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FULL PRESCRIBING INFORMATION

EVENTS

Cardiovascular Thrombotic Events

i il infarc ‘which can

be fatal This
see Warnings and Precar I

» Meloxicam s contraindicated i the setting of coronary artery bypass graft (CABG)
surgery [see Contraindications (4 and Warnings and Precautions (5.1) |

. which can

andior GI
e ave ot gretor vt seri G evens | o Warmingsans Precouions (52)1

1INDICATIONS AND USAGE
L1 Oseoantets (O)

relief of the 0 et  see €I
.
1.2 Rheumatoid Arthriis (RA)

of the i

a1

Arihrits (mA!

polyarticular couse
et A I paens i welsie 60 48 (e Dosoge and Adaroion 3.y and
ot Soen 41

2DOSAGE AND ADMINISTRATION

2.1 General Dosing Instructions

deciding
RANLGel pneventen ot et Wernngs and rcosone (5

patents needs.

Insl,he rimmecome el daly or o of meosicanis 191 egdiess of formsion.
I ptiens with hemndialysis, & maxirmm dily dosage of 7.5 mg is ecommended [ see Use in Specfc

Populators (8.7 and Clcd Phormocoogy 12

Meloxicam may be taken without regard (o Gming of meals.

22 Osteaarthritis

Fortherelie of the sigrs and sympioms of osteoarihrits the recommended staring and meinteranc

oral dose of neloxicam s 7.5 g o dlly. Soms paiens moy eceive addidor beneit by increasing

the dose 115 mg once daily.

23 Rheumatoid Arthrits

For the relief of

mainenace orldose of eloicam 7. mg e dal. Some e ey scive sdior b

by increasing the dose to 15 mg ance daiy

24 thritis (JRA)
e meloicamis 7.5 mg
eigh- 60 kg There
¢ dose above 7.5 mg nclnc i,

[Meloxicamtablets should not be used in children who weigh <60 kg.

25 Renal Impairment
The use of

s om el he o dosage o eloicam’s 7.5 g perdy s Clnicl
Fromacotoy (1291

26 Non-Interchangeabilty with Other Formulations of Meloxicam

meloxicam. Therefc of oral
similar dose

sweoghs of of oral

3DOSAGE FORMS AND STRENGTHS
Meloxicambles,
o velow colomedroun comes,ubls, debossed it 15" oo id




other
» 15.mg: yellow coloured, round, flatbevelled ablets, debossed with "CIPLA" on one side and *159"
e other.

4 CONTRAINDICATIONS
Meloicamis conraindicated i he following patens:

drug product [ 59)]
.  uricaria, ype reactions afer king aspi
IDs have

s foal,
Warnings and Precautions (5.7, 5.6)|
» Inthe seting n

5 WARNINGS AND PRECAUTIONS

5.1 Cardiovas cular Thrombotic Events

»
hich can b fata
frombodc evers i Simiar for 2l NSAIDs. Th relaive increase inserious CV ihronbotic cents
for CV disease. However, dise
igher 2
studies found that this hromboric evens began as

arly as the
orsistetly athigher doses

ihe lowest

Freznes o

ey
flwlnm Patients shauld be informed about the sympioms of serious CV everts and the steps to take i
T

v "
{0 Warnings and

i
[precautions5.2))
s Post Cororery Arery Bypass G

‘rrwn I
[Post-MI Pates.

of
surgery dial
c A

Danish Natioral .
einfarct nd
o oty begwirg it e el vesters. n s same cobors e csderce ofdeahnthe
vt sear post M1 was 20 per 100 prson earsn NSATD-weaed ainscopared o 12 per 100
e absolute rae of
e the fistyear post-ML, Teast
fe et four years o follow-up

Ewm he use of

stiens for sigee of cardia ischens.

5.2 Gastrointestinal Bleeding, Ulceration, and Perforation
NsaDs, ncluding.

bl I the esoph I, sl inesine, o large
e W o (ol Thce st cherae e con et oy e o whiont
i Sy, nptenswesd Wil NSAIDS. Oy e i v ptens who develop s seios

per Upper
1% i, i
abou 2-4% of pa year. Hi
Tisk
Paients with a pr ' of pepi e
ping
Other factors t the risk o lude longer
duraion i n
poor g
healdy reports of
dditonll disease. pa
bleeding
Strategies to Minimize the GI Risks in NSAID-treated paters:
wre thanone NSAID at 3 .
a5 well herapies

other than NSAIDs.
o

. 1 during NSAID therapy.
. 1d

‘meloxicamundl aserious Gl adverse evert i ruled out.
* Inthe seuing o patents more
Closel for evidence f Gl leeding e Dug nericions (7).

53 Hepatotoxicity
Elecatons of AT o AST (e o e s e spet it fsrnsl (LD e e pored
aproimaely 1o

ic udi

Teponed

Elevatons of ALT or AST ot 10 15% of pa ih
AIDs including melaxicam.

the earirg sigrs and auses, g, et
diarshea, prurius, jaundice,eight upper quadrantterderness, and lu-lke” sympioms). 1 clinical signs
liver. X (

£

ilia, rash,
patent [ see Use in Specific Populations (8.6) and Clinical Pharmacology( 12.3)1

5.4 Hypertension
1Ds, ncluding mel 1 i i
of evens. Patiens i

these
herapies when tking NSAIDs [ see Drug Interactons (7)1
e inationof

ety
53 e Fare and Edena
I NSAID Tralists
k i inCOX-2
kl\.lemsl\Nmnnal i o i,
ospitalizaton fo hert e, nd deat.
ddiionsly, been I NSAIDs Use
¢ CV effots of several deal
i H ki see g
imteractions (7)1
pvoid e vse are expected 0
e
o bt or S of worsen e .
56 Renal Toxicty and Hyperkalemia
NSAIDS, ncluding ed el pap
o e, s et e, o et
Rersl xicy
he maimenance o realperfusion. nh 3dose.
ndriy, neralbiood flow which my
dehydraion hypovol gt iose aling durticsand
'ACE inkbitors or ARBs, and the elderly
recovery o the preceatment e
The
Liiseie. Because excretd by the Kidrey, morstor
Ptos fof g of worsenag el Tcion
prior o Moritor
el hepuic Talur, dehydraton, o ypovolenia
durig use of meloxicam see Drug nracions (7)
s
the benefis worsening real

D wid g doeace o e o 31 f worsen rn o e Clnicl
Pharmacology (12.9)1

Hyperlglenia

Icreases Juding hyperial

NSAID: I thnormal rerl function,
effects

5.7 Anaphylactc Reactions

pe with
and Warnings and Precautons (5.8) .

Seck emergercy help f an araphylactic reaction occurs

5.8 Exacerbation of Asthma Related to Aspirin Sensitiity

paterss
i lly fatl
has been
r ) with preexisiing
patens
st
59 Serious Skin Reactions
s lysis (TEN), These
reacios, skinrash 0
oy e M react
NSAIDs [ see Contraindicatons (4) .
5.10 Premature Closure of Fetal Ductus Arteriosus
a i 1d use of NSAIDs,
including mel 2130 weels of
‘Speciic Populaion (8.1) .
5.11 Hematologic Toxicity
“This oy be due to fuid

rewenon,
Sy Sign o sy of s, ontor hemoglobinor hemmecrc
NSAIDs, including mel bleeding everts

warfarin,

may icrease this risk. Moritor these patlerts for signs of blecding [ see Drug Intractions (7))

5.12 Masking of Inflammation and Fever
nflamm fever, may diniish

The
the uility of disgrosic signs in detecting infectiors.

5.13 Laboratory Monitoring
Because serious GI bleeding, hepatotoxiciey, and renal injury can occur wilhout warning syploms or

sigrs,
periodiclly [ see Warnings and Precautons (52,53, 5.6) |

6 ADVERSE REACTIONS
“The following  the labeling;
Cardovasculr Theonbodic et e Bared Warmingand Warnings and Frecaion (5.

Gl Blecding, Ulcerati e Boxed Warning and
epmoniciyLove Wi Pecosios (537

. d Precauions

+ Hear Fallureand Edema  see Warnings and Precaution (5.5) 1
+ Renal Toxictyand Hyperlalenia | sce Warnings and Precauions (55)
+ Anaphylactc Reactiom [ see Warnings and Precautions (57) |

+ Serlous kinReactlons | see Warnings and Precautions (5.9

+ Hemtologic Toxiciy | see Warnings and Precautions (5.1 )

6.1 Clinical Triaks Experience

inthe clincal another drug
may ot reflecthe raes observed in practice.

Adults

‘Osteaarthius snd Rheumold Aits:
he eloicomPhse 23 il il b e 10,122 O paensad 1012 s
a

;
patens for at leastone e lﬂsﬂﬂafmasepmuls
andor
Gasuoimestl were the st
the koee or hip o comy it an ctive
conval. Two double-biind, i
able 12week
placebo- and active-controlled osteoardrits sl
12

“Table 1b depicts ady
week placebo-conrolled heunsioid arthrds ials.



Tabe1a: Adverse Bvents (%) Occurring n2 2% of Meloxicam Pans na 12: Week
Placebo- and Active-Controlled Tri

Meloxicam  Meloxicas Diclofenac
Pacedo 7 Smgdaly 15 mg daiy 100y oty

No. of Patients 157 154 156
Gastrointes tinal 172 201 73 i
Abdominal pain 25 19 26 13
Diarrh 38 78 32 a2

sspepsia as as a5 65
Flaulence as 32 32 39
Nau 32 39 3n 72
Bo
Accident household 19 as 32 26
Edema 25 19 a5 33
Fall 06 26 00 13
e thesyrpoms 51 as 58 2%
Central an eral
Nervous System

55 32 26 38 0

Headache 102 78 83 59
Pharyngits 06 32 13
Upper espinaor it nfection i 32 19 33
Tom? 25 26 05 20
WHo
2wHo conbi

able 1b: Adverse Bvents (%) Occurring in 2% of Melxicam Patents n two 12 Week
‘Rheumatoid Arthrits Placebo-Control
Placebo  Meloxicam  Meloxicam
75mg daily 15 mg daily
e

No. of Patients 469 st
Gastrointes tinal Disorders 131 189 168
Abdominal painNOS 06 29 23
Dyspeptic sigrs and symproms ! 38 58 a0
Nasea? 26 33 38
neral Disorders and Adminis ration Site Conditions
ot 21 29 23
Infection and Infes ations
Upper respiatory st fecions- " . o5
palhogen class urspecs
Soeviosatsta o Coanecie T Diorders
Joiot related siges and symptons ! 19 15 2
us System Disorders
Headaches NOS 2 64 64 ss
Skin and Subeutaneous Tissue Disorders
Rash NOS 2 17 10
IMedDRA high level & dyspepsia
NOS, ph
g Joi i ling)
“MedDR! like lless, headaches NOS, and rish
NOS
The adverse weeks)
i dinTable 2.

able 2 Adverse Events () Occurringin 2% of Melxicam Paets i 4106 Weeks and 6 Monih
ontrolled Ostet Triaks
4106 Weeks Controlled Trials 6 Month  Controlled Trials
Meloxicam  Meloxicam  Meloxicam Meloxicam
75mg daily 15mg dally 7.5 mg daily 15 me daily
8955 26 1 306

No. of Patients
Gastrointes tinal 18 180 %5 22
Abdominal pain 27 23 a7 29
Constpation 08 12 18 26
Diarrhea 19 27 59 26
Dyspepsia 38 74 89 95
Flaulence 05 04 30 26
Nausea 24 47 a7 72
Vonn 06 08 18 26
Bo e
Accident household 00 00 06 20
v 06 20 24 16
20 36 52
‘Central and Peripheral Nervous Systen
L1 15 24 26
Headache 24 27 36 26
Hematologic
nemia 01 00 a1 20
Musculoskeletal
Arbralgia 05 00 53 13
kpain 05 04 30 07
yehiatric
Insonuia 04 00 36 16
Respiratory
Coughing 02 08 24 10
Upper respiratory tactinfection 02 00 83 75
kin
Pruriuss 04 12 24 00
Rash? 03 12 30 13
Uring
Micurition frequency 01 04 24 13
Urinary wact nfection 03 04 a7 65
IWHO
2wio
15mg,
Pediarics
Juvenile Rheunpioid Arthriis OR
™ IRA were
exposedio from.125 10 0375 me ke, per wials,
Y double-biind, wiha 12-
L-year open-label PK study. The
e adult.
Tihough th f n Jar, the following most
dominal pain. diarthea, headache, and
inthe p “neloxicam.

the course of the wrals.
ot demo e an e o genderspeciic sugroup effect

e following i alistof adverse drug reactions occurring in <2% of patirss receiving meloxicam in
clincal trials smolving approximately 16,200 patiens.

Body as a Whole face ederm, frgue, fever, hotflushes, malise, sy weight increase

Cardiovascular diac failur, Ty sl infarction vasculiis

Central and Peripheral Nervous System convulsiors, paresthesia, remor, vertigo

Gastrointes tinal colis, oy ot doden h I i A hemorehage, b i gasic I 2
d

Hematologic oo o o

Liver and Bilary System ALT eressod, AST ineesset lrbivemia, GGT icresed,hpatits

Metabolic and Nutritional dtyiaion

Pychiatric  confusian d "

Respiratory mhm n.‘mm,ﬂsm dysprea

Jin and Appends increased, uricaria

Senses v oot syt o
Urinary System albuinuria, BUN increased, creatnine increased, bemstria,reral filure

6.2 Postmarketing Experience

“The following Becawse

wheler o oo a inlabeling
o of e imber of reports, o
Adverse experience or
he mod
Tud
and
inferdlity femie.
7 DRUG INTERACTIONS
See Table 3 for clinically sigrificantdrug ineractions with meloxicam, See also Warnings and
Precauons (52,56, 5.11) and Clinical Pharmacology ( 123)
Table 3 Clinically Significant Drug Interactions with Meloxicam
Drugs that Interfere with Hemos asis
Jarts h the use of either drug alone.
by platlets pl. in hemastasis. Case-corsrol bleeding
Intervention: It , ) g of bleeding [ see .
NSAID: a duce any p NSAIDS alone. Ina clinical stdy, al the NSAID alone [ 2L
Intervendion: C bleeding [ see .
Tow dose aspi E

ACE Inhibitors, Angiotensin Receptor Blockers, or Beta-Blockers.

Inpatenss who are elderly, ) or have renal s shibi ! failure. Th
Intrvention: beta-black bload pressurt

Durig conomnt e of mlontamand ACE ihblor mARBx gt o e ey, X furc

Assess real
Diuretics
Clinical Impact:Clinical studies, s well as post-
loop insome paties. the NSAID inhibitionof H udies with i meloicam.
Intervention:  During concomitant use of melosicam ith diuretics, observe patiens for signs of worsening reral Iy dd
Lithium
The 159%, and the renal This effect has 1 t
Intervention: During concomitantuse of melosicam and lihium, monitor patiens for signs of ihiumtoxicy.
Methotrexate
Interventon: patenss .
Cyclosporine
meplrotoxiciy.
s Duig concontnt s of nloicam € sclosporine, oo aens o g of warsog ren fucton
NSAIDS and Salcyae
or salielates (e.4, diflunisal, he isk of Gl toxiciy, with lile or o increase inefficacy [ see Warnings and Precautions (5.2).
Intervention: or salicylates is wed.
Pemetrexed
1 Informtion)

Intrventon: with renal 79 mlLimin, 1 and Gl oxiciy.

Patiens king for e day of, and o days following pemeirexed admiristration.

Inpatenss 45 mLmin,

8 USE IN SPECIFIC POPULATIONS

8.0 Pregnancy

Risk
Use of NSAID: o
premsture closure of the feta ductus ateriosus. Avoid use of NSAIDS, including meloicar in

weels see 10)
I
hereare madeqote and wellcomroledsuies of eloxicaminregna wonen. Dat rom

pregmancy are inconcl e peeral U3 oo ity

diess of dr [Estum have 2.4%for major
malformators, and 15-20% for pregnancy los:
Inarimal

sepul
7

times the MRHD. Inpre-
e, detayed prayi o decresscd Hprng sure vl 0 08-mee MRHD of metocam No

oral dose equivalent 1o 2 an 26-times the MRHD [see Data]

bl Tnacinel s

Labor or Delivery
There are no of o Inaimal sudies, NSAID:
I y i
incidence of stilbirth.

Daa

Animal Data

doses up 1o 4 mgkgiday (26-fold greater than the MRHD of 15 mg of meloxicam based on BSA
produced an




4 he -fold greate than
e comparison). was

meloxicam
iy hanth

doses of 1 5 X
MR

o. -imes MRHD.

82 Lactation

There are no whether

dverse effect on

the breasifed infant from he meloxicam or fromthe underlying maternal condiion.

Daa
Animal dota

lcrating »

8.3 Females and Males of Reproductive Potenial

Females
he use of Iud

I
infertliy

insome i
porertil pure required for ovulation.
Cosider
withdrawal of N who are
oo iestgatsnat erin

8.4 Pediatric Use
T ® from210 17
[ 3), Dand

Clinical Studies (14.2)).

8.5 Geriatrc Use

ey 1o yougerpains,re ot reer ko
I o reral adt clderly
i ool hese el s s o o B o o e doiog i, T
paters for adverse effects [ see Warnings and Precautons (5.1,5.2, 5.3,5.6,5.13) |

8.6 Hepatic Impairment

pa Patiens with

No dose
severe hepatic inps

123))

8.7 Renal Impairment

remal impairmen. Patiens with severe

ronal The use of
7.5 mg per day.
[ 2 1239))
10 OVERDOSAGE
Sympions following acute Jethargy, d
usea, which have P
s 41 A ail and
L butwere rare 152,54,56)]
Manage patenss There are no

specilc o, Conider aness weot weveed chrcod (6010 100 grars il L o7 g

fou bours of ngesuonor

hemodialy y igh
proteinbinding

Thereis

clearance of mel oral

i a may be useful

following an overdosage.
For additonal a

11 DESCRIPTION

NSAID) 75mg o 15mg.

meloxica, USP for oral ad
H.

1, ot The mlecul wighis
3514 E1aH 1IN 50 sructural formula
CH,
OH
A
N,
<N
S CH,
2 )
o o
o i
strong acids ad boses. methanol.

Couthciet 103 ) gy 0.1 inA-ocimlffes pH 7.4. Mieloicam s pa vaee of 1 a1 43

as awbletfor 75 mg or 15 mg meloxicam, USP.
I

The nacave Ingredi
iy

12 CLINICAL PHARMACOLOGY
121 Mechanism of Action

and propes

understood but

imvolves inhibiton o cyclooxygenase (COX-1 and COX-2).

w8 herapy have procuced in vivo

medistors of inflamstion.
made of wa

decrease of prostaglandirs inperipherl issues

123 Pharmacokinetics

Absarption
T % dose of 30 mg
comparedwih 30 mg 1V bolsincion. Fllowigsingle navers doses,doe-proporiom!
racoldecs wer o e ange f 5 g 1 0 . Al il ol doses e
er the range of 7.5 mg 0 15 mg
MeanC g was a7 g e
ndi bsorpt ady-sate
12w
ours post-dose suggesting billry recyclog,
Table 4 Single Dose Parameters for Oral 7.5 mg and 15 mg. %oyt
Steady State Single Dose
ters Healthy

ohev) 2 B :

75mg ablets I5mgcapsules  Ismg capsules 15 mg capsules 15 mg capsules.
N 1 5 8 12 2
Conse [pgml] 1050) 2369) 3204 059 G6) 08429)
R 49@) 502) s@n 465 0@

20109 2164 204 18 (46) 16@9)
CLA (L min] 8829 99 (76) 5102 1903 11(4)
VL) 147@2) 1562) 1060 2 (a4) 14@9)
IThe parameter values i the wble ae from various studies
Zpotunder high fa condito
3Meloxicam ablets
4V =Dose/ (AUCK 1)
Food and Antacid Effecs
drug Tovels (.., C ) being.
s nclarged Th @ In

the AUC nor the C
o e e e T s e v sy sty T o o
Based on hese.

i
of aniacids.

T Iy 10 L. Meloxicamis ~99.4%
“The fraction of

bound 10
proteinbinding is

sfter ora dosing i lss han 10% Followig aadilaeled dose. over 90% of e adoaciviy
Getoced inihe lasa was present  anchargs

 after . range from 40% to 50% of those
in plasma. uid o the lower albunin
plasma. T} ihis penetration s unknown.
Elininion
Meabolism
y S-carboxy
dose),
- I 4 extert (9% of dose). Inviro
sudies indicate P450 metbolizi i Indhis
pa CYP3AU isoyme.
b » other 6% and 0% o1 he iinisered
« Iy, All e four netaboliies ny n vivo ph
Excredon
d accurs to equal extens inthe
feces (1.6%). T
05%, 6% and ok done were oo e o ool mostcon e 5 ry i
Iy. There secretionof the
drug. This 15 3 single IV dose of

meloicam decreased the AUC of meloxicam by 50%,
“The mean elimiration hal-Ife (1 2) ranges from 15 hours 0 20 hours. The eliminaton halt-life is
levels indicaing Plasmo

clearance ranges from 710 9 mLi

‘Specfic Populaions
Pediaric.

5 e
was  general rend of approximaely 30% lower exposure in yourger paterts (2 10 6 years ld) as
pa 16 years old)

cingle ‘whenusing AUC values
a 21T
ot e s 152l o 130 e (. o e 3 5 s o1 ptrs, om0 16 yor
old parers, respectiv
weight, b was the single
o ltertmees e
of
pasens.
The »
investgated.
Geriawic
Elderly -sate
. Elder! Auc,,
and 32% higher
lizaton. Despie the e adverse evert
profile found in
elderly female paiens incomparison o elderly mle paters.
Youg Tower les. Afiersingle
doses of 7.5 mg mel ih was 19.5 hours for

compred to 23.4 hours for the male group. At steady sat, the data were simla (17.9 hours vs 214

hours). This pharmacokinetic difference duc o gender s likely b of litle clinical importance.
ere was lineariy of pharmacokinetcs and o appreciable ifference inthe C sy or T g acToss

genders.

gt e

o i o g Cie o s (16 Pogh o e st

H Paterss with
severe hepatic

Precautions (5.3)and Use in Specific Popuations (8.6)
Renal fmpairment




impairmen. Totl drug meloxicam
iereased il he degree of el it whie ree AUC valeswere sl il groups The
it
Pl for hepac dos:
adjatment s recessary In s with i oderte real Ipairment Faens with sever rerl

56)
and Use in Speciic Populations (8.7) |
Hemodialysis

Following a single dose of meloxicam the free .y plasia concertrations were higher in patienss
with tenal

free f dia ol dditional

d [sce Dosage and

Adminisraton (2.1 and Use in Specifc Population (5.7) |

‘Dug Iesaction Sudies:

Aspirin e NAIDs wer edced
free NSAID was notliered pirin

it i increase the AU
i melyica. The i sanicawe of s ericionls ot S Tole  or ICHly
Significant drug imeraciions of NSAIDS with aspirin [ see Drug Intracrion (7).

Cholesyramine: days
This resulied from 19.2 hours t 125 h 1235
This suggests
“The clinical elevance of thi I
g cimetidine four single-
dose pharmscalinetcs of 30 mg meloxicam.
15 mg once daily for 7 he
digon days a clivcal doses. In v tesing.

mmuvg s eachonsemeendgvin ot merricon

Lith dose UC were

increased by 219 insubecs feceving libum doses anging (om0 1 1072 mg wice iy with
I ihiumalore [

.

Methorrexate: A sudy in

significant effect on the pharmacolinetics of single doses of methotresate.Inviro, methotrexate did pot
7l

Warfarin: The effect of

ealihy Normlized
Ratio) between 1.2 and 1. I these subj
H ome subject
InINR from 1510 2.1 e
bleeding

INR
Complicarions whena new medications inroduced [ see Drug Ineracions (7) |

13 NONCLINICAL TOXICOLOGY

13.1 Carcinogenesis, Mutagenesis, Impairment of Fertliy

U 10 0.8 mg/hesday.
Iy

IMRHD] of
Musgenesic

clastogeric
umn ymphocytes and an i vivo micronuclews testin mause bone oy
Impsirmen of Ferslity

Meloxicamid ot inpals el and el ey inrats storl doses p 0 9 /gy inrles a5

MRID based o
comparison.
14 CLINICAL STUDIES
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16 HOW SUPPLIED/STORAGE AND HANDLING.
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17 PATIENT COUNSELING INFORMATION
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inflammatory Drugs (NSAIDS)?
NSAIDS can cause serious side effects, including:

This
reament nd may inrease :

© withincreasing doses of NSAIDs

© wilhlonger use of NSAIDs.

K grafc
(CABG).
Avoid taking NSAIDs e youto.
Yon mayhave an i . NSAIDS after a recent heart
attack.
. (e leading
from te mouth o e P
= anytime during

o warneg syrpiams
© dhat may cause death

“The risk of geting an ulcer or bleeding increases with
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© increasing doses of NSAIDS © advanced liver disease
© longer use of NSAIDS © bleecing problems
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xactly as prescribed
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» for the shortest time neede



‘Whatare NSAIDs?

NSAIDs i
such asdifferent types of aririis, mersirial cramps, and othr types of short-erm pai.

‘Who should not take NSAIDS ?

Do not take NSAIDs.

.t hives, or ather allergic " any other NSAID:
o right before or after heart bypass surgery.

Before taking NSAIDS,
including if you:
= have liver or idsey problers.
» have high blood pressure.

e asthma

. Talko e youare considering

{aking NSAIDS
» are breastfecding or plan o breas feed

r medicines can
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Do not star taking.
talking o your healthcare provider first.

What are the possible side effects of NSAIDs?

NSAIDS can cause serious side effect, including:

See "Whatis i i

‘Anti-inflammatory Drugs (NSAIDs)
= bew or worse high blood pressure
* heart failure

» liver problems icluding iver failure

= Kidvey problems including kicney falure
* low red blood cells anemia)

» life-threatering skin eactions

» life-threatering allergic reactions
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o chestpain o swelling o the face or throat
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provider or pharmacistabout NSAIDS.

call . FDAat1-800-
FDA'1088.
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healthcare provider before using overthe-counter NSAIDS for more than 10 days
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