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FULL PRESCRIBING INFORMATION

BOXED WARNING

WARNING: RISK OF
EVENTS

Cardiovascular Thrombatic Events.
+ Nonsteroldalantinfammatry druge (SAIDS) cause an ncrease
‘of serious cardiovascular thrombotic events, myocardial
ntarction and: stroke, which ca he fata. Ths risk may occur sary n
treatment and may increase with duration of use [ see Warnings and

£

« Meloxicam is contraindicated in the setting of coronary artery bypass
St (CRBS) Strgery T see Contraidictions () and Warnings and
Prec EX0k

< NsAID: serious
‘ncluding bleeding,
Stomach orintestines, which can b fata. Trese events can occur ok
any'time during use and wiout warning symptoms. Edery patiens
& patients wih a prir history of pepbc icer disease andor GI
bleeting are at rester rsk for serious GI events { see Warnings and
Procautions (5.2) ).

1 INDICATIONS AND USAGE
1.1 Osteoarthritis (0A)

Meloxicam s ndicated for relef of the signs and symptoms of osteoarthris [ see Cinical
Stuces (1.

1.2 Rheumatoid Arthritis (RA)

ieoxicam & and symptor see

Clnical Studies (14.1)]

L2 mrte vhaumtnd Al (1) rauctksa sd eficir ourse
symptoms

pammm oo vl AheumaLoR AFOYRS I BaCATES 3yt of o o ke
e Clrical Studes (14.2).

2 DOSAGE AND ADMINISTRATION

2.1 General Dosing Instructions.
Caretuly consder the potentil benefts and riks of meloxicam and other treatment

precautions (5) 1.

Aer
ndiidual patients needs.
I adus, the maxnu reconmendsd dly raldoseofmebecr & 15 mg rerdess
of formjation. I patints wih hemodialyss, a maximum dady dosage of

i Speci Popuatons (8.7) and Chcal rarmnscoiogy ( 123))
Meloxicam may be taken without regard to timing of meas
2.2 Osteoarthritis
For the elef of the sgns and symptoms of osteoarthrts the recommended starting
and méxicam s 7.5 mg once dah

2.3 Rheumatoid Arthritis

For the et of thesignsand symstoms ofthematid i h recommended
meloxic Some patents

2.4 Juvenile Rheumatold Arthritis (JRA) Pauciarticular and Polyarticular Course
To mprove dosing accuracy n smaler weight chidren, the use of the meloxicam oral
ne

7519 There w2 70 oddtonalbenat dmonstaed by ncreasing i dose so0ve
0125 kg once daiy in these clnc

2.5 Renal Impairment

The useof

n ot on hemodysts, (e masimum dosoge of meloxicam s 7.5 g per doy [ s0¢
Cicaprarmacaney (125

2.6 Non-Interchangeabilty with Other Formulations of Meloxicam
approved

formuatins Therer
witn

the same Do not substute o dose sengihs of meloxca taiets i ater
formulations of oral melexicam prot

3 DOSAGE FORMS AND STRENGTHS.

Hesicom bt U

7.5 mg: yelow coloured, round, biconvex, tabets, debossed wth "158 on one side
20 an the iher

« 15 mg: yellow coloured, round, fa bevelled tables, dcbossed with “CIPLA”on one.
Side and 159" on the other

4 CONTRAINDICATIONS
Meloxicam & contrandicated i the olowing patents:

of the drug product [
57,591
other NSAIDS. i Joci reactons
reported insuch patients [ e Warnings and Precautions (5.7, 5.8) |
 Inthesing of coronry arierybypass 7t (CABG) srgery s Warningsand
Precautons (5.1)]

5 WARNINGS AND PRECAUTIONS

5.1 Cardiovascular Thrombotic Events
Clnicaltria of

(cV) thrombot
roke, Based on
et s 5 neiar okt for O ormaste v & it for 3 NS




CV dscase. However, patients wth known CV dsease o risk facors had a higher
‘xcess serious CV ‘el ncreased
baseine rate. hat this v

reatment.
thrombotc K has been abserved most consistently a higher doses.

T adverse v patents, use the

remain aer for
Course. even  the absence of previous CV symptoms. Patints should be nformed
serious CV ©

There s
rek of sarious CV

(61 events [ see Warnings and Precautions( 5.2) |

Two g panin
the st 10-14 days folowing CABG surgery found an ncreased incidence of myocardial
cABG [see

Contraindcations (41

onducted i
Datirts tresed wih NSAIDS  the oSt perod wereafnérassed kol renicton
ment. In s
Same Conot hé InCance of deaeh i 154 Yo PoSt 1w 20 per 100 prsan
years in NSAID-treated patients compared to 12 per 100 person years i nom NSAID

oo st e e ek of Gt 1 NSAD Ut persitedovr ot s
of folow-up.

Avoid the use of
o vt ek o ecurn CF hmbmts vt I o & 0508 e
with a recent MI, moritor patents for sgns of cardic Schema

5.2 Gastrolntestinal Bleeding, Ukeration, and Perforation

] Torge intestine, These.
. with

Wih NSAIDS

upper

therapy is symptoratc. Upper GI icers, gross bieedig, or perforaton caused by

NSAIDE occlrred n approximately 1% o patints treated for 3-6 months, and in about

treated or one year. However, even short term NSAID therapy & not

Wihou fsk.

Bk Factos for Gl Bleeding. Uiceraton. and Pecforation

Patients with a pior history of peptic ucer dsease andor Gl bleeding who used NSAIDS,
ester than 10-10k creased rsk for developng a GI beed compared to paten

corcosieris, aspin,ancoopianis, or scecive sroton ruptake Fbtors

 ge; and poor
Dok report of Tl G v oecomes i clry of deolated patons,
atonaly dicase andlor

rekfor Gl bleedng,
Strategies to Minimize the G Risks n NSAID-treated patients:

+ Avoid adminraton of more ian one NSAID 3 e
« hvod use

o sochpa bieadng,
Corse etrae tagis stht than NS

et sr o e and Sy of G beraon and beeding uring NSAID

| ey

ot oo 3 o O s v ol
+ nthesting ofconcontantus of wdose il o cardac ooy, montoe
1 blocding [ 7.

5.3 Hepatotoxicity

Elevatons of ALT o AST (hree or more times the upper it of normal [ULN]) nave

D reported  approxmatel 1% of NSAID-rested patnts ncical . In o,

rare, sometines . cses o sevre bt . ki ukmant gt

ecross, and hepati fallire have been reported.

Eevatons of ALTor 45T (s thon mr« times ULN) may oceur n up to 15% of patients
NSAIDS including meloxi

e s

e sympmmsy Tk o ond cymprons oo Wi e o D, o
syster (e.q., eosinophia. rash, e

mimecacey, and perfor 3 cilcs &kston of epaten (s Use n Specic

Popultions (8.6) and Clnal Pharmacology( 12.

5.4 Hypertension

NSAIDS, inchuding meloxicam, can lead to new onset or worsening of preexisting

hypertension, ether of which may contrbute to the increased incidence of CV events.

Patiens taking angltensn convertng enzyme (ACE) hibfors, thazKle dluretcs, or

00p curetics may have impaired response o these theragies when taking NSAIGS [ see
g nteractions (7).

course of thrapy.

5.5 Heart Fallure and Edema

randomized
foks ncrease o
seictivetrested NSAID
patents patients.
.
and death.
Adarionaly
N

g Conio (o has, ACE Wk, o gotare eceor
Sockes ARG soe o nroctons (711
Avoid the use of

i n patents

P o

5.6 Renal Toxicity and Hyperkalemia
‘Renal Toxicty

Long term adminstraton of NSAIDS, inckding meloxicam, has resuled i renalpapllary.
ecrose, renal nsulfciency, acute renalfahure, and othe renl iy,

havea
compensatory. mk m e ma\mman(e of en pertusion n hese pterts,
prostagiandin

Tomaton ang.secanaaty
e enal

o Sawi o, ypEvalania: s fre, e Gystancion thoge 1
ureics and ACE Inhbtors o ARBS, and the et Dscontnuaton of NSAID therapy
s usuall folowed by recovery to the pretreatment tate.

5 With preexisting renal dase. Because some meloxicam met@ooites are.
excreted by the kidney, montor patients for signs of worsening renal function

Correct volume status in dehydrated or hypovolemc patents prior 1o niating

mebxicam. o
fallure, dehyoraton, or hypovolema during use of meloxicam [ see Drug Interactons (7)
I

itients with advanced renal disease urless the benefts are expected o outweih the.

Pk of worsening renalfunction. If mexicam & used n patients wih advanced renal

discase, monkor patents for sns of worsenng renalfunction [ see Cink:

Pharmacoiogy (12.3) 1.

Eperiemia

Increases n serum potasskum concentration, ncluding hyperkalmia, have been
NSAIDS. in

patients

hyporenemic-hyposdosteransm state.

5.7 Anaphylactic Reactions.

Meloxicam has been associated with anaphylactc reactons i patents with and wehout
n patients e

Contrandcatons (4) and Warnings and Precautions (5.5 |
Seck emergency heb F an anaphylactic eaction occurs,

5.8 Exacerbation of Asthma Related to Aspirin Sensitivity

patients
Include chranic thinosinustis complicated by nasal polps; severe, potentily fatal
bronchospasm; andjor intolerance to aspi and other NSAIDs. Because cross-
:

atens Wit i form of

9] Wnen patints wih
{wehout known aspin sensriviy). monkor patints for changes i the signs and
symptoms of asthima,

5.9 Serious Skin Reactions

1D n sucn as
xfoltive dermattis, Stevens Johnson Syncrome (SJS). and toxi epdermal necrolyss
e, inform

Symptoms of '
Sk rash or

reactions to NSAIDs [ see Contrandications (4) |

5.10 Premature Closure of Fetal Ductus Arteriosus.

totreat
cortiosteroid msufficiency. Abrupt discontinuation o corticosterods may lead to

aper
deckion & made to dscontinue cortkosteroids

5.1 Hematologic Toxicity
Anemia has occurred I NSAID-treated patients. This may be due o 0CCUE or gross
biond loss, luid retentin, or an fccomplete described effect on erythopoess. It a
e i mekxcam s any s r Symotems of anem, montor
hemagobi or hematoct
NSADs. nchudng meloxican. may nressethe sk of bleding events. Co mrtid
Soomyans, apBAGEk S (6 2P Srcton UptaG PBAGTS (S
ondsecion hresine i reuptake btors (SN may ncresse s s ontar
these patents for signs of bleding [ see Drug Interactions (7)1

5.12 Masking of Inflammation and Fever
“The pharmacological actvty of meloxicam i reducing flammation, and possbly fever,

5.13 Laboratory Monitoring
Because serious GI bieding, hepatotoxicky, and renal njury can occur wihout warring
symptoms or signs D

5 52.53.56) 1

6 ADVERSE REACTIONS
Tne folowing adverse reactions are discussed ingreater detal i other sections of the.

* Cardovascr ThrombaticEvnts  sseGaned Worning and Warngs and
precautons (5.
« Gl Secdng, Ukefoton, and Perforaton{seeBoxed Worning and Warnngs and
precautions (5.2)]
Hepsotoxcay [ see arnngs nd precaors (5.3
)
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o, Touka e wotmigsand ecoutons (31171

6.1 Clinical Trias Experience.

rates observed nthe
Toicatios of another drug and may not refect the raes observed i practie.

Acuts

‘Osteoarttis and heuratoit Arbrts

The meloxicam Phase 273 clnical il database ncides 10,122 OA patients and 1012 RA

patients treated weh meloxicam 7.5 malday, 3505 OA patients and 1351 RA patients

ested i meorcom 15 /oy Hebxicam o hese doses s sdmstered 0 661

patiets. 2 patents

10501 b

2363 of

i,

A double-bind,
ook f e ki o b o ompare to ety snd sarety of
o e bine andomaed

Sarey of momcam it ploceno.

Tabe 1a depicts adverse events that occurred i 2% of the meloxicam treatment
groups n 2 12-wesk placebo- and acthve-controled osteoarthrts ral

Table
9r0ups 1 wo 12-week placebo-controled rheumatox! arthres trds.

Table 1a: Adverse Events (%) Occurring in = 2% of Meloxicam Patients in a
T2-Week Osteoarthritis Placebo- and Active-Controlled Trial

Meloxicam  Meloxicam _ Diclofenac
Placebo 7.5 ma daky 15 g daky 100 mg ceky
156 153
Gastrointestinal 7r o m 173 281
Abdomina pan 25 19 26 13
i 58 78 52 92
a5 as s 65
Fatuknce 45 32 32 39
Nausea 32 39 38 72
Body as a
accen ouseros 19 as 32 26
Edem. 25 19 s 33
= 06 28 0o 13
Infuenzacke symptoms 51 45 58 26

Central and Peripheral



Nervous System
Dizzness

52 28 38 20
Headache w2 78 83 59
Respiratory

Pharyngtis 13 os 32 13
Upper respratory tract nfecton19 3.2 19 33
Siin

Rash 2 25 26 06 20

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

day 15 mg daly

No. of Patients P
Gastrointestinal Disorders 41 189 A
‘Aodomina pan NOS # 06 29 23

et sgnsand ymptoms 38 58 a0

26 33 38
 Disorders and Admintration Sk Condiions
Infuenzar ke fness 21 29 23
Infection and Infest
Upper respratory tract infections:
pathagen dls nspec a0 o3
usculoskeletal and Connective Tissue Disorders
Joint rebted signs and syt ' 15 23
Nervous System Disorders
Headaches NOS 64 64 55
Skin and Subcutaneous Tissue Disorders
Rash NS 17 10 21
ap
e

i

e, o crepaton b ahosin o o)

oo anrasn

The adverse events that occured wEh meloxiam n = 2% o patints treated short.
term (4
are presented i Tabe 2

Table 2: Adverse Events () Occurring n = 2% of Meloxiam Patients n 4 to 6 Weeks and &
h Actie.-Controlled Osteoarthritis Triis
410 Weeks Controled Trids_ 6 Month Controled Trials
eloxicam  Meloxs Meloxicam_Meloxicar
7:5mg daiy 15 ma daly 7.5 mg daiy15 mg dady
8955 256 160 306

No.
Gastrointestinal n 0 265 22
Aodomina pan 27 23 a7 29
co 08 12 18 26
Diarrhea 19 27 59 26
vspes Y 7a 89 s
Fatulnce 05 04 30 26
24 a7 a7 2
Vomiing o6 08 18 26
B ole
‘Accident housenold 00 00 06 29
Edema? 06 20 24 16
Pain 09 20 36 52
Central and Peripheral Nervous System
Dlzzness 11 16 24 26
Hesdache 24 27 36 26
Hematologic
01 00 a1 29
Musculoskeletal
Arthraiga 05 00 53 13
Back pan 05 04 30 07
Psychiatric
Insormnia 04 00 36 16
ory
Coughing 02 08 24 10
Upper respratory tract nfecton 02 00 83 75
Siin
Prurius 04 12 24 00
Rash 03 12 30 13
frequency 01 04 24 13
Uty vt nicion 03 04 a7 69
pedtrics

Pauciartiuia o
Three hundred and eighty-seven patients wih pauciartculr and polartculr course JRA
e xposed o meloxcam wih doses r3ngng rom 0.125 0 0373 ik pe doy
three cinkal rils. These ted of two 12. enter,doute bind.

extension) and one 1.year open-iabel PK study. The adverse events observed i these

experience, akhough there were diferences i freauency. In partcusr, the folowng
most common adverse events, abdominal pan, vomking, drhes, headache, and
pyrexia, were

n'seven (<2%)

e trak,
or gender-speciic subaroup effect

ccurring in <2
eoxam B il ik Tatao peon ok 16,508 pRn

Body as a Whole sl rec, ace e e fever o s, e, sycope et decrese e ncresse
Cardiovascular angina pecors,cardac e, ypertanion,ypoLENn, myo<arGal AT, VaSCUS
Gastrobtestinal oty . Sooder e, v, sophogES,GaSIE kT, RSTEs s e eno, pancreat
art Rate and Rhythm i, gaptaton achverda
leukopeni, purpura,thromt

Liver and Bilary System ALT mereas . AST ncteases, e, GGT ncreased,hepatts

Metaboli and Nutritional denyraton

Psychiatric contusion, depression, e jen

espiratory e bonéhospoem, e

Skin and Appendages Sopec, angocdema, bukos arapin. hetossntity reacon,prurus, sweathg ncrsse, utkar

Special Senses abnormalvisin, conknctis, taste perversion,

Urinary System o, SUR e, ¢ esie éreseed, nematur, renal akire

6.2 Postmarketing Experence

Uncertain Size, £ 15 not ahvays pos<ile to relably estmate ther requency or establsh a

n one or moreof the
folowing factors: (1) serousness of the event. (2) number of report, or (3) strength of

experience or
erythema
Johnson syndrome; toxic epdermal necrolyss, and fertiy femak.
7 DRUG INTERACTIONS
See Table 3 for
S retstons (33 Y snd Gt pramotnay (1
‘Table 3 Cinically Significant Drug Interactions with Meloxicam
Drugs that Interfere with Hemostasis
bleeding compared to the use of ther drug alone.
piys an oA
Intervention: Hontor patients meloxicam (eg. warfari aspir TSN oS0 o b | s Wormingsond Precoutions (511
Aspirin
NSAIDS alone. was associated see Warnings.

Intervention: aspiins because bleding | 1)

Haicom s ot substute ot ow Gose ssplh o ardovascor prtecon
ACE Inhibitors, Anglotensin Receptor Blockers, or Beta-

inbiors, (4RBS), o betarbockers (incding propranao).

in AID wEh ACE inhibtors or
Intervention: Bs, or beta biockers,

During concomtant use of meloxicam and ACE mhbirs or ARBS in patints who e ederly. L or have mpared o for signs '
Ciical mpact:Cincal stues, as wel as post-

oop duretcs (eg This effect has been attrbuted to the NSAID inhibton of rena prostaglandin synthesis. However, studies with
Intervention: ions.
Lithium
ncreased 15%, 20% 30
Intervention: ) » S5 of K toxicy.
. neutropenia
Interventin: 2
Cyclosporine
Interventio: mantor patents for signs of
NsaiDs
Clinical Impact: Concomtant use of meloxicam with other NSAIDS or saicybtes (e.5. dflunisal, salaiate) increases the risk with it or see Warnings. 1
Inerventon:Th concomkan useofmelcam WihaerNSAID orsalcyes & ot recarmmen
Cinea !mpxr Concomant use of meloxicam and pemetrexed renal and nformation)
1079 mLmin,

a5
Patents aking mloxicam shoui ierup dosg for kst v dovs etor. e oy o an o daps okonig pemecxed adrmISroton.
In patents

8 USE IN SPECIFIC POPULATIONS.

8.1 Prognancy

Useorn
e o ot Cosureof e e it aiocus Avol uee 3 NEAIDS
ncuding meloxicar.  pregnant women starting at 30 weeks of gestation (thed
rimester) [ see Warnings and Precautons (5.10) 1.

or

NSAID use n

35 poputi Tegarde »
 Background rate o 2-4% for major maformations, and 15-20% for pregnancy ss.

n anmalreproducton studies, embryofetal death was observed i rats and rabbts.
doses equialent to
.65 and 6.5.times the maximum recommended human dose (VRHD) of meloxicam.

embryogenesis with mekoxica at an oraldose equaknt to 76-tmes the MRHD. In pre-
‘and post natal reproducton studies, there vias an increased ncdence of dystoca,

rabois
organagenesis  and 26.tmes

o i animal
as meloxicam,

Fesuled n mcressed pre- and postmphntaton s,
Labor or Delvery
“There are no studies on the efects of mekoxicam during sbor or delery.In animal
studies, NSAIDS, nchuding meloxicam, FNBR prostaglandin synthests, cause doyed

arturtion, and hcrease the ncdence of i
Daa
Animai Data

im was not teratogenc when adminitered to pregnant rats during fetal

organageness t oraldoses up to 4 ma/kg/day (2.6-(ok greater than the MRHD of 15

er 6 on B3
comparison). T no effectkevel was 20 malkaiday (26-foll greater than the WRHD.
In s and ok atoral
L mgfkgida i 10.65- and 65
fhroughout organogenesss
ctaton

creasedthe nidence of s, deayed prturtio,and decressed afsarng
Suruvalat meloxicam doses of 0,125 ma/kgiday or oreater (0.08-times MRHD based on
B5A comparison).

8.2 Lactation
Ak Summary

benefr:
mexicam and ny potenta advrse fectson thebreasied font from the
melxicam o from the underbing maternalcondior

Animaidata

bctating
n plsma,

8.3 Females and Males of Reproductive Potential

Infecity.
Females
action, the use of nchudng
mekxicam, may delay
n
nnitors has

ated i NSAID ave o showna reversble dely i owiaton,Conseerwiraws
of NSAIDs,
Undergoing investgaton of nferty.

8.4 Pedintric Use

meloxicam,



to 17 years

Adverse Reactions ( 6.1) and Cirical Studies ( 14.2) 1
8.5 Geriatric Use.
Sr gt compared o younger pars, re ¢ getes s for NSAD assoced

jstrontestina,
a
T cn 7 dosi ane, 5o ok porlrts o verse hecs Loes
Warnings and Precautions (51,52, 5.3, 5.6, 5.13) |
8.6 Hepatic Impairment
» mpasrment.
Sice

mekxicam & e

“Wih hepatc mpar
precautions (5.3) and Cinial Pharmacology (12.3) .

8.7 Renal Impairment

Patients wih severe renal mpaitment have not been studied. The use of meloxicam
subjects

mexicam shoukd not exceed 7.5 mq per day. Melxicam i not dakzable [ See Dosage.
and Adminstration ( 2.1) and Clrical Pharmacology (12.3) )

10 oveRDOSAGE

lethargy.
drowsiness, nausea, vomiting, and epigastrik pa, uhih have been generaly reversble

falure, respiratory depression, and coma have occurred, but were are [ see Warnings
and Precautions (5.1, 5.2, 5.4, 5.6) |

There aré no specfi antHotes. Consider emesis and/or actiated charcoal (60 to 100
grams i adus, 1 10 2 grams per kg of bodly weight n pedatric pat

ic catharic i symptomati patients seen wehin four hours of ngestion of n
patients. orc
Guress, akalnizaton of urne, hemodaysis. be uselul due to
high protein bidng

There s known t
accekrate the cearance of melaxicam. Accekrated removalof meoxicam by 4 g oral

For adonalin a
8002221222)

11 DESCRIPTION

75mg

k¥
dioxide. The molecuiar weight s 351.4. s empircai formula s C 134 13N 30 45 2 and &
s the folowing structural formu:

cH,
on
~ N
N H
S
s: oH,
S s
0”7 o

Meloxicam s pale yelow S0, practicaly insoluble it water, wth higher soioity
observed bases. Mloxicam h
won =02 7.4, Meloxcam

Pas pKa values of 1.1 and 4.2

75 mgor 15 mg
mebxicam, USP.

The nactve ingredients in meloxicam tabets, USP include starch, microcrystaline
agnesium stearate

12 CLINICAL PHARMACOLOGY
121 Mechanism of Action

of meloxi
Unaesiond ot oves hboan o eyckoxygenase (CON-1 and CO).
Meloxicam & a potent ehbior of prostagiandi synthesis i uéro. Meoxicam

bradykinin
Snemal made. P rmmat

nhibtor o
Srtagandns @ P

12.3 Pharmacokinetics
Absorstion

of 30 mg compared weh 30 mg IV bolus infction. Folbwing singe nravenous doses.
dose-praportonal pharmacokiGtis were shown i the range of 5 mg to 60 m. After
mutle

ver the range of 7.5 Mg o 15 . Mean C s as achieved wihin four o fve hours
S 2 53 e ook wos e e oo condiione, gkt

T2t14
Pours post-dose suggesting bilery recycing
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16 HOW SUPPLIED/STORAGE AND HANDLING.
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Meloxicam tabets, USP 15 mg are avalabe as folows:
NDC 68071-2184-3 Bottes of 30
NDC 68071-2184-9 Bottes of 90

Store at 2010 25 C 68 to 77 F) [See Us? Controled Room Temperature]. Keep
Jace.

Dispense tables i a tioht container.
Keep this and all medications ot of thereach of chidren.

17 PATIENT COUNSELING INFORMATION
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ke symptoms). I th
medical therapy ( see Wornigs and Precautions (5.3) |

Advisepains tobeaert o the symptams of cangestive eart fakre nckng
Shortnes: or edem

rovtes T Sutn SYmetoms et o Winige andFrsmut (55) )

Ansphyacts Resction

Ifar ptns of e snsof n araphyctrsci (e GrTCuy brestri,

s scur{ 6 Contranakatons (4 s Warngs and Precautons (.7
Advise patients 10 stop mexicam mmediatl I they deveop any type o rash and to

591

mebxicam,
Popultons (8.3)

ek gestaon becatse o the ik of e premtire g of e e ductus
arteriosus [ v
j

Inform patints tha the concomtant use of meloxicam wih other NSAIDS or salyates
fnea, ek of

Frecautons(5.2)ond rug nteracons (7)1, Aer patns nat NSADs may be
present n "over the counter” medicatons for treatment of colis, feve, of nsomnia
Use of NSAIDS and Low-Dose Asprn

Inform patients
theirheathcare provider [ see Drug Interactions (7) |
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What is the most important information | should know about medicines called
Nonsteroidal Anth-inflammatory Drugs (NSAIDS)?
MSAIDs con cause serous side ffects, nchdin
« Increase ears attack or strake that can lead to death T rk
oy happen et mert an oy resse
© weh increasing doses of NSAIDS
W longer use of NSAID:

right before o after a
bypass graft (CABG)
Avold aking NSAID after a recent heart attack, uness your heakthcare

The risk o getting an ukcer or beeding ncreases wi:
205t Ntory e stomoch ukers, o stomach o et g oler sg¢

9 kg medenes caed “cortcosterods’, “antcosgubnts’ 0 poor hesth

G creasing Goses o NSAIDS © advanced er

0 longer use of NSAIDS o bleding
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0 smaking

© drinking acohol
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e owordove passble or your reatment
= Tor the shortest time needed

Wht are NSAIDS?

dfferent types of art and other

types of short.term pan,
Who should not take NSAIDs?
Do not take NSAIDS:

hives, or ther alergic any

other NSAIDS,
« ight before o after heart bypass surgery.

ncuding f you:
e er or kdney problems.

« have high bood pressure

« have asthma

= arc pregnant or plan to become pregnant. Tak to your heathcare provier f you are.
niderng taking NSAIDS durg pregnancy. You should not take NSAIDS after

reeks of pregnancy.
« are breastfeeding or pin t0 breast feec.

Teyour hesthcare provier sout o he meicnes you ke g rescrpten

Can mw. o i oer s Covse Sermus S s Do ok shars
Laking any new meclkine without taking t6 your heakhcare provider frst.
Whes s the povable s afects of MEAIOYY

NSAIDS can cause serious side effects, inchudi
See “What is the most important information I shoukd know about medicines
i Nomstoroil At milammatory Orugs (NSAIDSY

« new o worse high bood pressure

Other side effects ms.ms include : stomachpan.corsaion, durrhes
a5, eartburn, nauses, voming, and iz

@ shortness of breath or troublebreathing @ skrred spesch



® chest pain @ sweling of the face o throat
@ weskness in one part or side of your body

Stop taking your NSAID and call your healthcare provider right away if you
got any of the folowing symptoms:

® nausea @ there s bood inyour bowel movement or s black
more tred ar weaker than @ vomit bood.
ol
o darrhea @ there s bood inyour bowel movement or £ s back
3nd Stk ke tar
o tehing @ unusual weight gan

your skin or eyes ook yelow @ skin rash or bisters wi fever
@ ndigestion or stamach pain @ swelng of the ams, legs, hands and feet
@ ke symptoms

1f you take to0 much of your NSAID, callyour heakhcare providr or oet medicalhelp
way.

NSAIDs. asicyour
heaticare provider or pharmact sbout NSAIDS.

Call your doctor for medical advice about sk effects. You may repart sk effects to
.

Other information about NSAIDs:
« Asprin s an NSAID but & dos not ncrease the chance of  heart attack. Aspirin can
Stomach, and n

the stomach and inlestines.
= Some NSAIDs are sok n ower doses wEhout a prescripion over-the-courter). Tak
. NSAID: 10

days.
Generalnormation abou the safe and effective use of NSAIDS.
Medcies are sometimes prescribed for purposes other than those Isted i a Medcation
e, Do not use NSAIDS far a conditon for which £ was not prescrbed. Do not gve

NSAIDS {0 other people. even ¥ they have the same symptoms that you have. It may.
harm th

are provider. You
NSAIDS that s

witen for health professionals.
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