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proxsn is & member of the arylacetic
oroidal anti<nflammatory drugs. The
chemical namae for napeoxen is (¢
2. acid. Nepx
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naproxon etpH 7.4 78 1810 18,

Naproxen  delsyed-reiesse lablets are enteric-coamd
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sodium, -

siserate. The enteric coating diapersion contains sodkum

b . thi acid tadc,

ghycal, titantum dicode, sis

Closely with the rals of naproxen disappesrance lrom the
plasma. In pauents with renal laiure metaboites may
accumulate,
4!
Chuktren: In chikdren of S5 to 16 years of age wih arthnts,
plasma naproxan levels kollowing & Sv':?kq single dose
of naproxen oral suspension wers lound 1o be simdar to
those lound in normal adults lollowing a 500 mg dose.
The tarminat hatt-ike appears 1o be similar 1n chidren
and adults.
Pharmacokinetic studies of napraxen were not
med in chideen of less than § yesrs of age.
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Juveniie Arthritle: The use of nNaproxen orst suspension
allows lor more fexbie dose tiration,

total day dose is

the kidneys; herelors, the dru? should be used with
caution 1 patients with signi cantdy impared renal
'unchot_\. and the monitoring of serum crestinme and/or

The recommended
mo/kq given in 2 divided dosas (i.e.. 5 Mo/k
a day) {see DOSAGE AND ADMINISTRAT!

INCICATIONS AND USAGE: Naproxen Jelzyed-reiease
i for of rhx .
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tablets are i

; is advised in these patients,

Ciutnnlnouubouuﬂdh.augilwwnhpahenu

with creatnine dearance of less than 20 mLminule

because of has

been seen in such paients.

Chronic alcoholl; [ver diseass snd probably olher
Py or ;

rthntis, osteoarthritts, ankylosing Y and

juvenile arthrins. Nap oral r i {=in
for juvenile rh arthntis in order to

cbian the maximum dosage ! on

wwmlﬁ-nmmmm
for intial rsaiment of acute pain because the abvsorpbon
o is

axen del -release fabiets hawe not been studied
in subjects u the age of 18,
Ronal iancy: N ph ] has not
been determined in subjacts with renat insuMfic Y.
Gmven that nap s ites, and conj

20 is deizyod

© ion from
other nxmnnw products {ses CUNICAL
PHARMACOL0G' " AN

CLINICAL PNA'LIACQOGV Nzproxen | a

mmq-m L _h_._\d
mh NApIEBN  aion  inhibits
synthesis bt beyond this its mode of

N-lpmmllullinmpdy’ and
from the . tact with

y of 95%. The
of naprcxan ranges from 12 o 17 Stoady-s!
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is

X gales are
pnmarily excreted by the kidney, the potential exists lor oL and DOSAGE 1] of naproxen @ incressed In the . Cauton i
aprox net [ m the p ol ATION). ::nud when high dotes are required and
renal insutficiancy. justment of dosage may be uired In eider|
CONTR. IONS: Al napr - are pationts. As dmlgys i nz
CLINICAL STUORES: General information: Naproxan conteindicated in patients who have had allergc prudent (o use the lowest
nubom:mdidnpnumumq- id arthritis, 1o pr on a3 well 23 1 over-the-counter
ostecarthritis, juvenile arthritis and Y '] producty ] itis aiso - Hepatio Fi As with other nonswroidal anti-
spondylitis.  Improvement in patients (reated for in patients in whom aspinn or other infl; of or more
arthritis was a on in inlammatory/anaigasic induce the of liver tests may occur in up o 15% of pavents. These
pint swalling, & reduction in duration of morning asthma. rhinitis and polype. types of abnormalites may . May remain essentally
stifiness, & reducton in activity a3 assessad by raactions have the potental of beng fatal. unchnsvm mey be with cantirued
mmmwmumww' X © n, whether of the trus sllerpic type or The }Mnblnmwmm
mobiuryud-nm-m-dw-mhnlhmm. the pharmacologic  idiosyncratic (0.g.. aspirin indicxtor of (ver 3 Mwmnh
Gonuﬂh.r-wxubnmhu.nubmb,mw) hypersensiivey n ) type, bul not atweys mit of normal) elevetions of or
On age, sax, severily or duration of occur i patients with a known such ical trials In loss than 1%
rheumaiond arthritis, Thersiore, of patients bor such things ol patients. Ammmuﬂwm
as asthma, nasal polyps, by ing lver of I whom an abnormal
mumummm.mmmu with -/t y drugs ver tost has be for
naproxen has been shown by & reduction in joini pein o beiore starting thorapy is important. In addition,  such of the developmant of more severe ic reaction
tenderness, an increase in range of motion in knoe occwr duning therapy, be while on therapy with naprcomn. hepatic
founts, incree ®3 demon Dy a including jeundice snd cases of Intal hepatitis,
mn.lmqum.mdlmn o perform have been reported h naproxen as with other
activitias of daily living impaired by the disease. WARNINGS: Alsx of G! Uicerstion, and nonsteroidal ant-inflammatory drugs. Athough
ration  with  NSAID  Thevspy: e, il abnormal liver tests persist or
mahumd-hmmmwmm mnmmwummm worsen, d clinical signs and consistent with
and juvenile arthritis, naproxen hes been perforation, can occur at tme, with ar withoul i develap, or if sysiemic maniestations cccur
shown to be 10 aspirin and & inin rmngsynmm.inpnﬂmbuubdmi;ly-\'m (0.9, rash, exc), should be
ing 0 ol disosse NSAD therapy. AMhough upper -
actvly, but the frequency and sevenly of the mikder L [ ars common, usualy-
niestinal acverse offects (nausea, thdgng oarly in therapy, thould remain ] Edems: Peripi adema has
)Wmmtunmdbm( rtus, alert uiceration and pationts fraswd b-mm'-mnﬂnnmqw.
dizziness, | ) wors less in naproxan. mmmhhmdm
F"“"r".'""”""i"m""""‘“m" Gl tract symptoms. cbearved in clnical irisls Nnmibmovwd
[ acin. ),

n patients with an i tis, naproxcen has
anwkybﬂng ’u;zumormng stifiness
and pain st rest In studies the drug was
be as effective a3 aspirin, but with lewer side

Naprosn mey
safts andior corticosteroids; however, in

bo usad safely in combination with
I:dh regimen of patients

“mean velue (cosfficient of variation).

Antacid Efscts: When naprovan
4 i doss with antacid (54 mEq
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aicohoksm, smoldng, oic., no risk tactors (e.g., 8x) [ o the patient
that aspinn incresses the rate of excreton of have been associaled with increesed risk. o and physician.
nepromn and data are inade h?unnnl:nbun.ub.::mu K ve by
[l and aspirin produce improvement bleading other indivicunis mosl Caution should be exarcised patients whosse activites
m-lxhbvdwmupimnh;':hmmnumm mamudwamnhm- require alertness i Iney mperience drowsiness,
other NSAIDs the combinstion may result hy« paputation. to date we b vortign or deprossion during therapy with
fre y of ovents for mmmumuw&mmnﬁ naproxen.
sither product reactons. Hmmuquwr’n
goater sk of these aithough L Tests: Bocause serious G tract ulceration
Three 6-week. icontor studies with mmﬂmhhtmﬂhm:@-.h Mbhcdngmw-mnwmm
n; lablots (375 or 500 BiD, mmmmdmmumm physicians should lollow chronicaly trealed with
nn385) and napramn Lo tablets {378 or recommended dosags rangs), sul benefit shouid naprexen lor signs symploms of uiceration and
500 mg BID, n=279) were be antici 10 offsst the polentlal increesed risk of G Mmmnhwmdmwd
napraxen tablets with n toxicity, mmwwmmnmnm?u
immediate-release tablets inchuding 355 rheumatoxt and symploms do appeer (see WARNINGS, Risk of GI
arthntis osteoarthirtis patients who had & recem PRECAUTIONS: NAPROXEN DELAYED- Ulcerations, Biseding and Perforstion with NSAID
history of NSAID related Gl RELEASE TABLETS SHOULD NOT BE USED Therspy).
indicated that and CONCOMITANTLY WITH OTHER NAPROXEM
neproxen  immediate-rolease tablets showed CONTAINING PROOUCTS SINCE THEY ALL Drug inte 2 NSAIDs In petients who
dwiﬁumdrh'u-hoﬂhquuwwhnd CIRCULATE IN THE PLASMA AS THE NAPROXEN mmulmlmmmqmmw
ol minor GI inta, ANION, disoase states (see PRE: Effects).
pationts, however may find one lormutation
the other, nmwuuwuwm hum-m—mmmwm
Five hundred and T paterms shost - or hos Oie o e igce fom et
and tents ]
i term apen label ovidence. o1 sdverse effacts, Mmm sdrecd) MMM Pharmacokinetics).
trisls (meen longth of treatment was 159 ). Insutth y and of of artitta. §
rates for peptic uicers and %ﬂmm ocould Bewize be
were similar to what been historically reportsd for hmmwwmdwmu dispiaced. term cont lod shudies txiled 1o show
use. loss Are lo receive long-tenm therapy shoukd have that teking the drug dy siects prothrombin
h valuss times whon administored on coumarin-type
INDIVIDUALIZATION OF DOSAGE: Because naproxen i i - anticosguiants. Caution is advised nonetheless, since
dolayed-reiease tablets dissohve in the smad intestine The and ants of the Intacactons soan with other nonsteroidst
mmmhmum.mmumuma?h drug may reduce fover and inflammation, thus mgﬂhhdan. mnmm&\g
o othar o i so8 0 ] ] N, shouid
CLINICAL PHARMACOLOG inlecti non- cbserved lor o D these drugs (see
. Inhmml:ypuﬂu - with mﬂm )
The for initating L] acvorse findings in animal studics L
choose a formulation ||umnqdu-mmbh. leda-.I.’. that C of and aspirin is
lor the patient and then adiusi the studies be carried out § xny changs or disturbance in not " plg from
based on cbservation of banefit adverse oven vision ts binding sites e concomitant admunistration of
A lower doss should be considered in patients with renal espiin, rasufting in plasma
o hepatc Impairmen or in olderly pallonts (soe Rensl Effects: As with . peek plasma
mgcu,mod{h Inflammatory drugs, long-term  administration of
naproen 10 animals has resulted in renal The natruretc ol has reported o
rnrUWEheumatold A Dars have basn repers of e o ks i S rraaaos 1 pioony
: " acule
Sponciytitts: The mm:g"umsmmﬁ and y [dhium conceniratons has siso been_ reporied.
n dr with ch N " )}
taken twice and other NSAIDS since thoy have been mariyied. drugs can reduce the antihypertensive ofiect of
During administration the dose of napromn beta-tiockars.
may be on the clinical

ﬂlﬂ'll'::’ al

uontly than
daily does not mako a diferance in

A sacond Sorm of renal ioxicity MMMMW
taking naproen as well =3 other and-
ey

Caution shouid be used i napremen s admiristersd
fanty widy » and cther

lsading to & in renal bicod flow or blood
volume, where rensl sgianding have o
upportive role i the ol ronal

2orove | . e y drug
May cause a doss- h in prostagiandin

and preciprias overt
P-ﬂmnngmriaoihhnxﬂmmmm
impaired renal function, heart tas ver

{sse CLINICAL PHARMACOLOGY).

i anti-nfl y drugs have been
wbmnmmdmn
hmlﬂlmmodd.pouuymh-nqu
methotrexate. 5
&nbwwptu{m;muﬂrm
sucralfaie and intenshwe antacxd tharepy, concomitant
administration of nepraxen delayed-releass tablets is not

mended,




Drug/Laboratory Test Intersctions: Nunrmn may
decrease plalelel

time. m.mmwnmmmm
times are determined.

The

Incidance less than 1% (Probable Causal Relationship):

The foilowing adverse reactions were reporied lese
trequently than 1% during controlied cinical trials and
through mmu since marketing. Those

. may resuft

wrin vnhmbrnhtowntimbec-wolm

mo:menmtu?uﬂw metaboiries with
n

voluntary reporting since
marksiing are dabcized.

m-di-nitrobenzene used in this assay. Allth" Gastroimestinal: sbnormal liver function lests, coliis,
T st
Iy do-dno( i .R‘"' e gnslmmtosl_ml_'lﬂ bleading  and/or P'mm';::
suggesied that with : e
discontnued 72 hours before adrenal mncwn tests are Pana: o nephits, renal diseass,
pertormed 1l the Porter-Siber test & 1o be used. “ranal tadure, renal papmiary necrosis, ’
m some urinary essays of c A louk:
wwﬁzewanc scd (SHIAA) Central ~ Nervous smom mmn dream
reinos mhAz-yovtumnnWmdh m‘wmum
o Der ic: 8 a,
doses ul a |s and 24 M (50 100 md |so urticaria, skin rashes, pholosensitivity resctions
mg/m’). The maximum dose resembi] H cutsnea tarda, epidermolysis
z‘ wm 0 hmwn at m. bufiosa,
Ml\t‘: onic  EN o Cardiovascular: congestve heart tsdure.
g mmmm W
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and o 170 510
and min 170 mofkgiday (

mehmhmmmbhﬁu‘.
There sre no and web-controlied studies

G - e L .
menstrual disorckers, pyrexia (chils snd fever).
incidence isss than 1% (Caursal Retetionship Uninown):

These cbservations are ind
by rhyriao bolng 10 sorvo as aleriing

ol neonatal tions such
ductus eneriosus and intracranial
homorrhage. Naproxen trestment given In late
gnancy P has with
lovels in

human v tem (closure of Rt s not known what doss of the drug would
arteriosus), use during third be am%ﬂn orlthD“oim.:ugh.'na
mokg in rats, 1 mo/kg in mice, 4110 moikg in
: The naprossn anion has been lound
in the milk of women st 8 concentration of hamstors, and gresier ian 1000 mprkp in doga.
appraximatsly 1% of that ound in piasma. Because of Should & pabent ingest » number of tablets
the ofiects of s 4 or "'3.'. mey be
drugs on necrates, use in nureng moters shoud be emptied and usus) supportive measures empioyed. In
animals, osmoiacmnddwmd'uelhwwh
i \?s':w M:l 2 yoars h"h boen the - o
not
established r:o.u?m-m recommendations for Docaine o e Hgh S o B prome Bk
are besed on wel-controled studics
o oo e on) e D ADUMSTRATON
or dow
distri ith et the in jevonile Rheumnatold Arthritl, Osteoerthritls, mdhtyh-hg
arthvitis and other use  have tha p 0
n@“d:&»smrswn d MIﬂSWGSOO_momm
suspension, soe DOSAGE OMINISTRATION To maintain the ot the entoric the
saction), with total dally doss not exceeding should not be brokan,
;5nﬂmnﬂmxmhmmum crushed or chewed during ingos!
yoars of age.
During verm administration. the dose of

Ll below. in A
pationts trested wore reporied 2 10 10 times
more trequanty than w"vo“ shori4erm studies in

administration

datly is not

In patients who toisrate lower doses wolt, the dose may

be increesed 10 naprowsn 1500 Mg per duy for bmited

mioa vn’nn [ hw'n:.' anti-
roqul

s Eced e

well monitored abel studies with about 400
children with erthritis, treated with naprouen, the
incidence of rash and prolonged biseding times wore
the inci ol gastrot end central

Systom reactions were ahout the same, end the
incidence ol other reactions wero lower in children than

Central Nervous System: headache’. dizziness’
'd‘m'.

reported reaction between 3% and 9%.
Mmmonhlmﬁolmum
are unmarked.

100's (bottie): NOC 5731502901
(boe): NOC 5731502002

500 mi toblet: White, round, unscored,

o on one side. in m-mnm bottles of m)

100s (bottie): NOC 57315-030-01

1000's (bottle): NDC 57315-030-02

Siore at 15° © 30°C (5" © BE°F) in webclosod
containers: dispense in light-resistant containers.

Manutactured by: ALPHAPNARIP'I’YLTD.
Caaark. G 43087 o
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