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‘Aphena Pharma Solutions - Tennessee, LLC
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FULL PRESCRI

ING INFORMATION

'WARNING: RISK OF SERIOUS CARDIOVASCULAR AND.
GASTROINTESTINAL EVENTS

Gordiowsacular Thrombotic Events

vl of serout Cardouascubr trambetc sents ncitdg myocardal

infarction and stroke, which can be fatal. Ths ri early in

reutmant and may mcrease with duration of wee Tsoe Wornings and
Precautions (.1)).

Meloxicam is contraindicated in the setting of coronary artery bypass

srft (CABG) surgory [see Contrainlcatons () and Warnings and
Precautions (:

Gestraintestinat mg.«..g, Uceration, and Perforation
reased risk of
dverse events Izludlvg blecding, ulceration, and perforation of the
Which can be fatal. These events can occur at
patients

Bloctimg are ut Sracter fok for serus G events Toce Warmings and
Precautions (5.2)).

1 INDICATIONS AND USAGE

1.1 Ostecarthritis (08)

o osteoarthriis
see Cinical Studes (14.1)].
1.2 Rneumatoid Arthritis (RA)
-
arthts [see Cincal Studes (14.1)
13 Artheitis GRA)
o pauciartiulr or

I n patiens
Dosage and Adminsiratin (2.4) and Cinical Studies (14.2))

2 DOSAGE AND ADMINISTRATION

2.1 General Dosing Instructions

dosage for Isee
! o i G
o o ptents necd
mg
regarless offormuton. v patsnts wi hemodiysie. 8 mainam b csageor 15
73 & recommended (566 Ust 1 Spechic Popustons (2.7 and Cinel Prrmacoooy

az3)]
Meloxicam tabets may be taken wihout regard to ting of meas

2.2 Ostecarthritis

signs
and matenance oralose of meoxicam tablets < 7.3 m once daby. Some paLents
may receive addtional beneft by increasng the dose to 15 mg once daly.

2.3 Rheumatold Arthritis

For the relef of the signs and symptoms of theumatoid arthrts, the recommended
Starting and miilenance oral dose of meloxiam Labts & 7.5 mg once daly. Some
= o

24 Arthris URA) Pauci ar

s
mexicam tables is 7.5 mg once daty 1 chidren who wagh 260 kg. There was rio
in cinical i,

2.5 Renal Impairment
Theuse of

Ingolent o hemodls the maxium dosogeof mebicom s 7.5 m pr oy e
nkal Pharmacobgy (1

2.6 Non-Interchangeabilty with Other Formulations of Meloxicam
approved

heret

win
the same. se strengths
formulatons of oral meloxiam product.

3 DOSAGE FORMS AND STRENGTHS

Meloxicam Tablets, USP:

7.5 mg: yelow, round-shaped,fat beveled edge, uncoated tabkets debossed wih
“ZC”and 25" on one sde and plon on other sde.

15 mg: yelow, round-shaped, ft beveled edge, uncoated tablet cebossed wih ‘ZC'
and 26’ on ore sde and pan on other side

4 CONTRAINDICATIONS.
Meloxkcamis contrandicated i the folowng patents

mekxicam or of
57.59)
» Hetoryofsthma rcr,a oher alergic ype rectons fe aking aspnor
er NSAIDS. Severe, sometims fatal, anaphylactc eactions to NSAIDS have been

<Ported N such patens see Warnigs an Precautons (57.59)
« inthe setting araft (CAB




precautions (5.1)

5 WARNINGS AND PRECAUTIONS

5.1 Cardiovascular Thrombotic Events

duraton have shown an increased rik of serous cardovascur (CV) thramboric

ed on
Svalabe cata, 1 & uncear that the ek for CV thrombotic events & simia for 31 NSAIDS.
NAID
useappears o be simlr 1 hose NEN and wihout known CV dscaseo ek foctors for.
o ih known C ciease or
Sheokne e of ceias sout CY rombeRE overt, cut o ek nreased
b restment
adverse OV patents, use the
P

remain drt for ch v,
course, ©V symptoms.

Serious OV events and th

aspiin
FEKof serious CV tirombotk events associated weh NSAID Use. The concurrent use of

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

status Tuo ros
i of a COX-2 selective NSAID for the trestment o pan i the st 10-14 days.
folowing CABL 9
stroke, nthe setting of CAB

Post M atents

patients. n Teniarcton,
eatment.Inthe

Same conort the Rcidence of death nthe frst year post-Mi was 20 per 100 person

years i NSAID-treated patients compared to 12 per 100 person years n non NSAID

e pestin i NSAID
the

four years of folow-up.

Avoid the use of b
o outweigh the ek of recurrent OV thrombotc events. If mekoxicam & used i patints
with 3 recent M, monEor patients for s of arda ichem.

5.2 Gastrointestinal Bleeding, Ukceration,
rcuing marraton, eaig: et avdpaToraton of e csophams. stamach:
Smal intestine, or large ntestne, which can be fatal. These Serkous adverse events can
GECUr ot anyime, e of WERGULarTng 5ympts, i patens st iR NSAD:
o
Eheropy & symptomatc. Upper G dcer, 05 bReding o perfoaton caused b
NSATS occurred n aporoxmatey 1% of patens reatd or 3.6 montn. and n sbout
2.4% of patiens treated or one year. However, even short-larm NSAID therapy is not
without fk.

nd Perforation

Risk Factors for Gl Bieding, Ukceraton, and Perforaton
atents wh o prio sty of peptc ueer disease oo G beoding who used NSAIDS
a3 grete han 100 ncased e o deveopg G beed compored o patents
ot these risk factors. Other factors that Incresse the ik o GI beedng n pater
mm win usmns chde onge et of KAl nery: concomont s pirg

“and poor Most

Rl atans wih sovonce et dscse ot coagiopaty vt rcresed
e for Gl beedng.

trategies to Minimize the GI Risks in NSAIDtrested patents

- Avoi adminivatonof mre nan ne NSAD ot s e
o
* crease ik of leding. For Sch patents, = el those i e easng
consider aternate therapies other than NSAID:
for

erapy.

s

and ammm melxicam untla serous Gl adverse event & ruked out

« inthe setin i
or evdence of G I

5.3 Hepatotoxicity
o e ines the upper i of norma (UL
eported i approximtely 19 of NSAID-rested patents  cinal 7. n agakon,
Tare, Sométmes foa a5 of severe hepat nir. ki fuvmnant hepati. wer
hecrosi, and hepatic faure have been rep:
Elevatons of ALT or AST (ss than three times ULN) may accur n up o 15% of patients

symy . . oundce,
PE s adran ndenee, and s e ivmmnmsr e s and

' systemic
. cosophis,rash, e discontinue meloicam imediel and perform  cinkcal
evaliation of
23

5.4 Hypertension
NSAIDS, ncluging mekxicam, can lesd o new onset or worsening of preexistig

r of which may contrbute o the increased nckence of CV events.
Patints taking angiotensin convertng enzyma (ACE) inhbiors, thazide diretcs, or
00p dretcs may have mpared response to these therapis when taking NSAIGS [see
Drg Interactions (7))
Montor bood
course of therapy.

5.5 Heart Failure and Ede
“The Coxib and taditional NSAID Tiasts' Colaboration meta-analyss of randomized

patients
o
and death. AddRonaly, i retention and edema have been observed I some patints

agents used to treat these medical condtions (e.g., duretis, ACE hibkors, or
ian:

Avoid the use of
expected o outweg he sk o worsening st e 1 mecam s sed patents
atients for sgns

5.6 Renal Toxicity and Hyperkalemia
Renal Toxicity
Long term adminstratin of NSAIDs, ncluing meloxicam, has resulied i renalpapilary

50 been seen i
mantenance

fow.

reaction are those with mpared renalfunction, dehydration, hypovolema, heart faure,

ver dysfuncton, those taking cretis and ACE inhbEors or ARBS, and the aery.
SAID the

et oy the e onkarpatentsfor sgns of wersenig renl uncton Corect
Volume status i dehydrated or Rypovolemic patiens prir to rtating me

Montar ena function & plets Wihrenol o hepa mpaement hear e

denydration,

patients wih advance renaldisease unless the bencfs are expected o OURWERN the.
FEKof worsening renal functon. f meloxkcam & Used in patents wlth advanced renal

Geesse, pa o
Pharmacobgy (12.3))
Hyperkakemia
s have b
NSAIDs. in

hyporeniemic hypoakiosteronsm state.

5.7 Anaphylactic Reactions
Meloxicam has

i patients
Contraindications (4) and Warnings and Precautons (5.8)]
Seck emergency help # an anaphylactic reacton occurs

5.8 Exacerbation of Asthma Related to Aspirin Sensitiity
patients.

by nasal poye: iy fotal
Bronchospasm andlor PLoRTaNce 1 2pri and oher NSAID. Because crass-
NSAIDS sensive
patients, Torm of
s n pat asth

Symptoms of asthma.
5.9 Serious Skin Reactions
NSAID: suchas

(e, oceur ing. nform
erious sk reactor
T meloicam at i 5t SPPGSTancSof s rash o1 any A
rmersensiey, Meoxcam s cortiandeaes b papares i previus serus sk
reactions to NSAIDs [see Contraindcatons (4)]

510 Premature Closure of Fetal Ductus Arteriosus

Melo
NSAID:
b trimster) (sce Use in Specifc Populations (5.1

511 Hematologic Toxicky.

blood loss, L retention, or an ncompltal descriied effect o erythropoiess. It a
patient reated wh meloxicam has any Sgns or symptoms o anem, monior
Pemagiobi or hematocri:
NSAIDS, ncluging mebxicam, may incease the ik of beeding events. Co-morbis
condiians sich as coaguition dorders or concomtant use of warlari, other
o (55
Monitor

these patents for sgns of blcding (see Drug nteractins (7).

5.12 Masking of Inflammation and Fever

may dimeish the utiy of dagnosti signs in detectng nfections

5.13 Laboratory Monitoring

n cc 9
symptoms or signs, consider monitorng patients on long-term NSAID reatment wih 3
Cac 53.56)

6 ADVERSE REACTIONS

ofthe
abeing
« Cordovascuiar Thrombotc Events [sce Boxed Warning and Warnings and
procaitons (5.1}
= Gl Bleding, Ukceraton, and Perforaton [see Boxed Warning and Warnings and
Frecestin (5377
Hepatotoxicey see Warnings and Precautons (5.3) |
ypertension (see Warnings and Precautions (5.4) |
Hear P and Edema s Warnings o precautors (5.5 )
RenalToxity and Hyperkalemia see Warnings and Precautons (5.6) |
Anaphylactc Reactions (see Warnings and Precautions (5.7) |
= Serious Skin Reactions s Warnings and Precautons (5.9) |
Hematologic Toxicay [sce Warnings and Precautions (5.11) 1

6.1 Clinical Trinis Experience

nthe

rates
Cinical ras o another drig and may not reflect the raes observed  practce.
Aduits

Osteoarthris and Rheumatoid Arthits

Tne meloxicam Phase 23 cincal rial database ncludes 10,122 OA patients and 1012 RA
patints treated wh meoxicam 7.5 mgjday, 3505 OA patients and 1351 RA patients

3
050001 thesepaes mere et 1o pc . o st cort s
osteoarnrts ks and 2363 of these paents e rcted n tn pacebo-andlor acte-

i doubke-bing, i patients wih
osteoarthrt ofthe knee or hip to compare the eficacy and safety of meloxicam wih
Two "

i
Safety of meoxicam wih pacebo,

Table
aroups in 12 week plcebo-and active-controled osteoarthrks rial

Tabie 1b depicts
Sroups e T kool ok aHOVES i

‘Table 1a Adverse Events (%) Occurring in = 2% of Meloxicam Patients in a 12-
Week Osteoarthrits Placebo- and Active-Controlled Trial

Meloxicam Meloxicam
e o oy P 100 sty
156

No. of Patients. 157 153
Gastrointestinal I 173 21
Aol pon 25 1s 26 13
38 7e 32 92

Drspeps a5 as s 65

Flatunce a5 a2 32 )



Accdenthousehod 19 45 32 26
demal 251 s 33
Fal 06 28 00 13
Inf
e symproms: s s 58 26
ertraland peripherat
Nervous System
Dziness
32 28 38 20
Headache 02 78 83 59
Respiratory
Pharyngits 2 e = s
Upper Respiotary Tract
infection w0 32 19 33
ash’ 25 26 06 20
o

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

PlaceboMeloxicamMeloxicam
7.5mg  15mg

aay’ daiy
No. of Patients. s am 477
‘Gastrointestinal Disorders ¥l 189 168
Aodomina pan NOS 06 20 23
yspepti sins and symatoms! 38 s W0
33 38
and Administration Site Conditions
20 23
ior
per respiratory ract nfections- a1 70 65
pathogen class unspectied
sculoskeletl and Comnetive Tissue Disorders
Joint reted signs and s 15 23
e Dvveom amordars.
Headaches NOS* 64 64 55
Skin and Subcutaneous Tisue Disorders
Nos? 17 10 21
Z:nnmbh’iwﬁmea i i, o Shsan, et ) .

meloxicam i 22% of

presented n Toble 2

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

Osteoarthriti Trils

410 6 Weeks Controlled Trisks 6 Month Controlled Trials
Meloxicam Meloxicam Meloxicar Meloxicam
7.5 mg dally 1Smgdaly  7.5mgdaly 15 mg daiy
s 256 169 306
Gastraintestinal 18 180 25 2
‘Abdominal pan 27 23 a7 29
Constipaton 08 12 18 26
19 27 59 26
Dyspepsia 38 74 89 o5
Fiatuence 0s o4 30 26
N 24 a7 a7 72
o 06 o8 18 26
o
‘accident household 00 00 06 29
06 20 24 16
Pain 09 20 36 sz
Central and Peripheral Nervous System
Dizziness 11 16 24 26
Headache 24 27 3 26
Hematologic
o 01 00 a1 29
Musculoskeletal
rhraighs 05 00 53 13
ack pan 05 oa 30 07
Paychiatric
nsomnis 04 00 36 16
Coughing 02 08 24 10
Upper respratory tract nfecton 02 00 83 i
skin
Prurtus 04 12 24 00
Rash 03 12 30 13
Urinary
Micturton frequency 01 04 24 13
Urinary tract infection 03 04 47 0o
: pendent,edermaperhers,and eders s combined
'
i doss of meloxcam (22 mpand grstr) hve e assoctd i 1
Pty
pediatrics
kit and Pl Courseere Rt o g Thrs hurcred
articulor and pol:
z angingfrom 0125 5 0.375 maiky pet G2y thes cincal
el These s consEred of (o 13-veek mukenter, doutle oing. andorzed
e 1-year open- abel PKstudy. The adverse events abserved in these pedatric studies
Fhough there
v,
abdominal pain, vomitng, darthes, headache. and pyrexia, were more common n the.
pedaic than i the aduf trils. Rash was reported 1 seven (<2%) patients receiing
meoxicam he
ik, The saverse events di not demonsirate an age or gender Specc SUbgroup
efect,
9in <2%
mexicam i cinical rias nvolving approximately 16,200 patiens.
Body as a Whole atergic face edema, faigue, fever, ot ushes, malase, syncope weight increase
Cardiovascular s fare, hypertension, hypots vascuits
st and rariharal ervous Systamconvkions, prsthss. oo, vrs
Gastrointestinal coles, dry mouth = ueer, gastis, hematemests
Heart Rate and Rhythm arthythimia, paptaton, tachycar
matologic ewopens . ramaonopena
Liver and Bifry System T increased, brubnem, GGT increased, hepatiis
Hetabolc and utrkinat dehyaration
Psychiat fusion, depression, -
Respiratory st tronchospes,d
Kin and Append ukous eruton. urtcaria
Special Senses. bnormal vision, conjunctives, taste perversion, Enntus.
Urinary System oy ncreased, h )
6.2 Postmarketing Experience
Uncertain ste, £ & not aways possibke o reably estmate thek frequancy or Gstablsh a
reports in more of the
folowing factors: 1) serousness of the event,(2) number o reports, or (3 strength of
inmood
mURForme: exfoletive dermatts. ntersthial nephrits: undce:ivr falure Stevens.
7 DRUG INTERACTIONS.
See Tabie 3 or
n Precautons (5.2, 3.6 5.13)and Coar Pharmacobgy 12.5)
Drug Interactions.
Drugs that Interfere with Hemostasis
Cinical mpax sk aore
o 1o
Iterenton: Vanter posens eioxicam - wartari), igns of m
Aspiin
Cinical mpact: NSAIDs alore. n was
Intervention aspiin s 1)
ACE Inhibitors, Angiotensin Receptor Blockers, or Beta-Blockers
Cinkcal mpact: NSAIDs . anglotensin recept 5 (335, o e ockars (nchdng proprancl
inp n SAD it ACE trsor AT Jfunct
Interventon:  Durng concomtant use of melxicam and ACE Anbfrs, AR, o beta bocker: ot
Dl Concomian L of meoxcam an ACE MRS o ABS L RGr Wi o i v JePELS o havs Wnpale et oo O o S of orsenig enal functon sse Warnhgs and Precatons 51,
Diuretics
Cincal mpact: Ciical stucls, as wellas post
effect of loop dretcs (., s effect nas H i natriretic efect
Intervention: for signs
Lthium
Cincallmpact: 1 3

Intervention: During concomtant use of mebxicam and hum, moritor patiens for signs of Khkum toxicy.

Methotrexate
Cincal mpact:

Intervention: montor patents

Cyclosporine.

Cinical mpact: nephrotoxicy.

Interventin: mantor patients for signs of

NSAIDS and Salicylates

meloxicam,

Cinical mpact: Concomkant use of meloxicam wh other NSAIDS or safcyltes (e, dfunsal, . with e or )
Intervention NsaiDs

Pemetrexed

Cincal mpact: 1, and 61 nformation).

Intervention s 1079 mumin before, the day of, and two.

8 USE IN SPECIFIC POPULATIONS
8.1 Pregnancy
Risk Summary.

Use of Jing meloxicam,
the ik of premalure cosure of the feta ductus arterosus. Aval use of NSAIDS,
tng 3t

rimester) [sce Warrings and Precautns (5.10)]

NSAID use in
U5 popuit dss of
a background fae of 2.4% for mar
madormations, and 15-20% for pregnancy bss.
and rabbts

0.65-and 6.5-times the maximu recommended human dose (MRHD) of meloxicam
roed

vou inpre-
dystoc,
‘mexicam
o tratgenceffcts wer cbsarvd 1 s ond rabts et it mloxcam g
logenesi st an aral dose equalknt to 2.5 and 26-times the IRHD fsee Datal.
, srostagandrs mportant roke i
esbity, I animal
s, mmr.mov rostaondin syihes hhbtors, such s maoxka,
e 0 impiantati

G Corsmors.

Labor or Delvery

ere ren s o e et of meicam durn abor o ey 1 arirl
2, NSAIDS, nclucing mekxcam, mhibi prostaghndi synihes, cause deayed

Sarirtion i rease e rcence of v

oata




AnimatData

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

mgof

comparison). The no effect evelwas 20 makgiday (26-10k greater than the MRHD.
nd rabbs,

T 5.5 10k
respectuey,than the MRHD based on B34 comparison) when admintered
throughout organogenesis.

cidence of W ccreased offsprg
o areat MRHD based on

854 comparison).

8.2 Lactation

Risk Summary.

benefts e mother

mexicam or from the underying maternal conditon.
o

Animatdata
Meloxicam was
n pisrma.

8.3 Females and Males of Reproductive Potental
Infertility Females

e use of NSAIDs, ncluding
meoxicam, may. ‘ovaran folcs,

That
hibtors

of NSADs, are
Undergong investigation of nfertky.

4 Pediatric Use
Tesafey and fecthenes o mabicom i [t patents fom 2 1017 yers
of age!

Sverse Resctons (6.1) nd Cincal Stdes (149

8.5 Geriatric Use
Exery patints,are.
X ithe

thelow end of the dosing range, and monitor patients for adverse effects [see Warnings
' precautions (5.1, 5.2. 5.3, 5.6, 5.13)].

6 Hepatic Impairment

Snce

win hepat
Precautions (5.3) and Cnical Pharmacolbgy (12.31.

8.7 Renal Impairment

Patients wkh severe renal impaiTment have not been studied. Th use of meloxicam in
subgcts

7.5 mg per d
and Adminstration (2.1) and Cinical Phormacology (123
10 OVERDOSAGE

toms folowing acute NSAID over dosages have been typialy It to ethargy,
drowsiness, nausea, vomitng, and epigasirc pan, which have been generaly reversile

and Precautons (5.1,5.2, 5.4, 5.6)1

sage.
100

S a0k, 1t 3 orams e ¥ of gy W pSgE patans)
e ot Sy tomRe s ston o foo rourtof poston o

s, alkatnizaton of rine. hemodalss, o hemoperfusion may not be uselul due to
high proten bincing.

Goses. imes a day.

For addtional n o
80022212221

11 DESCRIPTION

tablet contains 7.5 mg or 15 mg melxicam for oral admintraton. Meloxicam s

benzathiazine-3-Carboxamide-1,1-dioxide. Tne molecular weight s 351.4 1t emprical

Meloxicam, USP is a po

i
mehancl. Hclorcam hos an aporeT poran cofTint (09 g = 0.1 1 -
octanolbuffer pH 7.4. Meloxicam has pKa vakies of 1.1 on
Each meloxicam tablt, Us? intended for oral adminstration contains 7.5 mg or 15
I aciton, each tabiet contains the foloving nactve ngredients: colagtal
Fospovdone, actose mononydrate, mognesium stearate.
microcrystaline cehose, povidone and sodum cirate dhycrate.

12 CLINICAL PHARMACOLOGY
121 Mechanism of Action

m of action of meloxicam, ke tha of other NSAIDS, & ot completely
Understand it mwoes bk of cyclaosygenase (COX.1 and COX 2,
com s potent bt of prostogandin syt i v, Mexiam
concenrate jond
nstze e Gren neves and poloniae he acvon of radycan iscng pan

kor o o s made.
prostagandns n perpheral tssues.

12.3 Pharmacokinetics
Absorption

of 30 mg IV bolus mecti Goses
dose.proportional pharmacokinetcs were shown i the range of 5 mg to 60 mg, After

over the range of 75 mg to 15 ma. Mean Crax was achicved whin four to ke hours
aftera i

Wi

second T2t
hours post-dose suggestig bilry recycing.

Meloxicam oral suspension doses of 7.5 mg/S mL and 15 mg/10 mi. have been found to
75 mg and 1 e, 3. Meoxicam

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

sarmacokinetic  Steady State Single Dose.
Parameters
vy
Heakiy male aduks Eery males (Fed)? Etery famales Renal fafure  Hepatic insuffcency
(Fea)? (Fed)? (Fasted) (Fasted)
7.5 mgdtablets 15 mg capsules 15 mg capsules 15 mg cwmn 15 mg capsules
1 12
e luq/mll 105 20) 23(59) 3200 0550 084 9)
« Il 49 502 67 065) 1087
Ty 20109 2164 24(34) 18(46) 16(29)
cur {muminy 59 9906 5102 19(43) 11 (a4)
[ 187(32) 15 (42) 10(30) 26(44) 1409
1he parametersalues i th tabi ae o arous sudes
2notunder i o con
Hciowcam
A imeselAUC K
Food and Antacid Effects
9 i fat) resued
bein 22% whie the:
dentof bsorplon (AUC)wes nchanged. e me o marimun concetzalion (Tmax)
as ac st a0 & hour. s oo A AUC o 1 Gk

e o rwewxﬁam L dspension were sffectes o oy 2 S gt meal e
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13 NONCLINICAL TOXICOLOGY
13.1 Carcinogenesis, Mutagenesis, Impairment of Fertiity
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14 CLINICAL STUDIES
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16 HOW SUPPLIED/STORAGE AND HANDLING
Meloxicam Tablets USP, 7.5 mg are yelow, ound:shaped, fiat beveled edge, uncoated
tablets debossed wkh ZC and 25'on one sde and plan on other skle and are suppled
3= folows:
NDC 68382.050-16 n boties of 90 tabiets
NDC 68382.050-01 i bote of 100 tabiets
NDC 66382.050.05 n botte of 500 tabiets
NDC 68382.050-40 n bote of 5000 tabiets
NDC 68382.050.77 n unidose bister cartons of 100 (10 x 10) unt:dose tabets

icam Tablets USP, 15 mg are yelow, round-
tabh( ebossed wah 2 and 26 an one'sde ad plon on eter ke and 37 soppit
NDC 66382.051-16 n botte of 90 tabiets
NDC 66382-051-01 n bottes of 100 tabiets
NDC 68382.051.05 n bote of 500 tabiets
NDC 68382.051-40 n bottes of 5000 tabiets

cartons of 100 (10 x

Storage.
Store at 20° o 25° C (68" to 77° ) [see USP Controled Room Temperature]. Keep
mexicam tablets n  dry pice.

Dispense tablts n tgnt container

Keep this and all medications out of the reach of chiren.

17 PATIENT COUNSELING INFORMATION
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Use of NSAIDS and Low-Dose Aspirin
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What s the ¥ should know catled
Nonsteroldal Ant-Inflammatory Drugs (NSAIDS)?
NSAIDS can cause serous sde effects, ncluding:
« Increased sk of a heart attack or stroke that can lead to death . Ths rk
may happen early n treatment and may increase:

o wih increasing doses of NSAIDS.

o Wit longer use of NSAIDS

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

s graft (CABG)."
Aokt taing NSAIDE fter 8 recar bt sttack,uniessyour heskhcers
pro o. You may Increased risk of another heart attack
o toke NShiDs ot s resant vear witac

Incramssd rk of s, ukcars, sed taars (partoration) o he asoehegus
(eut to the stor




o anytime during use
without warning 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 poor heath o smoking

o advanced wer diease

o at the lwest dose possible 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:
B hives, o any
other NSAIDS.
« gt before o afer heart bypass surgery.

« nave nigh bood pressure

« are pregnant or plan to become pregnant.Tak o your heathcare provider ¥ you are
Considering taking NSAIDS durng pregnancy. You should not take NSAIDS after
weeks of pregnancy.
« are breastfeeding or pian 1 breast feed.

. including

provider
over-th medicines, vitamins

effects Do not start taking any new medicine without taking to your
healthcare provider first.
What are the possible sk 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-nflammatory Drugs (NSAIDS)?"

= new or worse high biood pressure
heart fa

= Wer problems ncluding iver faiure

« Kiiney problems nckiing Kidney falure

« low red biood cels (anem)

« Wethreatening skin reactons.

« We-hreatening slergc reactons

= Other side affects of NSAIDS include: stomach pain, constisto, darthes, gas.

= heartburn, nausea, vomiing, and dizzness.

away i you get any
Shortness of breath or rauble breathing
« shrred speech
« chest pan
< Swellng of the face or hroat
eskness in one part or sde of your body

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

of the following symptoms:
« vom bood

= more tred or wesker than usual
« there s blood n your bowel movement or s
« dirthea back and sticky lketar
< kehing

< unusual et gain
< your skmor

= Sk rash or bisters wih fever
« ndigestion or stamach pain

« sweling of the arms, lgs, hands and feet

« ke symptoms

11 you take too much of your NSAID, cal your heathcare provkdr or got

help right away.

of NsAIDs. askyour
heakhcare proveer or pharmacit about NSAIDS

Callyour doctor for mesical aice about sde effects., You may report sk effcts to
FDA ot 1:800-FDA 1088,

cause bleeding n the bran, stomach, and mtestings. Aspiin can 3o cause ukers
the stomach and itestines

Tk
1o

oy

day.
‘General information about the safe and effective use of NSAIDS Medcincs are
sometimes prescrbed for purposes other than those lsted 1 Medcaton Guide. Do
ot use NSAIDS for a conditon for which & was nat prescrbed. D not ghe NSAIDs to
other people, even 5 "

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

Please address medical inquries to, (Medicalfairs@zydususa com) Tel: 1-877-993-
8775,
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Repackaging Information
Please reference the How Supplied section isted above for a descripton of indidual
tabets.
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