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Nursing Mothers: Acetaminophen is excreted in breast milk in small amounts, but the 
significance of its effects on nursing infants is not known. It is not known whether
hydrocodone is excreted in human milk. Because many drugs are excreted in human milk
and because of the potential for serious adverse reactions in nursing infants from
hydrocodone and acetaminophen, a decision should be made whether to discontinue 
nursing or to discontinue the drug, taking into account the importance of the drug to the
mother.

Pediatric Use: Safety and effectiveness in pediatric patients have not been established.

Geriatric Use: Clinical studies of hydrocodone bitartrate 5 mg and acetaminophen 
500 mg did not include sufficient numbers of subjects aged 65 and over to determine
whether they respond differently from younger subjects. Other reported clinical experience
has not identified differences in responses between the elderly and younger patients. In 
general, dose selection for an elderly patient should be cautious, usually starting at the low
end of the dosing range, reflecting the greater frequency of decreased hepatic, renal, or 
cardiac function, and of concomitant disease or other drug therapy.
Hydrocodone and the major metabolites of acetaminophen are known to be substantially
excreted by the kidney. Thus the risk of toxic reactions may be greater in patients with
impaired renal function due to the accumulation of the parent compound and/or 
metabolites in the plasma. Because elderly patients are more likely to have decreased renal
function, care should be taken in dose selection, and it may be useful to monitor renal 
function.
Hydrocodone may cause confusion and over-sedation in the elderly; elderly patients 
generally should be started on low doses of hydrocodone bitartrate and acetaminophen
tablets and observed closely.

ADVERSE REACTIONS
The most frequently reported adverse reactions are lightheadedness, dizziness, sedation,
nausea, and vomiting. These effects seem to be more prominent in ambulatory than in 
nonambulatory patients, and some of these adverse reactions may be alleviated if the patient
lies down.
Other adverse reactions include:

Central Nervous System: Drowsiness, mental clouding, lethargy, impairment of mental and
physical performance, anxiety, fear, dysphoria, psychic dependence, and mood changes.

Gastrointestinal System: Prolonged administration of hydrocodone bitartrate and 
acetaminophen tablets may produce constipation.

Genitourinary System: Ureteral spasm, spasm of vesical sphincters, and urinary retention
have been reported with opiates.

Respiratory Depression: Hydrocodone bitartrate may produce dose-related respiratory
depression by acting directly on the brain stem respiratory center (see OVERDOSAGE).

Special Senses: Cases of hearing impairment or permanent loss have been reported 
predominantly in patients with chronic overdose.

Dermatological: Skin rash, pruritus.
The following adverse drug events may be borne in mind as potential effects of 
acetaminophen: allergic reactions, rash, thrombocytopenia, agranulocytosis.
Potential effects of high dosage are listed in the OVERDOSAGE section.

DRUG ABUSE AND DEPENDENCE
Controlled Substance: Hydrocodone Bitartrate and Acetaminophen Tablets are classified as
a Schedule II controlled substance.

Abuse and Dependence: Psychic dependence, physical dependence, and tolerance may
develop upon repeated administration of narcotics; therefore, this product should be 
prescribed and administered with caution. However, psychic dependence is unlikely to 
develop when hydrocodone bitartrate and acetaminophen tablets are used for a short time
for the treatment of pain.
Physical dependence, the condition in which continued administration of the drug is required
to prevent the appearance of a withdrawal syndrome, assumes clinically significant 
proportions only after several weeks of continued narcotic use, although some mild degree
of physical dependence may develop after a few days of narcotic therapy. Tolerance, in which
increasingly large doses are required in order to produce the same degree of analgesia, is
manifested initially by a shortened duration of analgesic effect, and subsequently by 
decreases in the intensity of analgesia. The rate of development of tolerance varies among
patients.

OVERDOSAGE
Following an acute overdosage, toxicity may result from hydrocodone or acetaminophen.
Signs and Symptoms
Hydrocodone: Serious overdose with hydrocodone is characterized by respiratory 
depression (a decrease in respiratory rate and/or tidal volume, Cheyne-Stokes respiration,
cyanosis), extreme somnolence progressing to stupor or coma, skeletal muscle flaccidity,
cold and clammy skin, and sometimes bradycardia and hypotension. In severe overdosage,
apnea, circulatory collapse, cardiac arrest and death may occur.
Acetaminophen: In acetaminophen overdosage: dose-dependent, potentially fatal hepatic
necrosis is the most serious adverse effect. Renal tubular necrosis, hypoglycemic coma and
coagulation defects may also occur. Early symptoms following a potentially hepatotoxic 
overdose may include: nausea, vomiting, diaphoresis and general malaise. Clinical and 
laboratory evidence of hepatic toxicity may not be apparent until 48 to 72 hours post-
ingestion.

Treatment: A single or multiple drug overdose with hydrocodone and acetaminophen is a
potentially lethal polydrug overdose, and consultation with a regional poison control center
is recommended. Immediate treatment includes support of cardiorespiratory function and
measures to reduce drug absorption. Oxygen, intravenous fluids, vasopressors, and other
supportive measures should be employed as indicated. Assisted or controlled ventilation
should also be considered. 

For hydrocodone overdose, primary attention should be given to the reestablishment of 
adequate respiratory exchange through provision of a patent airway and the institution of
assisted or controlled ventilation. The narcotic antagonist naloxone hydrochloride is a 
specific antidote against respiratory depression which may result from overdosage or 
unusual sensitivity to narcotics, including hydrocodone. Since the duration of action of
hydrocodone may exceed that of the antagonist, the patient should be kept under 
continued surveillance, and repeated doses of the antagonist should be administered as
needed to maintain adequate respiration. A narcotic antagonist should not be administered
in the absence of clinically significant respiratory or cardiovascular depression. 

Gastric decontamination with activated charcoal should be administered just prior to 
N-acetylcysteine (NAC) to decrease systemic absorption if acetaminophen ingestion is
known or suspected to have occurred within a few 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 hepatotoxicity; acetaminophen levels drawn less
than 4 hours post-ingestion may be misleading. To obtain the best possible outcome, NAC
should be administered as soon as possible where impending or evolving liver injury is 
suspected. Intravenous NAC may be administered when circumstances preclude oral 
administration. 

Vigorous supportive therapy is required in severe intoxication. Procedures to limit the 
continuing absorption of the drug must be readily performed since the hepatic injury is dose
dependent and occurs early in the course of intoxication. 

DOSAGE AND ADMINISTRATION
Dosage should be adjusted according to the severity of the pain and the response of the
patient. However, it should be kept in mind that tolerance to hydrocodone can develop with
continued use and that the incidence of untoward effects is dose related.

HOW SUPPLIED
Hydrocodone Bitartrate and Acetaminophen Tablets USP are available as:

2.5 mg/325 mg 2.5 mg hydrocodone bitartrate and 325 mg acetaminophen, 
capsule-shaped, white tablets, debossed with 2171 on one side, 
supplied in bottles of 100 and 500.

Store at 20° to 25°C (68° to 77°F) [See USP Controlled Room Temperature].
Dispense in a tight, light-resistant container with a child-resistant closure.

Manufactured by:
Watson Laboratories, Inc.
Corona, CA 92880 USA

Distributed by:
Watson Pharma, Inc.
Parsippany, NJ 07054 USA

Revised: August 2014 220986-1

2.5 mg/325 mg The usual adult dosage is one or two tablets every four to six hours
as needed for pain. The total daily dosage should not exceed 8 tablets.
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and because of the potential for serious adverse reactions in nursing infants from
hydrocodone and acetaminophen, a decision should be made whether to discontinue 
nursing or to discontinue the drug, taking into account the importance of the drug to the
mother.
Pediatric Use: Safety and effectiveness in pediatric patients have not been established.
Geriatric Use: Clinical studies of hydrocodone bitartrate 5 mg and acetaminophen 500 mg
did not include sufficient numbers of subjects aged 65 and over to determine whether they
respond differently from younger subjects. Other reported clinical experience has not 
identified differences in responses between the elderly and younger patients. In general, dose
selection for an elderly patient should be cautious, usually starting at the low end of the 
dosing range, reflecting the greater frequency of decreased hepatic, renal, or cardiac 
function, and of concomitant disease or other drug therapy.
Hydrocodone and the major metabolites of acetaminophen are known to be substantially
excreted by the kidney. Thus the risk of toxic reactions may be greater in patients with
impaired renal function due to the accumulation of the parent compound and/or 
metabolites in the plasma. Because elderly patients are more likely to have decreased renal
function, care should be taken in dose selection, and it may be useful to monitor renal 
function.
Hydrocodone may cause confusion and over-sedation in the elderly; elderly patients 
generally should be started on low doses of hydrocodone bitartrate and acetaminophen
tablets and observed closely.
ADVERSE REACTIONS
The most frequently reported adverse reactions are lightheadedness, dizziness, sedation,
nausea, and vomiting. These effects seem to be more prominent in ambulatory than in 
nonambulatory patients, and some of these adverse reactions may be alleviated if the patient
lies down.
Other adverse reactions include:
Central Nervous System: Drowsiness, mental clouding, lethargy, impairment of mental and
physical performance, anxiety, fear, dysphoria, psychic dependence, and mood changes.
Gastrointestinal System: Prolonged administration of hydrocodone bitartrate and 
acetaminophen tablets may produce constipation.
Genitourinary System: Ureteral spasm, spasm of vesical sphincters, and urinary retention
have been reported with opiates.
Respiratory Depression: Hydrocodone bitartrate may produce dose-related respiratory
depression by acting directly on the brain stem respiratory center (see OVERDOSAGE).
Special Senses: Cases of hearing impairment or permanent loss have been reported 
predominantly in patients with chronic overdose.
Dermatological: Skin rash, pruritus.
The following adverse drug events may be borne in mind as potential effects of 
acetaminophen: allergic reactions, rash, thrombocytopenia, agranulocytosis.
Potential effects of high dosage are listed in the OVERDOSAGE section.
DRUG ABUSE AND DEPENDENCE
Controlled Substance: Hydrocodone Bitartrate and Acetaminophen Tablets are classified as
a Schedule II controlled substance.
Abuse and Dependence: Psychic dependence, physical dependence, and tolerance may
develop upon repeated administration of narcotics; therefore, this product should be 
prescribed and administered with caution. However, psychic dependence is unlikely to 
develop when hydrocodone bitartrate and acetaminophen tablets are used for a short time
for the treatment of pain.
Physical dependence, the condition in which continued administration of the drug is required
to prevent the appearance of a withdrawal syndrome, assumes clinically significant 
proportions only after several weeks of continued narcotic use, although some mild degree
of physical dependence may develop after a few days of narcotic therapy. Tolerance, in which
increasingly large doses are required in order to produce the same degree of analgesia, is
manifested initially by a shortened duration of analgesic effect, and subsequently by 
decreases in the intensity of analgesia. The rate of development of tolerance varies among
patients.
OVERDOSAGE
Following an acute overdosage, toxicity may result from hydrocodone or acetaminophen.

Signs and Symptoms
Hydrocodone: Serious overdose with hydrocodone is characterized by respiratory 
depression (a decrease in respiratory rate and/or tidal volume, Cheyne-Stokes respiration,
cyanosis), extreme somnolence progressing to stupor or coma, skeletal muscle flaccidity,
cold and clammy skin, and sometimes bradycardia and hypotension. In severe overdosage,
apnea, circulatory collapse, cardiac arrest and death may occur.

Acetaminophen: In acetaminophen overdosage: dose-dependent, potentially fatal hepatic
necrosis is the most serious adverse effect. Renal tubular necrosis, hypoglycemic coma and
coagulation defects may also occur. Early symptoms following a potentially hepatotoxic 
overdose may include: nausea, vomiting, diaphoresis and general malaise. Clinical and 
laboratory evidence of hepatic toxicity may not be apparent until 48 to 72 hours post-
ingestion.

Treatment: A single or multiple drug overdose with hydrocodone and acetaminophen is a
potentially lethal polydrug overdose, and consultation with a regional poison control center
is recommended. Immediate treatment includes support of cardiorespiratory function and
measures to reduce drug absorption. Oxygen, intravenous fluids, vasopressors, and other
supportive measures should be employed as indicated. Assisted or controlled ventilation
should also be considered. 

For hydrocodone overdose, primary attention should be given to the reestablishment of 
adequate respiratory exchange through provision of a patent airway and the institution of
assisted or controlled ventilation. The narcotic antagonist naloxone hydrochloride is a 

specific antidote against respiratory depression which may result from overdosage or 
unusual sensitivity to narcotics, including hydrocodone. Since the duration of action of
hydrocodone may exceed that of the antagonist, the patient should be kept under continued
surveillance, and repeated doses of the antagonist should be administered as needed to
maintain adequate respiration. A narcotic antagonist should not be administered in the
absence of clinically significant respiratory or cardiovascular depression. 

Gastric decontamination with activated charcoal should be administered just prior to 
N-acetylcysteine (NAC) to decrease systemic absorption if acetaminophen ingestion is
known or suspected to have occurred within a few 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 hepatotoxicity; acetaminophen levels drawn less
than 4 hours post-ingestion may be misleading. To obtain the best possible outcome, NAC
should be administered as soon as possible where impending or evolving liver injury is 
suspected. Intravenous NAC may be administered when circumstances preclude oral 
administration. 

Vigorous supportive therapy is required in severe intoxication. Procedures to limit the 
continuing absorption of the drug must be readily performed since the hepatic injury is dose
dependent and occurs early in the course of intoxication. 

DOSAGE AND ADMINISTRATION
Dosage should be adjusted according to the severity of the pain and the response of the
patient. However, it should be kept in mind that tolerance to hydrocodone can develop with
continued use and that the incidence of untoward effects is dose related.

HOW SUPPLIED
Hydrocodone Bitartrate and Acetaminophen Tablets USP are available in the following
strengths:

7.5 mg/325 mg 7.5 mg hydrocodone bitartrate and 325 mg acetaminophen, capsule-
 shaped, white tablets bisected on one side and debossed with WATSON
3203 on the other side, supplied in bottles of 100 and 500.

10 mg/325 mg 10 mg hydrocodone bitartrate and 325 mg acetaminophen, capsule-
shaped, white tablets bisected on one side and debossed with WATSON
853 on the other side, supplied in bottles of 100 and 500.

Store at 20° to 25°C (68° to 77°F) [See USP Controlled Room Temperature].
Dispense in a tight, light-resistant container with a child-resistant closure.

Manufactured by:
Watson Laboratories, Inc.
Corona, CA 92880 USA

Distributed by:
Watson Pharma, Inc.
Parsippany, NJ 07054 USA

Revised: August 2014 222108-1

7.5 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.

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.
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Pediatric Use: Safety and effectiveness in pediatric patients have not been established.
Geriatric Use: Clinical studies of hydrocodone bitartrate 5 mg and acetaminophen 
500 mg did not include sufficient numbers of subjects aged 65 and over to determine
whether they respond differently from younger subjects. Other reported clinical 
experience has not identified differences in responses between the elderly and younger
patients. In general, dose selection for an elderly patient should be cautious, usually 
starting at the low end of the dosing range, reflecting the greater frequency of decreased
hepatic, renal, or cardiac function, and of concomitant disease or other drug therapy.
Hydrocodone and the major metabolites of acetaminophen are known to be substantially
excreted by the kidney. Thus the risk of toxic reactions may be greater in patients with
impaired renal function due to the accumulation of the parent compound and/or 
metabolites in the plasma. Because elderly patients are more likely to have decreased renal
function, care should be taken in dose selection, and it may be useful to monitor renal 
function.
Hydrocodone may cause confusion and over-sedation in the elderly; elderly patients 
generally should be started on low doses of hydrocodone bitartrate and acetaminophen
tablets and observed closely.
ADVERSE REACTIONS
The most frequently reported adverse reactions are lightheadedness, dizziness, sedation,
nausea and vomiting. These effects seem to be more prominent in ambulatory than in non-
ambulatory patients, and some of these adverse reactions may be alleviated if the patient lies
down.
Other adverse reactions include:
Central Nervous System: Drowsiness, mental clouding, lethargy, impairment of mental and
physical performance, anxiety, fear, dysphoria, psychic dependence, mood changes.
Gastrointestinal System: Prolonged administration of NORCO® may produce constipation.
Genitourinary System: Ureteral spasm, spasm of vesical sphincters and urinary retention
have been reported with opiates.
Respiratory Depression: Hydrocodone bitartrate may produce dose-related respiratory
depression by acting directly on the brain stem respiratory centers (see OVERDOSAGE).
Special Senses: Cases of hearing impairment or permanent loss have been reported 
predominantly in patients with chronic overdose.
Dermatological: Skin rash, pruritus.
The following adverse drug events may be borne in mind as potential effects of 
acetaminophen: allergic reactions, rash, thrombocytopenia, agranulocytosis. Potential
effects of high dosage are listed in the OVERDOSAGE section.
DRUG ABUSE AND DEPENDENCE
Controlled Substance: NORCO® is classified as a Schedule II controlled substance.
Abuse and Dependence: Psychic dependence, physical dependence, and tolerance may
develop upon repeated administration of narcotics; therefore, this product should be 
prescribed and administered with caution. However, psychic dependence is unlikely to 
develop when NORCO® is used for a short time for the treatment of pain.
Physical dependence, the condition in which continued administration of the drug is required
to prevent the appearance of a withdrawal syndrome, assumes clinically significant 
proportions only after several weeks of continued narcotic use, although some mild degree
of physical dependence may develop after a few days of narcotic therapy. Tolerance, in which
increasingly large doses are required in order to produce the same degree of analgesia, is
manifested initially by a shortened duration of analgesic effect, and subsequently by 
decreases in the intensity of analgesia. The rate of development of tolerance varies among
patients.
OVERDOSAGE
Following an acute overdosage, toxicity may result from hydrocodone or acetaminophen.
Signs and Symptoms:
Hydrocodone: Serious overdose with hydrocodone is characterized by respiratory depression (a
decrease in respiratory rate and/or tidal volume, Cheyne Stokes respiration, cyanosis), extreme
somnolence progressing to stupor or coma, skeletal muscle flaccidity, cold and clammy skin,
and sometimes bradycardia and hypotension. In severe overdosage, apnea, circulatory collapse,
cardiac arrest and death may occur.
Acetaminophen: In acetaminophen overdosage: dose-dependent, potentially fatal hepatic
necrosis is the most serious adverse effect. Renal tubular necrosis, hypoglycemic coma, and
coagulation defects may also occur. Early symptoms following a potentially hepatotoxic 
overdose may include: nausea, vomiting, diaphoresis and general malaise. Clinical and 
laboratory evidence of hepatic toxicity may not be apparent until 48 to 72 hours post-
ingestion.
Treatment: A single or multiple drug overdose with hydrocodone and acetaminophen is a
potentially lethal polydrug overdose, and consultation with a regional poison control center
is recommended. Immediate treatment includes support of cardiorespiratory function and
measures to reduce drug absorption. Oxygen, intravenous fluids, vasopressors, and other
supportive measures should be employed as indicated. Assisted or controlled ventilation
should also be considered.  
For hydrocodone overdose, primary attention should be given to the reestablishment of 
adequate respiratory exchange through provision of a patent airway and the institution of
assisted or controlled ventilation. The narcotic antagonist naloxone hydrochloride is a 
specific antidote against respiratory depression which may result from overdosage or 
unusual sensitivity to narcotics, including hydrocodone. Since the duration of action of
hydrocodone may exceed that of the antagonist, the patient should be kept under continued
surveillance, and repeated doses of the antagonist should be administered as needed to
maintain adequate respiration.  A narcotic antagonist should not be administered in the
absence of clinically significant respiratory or cardiovascular depression.
Gastric decontamination with activated charcoal should be administered just prior to 
N-acetylcysteine (NAC) to decrease systemic absorption if acetaminophen ingestion is
known or suspected to have occurred within a few 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 hepatotoxicity; acetaminophen levels drawn less
than 4 hours post-ingestion may be misleading.  To obtain the best possible outcome, NAC
should be administered as soon as possible where impending or evolving liver injury is 
suspected.  Intravenous NAC may be administered when circumstances preclude oral 
administration.
Vigorous supportive therapy is required in severe intoxication.  Procedures to limit the 
continuing absorption of the drug must be readily performed since the hepatic injury is dose
dependent and occurs early in the course of intoxication. 
DOSAGE AND ADMINISTRATION
Dosage should be adjusted according to the severity of the pain and the response of the
patient. However, it should be kept in mind that tolerance to hydrocodone can develop with
continued use and that the incidence of untoward effects is dose related.
NORCO® 7.5/325 and NORCO® 10/325 - The usual adult dosage is one tablet every four to
six hours as needed for pain. The total daily dose should not exceed 6 tablets.
HOW SUPPLIED
NORCO® 7.5/325 is available as capsule-shaped, white tablets bisected on one side and
debossed with “NORCO 729” on the other side. Each tablet contains 7.5 mg hydrocodone
bitartrate and 325 mg acetaminophen. They are supplied in bottles of 100 and 500.
NORCO® 10/325 is available as capsule-shaped, white tablets bisected on one side and
debossed with “NORCO 539” on the other side. Each tablet contains 10 mg hydrocodone
bitartrate and 325 mg acetaminophen. They are supplied in bottles of 100 and 500.
Store at 20° to 25°C (68° to 77°F) [See USP Controlled Room Temperature].
Dispense in a tight, light-resistant container with a child-resistant closure.

Manufactured by:
Watson Laboratories, Inc.
Corona, CA 92880 USA

Distributed by:
Watson Pharma, Inc.
Parsippany, NJ 07054 USA

Revised: August 2014 222113-1
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