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FULL PRESCRIBING INFORMATION

WARNING: RISK OF SERIOUS CARDIOVASCULAR AND
GASTROINTESTINAL EVENTS

risk

Cardiovascular Thrombotic Events.

+ Nonsteraldal antinflammatory drugs(NSAIDS) cause an Incren
of serious cardiovascular thrombotic events, inclu ardial
infarction and stroke, which can be fatal  This ik may oceur sarly in
restment and may increase wkh duraton of use [see Warnings and
Precautions (5.1) 1.

+ Meloxiam 1 contraindicated i the setting of coronary artery bypass
graft (CABG) surgery [see Contraindications (4) and Warnings and
Precautions (5.1) 1.

Gastrointestinal Bleeding. Uiceration, and Perforation
© NSAIDs cause an increased risk of serious gastrointestinal (GI)
adverse events including bleeding, uiceration, and perforation of the

bleeding are at greater risk for serious Gl events [see Warnings and
Precautions (5.2) 1.

1 INDICATIONS AND USAGE

1.1 Osteoarthritis (0A)
Meloxicam Tablets, USP is indicated for refef of the signs and symptoms of
osteoarthrits [see Cinical Studles (14.1)].
1.2 Rheumatoid Arthritis (RA)

. USP is indicated for resef of the signs and symptoms of rheumatoid
arthrits (see Cliical Studies (14.1))
1.3 Juvenile Rheumatoid Arthritis (JRA) Pauciarticular and Polyarticular Course
Meloxicam Tablets, USP is indicated for refef of the signs and symptoms of
pauciarticuar or polyarticular course Juvenie Rheumatoid Arthris in patients who weigh
260 kg [see Dosage and Administration (2.4) and Clinical Studies (14.2)].

2 DOSAGE AND ADMINISTRATION

2.1 General Dosing Instructions
Carefuly consider the potential benefits and risks of Meloxicam Tablets, USP and other
to Tablets, USP.

goals [see Warnings and Precautions (5]

After observing the response to intial therapy wih Meloxicam Tablets, USP, adjust the

ose to sult an ndividual patient's needs.

In aduks, the maximum recommended daiy oral dose of Meloxicam Tablets, USP is 15

g regardks of formulton, n paterts it hemodialyss. 8 maximum daly dosage of
Populations (8.7), a

123)
Meloxicam Tablets, USP may be taken wEhout regard to timing of meals.
2.2 Osteoarthritis
Fortherelef ofth sgnsand symptoms of gstcsrins th recommended sartng

nd mantenance oral dose of Meloxicam Tablets, USP is 7.5 mg once dail
otents may ecens a3oKonalbends by mcressng he 4oss 15 g Once .
2.3 Rheumatoid Arthritis
For ihe el o thesgns and symptoms of heumated arhrs, he recommended

ing and maintenance oral dose of Mexicam Tablets, USP & 7.5 mg once daiy.

SO B y feces sdasnbenci by peveasi te Goss to 15 g once daby

24 fuvente Rieumatold Artekl URA) Poucaricle o Polyartcier Course

e of
o Topets USF & 75 g bnce daty i chidren i wegh 266 ¥g. There was no
5 mg in cinical trsks.

Meloxicam Tablets, USP should not be used in chidren who weigh <60 k.

2.5 Renal Impairment
The use of Meloxicam Tablets, USP in sublects with severe renal imparment is not
recommended.

In patients on hemodalysi, the maximum dosage of Meloxicam Tablets, USP is 7.5 mg
per day [see Clnical Pharmacology (12.3))

2.6 Non-Interchangeability with Other Formulations of Meloxicam



Meloxicam Tablets, USP have not shown equivalent systenic exposure to other

approved formuiations of oral meloxicam. Therefore, Meloxicam Tablets, USP are not
of the total

of Meloxicam

the same. Do
Tablets, USP wih other formulations of oral meloxicam product.

3 DOSAGE FORMS AND STRENGTHS.

Meloxicam Tablets, USP:

7.5 mo: ight yellow colored, oval shaped uncoated tablets engraved wth § 160 on
one side and plain on other side.

« 15 mg: yellow colored, oval shaped uncoated tablets engraved S 161 on one side and
plan on other side

4 CONTRAINDICATIONS

« Known hypersensitivty (e.., anaphylctic reactions and serious skin reactions) to
meloxicam or any components of the drug product [see Warnings and Precautions
(57,59

« History of asthma, urtcaria, or other allrgic-type reactions after taking aspirn or
othe NSAIDs. Severe. sometimes faal, anaphyact: eactons ts NSAIDs have been

orted n such patients [see Warnings and Precautions (5.7.5.8) |

« Inthe seting o Coronary artery bypase arft (CABG) surgery isce Warnigs and
Precautions (5.1) |

5 WARNINGS AND PRECAUTIONS.
5.1 Cardiovascular Thrombotic Events
Cinclrias of several COX-2 selctive and nonselcive NSAIDS of up 1 three years
Guration have shown an increased risk of serious cardiovasculr (CV) thror
avents, ncuing mwbcer s ercton M) and Strcker whch an befata Baved 01
vl dats, K unceae tht th K or CV thrombotc evnt s simle for NEAIDs
NSAID

use appears to be simiar in those with and without known CV dsease or risk oa:mrs for
CV dsease. However, paints weh known CV diseaseorris acors had o
e et
o Sarne bscr et SuIdes found het i e i of <erins CV
Crombote crents began a5 &ry 35 the ¥ wesks of resument. Tt neresse I OV
thrombotic rik has been observed most consistently at hig!

To minimize the potentia isk for an adverse CV event in NSAID-treated patients, use the
for Ph o shouid

remain alert f
course, even n the absence of previous CV symptoms. Patients shoukd be informed
about the symptoms of serious CV events and the steps to take f they occur.

5 1o consitent vience that concurent use of s migtes th nreased
risk of serious AID us
b o NSAD. e e, b the i of seroce guskovautnal
(G events (see Warnings and Precautions (5.2)].

Post Coronary Artery B ratt

Two large, controlled clnical trisls of a COX-2 selective NSAID for the treatment of pain in
the first 10-14 days folowing CABG surgery found an increased incdence of myocardal
infarction and stroke. NSAIDS are contrandicated In the setting of CABG [sce.
Contraindications (4)

Post. Patients

Observational studies conducted in the Danish National Registry have demonstrated that
patients treated with NSAIDs in the post-MI period were at ncreased rik of reinfarction,

years in NSAID-treated patients compared to 12 per 100 person years in non-NSAID
exposed patients. Athough the absolute rate of death decined somewhat after the frst
year post-M), the increased reltive isk of death in NSAID users persisted over at least

the next four years of folow-up.

Avoid the use of Meloxicam in patients with a recent M unless the benefis are expected
t0 outweigh the risk of recurrent CV thrombotic events. If Meloxicarm fs used In patients
With a recent M, monior patients for signs of cardiac schem.

5.2 Gastrointestinal Bleeding Ulceration, and Perforation

AIDS,
including nflammation, bleeding, ulceration, and perforation of the esophagus, stomach,
smallintestine, or large intestine, which can be fatal. These serious adverse events car
occur at any time, with or wkhout warning Symptoms, n patients treated with NSAIDs.

nly one in five patients who develop a serious upper Gl
therapy is symptomatic. Upper GI ulcers, gross bleeding, or perforation caused by
NSAIDS occurred in approximately 1% of patients treated for 3-6 months, and in about

Wihout risk.

Patients with a prior history of peptic uicer disease and/or Gl bleeding who used NSAIDs

treated wih NSAIDs nchdl bnger duration of NSAID therapy; concomtant use of oral

aspir

(SSRih Smokia: Loe f eonay oloe age.and Boor genéra ok sttu. Moot

postmarketing reprtsof ftal G event occurred i kleryor debMated patnts

‘Additionaly, patients with advanced Ier disease and/or coaguiopathy are at increased
ing.

Strategies to Risks i

« Avoid admiistration of more than one NSAID at a tim

© Avoid use I patients a hgher ik unless benefks re expected to outWegh the
nereased sk of bleeding, For such patients, 35 el those weh ctive GI bieding.
consider akernate therapies other than NSAID:

« Remain rt fo 5gns ahd Symptoms of GI Ukeraton and bleding during NSAID
therapy.

*+ 2 serous I adverse event & suspected, rompty kst evaluation and treament
rued

and discontinue Meloxicam Tablets, USP unti a serious Gl adver ot
« Inthe seving o coneortant vee o ow-dose e pie To cordo prophyint, monkor
atients ‘evidence of GI !

5.3 Hepatotoxicity
Eevatons of ALT or AST e o mare tines the upper ki of norl (ULND have

been rported i approximatey 1% of NSAID.treate patents I clnica i, I addton
ra P Tase o sovre hepate s, b omnant hepai. et
Tecros, ang hepatk okie have been repoTe

Elevations of ALT or AST (fess than three times ULN) may occur in up to 15% of patients

treated with NSAIDs inchuding meloxicam.

Inform patients of the warning signs and symptoms of hepatotoxicy (e.g.

fotigue, ethargy, darrhea,prursus, aundice, ot upper Quadrant tendeimess, and T
i d symptoms er or

eyt manies o sceur (.. aaiophia e e ) dscontinse aowears

immediately, and perform a clnical evaluation of the patient [sée Use in Specific

Populations (8.6) and Cinical Pharmacology (12.3))

5.4 Hypertension

NSAIDs, inchidng meloxicam, can eadto new onsetof worseing of preexithng
ypartavson. ethar o whch mey ot he crasead ebancaol Y v

loop diuretics Ty have Mpared response o thess therapis when taking NSAIDS [see
/g Interactions 7),

ankorHoad pressure () curg the ntaton of SAID stent nd gt the

course of thers

5.5 Heart Failure and Edema

The Coxb and traditional NSAID Trialsts' Colaboration meta-analyss of rar

controled tras demonstrated an sppromately w0k cresse Peeatakatons for

hewt (ke cOXZ paients

Compared to pacaoarested patents. In a Darieh Natonel Regtry study o patents

weh hert Fobre, NSAID use ereased the ik of M. hospaisation o1 heert fohre

an

Addtionaly, fluid retention and edema have been observed in some patients treated with

NSAIDS. Use of meloxicam may blunt the CV effects of several therapeutic agents used

to treat these medical condtions (e.q., duretics, ACE inhibtors, or angiotensin receptor

blockers [ARBs]) [see Drug Interactions (7))

Avoid the use of meloxicam in patients with severe heart fallre unless the benefits are
expectad to outwegh the k. of warseing heat fakr. I melxiam & used npatnts

with severe heart faiure, monitor patients for signs of worsening heart faiur

5.6 Renal Toxicity and Hyperkalemia

uked in renal papilary.
B Fanay weuR ey, a8 et okt a1 Seher Tt Y
Renaloxiciy s dlso been seen n patiens nwhom <na prostogndins have
compensatory role n the maintenance of renal perfusion. I these patient

I prosiagindn

formation and,
renal

function.dehydraton hypovolemiaheart fakre, e dysfunction,those aking
duretics and ACE-inhbiors or ARBS and the elderly. Discontinuation of NSAID therapy is
Usualy folowed by recovery 1o the preiretment stae.

The renal effects of meloxicam may hasten the progression of renal dysfunction in
patients with preexisting renal disease. Because some meloxicam metaboltes are
excreted by the kidney, monfor patients for signs of worsening renal function.

Correct vohume status indehycrted o hypovolemic patents prio to it

mebxicam, Monkor renlfunctin i patents wth renalor hepat mpaiment heart
fahre, denydration,or use of meloxicam

@)

No information i avalable from controled cinical studies regarding the use of
‘meloxicam in patients with advanced renal disease. Avoid the use of meloxicam in
patients with advanced renal discase unless the benefts are expected to outweigh the
risk of worsening renal function. If meloxicam is used In patients wkh advanced renal
disease, montor patients for signs of worsening renal function [see Cnical
Pharmacology (12.3)].

Hyperkalernia

Increases : have beer

reported with use of NSAIDs, even in some patients without renal impairment. In

patients with normal renal function, these effects have been attribute

hyporeninemic-hypoaldosteronism state

5.7 Anaphylactic Reactions

Meloxicam has been associated with anaphylactic reactions n patients with and without
to meo % with

patients
and

‘Seek emergency help if an anaphylctic reaction occurs.

5.8 Exacerbation of Asthma Related to Aspirin Sensitivity

A subpopuiation of patients with asthma may have aspirin-sensitive asthma which may

includ chroni: rhinosinusks complcated by nasal poyps; severe, potentaly ata

bronchospasm; andor intolerance to aspin and other NSAIDS. Because cross-

reactivity between aspirin and other NSAIDs has been reported in such asprin-sensiive
atients, meloxicam & Contraindicated n patients with this form of asprin sensitivty [see

Contraindications (4)). When meloxicam is used in patients with preexisting asthi:

(wthout known aspirin senstivty), monitor patients for changes i the signs and

symptoms of asthma.

5.9 Serious Skin Reactions

NSAIDS, skin suchas
Ste toxic

TEN). whih canbe ftal, mmsmus vents may accur wehout varming. nfor

patients about he slans and symptoms of serous skin reactons. and to dsconkme the

Eoe ot melocom at o f1¢ sppCarance of sk ros ot 3y e Sgnof
hypersensiiiy. Meloxicam i cantraindicated i patients Wwith prevous serious skin
reactions to NSAIDs [see Contraindications (4))
5.10 Drug Reaction with Eosinophilia and Systemic Symptoms (DRESS)

9 Reacion wkh Eoshophlsand Systeric Symptors (ORESS) has been reported iy

patients taking NSAIDS such as meloxicam. Some of these events have been fatal o ffe-
Eveatonig, SRESS typEaly. shough oot exclishey, presents wih feve
ot

er maym(\ude
hepaiis, nephis, myocardis,

o DRESS ma resemble an acute oo hfeckon. Eosnophka & aften present.
Blcmsse 515 diorder & yaride n £ presentaion,other organ systems ot noted her

may be Vo t & Importat to Note tha eary anfestatans of PYperSensKeY.

5.11 Fetal Toxicity
Premature Closure of Fetal s

Avoid use of NSAIDs, including meloxicam, n pregnant women at about 30 weeks
gestation and later. NSAIDs, including meloxicam, increase the risk of premature closure
of

‘Qlgohydramnios Neonatal Renal Impairment

Use of NSADs, ncluding maoxcam at about 20 weeks gestation o ter 1 pregnancy

may cause fecs renal dysfuncion esding to olgohyaramms and. n

Peonatl renal mparmont. THese aduerse outcomes are seon, o uerage, e days to
ecks of treatment, although oigohydramnios has been ifrequentl reported as soon
48 hours after NSAID intiation. Oligohydramnios i often, but not aiways, reversibie

with treatment discontinuation. Compications of prolonged olgohydramnios may, for



example, maturation

ases of

transfusion or dilysis were required.

If NSAID treatment s necessary between about 20 weeks and 30 weeks gestation, it
possible. Consider

heaatand oot of ot P € mosicam s otonds beyand 16

hours. Discontinue meoxicam f aligohydramnios oceurs and follow up according to

clinicalpractice [see Use in Specific Populations (8.1}

5.12 Hematologic Toxicity
Anemia has occurred in NSAID-treated patients. This may be due to occult o gross.
blood loss, fluid retention, or an incompletely described effect on erythropolesi. If a
patient treated with meloxicam has any signs or symptoms of anemi, monitor
hemoglobin or hematocrt.

roid
condtions such as coaguiation disorders or concomitant use of warfarin, other
antkoagulants, antpltlet agents (e, 3spen). serotonin reuptake MhBROrs (SSRIs)
and serotonin (

Ehese pavlnts for sans of beeang (see g Ineractons 7.

5.13 Masking of Inflammation and Fever
d possibly fever,

The ammatic
may dminish the utity of diagnostic signs in detecting infections.

5.14 Laboratory Monitoring

Because serious Gl bleeding, hepatotoxiciy, and renal injury can occur without warning
symptoms or ke, onsider monftoring patients on long-term NSAID. veament uith
5.6)1

& ADVERSE REACTIONS
Ton olowing advrse resctons ar dcussed 1 reserdeat i other sectos f the
tabeln

 Cardovascular Trombotc Events [see Boxed Warming and Warnings and
recautons (5.1)
*+ G Bleding, Uieraion, and erforaton (see Boxed Warnig and Warrings and
Procostond’s
estenguc see Wernings and Precautons 5.3
rtension [see Warnings and Precautions (5.4) |

Serious Skin Reactions [see Warnings and Precautions (5.9) |

Drug Reacton wih Ens\nnnhﬂa and Systemic Symptoms (DRESS) [see Warnings
and Precautions (5.1

e oty Lo Warmingsan recaution (5,11 |
Hematologic Toxicty (see Warnings and Precautions (5.12 )]

f&
H
§5:
g
i
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6.1 Clinical Trials Experience

rates abserved n the crcal rss of 8 orug cannotbe ety compared to raes I the
clinicaltrials of another drug and may not reflect the rates observed in pract
Aduls
Osteoarthrits and Rheumatoid Arthriis

The meloxicam Phase 273 cliical il database includes 10,122 OA patients and 1012 RA
patients treated with meloxicam 7.5 mgiday, 3505 OA patients and 1351 RA
treated with meloxicam 15 mg/day. Meloxicarm at these doses was admnistered to 661
patients for at east 6 months and to 312 patients for at least one year. Approximately
10,500 of these patients were treated In ten placebo- and/or active-control
osteoarthriis trals and 2363 of these patients were treated in ten piacebo- andjor

arthrs trials, werethe

across meloxicam

I3

triak.
A 12-veek mukkcente, doube lnd, randomized il was conducted n patents wih
osteoarhrts o the kiee or i to compare theefficey and saetyof mekoxicam weh
placebo and weh an sctwe control Two 12-week mukcenter double iy rendomized
i in pai

Safety of meloxicam with place

Table 1a depicts aduerse evntsthat occured i =25 o the meloxica rstment
groups n a 12-week placebo- and active-controlled osteoarthrits tr

Table 1o deicts acherseevents tha occured n 22%of th meloxcam esment
groups n two 12-week placebo-controlid rheumatoid arthrits trik

Table 12 Adverse Events (%) Occurring I 2% of meloxkam Patients In
ook Os Placebo- and Active-Controlled Trial

Meloxicam  Meloxicam ~Dicio
Placebo 5 5 mg daly 15 mp daky 100 mg iy
of Patients

Gestromtastinal T o1 5 =

Aodomeal Pan 25 19 26 13

ar 38 75 32 a2
s s a5 65

Fatuence s 32 32 35

Nausea 32 35 38 72

Body as a Whole

Accilent househod 19 s 32 25

Eder 25 13 a5 33
I 25 0o 13

Infuenza-ike Symptoms 51 s s8 Zs

antral and Peripheral

Nervous System

Dizziess 32 26 38 20

Headache 102 7s a3 59

Respiratory

Pharyngits 13 05 32 13

Upper respiratory tract Infecton 1.9 32 15 33

Skin

Rasht

25 26 06 20
+ WM prefered temms edema, edema dependent. edema perphera, and edema egs combined
VMO prefened teims rash.r3sh eninematous. ond fash macu papur combined

Table 16 Adverse Events (%) Occurring n =2% of Meloxkam Patients I two 12-Wesk Rheumatokd
hritis Placebo-Controlled Tria

PlaceboMeloxicam 7.5 mg dally Meloxicam 15 mg daily
469 481 a77

No. of
Gactroitostionl Disorders 141 189 168
Abdominal pain NOS 06 29 23
Dyspeptic sign and symptoms! 38 58 a0
Nausea® 33 38
General Disorders and Administration Site Conditions
Influenza -Be finess”

21 29 23
Infection and Infestations
Usper espratory tract fectons:
pathogen class unspeci a1 70 65
Musculoskeletal ond Connective Tissue
Disord
Joit relted signs and symptoms' 19 15 23

ystem Disorders

Headaches NOS" 64 64 55
Skin and Subcutaneous Tissue Disorders
Rash NOS" 17 o 21
+ MedDRA preferred head:
+ MedDr “epinen

Nos, rmavywms o Sinaskis NOS), ot

The adverse events that occurred with Mekoxicam in =2% of patients treated short-term
(4 t0 6 weeks) and long-term (6 months) in active-controlled ostedarthrits trias are.
presented in Table 2.

Table 2 Adverse Events (%) Occurring n 22% of Meloxicam Patients in 4 to 6
Waeeks and 6 Month Active-Controlled Osteoarthritis Tria
4 to 6 Weeks Controlled Trials & Month Controlled Trials
Meloxicam  Meloxicam ~ Meloxicam Meloxicam
7.5mgdaly 15mg daily 7.5 mg daily 15 mg daily
No. of Patients 8955 256 169 3

Gastrointestinal 118 180 266 242

Abdominal Pain 27 23 a7 29

Constipation 08 12 18 26
arrhea 19 27 59 26

38 7.4 89 as

Ftulence 0s 04 30 26

Nausea 24 41 a1 72

Vomting 06 08 18 26

Body as a Whole

Accident household 00 00 06 29

Edema’ 06 20 24 16

Pain 9 20 36 52

Gentraland peripheral

Nervous Syster

Dizziness 11 16 24 26

Headache 24 27 36 26

Hematologic

Anemia 01 00 a1 29

Musculoskeletal

Arthraigia 05 00 53 13

Back Pain 05 04 07

Psychiatric

Insomnia 04 00 36 16

Respiratory

Coughing 02 08 24 10

Upper respiratory.

tract infection 02 00 83 75

skin

Pruritus 04 12 24 00

Rash 03 12 30 13

urinar

Micturtion

freque o1 04 24 13

Urinary tract

infection 03 04 a7 69

o

o W

Higher doses of meloxicam (22.5 mg and greater) have been associated with an
increased risk of serious GI events; therefore, the daly dose of meloxicam should not
ceed 15 mg,

pedtrics
Pauciarticular and cthrits (RAL

patient: d polyarticular course JRA
e exposed o mebxicam wihdoses ranaing rom 0125 0057 > malq per day n
fouble-biid,
randomaed rias (one wrm S week open belextenson and oné wi 5 40 week
observed n these

pediatric
Experience,atnough there vere diferences i reauency. i partcr, the folowng
most common adverse events, abdominal pain, vomiting, dirrhe:

e, were more common i pearE tho i the ok k. Rokh wa rEDnned
in seven recelving meloxicam. No ed ere
Wertedcurg e Course of ine . Theadverseevens i not demonstrate an age
or gender-speciic subgroup ef

me hhwmg 5 alist of adverse drug reactions occurring in <2% of patients receiving
meloxicam in clnical trils involving approximately 16,200 patients.

Body as a Whole slerc reacton, face e, fatgue,fever ot fhshes,
malaise, syncope, weight decrease, weight i
Cardiovascular ngina pecors, candne e Pypertenson,

hypotension, myocardial infarction, vascuits
Central and Peripheral

P Convusions, parasthesia, tremor, vertigo

Gastrointestinal colts, dry mouth, duodenal ulcer, eructation, esophagts, gastri uker, gastr,

Heart Rate and Rhythm rrhvma,palptaton ehycords

Homatokogc openia, purpura, thrombocy

iver and Billary System presisidey AST cressed. Yircmmens, GG

ncreas, hepat

Metabolic and Nutritional genydrator

Psychiatric Gonormal earing, anxity, appeteIncreased,
confusion, depression, nervousness, somnolence

Respiratory asthma, bronchospasm, dy

Skin and Appendages alopecia, angioedema, bulous erupton, photosensitivty
reaction, pruritus, sweating increased, urticaria

Special Senses lncral i, conpaits, s peversia, s

Urinary System ‘abuminuria, BUN increased, creatinine ncreased,

Remature, enal faure

6.2 Post Marketing Experience

Table 3 Clinically Significant Drug Interactions with Meloxicam

hematemesis,

hemorrhagic gastric uker, ntestinal perforation, melena, pancreatits, perforated duodenal ulcer, perforated gastric ukcer, stomatits ulcerative



oo
Incloxkam, Because these reactions are reported vountarly for  popuaton of
uncertan size. & s not ainays possble o reiably esimatethr frequency or wablsh o

S irom Spentaneous sepore i Heles e YpC oy beses o o or more o tne
following factors: (1) seriousness of the event, (2) number of reports, or (3) strength of

acute : akerations.
in mood (such as
mukiorme; etolative dermatts nterstaineohy s aundice mf Tabure; Stevens-

o report SUSPECTED ADVERSE REACTIONS, contact Strides Pharma o, st 1877244
9825 or go to www.strides.com or FDA at 1.500-FDA- 1088 or wwiw.fda.gov/medwatch.

7 DRUG INTERACTIONS

See Table 3 for cinicaly significant drug interactions with meloxcam. See akso Warnings.
and Precautions (5.2, 5.6, 5.12) and Cinical Pharmacology (12.3).

Table 3 Clinically Significant Drug Interactions with Meloxicam

Drugs tha Interfere wkth Hemo
Joicam and ancoagunts such as warfari fave a

bl
Cinical Impact:  + Serotonin release by platelets plays an important role in
he

serotonin reuptake and an NSAID may potentiate the risk of
ne.

Monkor patents wthconcomiaat use of maxcomn wth
anticoaguiants (e.g., warfarin), antiplatelet agents (e.q., aspi),
Intervention:  selective serotonin reuptake inhibiors (SSRIs), and serotonin
Rorepiephine reuptake MNBROTS (SN o ins of bieedng
[see Warnings and Precautions (5.1
Aspirin
Controled clnical studies showed that the concomant use of
NSAD: o aragsi doss of aepin docs ot praduce oy
e therapeute ffect than the use of NSAIDS e, In &
Cinical Impact: zhnka\s!udy the concomiant use of an NSAID and aspirn was
with a significantly ncreased incidence of Gl adverse
Teactions 25 Compated to uSe o tne NSAID slone [see Wernings
and Precautions (5.2) |
Concomkant use of meloxicam and low dose asprn o anagesic
f aspiin & not generaly recommended b
increased rak of beedig [see Warnings and Precautions (5.12)
1
Joxicam & not a substiute for low dose asprin for
cardiovascular protection
ACE Inhibitors, Angiotensin Receptor Blockers, or Beta-Blockers
SAIDs may dmish the anthypertensie effect of
ing enzyme (ACE
receptor ockers (AR, or et ochers oo
propranc
D e who are eder,volume-depleted (ncudng those
on dhretc therapy). o have renl imparment, co-adminstraton
an NSAID with ACE nhibiors or ARES may
Seteriaration af renlfunction, inckxirg pos4ioe scute renal
faiure. These effects are usuall reversibke.
+ During concomitant use of meloxicam and ACE inhbitors,
ARBS, or beta-blockers, montor blood pressure to ensure that
thedesived bood pressure i ottaned
;,Buring concomkantuse of meloxcam and ACE hbtors or

Intervention:

Cinical Impact

Interventon:  impaietlrena function, monkor for Sans of worsening renal
function [see Warnings and Precautions (5.6 )1
+ When these drugs are admnitered concomitantly, patients
Should be adequately hydrated. Assess renal function at the.
beginning of the concomtant treatment and periodically
thereatter.
Diuretics
Cinical studies, as wel as post-marketing observations, showed
that NSAIDs reduced the natraretic effect of loop diuretics (€.,
furosemide) and thiazide diuretics in some patients. This effect
has been attributed to the NSAID nhibtion of renal prostaglandin
CinicalImpact: - synthes's. However, studes with furosemi
meloxicam have nof demonstrated a reduction In natruretic
effect. Furosemide single and multple dose pharmacodynarics
and pharmacokinetcs are not affected by muliple doses of
meloxicam.
During concomiant use of mekxicam wihduretcs, abserve
igns of worsening renal function, n addion
EeSuring e scacy hehuing nthypertnsive eMects [sse
Warnings and Precautions (5.6) 1.

Intervention:

Lithium
NSAIDS have produced elevations in plasma hium levels and
reductions in rena lthium clearance. The mean minmum Ehum
concentration increased 15%, and the renal clearance decreass
by approximately 20%. This effect has been attributed to NSAID
inhibtion of renal prostagandin synthesis [see Cl
Pharmacology (12.3) |

During concomtant use of meloxicam and fthium, monitor
patients for signs of Khium toxicRy.

Cinical Impact:

Interventon:

Methotrexate
Concomtant use of NSAIDs and methotrexate may increase the

Cincalimpact: sk for methotrexate toxcy e, neizopens

ntervention Dumg concomtant use of meloxicam and methotrexate,

Intervent onkor paents for methotexate oxicY.

cyclosporine

. C
CinicalImoact: - cyciosporine's nephrotoxiciy

Durhg concomant use of meloxicanand cycesporve.mankor
s for signs of warsening renal function.
NSAIDS and Salkyiates
Concomiant use of meloxicam with other NSAIDS or salcyates
(e.g., dilunisal, salsalate) increases the risk of Gl toxicky, with
€12 or o ncrease m eficacy (see Warnings and recautions
52)]

Intervention:

Cinical Impact:

The concomtant use of meloxcam wih ather NSAIDs of

Interventon: - gajc,ates s not recommends

Pemetrexed
Concomiant use of meloxicam and pemetrexed may increase
therisk of nal, and
Gltoxicty (sce the pemetesed prescrbing formatbn.
During concomitant use of meloxicam and pemetrexed, in
patents whh renal npainment whose creatpie clarance
ranges from 45 to 79 mLjmin, monitor for myeosuppression,
renal and Gl toxic

Interventon;  PatNtS taking meloxicam shouk interrupt dosing for atleast

days before, the day of, and two days folowing pemetrexed
dminstration.

In patients with creatinie clearance below 45 mLimin, the

concomant administration of melxicam with pemetrexed s not

recommended

8 USE IN SPECIFIC POPULATIONS
8.1 Pregnancy

Use of NSAIDs, incuding meloxicam,can cause premature closure of the fealductus.
leadin

eyl palment Bacacse of hebe ke enk o e Surotan o e

use between about 20 and 30 weexs of gestation, and avoid meloxicam use at about 30
s of gestation and later in pregnancy (see Cinical Considerations, Data).

Premature Closure of Fetal Ductus Arteriosus

Use of NSAIDs, including meloxicam, at about 30 weeks gestation or later n pregnancy

increases the risk of premature closure of the fetal ductus arteriosus.

Oligohydramnios/Neonatal Renal Impairment

Use of NSAIDs at about 20 weeks gestation or later n pregnancy has been associated

with cases of fetalrenal dysfunction leading to oligohydramnios, and in some.

neonatal renal impairment.

Data regarding f NSAID use n
women in the fist or second trimesters of pregnancy are nconclusive.
i animal reproduction studies, embryofetal death was observed i rats and rabbits
sed durg the perod o rganogeness i meloicom o ra doses cquvalnt to
and 6.5-times the maximum recommended human dose (MRHD) of meloxicam.

No teratogenc effects were observed in rats and rabbits treated with meloxicam during
6 and 26-times

Based on anal data, have been shown to

[ A ization. In animal
studies, admnistration of prostaglandin synthesis inhibtors, such as meloxicam,
resuted n increased pre- and post-mplantation loss. Prostaglandins also have been
Shown to have an In
studies, prostaglandin synthesis inhibitors have been reported to mpair kidney
evelopment when adminstered at cincaly rekevant doses

timated background risk of major birth defects and miscarriage for the indicated
population(s) is unknown. Allpregnancies have a background risk of birth defect, oss.

s. In the U.S. general population, the estimated background

risk of major bith defects and miscarriage in cinically recognized pregnancies is 2% to
4% and 15% to 20%, respectively.

Cliical Consierations.

FetaiNeonatal Adverse Reactions

Premature Closure of Fetal Ductus Arteriosus:

vt us of NSAIDS nwomen atabout 30 weeks gstatonand te It pregnancy,
including melox

arteriosus (see Data).

Oligohydramnios/Neonatal Renal Impairment:
1 an NSAID s necessay st about 20 ks gestation ot npregnancy, i the use

s beyont 48 hous,consder montoring wihutiasound o okgohycramnics.

pracice (see Data
Labororbemzely

Studies on the effects of meloxicam during labor or defvery. In animal
e, NoAIDR, ki mloxcam, WM prostagimin syrehess. cause odyed

parturtion, and increase the incidence of stabirth.

Data
Human Data
Premature Closure of Fetal Ductus Arteriosus:

Fublehes kerature reports i he use of NSAID o sbout 30 weeks of gestaton and
ater

Olznhydramnns/ﬂmnata\ Renal Impairment:

Publshed studies and postmarketing reports describe maternal NSAID use at about 20
weeks gestation or later in pregnancy associated with fetal renal dysfunction leading to

These adverse
outcomes are scen, on average, after days to weeks of treatment, akho
oligohydramnios has been infrequently reported as 500n as 48 hours after NSAI

reversil wth cessan of the g, Tere have been akmied number of case rports
of

ich eatment
i e roceaurCe, sueh o5 oxchenge ramafuson of dayss
Methodological imitations of these postmarketing studies and reports include lack of a
controlgroup; nted nformatien regarding dose, duraton,and imig o drug

prec

lude
the risk of with
ved

dat: nvol
ostly preterm infants, the generalzabilty of certain repnned risks to the fulterm.
nfant exposed to NSAIDS thiough maternaluse § uncert

Animal Data

feloxicam was not teratogenic when administered to pregnant rats during fetal
organogeness at oral doses up to 4 mg/ka/day (2.6-fold greater than the MRHD of 15

the heart at an oral dose of 60 mg/kg/day (78-fold greater than the MRHD based on BSA
comparison). The no effect level was 20 mg/kgday (26-fold greater than the MRHD
based on BSA conversion). In rats and rabits, embryolethalty occurred at oral

of 1 mgjka/day and 5 majka/day, respectively (0. 5-old
greater, respectively, than the MRHD based on BSA comparison) when administered
throughout organogeness.

Oral administration of meloxicam to pregnant rats during late gestation through lactation
increased aystocia,

Survivalat meloxicam doses of 0.125 mg/kg/day or greater (0.08-times MRHD based on
85A comparison)




8.2 Lactation

Risk Summary.

There are no human data avaiable on whether meloxicam s present in human mik, o

on the effects on breasifed nfants, or on mik producton. The developmental and heath

benefts of breastteeing shouki be considered g weh the mother' cinical need for
fant from the

any
‘meloxicam o from the underlying maternal conditon.
Data

Animal data

Meloxicam was present in the mik of lactating rats at concentrations higher than those
in plasma.

8.3 Females and Males of Reproductive Potential

Infertity.
Femaies
Based on acton,theuseof including
xic Geky o prevent rupture of ovarn oles, whch has been e
ok ieriey S0 wOmen PubEe Bl t0des hove Show ot
nhibtors

prostaglandin-mediated follcular rupture required for ovuiation. Small studies in women
treated with NSAIDs have also shown a reversible delay in ovuiaton. Consider withdrawal
of NSAIDs, including meloxicam in women who have difficulies conceving or who are
undergoing nvestigation of infertity.

8.4 Pediatric Use

The safety and effectiveness of meloxicam in pediatric JRA patients from 2 to 17 years
of age has @3,
‘Adverse Reactions (6.1) and Clnical Studies (14.2))

8.5 Geriatric Use

. compared to younger patints, are at o

andlor
ek pates v o s ety potirt uulwe\qhs these potential nsks ot dosing o
the low end of the dosing range, and monitor patients for adverse effects [see Warning:
and Precautions (5.1, 5.2, 5.3, 5.6,5.14)

8.6 Hepatic Impairment

No dose adjustment is necessary in patients with mid to moderate hepatic impairment.

Patients with severe hepatic Impairment have not been adequately studied. Since
mebxicam & zed in the ver

with hepat and
Precautions (5.3) and Cinical Pharmacology (12.3))

7 Renal Impairment

No dosage adustment s necessary i patents wkh ik to moderate renl mpalment
Patients wit of

patents on
Temodiays, messicom shovl ok excead .5 mg pr . Meoxicam & o dyraie
21) 3.

10 OVERDOSAGE
Symptor have been
Chowsiess, nausea, vomEg, and At pan which have bean generaly reversile
with supportive care. Gaslm\mesunal bleeding has occurred. Hypertension, acute renal
faiure,

o A A

and NSAID overdosage.
There are no SpecTic antdotes. Consker amess andlor actuated charcoal (60 0

s, 1 t0 2 grams per kg of body weight n pediatric patients) andjor
Gemotic cathartc i SyrpoMaLE patnts seen wehi four hours of ngestion of in

a large overdosage (5 to 10 times the recommended dosage). Forced
hemodialysis, may

duresis,
high protein binding.

eres known
accelerate the clearance of meloxicam. Accelerated removal of meloxicam by 4 g oral
doses of cholestyramine given three tines a day was demonstrated in a clnical tria
Adminstration of cholestyramine may be useful folowing an overdosage

For a
800222-1222).

11 DESCRIPTION
Meloxicam ks a Each
7.5 mg or 15

as

Meloxicam ks
1

1-doxide, The ight s 351.4. Its
[ has

Meoxic
observed n strong acs and bases 1t verysighty Solile  mhane! Hoocam has
an apparent Plago PH 7.4. Meloxicam
has pa vaies of 1.1and 4.2,

Meloxicam Tablets, USP is availabie as a tablet for oral admintration containing 7.5 mg
or 15 mg meloxicam.

i Meloxicam Tablets, USP
nahyarate megmeshim sk e merocrystalng cebose povkone, sodum ctate
dhydrate and yelow iron oxide (in 15 mg tablts only).

12 CLINICAL PHARMACOLOGY
12.1 Mechanism of Action
Meloxicam has analgesic, antiinflammatory, and antipyretic properties.

mechanism of action of Meloxicam, ike that of other NSAIDS, is not completely
understood but ivolves inhibtion of cyclooxygenase (COX-1 and COX-2).

Heoxicam s potet btorofpostagande synthese b i, ek

eray
sensize fferentnerves an poteniae he a:mn ofbradykiin n ncucing pain

san

ik ofprostagancin Symasi 1 madeof sctm may B duc s deeresee o
prostagandins in peripheral tissues.

12.3 Pharmacokinetics

Absorption

o750 g ompared wih 3o g 1 bos i, Felowet smqk intravenous doses,
5 mg to 60 mg. After

overthe range of 7.5 mg o 15 g Wean Cmak was acheved wh four o fve hours
after 7.5 mg meloxicam tablet was taken under fasted condiions, ndicating

with
Feached by Day 5. A second moloxcarm concentiaton feok occurs sround 12 t 14
hours post-dose suggesting biary recycing.

Meloxicam capsuies to o

Table 4 Single Dose and Steady:State Pharmacokineti Parameters for Oral
7.5 mg and 15 mg Meloxicam (Mean and % CV)!

Steady State Single Dose
Pharmacokinetic Hoakhy Ekerly Eierly  Renal Hepatc
Parameters ‘male males failure insufficiency
(%eV ) aduks (Fetrs “Femy? (Fastemn "iFacteds
7.5 mg? 15m 15mg
tablets cipsules(apsules:aasules capsules
N 18 8 12 12
Crax lugm 105 20) 2309 32020 05908 05009
tmax ) 9(8) 5012 6(7) 4(65) 10(87)
iz 5100 210 2400 1809 1069
cut [mumm]salz?} 99(76) 51(22) 19(43) 11(4)

v, it 147(32) 15(42) 10(30) 26(48) 14(29)
+ g andat v o copons
+ ;1= DoserlaUC Kl

Food and Antacid Effects

following a hig
inmean pesk drug leves (e, Cnax) beng ncreased by approximatey 22% e
estent f absrpton (AU) was unchanged: e te to maximum concentation (Tmax)
s B e e SN ks N pharmatoknet b wes Beteried wen
concomitant administration of antacids. Based on these resus, meloxicam can be
administered wEhout regard to timing of meals or concomitant adminitration of

Distribution
The mean volume of distrbution (V) of meloxicam is approximately 10 L. Meloxicam is
~99.4% bound to human (primardy abumin)
range. e raction o proten bincing & depenent o g concentratn,over the
clinicaly relevant concentration range, but decreases to ~9% in patients with

ease. Mebxw(am enetaton nte human red Hoad ce, afer ra dosng, & kos than
10%. Folowi . 0
s present 55 unéhanged meloxcam
Meloxicam
S o those . e, T e raction n SymovbI oK & 2.5 dmes Hghe han A

lower albumin content in synovial fluid as compared to plasma. The.

significance of this penetration is unknowr

Eimination
Metabolsm

m is extensively metaboized in the fvr. Meloxicam metaboltes include 5
carboxy meloxicam (60% of dose), from P-450 medated metabols formed by
oxidation of s ako
excreted to a lesser extent (9% of dose). In vitro studies indicate that CYP2C9
{cytochvome Pa50 metabalzng enzyme) plays an Mportant ok i metsbokc

16% and 4% of
the admintered dose, Vesneclwefy AV oot cabeles e o Knawh 0 vy
in vivo pharmacological active
Excretion

teloxicam excretion i predominantly in the form of metaboites, and occurs to equal
extents i the urine and feces. Only traces of the unchanged parent compound are.
excreted in the urine (0.2%) and feces (1.6%). The extent of the urinary excretion was.
contvmd forunabeled mutile 7.5 g dose: .5% 6% and 13% of te ose were
found in urine in the for ethyl and 5'cart
metabokes, ey, e & signlcan blry asdr et secrebon o g

oo byt decr s he AU of melowior by S0
e mean lminaton haf-fe () range from 15 hours t 20 hours, The ominaton
hakife se evels

Gase Tange P ciarance amgs from 1 138 L

peditric
After singl d
GRS, hare v Generalran f sproxematy 30% o exposurein ycungev
it (2 6 yors ak) s compard t theoldr patrt 7116 e

(Sheady
St o those e s0uk bt whesusng AU vakes nnrmahzed t0 2 dose of
ge and Administration (2.4)). The meloxicam mean (SD) eimination

Pt e wss 15.2 (10.3) snd 13.0 hours (301 fo the 2 6 year oG patients, and 7 0

16 year old patients, respectively.

In s covariateanalysis uizng populton oharmacolinetcs bocy g, but nt age.
diferences in the

deara
Precetors of melotcam exposure h pedatrc patents.
e pharmacokinetcs of mexkam n pedric patents under 2 yers of age have not
been investigate
Geriatric
Eder ks (65 years of age) exhbged koo plsa concentrations and

far to young males. (265 years of
298)ad  47% lier AUCss and S hgher o 5525 compared t younger Tmales
(=55 years of
Cancommrons i e dery fomaie, e pavirse Even prfie whs comparaitfo both
elderly patient populations. A smalkr ree fraction was found in ederly female patients in
comparison to eiderly male patients.
sex




Young females exhibited sightly lower plasma concentrations relative to young males.
fer singledoses of 7.5 mg Meloicam Tabkts, USP,the mean eminaion e ws
19.5 hours for the female group as compared to 23.4 hours for the male group. At
Siady sate, the data were sk (175wt v 214 hurs) TS phaaconElc

s kel o be of There was inearlty of
pharmacokinetics and no appreciable difference i the C Or Troax acr0Ss genders.
Hepatic Impairment
Folowing a single 15 mg dose of meloxicam there was no marked diference in pasma
concentrations i patients with mi (Chik-Pugh Class 1) or moderate (Chid-Pugh Class.
1) hepatempabment comparedto hesky vobrters. Proten binding of meicam
was. o d sary i patients
Wi id o moderate hepatc mparmert, Pationts WhN severe hepatc mpasment
(Chid-Pugh Ci see
(5.3) and Use n Specifc Populations (8.6)1
Renal impairment

Meloxicam pharmacokinetics have been investigated in subjects with mid and moderate
Total drug of and total

clearance of
values were simiar in al groups. The higher meloxicam clearance i subjects with renal
imparment may be due to ncreased fracton o unbound meloxicam which s avalable
for hepatic

oottt fents
have 1o been adequatel tudie: The use of ko SO weh sever rnal
impairment s not recommended [see Dosage and Administration (2.5), Warnings and
Precautions (5.6) and Use in Specific Populations (8.7)]
Hemodialysis

Folowing a single dose of meloxicam, the free Crnax plasma concentrations were higher

s
:
H

£
&
g
i
H
g
i
g

Femodayst, Meloxam § not doyzabl 5ee Dosade and Admineracon (.1) and Use
n Specifc Populations (8.7))

I ns
Aspirin: When NSAIDs were administered with aspirin, the protei binding of NSAIDs
ire reduce, houghth clarnce of rse NSAID s ot aered, When Meloxcam
Tablets, USP & adminstered with aspirin (1000 mg three.
Volunteers, & tended to ncrease the AUC (10%) ond Corge (3476
Cinkalsignficance of this nceraction s ot Known. Sex Jabk 3 or clncaly sgniicant
drug interactions of NSAIDS with aspirin [see Drug Interactions (7)1

st
the dearance of meoxkam by S0%.Tnis resued i a decresse n by from 192 hours
 nous,and  35% reduction n AUC.This suggests he existenceof

ths nteracton has not been establshed.
mitant administration of 200 mg cimetidine four times daiy did not
CRer the g ose prarmatokeLks of 30 meicam
dn: Meloxicam 15
Drofie of digoxi after -acetyigoxi adminstration for 7 days & cirial doses. 1 viro
testing found no protein binding drug interaction betuween digoxin and meloxicar
Lihium: In in jects, mean
2nd AUC were ncreased by 21% n subects recehing Khum doses ranging rom 804 to
1072 mg twice dady with meloxicam 15 mg QD every day as compared to subject
recening ithium alone (see Drug Interactions (7)].
Methotrexate: A study in 13 rheumatoid arthriis (RA) patients evaluated the effects of
mukple doses o meloxicam o the pharmacknetcs o methat
eek. Meoxcam dd not have a sgnicant efect o the pharmiacokhets of shgle
doses o
human serum binding sies [see Drug Interactions (7))
Wartar: The ffect of moloxicamnon te antkoaguant ffect of wartarn yas studed
R ING

2aroup o hesthy subects receug daby doses ofwartr it praduces o
e Noralocs Rato) Devnean 13 and 1. 1 i subfets. mebkam did
not aker d of wartorias

an
detemincd by protfrombi time However, one subect showed an ncrease N 0
1.5 to 2.1. Caution should be used when adminstering meloxicam wth warfarin sincs
patents on warforn my experince changes n INR and an ncreased ok of bleeding
complcations when a new medication is ntroduced [see Drug interactions (7))

13 NONCLINICAL TOXICOLOGY

13.1 Carcinogenesis, Mutagenesis, Impairment of Fertility

Carcinogeness
There was o ncrease in tumor ncklence i ong-tem carcogeniey studes i rats
k) and mice (99 weeks) admstered meloxcam at oral oses Up to 0.

mkgiaay i 7ats and p t 80 mkglaay 1 mike up 0 0.5 and 2
Tepeliety. the maemim recommended numan dob dose ANDI of 15 maiday
Meloxicam Tablets, USP based on body surface area (B5A] comparison).
Mutagenesic

m was not mutagenic in an Ames assay, or clastogeni in a chromosame
aberration assay wkh human hmphocytes and an in vivo micronucleus test in mouse
bane marrow:
impairment of Fertity.
Meloxicam did not impair male and femae fertity n rats at oral doses up to 9

in males and 5 malkgiday i females (up to 5.8- and 3.2-times greater, respectively, than
the MRHD based on BSA comparison)

14 CLINICAL STUDIES.

14.1 Osteoarthritis and Rheumatoid Arthritis
e use of meloxicam for the treatment of the signs and symptoms of osteoarthrits of

the kneeand hip was evaluated i 2 12-week, double-bind, controled trial. Meloxicam

(375 g, 7.5 o, and 15 mg day) was compared £ pxcebo. Th four primry

endponts s patient pain
assessment,

pain, function, and stiffness). Patients on meloxicam 7.5 mg daly and meloxicam 15 mg
placebo.

The use of meloxicam for symptom:

evaiated nsi double-bind,active-controled O e ranghg rom o
§ months’ curatn I these 1, the effcacy of meloxicam n doses of 7.5
mafoay and 15 maidoy, was comparabl to proxicam 20 m mday and delenac Wito
Ty and cansetent win the heacy s ihe 0 5 1
The use of meloxicam for the treatment of the signs and symptoms of rheumatoid
arthrits was evaluated in a 12-week, double-bind, controled mutinational trial
Meloxicam (7.5 mg, 15 mg, and 22,5 mq daily) was compared to placebo. The primary
endpont in this study was the ACR20 response rate, a composite measure of cinical,
laboratory, and functional measures of RA response. Patients receving Meloxicam
Tabes, USP 7.5 mg and 15 m daly showed sniicant mprovement n the primary
placebo. No observed with the 22.5 mg
dose compared to the 15 mg dose.

14.2 Juvenile Rheumatoid Arthritis (JRA) Pauciarticular and Polyarticular
Course

The use of meloxicam for the treatment of the signs and symptoms of pauciarticuiar or
polyarticular course Juvenie Rheumatoid Arthris in patients 2 years of age and oider
was evaluated i two 12-week, double-bind, paraliekarm, active-controled traks.

Both studies ncluded three arms: naproxen and two doses of meloxicam, In both
studies, meloxicam dosing began at 0.125 mg/kg/day (7.5 mg maximum) or 0.25
mgkgfday (15 mg maximim). and aproxen dosng began o 10 morkdey. One sty
used these doses

rato afer  weeks £ Goses o 0,25 molkaday and 0.375 makdy (22.3 g
mamum» of meloxicam and 15 majkgiday of naproxen

The effcacy analysis used the ACR Pediatric 30 responder defintion, a compos

Povent o6 Tegtor 83 bseents, Counts o st S and e i ook ange
©f motion, and eryinrocyte sedmentaion rate. The poportion of responders were
simiar in althree groups in both studies, and no dfference was observed betueen the
meloxicam dose groups.

16 HOW SUPPLIED/STORAGE AND HANDLING

Meloxicam Tablets, USP 7.5 mg is avalable as ight yellow colored, oval shaped uncoated
tablet engraved S 160 on one side and plan on other side.

Meloxicam Tablet, USP 15 mg s auslale 3 yelow cobred, ovlshaped uncoated tabt
engraved S 161 on oné skl and plar on other s

Meloxicam Tablets, USP 7.5mg are avalable as follows:
Botties of 100 NDC: 64380-715-06

Botties of 500 NDC: 64380-715-07

Meloxicam Tablets, USP 15mg are avalabe as follows:
Botties of 100 NDC: 64380-716-06

Botties of 500 NDC: 64380-716-07

‘Storage

Store at 25°C (77°F); excursions permited to 15° to 30° C (59°to 86°F) [see USP.
Controlled Room Temperatre] Keep Meloxicam Tablets, USP n a dry place.

Dispense tablets i a tight contaner.
Keep this and all medications out of the reach of chidren.

17 PATIENT COUNSELING INFORMATION
Advise the pain o read the FOA-approved patient abeing (Wedcaton Gutle) that
‘accompanies each prescription dispens:

Iform ptent. s o thee cacgersof e flowng formaton efore kg
therapy with an NSAID and periodicall durng the course of ongoing ther

Cardiovascubr Thrombotic Events

Adie patients to be skt fo the symptoms of cadiovasculr thrambati vents
inclding chest pan, shotness of breath, weaknes,orshrting of speech.

Fepor hy of s cymptoms (s ke povcla Iosceray ooe Wangs
d Precautions (5.1)).
trointestinal Bl ton, and P

Advise patients to report symptoms of ulcerations and bleeding, including epigastric
pain, dyspepsia, mekna, and hematemesis to ther heakthcare provider. In the setting of
concomitant use of low-dose aspiri for cardac prophylaxis, inform patients of the.
increased risk for the signs and symptoms of Gl bleeding [see Warnings and Precautions
(5.2

‘Hepatotoxiciy.

Inform patients of the warning signs and symptoms of hepatotoxiciy (e.g., nausea,
fatigue, letharay, darrhea, prurtus, jaundice, right upper quadrant tenderriess, and “lu-
fie” symptoms). If these occur, instruct patients to stop Meloxicam Tablets, USP and
seek w 53]

‘Heart Fajure and Edema
Advise patients to be alert for the symptoms of congestive heart faiure including
hrtnes of brest. unexpiane et gan, o edema and o contctthes heahcre
or occur [see Warr .

Anaphylactic Reactions.

Inform patients of the signs of an anaphylactic reaction (e.g., difficuly breathing,
Sweling of the face o throat). Instruct patients to seek immediate emergency help
these occur [see ) and Warnings 571

Serious Skin Reactions including DRESS

Advise patients to stop taking Meloxicam Tablets, USP immedately f they develop any
type of rash or fever and to contact ther heahcare provider as Soon as possible [see
Warnings and Precautions (5.9, 5.10)].

Female Fertiity

Meloxcam Tablts, USP. may be assoclted whh areversie oy oon see e
Specitic Populations (3.3)]
Fetal Toxiciy
Inform pregnant wormen to avoid use of Meloxicam Tablets, USP and other NSAIDS
starting at 30 weeks gestation because of the risk of the premature closing of the fetal
ductus arteriosus. If treatment with meloxicam & needed for a pregnant woman
between Sbout 20 to 30 week gestatin,advie her tha she may need o be monkored
ho

Frecautons(s 11) and Use m Spocie Popuiatons (3.1]

‘Avoid Concomitant Use of NSAIDs

Inform patients that the concomitant use of Meloxicam Tablets, USP with other NSAID:
orsakyltes (eg. diknia) sasate) & not recommended due o th ncreased rk of

Brecautons (.2 and Drg Intersctons (7)) Aer patencs tra NSAIDS may o present
in “over the counter” medications for treatment of colds, fever, or insomna.
Use of NSAIDS and Low-Dose Aspirin
notto Meloxicam Tablets, USP
7
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SPL MEDGUIDE

HMedicaton Guide for Nonsteroldal Antnflammatory Drugs (NSAIDS)
Wiat i the most Important formation | shoul Know about medic

called Nonsteroidal Anti-nflammatory Drugs (NSAIDs)?
NSAIDs can cause serious side effects, inclucing
* Increased risk of a heart attack or stroke that can lead to death
TS ok may happen dary m trestment and may ncrease

with increasing doses of NSAIDS
3, Wikh onger use.of NSAIDs
Do not take NSAIDS right before o after a heart surgery called a
eoranary artory bypass orafe
Avold taking NSAIDS ater 3 uum et attack,

heare provider tells you to. You may have an increased risk of

another heart attack If you take NSAIDS after a recent heart attack.
+ Increased risk of bieeding, ulcers, and tears (perforation) of the
esophagus (tube leading from the mouth to the stomach), stomach
and intestines:
o anytime
o winout warming symptoms
o _that may couse death
The risk of getting an ulcer or bleeding increases with:

et hstry ofstomach uker,or stmah or estnlbeding withuse of

SAID:

aking medcines caled cortcosterods
g doses of NSA
longer use of NSAIDS

Inticoaguiants”, 'SSRIs", or “SNRIs"

N

o

o

o smoking

o drinking aicohol
o

e

o at the lowest dose possble for your treatment
o for the shortest tme needed
What are NSAIDs?
NSAIDs are used to treat pain and redness, sweling, and heat (inflammation)
from medical condtions such as different types of arthrits, menstrual cramps,
and other types of short-ter

Who shoukd not take NSAIDs?
Do not take
2 you hovenad on asthma attack, hives, o other lergi eaction wth aspin
or any other
gt oeforeof afer heartbypass surgery
Before taking NSAIDs tell your heakhcare provider sbout ol ofyour

£ your o around your by, You should ot take NSAIDS ater
about 30 weeks
+ are breastteading or pn 3 brewt fee.

Tl your heakhare proviler about sl of the mecicines you take
ion or over-the-counter med)
herbal supplements. NSAIDS and Some other medk\ng Can taract wih each
other and cause serious side effects . Do not start y new
mediine wkhout taking to your heathcare eroukier frok.

s of NSAIDs?

side effects, including:

‘most important information | should know about
roidal Anti-inflammatory Drugs (NSAIDS)?"

» new or worse high bload pressure

 heart far

~ e problems nciuding ver fau

* Kiiney problers ncuaing kiiney Talure

~ low red bood cel (anema)

Other side sffects of NSAIDS includes stomach pan, constpaton.
diarthea, gas, heartburn, nausea, vomiting, and dizziness

Get emergency help right away if you get any of the following

ptoms
* shortnessof et or e bresthing
» ches

 weakniss none partor sk of your body
» slurred speecl

» sweling of the face or throat

Stop taking your NSAID and call your healthcare provider right away if
u get any of the following symptom:

» more tired or weaker than usual

- diarrhea
ehing

» your skin or eyes ook yelow

» indigestion or stomach pain

+ there s bood i yourbowelmovement o & back and sty e tar
» unusual weight gain

» skin rash or bisters with

L Suing o e . o9 pands o fet

1 you take too much of your NSAID, call your heakthcare provider or
get medical help right aw:

A For ask

 eatheare rovkier o prormoc st Sbout

Lol ybor dbctor for mesica e about v efece, You may repart side

effects to FDA at 1-800-FDA-1088,

Other information about NSAIDs:

» Asprinis an NSAID but it does ot increase the chance of a heart attack.
Asprin can cause bleeding in the brain. stomach, and Intestines. Aspirin can
ako cause uicers In the stomach and i

» Some NSAIDs are sokd n lower doses wEhout a prescription (over-the-
Counter). Tak t0 your heakthcare provider before using over-the-counter
NSAIDS for more than 10 days.

General information about the safe and effective use of NSAID:
Hedices ore sometimesprescibes or purposes otherthn those e na
Medication Guide. Do not se NSAIDS for a conditon for which it was not
prescrBed. Do not gve NSAIDS o aiher peap. eve f they have the same
Symptoms that you have. It may harm t

1fyou would lke more information about NSAIDS, takk with your heakhcar
Brovider,You can ask your pharmaciet or heakhéare provider for formaton

about NSAIDS that & writen for heakh professionals.
To raport SUSPECTED ADVERSE REACTIONS, contact trkdes Parrun
Inc. at 1-877-244.9825 o ‘or contact FDA at 1

B00-FOA105 of whwe fda-sovimmedmtch

Manufactured by:
Strides Pharma Science Limited
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PACKAGE LABEL.PRINCIPAL DISPLAY PANEL
100 tablets

Meloxicam Tablets, USP 7.5mg

Rx Only

Strides Pharmanc.

o Meloxicam .., o
armmemeets  Tablets, USP e
d 7: o BN

Pl S — E
500 tablets
Meloxicam Tablets, USP 7.5mg
Rx Only

Strides Pharmanc.

S NDC 64380-715-07
pwse - Meloxicam — wezen
peebmoomsion Tablets, USP oot~ s
:

e e T S—

100 tablets
Meloxicam Tablets, USP 15mg
Rx Only

Strides Pharmainc.

et o woc s 71606
e MeloXicam s g,
T Tablets, USP Bl R

e
e ot o

I e— i
500 tabets.
Meloxicam Tablets, USP 15 mg
Rx Only
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[Pp— [ ||| K|
Weloican 9 .5

15
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Store at 20" 10 25°C frcrm—ic
[ 15 mg | e e
Temperature] i ——
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e o
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Route of Administration 0%
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