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White, scored Dye Free 

Tablet

INGREDIENTS 
Chlorpheniramine Tannate......................... 12mg

CONTRAINDICATIONS
Hypersensitivity to any of the ingredients. Do not use
in patients receiving MAO inhibitors (See
PRECAUTIONS: Drug Interactions). Antihistamines
should not be used to treat lower respiratory tract
conditions including asthma.
WARNINGS
Do not exceed recommended dosage. If nervousness,
dizziness, or sleeplessness occurs, discontinue use
and consult a physician. If symptoms do not improve
within 7 days or are accompanied by fever, consult a
physician. Do not take this product if you have heart
disease, high blood pressure, thyroid disease, diabetes
or difficulty in urination due to enlargement of prostate
gland unless directed by a physician.
Chlorpheniramine tannate should be used with
extreme caution in patients with stenosing peptic ulcer,
pyloroduodenal obstruction, or bladder neck

obstruction. Due to its mild atropine-like action,
chlorpheniramine tannate should be used cautiously in
patients with bronchial asthma. Do not take this
product, unless directed by a physician, if you have a
breathing problem such as emphysema or chronic
bronchitis, or if you have glaucoma. Especially in
infants and small children, antihistamines in
overdosage may cause hallucinations, convulsions,
and death. Antihistamines may diminish mental
alertness. In young children they may produce
excitation.
PRECAUTIONS
Information for patients: May cause drowsiness,
alcohol, sedatives, and tranquilizers may increase the
drowsiness affect. Avoid alcoholic beverages while
taking this product. Do not take this product if you are
taking sedatives or tranquilizers, without first
consulting your physician. Use caution when driving a

motor vehicle or operating machinery.
Drug Interactions: Do not use in patients receiving
prescription monoamine oxidase inhibitors (MAOI)
(certain drugs for depression, psychiatric, or
emotional conditions, or Parkinson’s disease), or for 2
weeks after stopping the MAOI drug. If you do not
know if your prescription drug contains an MAOI, ask
a doctor or pharmacist before taking this product.
MAO inhibitors also prolong and intensify the
anticholinergic effects of antihistamines.
Sympathomimetics may reduce the antihypertensive
effect of methyldopa, reserpine, veratrum alkaloids and
mecamylamine. Alcohol and other sedative drugs will
potentiate the sedative effects of chlorpheniramine
tannate. Care should be taken in administering this
product concomitantly with other sympathomimetic
amines since their combined affects on the
cardiovascular system may be harmful to the patient.
Pregnancy: Pregnancy Category C: Animal

reproduction studies have not been conducted with
this product. It is not known whether this medication
can cause fetal harm when administered to a pregnant
woman or affect reproduction capacity. This product
should be given to a pregnant woman only if clearly
needed.
Nursing Mothers: Due to the possible passage of
chlorpheniramine tannate into breast milk, and,
because of the higher than usual risk for infants from
sympathomimetic amines and antihistamines, the
benefit to the mother vs. the potential risk should be
considered and a decision should be made whether to
discontinue nursing or to discontinue the drug.
ADVERSE REACTIONS:
Chlorpheniramine tannate; slight to moderate
drowsiness may occur and is the most frequent side
effect. Other possible side effects of antihistamines in
general include:

General: urticaria, drug rash, anaphylactic shock,
photosensitivity, excessive perspiration, chills, dryness
of mouth, nose and throat.
Cardiovascular: hypotension, headache, palpitation,
tachycardia, extra systoles.
Hematologic: hemolytic anemia, thrombocytopenia,
agranulocytosis.
CNS: sedation, dizziness, disturbed coordination,
fatigue, confusion, restlessness, excitation,
nervousness, tremor, irritability, insomnia, euphoria,
paresthesia, blurred vision, diplopia, vertigo, tinnitus,
hysteria, neuritis, convulsion.
Gastrointestinal: epigastric distress, anorexia, nausea,
vomiting, diarrhea, constipation.
Genitourinary: urinary frequency, difficult urination,
urinary retention, early menses.
Respiratory: thickening of bronchial secretions,
tightness of chest, wheezing and nasal stuffiness.
[See Complete Package Insert]

CONTRAINDICATIONS
Hypersensitivity to antihistamines or sympathomimetics. 
These tablets are contraindicated in children under 12 
years of age and in patients with glaucoma, bronchial
asthma and women who are pregnant. Concomitant use 
of MAO inhibitors is contraindicated.
WARNINGS: These tablets may cause drowsiness. 
Patients should be warned of possible addictive effects 

caused by taking antihistamines with alcohol, hypnotics 
or tranquilizers.
PRECAUTIONS: These tablets contain belladonna 
alkaloids and must be administered with care to those 
patients with urinary bladder neck obstruction. Caution 
should be exercised when these tablets are given to 

patients with hypertension, cardiac or peripheral vascular 
disease or hyperthyroidism. Patients should avoid driving 
a motor vehicle or operating dangerous machinery. 
(SEE WARNINGS)
ADVERSE REACTIONS: Hypersensitivity reactions such 
as rash, urticaria, leukopenia, agranulocytosis and throm-

bocytopenia may occur. Other adverse reactions to 
these tablets may be drowsiness, lassitude, giddiness, 
dryness of the mucous membranes, tightness of
the chest, thickening of bronchial secretions, urinary 
frequency and dysuria, palpitations, tachycardia, 
hypotension/hypertension, faintness, dizziness, 
tinnitus, headache, incoordination, visual disturbances, 

mydriasis, xerostomia, blurred vision, anorexia, nausea, 
vomiting, diarrhea, constipation, epigastric distress, 
hyperirritability, nervousness and insomnia. Large 
overdose may cause tachypnea, delirium, fever, stupor, 
coma and respiratory failure.
[See Complete Package Insert]

INGREDIENTS 
Pseudoephedrine HCl...............................90mg
Chlorpheniramine Maleate..........................8mg
Belladonna  Alkaloids.............................0.24mg
  (Hyoscyamine Sulfate, Atropine Sulfate,
  Scopolamine HBr).

CONTRAINDICATIONS
Patients with hypersensitivity or idiosyncrasy
to any of its ingredients. Do not use in newborn infants, 
premature infants, in nursing mothers, in patients with 
severe hypertension, severe coronary artery disease, 
ischemic heat disease, or in those receiving monoamine 
oxidase (MAO) inhibitors. Z-TUSS™ AC should not 
be used during pregnancy or in nursing mothers. 
Antihistamines are contraindicated in patients with 
narrowangle glaucoma, urinary retention, peptic ulcer, 
and during an asthma attack. Antihistamines should 
not be used to treat lower respiratory tract conditions 
including asthma.
WARNINGS: May cause excitability especially in children. 
Do not take this product, unless directed by a doctor, if 
you have a breathing problem such as emphysema or 
chronic bronchitis, or if you have glaucoma or difficulty in 
urination due to enlargement of the prostate gland. May 
cause drowsiness; alcohol, sedatives, and tranquilizers 
may increase the drowsiness effect. Avoid alcoholic 
beverages while taking this product. Do not take this 
product if you are taking sedatives or tranquilizers, 
without first consulting your doctor. Use caution when 
driving a motor vehicle or operating machinery. Do not 
give this product to children who are taking sedatives or 

tranquilizers, without first consulting the child’s doctor. A 
persistent cough may be a sign of a serious condition. If 
cough persists for more than 1 week, tends to recur, or 
is accompanied by fever, rash, or persistent headache, 
consult a doctor. Do not take this product for persistent 
or chronic cough such as occurs with smoking, asthma, 
or emphysema, or if cough is accompanied by excessive 
phlegm (mucus) unless directed by a doctor. Adults 
and children who have a chronic pulmonary disease or 
shortness of breath, or children who are taking other 
drugs, should not take this product unless directed by a 
doctor. May cause or aggravate constipation.
Use caution when giving to children or patients with 
chronic pulmonary disease, shortness of breath, difficulty 
in breathing, asthma, emphysema, high blood pressure, 
heart disease, diabetes, thyroid disease, or difficulty in 
urination due to enlargement of the prostate gland unless 
directed by a physician.
Antihistamines may cause hyperexcitability, especially in
children. At doses higher than the recommended dose, 
nervousness, dizziness, or sleeplessness may occur. 
Especially in infants and small children, antihistamines in 
overdosage may cause hallucinations, convulsions, and 
death. If a hypertensive crisis occurs, these drugs should 
be discontinued immediately and therapy to lower blood 
pressure should be instituted immediately. Fever should 

be managed by means of external cooling.
PRECAUTIONS: General: Before prescribing medication 
to suppress or modify cough, it is important to ascertain 
that the underlying cause of cough is identified, that 
modification of cough does not increase the risk 
of clinical or physiologic complications, and that 
appropriate therapy for the primary disease is provided. 
Because of its sympathomimetic component Z-TUSS™ 
AC should be used with caution in patients with diabetes, 
hypertension, heart disease, or thyroid disease.
Information for Patients: Patients should be warned 
about engaging in activities requiring mental alertness 
and motor coordination, such as driving a car or 
operating machinery. Patients should be cautioned 
to get up slowly from a lying or sitting position and to 
lie down if nausea occurs. Drug Interactions: Patients 
receiving other narcotic analgesics, anti-psychotics, 
anti-anxiety agents, or other CNS depressants (including 
alcohol) concomitantly with this drug may exhibit an 
additive CNS depression. When such combined therapy 
is contemplated, the dose of one or both agents should 
be reduced. The concurrent use of anticholinergics with 
codeine may produce paralytic ileus. MAO inhibitors 
prolong and intensify the anticholinergic effects of 
antihistamines. Antihistamines may have additive 
effects with alcohol and other CNS depressants, 

e.g., hypnotics, sedatives, tranquilizers, antianxiety 
agents. Carcinogenesis, Mutagenesis, Impairment of 
Fertility: Animal studies of Z-TUSS™ AC to assess the 
carcinogenic and mutagenic potential to the effect on 
fertility have not been performed.
Use in Pregnancy: Pregnancy Category C.
Animal reproduction studies have not been conducted 
with ZTUSS ™ AC. It is also not known whether 
Z-TUSS™ AC can cause fetal harm when administered 
to a pregnant woman or can affect reproduction 
capacity. Z-TUSS™ AC should be given to a pregnant 
woman only if clearly needed. Nursing Mothers: 
Z-TUSS™ AC is contraindicated in nursing mothers.
Pediatric Use:
Not recommended for use in patients under 6 years 
of age. Geriatric Use: The elderly (60 years of age or 
older) are more likely to exhibit adverse reactions. 
Caution should be taken when prescribing this drug 
to the elderly.
ADVERSE REACTIONS: The most frequent adverse 
reactions to Z-TUSS™ AC include sedation; dryness 
of mouth, nose, and throat; thickening of bronchial 
secretions; dizziness. Other adverse reactions may 
include: Cardiovascular System: Hypotension, 
headache, palpitations, tachycardia, extra systoles.

Dermatologic: Urticaria, drug rash, photosensitivity, 
and pruritus.
Central Nervous System: Sedation, sleepiness, 
dizziness, disturbed coordination, fatigue, confusion, 
restlessness, excitation, nervousness, tremor, irritability, 
insomnia, euphoria, paresthesias, blurred vision, 
diplopia, vertigo, tinnitus, acute labyrinthitis, hysteria, 
neuritis, convulsions.
Gastrointestinal: Epigastric distress, anorexia, nausea, 
vomiting, diarrhea, constipation.
Genitourinary: Urinary frequency, difficult urination, 
urinary retention, early menses.
Respiratory: Thickening of bronchial secretions, 
tightness of chest and wheezing, nasal stuffiness.
Hematologic System: Hemolytic anemia, 
thrombocytopenia, agranulocytosis.
DRUG ABUSE AND DEPENDANCE: Codeine may 
be habit forming and can produce drug dependence 
of the morphine type, thereby having potential for 
abuse. Psychic dependence, physical dependence and. 
tolerance may de¬velop upon repeated administration. 
Z-TUSS™ AC, a Schedule V controlled substance, is 
subject to the Federal Controlled Substance Act.

[See Complete Package Insert]

ZTusstM AC
(NDC 58407-0755-16)

Red Syrup, Cherry Flavor,
Sugar Free, Alcohol Free

INGREDIENTS 
Each teaspoonful (5 mL) contains:
Codeine Phosphate*................................... 9 mg
Chlorpheniramine Maleate........................... 2mg
*(WARNING: May be habit forming)

CONTRAINDICATIONS
Hypersensitivity to any of the ingredients in Z-TUSS™ 
DM. Because of its drying effect on lower respiratory 
secretions, Z-TUSS™ DM is not recommended in the 
treatment of bronchial asthma. The product is also 
contraindicated in patients with severe hypertension, 
severe coronary artery disease, narrow-angle glaucoma, 
urinary retention, peptic ulcer, and in patients on MAO 
inhibitor therapy.
WARNINGS
A persistent cough may be a sign of a serious condition. 
If cough persists for more than one week, tends to recur, 
or is accompanied by fever, rash, or persistent headache, 
consult a physician. Do not take this product for persistent 
or chronic cough such as occurs with smoking, asthma, 

or emphysema, or if cough is accompanied by excessive 
phlegm (mucus) unless directed by a physician.
Hypertensive crises can occur with concurrent use of 
Phenylephrine and monoamine oxidase (MAO) inhibitors, 
indomethacin or with beta-blockers and methyldopa. 
If a hypertensive crisis occurs, these drugs should be 
discontinued, and therapy to lower blood pressure 
should be instituted immediately. Fever should be 
managed by external cooling.
PRECAUTIONS
General: Because of its sympathomimetic component, 
Z-TUSS™ DM should be used judiciously and sparingly 
in patients with hypertension, diabetes, heart disease, 
increased intraocular pressure, hyperthyroidism, or 
prostatic hypertrophy. Sympathomimetics may produce 

central nervous system stimulation with convulsions or 
cardiovascular collapse with accompanying hypotension.
Drug Interactions: Guaifenesin may increase renal 
clearance for urate and thereby lower serum uric acid 
levels. Guaifenesin may produce an increase in urinary 
5-hydroxyindoleacetic acid and may therefore interfere 
with the interpretation of this test for the diagnosis of 
carcinoid syndrome. It may also falsely elevate the VMA 
test for catechols. Administration of this drug should 
be discontinued 48 hours prior to the collection of urine 
specimens for such tests.
The use of Phenylephrine with other sympathomimetic 
amines and MAO inhibitors may produce an additive 
elevation of blood pressure. MAO inhibitors may 
prolong the anticholinergic effects of antihistamines, 

Cardiovascular System: Z-TUSS™ DM should not 
be used in patients with hypotension, hypertension or 
cardiac arrhythmias.
Central Nervous System: Disturbed coordination, 
tremor, irritability, insomnia, visual disturbances, 
weakness, nervousness, convulsions, headache, 
euphoria, and dysphoria.
Gastrointestinal System: Epigastric discomfort, 
anorexia, nausea, vomiting, diarrhea or constipation.
Genitourinary System: Urinary frequency, difficult 
urination.
Respiratory System: Tightness of chest and wheezing, 
shortness of breath.
Hematologic System: Hemolytic anemia, 
thrombocytopenia, agranulocytosis.

ZTusstM DM
(NDC #58407-810-16)

Red Syrup, Raspberry Flavor,
Sugar Free, Alcohol Free

INGREDIENTS 
Each 5ml (one teaspoonful) contains:
Dextromethorphan HBr...................................15mg
Phenylephrine HCI..........................................10mg
Guaifenesin....................................................300mg

(See WARNINGS).
Carcinogenesis, Mutagenesis, Impairment of Fertility: 
Animal studies of Z-TUSS™ DM to assess the 
carcinogenic and mutagenic potential, or the effect on 
fertility have not been performed.
Usage in Pregnancy
Pregnancy Category C: Animal reproduction studies 
have not been conducted with this product. It is also 
not known whether it can cause fetal harm when 
administered to a pregnant woman or can affect 
reproduction capacity. This product should be given 
to a pregnant woman only if clearly needed, Nursing 
Mothers: Due to the possible passage of the ingredients 
into breast milk, this product should not be given to 
nursing mothers.

CONTRAINDICATIONS
This product should not be administered to patients 
who have previously exhibited hypersensitivity to 
Acetaminophen or Phenyltoloxamine Citrate.
Laboratory Tests: In patients with severe hepatic or renal 
disease, effects of therapy should be monitored with serial 
liver and/or renal function tests.
Drug/Laboratory Test Interactions: Acetaminophen may
produce false-positive test results for urinary 
5-hydroxyindoleacetic acid. The sedative effects 

of Phenyltoloxamine Citrate are additive to the CNS 
depressant effects of alcohol, hypnotics, sedatives 
and tranquilizers.
Carcinogenesis, Mutagenesis, Impairment of Fertillity:
No adequate studies have been conducted in animals 
to determine whether Phenyltoloxamine Citrate or 
Acetaminophen have a potential for carcinogenesis, 
mutagenesis, or impairment of fertility.
Pregnancy: Teratogenic Effects: Pregnancy Category C:
There are no adequate and well-controlled studies in 

pregnant women. Use during pregnancy only if the 
potential benefit justifies the potential risk to the fetus.
Nursing Mothers: Acetaminophen is excreted in breast 
milk in small amounts, but the significance of its effects 
on nursing infants is not known. Because many drugs 
are excreted in human milk and because of the potential 
for serious adverse reactions in nursing infants from 
Phenyltoloxamine Citrate and Acetaminophen, a decision 
should be made whether to discontinue nursing or to 
discontinue the drug taking into account the importance 

a physician. If pain or fever persists, if new symptoms 
occur, or if redness or swelling is present, consult a 
physician immediately because these could be signs of 
a serious condition. Do not give this product to children 
under 12 years of age for the pain of arthritis unless 
directed by a physician. May cause drowsiness; alcohol, 
sedatives and tranquilizers may increase the drowsiness 
effect. Do not take this product if you are taking 
sedatives or tranquilizers, without first consulting your 
physician. Use caution when driving a motor vehicle or 
operating machinery.

of the drug to the mother.
Pediatric Use: Safety and effectiveness in the pediatric 
population have not been established.
Dermatological: Skin rash, pruritus. The following 
adverse drug events may be borne in mind as potenial 
effects of Acetaminophen, allergic reactions, rash, 
thrombocytopenia, agranulocytosis.
WARNINGS: Do not take this product for pain for more 
than 10 days (adults) or 5 days (children), and do not 
take for fever for more than 3 days unless directed by 

C0NTRAlNDICATIONS:
This product should not be administered to patients who have previously 
exhibited hypersensitivity to hydrocodone or acetaminophen. Patients 
known to be hypersensitive to other opioids may exhibit cross sensitivity 
to hydrocodone.
WARNINGS:
Respiratory Depression: At high doses or in sensitive patients, hydrocodone 
may produce dose-related respiratory depression by acting directly on 
the brain stem respiratory center. Hydrocodone also affects the center 
that controls respiratory rhythm, and may produce irregular and periodic 
breathing. Head Injury and Increased Intracranial Pressure: The respiratory 
depressant effects of narcotics and their capacity to elevate cerebrospinal 
fluid pressure
may be markedly exaggerated in the presence of head
injury, other intracranial lesions or a preexisting increase in intracranial 
pressure. Furthermore, narcotics produce adverse reactions which may 
obscure the clinical course of patients with head injuries. The administration 
of narcotics may obscure the diagnosis or clinical course of patients with 
acute abdominal conditions.
PRECAUTIONS:
General: Special Risk Patients: As with any narcotic analgesic 
agent, STAGESIC™ should be used with caution in elderly or debilitated 
patients, and those with severe impairment of hepatic or renal function, 
hypothyroidism, Addison’s disease, prostatic hypertrophy or urethral 
stricture. The usual precautions should be observed and the possibility of 
respiratory depression should be kept in mind.
Cough Re�ex: Hydrocodone suppresses the cough reflex; as with all 

narcotics, caution should be exercised when STAGESIC™ is used 
postoperatively and in patients with pulmonary disease.
Information for Patients: Hydrocodone, like all narcotics, may impair 
mental and/or physical abilities required for the performance of potentially 
hazardous tasks such as driving a car or operating machinery; patients 
should be cautioned accordingly. Alcohol and other CNS depressants may 
produce an additive CNS depression, when taken with this combination 
product, and should be avoided. Hydrocodone may be habitforming. 
Patients should take the drug only for as long as it is prescribed, in the 
amounts prescribed, and no more frequently
than prescribed. Laboratory Tests: In patients
with severe hepatic or renal disease, effects of therapy should be 
monitored with serial liver and/or renal function tests. Drug Interactions: 
Patients receiving narcotics, antihistamines, antipsychotics, antianxiety 
agents, or other CNS depressants (including alcohol) concomitantly 
with STAGESIC™ may exhibit an additive CNS depression. When 
combined therapy is contemplated, the dose of one or both agents 
should be reduced. The use of MAO inhibitors or tricyclic antidepressants 
with hydrocodone preparations may increase the effect of either the 
antidepressant or hydrocodone.
Drug/Laboratory Test Interactions:
Acetaminophen may produce false-positive test results for urinary 
5-hydroxyindoleacetic acid. Carcinogenesis, Mutagenesis, Impairment 
of Fertility: No adequate studies have been conducted in animals to 
determine whether hydrocodone or acetaminophen have a potential for 
carcinogenesis, mutagenesis, or impairment of fertility.
Pregnancy:

Teratogenic Effects: Pregnancy Category C: There are no adequate 
and well-controlled studies in pregnant women. STAGESIC™ should be 
used during pregnancy only if the potential benefit justifies the potential 
risk to the fetus.
Nonteratogenic Effects: Babies born to mothers who have been 
taking opioids regularly prior to delivery will be physically dependent. 
The withdrawal signs include irritability and excessive crying, tremors, 
hyperactive reflexes, increased respiratory rate, increased stools, 
sneezing, yawning, vomiting and fever. The intensity of the syndrome 
does not always correlate with the duration of maternal opioid use or dose. 
There is no consensus
on the best method of managing withdrawal. Labor and Delivery: As with 
all narcotics, administration of this product to the mother shortly before 
delivery may result in some degree of respiratory depression in the 
newborn, especially if higher doses are used.
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 and 
acetaminophen capsules 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 capsules 
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 aIleviated if the patient lies down. 0ther 
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

StAFlextM

(NDC #58407-407-01)
Orange, scored caplet

INGREDIENTS 
Acetaminophen.......................................................500mg
Phenyltoloxamine Citrate..........................................55mg

StAgesictM

(NDC #58407-0091-01)
White Capsules

INGREDIENTS 
Hydrocodone Bitartrate...................................5mg
  (Warning: May be habit forming)
Acetaminophen...........................................500mg

STAGESIC™ 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: STAGESIC™ is classified as a Schedule III 
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 
STAGESIC™ 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.


