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ACETAMINOPHEN AND

CODEINE PHOSPHATE TABLETS
écgmm MAY BE HABIT FORMING

DESCRIPTION: Acetaminophen occurs as a white, usually odortess crystalline
powder, possessing a slightly bitter taste.

Codeine is an atkaloid abtained from opium or prapared from marphine by metfwy-
lation. Codeine occurs as coloriess or white crystals, effloresces slowly in dry’
air and is affected by light. -

ACTIONS: Acetaminophen is a non-narcotic. analgesic and antipyretic agent.
Codeine is a narcotic with analgesie and antitussive actions. Codeine retains
at least one-half of its analgesic activity when administered orally.

INDICATIONS: For the relief of mild to moderate pain.
CONTRAINDICATIONS: Hypersensmvsty to codeine. or aeatammcum -

WARNINGS: )

Drug Dependence:. Codeine. can produce drug dependence- of. the morphine: type
and therefore, has the.potantial for being abused. Psychic dependence, physical
dependence and tolerance may develop upon repeated administration of this
drug and it should be prescribed and administered with the same dégree of cawe
tion appropriate to the use of other oral narcoticcontaining medications. Like
other narcotic-containing medications, acetaminophen and codeine are subject
to the Federa } Controiled su:stances Act.

Usage in Anbulutwy Pltiom Codam may impair the mental and for physical
abilities required for the performance of potentiatly hazardous tasks such as
driving & car or opesating. machinery, The patient using this drug shouldbo
cautioned accordingly.

lateraction with Other Canml Nervous System Depressants: Patients-recsiving
other narcotic analgesics, ganeral anesthetics, phencthiazines, other tranquiliz-
ers, sedative-hypnotics or other CNS depressants. (including. @ icohol) concomi-
tantly with acetaminophen and codeine may exhibit an additive CNS depression.
When such combined therapy is contemplated, the dose of one or both agents
should be reduced.

Usage in Pregnency: Safe use in pregnancy has nat been established relative to
possible adverse- efflects on fotad development., Therefore, acetsminophen and
cadeine should not be used in pregnant women unless, in the- judgement of the
physician, the potential benefits outweigh the possible hazards.

Usage in Chiidren: Acetammophen and codeine should not be administered to
chifdren, .

PRECAUTIONS: - e = : o o
Head injury and Incr d Intr ial Pre : The respiratory depressant ef-
fects of narcotics-and their capacity to elevate carebrospinal fluid pressure may
be markedly exaggerated in the presence of head injury, other intracranial le-
sions or a pre-existing increase in intracranial pressure. Furthermere, narcotics
produes adverse reactions which may abscuse the clinical course,of patiemts -
with head injuries,

Acute Abdominat Condifions: The admirtstration of- acetaminaphen and codeine
or other narcatics may obscure the dlagnosis or cllmcal course in patients with
acute sbdominsl conditiens, "

Spocial Risk Patients: Acetaminophen and codeine should be given with caution
to certain patients suecti-as the eiderty or debilitated, and thase with severe im-
pairment of hepatic or renal function, hypothyroidism, Addison’s disease and
prostatic hypertrophy or urethral stricture.
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ADVERSE REACTIONS: The most frequantiy observed adverse reactions include
light headedness, diaziness, 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 euphoria, dysphoria, constipation, urticaria,.
skin rash and pruritus.

DOBAGE AND ADMINISTRATION: Dosage should be adjusted according to the:
severity of the pain and the response of the patient. it may occasionally be-
necessary to exceed the usual dosage recommended below in cases of more se-
vere pain or in those patients who have become tolerant to the analgesic effect
of narcotics. Acetaminophen and codine is given oratly. The usual adut dose
is one to two tablets every 4 hours, as neaded.

ORUG lN‘l’ERACTiONS: The CNS depressant effects of this drug may be additive
with that of ather CNS depressants. See WARNINGS.

MANAGEMENT OF OVERDOSAGE:

Signs and Symptams: Serious overdose with acetammophen and codeine is crm-,
acterized by respiratory depression (a decrease in respiration rate and/or tidal
volume, Cheyne-Stokes respiration, cyanosis), extrems somnoience progressing-
to stupor or coma, skeletal muscle flaccidity, cold and clammy skin, and' some-
times bradycardia and hypotension. (n severs overdosage, apnea, circulatory
collapse, cardiac arrest and death may occw. The-ingestion of very large
amoumns of this drug may, in addition, result in acute hepatic toxicity:

Treatment: Primary attention should be given to the resetablishment of adequate

respiratory exchange through provision of a patent airway and the institution of
agsisted or controlled ventilatiom The narcotic antagonist nsloxone-is-a. spye
citic antidote against respiratary depression which may result from-overdosage:
or unusus | sensitivity to narcatics, including codeine. Therefore, an appropriste: -
dose of naloxone (usual initial adult dose: 0.4 mg.) should be administered,

preferably by the intravenous route, génd simuitaneously with efforts at respira-
tory.resuscitation. Since the duration of action of codeine may éxceed that of
the antagonist, the patient shouid be kept under continued surveillance and re--
peated doses of the antagonist should be administered as needed to maintain-
adequate respiratiom

An antagonist should nct be administered in the absence of clinically signifi-
cant respiratory or cardiovascular depression.

Oxygen, intravenous fluiis, vasopressars andh ather suppomu MOSITas - should
be employed aa indicated.. .

Gastric emptying may be useful in removing unabsarbed drug.

Acetaminophen in massive overdosage may cause hepatotaxicity in° some pasr
tients. Clinical and laborastory evidence of hepatotoxicity may be delayed for
up to one week. Close clinical monitoring and serial hepatic enzym&mumiu.-
tions aee-therefors recommended. s .

Treatmont of acute ae«amm ovmosage L mly symxtmatie.

HGSUPFI&D

Acatsminophes-300.mg. and Codeine Fhouphm 15 mg. Tablm in bottles of 100 -

and 1000,

Acemmmghen 300.mg. and Codeina Phosphate 30mg. Tablats-in bottles of 100:

and 1000,

Acmmmophen 300 mg. and Codeine Phosphate 60 mg. Tableu. in boulos of 100
1000:

CAUTION: Fodesal law prohims dispensing without preacrigtion,
11/78
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PHOSPHATE 148

30 mg.—No. 3

with CODEINE

ACETAMINOPHEN
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NDC 0228-2001-10
PUREPAC

Stote 2t room temper
(59°- 86°F) in a dry place
Manufactured b

Devision Drugs,
Elizabeth, N.J. 07207}
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