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FULL PRESCRIBING INFORMATION

WARNING:
EVENTS.

Cardiovascular Thrombotic Events.

78k of serious cardovascular hrombotic svents,incliding myocardl
inarction and sroke. which can b foal T ridk may occureary
oty chease whh uratin o use T se0 Wormings s
Frecautions (5.3) I

contraindicated in
artery bypass ,m mm sargery Usee Contrandications () and
Warnings and Pre

e
+ NShIDs cause an ncressed rik of serious g;smms:m. (©n
rse events including bleeding, u} perforation of the
Stomach or testines, ich can be oo Trove vents can occur ¢
anyime during s andwihout warning symptoms By patients
20 patients with &  piorNistory of peptic uker diease and/
Bleding ae at greater risk for serius Gi Sares Tses Warmings and
Precautions (

1 INDICATIONS AND USAGE

1.1 Osteoarthritis (0A)

ostecarthrts |
Soe Cineal Studies (14.1) )

1.2 Rheumatold Arthritis (RA)

theumataid
arthres | sce Cinial Studes ( 14.1) ).

o

paucirtculr or
gt oo vl RneuTses A Pt W welgh 260 40 see
Dosage and Admsiation ( 2.4 and CicalStudies (14.2)|

2 DOSAGE AND ADMINISTRATION
2.1 General Dosing Instructions.

and risks. other
dosage for see
Wartings and Precautons (5)]
SuE an ndiidualpatent’s needs.

adts, 15mg
regarciess of formu 75

‘Specifc Popultions (6,
1231

Meloxicam tabets may be taken wEhout regard to timing of meat.
2.2 Osteoarthritis

Some patients

2.3 Rheumatold Arthritis

For the relef of the sions and symptoms of theumatoid arifri, the recommended
Starting and manienance oral dose of Meloxicam talets & 7.5 mg once daly. Some
patiens. ' the dose to

24 ey ar

Meloxicam tabets & 7.5 mg once daly i chire who weigh 260 kg. There was rio
9 the dose b

2.5 Renal Impairment
The useofMelxkam tolt 1 subjectswih svere real mpaiment s nok

I patients on hemodialss, the maximum dosage of Meloxicam tabkts s 7.5 mg per
oy 1 see Cinkal Pharmacology (12.3) |

2.6 Non-Interchangeabilty with Other Formulations of Meloxicam
approved

formulatons Therefore,
win g

the same. Db not SUBSTRULE Simier G0@ SHeRgins of MeoXicam abIEts Wi other
formulatons of oral meloxicam product

3 DOSAGE FORMS AND STRENGTHS
Meloxicam Tablets
4 . L yelow, round . eved eced Lo wah U & L debossed on one
Side and 7.5 cebiossed centraly on the other 3
« 315 mg: Lt yelow, capsuls shapd, bonver, abet wih U & L debossed an one
side and 15 debossed centrall on the other sie

4 CONTRAINDICATIONS
Meloxicam tabets are contrandicated i th folowing patints:
. anaphyiactic

melxicarn

57,59

 Hitor ofashma, rtcari o aferahrgicype reoctions after ke aspin o
iher ShDs, Sever, soméies s aapctc racs o NSAIDs v b
Ceportea n Such pavents | see Warmings and Precautons (5.7, 5.8) )



« i the settng ABG) surgery [
precautions (5.1)]

5 WARNINGS AND PRECAUTIONS

5.1 Cardiovascular Thrombotic Events
Clnicl trias of several COX-2 selective and nonselectve NSAIDS of p to thee years
} irombotic

valabl data, & Unclear (at the sk for CV thromboc events & simiar fo al NSAIDS.
N

ISAID
K factors for
U disease. However, patients wth known CV disease of risk factrs had a igher
absolute ncdance of excess serous CV thrombote events, due o thef ncreased

K of serious CV

treament.
thrombolic K has been observed most cansistenty a higher doses.

dverse C patints, use the
remain aert for such avents. U
urse. previous CV.
e e
rekof seriovs OV wth NSAID use.

(61 events (e Warnings and Precautons (5.2) |

Two arge, acox2

dence of myocardal
CABG [ see

Contrandicatons (4) |
Post patents.

patints. reinfarcton,
(CV-reated death, and al-cause mortaity begining i the st week of treatment. I th
Same conort the ncidence of death i the frst year post-Mi was 20 per 100 person
yors NSAD vated paints compore 012 pr 100 porsr yeors n o RSAID

he frst
o5, the ncreased retive sk of death n NSAID users persisted over a east
Ehe e our yeers ot folow-up.

it the use of Moo paents weh o recen 8 uriss the enets e expected
o outweigh the ik of recurrent CV thromboti events. I Meoxicam & used n
With 3 fecent M, monkor patints for igns of carda chema,

Uceration,
inclucing flammation, bieding, ukeration, and perforation of the esophagus, stomach,
Smalltestin, o arge intestine, which car be fatal These serous adverse events can

3 NSAIDS

therapy is symptomatic. Upper Gl uicers, ross bieeding, o perforation caused b
NSAIDs occired mapproxiatey 5 fpents ot or 3.6 morths, ana n3bout
2.4% of patiens treate fo one year. Howeer, even short.term NSAID therapy & not
otk

Risk Factors or G Bleeds 1. and pertoration
Patients wih 3 prio nstory of peptc ukcer dsease andior G bleeding who used NSAIDS
P a grete nan 100 creased s for gevelopng oG bed compared 0 patents
ot these ek facors. tor ha e e o g ot
et i NSHOS et gt S of KA (o concormot 1o of ro
concosteads, sprin, atcooquints, o selectveserotorin reuptake vk nors
st oider age; and g

of fata G
Adakonly atrs sease andior
Fekfor Gl biedn

Strategiesto Minimize the G ks in NSAID-treated patients:

= Avoid adminsration of mare than one NSAID at a e

ased rk of bleeding. For such patients. a5 wl as those wih acte Gl beedng,
Consider akenata therapies ather than NSAIDS.

« Remain st or sins and symptoms of Gl ukeration and bleeding during NSAID
therapy.

-

uspected, p
i dlcontinue Meloxcam unt  serous &1 verse et iegou

« Inthesating ot i
o)
5.3 Hepatotoxicity
Eevatonsof ALT o AST (e o moreimes th upper i ofrarmal L) nve
i in adton,

Taresometmce T case o sevee 'vwat: inkry, ncludng fulminant hepatis, ier
hecross, and hepatic falre have been re

Elevatons of ALT or AST kss than three tmes ULN) may oceur n up to 15% of patients
treated wih NSAIDS nckiding meoxicam

e g. nausea,
.
e otamey ko s and Sympmms o win er g devep,or
fe.. cosnophia, rash,etc), dscontinue Meoxic
e patient
Popubtns (8.6) and CinicalPharmacoboy (12.3) |
5.4 Hypertension
NSAIDs ncig Usbica,con st new nset o warsening ofpresestg
siner o whcl may cotrbut o e ctesed ncdenceof V et
Patients taking anglotensin converting enzyme (ACE) nnbiors, thiazile
AT see
g Interactons (7).
course of therapy.
5.5 Heart Failure and Edema.
Trists' randomized
patents and
and death
NSioe Veeof

o et thsemadial condlions (e Surees. ACE nnbiors, of argeters e
blockers [ARBS) | see Drug Interactins (.

AVOId the use of Meloxicam n patients with severe heart falure urless the benefts are
pected to outweigh the sk of worsening heart falure.If Meloxicam & used  patients

5.6 Renal Toxicity and Hyperkalemia
‘RenalToxery

Long term adminstraton of NSAIDS, ncluding Meloxicam, has resued i renalpapiry.
- and o

havea

prostaglandin
formation and, secondary, n rena bood flow. WhEh may prec pEate overt rena
ensl

function, dehydraton. ypovolenia, heart falure, ier dysfunction those taking
diureics and ACE inhitors or ARBS, and the ederly. DE continuaton of NSAID therapy
s usualy folowed by recovery to the pretreatment state.

patients.
excreted by ior patients for signs

Camectvokme sans i deycraed o hypovlric ptsprr o kng
ioxicam, ralfunction in patents i imparment.

ahre i, o Ppovolemi Bt 32 f HaoXkam L 566 1o it cuons (7

1

i the use of Meloxicam in

7Kl wrsering el fincon. 1 Hlox<am s Use 1 potentswih ahanced el

isease, monior patients for $9ns of worsening renalfuncton ( see Cin

Phamscabay (129)]

Hyperkclenia

Increases n serum potassum concentration, incuging hyperkaleri, have been
icd wih use of NSAIDs, even n some patents wehout renal mpairment. In

hyporeninemic hypoaldosteronism stae.

5.7 Anaphylactic Reactions
Meloxicam has been associated wth anaphylactc reactions i patients with and wehout

Contraindications (4 and Warnings and Precautions ( 5.8) |

Seek emergency help f an anaphyctic reaction occurs.

5.8 Exacerbation of Asthma Related to Aspirin Sensithty

paten
pddedronc rh\nns\nusns complcted by nasalpoles severe, poentoly ata
bror Jeranceto asgirn and ofner NSAIDS. Secas

patints, Torm of
n

patints for

symptoms of asthmma.

5.9 Serious Skin Reactions

ucing meoxicam, such as
uvmmm e, tevnsffnson yndrome (55, nd vk epdrmalnec s

e o Mo s g (ot appesance of Sk rsh oy oo SHNof

reactions to NSAIDs [ see Contraindications (4) .

5.10 Premature Closure of Fetal Ductus Arteriosus

i use of
NSAIDS, ncliing Meoxicam, n pregnant women startng at 30 weeks of gestation
e timester)  see Use in Specic Popubtions (8.1) |

511 Hematologic Toxicity

gross
blond lss, lud retenton, or an incompltely described effect on erythropoies. If
any signs or ‘monior

hemagobi or hematocre.
NSAIDS, inchuding Meloxicam, may crease the risk of bleedng events. Co-morbis
condtions such as cosguiation dsorders or concomiant use of warfarn, other

aspin).

Monkor
these patients for signs of blesding ( see Drug Interactons (7) |
5.12 Masking of Inflammation and Fever

farmmation, and possiby fever,

513 Laboratory Monitoring
symptoms or signs. g
s 52.53,56)1

6 ADVERSE REACTIONS
T foowng averserscons aredecussed i rete detak e sectons o the

B cnvdnv.:s(uhv Thrombotic Events [ see Boxed Warning and Warnings and
1)
« Gl Seadog, Uefton, and ertoraon L se Boxed Warningand Wornigs and
precautions (5.2)]
Hepatotoxicty | see Warnings and Precautions (5.3) |

< Hematologi Toxicy [ see Warnings and Precautions (5.11) |

6.1 Clinical Trials Experience

nthe

Cinicaltras
aduts

s elosar hase 313 crcl v database s 10122 01 ptrts and 1012 6

patiens treated wkn Meloxicam 7.5 molday, 3505 OA patints and 1351 RA patents
Fesed win Moo 15 matia. Webtear s hesd doses s oGrbteted o G61
patients for 312 patients for p
patints were treated
andjor
i, were the
.

A Je-bind
steoaints o th ke hp o Compar h ficacy s sfey o Mo win
i T mulicenter, doubie bind, andomized




Safety of Meloxicam with pacebo

Tabke 2% of
Groups n 3 12-week placebor and active-controed osteoarthrs Il

Table that occurred i =2%
Groups n two 12-weck placebo-controled theumatol arhris trias.

Table 1a Adverse Events (%) Occurring in =2% of Meloxicam Patients n a 12-
Week Osteoarthritis Piacebo- and Active-Controled Trial

Placebo _Meloxicar
7.5 mag d

m Meloxicam 15 Diclofenac
iy mgdally  100mg
daly
157 156 153
1.2 201 173 21
19 2 1
38 78 32 92
as s a5 65
as 32 32 39
32 35 38 72
19 s 32 26
25 19 s 33
08 26 00 13
51 s 58 26
32 26 38 20
102 78 83 59
s 13 05 32 13
Upper  respratory  tact 19 52 19 33
infecton
sk
Rash 2 25 26 05 20

Table 1b Adverse Events (%) Occurring in 2% of Meloxicam Patients in two 12-Week Rheumatold
‘Arthrits Piacebo- Controlled Triaks

PlaceboMeloxicam 7.5 mg daly Meloxicam 15 mg dally
69 as1 a77

‘Gastrointestinal Disorders 11 189 18

‘Aodomina pan NOS ~ 06 20 23
peptc igns and symptoms ! 38 58 a0

Nausea * 26 33 38

‘General Disorders and Administration Site Conditions

Infuenzarike fness * 21 20 23

Infection and Infestats

Upper Respratory tract fections- a1 70 65
pathogen chass unspeciied |
Musculoskeletal and Connective Tissue Disorders

Joint rebted signs and symptoms | 19 15 23
lervous System Disorders

Headaches NOS " 64 64 55

Skin and Subcutaneous Tissue Disorders

Rash KOS * 17 10 21

< Taeap o 5, rsn 105

+ eaw 5 Sepda o

@
presented n Tabk 2.

Table 2 Adverse Events (%) Occurring in 2% of Meloxicam Patients in 4 to  Weeks and 6 Month Active-Controlled Osteoarthritis
“Trias

4-6 Weeks Controlled Triais 6 Month Controlied Trials
Meloxicam 7.5 7.5 15 mg daily
iont: ‘8955 256 169 306
estin 18 180 266 202
Abdomina pan 27 23 47 29
Consty 08 12 18 26
Dlarthea 19 27 59 26
vspes 38 74 89 s
Fiatulence 05 04 30 26
24 a7 a7 72
Vomtng 06 08 18 26
e
Accident housenold 00 00 06 29
Edema* 06 20 24 16
Pain 05 20 36 52
Central and Peripheral Nervous System
Dlzziness. 11 16 24 26
Headache 24 27 36 26
Hematologic
01 00 a1 29
Musculoskeletal
ida 05 00 53 13
Back pan 05 04 30 07
Psychiatric
Insomnia 04 00 36 16
Respiratory
Coughing 02 08 24 10
Upper respratory ract fection 02 oo 83 s
skin
Prurius 04 12 24 00
Rash 1 03 12 30 13
Urinary
Mcturtion requency. 01 04 24 13
Urinary ract nfection 03 o1 a7 65
h e
'
Hgher doses.
Serious 61 " the daly
excead 15 mg.
pedtrics

ey

Three hundred and dghty-seven patiens wih paucirtculr and polarticulr course JRA
were exposed o Meloxkcam with doses ranging o 0,125 10 0.375 ma/ko per day n
o doubl bind.

fonewiha

pedairic studes wth Heloxicam were simiar 1 nalure o the adul clcaltral
Experience, anough there were iferences i requency. In partcusr. the olbwing
most common adverse events, abdominalpai, vomitng, darrnea, hesdache, and
pyrexi, were than i the adt k.

In'seven (<2%) patients recaiving Meloxicam. No unexpected adverse events were

or gender-spectic subgroup efect.

ting in <25 of
Meloxicam i ceica trias involing approxmately 16,200 patiens.

Body a5 a Whole tergic reactio dems, fatgue, fever, hot f - weight ncrease
Cardiovascular angna pectors, cardia falure, hypertension, hypotension, myocardal nfarcton, vascults
ntral and Peripheral Nervous Systemconvulsions, paresthesi, remor, vertigo
Gastrointestinal colts, ary denaluk " uer, gasti " o .
Rhythm arthyihimi, paptaton.tochycardia
Homatologic leukopenla,purpura, thrombocytopenia
Liver and Bilary System ALT increased, AST creased, biubinemia, GGT ncreased, hepatits
Metaboli and Nutritional denyaration
Psychiatric ey confusion, o
Respiratory asthma, bronchospasm, dyspnea
Skin and Appendages o edems, bulous erupt n urticaria
Special Senses abnormal vision, conlnctivs, taste perversion, tnius
Urinary System abuminuria, BUN ncreased, creathine ncreased, hematura, renal faure.
6.2 Post Marketing Experience
uncertain size, £ is e s
more of the

folowing factors: (1) serousness of the event, (2) number of reports, o (3)strength of

ketng
nmood .
7 DRUG INTERACTIONS
See Table 3 for cincaly signficant drug nteractons wih meloxicam. See also Warnings
and Precautions (5.2, 5.6, 5.11) ond Ciical Pharmacology (12.3)

Table 3 Clincally Significant Drug Interactions with Meloxicam
Drugs that Interfere with Hemostasis
Clnoalimpart. et athrarg oone
Intervention: warfare), o Precautons { 5.11)
allmpact aspirn does useof and Precautons (5.2).
interventior: and ang Precautions (5.11)]. b o
ACE Inhibitors, Anglotensin Receptor Blockers, or Beta-Blockers
€) rhibtors, R8s),or beta biockers (nclcing
Cinical (MPACE; 1o atcrts who are eiderly. o an NSAID ith ACE inhieors or ARG: renalfunction
Interventin: Meloxicom and ACE i beta blockers, monkor nhikors or ARSS n patents who are ekder), o Jons of worsening and Precautons (5.6)1
Diuretics
Cinalimpact: Cical studes, as welas post- —
fntervention: o and Precautions (5.6,
Lthium
Ciical mpact: The mean ncreased 15%, 1231
IMETVENton:  pyng concombant use of ekoxicam and ithum, moritor patients for signs of Ehium toxicky.
Methotrexate
Cincal mpact: and n
" patients for
Cyclosporine
Cinical Impact: nephrotoxicy.
n . P

(SAID and Salicylte

Cinical impact: Concomtant use of meloxicam wah other NSAIDS or saicyates (e.g., diunisa, sasaite) increases the fisk o GI toxicey, with ik or no ncrease i eficacy [see Warrings and Precautons (5.2))

Inerventon: e concomeant use of meloxicam with other NSAIDS or salcylate & ot recommended.
metrexed
Cinical mpact: and pemetrexed .
o 079 mUmin,
fneervention: before, the day of,
Inpatients

8 USE IN SPECIFIC POPULATIONS.

8.1 Pregnancy

Use of NSAIDs,
the ik of premaure closure o the feta dUctus arterosus. AvoK use of NSAIDS
Including Mekoxcam, i pregnant women startig at 30 weeks of gestaton (thed
rimester)  see Warnings and Precautions (5.10) 1

NSAID use in
U5 population, a ciicaly recognized pregnancie, regardiess of rug exposure, have.
2a% . and 15.20% for p

I doses equvalent to
VRHD) of Neloxicar.
throug

npre
and post natal reproducton studie, there was an increased ncdence of dystock,
MRHD of mekxicam.

‘were observed i s
26 and 26-tmes

Based on animal data, prostagiandins have been shown to have an mportant role

Studes, adminstraton of prostagiandin synthesis mbRors, such as meloxicam,
Fesulted n mcreased pré. and post-mplantatin £ss.

‘Cinical Consderations

Labor or Delvery
There are no studies o the effects of Mekoxicam during abor or delvery. In animal
Stucies, NSAIDS ety

parturiion, and ncrease the ncdence of SUIBKh.
Data

Animat Data

am was ot teratogenic when adminstered to pregnant rats during fetal
organogeness at oral doses up to 4 mojkgiday (2.6-fod greater than the MAKD of 15
mg of

greater 2 on BSA
comparison). The no effect kel was 20 ma/kgiday (26-10d greate than the MRHD.
In'ras and rabbs,

J and G toxicy.

meloxicam.



fhroughout organagenss.

actaton
Increased the ncdence of dystoci, delayed parturtion, and decreased of spring
Suruvalat meloxicam doses of 0,125 mgfkgiday o greater (0.08-tmes MRHD based on
854 comparison).

8.2 Lactation

Risk summary.

on the effects on breastfed rfants, or on mik producton. The deveopmental and heath
benefts of

or from the underlying maternalcondton.

e
AimatData

Meloxicam was o
n plasma,

8.3 Females and Males of Reproductive Potential

Femaies

Based on the mechanim of acton, the use of prostagiandin-mediated NSAIDS, fckiding
Meloxicam, may delay o prevent rupture of ovarian folices, which has been assockted.
.

e i NSRS v 6 2noun. v ety b s, Conster o
of NSAIDS:
undergong investgaton of nfertty.

Pediatric Use

f agenesbeen vkt 1 e cicl s [ s Sosose d Aamnsroeon (53,
Adversa Reactions ( 6.1) and Cica Stues (14.2)

8.5 Gerlatric Use.
Eldery patients, compared to younger patients, are t geater rsk for NSAID-assoclated
: gastrantestne, ifthe

el end o the dosng oo, 3 monkor patens T aavrse e (50
Warnings and Precautions (51, 5.2, 5.3, 5.6, 5.13) |

8.6 Hepatic Imparment

impasrment.
Patents. Sce

and e

precautions (5.3) and Cincal Pharmacology (12.5) |

8.7 Renal Impairment

Patients with severe renal mpairment have not been studed. The use of Meloxicam in
ects in
mg per day. “ee Dosage.
i Adminsraton (3.) and Cincal Fhamatology 1331

10 ovERDOSAGE

ot occurred
Bl rspeaony depesson,and comanave ceoren, ok e e s Wamnge
s (51.52.54,56) |

P tomati sage.
Tnere are no Specifc antidotes. Consider emess andjor actiated charcoal (60 to 100
9rams i adus, 1t 2 grams per kg of body weight n pedatric patients) andior

o

patiens. Forced
Guresis, akelnizaton of urhe, hemodalss, o nemoperTusion may not be useful due to
high protei bcing.

There s it experence wah meoicam oerdosage. Chokstyrama  knoun
by g oral

doses. 2 day was

For actonal -
800222:1222)

11 DESCRIPTION

Meloxicam Tablets USP are a nonsteroidal antflammatory drug (NSAID). Each tabet
conans 7 1 15 mp melrcom ol o smton: docam s clemcaly

CoroamE 1. Gouse. T MSCUST WehL & 3514 5 el o' €
S3N'50 £5 2 and t has the folowng structural formula

IS U

Meloxicam s 2 paste!yelow sol, practcaly nsoluble n water, with hgher Solibity
observed i strong acids and bases. It very sightly soluble n methanl, Meloxicam has.
T

s K valoes of 1.1 and 4.2

75 mgor 15 mg
metxicam.

povidone and sodum cirate dnydrate.

12 CLINICAL PHARMACOLOGY
121 Mechanism of Action

understood but involves Nbiton of cyclooxygenase (COX-1 and COX-2).
coxiam s  potent BRo f rastogendin yrehesi n i, Meoicom

concentrations jond

sensage ifrentnervesand oot e acon of brsdin ivcng pan

hbior of & mode o
prostagiandns n periphera tssues.

12.3 Pharmacokinetics
sbsorstion

was 89%

30 mg V bas necto
Gl Spontona hrmacommlcs wee thown i th rare of s mg e B0 . e

over the range of 7.5 ™o 10 15 mg. Mean Cmax was achieved wEhin four to e hours.
after a taken under indicating a

Feached by Day 5. A second meloxicam concenration peak occurs around 12 1o 14
hours postdose suggesting biary recycing.

Table 4 Single Dose and Steady-State Pharmacokinetic Parameters for Oral 7.5 mg and 15 mg Meloxicam (Mean and % CV) *.

Steady State Single Dose
Pharmacokinetic Parameters (%CV) Heakhy male aduks y
blets  15mgcapsules 15 mgcapsules 15 mg capsules 15 mg capsules.
N 5 s 12 12
Conax tugim] 1050 2309 3200 059(35) 081 29)
man n 29 502) 607 4665 10(87)
tin ] 201(20) 21(39) 20(33) 1816 16(29)
cur (mmin} 8809) 99076 5102) 19043 1 (40)
w0 147(2) 15 042) 1060, 26(41) 14029)
imeter vl nthe abe v from arious sudes
§ notunder ioh 3 Condtans
| Moo abiss
H e
Food and Antaci Effects
fat) resured
extent of Unchanged. The time to
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16 HOW SUPPLIED/STORAGE AND HANDLING
téoxicam tablets USP are avalabe a5 3 lht yelow, round, flat, uncoated tablet

comaningmloxiam 73 g o 25 gt vlow, o eomuex, uncoaed bt

contaning meloxicam 15 mg. The 7.5 mg tablet | mpressed wh eter U and Lon one.

St and tablt code 7.5 on the ot 508 e 15 mg bk s mpressed v e U

0 L on ane side and tabiet code 15 on the other S

Meloxicam Tablets USP 7.5 mg are avaiable s folows:

NDC 68071-1994.5 BOTILES OF 15

NDC 68071-1994-2 BOTILES OF 20

NDC 68071-1994-3 BOTILES OF 30

NOC 68071-1994-6 BOTILES OF 60

NDC 68071-1994-9 BOTILES OF 90

Stgastor st 0010 33 (680 to 7 0N [5as USP Controted Room
Temperature]. Keep Meloxicam Tablets USP i a cry

Dispense tablets n a tght container.
Keep this and allmedicatons out of the reach of chidren.

17 PATIENT COUNSELING INFORMATION

accompanies each prescripton dispensed.

Additional Medication Guides can be obtained by caling Uniche at 1-866-
562-4616.
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Medication Gukle for Nonsteroidal Antkinflammatory Drugs (NSAIDS)

What is the most important information I shoukd know about medicines called
Nonsteroidal Anthinflammatory Drugs (NSAIDS)?

NSAIDS can cause serious side effects, including:
« Increased risk of a heart attack or stroke that can lead to death . Ths rik
may heappen carly i treatment and may ncrease:

3 it ncreasing dosesof saDs
« Wi longer use of

Do not take NSAIDS right before or after a heart surgery called a "coronary
artery bypass graft (CABG).
Avoid taking NSAIDS after a recent heart attack, unless your heakthcare
have an increased risk of another heart attack
Yyou take NSAIDs after a recent heart attack.
ind tears (perforation) of the
leading from the mouth to the stomach), stomach and

« anytime during use
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What are NSAIDs?
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What are the possible side effects of NSAIDs?
NSAIDS can cause serious side effects, including:
See “What is the most important information I should know about medicines.
caled Nonsteroidal Antknflammatory Drugs (NSAIDS)?"
« new or worse high blood pressure
< neart
Wwer problems incluing ver alure.
Kidney problems including kciney faure
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Other side effects rnsnm include: stomach pain, constiaton, dirthes, gas,
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heaticare provker or pharmacist about NSAIDs.

calyour doc You ©
FDA'at 1.800-FDA 1088

Other information about NSAID:
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0 your healthcare provier before using over-the counter NSAIDS for more than 10
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General information about the safe and effective use of NSAIDS
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