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FULL PRESCRIBING INFORMATION

EVENTS
Cardiovascular Thrombotic Events

which can

cardiov;
be fatal. This
Isee Warnings and Precautions (.1)1

* Meloxicam s contraindicated in the seting of coronary artery bypass graft (CABG)

Gastoltstinl Bieetog, Ukceraon, an Pertoraton,

mmam bleeding, ulceration, and perforation of the stomach or mm.m i con

Gl events

1INDICATIONS AND USAGE

11 Osteoarthrits (OA)

n ¥ {see Clinical
Studies (14.1).

1.2 Rheumatoid Arthritis (RA)

Clinical tudies (14.1)].

1.3 Juvenie Rhe i Arih

el of po
course J who weigh 260 kg s
o il s (1423

2DOSAGE AND ADMINISTRATION

21 General Dosing Instructions

before deciding

orsistent with ndivicual patien reatment goals [see Warnings and Precautions (5]
After abserving the resporse to raltherapy with meloxicam abets, adjust the dose to sultan
lodividual pateats eeds.

nsils, 15 mg regardless of
laton 1 75mg u.
o Speci popastons (15)and Clel Pramcologs (1291

Meloxicam tabers may be taken withou regard to timing of meals.

22 Osteoarthrits
Fortherelief of

it
oral dose o s Some p berelit by
ncreasing the dose o 15 mg once daly.

23 Rheumatoid Arthrits

For the relif of th a 0

is patens
benefit by increasing the dose o 15 mg once daly

2.4 Juvenile Rheumatoid Arth

dose
7.5 mg once daily inchildren who weigh 260 kg There was 1o additiorl benefit demonstated by
increasing the dose above 7.5 mg inclinical rials,

Meloxicam tablers should no be used i children who weigh <60 ke,

The use of vere renal 1

hemodialysis, the maxioum dosage of meloxicamis 7.5 mg per day [see Clinical
Pharmacoloay (123

2.6 Non-Interchangeabilty with Other Formulations of Meloxicam

meloicam Theref with of oral
the toal e sane. dose.

stengihs

3 DOSAGE FORMS AND STRENGTHS
Meloxicam Tabiers, USP
= 75 mg: yell

26" and 25" on

e side and plainon other side

» 15 mg: yellow, round-shaped, lat beveled edge, uncoated blet debossed with “ZC and ‘26" onone
side and plain on ther side



4 CONTRAINDICATIONS
Meloxicamis conraindicated n he follovwing paseres:

meloxicamor any.
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5 WARNINGS AND PRECAUTIONS
5.1 Cardiovas cular Thrombotic Events

Glmca s of severl COX-2selecave and mselecine NSAIDS of pt e vears duraionave
ardi

e r.;k forcv
inombod evens i oo s NOATDe.The sl erese nseioms  romboe

iease or ek fcorsfof CV iseats: However,patets wilh mawn CV disese o risk facors had a
igher e 10 their

A v
oty sh st weels of eamen. The nerese nCY tnamboric sk beenobserved most
comsistely at higher dost

To mininize the potenial P even InNSAID-weatd pieres,use he lowest
effective dose.

previous CV
1 serious CV
they occur.
o T nd h
I the riskof
2L
Bypass Gra (CAB Twolk wals of 2
c NSAID for the P first 10-14 6
dial NSAID:
seting of CABG [see Convaindicatons (4)}
Post-M1 Ptiens
inhe Danish National Regisiry
with NSAIDS reinfarciion, i all-
of death in he

"
firstyear post-M1 was 20 per 100 person years in NSAID-treated patierts compared t 12 per 100

after he firstyear post-MI, riskof
the rext

four years of follow-up.
Avoid the use e benefits

patents for sigrs of cardiac Icheria

52 Gastrointes dnal Bleeding, Ulceration, and Perforation
NSAIDS including
ol o Il imesine, urlalge
e ot hese e e e canacct tay e, il o i
nly one infive
e C1Soverne vt o NSAID vapy syt u.,,.m,n.um, sross e, or
morihs, andin

ahout 2-4% However,
tisk

Risk Factors for G Blecding, Ulceration, and Perforaton
Patierts with  prior history of peptic ulcer disease sndior G bleeding who used NSAIDs had a greater
han

» il onger

duraionof
slcohol o e oot

healt faul GI c

dditonall withadvaneced livr disease.

bleeding

Strateie o Miinis the I Risks in NSAID-rsed s

+ Avod adniisatonaf nore i one NSAID t 3.

+ Avoid use
e ot b o well o s i e 1l coeer it erapes
other h .

. for during NSAID therapy.

. d i
el o 1 e vl ot

* Inthe seti »

closely for eviderce of G blecding [sce Drug eractons (0) |

53 Hepatotoxicity

eaions o ALT 1 AST (e o0 per it of e UL
oo 15 incliicl v i
e gy, o
reported.
Elexatons of ALT or AST L p o 15% of pa
he hepatotoxicity
: faigue, lethargy, diarre i "Ml
¥ symptoms). I clinical .o f syseric
il rash, ad perf
5.4 Hypertension
NSAIDS canlead o g of precxising h v
of CV evens. Patirss ald
Lor these
herapies when aking NSAIDs [see Drug Ineractions (7).
he intaton of
therapy.
5.5 Heart Failure and Edema
T NSAID T of
use i riskof M1,
dditonall
e o e wih NSATOR U1 f oo Sl e OV s of several
 angiotensin

recepor blackers [ARB]) see Drug nteracions 7).
Avoid he use of meloxicam in patens withsevere heard failure unless the benefis are expected o
outweighthe risk o worsening heart falure. If mloxicamis used in patierts with severe heartfilure,
moritor patierss for signs of worsering hear fallure.

5.6 Renal Toxicity and Hyperkalemia

Renal Toxicity

i
remal Insuffici enalfilure, and other renal injurs. Renal toxicity

paterts [t y I n
these

f

daril . which may

hyd
hypovolemio, heart falure, lver dysfuncion, E inhibitors or ARBs, and
the elderl » the pretreamen
state

The renal effects of
preexisting renl disease. Because some meloxicam meabolites are excreted by the kidney, moritor
sienss I ype

patens prior 0 iniatng el
Reartfifure,dehyd of

No

ihe b o reml funcion, If mel din

patiens
Pharmacology (123)}
Hyperkalenia

Iereases uing hyperkalemia, ha
NSAIDs ‘npatens funciion, these

57 Anaphylctic Reactions

in paents

Warnings and Precautions (5.3))
Seek emergency help if an amaphylaciic reaction occurs.
58 Exacerbation of Asthma Related to Aspirin Sens ity
patens astha which

may I lly fatal bronchospasr
NSAIDs.

with it
preexisting asthia (ithout knpwn aspirinsersitivity), monitor patents for changes n he sigs and
symploms of asthr.

59 Serious Skin Reactions
NSAIDS

Stevers-Johnson Sydrome (SIS), and i epidermal pecrolysis (TEN), which can be ftal. These
Serious evens may accur without

reactons, useof
of I th
NSAIDS fce Convaidicaions ()
5.10 Premature Closure of Fetal Ducts Arteriosus
o e d se of NSAIDs,
Huding e weels of
Specic Populations (5.1}
5.11 Hematologic Toxicity
This fluid

retetion, i
any signs or sympions of anemia, moritor hemoglobinor hemtocrit

warfarin,other

may increase his risk. Morstor hese patients for sgns of bleeding [see Drug Iteractions (7).

5.12 Masking of Inflammation and Fever
il fever, may dimirish

T
the uilit of disgnostic sigrs in detecting infections,

513 Laboratory Monitoring
bleeding, h

i el injury

signs, i
periodically Isee Warnings and Precautions (52,53, 5.6))
6 ADVERSE REACTIONS

“The following adverse reactons are discussed in greater deall inother sectons of the labelng:
? Ctovcas hrobotc e e Bove Wi cd Wiy o Frecors 1)

* Gl Bleeding, Ul 21
* Hepuomxiiy e WmmwmndhmmmmﬁJ)l
= Hypertension [see Warnings and Precautons (5.4) |

i e o Edera e WormingsondBrecoions 55
+ Reml Tosiciy an Hyperialena s Morningsand Precaions 5611

* Anphylacc Rescon e Wamigs and Precouns 671
» Serious Skin Reactiors [see Warnings and Precautions (5.9) |
 Hormlagi Toxity e Wi recamion G101

6.1 Clinical Triaks Experience
1

raes another drug
and may not reflect the rates observed in practic.

Aduls

Osteoartris and Rheumaroid Arthits

e mloxicam Pose 23 clincal il dotuse cudes 10,122 O paens ad 1012 RA paeres

reated with meloicam 7.5 mg/day, 3505 OA patients and 1351 RA patiens rested ith meloxicam 15
Tor atleas
patens o at et e yer Aproximel 10500 of hest patiens were reated nen phcebo- andor
andor
i A were the most
4 e
A double-blind
the koce or
conrol. Two double-bind with
“Table 1a depicts adv 12-week
placeba-and actise-contolled osteoarihrits ial,
12

Table
week placebo-contolled rheumstoid arthis uials.

‘Table 1a Adverse Events (%) Occurring in > 29 of Meloxicam Patients in  12-Week
Osteoarthriis Placebo- and Active-Controlled Trial




Placebo SIS Dicotenac 100 m daily
No. of Patients 157 154 136 153
Gastroinestinal 172 201 173 21
‘Abdominal pain 25 19 26 13
Diar 38 78 32 a2
Dyspepsia a5 a5 5 65
avlece a5 32 32 39
Nause 32 39 38 72
Bodyas a
Auld!mhnmelmld 19 as a2 26
25 19 5 3
e 06 26 0o 13
Influenza-like symproms 51 s 58 2%
Central and Peripheral
Nervous Syste
Dizziness
22 26 28 20
Headache 102 78 83 59
Respiratory
Pharyngis N 06 . »
Upper Respiratary Tract
cion 19 32 19 )
Rash 25 26 06 20
} et dema peripherl, anedema s combined
conbied
Table 1b ing i XICAM Patients in two 12-Week
Rheuniatoid Arthrits Placebo-Controlled Triak
Ficcho Mot Mol
mg
iy
No. of Patients 469 an a7
rointestinal Disorders 141 103 168
Abdominal painNOS? 06 29 23
Dyspeptcsigsadsyrons! 38 58 i
seat 25 33 38
povest Diorders ad Admiisaion i Conidons
Influenzalike lle 21 29 23
tiecton nd Infestatons
errespronry vt lcios: a1 70 65
ook i e
eiosioand c.,....um Tissue Disorders
Join related signs and symproms 19 15 21
Nervous System Disorders
Headaches NOS 64 64 55
Skin and Subcutaneous Tissue Disorders
Rash Nos? 17 10 21

e
encaton,gromestaliaton per gyt icons et o NS,
hirgis NOS, s NOS). ol €id s 3 sympioms (ol il gsrvate o
Eeptain, ot s, o )

DA i e s s NOS, s s, besches KOS, s NOS

The adverse e paiens ©6 weeks)
andlong-term (6 dinTable 2
Events i icam Patients in 4 o 6 Weeksand 6 Month Active-Controlled
Osteoarthrits Trials
4106 Weeks Controlled Trials 6 Month Controlled Trials
eloxicam Meloxicam teloxicam Meloxicam
7.5 mg daily Bmgdally  75mgdaly  15mg daily
No. of Patients 8955 256 169 306
Gastrointes tinal 18 %6 22
‘Abdominal pain 27 a7 29
Constpation X3 18 26
jarchea 19 59 26
Dyspepsia 38 89 95
Flalence 05 30 26
e 24 a7 72
Vo 06 18 26
Body as a Whole
Accident household 00 00 06 29
Fdem” 06 20 24 s
Pain 09 20 26 s2
‘Central and Peripheral Nervous System
Dizziness 11 16 24 26
Headache 24 27 36 26
Hematologic
nemia 01 00 a1 29
Musculoskel
Artralgia 05 00 53 13
Back pain s 04 30 07
Psychiatric
nsomia 04 00 36 16
Respiratory
Coughing 02 08 24 10
Upper respiratory tract infection 02 o0 3 i
Skin
Prurits 04 12 24 00
Rash’ 03 12 30 13
rinary
‘Micuriton frequency 01 04 24 13
Urinary ract infection 03 o4 47 69
1 WHO prefered erms ash, s erybematous, an rash macub-papolr combined
Higher doses
15 m.
Pediatics
ind Polyaricular Three hundred and eighty-
sevenpat RA
ranging from0.125 o 0. 2 wrals. These st o 12
le-biind, with
witha 40-week extension) and one 1-year operrlabel PK study. The adverse exents observed n hese.
ntare o th hough
there i I Jar, e following.
il i, diarhea, headache, and »
the adultrals. Rash was reported I N
the ials. The

everss
ender-specific subgroup effect.

“The following s  listof dverse drug reactions accurring in <2% of patens receiving meloxicamin
elinical wials involving approxincly 16,200 patirss.

Body as a Whole face edem, faigue, fever, hotflushes, ml welghtncrease

Cardiovascular s falure, W il nfarcion, vasculits

‘Central and Peripheral Nervous System comvulsiors, paresthesia, wemor, vertigo
testinal l ul I it I ulcer, stomis uicerative

collts, dry moulh, duoden

hythnia, pl
Hematologic eopen. s rombocopers
Liver and Biliary System ALT lncreased, AST increased,bilirubinemia, GGT increased, hepatids

Metabolic and Nutriional dehyeration
Psychiatric

Respiratory asthma, brorchospasm, dyspnea
I d

Special senses abmormal vision, conjunctvi, aste perversion,timitus
Urinary System albumiruria, BUN increased, creairine increased, hematria,reral failure

6.2 Postmarketing Experience

The following I
these reactions it

B

D sbout
whether  include.

more of the following factors: (1) seriousness of the ever, (2) mmber of reporss, or (3)siwength of
‘ausalrelaionship 0 the drug. Adverse reactions reported in worldwide post morketing experience or
he

epidermal mecrolysis, and
infertility femle.

7 DRUG INTERACTIONS

See Table 3 for clinically sigrificant drug ieeraciions with meloxicam. See also Warnings and
Precautons (52,56, .11) and Clinical Pharmacology (12.3).

‘Table 3 Clinically Significant Drug Interactions with Meloxicam

Drugs that Iterfere with Hemostasis
Clinical Impac

I bleeding compared o the use of either drug alore,

sy in hemostasis. Case-control bleeding
farin, s of bleeding [see 1)

Intervntion: Monitor paierts

NSAIDs a

spirin
Clinical Impact:
Interventon: bleeding [see W 1)

Meloxic dose aspi o
E Inhibitors, Angiotensin Receptor Blockers, or Beta-Blockers.
Clinical Impac

F invibitors or ARBS Tudi ble acute reral falure. These effectsare usualy reversible.

Inpaters who e edely.vlume-dpitd g ose ondirec o) o v el e,
Intervention:  Durirg, or beta-block:
Do comcomtan e f melommnd ACE Wblors o AR 1y e eldery ol depeed, o o impared e rcion, e of worserning renal I
the begiming of

Diuretics

ot

Clinical Impact: Clisicl suies, 2 well as post-
marketing o

0 some patiers. renal H i

Itervendon:  During bserve of worsening rend

Lithium
Clinical Impact: NSAIDs have

Intervention:  Duriog patens for siges of I .

Methotrexat

Clinical Impact: C 1 dystunction).

Intervendion: Durlog, padens

Cyclasporine

Clinical Impact:

Intervendon:  During patens for sgns of 1

NSAIDS and Salicylaes

 withle or

Clinical Impact: NSAIDS or sl

Intervendon

Pemetrexed

Clinical Impac; ,

meloxicam.

below 45 mLimin,

Intervendon:  During withrenal from5 0 79 mLimin, Paterss ki p for , the day of and o days fol Inpatenss
8 USE IN SPECIFIC POPULATIONS

8.1 Pregnancy
Risk Summary

Use of NSAIDs, including @
prenanure cloare of the it dncmx ot Avod v o NS e rlonom
ks

“There are m adeay Dat from
NSAID use

Inihe general Us. populadan, all clnically
rdless of drug exposure, 2.4%for major




mlformaions, and 15-20% for pregrancy loss.
mbryofetal

meloxicam.
75

times the MRHD. n pre- and post-naal reproducdon stuies, there was an increased incidence of
dystocia, delayed partuidon, an decreased offspring survival at0.08-mes MRHD of meloxicam No

oral dose equivalent 10 2 and 26-times the MRHD [see Data].

il Il sudi

loss.
Cliical Corsiderations

Labor or Delivery

There re labor or del
including mel

incidence o sl

NSAIDs,
e

Dua
Animal Data

doses up 1o 4 mghgday (26- 15mg

sepual defects of e -fold e
conparison). T! was 20 mkg/day (26-fold

s i rabbi y y meloicam

doses of 1 mkg/day and 5 mg/hgd loxicam

e

meloxicamio lae

0.125 mg/kgday or greater (0.08-tmes MRHD based on BSA comparison).
82 Lactation

Risk Summary

There are no o
breasifed infs

b
with the mother’ any potertial

Data
Animal data

lacuaing o
8.3 Females and Males of Reproductive Potential
Infely Females

he use of

nfertliy

pure reqt on

AIDs
withdrawal of NSAIDs,including meloxicam, in women who have difficuliies conceiving of who are
undergoing Invesigation ofinferlty.

8.4 Pediatric Use

P i I® « 17 years of age has been
wals Dard

Clinical Studies (14.2)L

8.5 Geriatric Use

ey paens, e e atgrea

i I, and I clderly
e, the dosing range, ad oo
356,513

e o et o Were P (155

8.6 Hepatc Impairment
No dose ad p mild o Patiens with

metbolized inthe cur, i patiens with
)

8.7 Renal Impairment

inp

el The wse o i
75 por oy
.
10 OVERDOSAGE
- g scte —
i s occurre rers il sion and
it were rre [ce 15250500

Manage pa Thereare
specfic der emesis o 1025
per i
four hours of n I
Forced di rine, hemodialysis, high
proteinbining
There .
e e S onl siven
e e ; o b wetal
allowinganverdosase.
For s

11 DESCRIPTION

75mg o
5 3 dovide, The miculr
welghtis 3514, Is empirical e fol formula

Meloxicam, USP s ple yllow powder pracicallysolule inwater,lghdy solble inacetne, |

Soluble
Py P74 Vi
of 11and 42
for 7.5 mg or 15 mg of meloxicam In
addion, g racive

Sodiumciteate dihydrate.

12 CLINICAL PHARMAGOLOGY

12.1 Mechanism of Action

“The mechanismof actan o meloxican, like thatof oher NSAIDs, Is o completely understaod but
involves inhibitionof cyclooxygerase (COX-1 and COX-2),

i reached
g therapy brostaglont
} model mediators of inflammation.
of de ol a
decrease of prostaglandins I peripheral tssues,
123 Pharmacokinetics
T 0 mg

IV bolus injection
Phrmmcokecsweeshownin e g of S 0 S0 e sl e e

i of75me o 15
R was achieved witi our o ive hour aer 7.5 g meloxicamia thel was aken

A 2014
hours post-dase suggesting biliary recycling,

eloscamora suspersiondossof 75 i and 1510 . e e o o b boevlen
been shawn o be

Socqualent o meloicam et

Parameters for Oral 7.5 mg and 15 mg Meloxicam
(Mean and % CV)1

Phamacokineic  SeadySae Single Dose
Paramete
e
Healthy mal ol falure Hepa
(Fedy? et " sl (Fasied)
TImgubles  15mg cpules 15 m capls 1S mg apules 15 m caples
N ) s 2
Cow ligil]  10500) 2369) 200 oso0 08405)
19) 502 6@ 465 1067
o 20109 209 2160 18.46) 1609
Ui 8809) ss si@) 16y 1164)
VL 14.762) 1542) 0E) a0 1409)
e e s e b e o s s
e ke
w, oK)
Food and Amtacd Effecs

drug levels (., Crux) belng increased by approxinaiely 22% while the extentof absorpion (AUC)
was wnchanged. hours.In

Comparison,neiher the AUC nor the Cmax values for meloxicamsuspersion were affected following a
Similar high fat meal, while mean Trex values were increased to approsimstely 7 hours. N
is. B

i of

of amacids.

Distribution

The iy 0L Melorcani-55.%
. The fractionof

P independer

e d

npa
e oral dosing, i 15 than 10
fetected n the plasma was present as unchanged meloxicam.

Meloxcamconcenraionsinsymia i, fer asigle ool dos, range from 0% 0 S0% o hose

i plasma. The o the lower alburin
Eliminatior
Mewabolism
livr. include S-carboxy
. romP-450
mewbole 5 exters (9% of dose). Inviro
el poeny i 4 Tsozyme. P

probably rnsvmmhle for e oter o mecbolcs ihaccoun o m md % o he ininisered
1l the four metbolites are ity

Excretion

he formof metabal J extens in
wrine i feces. Only rces o e unhangedprent conpourd are fete inthe uie (026)ard
foces (1.6%). The extenof the urirary excretion was confirred for ulabeled muldple 7.5 mg doses:

0%, 6%, o 13% of the dose e found nurine e form of meloxicam, nd e 5

sereion e oy, The vt demorsind wmum dminsaionof cholesponine folloving a

ingle 1V dose of meloxicam decreased the AUC of meloxicamby 50
b 15 hours t0 20 hours. is
levels indicaing. me. Plasra
clearance ranges from 7 0 9 mLmi
‘Specific Populations
Pediaric After
ma/haday). Iy 30% lower Qos
ld) 2 16 years old) The older
Gsingle dose) . when
using AUC val The
152 10.1) and yearold
paterts, and 7 10 16 year old patiens,respecively.
Ina covariate anl b s sigle
dy-weight

ormalied apparenorl clernce vloes e aiequat predicrs of elonamesposure npedabic
pate

The pharmrnhnnri of meloxicam in pediatic patiess urder 2 years of age have ot been
Investgated.

Geriaric

Elderly mles (2 65 vears o age) exhibited melosicam plasms concerraions and sieady-state



w les. Elderly femules (> 65 years of
AUCss and 325 higher Sy 8 "
normslizaton. Despite th d 1ol .
profile free fraci foundin
Elerly el paens i comparisonta lderly e paens,
Sex

Yourg, Jes. Aftersingle
doses of 7.5 g meloxican, Shours
Comaneda 754 b or e e roup. A ey S, e o e il 73 hous 214
ous) i prmecorimc aTerence s o g e They of e il imo
inthe

or Tk across
i
Hepaic Impairment
il le 15 mg dose of

i paients ) or moderate
compared 0 Proteinbinding. impairmen.
No dosage ad withmild o impairment, Paiens with
Precautions (5.3) and Use in Specifc Populations (8.6).
Renal Impairment
i, Total drug. of meloxicam

renal i s The.
g i

is avalable No dosage

Patiens with severe reral
The usc of renal

Usein Specific Populations 3.7)L.
Hemodialysis

meloxican he free C her in pa
withrenal %
free I ly aditional

doses. Melosicam1s
(2.1),and Use inSpecifc Populations (87))

Drug Interaction Studies

Aspiry

Pen NSAIDS wereadninisered withaspirn, he proteinbiing of NSAIDs were reduced,ltough
the clearance of mg

o healdy ed o ncrease the
o The il Sy o i ercton ot . See Tt 3 for el
ianiican drug Imeractons of NSAIDS wlthaspirn e Drg Inerdctions ()1

by i 125

b wact. The
elinical relevance of this ineraction has ot been established.

Cimetidine

single-dose
pharmacokinetics of 30 mg meloxicam.

Digoxin

Mel for
acetydigosin administration fo 7 days at clincal doses.
protein binding drug

Lithum

15 e e i ises o o 8041 1073 g ey i eloncom 13
Tithumalone

Methowresate
Asudy in meloxicamon

1 harcokiecs o snedoses of ethovexats. n o, mthoeste dd ot dilice neloxicam
mits humanserum binding sites (see Drug Interactions 7))

wa‘!arm
The healiy
Normalized R
berween 1.2and 18, Inhese subjects, i
o H ome subject
InINR from 1510 2.1
inINR bleeding
= hena new
13 NONCLINICAL TOXICOLOGY
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Medicaion Gude for Nonserodal Antflammatory Drugs (NSAIDS)

Nonsteroidal Antiinflammatory Drugs (NSAIDS)?
NSATDs can cause serious side effects, including:

This
weament and may increase:

o withincreasing doses of NSAIDs

o with longer use of NSAIDs

bypass graft (CABG)

Avoid taking NSAIDs unless you to.

attack,

the mouth o the stomach), stomach and ines ines:

o anytime during use

o without warning sympioms.

o thatmay cause death

‘The risk of geting an ulcer or bleeding increases with:

o past history of stomsch ulcers, or stomsch or iestnal bleecing with use of



NSAIDs
o taking medicines called "corticosterolds
o increasing doses of NSAIDs

o older age

o longer use of NSAIDs

o poor health o smoking

o advanced liver disease

o drinking alcohol

o bleeding problems

NSAIDS should only be used:

o exactly as prescribed

. amicoagulans”, "SSRIS", or "SNRIs"

o atthe lowest dose possible for your reatmers
o for the shortest time needed
‘Whatare NSAIDs?

NSAIDs i
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Who should not ake NSAIDs ?

Do not ake NSAIDs:

- if youhave i
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» rightbefore or afte heart bypass surgery.

Before taking NSAIDs,
including if you:
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» have high blood pressure
o have st
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NSAIDs can cause serious side effects, ncluding:
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Nons teroidal Antiinflammatory Drugs (NSAIDS)?"
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1 you take too much of your NSAID, call your healthcare provider or get medical

These are rotall the of NSAIDs. For ask:
healthcare provider or pharmicis about NSAIDS.

EDA at 1800-FDA-1085.
Other information about NSAID:
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