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NAPR@(EN)smmtabms
Brief 3y
Cumllﬂu!bn Patients who have had allergic reactions to
NAPROSYN, ANAPROX or ANAPROX DS or in whom aspirin or
othot NSAllis induce the syndrome of asthma, rhinitis, and nasal
K” Because anaphylactic reactions usually occur in patients
a history of such reactions, question patients for asthma,
nasal polyps, urticaria, and hypotension associated with NSAIDs
More slanlno lheuﬁ,y It such symptoms occur, discontinue the
druy us GI loxicit{ such as bbaudmg. ulceration,
and porfounon can occur at MK ime, with or without warning
sm\ptoms in patients treated chranically with NSAIDs. Remain
1 for ulcmlion and bleeding in such patients even in the
absence of previous Gl tract symptoms. In clinical trials, symp-
tomatic upper Gl uicers, gross bleeding or perforation appear to
occur in imately 1% of patients treated for 3- smont . and
in about 2-4% of pa(yionts treated for one year. inform pahents
about the signs and/or symptoms of serious Gl toxicity and what
steps to take if they ocuur tudies have not identified any subset
of patients not at risk of developing peptic uiceration and b(eeau:&
Except for a prior history of serious Gi events and other
factors known o be associated with peptic ulcer disease, Such as
alcoholism, smoking, etc., no risk factors (e &b sex) have
been associated with increased risk. Elderly or debilitated patients
sesm to tolerate uiceration or bleeding less well than others and
most spontaneous reports of fatal GI events are in this population.
In considering the use of relatively large doses éwixhln the recom-
mdoldmao&m ranPe). sumclont bonoﬂ'l stlwul be amic-patad 18
oxici
NOT GIVE MPROSVN’ NAPROX EN CON OMITANTLY WITN
ANAPROX® (NAPROXEN SODIUM D8
%APROXEN DIUM SINCE THEY BOTH CIRCULATE IN PLASMA
€ NAPROXE| ANION Aoulo lmerstmal nephritis with hema-
turia, proteinuria, and nephrotic syndrome has been reported.
Patients with lrn?almd renal funcllon heart failure, liver dys!unc-
tion, patients taking diuretics, and the elderty are at greater risk of
overt renal decompensation. It this occurs, discontinug the drug.
Use with caution and monitor serum creatinine and/or creatinine
clearance in Pallonts with slunmcamly impaired renal function.
Use caution in patients with baseline creatinine clearance less
than 20 mL/minute. Use the fowest effective dose in the elder! \x
in patients with chronic alcoholic liver disaase or cirrhosis. With
NSAIDs, borderline elevations of liver tests may occur in up to
15% of patisnts. They ma‘ progress, remain unchanged, or be
with of SGPT or SGOT
occurred in controlied clmical rials in less than 1% of patients.
Severe hepatic reactions, including jaundice and talal hepatitis,
have been reported tarely. If liver J'isusc it systemic
manifestations occur Se ¢.. eosinophilia or rash). dascomlnue ther-
apy. It steroid dosage is reduced or eliminated during therapy, do
50 slowly and observe patients closely for adverse effects, includ-
ing adrenal insufficiency and ion of arthritis
Determine hemoglobin values periodically for patients with initial
values of 10 grams of less who receive long-term therapy. Periph-
eral edema been reported. Therefore, use with caution in
patients with fluid retention, hypestension or heart failure. The
drugs antipyretic and anti-inflammatory activities reduce
fever and inflammation, diminishing their diagnostic value. Con-
duct ophthalmic studies If any change or disturbance in vision
occurs. For patients with restricted sodium intake, note that the
Sus| anslon conmns 8 m SA?/mL of sodium. Information for
Pat effects of NSAIDs can cause discomfort and, ram
there are mom serious side effects, such as Gi bleeding, whi
may result in l\osnilallzanun and even fatal outcomes. Physlclans
may wish to discuss with patients the potential risks and likely
benetits of NSAID treatment, particularly when muw used for
less serious conditions where treatment without Ds may be
an acceptable alternative. Patients should usa caution 101 activi-
ties requiring alertness if th di
vertigo or depression during therapy. Tosts: Because
serlous Gl tract ulceration and bleeding can occur without warn-
ing symptoms, follow chronically treated gatlents for signs and
symptoms of these and inform them of the importance of this
{ollow-up. Drug Interactions: Use caution when giving concomi-
tantl wllh coumarin-type anticoagulants; a hydantoin, sulton-
amide or sull lurea; furosemide; Ilthmm beu blockurs
hotrexat e
u? docruse ion and Noodma
time or increase unrmy values katooemc steroids. T
mily stop therapy for 72 hours before doing adrenal function
dmx may interfere with urinary of SHIAA. Car
w&ci 2-yaav rat studyastwedbo | gen of carcino-
ty. ry not use during nancy
%nless clearly n Am use during late p ‘"ﬁm-.
Mothers: Avoid use in nursing mothers. : Single
doses of 255 m?ak?. with total danl dose not exceeding 15
ara sale in children om years of age. Adverss
: In a study, Gl reactions were more frequent and severe
in rheumatoid arthritis patients on 1,500 mg/day than in those on
750 mu/d In studies in children with juvenile arthritis, rash and
rolon, Ioodln llmos weare more frequent, Gl and CNS reac-
ions about the same and other reactions less trequent than in
adults. Incidence Greater Than 1%; Probabte Causal Relationship:
Gl: The most lmquam complalnts remad 10 the GI tract: consupa-
tion; heartburn’ abdominal Jn nausea;
stomatitis. CNS: headache® dizziness® drowsiness: hum-headod-
noss vomoo Dumldooic Ilchino (pruritus)’ skin eruptions.
> sweating, purpura. Senses: tinnitus hear-
inu Islurbances visual disturbances. Cardiovascular: edema’
Ipitations. General thirst. Incidence Less Than 1%;
usal Relationship: GI: abnormal liver function tests,
cotltis Gl bleeding and/or perforation, hematemesis, jaundice,
popuc ulceration with bleeding and/or perforation, vomit-
?Ionmumuop ritis, hematuria, hyperkalemia, inter-
st lal nephr tis, nophmnc syndrome, renal disease, renal failure,
renal papillary g , 80Sing-
philia, ! leuk topenia. CNS:
, dream abnormalities, mabmty to concenttate insom-
nla, malaise, myalgla and muscie wea malolofic alope-
ch photosensitive dermatitis, skin rishes Speci
hwino impairment. Cardiovascular: conoesnve heart lallum

ral:
reactions, menstrual disorders, pyrexia chllls and taver) Causal
Relationship Unknown:
anemia. Cl dysfu nction. Derma

Hematologic:

: aseptic meningitis, cuun

oqlc epldormal necrolysis, erythema multiforme, pholoson»

Itlvity reactions resembling porphyria cutanea tarda and

molysis bullosz, Stevens-Johnson syndrome, urticaria. GI:

tic G ulceration, ulcerative stomatitis, Cardiovascul la.
vnswllis General: anglomum(lc edema, hypergl ia,

am have drowsiness, heartburn, indiges-

nwsu vomiting. A tients have had seizures. Empty

stomach and use Use usual supi ivnmusums In animals 0.5 g/kg

e L Tl
thout tion. See

age insert for tull Prescribing inf prescrp pack

*Incidence of reported 3I%-9%. :] j

Where unmarked, incidence less than 3%. psbuiiundy
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