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(NAPROXEN) 500 mg tablets
Brisf Summary:
Contraindications: Patients who have had allergic reactions to
NAPROSYN, ANAPROX or ANAPROX DS or in whom aspirin or
other NSAIDs induce the syndrome of asthma, rhinitis, and nasal
polyps. Because anaphylactic reactions usually occur in patients
with a history of such reactions, guestion patients for asthma,
nasal polyps, urticaria, and h‘potensmn associated with NSAIDs
before starting therapy. If such symptoms occur, discontinue the
drug. Warnings: Serious Gl toxicity such as bleeding, ulceration,
and perforation can occur at anz time, with or without warning
symptoms, in patients treated chronically with NSAIDs. Remain
alert for ulceration and bleeding in such patients even in the
absence of previous Gl tract symptoms. In clinical trials, symp-
tomatic upper Gl ulcers, gross bieeding or perforation appear to
oceur in agproxnmately 1% of patients treated for 3-6 months, and
in about 2-4% of patients treated for one year Inform patients
about the signs and/or symgmms of serious Gl toxicity and what
steps to take if they occur. Studies have not identified any subset
of patients not at risk of developing peptic ulceration and bleeding.
Except for a prior history of serious Gl events and other ris!
factors known to be associated with peptic ulcer dlsease, such as
alcoholism, smoking, etc., no risk facters (e. & have
been associated with increased risk. Eiderty or bllstated patients
seem to tolerate uiceration or bleeding less well than others and
most spontanecus reports of fatal Gl events are in this population.
In considering the use of relatively large doses éwnthm the recom-
mended dosage range), sufficient bmem shoul be armclvatud to
offset the potential increased risk of Gl tox 3' utlons: 0O
NOT GIVE MPROSYN‘ NAPROXEN) CON OMITANTLY WITH
ANAPROX® (NAPROXEN SODIUM) OR ANAPROX® DS
NAPROXEN SODIUM) SINCE THEY BOTH CIRCULATE (N PLASMA
THE NAPROXEN ANION. Acute interstitial nephritis with hema-
turia, pi and has been reported.
Patients with |mpalred renal function, heart failure, liver dysfunc-
tion, patients taking diuretics, and the elderiy are at greater risk of
overt renal decompensation. If this occurs, discontinue the dreg.
Use with caution and monitor serum creatinine and/or creatinine
clearance in patients with significantly impaired renal function.
Use caution in patients with baseline creatinine clearance less
than 20 mL/minute. Use the lowest effective dose in the elderly or
in patients with chronic alcoholic liver disease or cirrhosis. With
NSAIDs, borderline elevations of liver tests may occur in up to
15% of patients. They ma{ progress, remain unchanged, or be
transient with continued therapy. Elevations of SGPT or SGOT
occurred in controlted clinical trials in less than 1% of patients.
Severe hepatic reactions, includiny g jaundice and fatal hepatitis,
have been reported rarely. If liver lsease develops orif systemlc
manifestations occur (.9.,
apy. If steroid dosage is reduced or ehmmated dunn therapy. do
s0 slowly and observe patients closely for adverse el , includ-
ing adrenal insufficiency and exacerbation of arthritis symptam
Determine hemoglobin values periodically for patients with initial
values of 10 grams of less who receive long-term therapy. Periph-
eral edema has been reported. Therefore, use with caution in
patients with fluid retention, hypertension or heart failure. The
drug's anupyretlc and anti- |nflammatnry activities may reduce
fever and gnostic value.
duct ophthalmic studies if any chanoe or disturbance in wsmn
occurs. For patients with restricted sodium intake, note that the
suspension comtains 8 mg/mL of sodium. information tor
Patlents: Side effects of NSAIDs can cause discomfort and, rarely,
there are more serious side effects, such as Gl bleeding, whil
may result in hospitalization and even fatal outcomes. Physicians
may wish to discuss with patients the potential risks and likely
benefits of NSAID treatment, particularly when are used for
less serious conditions where treatment without NSAIDS may be
an acceptable alternative. Patients should use caution for activi- -
ties requiring alertness if they experience drowsiness, dlumess
vertigo or depression during therapy. Laboratory Tests: Because
serious Gi tract ulceration and bleeding can occur without warn-
ing symptoms, follow chronically trealed tlents for signs and
symptoms of these and inform them of the importance of this
foltow-up. Drug lmmum Use cautmn when giving concomi-
tantly with ah ulfon-
amide or sultnnylurea furosemide; lithium; beta-blockers;
grobeneud or methotrexate. Ilmll.mmory Tost Interactions:
he drug may decrease nlata(m aggregation and pwlonssbiaequ
time or increase urinary values for 17-ketogenic steroi
rarily stop therapy for 72 hours befare doing adrenal function
tests. The drug may interfere with urinary assays of SHIAA. Car-
cinogenesis: 2-year rat study showed no evidence of carcine-
genicity. Pregnancy: Category B. Do not use during prﬁ;nancy
unless clearly needed. Avold use during late ow%nanlc,y ursing
Mothers: Avoid use in nursing mothers. Pediatric Single
doses of 25-5 kg, with total rlatl% dose not axceadmu 1%
mg/kg/day, are sa m children over 2 years of age. Adverse
Reac! : In a study, GI reactions were more frequent and severe
in rheumatoid arthritis patients on 1,500 mg/day than in those on
750 malda{ In studies in children with juvenile arthritis, rash and
prolonged bleeding times were more frequent, Gl and CNS reac-
tions about the same, and other reactions less frequent than in
adults. Incidence Greater Than 1%; Probable Causal Relationship:
Gl: The most frequent complaints related to the Gl tract: constipa-
tion? heartbura’ abdominal pain, nausea dyspepsia, diarrhea,
stomatitis. CNS: headache; dizziness drowsiness; lmhﬂnsaded-
ness, vemgo Dermatologic: itching (pruritus)’ skin eruptions;
ecchymoses; swealing, purpura. Special Senses: tinnitus; hear-
ing disturbances, visual disturbances. Cardiovascular: edema;’
dyr:s:ea glpltatums General: thirst. Incidence Less Than 1%
| Relationship: Gl: abnarmat liver function tests
colitis, G! bleeding and/or perforation, hematemesis, jaundice,
melena, peptic ulcemlon with bleeding and/or perforatmn vomit-
ing. Renal: glomerutar nephritis, hematuria, hyperkalemia, inter-
stitial nephritis, nephmtac syndrome, renal disease, renal failure,
renal papiliary is, eosing-
philia, gr ia. CNS:
depfessuon dream abnormalities, mabﬂlty to concamrate insom-
nia, malaise, myalgia and muscle weakness. Dermatologic: alope-
cia, photosensitive dermatitis, skin rashes. Special Senses:
hsaﬂnu |mpa|tmanl Cardiovascular: congestive heart failure.
itic itis. General: anaphylactoid
reactions, menstmal | disorders, pyrexia fchllls and fever). Causal
Relationshi J)s Unknown: Hematologic: aplastic anemia, hemolytic
anemia. CNS: aseptic meningitis, cognitive dysfunction. Dermato-
logic: epidermal nccrolysm erythema multiforme, photosen-
sitivity porphyria cut; tarda and
epidermolysis bullosa, Stevens-Johnson syndrome, urlicaria. Gl:
non-peptic Gl ulcoratlon ulcerative stomatitis. Cardiovascular:
vasculitis. General.
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mmgus-
tion, nausea, vomiting. A pauems have had seizures, Empty
stomach and use usual supportive measures. In animals 0.5 g/kg
of activated charcoal reduced plasma levels of naproxen. Caution:
Federal law prohibits dispensing without prescription. See pack-
age insert for full Prescribing intormation.
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Where unmarked, i less than 3%. ’ SYNTEX

US. patent nos. 3904,682, 3,998,966 and others.
©1991 Syntex Puerto Rico, Inc. Rev.39 September 1990



http://www.archfammed.com

