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FULL PRESCRIBING INFORMATION

'WARNING: RISK OF SERIOUS CARDIOVASCULAR AND.
GASTROINTESTINAL EVENTS
Cardiovascular Thrombotic Events
* Nonsteroldalanttnfammatory druge (VSAIDS) cause an ncreased
ular thrombotic events, includin
yocardial ifarction and stroke, whi al This risk may
accur earl n regkment and may increase wkh duraton o use [see

ings and P
+ Meloyicams contrawdicared in the setting of coronary artery
bypass oraf (CABG) surgery oo “contraindications (3
Warnings and Precautions
Gastrointestinal Bleeding, Uiceration, and Perforation

+ NSAIDS couse an increased rsk o serious gastrolntestina (1)
on of the

and/or GI blesding are at greater risk for serious Gl events [see
Warnings and Precautions (5.2)

1 INDICATIONS AND USAGE

1.1 Osteoarthritis (0A)
forrelef of the sy osteoarthris

see Cinical Studes (14.1)]

1.2 Rheumatoid Arthritis (RA)
forrele of the sy heumatoid
i e Cinea Stods 11 .

13 At 080

el of the sy naudavtkum or
e cose v B i ot e w5

Botage it hcmvshoton 3.9)snd Cict St 1431

2 DOSAGE AND ADMINISTRATION

2.1 General Dosing Instructions

Wartings and precautons (5]

Ater
Sut an indidualpatient’s neods.

s, 15mg
Fegardless of formuton. I paents weh hemodays, a maxmum daly dosage of 1.5
mg's recommended see Use n Specfic Popultions (3.7) and Clnical Pharmacology
23
Meloxicam tabets may be taken without regard to ting of meat.

2.2 Osteoarthritis
For the relef of the signs and symptoms of osteoarthrits the recommended starting

ay receive addional benert by nereasng the dose o 15 mg once daly.

2.3 Rheumatoid Arthritis

staringond maimensnce ol dose of maloxcar bkt 7.5 g once day. Some
pat the dosa o

24 Arthitis RA)

of
meoxicam tablets is 7.5 mg once daiy 1 chidren who weigh 260 kg. There was o
ddtional beneft demonstrated by increasing the dose abave 7.5 mg i cincalrias.

2.5 Renal Impairment
The use of

I patients on hemodialysis,the maximum dosage of meloxicam s 7.5 mg per day [see
CinicalPharmacobogy (12.3)

2.6 Non.

terchangeabllty with Other Formulations of Meloxicam
approved

With other formutions o oral meloxicam product even  the ttal milgram strenth s
the same.
formulatons of oral meloxicam product.

3 DOSAGE FORMS AND STRENGTHS
Meloxicam Tablets, USP:

+ 7:5mg:yelow,round shoped, it bevee adge uncoted tblts debossed wih
e s plan oncxnr sie

FCT 2% oo s pon o o o

4 CONTRAINDICATIONS.
Meloxkcam i contrandicated i the folowng patents



meloxicam the orug
5759

3
&z
!

.o othr lrgc e eacons e aking aspin o
e NS, et someines ik apoohycs oo 0 NSAIDS fave
ported i Such patens s Wming and recautons Br51
. 1y bypass grat
Precautons (5.1

5 WARNINGS AND PRECAUTIONS
5.1 Cardiovascular Thrombotic Events

duraton have shown an increased risk of serous cardiovasculr (CV) thrombotic
s Based on

avalable data, &

useappears o be s 1 hose e and wihout known CV dsgaso i factors for
 decas
oot mcence of e samut O romboi evere, doeto e Tteaed

thrombolic events began as carly as the fst weeks of treatment. The ncrease n CV.

adverse cv patents, use the
M
remain e,
o«
Serious OV events they occur.
aspiin meiates the ncreased

ik of serious OV

(Gl events [see Warnings and Precautions (5.2).

Two
ik of & COX.2 Selectve NSAID fo the reatment of pan i the frt 10-14 days.
folowing CABG surgery found an increased incdence of myocardil nfarction and
stroke, etting of

Post.MI Patients

ond
patients treated wth NSAIDS i the post-MI period were at ncreased rsk of renfarcton,

-ame conort, thé ncdence of death n the Tt year postl was 20 per 100 person
years i NSAID-treated patients compared to 12 per 100 person years in non NSAID

year post- Geath i ateast
the next

four years o folow-up.

fun e usecr

o outweigh the sk of recurrent CV thrombofic events. If makoxcam f used i patents

3 Tenk . mankor oS o S of o Echem.

5.2 Gastrointestinal Bleeding, Ukceration, and Perforation

ncluding nfammaton, bleedng, uiceraton, and perforaton of the esophagus, stomach,
smal intestine, or arge intestng, which can be fatal. These serious adverse events can
wih NSAID:

upper Gl
therapy is symotomati. Upper Gl ices, gross beeding, or perforaton caused by
NSAIDS oceurred n approximatay 1% of patents treated for 3-6 months, and in about
2.5 ofpaents eate o o0 year. Howeve, ven st erm NSAD thrap
without

Risk Factors for GI Bleeding, Ukeration, and Perforation

had a greater than 10-fod ncreased ris for developing a Gl beed compare to patients

uraton of NSl
corcosterods, aspin. anccaguints,or en(me;emlnmn reuptake ahiblors
(s aconol older age: and i

Acddoaly. patns wth achanced s diase ardor copulpainy e o crend
Fekfor Gl beed

Strategies to Minimize the GI Risks in NSAID-treated patients:

. <hort
© voit admistration of more than one KSAID at & trme.

icressed sk of beeing. or such ptent, s welas those win octhe 1
Joeding, consider akernate therapies other than NSAT

* g s forsns v oS of G keratn and besing durng NSAID
ther

man vt kot urt o O st aven & e out

« nine seing of Contomian voe o I dose bk o <ot ok
monkor patients more closel fo evidence o Gi bleeding (see Drug Interactions (7)
I

5.3 Hepatotoxicity

Elevatonsof ALT o AST s ormare enes (e upoer It af normal [ULN ove
1% o N ‘addion,

Tare,Sometmes s, G225 o Sevee epat A, ek formrart nepaEs.

necrosi, and hepati faure have been repore.

Elevatons of ALT or AST (iss than three tmes ULN) may accur n up to 15% of patents
‘oxiar,

symptoms of hepatloncy (03 rausen fague horgy, darhen prrius, unice,

¥ syster

S Cosbaoniln ra. et dacantout makars Penadiioy and petot s e
Evaiatin

az.

3

a Hypertension
hypertension. einer of uhih may contributeto the ncreased nceence of CV events.
Patints taking anglotensin converting enzyme (ACE) inhbitors, thizide dhretcs, or
oop diretcs may have mpaied response 1 these therapies whe taking NSAIDS [see
Drug Interactons (7))
Montor
prsdersdon

5.5 Heart Fallure and Ede
The Corib and tradtional NSAID Trasts' Colaboration meta-analys of randomized

With heart falure, NSAID Use creased the rk of W1, hospRalzation for heart falure,
and death. Addionaly, uid etention and edema have been observed i Some patints
reted wi

the benefts are
 patients

pat o

5.6 Renal Toxicity and Hyperkalemia

Renal Toxicity

Long term adminstration of NSAIDs, nclding meloxicam, has resuted i renalpapilary

ks beehseennpatents i hom rendprostogondin hove o ompensgtry e the
per 10 may couse

fow, e

reaction are those wih mpar s renal function, dehydration, hypovciem, et fakure,

ver dystuncton. thase taking ciretis and ACE mhistors or ARG, and the eier.
NSAID therapy.

state

pa Correct
Vokime status i denydrated or hypovolenic patients i to Ntatng meloxkam,
" hepati . hear f

denyaraton, or

o
mexicam i patknts wih advanced renal dease. Auoi the use of meloxicam
o outwer

dsease, pa Jgns of worsening
Pharmacobgy (12.3))
Hyperkalemia

NSAIDs. in
have

patints i
Fyporeninemic hypoaiosteronism state

5.7 Anaphylactic Reactions
Meloxicam has been associated with anaphy/actic reactions i patents with and wihout

Contraindications (1) and Warnings and Precautons (5.8)].
Seck emergency help # an anaphylactic reacton occurs.
5.8 Exacerbation of Asthma Related to Aspirin Sensithity

patients
by nasal poyp: by ftal
bronchospasm; andior ntoerance o aspiin and other NSAIDS. Because cross-
NSAIDS
patients, form.
monkor patents for «
symptoms of asthm.
5.9 Serious Skin Reactions.
10 sucnas
extol Syndrome (55),
T ng. Inform
Skin

2t maoncam ot th 5t Sppaaranc of sk r2ah o any oths 31 f
hypersensiuky. Meloxicam & Conranciated i pabents wih previous serious sk
reactions to NSAIDS [see Contrandicatons (1))

5.10 Premature Closure of Fetal Ductus Arteriosus

Melon id use of

NSAID:
(i timester) (sce Use I Specic Popuiatons (1)1

511 Hematologic Toxicity

patents. Ths gross
biood it
patent rated Wih meixkam has any 56 or ymploms af aneme mankor
hemagiobin o hematocri.
NSAIDs includng mlsicam, may ncress he ok of g avnts. Co morid
condions ssuchasmaamalmndsamersur:unmmlan of warfari,
SoCompnts, atbBOR 3geNS (e, acpLey SO reopake AABIOTS (5 s
(sl
these patents for sans of beeding [see Drug nteractions (7)1
5.12 Masking of Inflammation and Fever
may dimiish the utiy of dagnosti signs in detectng nfectons
513 Laboratory Monitoring
hepatotaxicty, e 9
Symptons or s, on long-term NSAID
253,560

6 ADVERSE REACTIONS

Tne folowing adverse reactons are discussed n orater detal i other sectons of the
abeing:

*+ Gtz Tombotc Evens (s Boxed Wormig and Wornngs and

Precautons
+ Gl Blading, um.mn. and Pertoration [see Boxed Warning and Warnings and
precautions (5.2
+ Hepatotoxicry [see Warnings and Precautions (5.3 |
+ Hypertension see Warnings and Precautons (5

Heart Falre and Edema (sce Warnings and Precautions (5.5)

Renal "and Hyperkalema se¢ Warnings and Precautions (5.6) |
Anaphylacti Reactions [sce Warnigs and Precautions (5

+ Serious Skin Reactions (see Warnings and Precautions (5.9) |
© Hematologk Toxicty (<ee Warnings and Precautions (5.11) |

6.1 Clinical Trials Experience

the

il of Shothe 1 may ok FHBc n 3k Dbsered  prac
aduies

Ostecarthrts and Rhcomarod Arhets

e mlucan ece 2 cncat s e 10122 Aot o

patients treated wth meoxicam 7.5 mjday, 3505 A patients and 1351 RA patin
patints or 2 paters for imately
0,500 e pesed . 10n et

2k and 2363 active:

A 12wk mutcentr doublein, rondomied il o conduted npatnts i
u\aczw i i o e comroL T T ek ke, Goubi b andomiees

Satey of et whh plocete

Groups n  12.week piacebo-and active controled osteoarthrts tria,

“Table 1b depicts
Srocps s 2w pocebe comraled e RS ok

Table 1n Adverse Events (4) Occurring n = 2% of Maloicam Patiants n a 12-
rthritis Placebo- and Active-Control




Meloxicam Meloxicam
Placebo Mgloxicam Meloxicam biciofenac 100 mg dally
1 6

No. of Patients. 157 15
Gastrointestinal v2 201 173 281
boominal pan 25 s 26 13
rhea Fr Y 32 92
o a5 as s 65
Flatunce as a2 32 39
Nausea 52 30 38 72
Body ole
‘Accdenthossehod 19 3 26
25 19 a5 33
Fal 06 28 0o 13
Infer:
ke symptoms s1 s 8 26
Central and peripheral
Nervous System
Dizziness
52 26 38 20
Headache w2 1e 83 59
Respiratory.
Pharyngits s 2 s
Upper Respiratory Tract
infecton s 32 19 33
Rosh? 25 26 06 20
and edema egs
combined

combied

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

PlaceboMeloxicamMeloxicam
7.5mg  15mg

daly daiy
No. of Patients s am 477
‘Gastrointestinal Disorders 11 19 168
‘Abdominal pain NOS? 06 20 23
Dyspeptic signs and symptoms? 38 s a0
Nausea? 26 33 38
General Disorders and Administration Site Conditions
Infuenza ke fness? 21 29 23
Infection and Infestations
Upper respiratory tractinfections- a1 70 65
pathogen chss unspectied

usculoskeletal and Connective Tissue Disorders
Joint reted signs and symproms 19 s 23

Nervous Disorders

Headaches NOS? 64 64 55
Skin and Subcutaneous Tissue Disorders
Rash KOS? 17 10 21
i (dyspepsia,

ayspepsia oggravated, eructation, qastrointestialFrEaton), Upper respiratory tract
infectons-pathogen unspectid (aryngfis NOS, pharyngtis NOS, SIUSKs NOS). it related

e
2MedDRA preferred term: nausea, abdomital pain NOS, nfluenza-ike iness, headaches NOS,
and rash NOS

weh meloxicam i 2% o

presented n Toble 2

Table 2Adverse Events (%) Occurring in = 2% of Meloxicam Patients in 4 to 6 Weeksand 6 Month Active-Controled
o

stecarthrits Triaks
40 6 Weeks Controlled Trials
‘Meloxicam

6 Month Controlied Trials
Meloxic

Meloxicam Meloxicam
7.5 mg dally 1Smgdaly  7.5mgdaly 15 mgdaly
s 8955 256 169 306
Gastrointestinal 18 180 265 22
‘Abdomina pan 27 23 a7 29
Constipaten 08 12 18 26
19 27 59 26
o 38 74 89 o5
Fatuence 05 04 30 26
24 a7 a7 72
06 o8 18 26
‘Accident household 00 00 06 29
06 20 24 16
Pain 09 20 36 52
‘Contral and Peripheral Nervous System
Dizziness 11 16 24 26
Headache 24 27 36 26
Hematologic
e 01 00 a1 29
Musculoskeletal
thragia 05 00 53 13
Back pan 05 0a 30 07
Psychiatric
Insomnia 04 00 6 16
Respiratory.
Coughing 02 08 24 10
Upper respratory tract infecton 02 00 83 i
Skin
Prurtus 04 12 20 00
Rash’ 03 12 30 13
Micturton frequency 01 04 24 13
Urinary tract infection 03 o4 a7 oo
-+ o preereq 13, and edeps ogs combined
Rk
Higher doses of meloxicam (22.5 mg and greater) have been associated wth an
increased rek of the.
Pediatrics
Pauciartiulor and Polartiular Course Juvenie Rheumatold Artrits (RA) Thee hundred
i pa
o meloxkam weh doses ranging rom 0.125 10 0,375 mafkg per day i three clnical
i, These studies conssted of o 12.eek mutkenter, doubl-bing, randomized
one 1-year
Fhough there
In partcubr,
abdominalpan, voritng, dahea, headache. and pyrexia, were more common in the.
faric than i the 2duk trias. Rash was reported 1 seven (<2%) patiens recehing
ik, The acverse events did not demonstrate an age or gender pecf SUbroUp
erect,
<%
meoxicam i cinical sk nvoling approximately 16,200 patients.
Body as a Whole atergic face edema, atgue, malase, syncope, weight increase
Cardiovascular i fakre, by m vascuits
ral and Peripheral Nervous Systemconuulsions, paresthes, tremor, vertgo
Gastrointestinal ol dry mouth, duodenal uker, eructaton, es0pnagis, gastric uker, gastits hematemests, uer, 2
Heart Rate and Rhythm arthyihmia, paptaton, tachycarda
Hematologic leukopenla, purpura, thrombacytor
Liver and Bifary System ALT increased, AST increased, birubiemia, GGT increased, hepates
fetabolic and Nutritional aehyaration
Psychitric abnormal dreaming, anxiety, appete ncreased, confusion, depression, nervousness, somnoknce
Respiratory asthma, bronchospas, dyspnea
in and Append Jopecs, angocdems, bulbus erupton, urtcaria
Special Senses abnormal vision, conjnctives, aste perversion, Gnntus.
Urinary System albuminuria, BUN increased, creatiine ncreased, hematuri, renal faure
6.2 Postmarketing Experience
Uncertain size. L% not aways possibie o relably estmate ther frequency or establsh a
reports in more of the
folowig factors: (1) serousness of the event, (2) number of reports,or (3) strength of
reported in keting
inmood
MURForme: exfoletive dermatts:nterstial nephris: undice: ver falure; tevens.
7 DRUG INTERACTIONS.
See Tabie 3 for
and Pracautions (5.2, 5.6, 5.11) and Cinical Pharmacology (12.3)
Table 3 Clinically Signifcant Drug Interactions with Meloxicam
s that Interfere with Hemostasis
Cincal mpact: sk the use of akher drug abne.
Seratonn NS
Intervention: Monior patients oxicam vt o )
Aspiin
Cinical mpact: nsa e
Intervention aspiin
ACE Inhibitors, Angiotensin Receptor Blockers, or Beta-Blockers
Cinical mpact: £) nnibtors, angitensin receptor blockers (ARBS), o beta-blockers (incuding propranoll)
I patients who are cier. an NSAID with ACE ihibtors or ARBS Jfunctior
Intervention nnbiors, ARBS, or obtained.
During concomtant use of mekoxicam and ACE inibtars or ARGS i patients wh are ekl of warsening
Diuretics
Cincal mpact: Ciical sudes, as wellas post
. oop dhretecs e, i effect nas However, i natruretic efect meloxicam,
Intervention,
Lithium
Cinkal Impact g 3
Intervention: During concomitant use of mekoxcam and IRhum, moritar patiens for signs of thium toxicky.
Methotrexate
Cinical mpact:
Intervention: montor patents
Cyclosporine.
Cinkalimpact nephrotoxicy.
Intervention; 2
NSAIDS and Salicylates.
CincalImpact: Concomkant use of meloxkam wh other NSAIDS or salcylies (2.0, dflunsa, sasakte) ncreases. . with e o
Intervention NSAIDSs
Pemetrexed
Cinial impact: 1,300 61 nformation).
Intervention 079 mUmin, before, the day of, and two.

8 USE IN SPECIFIC POPULATIONS

8.1 Pregnancy
Risk Summary

useor ing meloxicom, of
the ik of premature closure of thefeta ductus arteriosus. Avold use of NSAIDS.

rimester) [sce Warmings and Precautons (5.10)]

NSAID use in
US. popu diss of s
 background rate of 2.4% for maor
maformations, and 15-20% for pregnancy bss.

and rabots

.65 and 6.5-times the maximum recommended human dose (MRHD) of meloxicam.
e ried

vou inpre-
dystoc,
‘meoxicam

n
organagenss at an oraldose cquivaent 0 2.6 and 26-tmes the MRHD (see Data.

prostagiandins mportant roke in
permeabity, o ani




stusies, administration of prostagandin synthesis inhibiors, such as meloxicam,

resulted increased pre- and post-mplantaton oss

Cinical Consideratons

Labor or Delvery

“There are no studies on th effects of meloxicam during lbor or delvery. In animal

studies, NSAIDs, incuding meloxicam, innibit prostagrdn synthes’s, cause deyed
fon, and ncrease the ncdence of sbinn

oata
AnimatData

Meloxicam was not teatogenic when administered to pregnant rats during fetal
MRHD of 15

mgof

comparcan) Th o et el vas 20 iy (26 0dgese han e WD
abbs,

eyt e A o on 554 comparion) when sdmnstered
Arosaost rganageneas.

ystor i cicreased offsprg
) areat MRHD based on

B5A comparison).

benefts

meixicam or from the undering maternal conditon.
oata
Animatdata

oxicam was
n plsma.

8.3 Females and Males of Reproductive Potental

Infertility Females
e use of NSAIDs, ncluding
mexicam, may. ‘ovaran folcs,
3 That
hibtors
eotcd
omwn whoare

Undergong investigation of nfertky.
5.4 Pediatric U

The safety and effectiveness of meloxicam i pediari JRA patints from 2 10 17 years
of age nas

ot valid,,
ot valid,) and Cirical Studies (Error! Hyperlink reference not vaid.).

8.5 Geriatric Use

Ewery

serius cordovasculr, estontestnal ondor renlodvrse eactons i the”
el 1t i e, Snd ks ot forSbvrst et o args
and Precautons (5.1,5.2. 5.3, 5.6, 5.13).

8.6 Hepatic Impairment

Patints Snce

precautions (5.3) and Cinical Pharmacobay (12.31
8.7 Renal Impairment

Patients wih severe renal mpaiment have not been studed. The use of meoxicam in
subjcts

7.5 mg per day.
and Admintration (2.1) and Cinical Pharmacology (1231

10 OVERDOSAGE

lethargy.
ovsines, s vomtng, and epgaink pan, WAk e ben sy reersbie

falure,
and Pracautions (5.1,5.2, 5.4, 5.6

sage.
nsider amess andlor 100
grams i adURs, 1t 2 grams per kg of body WEGht i pedatrc patents) ancior
smotic cathartic n symptomate patients seen wihin four hours of ngestion or

10 times Forcai
Guresis, akeinizaton of urin, hemodalyss, o hemoperfusion may not be Usefuldue to
high proten bincing.

doses. acay

For agational o
80022212221

11 pESCRIPTION

tabet contains 7.5 ma or 15 mg meloxicam for oraladmintraton. Meloxicam s

benzathiazine 3-carboxamida-1.1.dioxide. The molecular weight & 351.4. 1t empircal
formuia s C14H1sN5045; and & has the folowing structural ormua

Helscom, Usp e o5 po

ethanol Meloxicam has n apparent parkan Coaficnt 169 Pl =011 pi
octanolbulfer pH 7.4. Melo

s meloxicam tablt, USP intended for oral agminstratin contains 7.5 mg or
o o 230K coch 1A Coonsche Toowin o te iredns:comndal
Sicon doxie, crospovedone, aciose monohycrate, magnesium stearate.
microcrystaline cehose, povilone and sodium cirate dhydral

12 CLINICAL PHARMACOLOGY

12.1 Mechanism of Action

The mechanism of acton of meloxicam, ke tha of other NSAIDS, & not compltely
understood but AvoNes inhibion of cyclooxygenase (COX-1 and COX.2)
m s & otent blor of prestogandn synthest b viro, Wekiam
Concentrations
ensize ffrentnerves and pateniote e acten f bragyknn n v o

e
Brostagingns nperphe Eeues

12.3 Pharmacokinetics
Absorption

of W bos doses
dose.proportonal pharmacakineLcs were shown i the range of 5 mg to 60 mg. After

over the range of 7.5 mg to 15 mg. Mean Crax was achicved wfin our to e hours
aftera et i

Wit fere
T2t

second

hours post-dose suggestig bilry recycing.

Meloxicam oralsuspension doses of 7.5 mo/S mL and 15 mg/10 mi. have been found to
75 mg and e, 3. Meloxicam

Table asingle Dose and Steady-State Pharmacokinetic Parameters for Or
(Mean and % CV)1
Pharmacokinetic  Steady State Single Dose
Paramets
e cv)

.5 mg and 15 mg Meloxicam

Healthy male aduls Eiderly males (Fed)?Ekderly females Renal failure ~Hepatic insufficiency
Fod)? (Foa)? (Fasted) (Fast
7.5 mgitablets 15 mg capsules 15 mg capsules 15 mg capsules
18 s 12

N
Cnse gt} 105 20) 23(59) 3200 059 36)
s (0] 29 502) X 465)
20109 2168 20 (30) 18046)
) 9076 5102 1963
v 147 15 (42) 10(30) 26048} T

values inthe. me are from various studies
Znot um high at conditns

i tablets
ZDosAUE K

Food and Antacid Effects

{okoneg 2o fa resurea

Crax) b

t er the
Values for meloxicam uspension were affecte folowing a simiar high fo meal, whie
mean T vakies were ncreased o approximatel 7 hours. No pharmacokiet.
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13 NONCLINICAL TOXICOLOGY
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16 HOW SUPPLIED/STORAGE AND HANDLING
Meloxicam Tablets USP, 15 mq are yelow, round-shaped, flat beueled edge, uncoated

a5 folows:
NDC 68786-7904-L in bottes of 15 tabets
storage.

Store at 20° t 25" C (68" to 77° ) [see USP Controled Room Termperature]. Keep
mexicam tablets n a cry pice.

Dispense tablts n  tt container
Keep this and all medications out of the reach of chilren.

17 PATIENT COUNSELING INFORMATION

accompanis each prescripton dispensed

Inform patents, farmies eai
therapy weh an NSAID and periodicaly during the course of ongong therapy.
Cardiovascular Thrombotic Events

Advise patents to be et or the symptoms o cardiovascular thrombotk evens,
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& - Inreting of
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Use of NSAIDS and Low-Dose Aspirin
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isaIDs)
What is the most important information I should know about medicines called
Nonsteroidal Anthinflammatory Drugs (NSAIDS)?

NSAIDS can cause serious side effects, including:

o str ™e

risk may happen carly in eatment and may increase:

o wih increasing doses of NSAIDS.

Wit longer use of NSAIDS

Do not take NSAIDS right before or after a heart surgery called a "coronary.
rtery

bypass graft (CABG)."

att unless
Drovkler taks you to. You may have an Increased risk of another heart attack
vou sake NSAIDS after  redons

Incrassed rk of Hasti, uicars, s tears (paroration) of the asoehegus
(eut to the stomach),




o anytime during use
© wihout warring symptoms

o that may cause deatn

The risk of getting an ulcer or bleeding increases with:
ukers, o stomach

NSAIDs
o taking medicnes calld "cortcosteroks",“anticoaguiants", “SSRs", o "SNRIs”
o increasing doses of NSAIDS.

o older age
© longer use of NSAIDs

o exacty as prescrived
o at the lwest dose possile for your reatment
© forthe shortest time nesded

What are NSAIDs?

of arthrie, “and other
Hpes of snort term pain
Who should not take NSAIDS?
Do not take NSAIDs:
n asprin or

any other NSAIDS.
ght before o after heart bypass surgery.

¥ bout alof y
conditions, including i you:

+ have er or kdney problems
+ have high bood pressure
* have asthma
- are pregnant or pan to become pregnant, Tak o your heatincare provile f you
are considerng taking NSAIDS during pregnancy. You should not take NSAIDS.
weeks of pregnancy.
+ are breastfeeding or pan to breast feed.

provider you take, including
‘over-th medicines, vitamins

effects. Do g any ng to

heathcare provider first.

What are the possibie 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 Ant-inflammatory Drugs (NSAIDS)?

new of worse high blood pressure
heart e

Other side affects of NSAIDS inchud

stomach pain, constpation, diarrhea,
gas,

+ Reartburn, nausea, vomiing, and dzziness.
Get emergency help right away if you get any of the fallowing symptoms:
Shortness of breath or rauble breathing

+ shrred speech

© chestpan

© Swellng of the face or throat

+ weakness n one part or S of your body

Stop taking your NSAID and cal your healthcare provider right away if you
getany

of the following symptoms:

© Vo bood
mort wealer than usual

- there s bood i your bowel movement or €

+ dirthea back and sticky ke tor

* kehig

© unusualweignt gan

© your skin o eyes ook yelow

© 5 rash or blsters wih fever

+ indigeston or stomath pan

© sweling of the arme, legs, hands and feet

+ fiuike symptoms

1 you take too much of your NSAID, call your healthcare provider or get
medical

help right away.

NSAIDs. asicyour
heatihcare provider or pharmacit about NSAIDS.

©
FDA ot 1.800-F0A 1085
Other information about NSAIDs:

+ Aspiin s an NSAID but & does not ncrease the chance of a hear attack. Aspirn

kers o the stomach and ftestines
. doses

Tok t0 your NSAIDs for
than 10 days.

‘General information about the safe and effective use of NSAIDS Medcines are
sometimes prescrbed for purposes other than those lsted 1  Medcaton Guide. Do
ot use NSAIDS or a condion for which & was not rescrbed. Do not ghe NSAIDs to
other people. cven f they have the Same symptoms that you have. I may harm therm. 1

s wouki ke more informaton about NSAIDs, ak wih your heathcare provider. You
€an ask your pharmacist or heatheare provider for nformation about NSAIDs tha &
riten for heath professionak

Please address medica inquries to, (Medicalfars@zycususa com) Tel: 1-877-993-
&775.
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