaminophen Tablets dosage 

signs of respiratory depression.

Reserve concomitant prescribing of these drugs for use 

inadequate. Limit dosages and durations to the minimum 

depression and sedation [see WARNINGS].

-
-

-

oxidase (MAO) inhibitors (those intended to treat psychiatric 

[see 
PRECAUTIONS; Information for Patients].

Tablets if serotonin syndrome is suspected.

-
-
-

WARNINGS].

The use of Hydrocodone Bitartrate and Acetaminophen 

frequent titration of small doses
monitoring blood pressure and signs and
and respiratory depression. 

Analgesics
-

reduce the analgesic effect of Hydrocodone Bitartrate 

symptoms.
Advise patient to avoid concomitant use of these drugs. 
Muscle Relaxants
Hydrocodone Bitartrate and Acetaminophen Tablets may 
enhance the neuromuscular blocking action of skeletal 
muscle relaxants and produce an increased degree of respi-
ratory depression.

of respiratory depression that may be greater than other-

relaxant as necessary.

release of antidiuretic hormone.

increase the dosage of the diuretic as needed.

The concomitant use of anticholinergic drugs may increase 

may lead to paralytic ileus.

symptoms of urinary retention or reduced gastric motility 

are 
Drug/Laboratory Test Interactions
Acetaminophen may produce false-positive test results for 

Carcinogenesis, Mutagenesis, Impairment of Fertility

Long-term studies to evaluate the carcinogenic poten-
tial of the combination of Hydrocodone Bitartrate and 
Acetaminophen Tablets have not been conducted.
Long-term studies in mice and rats have been completed 

-

-
-

onstrated equivocal evidence of carcinogenic activity based 
on increased incidences of mononuclear cell leukemia at  

 

-
ity in male rats that received up to 0.7 times or mice at up 

comparison.
Mutagenisis

-

-
gesting a threshold effect.

-

-

on a body surface area comparison.

the percentage of abnormal sperm in mice consuming 1.78 

-

-
phen near the upper limit of daily dosing.
Published studies in rodents report that oral acetaminophen 
treatment of male animals at doses that are 1.2 times the 

-

in females given the same doses. These effects appear to 
-

ADVERSE REACTIONS].
Pregnancy 
Teratogenic Effects

-

Tablets should be used during pregnancy only if the poten-

Nonteratogenic Effects

Prolonged use of opioid analgesics during pregnancy for 
medical or nonmedical purposes can result in physical 

syndrome shortly after birth.
-

manage accordingly [see WARNINGS].
Labor or Delivery
Opioids cross the placenta and may produce respiratory 
depression and psycho-physiologic effects in neonates. 

for reversal of opioid-induced respiratory depression in 
the neonate. Hydrocodone Bitartrate and Acetaminophen 

-

labor. Monitor neonates exposed to opioid analgesics 
during labor for signs of excess sedation and respiratory 
depression.
Nursing Mothers
Hydrocodone is present in human milk.

for Hydrocodone Bitartrate and Acetaminophen Tablets and 
any potential adverse effects on the breastfed infant from 
Hydrocodone Bitartrate and Acetaminophen Tablets or from 
the underlying maternal condition.

Acetaminophen Tablets through breast milk should be 
monitored for excess sedation and respiratory depression. 

Pediatric Use
Safety and effectiveness of Hydrocodone Bitartrate and 
Acetaminophen Tablets in pediatric patients have not been 
established.

Geriatric Use

sensitivity to Hydrocodone Bitartrate and Acetaminophen 

-
ease or other drug therapy.
Respiratory depression is the chief risk for elderly patients 

-

other agents that depress respiration. Titrate the dosage 
of Hydrocodone Bitartrate and Acetaminophen Tablets 

central nervous system and respiratory depression [see 
WARNINGS].

-
-

renal function. Because elderly patients are more likely to 

Hepatic Impairment

-

depression and sedation.
Renal Impairment

-

depression and sedation.
ADVERSE REACTIONS

post approval use of hydrocodone and acetaminophen tab-
lets. Because these reactions are reported voluntarily from a 

-
ably estimate their frequency or establish a causal relation-
ship to drug exposure. 
The most frequently reported adverse reactions are light-

Other adverse reactions include:
Central Nervous System 

changes.
Gastrointestinal System 
Genitourinary System 

Special Senses -

chronic overdose.
Dermatological 

Hematological
•  Serotonin syndrome

-
tonergic drugs.

•   
-

ing greater than one month of use.
•  Anaphylaxis

ingredients contained in Hydrocodone Bitartrate and 
Acetaminophen Tablets.

• 

CLINICAL PHARMACOLOGY].
DRUG ABUSE AND DEPENDENCE
Controlled Substance
Hydrocodone Bitartrate and Acetaminophen Tablets contain 

Abuse
Hydrocodone Bitartrate and acetaminophen tablets contain 

-

WARNINGS].

analgesic products carries the risk of addiction even under 
appropriate medical use.
Prescription drug abuse is the intentional non-therapeutic 

-
chological or physiological effects.

physiological phenomena that develop after repeated sub-

records or contact information for other treating healthcare 

to obtain additional prescriptions) is common among drug 
abusers and people suffering from untreated addiction. 

Abuse and addiction are separate and distinct from physical 
dependence and tolerance. Healthcare providers should be 

-
rent tolerance and symptoms of physical dependence in 

absence of true addiction.

other 
-

advised.
-
-

ing and storage are appropriate measures that help to limit 
abuse of opioid drugs.

Acetaminophen Tablets
Hydrocodone bitartrate and acetaminophen tablets are for 
oral use only. Hydrocodone bitartrate and acetaminophen 
tablets pose a risk of overdose and death. The risk is 

nervous system depressants.
-

Dependence
Both tolerance and physical dependence can develop dur-
ing chronic opioid therapy. Tolerance is the need for increas-

analgesia (in the absence of disease progression or other 
external factors). Tolerance may occur to both the desired 

rates for different effects.

-

also may be precipitated through the administration of 

-

buprenorphine). Physical dependence may not occur to a 

of continued opioid usage.

acetaminophen tablets in a patient physically dependent 
on opioids. Rapid tapering of hydrocodone bitartrate and 
acetaminophen tablets in a patient physically dependent on 

-

-

for abuse. 
When discontinuing hydrocodone bitartrate and acetamino-

-
codone bitartrate and acetaminophen tablets the patient 

and psychological attributes of the patient. To improve the 

analgesic taper [see DOSAGE AND ADMINISTRATION
WARNINGS].

-
PRECAUTIONS; 

Pregnancy].
OVERDOSAGE

hydrocodone or acetaminophen.

Acetaminophen Tablets can be manifested by respiratory 

-

Acetaminophen

most serious adverse effect of acetaminophen overdosage. 

defects may also occur.

-
ity may not be apparent until 48 to 72 hours post-ingestion.
Treatment of Overdose
Hydrocodone

measures (including oxygen and vasopressors) in the man-
agement of circulatory shock and pulmonary edema as indi-

life-support techniques.

antidotes to respiratory depression resulting from opioid 
-

tory depression secondary to Hydrocodone Bitartrate and 

antagonist. Opioid antagonists should not be administered 
-

tory depression secondary to Hydrocodone Bitartrate and 
Acetaminophen Tablets overdose.
Because the duration of opioid reversal is expected to 
be less than the duration of action of hydrocodone in 

carefully monitor the patient until spontaneous respira-

-
ing information.

-
tration of the recommended usual dosage of the antagonist 

-

on the degree of physical dependence and the dose of 

serious respiratory depression in the physically dependent 

the antagonist.
Acetaminophen

decrease systemic absorption if acetaminophen inges-

hours of presentation. Serum acetaminophen levels should 
be obtained immediately if the patient presents 4 hours or 
more after ingestion to assess potential risk of hepatotox-

ingestion may be misleading. To obtain the best possible 
-

preclude oral administration.
-

cation. Procedures to limit the continuing absorption of 
the drug must be readily performed since the hepatic 

intoxication.
DOSAGE AND ADMINISTRATION
Important Dosage and Administration Instructions

WARNINGS].

WARNINGS].
-

[see WARNINGS].
Initial Dosage

Acetaminophen Tablets

5 mg/325 mg The usual adult dosage is one 

hours as needed for pain. The 
total daily dosage should not 
exceed 8 tablets.

7.5 mg/325 mg 
10 mg/325 mg

The usual adult dosage is one 
tablet every four to six hours 
as needed for pain. The total 
daily dosage should not exceed 
6 tablets.

and Acetaminophen Tablets
There is inter-patient variability in the potency of opioid 

-
age of Hydrocodone Bitartrate and Acetaminophen Tablets. 

Bitartrate and Acetaminophen Tablets dosage than to 
overestimate the 24-hour Hydrocodone Bitartrate and 
Acetaminophen Tablets dosage and manage an adverse 
reaction due to overdose.

Acetaminophen Tablets to Extended-Release Hydrocodone 
The relative bioavailability of hydrocodone from 
Hydrocodone Bitartrate and Acetaminophen Tablets 
compared to extended-release hydrocodone products is 

be accompanied by close observation for signs of excessive 
sedation and respiratory depression.

Titration and Maintenance of Therapy

Acetaminophen Tablets to a dose that provides adequate 

reevaluate patients receiving Hydrocodone Bitartrate and 
Acetaminophen Tablets to assess the maintenance of pain 

or misuse [see WARNINGS

-

initial titration.

attempt to identify the source of increased pain before 
increasing the Hydrocodone Bitartrate and Acetaminophen 

management of pain and opioid-related adverse reactions.
Safe Reduction or Discontinuation of Hydrocodone 
Bitartrate and Acetaminophen Tablets

dependent on opioids. Rapid discontinuation of opioid anal-

for abuse. Patients may also attempt to treat their pain or 

other substances.
When a decision has been made to decrease the dose or 
discontinue therapy in an opioid-dependent patient taking 

-
ing the dose of hydrocodone bitartrate and acetamino-

to ensure ongoing care of the patient and to agree on an 

patient and provider goals and expectations are clear and 
realistic. When opioid analgesics are being discontinued 

substance use disorder. Treatment should include evidence-

a specialist.
There are no standard opioid tapering schedules that are 
suitable for all patients. Good clinical practice dictates a 

-
-

for briefer periods of time may tolerate a more rapid taper.
-

age strengths to accomplish a successful taper. Reassess 
-

-

a period of time or raise the dose of the opioid analgesic to 

-

-

analgesic taper. A multimodal approach to pain manage-

-
gesic [see WARNINGS/Withdrawal DRUG ABUSE AND 
DEPENDENCE].
HOW SUPPLIED
Hydrocodone Bitartrate and Acetaminophen Tablets, 
USP are supplied as: 
Hydrocodone Bitartrate and Acetaminophen Tablets, 
USP 5 mg/325 mg 

-

Hydrocodone Bitartrate and Acetaminophen Tablets, 
USP 7.5 mg/325 mg 

Hydrocodone Bitartrate and Acetaminophen Tablets, 
USP 10 mg/325 mg 

Room Temperature].

Store hydrocodone bitartrate and acetaminophen tablets 
securely and dispose of properly [see PRECAUTIONS/ 
Information for Patients].

Par Pharmaceutical

R28

When taking Hydrocodone Bitartrate and Acetaminophen 
Tablets:

•  
Acetaminophen Tablets exactly as prescribed by your healthcare

needed.
•  Take your prescribed dose every four to six hours as needed for

pain.

•  
take your next dose at your usual time.

•  
control your pain.

•  

healthcare provider.
•  

medicines.

While taking Hydrocodone Bitartrate and Acetaminophen Tablets 
DO NOT:

•  
Hydrocodone Bitartrate and Acetaminophen Tablets affects you.
Hydrocodone Bitartrate and Acetaminophen Tablets can make

•  
that contain alcohol. Using products containing alcohol during

may cause you to overdose and die.

The possible side effects of Hydrocodone Bitartrate and 
Acetaminophen Tablets:

•  

have any of these symptoms and they are severe.
Get emergency medical help if you have:

•  

changes such as confusion.
These are not all the possible side effects of Hydrocodone Bitartrate 

1088. For more information go to dailymed.nlm.nih.gov.

 Par Pharmaceutical
1-800-828-9393

This Medication Guide has been approved  
by the U.S. Food and Drug Administration.                         
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