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ACETAMINOPHEN-NAJO 125

PEDIATRICS SUPPOSITORY

Acetaminophen

Acetamino-
125 mg

Each suppository
phen-Najo 125 contains:
acetaminophen
CATEGORY

Analgesic, Nonopioid; Antipyretic
MECHANISM OF ACTION
Analgesic:

Acetaminophen may act predominantly
by inhibiting prostaglandin synthesis in
the central nervous system (CNS) and,
to a lesser extent, through a peripheral
action by blocking pain-impulse gener-
ation. The peripheral action may also
be due to inhibition of prostaglandin
synthesis or to inhibition of the synthe-
sis or actions of other substances that
sensitize pain receptors to mechanical
or chemical stimulation.

Antipyretic:

Acetaminophen probably produces
antipyresis, by acting centrally on the
hypothalamic heat-regulating center to
produce peripheral vasodilation result-
ing in increased blood flow through the
skin, sweating, and heat loss. The
central action probably involves inhibi-
tion of prostaglandin synthesis in the
hypothalamus.

INDICATIONS

Acetaminophen is indicated to relieve
mild to moderate pain and reduce fever.
It provides symptomatic relief only;
additional therapy to treat the cause of
the pain or fever should be instituted
when necessary. Acetaminophen has
minimal anti-inflammatory activity and
does not relieve redness, swelling, or
stiffness due to arthritis; it cannot be
used in place of aspirin or other salicy-
lates or other nonsteroidal anti-inflam-
matory drugs (NSAIDs) in the treatment
of rheumatoid arthritis. However, it may
be used to relieve pain due to mild
osteoarthritis. Acetaminophen may be
used when aspirin therapy is contraindi-
cated or inadvisable, e.g., in patients
receiving anticoagualnts or uricosuric
agents, patients with hemophilia or
other bleeding problems, and those
with upper gastrointestinal disease or
intolerance or hypersensitivity  to
aspirin. However, chronic, high-dose
acetaminophen therapy may require
adjustment of anticoagulant dosage
based on increased monitoring of
prothrombin time in patients receiving a
coumarin-or indandione-derivative
anticoagulant.

PRECAUTIONS TO CONSIDER
* Importance of not taking more medi-
cation than the amount recommended

because acetaminophen may cause
kidney or liver damage with long-term
use or greater than recommended
doses.

Risk of overdose if other medications
containing acetaminophen are used.
Not using a salicylate or a nonsteroidal
anti-inflammatory drug together with
acetaminophen for more than a few
days, unless directed by physician.

* Diabetics: Possible false results with
blood glucose tests; checking with
physician, nurse, or pharmacist if
changes in test results noted.
 Patients sensitive to aspirin may not
be sensitive to acetaminophen: howev-
er, mild bronchospastic reactions with
acetaminophen have been reported in
some aspirin-sensitive asthmatics (less
than 5% of those tested).

» Acetaminophen should be given with
care to patients with impaired kidney or
liver function. It should also be given
with care to patients with alcohol

dependence.
Pregnancy: problems in humans have
not been documented. Although

controlled studies have not been done,
it has been shown that acetaminophen
crosses the placenta.

Breastfeeding: Problems in humans
have not been documented. Although
peak concentrations of 10 to 15 mcg

per mL (66.2 to 99.3 micromoles/L)
have been measured in breast milk 1 to
2 hours following maternal ingestion of
a single 650-mg dose, neither
acetaminophen nor its metabolites
were detected in the urine of the
nursing infants. The half-life in breast
milk is 1.35 to 3.5 hours.

DRUG INTERACTIONS

Alcohol, hepatic enzyme inducers or
hepatotoxic medications, anticoagu-
lants (coumarin or indandione-deriva-
tive), anti-inflammatory drugs, nonste-
roidal (NSAIDs) or aspirin or other
salicylates.

SIDE EFFECTS

Those indicating need for medical
attention:

« Signs of an allergic reaction, like rash;
hives; itching; red, swollen, blistered, or
peeling skin with or without fever;
wheezing; tightness in the chest or
throat; trouble breathing, swallowing, or
talking; unusual hoarseness; or swell-
ing of the mouth, face, lips, tongue, or
throat. Rarely, some allergic reactions
have been life-threatening

« Signs of liver problems like dark urine,
tiredness, decreased appetite, upset
stomach or stomach pain, light-colored
stools, throwing up, or yellow skin or
eyes.

* Not able to pass urine or change in

how much urine is passed.

These indicating need for medical
attention only if they continue or are
bothersome:

* Trouble sleeping.

* Headache.

* Dermatologic: Erythema of skin, skin
blister, skin rash

¢ Gastrointestinal: Nausea, Vomiting,
Upset stomac-

h or throwing up, Constipation
DOSAGE AND DIRECTION
Analgesic and Antipyretic:

¢ Infants 6 to 11 months: 80 mg every
6 hours; maximum daily dose: 320
mg/day.

e Infants and Children 12 to 36
months: 80 mg every 4 to 6 hours;
maximum daily dose: 400 mg/day.

¢ Children >3 to 6 years: 120 mg every
4 to 6 hours; maximum daily dose: 600
mg/day

e Children >6 up to 12 years: 325 mg
every 4 to 6 hours; maximum daily
dose: 1,625 mg/day.

e Children 212 years and Adoles-
cents: 650 mg every 4 to 6 hours;
maximum daily dose: 3,900 mg/day.
STORAGE

- Store at controlled room temperature
below 30°C and must be protected from
freezing.

- Keep out of reach of children.

- Care should be taken to ensure that
the suppository is not heated above
30°C since this may cause softening
and deformation.

PACKAGING

Each package of Acetaminophen- Najo
125 contains 10 rectal suppositories.
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