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Naproxen-Najo 500

E.C. Tablet
Naproxen

Each Naproxen-Najo 500 E.C. tablet contains:
Naproxen 500 mg

CATEGORY

Nonsteroidal Anti-Inflammatory Agent
MECHANISM OF ACTION

Reversibly inhibits cyclooxygenase-1 and 2 (COX-1
and 2) enzymes, which results in decreased forma-
tion of prostaglandin precursors; has antipyretic,
analgesic, and anti-inflammatory properties.

Other proposed mechanisms not fully elucidated
(and possibly contributing to the anti-inflammatory
effect to varying degrees), include inhibiting chemo-
taxis, altering lymphocyte activity, inhibiting neutro-
phil aggregation/activation, and decreasing proin-
flammatory cytokine levels

INDICATIONS

Treatment of arthritis (associated with rheumatic
disease): or osteoarthritis and ankylosing spondyli-
tis.

PRECAUTIONS TO CONSIDER

* Cross-sensitivity: Patients sensitive to one of the
nonsteroidal anti-inflammatory drugs (NSAIDs),
including aspirin and ketorolac may be sensitive to
any of the other NSAIDs also.

* CNS effects: May cause drowsiness, dizziness,
blurred vision, and other neurologic effects that may
impair physical or mental abilities; patients must be
cautioned about performing tasks that require
mental alertness (eg, operating machinery or driv-
ing). Discontinue use with blurred or diminished
vision and perform ophthalmologic exam. Periodi-
cally evaluate vision in all patients receiving
long-term therapy.

* Hyperkalemia: NSAID use may increase the risk
of hyperkalemia, particularly in patients =65 years
of age, in patients with diabetes or renal disease,
and with concomitant use of other agents capable
of inducing hyperkalemia (eg, ACE-inhibitors). Mon-
itor potassium closely

* Aseptic meningitis: May increase the risk of
aseptic meningitis, especially in patients with sys-
temic lupus erythematosus (SLE) and mixed con-
nective tissue disorders.

* Asthma: Contraindicated in patients with aspi-
rin-sensitive asthma; severe and potentially fatal
bronchospasm may occur. Use caution in patients
with other forms of asthma.

* Hepatic impairment: Use with caution in patients
with hepatic impairment.

* Renal impairment: Use with caution in patients
with renal impairment.

* Self-medication (OTC use): Prior to self-medica-

tion, patients should contact healthcare provider if
they have had recurring stomach pain or upset,
ulcers, bleeding problems, asthma, high BP, heart
or kidney disease, other serious medical problems,
are currently taking a diuretic, anticoagulant, other
NSAIDs, or are 260 years of age. Do not exceed
recommended dosages and duration, due to an
increased risk of Gl bleeding, MI, and stroke. Pa-
tients should stop use and consult a healthcare pro-
vider if symptoms get worse, newly appear, or con-
tinue; if an allergic reaction occurs; if feeling faint,
vomit blood or have bloody/black stools; if having
difficulty swallowing or heartburn, or if fever lasts for
>3 days or pain >10 days. Consuming =3 alcoholic
beverages/day or taking longer than recommended
may increase the risk of Gl bleeding.

» Surgical/dental prcedures: Withhold for at least
4 to 6 half-lives prior to surgical or dental proce-
dures.

* Monitoring Parameters: CBC (if hemoglobin <10
g at initiation, continue to monitor hemoglobin peri-
odically during long-term therapy), chemistry profile
(periodically during long-term therapy), LFTs, renal
function tests (urine output, serum BUN and creati-
nine), BP (at initiation and during therapy),
signs/symptoms of fluid retention, periodic ophthal-
mic exam (with any vision changes occurring during
long-term therapy), signs of bleeding (occult or

gross blood loss, especially in patients with coagu-
lation disorders or who are receiving anticoagu-
lants); monitor for anemia with long-term therapy;
monitor for signs/symptoms of immediate or
delayed hypersensitivity reactions

* Missed dose: If you take this drug on a regular
basis, take a missed dose as soon as you think
about it. If it is close to the time for your next dose,
skip the missed dose and go back to your normal
time. Do not take 2 doses at the same time or extra
doses.

* Pregnancy:

First trimester: Adequate and well- controlled stud-
ies in humans have not been done.

FDA Pregnancy Category C.

Second and third trimesters: Although studies in
humans have not been done with NSAIDs other
than indomethacin, use of NSAIDs during the
second half of pregnancy is not recommended
because of possible adverse effects on the fetus,
such as premature closure of the ducts arteriosus,
which may lead to persistent pulmonary hyperten-
sion in the newborn. Studies in full-term pregnant
rats have shown that naproxen have a strong con-
strictive effect on the fetal ductus arteriosus.

* Breastfeeding: Problems in humans have not
been documented with most of the NSAIDs.
Naproxen is distributed into breast milk; concentra-




tions may reach 1% of the maternal plasma concen-
tration. The peak concentration in breast milk
occurs 4 hours after a dose. Because of the possi-
ble adverse effects of prostaglandin-inhibiting drug
on neonates, use in nursing mothers should be
avoided.

» Pediatrics: Not for self-medication (OTC use) in
children.

INTERACTIONS

Miscellaneous Antiplatelets, 5-Aminosalicylic Acid
Derivatives, Alcohol, Angiotensin |l Receptor, An-
giotensin-Converting Enzyme Inhibitors, Anticoagu-
lants, Antiplatelet Agents, Beta-Blockers, Cortico-
steroids (Systemic), Cyclosporine, Heparin, Metho-
trexate, Probenecid, Potassium supplements, Acet-
aminophen, other NSAID agents, Valproic Acid, As-
pirin, Colchicine,Diuretics(especially Triamterene),
Cephalosporins, H, Blockers, Sulfonylureas, Hy-
dantoin, Sulfonamides, Thrombolytic agents, Warfa-
rin, Antidiabetic agents (oral), Antihypertensive, Sa-
licylates, Lithium, Sucralfate.

MEDICAL CONSIDERATIONS

Except under special circumstances, this medi-
cation should not be used when the following
medical problems exist:

History of severe allergic reaction, such as anaphy-
laxis or angioedema, induced by aspirin or other
NSAIDs, or Aspirin-induced nasal polyps associat-

ed with bronchospasm, (high risk of severe allergic
reactions because of cross-sensitivity).
Risk-benefit should be considered when the fol-
lowing medical problem exists:

History of mild allergic reaction, such as allergic
rhinitis, urticaria, or skin rash, inducted by aspirin or
other NSAIDs, (possibility of cross-sensitivity);
Anemia; Asthma (may be exacerbated); Compro-
mised cardiac functions; Congestive heart disease;
Pre-existing edema; Hypertension; Renal function
impairment or failure; Alcoholism; History of gastro-
intestinal bleeding (Gl); Active or history of inflam-
matory or ulcerative disease of the upper or lower
gastrointestinal tracts; including Crohn's disease,
diverticulitis, peptic ulcer disease, or ulcerative coli-
tis; Recent history of tobacco use; Congestive heart
failure; Diabetes mellitus; Pre-existing edema;
Sepsis; Hemophilia or other bleeding problems
including coagulation or platelet function disorders;
Hepatic cirrhosis or Hepatic functions impairment;
Renal function impairment.

SIDE EFFECTS

Those indicating need for medical attention
Cardiovascular effect: Use of nonsteroidal anti-in-
flammatory drugs (NSAIDs) is associated with an
increased risk of serious adverse cardiovascular
(CV) events, including acute myocardial infarction
(MI), cerebrovascular accident, and CV death.

New-onset hypertension or exacerbation of hyper-
tension may occur with NSAID use which may also
contribute to an increased risk of CV events.
Gastrointestinal event: Use of nonsteroidal
anti-inflammatory drugs (NSAIDs), especially non-
selective NSAIDs such as naproxen, is associated
with an increased risk of serious gastrointestinal
(Gl) adverse events, including gastrointestinal
inflammation, gastrointestinal hemorrhage, gastro-
intestinal ulcer, and gastrointestinal perforation;
severity may range from asymptomatic to fatal.
Hematologic effects: Use of nonsteroidal anti-in-
flammatory drugs (NSAIDs), including naproxen, is
associated with prolonged bleeding time and an
increased risk for hemorrhage. In addition, drug-in-
duced hemolytic anemia may occur. Rarely, NSAID
use has been associated with potentially severe
blood dyscrasias (eg, agranulocytosis, aplastic
anemia, neutropenia, thrombocytopenia).

Hepatic effects: Nonsteroidal anti-inflammatory
drugs (NSAIDs), including naproxen, may cause
mild transaminase elevations, especially with
higher doses. Rarely, acute hepatitis may occur.
Severe liver injury requiring liver transplantation has
also been reported. Most cases of liver injury are
likely reversible with rapid recovery following dis-
continuation

Hypersensitivity reactions: Hypersensitivity reac-

tions (immediate and delayed) involving the skin
(eg, angioedema, urticaria), airways (eg, dyspnea,
rhinorrhea) and/or other organs have been report-
ed.

DOSAGE AND DIRECTION

375 to 500 mg twice daily, morning and evening.
During long-term administration, dosage may be
adjusted according to patient response; lower
doses may suffice. The administration of the drug
more frequently than twice daily is not necessary.
For acute exacerbations of rheumatic disease,
dosage may be increased to up to 1500 mg per day
for limited periods.

STORAGE

Store at temperature below 30°C.

Protect from light and moisture.

PACKAGING

Each package of Naproxen-Najo 500 contains 10
blisters of 10 E.C. tablets.

REFERENCE

USP DI, 2007, Page: 375-403

Uptodate 2024
!"

Issue date: 04/2026
Iran Najo

IRAN NAJO PHARMACEUTICAL COMPANY
www.irannajo.ir
info@irannajo.com
Tel: +9821-88738730 Fax: +9821-88740644




