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FULL PRESCRIBING INFORMATION

WARNING:
EVENTS

Cardiovascular Thrombotic Events.

7k of Serious cardovascular hrombotic svents, incliding myocardil
i may occur carly in
it may Ficrease whh auration of use [se¢ Warrings and
| Precautions (5171,

Sontrandisted i the
unry bypass ,.m (cllGl ry Tsee Contraindications (4) and
o (5.

mmmummmmamm
*NSAIDS cause an increased risk of serious gastrointestinal (GI)

adverse events incluing bleedin, ucoration, and parforation of the

" i s can occur ¢

ime during use and without warning symptoms. Elderly patients
and parients Wi o prir tory of pepti ukcer :-.-. andrer 1

loeding are at greater risk for serious Gl events nings and
Precautions 35
1 INDICATIONS AND USAGE
1.1 Osteoarthritis (0A)
osteoarthrits
[see Cinicat Studes (14.1)]
1.2 Rheumatoid Arthrits (RA)
of heumatoit

arthves see Clrial Studes (14.1)
1 ey

and symptoms of
poyartcubr course juvenie Aheumatod ATThrs  patints who weigh =60 kg [5ee.
Dosage and Adminisiration 2.4) and Cloical Studies (14.2)]

2 DOSAGE AND ADMINISTRATION
2.1 General Dosing Instructions.

and risks.

or
Warnings and precautons (5)]

Ater
SuE an individualpatient’s ncods.

nads, 15mg

regarciess of formu 75
pecifc Populatons (8.7) and Ci

123,

Meloxicam tabets may be taken wEhout regard to timing of meas.

2.2 Osteoarthritis

Some patents

2.3 Rheumatold Arthritis
For the relef of
ting and mantenance oraldose of Meloxicam tabits & 7.5 mg once daly. Some

s ' the dose to

2. ritis ORA) i
There was no
by ncreasing

2.5 Renal Impairment
The use of Meloxicam tablts n subjects with severe renal impament & not
Fecommended.

Inpttets on bmodiyss, the maxinum dosogeof Heloxkam tabs 7.5 mg er
oy lsce Cinical Pharmacology (1231

2.6 Non-Interchangeabilty with Other Formulations of Meloxicam
approved

farmultons

e
e o ot i oo ansunrenqms of Mexicam tablets wih other
formulatons of orai meloxkcam prod

3 DOSAGE FORMS AND STRENGTHS
Meloxicam Tables USP:
+7:3m: Lo yelow, round fat beveededed, ol wih U L debossed on ne
s 7S s convalyon e aer
« 15 Lot yelon capol Shape: o, L3l wih U &  debossed on one
SR TS dossed entaty an e e e

4 CONTRAINDICATIONS
Meloxicam tabets are contraindicated i the folowing patints:
. anaphyiactic

q

mekxicam
57591
« History of asthma, urtcara, or other alergic type reactions ater taking aspir o
other NSAIDS. Severe, sometimes fatal, anaphyiactc eactions to NSAID have been
reported in such patients (see Warnings and Precautons (5.7, 5.8)|
« I'the seting of coronary artery bypass araft (CABG) surgery [5ee Warnings and!
precautions (5.1)]



5 WARNINGS AND PRECAUTIONS.
5.1 Cardiovascular Thrombotic Events

Cincal s of severa COX.2 sectveand nonsekcive SADS of o 0 e years
cvytivombor

i s e e okt o o e v Skt 4 NARIS.
e eatve ncreasinsers CV rombotc everls over bseinecoered by NSAD

K factors for
. However, patnts weh known CV Geasa f Tk faciors ad a hgher
Sosolute ncHence of excess e o ther ncreas

thrombolic events began s carly as the frst weeks of rcatment. The ncrease in CV

adverse Cv patints, use the
<hould

Feman ser for

i,
s CV
250Uk th SymBtomS of sevous CV events and th S16p 10 oke f ey occur

Al s
aspiin and an NSAID, such as meloxicam, increases the ik of serous gastrontestinal
Gl events [see Warnings and Precautions (52)1

‘Status Post Coranary Artery Bypass Gralt (CARC) Surgery

Two arge acox: of pain
the frst 10-14 days folowing CABG Surgery found an icreased ncience of myocardil
ISAID: CABG [see

Contraicications (4]

ond
s raiedwin A1  he post M prd wer ot cressd i of rtarcion.
i thE
Same Conot hé Incanceof est e 5 Yoo oS i was 30 et 100 person
years in NSAID-treated patients compared to 12 per 100 person years i nor-NSAID

year post-M, ateast
Ehe next four years o folow-up.

AVoid the use of Mekoxicam n patens with a ecent MI uiess the beneffs are expected
o outweioh the K of recurfent CV thrombotic events. I Mebxicam & used n patents
with a recent M1, monor patints for signs of carda schem.

NSAIDS, inciuding meloxicam, can cause serous gastrintestinal (Gl adverse events
ncluding nflammation, bieeding, uceraton, and perforation of the es0phagus, stomach,
sl testie, o arge testine, which can be fatal These serous adverse events can

therapy is sympromatic. Upper Gl cers, gross beeding, o perforation caused by
NSAIDS occlrred i approxematsly 1% of patients reated for 3.6 months, and n about
2.25% of patiens treated fo Gne year. However, even short.term NSAID therapy & not
ithout fk.

Rk Factors for Gl Beeding. Ukeraton. and perforation

had a greater than 10-fod ncreased ris for developing a Gl beed compared to patent
o hese ik factors Oter fctors e e ki ol O e s
treated wih NSAIDS of NSAl
Corteastarols, dop, ik o sdecie serot reupike rs
onol ke age; and
oot &

Addrinaly, patients
Fekfor Gl Seeding

Strategles to Minize the Gl isks n NSAID-treated atents:

< Auoid adminsration of more than one NSAID ot 3 time.

cressed i of eedng Tor Such atrts s el o5 tose i ace G becdng.
idor aternate therapies other than NSAIDS.

. Rmnl\ alert for signs and symetoms of Gl uceration and bleeding during NSAID.
erapy.

.

s Scononse Mo urt a Srovs O oaverse aven & ke o0t

« nthe setting o
‘vdence 1

3 Hepatotoxicity
Eevatons of ALTor AST (v o more s heupoer i of norma (L) nve

1o adaiton,
rare sometmes 3l csesof sver hepatc mury ncdng umnant et e
Recross, and hepati fakre have been repor

Sevatons of LT o AST s thn hre mes ULN) moy occur 1 U 0 15% f patis
trested weh NSAIDS nckiding me

fatie, tharay. clarrhea, prorkus, jndic -

ke” symptoms). I er disease devel

fysteme eg. cosnophia, rash

immediatey

Popuations (5.6) and Cinial Pharmacology (12.3)1.

5.4 Hypertension

NSAIDS, nclucing Meloxicam, can lad to new onset or worsening of preexisting
riension,

Patients taking anglotensin convertng enzyme (ACE) nnbiors, thiazke duretc, or

oo duretcs mly e mpared espons o se therspies han kg NSAIs [s00
o Intractons (7).

course of terapy.

5.5 Heart Failure and Edema.

ofra
s hospkaizatons for
o e SO Seli e pane and noreE oo HEAE e e

i Pearttaure,
and death.

Addtionaly, in some s

NSAIDE. Use of used

o trea thes &
blockers (ARBS]) see Drug Interactins (7))

Avoid the use of Mekoxcam in patients with severe heat faure uikss the benelts are
(pected to outweigh the sk of worsening heart falre.If Maoxicam f used  patients
pa ns

5.6 Renal Toxicity and Hyperkalemia

‘Renal Toxcey
NsaIDs, ed i renal paplary
other
havea
the mantenance of renal per
an sl prostagiandin

b . secondary, i renal bood fow, renal

Patints i renal

function,dehydraton. hypovoleria, heart falure. ier dysfunction, those taking
diuretics and ACE nnbors or ARBS, and the ederl. DE continuation of NSAID therapy
s usually folowed by recovery o the pretreatment stat

- montor patents for sgns.

am Honkorrne oncion b palents wenrens or nepots. paben hart
{are adyaraton.

the use of
i the use of Mloxicam in

FekCof worsening renal function. If Mekxcam & used r patients wkh advanced renal
Gease,
Pharmacobgy (12.3)

Increases n serum potassim concentration, incucing hyperkalemia, have been
reported weh use of NSAIDS, even i some patints wihout renal impairmen. In

hyporeninemic hypoaldosteronism state

5.7 Anaphylactic Reactions
Meloxicam has been associated wth anaphylactc reactions i patients with and wihout

Contrandcations (4 and Warnings and Precautions (5.8)]

Seck emergency help f an anaphybcti reaction occurs.

5.8 Exacerbation of Asthma Related to Aspirn Sensithity

patents
i thinosinusis compicated by nasal polps; severe, potentialy fatal
ronhospasm: andor nlnbvin:emaswrm i thel NSAIDS Becasee crbss

Fanant, Mo & Contaidiatt hpatns i ths for of aspep encinty (see

patints for

symptoms of asthma.
5.9 Serious Skin Reactions
ding meloxicam,

exfolative dermatts, Stevens-Johnson Syndrame (5]5), and toxi epiderma necrolysis
(TEN), which can be fatal. These serious events may accur Wthout warming. Inform

fash or

reactions to NSAIDs (see Contraideatons (4)

5.10 Premature Closure of Fetal Ductus Arteriosus

NSRS i ko h pregnan women Startn o 30 weds of st
e trimester) Lsce Use i Specifc Popuatons (5.1)1.

511 Hematologic Toxicity

e gros:
biond loss. i retenton, or an ncompletely described ffect on erythropoises. If
any. monior

hemagobinor hematocrt.
NSAIDS, including Meloxicar, may crease the risk of beeding events. Co-morbi
condeions such a5 cosguiation Gorders or concomiant use of warfarn, other

pre.

Wontor

these patiens for sgns of blesding [see Drug Interactions (7]

5.12 Masking of Inflammation and Fever
“The pharmacological activty of Meloxicam i reducing iflammation, and possibly fever,

513 Laboratory Monitoring

symptoms or sgns. ng N
53,56
6 ADVERSE REACTIONS
The folowing odverse reacion are dscussed i greter dtal i thr sectons of the
elng:

= Cordiovasculr Thrombotic Events [see Boxed Warning and Warnings and!
precautons (5.1)]
= Gl Bleeding, Uceraton, and Perforatin [see Boxed Warning and Warnings and
prcaitons (53]
tatorctyisce Waringsandprecaton (5.3

H
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Hematologec Toxicy see Warnings and Precautons (5.11) |

6.1 Clinical Trials Experience

nthe
Cinicaltr

Aduts

‘Osteoantyais and heunton Attrts

el hase 373 cricl vl databae s 10122 05 ptrs and 1012 A
patients trea fents and 1351 RA patients

e Wi o 15 oy, HebtEar 3 hesd doses s odrbteted o G51
patients for at least 6 months and to 312 patlents for at keast one year. Approximately
10,500 of these patients were reated i ten placebo- and/or actve corirol

ik erethe

tria.
A dou patients win
Cokaaroek f e ke o W 1o Compate 1 Sty and Sy f Mabkar wih
Placebo and with an acte control, Two 12-week muticenter, double bind, andomized

ria W
Safety of Maloxicom with pacebo,



Table =%
aroups n 3 12 week placebor and actve-contrled osteoarthrtis tria,

Tabke =2

Groups n two 12 week placebocontroled theuratow arthiistris.

Table 1 Aderse fvents () Occurring in 22% of Meloxicam Patients n 2 12-
Week Osteoarthritis Placebo- and Active-Cantroied Trial

Placeso  Meloxkam Meloxicom 15 Dickatenac
7.5 mgdaly  mgdaly 100 mg
iy

157 158 156 153

Gastrointestinal 1.2 201 173 281

Aodomina pan 25 19 26 13
38 78 32 92
as s s 65

Fatulence as 32 32 39

Naus: 32 30 38 72

hole

Accident housenold 19 s 32 26
25 15 a5 33
06 26 00 13

Infiuenzartke symptoms. 51 s 58 26

Centrala n d Peripheral

Ner om

Dizziess 32 26 18 20

Headache 102 78 83 59

espiratory

Pharyngtis 13 06 32 13

Upper  respratory  tract 19 32 19 33

infecton

Skin

Rash? 25 26 06 20

Table 1 Adverse Events (%) Occurring in =2% o Melexicam Patients in two 12-Week Rheunatoid
fled

rthritis Placebo- Control

PlaceboMeloxicam 7.5 mg dally Meloxicam 15 mg dally
69 481 477

Gastrointestinal Disorders. 141 189 168
‘Abdominal pain NOS” [ 29 23
Dyspeptc signs and symptoms! 38 58 a0
e’ 33 38
ral Disorders and Administration Site Conditions
Ihsenza ke Iness: 21 29 23
infection and Infestatior
Upper Respratory tract infections- a1 70 65
patiogen cass unspctect
Musculoskel Connective Tissue Disorders
lonkrod s.m s symgtoms! 19 15 23
us Sy isord

Heodaches NOS" 64 64 55
Skin and Subcutaneous Tissue Disorders

17 10 21
i s auses sbdomit i 0% nenzeke incs, hesdaches NS and e 105
D e (b apapi £ s syoioms (5pepes. -pepea Sy aed,

IO o). U P o i ahoRh T Che g 3. s NO. s NOS) i

presented n Table 2.

Table 2 Adverse Events (%) Occurring in 22% of Meloxicam Patients in 4 to 6 Weeks and 6 Month Active-Controlled Osteoarthritis
“Trils

6 Woks Contraled Trds

& Mot Controle Trsls

Meloxicam 7. m 15 mg daly
055 g oo
astrointestinal 18 180 256 22
Aodomina pan 7 2
Constipa 08 12 18 26
rnea 19 27 59 26
Dyspepsia 38 2 89 95
Fatuknce 0s 04 30 26
Nausea 24 a7 a7 72
Vomtng o6 o8 18 26
Body as a Whol
Accident household 00 00 05 29
06 20 24 16
0o 20 36 52
Central and Peripheral Nervous System
s 11 16 24 26
Headache 24 27 36 26
Hematologic
Anema 01 00 a1 29
Musculoskeletal
arthrag 0s 00 53 13
Back pain 05 04 30 07
Psychiatric
Insormnia 04 00 36 16
Respiratory
Cougring 02 08 24 10
Upper respratory tract nfection 02 00 53 75
Siin
Prurius 04 12 24 00
Rasht 03 12 30 13
Micturtion requency. 01 04 24 13
Urinary tract nfection 03 04 a7 69
er doses
Increased rik of serous G events; therefore, the daly dose of Meoxicam shouki not
15 mg.
pedatrcs
ey
Thres hured and dghy-sevn s i pachrtlrand g coursela
were exposed to Meloxicam with doses ranging rom 0,125 {0 0.375 ma/ka per day n
s
fone wiha
Loyear
pedairc studes weh eloxicam were simiar 1 nature o the adul cical 7l
Experience, anough there were diferences i frequency. In partcuar, the folowing
st common odverseeverts, dbdominalpo, Vo, dlrrhes, hesdache, and
pyre i 1 the sdak
v (<354) pants receng Weoxcam o urespectes e v e
oG Smesre ssoous e
<% of
Meloxicam I ciical trias Involving approxately 16,200 patients.
Body as a Wihole atergc cdema ogue, fever, i shes, mals welght ncrease
Cortiovascu tors, cardc fai hypotension, vascuts
Contrtand Pariphoral Nervous systemconyuions ot e, vt
Gastrointestin outh, duodenal uer, eructaton, esophagits, gastri uker, gastrits, hemater e o "
Rate and Rhythm e, potoan chcard
atologic leukoperia,purpura, thrombocyop
Liver and Bilary System AUT ncress o, AST ncresse, leybnem, GGT creased, hepatts
and Nutritional
Psychiatric depressio Somnokence
piratory astnma, brnchospas, dysonea
Skin and Appendage bulous uricaria
Special Senses. oo in, conneinke, e pevsion s
Urinary System Souminate BON nceased.crestnne Inreased. nemauria renal e
6.2 Post Marketing Experience
folowing factors: 1) serousness of the event, (2) number of reparts, o (3)strength of
experience or erati
inmood
mURForme: exfolative dermatits; ntersttil nephiits; pundice; Ier falre; Stevens.
ecrolyss,
7 DRUG INTERACTIONS
See Table 3 for with meloxicam.
S Precautions (32, 5.6, 5.13) 3nd Cnea harmacody (123)
Table 3 Climcally Significant Drug Interactions with Meloxicam
Drugs that interfere with Hemostast
Clniol Impact. Mexcam and anic n n pereosed sk of the use of ether drug done.
Inerventon: yyonior patents Meloxicam wartar), . (s581), ana (SNRIs) for signs of Precautons (5.11)
spirin
Cinical Impact: aspiin does NSAIDS aone. was useof
ferventn: Meloxicam and and Precautions (5.11)1 Meloxicam s not a substiute for low dose aspiin for cardiovascuar protecton.

ACE Inhibitors, Anglotensin Receptor Blockers, or Beta-Blockers

Cinical mpact:

(ARBS), o betarblockers (inciding propranolo)

and Precautions (5.2)1

I atlents who are edery, an NSAID with ACE inhibtors or ARBS renalfunction, e
Intervention: € nnbiors, ARBS, or beta bockers, ARSS n patients who are eierl, 2 igns of worsening ana
hydrateo.
Diuretics.
Cincalimpact: CICa studes, 35 welas post: . »
Interventin: for signs of " Warnings
Lithium
Cinical mpact: The mean ncressed 15%, e 3
inerventon: patints for sions
Methotrexate
Ciical mpact: NSAIDS and
n o
Cyclosporine
Ciical mpact: nephrotoxicty.
Intervention: o
NSAIDs and salcyntes
Cincal imps NSAIDs or saicybtes (e, afunisal i toxcty, with it or no ncrease i effcacy [see Warnings and Precautions (5.2
e yecotament v o s i e VoD saleyltes & not recommended
Pemetre
Chneatimpoct: Concombant use of Mebxcam and pemetrexed 1, and G
o 079 mUmin, Jand G toxicey.
Interventin: for before, the day of, .
npatients
8 USE IN SPECIFIC POPULATIONS
8.1 Pregnancy
Bk Summary
Use of NSaIDs, t
fetal ductus o
ncluding Mekoxcam, in pregrant women starting 5t 30 weeks of gestatin (thed
rimester)[see Warnings and Precautions (5.10))
NSAID use n
In the general

5. popultion, a ciicaly recognized preanancie, regardiess of rug exposure, have.
2.25% for mapr /a0 15.20% for preg;

d rabbrs
treated durng the perod of organogenesis with meloxicam a oraldoses equivalet to
065 and 6.5-times the maximum recommended human dose (MRHD) o Neloxicam
throug
s inpre-
‘and post natal reproducton studies, there was an increased ncidence of dystoci,
HD of meloxicam.
No teratogenk efects were abserved i rals and fabbes treated with mekxicam during
organageness at an oral dose squivaent to 2.6 and 26-tmes the MRHD [sce Data].

X mportant olein

siuds,admiiralo of rostagand syrthes ARbIor,such o meloxcan.
Jted n ncreased pre- and post-mplantatin

‘Cinial Consieratons

Labor or Delvery

Tnere are no studies on the ffects o Meloxicam during abor or defery.In arimal
Studies, NSAIDS, nchiding meoxicam, R prostagiandn synthess, cause deiyed
parturon, and crease the incdence of sUIbeth.

Data

Animatata

Welicam s ot trstogencwhen artared o pregant ks durg et
MRHD of 15

o o e B compataon) AdmStaton of meoxkam 1o reonant

Bsh
Comparso) Th o afck e w30 ofaldn (6 56 rexe hanche M.
In rats and rabbi:

rovmort raanogencs.

meloxicam,



ctton
Perssnd th cincef ysoce, deyed peturton, nd decrmed s
VR based on

854 comparison).

8.2 Lactation
Rk Summary

eath

benefts of

or from the underying maternalcondton.

D2
Animat Data

Meloxicam was i

n plsma,

8.3 Females and Males of Reproductive Potential

nfertity

Femates

Based on the mechanism of acton, the use of prostagiandinmediated NSAIDs, ncliding
ieoxicam, ovarian oticis

rostagbndn
Erested wth NS
O RSAIDS, ek okt I woman whd e SFIGALES Concovh o Who 16
Undergong investgation of nfertty.

5.4 Pediatric Use

“The safety and effectveness of mebxicam i pediatrc JRA patients from 2 to 17 years

Adverse Reactions (6.1) and Cinical Studes (14.2)]
8.5 Geriatric Use.
Eiery patents.

h ifthe

e ow end of the dosing range, and monitor patients for adverse effecis [see Warnings
and Precautons (5.1, 5.2, 5.3, 5.6, S.13)1

8.6 Hepatic Impaiement

imparment.

and use

precautions (5.3) and Cical Pharmacoby (12.3))

8.7 Renal Impairment

Patients wkh severe renal mparment have not been studed. The use of Meloxicam in
subcts in

7.5 mg per day.
and Adminsiration (2.1) and Cinical Pharmacobgy (12.3))

10 oveRDoSAGE

a f

has occurred. Hyperts te renal

and Precoutions (5.1,5.2, 5.4, 5L

s A 130 5t k3o bty WS I ptlnts) s
estion of in
s
Shret, haizaton ofurne,hemady, o hamoperusion may ot be Useia due o
high protein binding

known to

doses.

For agonaln 3 it
8002221222)

11 DESCRIPTION

Jets USP are  nonsteraidal ant nflammatory druig (NSAID). Each tablet
comans 7.5 ma r 15 mo el for ool sameiiaen, Heoxcam ¢ cremcaly

Corbonamde 11 doxie. e MUl Wegh & 3514, 1 mprcalformu &
CLabraN30452 and & has the folowing structural formua:

Chamical structure

Meloxicam s  paste!yelow sol, practcaly nsoluble n water, with hgher sokibity
observed i sirong acids and bases. It s vary sightly solubl n methanl, Meloxicam has.
T

Pas pKa valogs of 1.1 and 4.2

75 mgor 15 mg
metxicam.

poviione and sodum cirate dnydrate.

12 CLINICAL PHARMACOLOGY
12.1 Mechanism of Action

understood but involves nbiton of cyclooxygenase (COX-1 and COX-2).
Meloicom s apotent hibtor of prostagndi synhess n vire Hokxkam

concentrations jond
Senckne st neroes o potanins i st f o i i

‘Snimal s ProstagananS are Medtors of ATAMako. BecaUse MeowEam s on
hibior of

prostagiandns n periphera tssues.

12.3 Pharmacokintics
absorstion

was 89%

1V bos ec
G Spontons hormacomelcs e thown i th rore of 3 mg e B0 . e

over the range of 7.5 ™o 1o 15 mg. Mean Cmax was achieved wEhi four t fva hours.
afte a7.5 Mg meloxicam tabit was taken under fasted condiions, indicatig &

Feached by Day 5. A second meloxicam concenration peak occurs around 12 10 14
Pours 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 adults ty
7.5 mg! tablets 15 mg capsules 15 mg capsules 15 mg capsules. 15 mg capsules.
N 18 s ) 12 12
Cimax fugim] 105 (20) 23(59) 3200 059 36) 084 29)
tone o) 49(8) 5 (12) 6(27) (6 10(87)
¥ bl 20129 2139 24039 18(46) 16(29)
ur ImLimin] 88(29) 99(76) 5.1(22) 19(43) 11(44)
w 14702) 15042) 10(30) 26 (44) 14029)
el 1 e b s o vrows st
| ot 5 o
§ Melocam ablets
Vo “BaseAC-Ke)
Food and Antacid Effects
fat) resuted
extent of ias unchanged, The time to
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16 HOW SUPPLIED/STORAGE AND HANDLING

Product: 50090-0986
50090-0986-0 7 TABLET i 3 BOTILE
50090.0986-1 14 TABLET 1 2 BOTILE
50090-0986-2 30 TABLET i 2 BOTILE
50090-0986-3 60 TABLET 1 2 BOTILE
50090-0986-4 100 TABLET i 3 BOTILE
50090-0986-6 90 TABLET 1 2 BOTTLE
NDC: 50090-0986.7 10 TABLET i a BOTTLE

888388

17 PATIENT COUNSELING INFORMATION
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