MELOXICAM- meloxicam tablet
NuCare Pharmaceuticals, Inc.
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FULL PRESCRIBING INFORMATION

BOXED WARNING

WARNING:
EVENTS.

Cardiovascular Thrombatic Events.

« Nonsteroklal antrinflammatory drugs (NSAIDS) cause an increased
rik of serious cardiovascular thrombotic events, including myocardial
infaction and stroke, wiich can b fatal This ris may occur eary i
treatment and may incroase with duration of use [ see Warnings and

« Meloxic
arsft (CABG) surdory  see Contralndlcations (4) and Warnings and

Sontzointestia lk!dmg Ukeraion, and pertoration

adveree ovents inchuing beedi, ukemhn, and peforation of the
Which c.

mptom:

20 patients with  prir history of peptic icer disease andlor GI

bleeding are at greater risk for sarious Gl events [ see Warnings and
cautions (5.2) 1.

1 INDICATIONS AND USAGE

1.1 Osteoarthritis (08)
texicam s indicated or reef o the sgns and symptoms of osteoarthrts [ sce Cinical
Shvoes (1430

1.2 Rheumatoid Arthritis (RA)

icam & and symptoms of see
ClnicalStudies (14.1).

13 ek Rraumtod Ardl (RA) Ptk o Pl e
Meloxicam i ndicated for relef of the signs and symptoms of pauciartc

Pobacticulr coursevenie Rheumato Aririis  petions 2 y60s o age and oker
See Cirica Studes (14.2)

2 DOSAGE AND ADMINISTRATION

2.1 General Dosing Instructions.

Caretuy risks of
optons the
see Warnings and.
brecautions (5 .
adust

nciidual patents needs.
In sk, thomadum oynende gy ol doss of mktorn & 15 1 eglss
of formjation. In patnts wih hemodialse, & maxmurm daly dosage of

o S5 Use  Speche Popuions (3.5 and el hamacosy (1231

Meloxicam may be taken without regard o timing of meas.

2.2 Osteoarthritis

orne e of the sns and syt ofsteoartris e ecommendedsuring
and .

e RN Benel sy meresg e doses 3.7 e ooty

2.3 Rheumatold Arthritis
For the elef of the sgns and symproms of rheuratod arthris, the recommended
Startng and maitenance oral dase of meoxicam 7.5 mg once daly. Some patints

e addiional beneft by ncreasing the dose to 15 mg once dal
2.4 Juvenile Rheumatoid Arthritis (JRA) Pauciarticular and Polyarticular Course

T o the use of
of ‘ne

eneft demonstrated by icreasing the dose above
G2 once aaty i hese Covc o
2.5 Renal Impairment

The use of

Inpatnts o hemocyst,the masium dosage of ek s .59 prdy 500
Clncal Pharmacology (12.

2.6 Non-Interchangeabilty with Other Formulations of Meloxicam
approved

formulaton
o oir o forl mhsarsraduct v 0 o ST Gogt 5
the same.

formuations of orel meloxicam product

3 DOSAGE FORMS AND STRENGTHS

Meloxicam tabets, USP:

7.5 mg: yelow coloured, round, bconvex, tabiet, debossed wEh "158° on one side
and "C*an the other.

« 15 mg: yellow coloured, round, fat bevelle tables, debossed wih “CIPLA”on one.
Side and 159" on the other.

4 CONTRAINDICATIONS

Meloxicam & contrainicated i the folowiing patients:
. ©

meloxicam of the drug product [
57,591

 Hifor of astma, ko, or ot lrgicype reactons after toking o o
iher s, Sever. sometes tal, aaphyictc eactons o NSDs avebesn
. [oredinuch pent e Wanigs nd Frcasons (37,591

* Frecautions (3.1

5 WARNINGS AND PRECAUTIONS

5.1 Cardiovascular Thrombotic Events
Clnical ras of

(cV) thrombat
Based on

avalabi data, £ s



CV dscase. However, patents wh known CV dsease of risk factos had a higher
absolute ncdance of excess serious CV thrombotc events, due to thelrncreased

of reatment.
thrombotc K has been abserved most constently at hgher doses.

patints, use the

reman g tor vents,

ook e Syptoms of s e and e 1 0 ke H ey accur

rrenses the ek of et 1
6l events [ see Warnings and Precautions( 5.2) |

Status Post Coronary Artery Bypacs Graft (CABG Surgery

Two brge, acox of pain
the irst 10-14 days folowing CABG surgery found an ncreased icidence of myocardial
i chBG [see

Contraindications (4]

patients treated wEh NSAIDS in the post-M perod were at ncreased sk of renfarction.
eatment.in the
Same cohort, the ncidence of death i the frst year postMI was 20 per 100 person
years in NSAID-treated patints compared {0 12 per 100 person years n non-NSAID
the st

year post

T ot vears o Toow o

Avoid the unless

to oum!‘;h h ik of recurrent C thiombote events. If mloxams used  ptents
recent M, monitor patents for Signs of cardac schem

5.2 Gastrointestinal Bleeding, Ulceration, and Perforation

Incucing nflammaton, bleeding, ulceratin, and perforation of the esophagus, stomach,
smal st o brgs iesine, whch canbe ftl. Thse serous adere events con
i NSAIDS.

herapy s sympromatc Upper ol ucers ross eeaing,or prforatn caused

NSAIDS occUrred in approximately 1% o patients treated for 3-6 months, and in about

S o s e ff o Yot HoWaVer: Even ore A WA herapy & not
it ik,

Risk Factors for G Bleeding, Uiceration, and Perforation

Patients with a pior Nstory of peptic uker ciease andjor Gl bleedng who used NSAIDS
P  greter tnan 10Tl ncreosd i for deveopnga i e compare o ptents

winoutinese ek fctors, CtvrTactors e ko b pterts
ireated wip SAI i bnger uraton of NSAID therapy:c concamtantuseof ool
cotcoseros, asprn ante mams o Sdectve srionnrupike
S5
uusxma{kmw reports o Tl Gl s curres ncder o gebitaeo patents
Raateraby dsease andlor

Rt

snm.m T ——

+ v sdminsiratonofmore n one VSAD ot e
< vod
InCressed oK o Deeding. Fo Such parents, 3 wel 35 hose with actue C beeding,
consider atenate therapes other than NSAIDs.
« Remaln aert for signs and symptoms of Gl uicration and bleedng during NSAID.
ey
“ifa
and ummm mexican uniaseiaus G adverseevnt s ukd ot
. lose aspiin for cardiac
‘evdence of Gl beedng | 700

5.3 Hepatotoxicity
Elevations of ALT or AST (hree or mare times the upper it of normal [ULNI) have

e reporad m approximate 15 of NSAIDrete potients  cncalrs In sitor,
Fare, sometimes fata,cases of severe hepatic njury, ncuuding fuminant hepaits, er
necross, and hepatic fallre have been reported,
Elevatins of ALT o AST (s than three times ULN) may occur in up 1o 15% of patients
trested weh NSAIDS including mekoxam.

{aigu, hurgy. darhes e, ight upp e s
e symptoms. devei

the patent |
Popuations (8.6) and Clcal Pharmacoboay( 12.3) |

5.4 Hypertension
NSADS. ckadng ko, con ks o e ot o worsenin of presi
o

vents.
FeEons oy ahgovensn Comarin neyme (ACH s, Moz LSS ot
oop duretics may have mpaired response to these therapies when taking NSAIGS [ see
rig Interactins (7)1

course of therapy.
5.5 Heart Failure and Edoma
Triists' of randomized

controled il demonsirated an approximately two-Told ncrease i hospaizations for
heart faure 1 COX-2 selectetreated patents and nonselecte NSAID.reated patients

i
and death,

atony

eAics

Y hece masta CondRons (e, s ACE MVBIorS. o anpitere ecepiot

Socvers b iy b7

Avoid the

Sipected o oueaa ek o worsein hart ke, a1 ors
or patents for

5.6 Renal Toxicity and Hyperkalemia
‘RenalToxay

Long term admirstraton of NSAIDS, inckding meloxicam, has resuled i rendlpapilary.
necros, renal nsuffRIcy, Euterena far, and otner renal Ty
el oty has s besn s 1 paents 1 o el prostagndes hve
& mainten o
At n prostagiandin

formation and,

e
function, dehycraton, hypovolema, heart falure, Iver dysfuncton, those taking
duretcs and ACE inhibtors or ARBS, and the ekerly. Dscontiuation of NSAID therapy
s usualy folowed by recovery t the pretreatment stal

patients with preexising renalciscase. Becouse some meloxicam metaboites are.
xcreted by the kidney, monior patiens for signs of worsening rena function
Conect vobmesats i dehydrtedorpipovlemic patiats prir o it

Mongor renl function i patints Wi renalor hepatc mparment,
ek aamyiration.of PEvOIM s o6 of malswkam | 5e¢ DG eractons (7)
1

No nformaton & avatabl from controle ciical studes regarding the use of
escom

patients with advanced renal disease uriess the beneff are expected o oUEWERN the.

kol worsening el uncton.f krcom & Vs pters i dvances sl

disease, monior patients for signs of worsening renal function [ sce Cr

Pravmacongy (125

incresses i serum potassim concentraton, ncudng hoerkolen, e been
NSAID::

Foporenineme nyposdostronsm st

5.7 Anaphylactic Reactions.
el nas b assoced e snapryctc esctons 1 paterts it nd wthout

Comraieions (5 ond Wosnie ond Precastons (553

Seck emergency het f an anaphylactc reaction occurs,

5.8 Exacerbation of Asthma Related to Aspirin Sensitivity
patints

potentialy fata
ronhospasm: andlor lolerance oo andoier NSAD: Setause cross:
reactty ' other NSAIDS

1w
ko rnow e Sersi. momsor Pt for Eronges e Sons e
symptoms of asthima,

R G o

5.9 Serious Skin Reactions
ol eragh, Shevens Joson Synarome (S15), and tox SpHerTaINEErosE
(TEN) wihich can be ftal. These serious events may occur wihout warming, nform

Use of maloxicam ot the frst appearance of skin rash o any other Sgn of
reactions to NSAIDs [ see Contraindicatons (4 |

5.10 Premature Closure of Fetal Ductus Arteriosus.

cortcosteroi msuficincy, Aot disconinuation of Caricostoats oy ead o
Sow! id therapy fa
GeEin s made o iscontoe riEoserons

511 Hematologlc Toxicity

Ja has occurred in NSAID-treated patients. This may be due to oCcul o ross
biood loss, i retention, or an fcompleta described effect on erytfropoess. I &
patient treated with mebxicam has any sns or symptoms of anem, monitor
hemagobin o hematocr.

10 o Comor
Condeions such as coagulation dorders or concomiant use of warfarin, oner
amcogubets, sncpBiSe e (5 asp. seretonn ruptake nERors sse)
and serotonin i or
Ehese patknts for s of becing | ee Drug Interactons (7)1

5.12 Masking of Inflammation and Fever
The pharmacological actiy of meloxkcam n reducig flammation, and possil fever,

5.13 Laboratory Monitoring
Because serious GI bieeding, hepatotoxicky, and renal njry can occur wihout warning
symptoms or signs 0

S 52.53,56)

6 ADVERSE REACTIONS
The otouing adverse reactions are dscussed n greater detal n other sactions of the
abelng:
© Cortiovasculr Trombotic vents [ s Baxed Waring and Warnings and
recautions (51)
« Gl Bleding, Uceraton, and Perforatin [ see Boxed Warning and Warnings and
precautons (5.2)]
Hepatotoxicky [ see Warnings and Precautions (5.3) |

. ing: (551
= Renal Tolcity and Hyperkalemia | see Warnings and Precautions (5.6)|

Hematologi Toxicty [ see Warnings and recautons (5.11)

6.1 Clinical Trils Experience.

widey
observed
cinical rias of another drug and may nof reflect th rates observed n practice.
Aduts
‘Osteoartivtis and Aheurnatoit Arbrts
xicam Phase 23 cincalral database ichudes 10,122 OA patints and 1012 RA

meox X
e ek Wi S 35 g 3505 0K paents and 135 Rl poterts
i melxcam 1 midy, goxcan o thesedoses was siiserd 0 G61

nthe

Soso0or nese ptnts were reed ten piacebo. andior acve controlko

.

usxmarmrms o ine ke or i 1 ¢ compar e eficacy nd sty of mebx(am wkh
plcebo

Safety of mekxicam weh plcebo,

Toble 1 deicts aderse evnts tat accured i 22% of the meloxicom reatment:
aroups in 3 12-week placebo and actve-controlled osteoarthres trial

Table
Groups n two 12 week placebo-controled rheumatoi arthres triak.

Table 1a: Adverse Events (%) Occurring in = 2% of Meloxicam Patients in a

12-Week Osteoarthritis Placebo- and Active-Controlled Trial
Meloxicam  Meloxicam _ Diclofenac

placebo 7.5 mo daly 15 mg daly 100 mg daly
3 nts 157 156 153
Gastrointestinal A 173 281
Aodominal pan 25 1o 26 13
Diarthea 38 78 32 92
Dyspepsa a5 as s 65
Fatulence a5 32 32 39
sea 52 3% 38 72

Body as a Whole

Accident housenod 19 as 52 26
fema 25 13 s 33

Fal
Infuenzae symptoms. 51 45 58 26



Central and Peripheral
Nervous System

Dizziess 32 26 38 20
Headache 02 78 53 59
Respiratc

Pharyngtis 13 o0s 32 13
Upper respratory tract nfecton1 9 3.2 19 33
skin

Rash 2 25 26 06 20

Table 1b: Adverse Events (%) Occurring in = 2% of Meloxicam Patients in two 12-
Week Rheumatoid Arthritis Placebo-Controlled Trials

Tacebo Meloxcam Meloxkcam

iy 15 mg daiy
No. of Patients s am
Gastrointestinal Disorders 11 189 168
‘Abdomina pan NOS 2 06 20 23
Oyspept sgns sndsymptams - 38 58 0
oseaz 26 33 38
! Disorders and Adrinstratin Sk Condions
29 23
a1 70 65
15 23
Nervous Systam Disord i
Headathes 64 6 55
Siinand subcunn-nu: Tissue Disorders
Rash NO: 17 10 21

fored arms) e

e, crcalon Gt Ao, pper e oo Uoc Medion PG specied
g NGS, pranmis NOS musns NOS) ot ied Son s symotons o, st
T kgt o s o v

The adverse events that occurred wih meloxicam i = 2% of patient treated short-

are presented i Tabk 2.

Table 2: Adverse Events (%) Occurring in = 2% of Meloxicam Patients in 4 to 6 Weeks and 6
Month Active-Controlled Osteoarthriti Trials

4806 Wesks Controld Tras_ ¢ Month Controled Tras

Meloxicam  Melos ‘Meloxicam
T duby 15 o auby 75 e daby 35 oy
s 8955 256 169
Gastrointestinal 118 150 266 22
Abdomina par 23 23 a7 29
Constpaton 08 12 18 26
Dl 19 27 59 26
38 74 59 95
Fatulence 03 04 30 26
Naus: 22 a7 a7 72
Vomtin 06 08 18 25
Body a5 a Whole
Accident household 00 00 06 29
Edema 06 20 24 16
03 20 36 52
Central and Peripheral Nervous System
16 24 26
Headache 24 27 36 26
Hematologic
Anemia 01 00 a1 29
Musculoskeletal
Arthrabo 05 00 53 13
Back pan 05 04 30 07
Paychi
Insormria 04 00 36 16
Respirat
Coughing 02 08 24 10
upeer Tespraory tractfecton 02 0o 83 75
Press 04 12 24 00
Rash 03 12 30 13
frequency 01 04 24 13
Urinary tract nfection 03 04 a7 59
pedtrics

Paucirtiular and
Three hundred and eghty-seven patients wkh pauciartcular and polartculr course JRA
rom 0.125 to 0.373 mai

o “doudk bind,

witha
xersionand e e cpen ol sy The e events sbseres n hese
pedirc studes wih meloxicam were silar  nature o the sdut cncal tral
experence oL e ware erences I requency Pt e olowny
most common adverse events, abdominal pan, vomting, drrhes, headache, and
Byrexis

No
e trat,
or gender-speciic subgroup effect

occurring n <2% of
mebxicam nclnical i ivohing approximatey 16,200 patients.

ody as a Whole sl rectn, ace o, e fever o fushes, e, scope i decrese o ncrese

Cardiovascular g pecirs, codoc b perersn, ypotension, myocardel Warcton, vascults

‘Central and Peripheral Nervous Systemconvusions, parcsthesa tremor, verti

Gastrointestinal o, iy mouth, duodenalker, enuctacon, esophagES, GaSC ke, GastES, hematemests, hemormagic gastrc u e s
He: d Rhythm arthyinmia, palptaton, tachycarcia

Hom: leukopeni, purpura, thrombocytopent

Liver and AT s, AT neessd, Yiruamera, GGT inceased, hepatis

Hetabolc and o

dehyra

ychiatric confusion, o Jen
Respratory asthma, bronchospasi, dyépnea
Skin and Appendages alopeci, angioedems, bulous erupt -
Spacial Senses. ‘abnormal vision, conjunctis, taste perversion, thntus

rinary System ‘lbuminuria, BUN increased, creatinine ncreased, hematuri, renal faure:
6.2 Postmarketing Experence
Uncertai size, £ is not aways possble to relably estimate thr frequency or establsh a

g the event. ports, or (3) strength of
erytnema
mutorme, exfolatuedermets et nepts: e ver flure: Sevens-
Johnson syndrome: toxic epdermal necrolyss, and fertity fem:
7 DRUG INTERACTIONS
See Table 3 for cincaly significant drug nteractons wih meloxicam. See ao Warnings
and Precautons ( 5.2,5.6, 5.11) and Clnical Pharmacokgy ( 1231
Table 3 Clnically Significant Drug Interactions with Meloxicam
Drugs that Interfere with Hemostasis
© 1 sl
plys an NSAID abne.
Intervention: pa icam (eg. wart igns of beeding [ m
Aspirin
NSAIDS slone assocted
Intervention: méloxicam and aspin s because of bleeding | I
xicam i not a substiutefor low dose aspiin or cardiovaseculr protecton
ACE Inhiors, Angiorensin Receptor Bockers, o Beta Blckers
£) bt B5). o beta-tiockers (inchuding propranoll)
o NSAID i ACE beors o . i
Interventio: nmg ‘concomtant use of mekoxicam and ACE nhibiors, ARBS, or beta
During concomtant use of meloxkom and ACE oblors o ARG 1 pavenes whe e Ckrh. P i o t
Diuretics.
ClinicalImpact:Cinca s, a5 wellas post-
loop duretcs (eg This effect has been atrbuted thesis. However, studies
Intervention: sions
Lithium
and reductons ncreased 15%, 3

Interventior tor pat
Mthotrexate

inical mpact: oo
Intervention: P

closporine
Interventio: mankor patients for signs
NSAIDS and Salkcylates

NSAIDS o saicyites (e.., difunisal . wikh et or "
Intervention: The concomitan use of meloxicam wih other NSAIDS or salyates s not recommended.
Pemetrexes
Ginolimpac Concomtnt s of ebicam a1 pemetoxed renal and 61 nformaton)
79 mimin,

Patints aking melxkam st ierup dosng for ot kst v dars eore, n o o o s oVowiG P60 a0t

8 USE IN SPECIFIC POPULATIONS.
8.1 Prognancy

Risk Summary.

Use of NSAIDS, 9 of

ncluding meloxicam, n pregnant women startng at 30 weeks of gestation (th¥d
rimester) [ see Warnings and Precautions (5.10) 1

SAID use n
jeneral
U5 popultion, al clcal recognized pregnancies, regardless of rug exposure. have
= backaround rate of 2.4% for major maformations, and 15-20% for pregnancy .
I nmal reproducton studies, emoryofeta death was observed n rats and rabbts.
reated during the perod of organogenesis wih meloxica at ral doses equivalent to
.65 and 6 5-times the maximum racommended human dose (VRHD) of mefoxicam.

Snbryspenel wih mercam o anraldoe Suln 07 the KD, n e
and post-natalreproducton studies,

mekxicam during
organagenesis at an oraldose equivalent to 2.6 and 26-tmes the MRHD (see Data].

i animal
siudes,adminsralon o prosaond Syhes WHBEcrs. such s macam.
resulted n ncreased pre- and post-implantaton

Labor or Delvery

animal
S, NSAIDS, HlSa e, MHOR ros s SYhCsS. s dcaped
parturton, and icrease the ncdence of stBith.

o

Animat Data

uring fetal
oramogeness o oral doses et ey 5 5108 e o e AHD o 15
mg o

gl dfets of
D based on BSA
comarn) Theno fec el vas 20 mwkq/aav e ok et han tne D

Tmatgiiny 10.65- and 65
throughout organagenesss

ctation
sun o greater
85 comparison).
8.2 Lactation

heath

benefts of

mebxicam and any potentil adverse effects on the preastfed an from the
ekxicam o from the underlyng maternal candion

Daa
Animaldata

Mo lactating o
n plasma,

8.3 Females and Males of Reproductive Potential

Intectty.

Females

e use of fcdng
mebxicam, may delay or prevent rupture of ovaran folices which hes been associted

nnbiors has
prostaglndi medated follcur rupture equred for owlaton Sl studkes n women
Erested weh NSA

of i who are

Uncergang vestiaton of ety

meloxicam,



8.4 Pedintric Use

017 years
23)

of

Adversa Reactions ( 6.1) and Cirical Studies (14.2) |

8.5 Geriatric Use.

Eldery patients, compared to younger patents, are at greater risk for NSAID-assocated
testnal Tine

Start dosing at
the ow end of the dosing range, and montor patens for adverse effcts [ see
g and Precautions (51,52, 5.3, 5.6, 5.13) |

5.6 Hepatic Impairment

mparment.
Since.

mekoxicam & the iver use

Precautions (5.3) and Cinkal Pharmacology (12.3) ).

8.7 Renal Impairment

Patients wih severe renal mpaifment have not been studed. The use of meloxicam n

meixicam should not exceed 7.5 mq per day. Mekoxcam  not disyzabe [ see Dosage
and Adminsiration ( 2.1) and Clrical Pharmacology (12.3)

10 OVERDOSAGE
o ethargy,

a Vomiting.

T Bt [see Warnings

and Precaitions (5.1, 5.2, 5.4, 5.6) |

Man s2ge.

There are no spectfc antotes. Consider emesis andlor actiated charcoal (50 to 100

grams in adl grams per kg of body weight i pediatric patint

Cemotc athari n symptomare patents sien e four hours of ngestn or
im Forced

high protei bindng
There s known to
meloxicam. Accelrated

addional -
frentiny

11 DESCRIPTION

75mg
or USP for

. 3
dioxide. The molecUiar Weght s 351.4. s empiricalformul s C 14 138 10 45 2 and &
has the folowing structural formu:

cH,
o o
PPN
|
N H
2
s: CH,
S s
0?7 o

Meloxicam s a pale yelow o, practicaly nsoluble n water, wth higher sooity
observed bases Meloxiam b

s =011 P 7.4, Mekoxcam
s PKa values of 1.1 and 4.2
for 75 mgor 15 mg
mebxicam, USP.
use. o

magnestm stearate.

12 CLINICAL PHARMACOLOGY.

12.1 Mechanism of Action

The mechanism of action of meloxicam, ke thatof other NSAIDS, s not completely
understood but involves hibtion of ¢yclooxygenase (COX-1 and COX-2).

Comeeaions resthed Bor g oy v b ohoces o et Prosegindins
bradykin

anmal mads. P o

nhibtor of s made of

prostagiandns in perpheral tissues.

12.3 Pharmacokinetics

of 30 mg compared wih 30 mg IV bolus nfection. Folowng sigle intravenous doses,
dose.praparlional pharmacokietis were shown  the range of 5 mg to 60 m. After

overthe rangeof 7.5 mg o 15 g, Hean C mae s achived i for T v nours
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14 CLINICAL STUDIES
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16 HOW SUPPLIED/STORAGE AND HANDLING

Meloxicam tabets, USP 7.5 ma are yelow coloured, round, biconvex tabiets, debossed
With 158" on one side and "C-on the other

Meloxicam tabets, USP 7.5 ma are avaiable as folows:
NDC 68071-1919:5 otte of 15
NDC 68071-1919-2 Bt of 20
NDC 68071-1919-3 Bottes of 30
NDC 68071-1919-6 Botte of 60
NDC 68071-1919.9 ot of 90
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What is th rtant information | should know about medicines called
Nonstarelaat Andsmmatony ruge (SAIDEIS
NSAIDS can cause serious side effects, including:
* Increased risk of a heart attack or stroke that can lead to death . Th risk
may happen early i treatment and may ncrease :
= weh increasig doses of NSAIDS
wah longer use of NSAIDS.

Do not take NSAIDS right before or after a heart surgery called a “coranary
ey bypass gt (€A
id taking NSAIDS after a recent heart attack, unless your healthcare
Drovkler (et you to. You may have an increzsed rk of another heart atack
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" increased rsk of besding, ucers, and toars (perforation) of the
250phagus (tube leading from the mouth o the stomach), stomach and
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The risk of getting an ucer or bleeding increases with:

 past history of stomach ukcers, or stomach or itestial beeding O older age
wih use of NSAID:.
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SSRls”, or “SNAIs

© ncreasing doses of NSAIDS © advanced er
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What are NSAIDS?
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Who should not take NSAIDs?
Do not take NSAIDs:
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« ight before o after eart bypass surgery.

ncluding fyou:
« have er or kidney problems.

« have high bood pressure

= have asthma
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“Tell your hesthcare provider about al of the medicines you take, ncluding prescription
 ver.the-counter medlcines, utamins of herbal supplements. NSAIDS and some other

edcines can neract wih sach other and Cause sernus sde cffects. Do not start

taking any new medicine without talking to your healthcare provider first.

What are the possible side effects of NSAIDs?

NSAIDS can cause serious side effects, including:

" he most important information | shoukd know about medicines
called nnnnervlﬁl et nflammatory Grugs (NSAIDS)?

« new or worse high blood pressure

« heart aiure




« ier problems ncldng er faure
Kidney probiems ncluding Kdney faiure.
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heaticare provider or pharmacst about NSAIDS.
Call your doctor for medical advice about sid effects. You may report st effcts to
FDA't 1.800-FDA 1088,

Other information about NSAIDs:
« Asprn s an

the stomach and intesthnes.

« Some NSAIDs are 5ok n ower doses wEout a prescripton (over-the-counter). Tak
10 your heathcare provier before using over the-counter NSAIDs for more than 10
days.

(Generalnformatian abou the safe and effective use of NSAIDS

purpost in  Medication
Guide. Do not use NSAIDS far a condton for which £ was not prescrbed. Do not ve
NSAIDS to other people. even ¢ they have the same symptoms that you have. It may.
harm them.

1f you wouk ke more nformaton about NSAIDs, ak with your heakhcare proviler. You
€an ask your pharmacist or healthcare provider for informaton about NSAIDS that s
wrten for heath professionak
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