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FULL PRESCRIBING INFORMATION

WARNING:
Cardiovascular Thrombotic Evants.
1K ofseriout cordovasculir rombotic svents ncudig myocardl
infrcton an troke, which can b faal This ik may eccur eary n
treatment and may ncrease whh durs rnings and
Precautions .
+ Meloxiam tablts are contrandicated n the setting of coronary
ry ypass graf (CABG) surgery (see Contraimaication (4)

Warnings and Precautions (5.11 1

Gastrointestinal Bleeding, Uiceration, and Perforation
'NSAIDS cause an Incroased rik of serious gastrointestinal (GI)
adverse events including bleeding, ucoratien, and perforation of the
Stomach or =, Which can be fatal. These events can occur at
any ime during e and whhout waring sympioms. Edery patients
and patients wih o prior Hatory of peptic uicer dssase andlor G
wecing ara ot prasier vk for Serloss GI events Lsee Werhings and
Precavtions (5.3

1 INDICATIONS AND USAGE

1.1 Osteoarthrits (0A)
of osteoarthrits

see Cinial Studes (14.1)]
1.2 Rheumatoid Arthritis (RA)

tabets are indcated for refef of the signs and symptoms of heumatoid
S (s Chnkar St (141

uRa)

ands)
obarcubecourse e el e ot v weiin 260 £ 50
and Adminstration 2.4) and Clvica Studies (14.2)]

2 DOSAGE AND ADMINISTRATION

2.1 General Dosing Instructions.

and risks.

dosage for ee
Warnings and precautons (5)]

Ater
SUE an indiidualpatients needs.

nadats, 15mg
regardless of formuati 75

23
Meloxicam tabets may be taken WERoUE regard to iming of mea.

Populations (5.7) and C1

2.2 Osteoarthritis

[For therelef ofthe signs and symptoms of osteoarthrits the recommended startng
I Some patents

2.3 Rheumatold Arthritis

For the relef of

arting and matenance oral dose of Meloxicam tabets & 7.5 mg once daly. Some
' the dose to

2. ey i

in chisfren’ 260 ko Tere w
adtonal banefk damonsirated by ncressing the dose above 7.5 mg n il 1.

2.5 Renal Impairment

T use of Meloxicam tables i sublects with severe renalimpairment & not
recommended.

I patients on hemodals, the maximum dosage of Meloxicam tabkts s 7.5 mg per
(566 Clnical Pharmacobogy (12.3)]

2.6 Non-Interchangeabilty with Other Formulations of Meloxicam

approved

formulations Theretore,
win

h Same. Do not substiute s Gose Srendihs of MeGHkan tabts wih othr
formulatons of oral meloxicam product

3 DOSAGE FORMS AND STRENGTHS

Meloxicam Tables USP:
7.5 mG: Lot yeow, round s bevle edoe, L wah U L debossed o one
Side and 7.5 cebiossed centraly on the aher

« 15 mg: Lt yelov, capsuls shapd, bonver, bt wih U & L debossed an one
side'and 15 debossed central on the other sie

4 CONTRAINDICATIONS

Meloxicam tabets are contrandicated i th folowing patints:
. anaphyiactic

mekxicarn
57591

« History of asthma, urtcara, or other lergictype reactions ater taking aspirn o
iher ShDs, Sever, sométimes s saphctc Tacins o NSADs v bon
reported in such patients (see Warnings and Precautions (5.7,

e et T coronany iy oypass arat (CRBG) ey (e Wornins and
precautions (5.1)]

5 WARNINGS AND PRECAUTIONS.



5.1 Cardiovascular Thrombotic Events

it ofsever COx-2 sectve s nonsclctve WSADs of o hres yors
5k o iy vomnic

el ot ' it ch o o G ot Eents & St T NBAIDS
e Acreae i seris Y iromilc evntsover baseine conferrd by A0
Tk factors for
discase. However, patients wth known CV dsease o risk factos had a higher
Sbsoltenedencef xcess seus U hrombote avnts, due o thet ereased
of serows CV.
ramse e egan s cary s th st weoksof o The ncrease n CV

adverse Cv patints, use the
o fent should

e

o
ook e Syrptoms ofseus O evers e o mmey occur,

e g NSAID. such 5 mlocam hrses the e of seous possomesing
(Gl events [see Warnings and Precautions (5.2)1

‘Status Post Coranary Artery Bypass Graft (CARG) Surgery

Two arge acox: pann
the it 10-14 days folowng CABG surgery found an icreased ncience of myocardial
e N CABG [see

Contraindications (4.
£

patiens. 3
reatment. In this

Same conort, the ncdence of death i the frst year post:M was 20 per 100 person

years in NSAID-Ureated patients compared 1o 12 per 100 person years i non-NSAID.

o st e rcsed e ko dsh 1 SAI uers preted over st
Ehe next four years of folow

o outweah e K o reculron C romoete cvets. 1 Heoxkcam & ooc . poents
3 ent . mankor e or St o ot Bchem.

NSAIDs, pckidng meloxcan.can couse sefus gasrontestal (1) adverseevents

ncudin h

kA, o g RS, W Ca b T Tt sarous svesg Evat con
- uith NSAIDS

therapy is symptomatic. Upper Gl ucers, ross biceding, or perfration caused b
NSAIDS occurred n approxemately 1% of patients treated for 3-6 months, and n about

4% of
Wihou fk
Risk Factors or Gl Bieecing, Uiceraton, and Perforation

peot
had 3 gréater than 10-fol neréased s for develophg a Gl bleed compared to patents
Wihoul these rSK factors. Dlher factors that mcrease the 15k of Gi biseding i patents
treated with NSAIDS chide nger duration of NSAID therapy: concomfant e o oral
corcosterois, asprn, otcooqonts,or selecive sertonin reupike biors
s akcohot. oder age: and p 9

or fata Gl
Addrionaly,patints dsease.
Fekfor GI bleeding

‘Strategies o Minize the Gl Risks n NSAID-treated pateots:

= Avoid admistration of more than one NSAID at a e
: rek uniess

increased risk of leeding.For sich patents. as wal 2 those wth actve Gl bleadng,
Consider akernate therapies other than NSAID:
+ Reman et for s a0 symotamsof G ukcrat and et g NSAID
erapy.

et e w3 a0 vt vt s koo’

« Inthe setng o1 o
i
5.3 Hepatotoxicity
Eevtons of ALT o AST (e or more e the upper . ofrarmal U hove
5% of i adon,

Tare,Someimes T C236 o Setare Nepa A, P FATIan Ntk et
ecrose, and hepati fahi have been reported.

Slvatons of LT o AST s thn e mes L) may ccur i up 0 15% of patins
treated with NSAIDS incliding me

fate, tharay. dlarrhea, prurkus, undice, K Upper L o
ke”symptoms). I er disease develop, or
Fysteme (2.5, cosmophia, rash, etc

Populations (5.6) and Cinical Pharmacology (12.3)1.

5.4 Hypertension

NSAIDS ncing Hebican,con a1 new nset o warsening ofpreasstg

ngotensin converting enzyme (ACE) NbRors, thazkle dlretcs, or
loop duretes T e s 635015 10 et hrapis e ok NSAIs (e
Drig Interactions

course of terapy.

5.5 Heart Failure and Edema.

of randomized

patents and

i heart faure,

and death

Addeionaly,
NSAIDs e o used
tolreat o

Sockars 1ARBA1 (50 orog Ineracis mv

AVOid the use of Meloxicam n patients with severe heat faure uness the benefts are
expected o outwegh he sk of wmsm\ng Teart falure. I Meoxicam & used n patients

5.6 Renal Toxickty and Hyperkalemia

‘enalToxery
Long term adminstraton of NSAIDS, ncluding Meloxicam, has resulted i renal papilary

havea

e mantenance of el b
i rostaglandin
formation and, qundarwm i enalbod flw, hch may precpkte vt renal

renal
Ao, Gevarston Dybovains: Pt akn. s yshoncions hose e
diureics and ACE nnbors or ARBS, and the eerl. DE continuation of NSAID therapy
s usuall folowed by recovery o the pretrestment state.

xcreted by the Klney, monkor patents fo Sins of worsenng renal function
Correctvome stats i deysroted o hypvslemic ptentsprior [0 itatng

i@oxicam. Morior renal functon in patents WEN renal or hepalic mparment. heart
{ahre aayirain o

the use of
Meloxicam in

TS ol worsering el functon. F Hloxcam s Uscd 1 potrtswih ahanced el
disease, monor patients for signs of worsering rena functon (see Cin
Pharmscobay (153
Fyperilen

s  inclucing hyperkalmia, have b
reported wth use of NSAIDS, even i some patients wkhout renalimpaimen. In

hyporenemic hypoaidosteronism stte.
5.7 Anaphylactic Reactions
Meloxicam has been associated wth anaphylactic reactions i patients with and wiout

Contraindications (4) and Warnings and Precautions (5.9)]
Seck emergency help f an anaphylscts reacton occurs.

5.8 Exacerbation of Asthma Related to Aspirin Sensitiity

include chronic hinosinusis complcated by nasal poyps: severe, potentialy fatal
bronchospasm; andjor itolerance to aspiin and other NSAIDS. Because cross.

patients, Meoxicam & contrandicated n patents with th form of asprn senstity [see
n patents

tor pations for
Symptoms of asthma.

5.9 Serious Skin Reactions

NSAIDS, inciuding meloxicam, can cause serous skin adverse reactions such as

(TEN), occur wih ing. nform

e f Meoxiama th 5 ppearance f ski i o any thr s of
hypersensitvty. i patents
Teacions 10 NSNIDS (56 Contradations (]

5.10 Premature Closure of Fetal Ductus Arteriosus

Meloxic fetal id use of
NSAIDS, incluing eloxicam, n pregnant women starting at 30 weeks of gestation
e trimester) (see Use i Specic Popuiatons (8.1

5.1 Hematologic Toxicity

oo ss i retenin,or o complel cescrie ffect o0 mmnash i
 signs o

hemagobin or hematocrt.

NSAIDS, nclucing Meloxicam, may crease the risk of bleeding events. Co-morbid

ondtins such as Coaguiation dsorders or concomkant use of warfarin, other
coaguiant - aspin), serolo

B Wonior

hese patens for signs of blesdng (see Drug Iteractons (71

5.12 Masking of Inflammation and Fever

The pharmacologialactuky of Meoxicam i reducing nflammation, and possibly fever,
dag

e signs

5.13 Laboratory Monitoring

cc 9
symptoms or signs, consider monioring patients on bng-lerm NSAID treatment with o
4 56

6 ADVERSE REACTIONS
Tne folowing adverse reactions are dicussed n greater detal i other sections of the
abein
* Cordovscur Thrombot vents see8oxed Warringand Warings and
precautons (5.1)]
* © Bcding, Ukcrtion,andPrtoratn sceBoved Wornngand Warnngs and
precautons (5.2) 1
epototorcly see Wornigs and Precautons 5.3
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Hematologe Toxicy sce Warnings and Precautions (5.11) |

6.1 Clinical Trials Experience

cinical s of another drug and may not refict the rates observed n practice.
Adus
‘Ostecartbrais and Bheuratoid Athrts

“Tne Meloxicam Phase 273 clircal il database ncludes 10,122 OA patients and 1012 RA

o ek W M 3 7y 305 06 pGTE 30 1351 1 Pt
Wesied whhHebxicam 15 iy, Weloxkion o these doss wassdnstered o 1

Sos000r !hesz  oRnt yere rested it pcebo: andlor ce Cortied

.

tegarthriis of the Kiee or 1 to compare the effcacy and safety of
locebo ond e an actve contol, m ziweck uRcite. douti oln, andamzed

sm, o Melowicam W placeb.

2% of

qmups 02 12-week placebo- and active-controled osteoarthrs Il
that occurred n =2

ot 12 mec it o-Cont o reumaton s .

Table 1a Adverse Events (%) Occurring in 22% of Meloxicam Patiants n  12-
Week Osteoarthritis Piacebo- and Active-Controlled Tr

Placebo Meloxicam  Meloxicam 15 Diclofenac
‘daiy mg

7.5 mg daiy o

daly

157 x 56 153

Gastrointestinal 1.2 201 173 21
Abdomina pan 25 19 26 13
Dl 38 78 32 92
Dyspepsia s as a5 65
Fatuknce as 32 32 39
Nausea 32 35 38 72



Accident household 19 as 32 26
Edemal
Fal

25 19 a5 33
0 26 00 13

Infuenzarike symptoms 51 s 58 26

Centrala n d Peripheral

Nervous System

Dlezness 32 26 38 20
he 0.2 78 83 )

Respiratory

Pharyngtis 13 06 32 13

Upper  respratory  tact 19 32 19 33

infecton

skin

Rash? 25 26 0 20

Table 1b Adverse Events (%) Occurring in =2% of Weloxicam Patients i two 12-Week Rheumatoid
rthritis Placebo- Controle

PlaceboMeloxicam 7.5 mg daly Meloxicam 15 mg dally
9 as1 a77

atients. a6
intestinal Disorders 141 189 168
Aodomina pan NOS" 06 29 23
i signs and symptoms! 38 58 10
Nausea' 26 33 38
General Disorders and Administration Site Conditions
Infuenza ke iness™ 29 23
Infection and I
Respratory tract nfectons- a1 70 65
pathogen chss unspeciied!
usculoskeletal and Connective Tissue Disorders
Joint rebted signs and symptoms! 19 15 23
Nervous Syster
Headaches NOS™ 64 64 55
Skin and Subcutaneous Tissue Disorders.
Rash NOS™ 17 10 21
< HodDRA proferedterm: nauses,abdomin! e NOS,nuenzo ke inoss, headaches NOS, nd s HOS.
+ Heade Bl e
 famnars i o

o sweing)

@
presented n Tabk 2.

Table 2 Adverse Events () Occurring in 22% of Meloxicam Patients n  to 6 Weeks and 6 Month Active-Controlled Ostearthrits

4-6 Weeks Controlled Trisks & onth Controled Trias
Meloxicam 7.5 m 15 mg dnly
e ‘8955 256 iy
astrointestinal s 180 256 By
Abdomina pan 27 23 47 29
Const 33 12 18 26
19 237 59 26
38 7a 59 95
Fatulence 0s 04 30 26
Nausea 24 a7 a7 72
Vomtng o6 o8 18 26
hote
Accident housenold 00 00 05 29
06 20 24 16
Pain 05 20 36 52
Central and Peripheral Nervous System
Dlezness 11 16 24 26
Headache 24 27 36 26
Hematologic
mis 01 00 a1 29
Musculoskeletal
o 0s 00 53 13
Back pan 05 04 30 07
Psychiatric
Insomnia 04 00 36 16
Respiratory
Coughing 02 08 24 10
Upper respratory ract fection 02 0o 83 s
E
Prurius 04 12 24 00
Rasht 03 12 30 13
Urinary
Mcturtlon requency 01 04 24 13
Urinary tract nfection 03 04 a7 69
<o e
W0
Hgher doses.
serious Gl events: e daly dose of
exceed 15 mg.
pedr
a1

Three hundred and eighty-seven patints wkh pauciaricular and polartkular course Ji
were exposed o Meloxicam with doses ranging o 0.125 10 0.375 ma/ko per day n
ouble bind.

fonewtha
Loyear

fence, akhougn there were diferences in 4.1 parteor, the folowng
os. commen verse events, sbdomnsl e vnmmnl drthes, hesdache, and
pyrexia, w n i the adat o

v <%y patits recon Vaoran N inexpecied iersd evts wve

or gender-spectic subgroup efect.

ting in <2% of
Meloxicam i clrical rias nvoMing spproxmately 16,200 patiets.

25 2 Whole aterg edema, fatigue, fever, ot fishes, malise, syncope, weight decrease, weight ncrease.
Cardiovascular Sngna pectors, caai fakure, ypertensn. hypotensan, myocardl nfacton,vascue
Central and Peripheral Nervous Systemconvulsions, paresthesi, remor, vertgo
Gastrointestinal colts, dry mouth, duodenal ucer, eructation, esophagts, gastric ic @ uker, o i
Heart Rate and Rhythm arthyihma, paptation
leukopenla,purpura, thrombocytopenia

Liver and Biflary Sy ALT ncreased, AST ncreased, iubinems, GGT ncreased, hepatits

exaboh and Matrtionsl denyay
Psychiatric confusin, o
Respiratory asthima, bronchospasi, dyspnea
Skin and Appendages o edems, bulous erups » urticaria
Special Senses abnormal vision, Conlnctivks, taste perversion, tnus.
Urinary System abuminuria, BUN increased, creatiine ncreased, hematura renal faure.

6.2 Post Marketing Experience

more of
folowing factors: 1) seriousness of the event, (3) number of reports, o (3)strength of

experience or
inmood

7 DRUG INTERACTIONS

See Table 3 or
e recoutons (53 545 and e ramacoDy 03

Table 3 Clinically Significant Drug Interactions with Meloxicam

Drugs that Interfere with Hemostasis

Cinical mpact: reased ik of of etner drug aone.

plys
Intervention:

oxicam  warfar), (s5R1s), ana

pirin
Cincal mpact: aspirn docs NSAIDS sone.

o Precautons (5.11),

Intervention: and and Precautions (5.11)]

ACE Inhibitors, Anglotensin Receptor Blockers, or Beta-Blockers
€) rhistors, o), or bty bocers Gk sl
Cinical IMDACE: | patents who are ekerly. or on NSAID i ACE ihotorsor ARGs renalfunction

nterventon: - Durng concomtant use of eloicom and ACE iblors, ARBs o beta bockers E nhito

Clnical studis, as wellas post-

These effects
o ARBS in patents who are eerly, volme.deplete,or have impaire rena functon, monior fo signs of warsening

and Precautions (5.2)]

and P

Howeer,

hium
Cinical mpact: The mean ncreased 1

it o

oy
Cinkcal Impact: nephrotoxicy.
Intervention:

P ians of

nd Salcylates
Cincaimpoc: Conomiant useofmelrcam wih e NSAIS o syt (5, sl s ncasesthe sk of G foxkty, it e o o ncrease i ffccy [ Wornings and Precoutons (521
'50m The concomeant use of meloxicam wih other NSAIDS or salcyates & not recommended.
Pemetrexed
Cinical mpact: and pemetrexed .
et 14510 79 mUmin, montor for myeosuppression, renal and Gl toxchy.

Intervention:

before, the day of,

I patients

8 USE IN SPECIFIC POPULATIONS.
8.1 Pregnancy
Risk Summary.

the i of premalure closure of the feta ductus arterosus. Avoi use of NSAIDS,
ncluing Meloxiam,. i pregnant women startig at 30 weeks of gestatan (thed
rimester) [see Warnings and Precautions (5.10))

NSAID use n

p diss of e
 background fate of 2-4% for major malformation, and 15-20% for pregnancy oss.

and rabbts

Welowicom
throug

Inpre-
and post natal reproducton studie, there was an ncreased ncdence of dystoci,

“were abserved 1 rats win
organageness at an oral Gose cquivaent 1 2.6 and 26-tmes the MRHD fsce Date]
important ole in

p has meloxicam,
Fesulted n ncreased pré- and post-mplantatian 0ss.

Labor or Delvery
There are no stuie on the effects of Mekoxcam during abor or delvery. In aimal
studies, NSAIDs, nchiding meoxicam, ibE prostaglandi synthests, cause deayed
parturton, and icrease the incdence of sUlbkth.

.
AnimatData
Meloxicam was not teratogenc when administered to pregnant rats during fetal
Up to 4 mgi i o HRHD of 15
mgof
e on BSA

comparison). The no effect kel was 20 mafkg/day (26-f0d greater than the MRHD.
In'rats and rab

T

fhroughout organagencss.

ctation

cresed th concef dystoc, ey prturion, and dec used s
01 = WRHD based on

854 comparison).

8.2 Lactation

Risk Summary.

meoxcam s or
i products heath

benefts.

or from the underlying maternal condton.
e
Animat Data

Meloxicam was o
n plasma,

8.3 Females and Males of Reproductive Potential
Infectity.

Femaies
Based on the mechanism of acton, the use of prostaglandin-mediated NSAIDS, nchiding

3

meloxicam,



Meloxicam, m. foticls,

prostagiandnmeci ot
e NS ovubton.

of whoare
Cndegons mvestoston of prett

8.4 Pediatric Use
The safety and effectieness of meloxicam i pediaric JRA patints from 2 o 17 years

Adverse Reactions (6.1) and Cinical Studies 14.2)]
8.5 Geriatric Use.
Eidery patients,

rrantestinal ifen

t dosing at
e ow end of the dosing range, and monior patients for adverse effecis sce Warnings
and Precautions (5.1, 5.2.5.3, 5.6, 5.13)]

8.6 Hepatic Impaiement

impament.
Sice
mekxicam and use

precautions (53) end Ciical Prarmacobay (12.3)]

8.7 Renal Impairment

Patients i severe renal mparment have not been stude. The use of Meloxicam n
ijects in

7.5 mg per day.
and Adminstration (2.1) and Cinial Pharmacobgy (12.3))

10 OVERDOSAGE

hat occurred. Hypert e renal

and Precautions (5.1,5.2, 5.4, 561

P symotomatic sage.
Tnere are no specifc antidotes. Consider emess andjor actiated charcoal (60 to 100
Grams 1 aduUks, 1 10 2 grams per kg of body weight I pediatric patients) and/or
smotic catharic i symplomalc patients seen wihin four hours of ngeston of n

patiens. Forced
Guresis, akelnizaton of urhe, hemodalss, o nemoperTusion may not be useul due to
high protei bacing.
holestyr known to
by agoral

doses. was

acdiionali -
800.222.1222)

11 DESCRIPTION

Meloxicam Tablets USP are a nonsteroidalant-fmmatary crug (NSAID). Each tabiet
comans 7.5 mg or 15 o el for ol samitatn Haoxcam ¢ cremcaly

Coppvamile11-Geon The Mokl welht & 3514 5 empca o s
ClaH1303045; and & has the folowing structuralformua:

Chemical structure

observed n strong ackls and bases. It s very sightly soluble in methanol. Meloxicam has.
T B

Pas pKa valogs of 1.1 and 4.2

75 mg or 15 mg
mebxicam.

poviione and sodum cirste dnydrate.

12 CLINICAL PHARMACOLOGY
121 Mechanism of Action

understood but involves nbiton of cyclooxygenase (COX-1 and COX-2).

Meloicom s apotent hibtor of prastagndi synhest n viro Mokxiom
concenirations L

of
ostagiandins 1 perpheraltssues

12.3 Pharmacokinetics
Asbsorgtion

0%

gV bals
oo Sportons hrmacomlcs wee thown i th rore of 5 ma e 80 . e

overthe range o 7.3 mg T 15 mg.eon Cmax was achievedwiin four o e hours
taken under

Feached by Day 5. A second meloxicam concentaton peak occurs around 12 10 14
hours post-dose suggesting biary recycing.

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

Steady State Single Dose
Pharmacokinetic Parameters (%CV) Healthy male aduts y
7.5 mgitablets 15mg capsules 15 mg capsules 15 mg capsules 15 mg capsules.

N 18 5 s 12 12
Coax gt 10520 23059 3200 05935) 084 (29)
tman n 49(8) su2) L) e 107
a2 n 20129) 21039) 20039) 18 (25) 1629
cur (mUmin) 8809 9976 5102) 19043 118

) 147(2) 1502 1060, 26(42) 14 29)

e paametariaues e b e o s suces
§ TotiRerhon 3 condeion:

| Megncam bt

Ve ZBoRaTA e

Foad and Antaci Effects

g0f ) resuted
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16 HOW SUPPLIED/STORAGE AND HANDLING

NDC: 71335-1616-1: 30 Tabets in 2 BOTTLE
NDC: 71335-1616.2: 60 Tabets in 2 BOTILE
NDC: 71335-1616-3: 90 Tabets n 2 BOTILE
NDC: 71335-1618.4: 14 Tabets in 2 BOTTLE
NDC: 71335-1618-5: 100 Tablts n 2 BOTILE
NDC: 71335-1616:6:7 Tablts n 2 BOTILE

NDC: 71335-1618.7: 10 Tabets in 2 BOTILE
NDC: 71335-1616.8: 15 Tablets n 2 BOTLE
NDC: 71335-1616.9: 28 Tablets n 2 BOTTLE

NDC: 71335-1618.0: 20 Tabets in 2 BOTILE

17 PATIENT COUNSELING INFORMATION
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