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FULL PRESCRIBING INFORMATION

WARNING:
Cardiovascular Thrombotic Evants.
1K ofseriout cordovaaculir rombotic svents ncuding myocardl
infrcton an troke, which can b faal. This ik may eccur ear n
treatment and may ncrease whh duration of use [ seé Warnings and
autions (

+ Meloxiam tablts are contrandicated n the setting of oronary
ry Bypass orar (CABG) surgery [ sse Contraindications ( 4 and
Warnings and Precautons ( 5.1)

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 and/or G
weting ara ot Grasier vk for sarioes Gl events | ses Warmings and
Precautions (5T

1 INDICATIONS AND USAGE

1.1 Osteoarthrits (0A)

of osteoarthrt [
see Cincal Stuces (14.1) 1
1.2 Rheumatoid Arthritis (RA)

tabets are indkated for refe of the signs and symptoms of heumatoid
ke (s il Studes (14

uRa)

ands)
obarcubecourse e themalod artis pax.m Lo wein 264 500
and Administration  2.4) and CicalStudies (14.2) |

2 DOSAGE AND ADMINISTRATION

2.1 General Dosing Instructions.

and risks.

dosage for ee
Warmings and precautns (5)]

Ater
SUE an indiidualpatients needs.

15mg

et o 75

mik eamenie 150 St b pecte Popaune (3.1 and Cinkat Fafroasaiogy
23]

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

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
oy 1 see Cinkal Pharmacology (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:

+ 15mg: LN yelow. copsie saped.bconve, bkt wih U & L debossed o one
Side and 15 debossed centrall on the ather <4

4 CONTRAINDICATIONS

Meloxicam tabets ae contrandicated i the folowing patints:

. joctc

meixcam
57,591

« History of asthma, urtcara, or other aergictype reactions afer taking aspir or
Giher NSAIDs. Severe,sometimes foa. snepractcreacionsto NSAIDS v been
reported in such patents [ see Warnings and Precautor

< i st of Cotonary arer bypecs gaft (CABG) srger | So¢ Warnins and
precautions (5.1)]

5 WARNINGS AND PRECAUTIONS
5.1 Cardiovascular Thrombotic Events



Cncalrss ofsevra COX.2 skt andnenselcts SADS of up o e yors

(41 and stroke, ased o
Sl o 5 i ht ch T for G rombt st & St 1o 1 NBAIDS
Ne

0
K factors for
CV diease, Howevr, potents Wi known CV dsesse o sk acors i a igher
sbsokte ncn < cue o ther ncressed

K of serous CV.

eatment
Ehrombolic K has been observed most cansistenty at hgher doses.

dverse O patints, use the
remain Such events,
course. prevous CV.
‘and the steps
aspi
rekof serious OV wth NSAID use.

(61 events [ see Warnings and Precautons (5.2) |

Two arge, acox2 pann
the st 10-14 days folowing CABG surgery found an increased ncience of myocardal
caBG [ see

Contrandicatins (4) |
Post patints

patients. reinfarcton,
eatment.In the

Same conort the ncdence of death i the frst year post-Mi was 20 per 100 person

years in NSAID-Ureated patints compared to 12 per 100 person years i non-NSAID.

year post M, the ncreased reatie risk of death in NSAID users perssted over at kast
he next four years of folow-up.

AVOid the use of Meloxicam n patents with a ecent Ml uless the beneff are expected
0 outmeigh the ik of recurrent CV thromboti svents. I Hekxicam & used n patints
with 3 recent MI, monkor patints for igns of carda schema,

5.2 Gastrolntestinal Bleeding, Uiceration, and Perforation

NSAIDS, ncluing meloxicam, can cause serous gastrointestinal (Gl adverse events

nclucing nflammation, bieeding, uceraton. and perforatin of the esophagus, stomach,
smalltestie, o large intestine, which can b fatal These serous adverse events can

herony s symptomatic Upper Gl ers, gr0s Heodng, o perfraton cavsed by
o patir

NSAIDS occurred eated for 3.6 months, and in about
S of petns et o one e Homeve,evenShoreierm NS heropy & nok
Wihout fk

Bk Factors for Gl Beeding. Ukecaton. and perforation

patients

o a geater than 10-fol ncreased risk for developing a Gl beed compared to patens
o nseractors Qner fctrs thot cres th 1k f G bdig anents.
rested wih NSAIDS i
cortiosterois, aspri, antcoaguints, or seieclwesumlw\m reuptake mnbtors
s akcohal,oder age: and

of fata G
Addeionaly, patints disease andior co
Fekfor Gl beedng.

Strategles to Minize the Gl Risks n NSAID-reated pateots:

< Avoid adminstration of mare than one NSAID ot a tme.
: rekuniess

cressed i of bleoding. or such patlents, 5 el those wi oce G beedig.
tnerapies other than NSAIDS.
. lmin "ertfor sgns and symptoms of Gl ukceration and beeding during NSAID.

mpty
and dsconcve Hebrcam s o sdverse v & ot
« nthe set

Tor eudence of Gi ieedng | 7

5.3 Hepatotoxicity

levations of ALT o AST e or more imes the upper k. of rarnl LN hove
o sdaton.

 somaims (2 aves o sevr et iy o iman i
necross, and hepatic fakire have been reported.
Elevatons of ALT or AST (ss than three tmes ULN) may aceur n up to 15% of patients
trested wth NSAIDS nckiding meo

-
hka symmnmsy it o Symw-ﬂms o i o G devaop, o
ophia, rash, elc
Ly e patient

Populations (8.6) and Clvical Pharmacabgy (123) |

5.4 Hypertension
15, incuding Meloxiam, ng of preexistng
Pypertension,einer o which may contrut o th cressed ncdence of OV events.
Patients taking angotensin convertng enzyme (ACE) mhbiors, thzkis duretcs, or
AIDs T see

Drug Interactons (7) |

course of therapy.

5.5 Heart Failure and Edema.

randomized
patents and

and death

NSAIDS. Use of used

o et these- . duretec
blockers [ARBS) | seeDrug Interactons (7) |
use of Meboxiam in uniess the benefs
expected to outweigh the rsk of worsening heart falure. f Meloxicam s used 1 patints
patints for < of

5.6 Renal Toxicity and Hyperkalemia
‘Renal Toxcry

NSAIDs, e i renal paplry
havea
the mantenance of renal per
a0 NSAID prostagirn
. . secondary. i rene oo o,
al

v, Geyaraton pypovals: Pt 4k, yShuncin, tose i
diureics and ACE nnbitors or ARBS, and the edrl. DE continuation of NSAID therapy
S usually folowed by recovery o the pretreatment stat

patients
excreted by. patints for signs
Correctvokme status i dfycrotd o ypolemic ptents prio to g

‘Wi renal or hepot ¢

Tatues denyiratin. o mypovolami B sse of elcam | see b et acions (7)
1

ing the use of
Meloxicam in

ol worseringreoluncton, I eoxcam s used i potnts wih odvances renol
discase, monior patients for signs of worsening rena functon  see Cin
Pharmacobgy (123)].

‘Hyperkclemia
Incresses 1 serum potssm concantraton, ncking hperkoli, hov been
reported wEh use of NSAIDS, even i some patients wihout renal mpairmen. In

hyporeninemic hypoaldosteronism state.
5.7 Anaphylactic Reactions
Meloxicam has been associated wh anaphylactic reactions I patents with and wihout

Contraindcations (4 and Warnings and Precautions ( 5.8) |
Seck emergency help f an anaphylcts reacton occurs.

5.8 Exacerbation of Asthma Related to Aspirin Sensitiity

patients
Include chranic hinosinustis complcated by nasal polyps; severe, potentialy fatal
bronchospasm; andjor intolerance to aspiin and other NSAIDS. Because cross-

patints, Meoxicam & contrandicated n patients with th form of asprn senstity [
Sea Contraindiations (4) . Wien Meloxicam & used n patients wEh preexsting asthma
»

Symptoms of asthma.
5.9 Serious Skin Reactions

NSAIDs, incuing meloxicam, can cause serious skin adverse reactio
exfoltive dermatts, smms|unnsunsmmme(5|s»anmxupnuma:n«rwss
(TN,

o Mo o e st ppesance o s o any i s of
hypersensi n patents n
raactions 1o NSAIDs | ee Contrandéotons (4 |

5.10 Premature Closure of Fetal Ductus Arteriosus

id use of
SR ki elotcarn i peegnars womeh s ot 30 wedks of estoon
e timester)  see Use in Speciic Popubtions (8.1) |

5.1 Hematologic Toxicity

gross
blood o, fuid retentir ita

any signs or . montor
hemagobin or hematocr.
NSADs, nckudng Molxcam may ncrease the sk ofbeedng events. Comorid
condtinssuch s coaquaton derders o concomtan use B wartarin, oier

cosgulnt spei),
Wonior

S
these patents for sians of bleedng [ see Drug Interactons (7)1

5.12 Masking of Inflammation and Fever

The pharmacologialactvty of Meoxicam i reducig nflammation, and possibly fever,
dognoste signs

5.13 Laboratory Monitoring
icty ccur wihout warning

Symptors or signs. ng

cBe 52.53,56)].

6 ADVERSE REACTIONS

Tne folowing adverse reactons are dicussed n greater detal i other sections of the

abeln

« Cardiovascubr Thromboric Events [ e Boxed Warningand Warnings and
precautions (5.1)]

« G Bleeding, Uceraton, and Perforation [ e Boxed Warningand Warnings and
precautions (5.2)]

« Hepatotoxicty [ see Warnings and Precautions (5.3) |
« Hypertension | see Warnings and Precautons ( 5.4)

« Heart Fallre and Edema [ see Warnings and Precautins (5.5

« Renal Toxkhty and Hyperkalema [ see Warnings and Precautions (5.6) |
« Anaphyisctc Reactions [ see s and Pr 1

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

« Hematologi. Toxicty [ see Warnings and Precautons (5.11) |

6.1 Clinical Trials Experience

nthe

cinical s of another drug and may not refict the rates observed n practice.

Adus

Osteoarthrti and Rheumatoid Arthes

e Mekrcom thase 2 cncal vl dataase cludes 10,122 04 paters nd 1012

patints treated with m 7 midey, 3503 OR patersond 1353 R poter

et Meoniam 15 s, WAL o e Go5e s ste ln 551
2 potents for o

$o.500 o hese patntswere st b e pcebo. andior acte controles

i,

Csteou s f e kheeor it compate the ey a7 safcyof
sloceboand i an acte ontol Twe 12 week mticeter,Goubked i, rancormoed

Safry of Meow am W pacebo.

Tabke 2% of
groups n 3 12-weck placebo and actve-controled osteoarthris tril
Table that occurred i =2%

Groups n o 12.week placebo-controled fheumatok arthrts tria.

Table 1a Adverse Events (%) Occurring in 22% of Meloxicam Patiants in  12-Waek Osteoarthis Placebo-
nd Ac Tea

tive-Contralled
N 157 154 156 53
Gastrointestinal 1.2 01 73 201
Aodomina pan Y
hea 38 78 32 92
yspepsia s a5 a5 65
Fatulence as 32 32 39
N 32 35 38 72
B o
Accident housenold 19 as 32 26
25 19 a5 33



Infiuenzarike symptor 51 as 58 26
Contraaniearpherabervoussystem

26 38 20

Hesioche 102 78 83 59
story

P 13 06 32 13

ubbu eprsoryoctsfection 15 32 19 33

ez 25 26 06 20

Table 1b Adverse Events (%) Occurring in =2% of Weloxicam Patients i two 12-Week Rheumatoid
“Arthrits Piacebo- Controlled

PlaceboMeloxicam 7.5 mg daly Meloxicam 15 mg dally
69 481 a77

No. of Patients
estinal Disorders 11 189 18
Aodomina pan NOS 06 29 23
Dyspeptic signs and symptoms 38 58 a0
Nausea* 26 33 38
‘General Disorders and Administration Site Conditions
nfuenzarke fness * 20 23
Infection and
Respratory tract nfectons- 41 70 65
pathogen class unspec
Musculoskeletal and tive Tissue Disorders
Joint rebted signs and symptoms 19 15 23
us System Disor
Headaches. 64 64 55

Skin and Subcutaneous Tissue Disorders

Rash KOS * 17 10
 HecbRa et o nauses, sbdoal s NOS, en e s, hedches 05 3 s 105
i e

@
presented n Tobke 2.

Table 2 Adverse Events (%) Occurring in 22% of Meloxicam Patiants n 4 to 6 Weeks and 6 Month Activ-Controlled Osteoarthrits

4-6 Weeks Controlled Trisis & onth Controld Trias
Meloxicam 7.5 15 mg daily
o ‘8955 256 o5 306
astrointestinal 15 180 266 202
Abdomina pan 27 23 47 25
Consty 33 12 18 26
19 27 59 26
yspes 38 74 89 s
Fatulence 05 04 30 26
usea 24 a7 a7 72
Vomti 06 08 18 26
hole
‘Accident household 00 00 06 29
06 20 24 16
Pain 05 20 36 52
Central and Peripheral Nervous System
Dlzzness. 11 16 24 26
Headacne 24 27 36 26
Homatologic:
Anems 01 00 a1 20
Musculoskeletal
raiga o5 00 53 13
Back pain 05 04 30 07
Psychiatric
Insomnia 04 00 36 16
Respiratory
Coughing 02 08 24 10
Upper respiratory ract fection 02 oo 83 s
E
Pruris 04 12 24 00
Rash 1 03 12 30 13
Mcturtion frequency. 01 04 24 13
urary ract fecton 03 o1 a1 69
T e
Hher doses
serious GI . the daly
exced 15 m.
pedor
ey

Three hundred and eighty-seven patints wih pauciarticuar and poyartuir course JRA
e exposed o Medoicom wih doses rangn fom 0125 100575 kg per oy n

oubebln.
fonewtha
Loyear
fence, akhougn there were diferences i frequency. In paruir, the folowng
os. commen Siverse events, abdominslpan, vomeng g, hesdacne, and

pyrexi, were man  the adut 7o
I Seven (<2%) paini receving Meoxkam. No Unexpecisd adverse vents were

or gender-specfic subgroup efect.

ting in <25 of
Meloxicam i clrica rias involing approxmately 16,200 patiens.

aterg edema fatique,fever, ot fishes, malise syncope, weight decrease, weight ncrease
anona pectos, cordc are, nwmmn‘ ypotension, myocardl nfarcton, vascults

Colts, ary mouth, duodenl uk " e o
arthyihimi, paptaton.tachycardia

penia, purpurs, thrombocytopena
ALT increased, AST ncreased, biubinemia, GGT ncreased, hepatits

o and Natrtional denyar
Psychiatric confusin, d -
Respiratory asthma, bronchospasm, dyspnea
Skin and Appendages o edems, bulous erupts » urticaria
Special Senses abnormal visin, confnctivks, taste perversion, tnius.
Urinary System abuminuria, BUN increased, creathine ncreased, hematura renalfaure

6.2 Post Marketing Experience

oxicom
uncertain size, £ is e N

more of t
folowing factors: (1) seriousness of the event, (2) number of reports, o (3)strength of

experience or
inmood

7 DRUG INTERACTIONS

See Table 3 for cincaly signficant drug nteractons wih meloxicam. See also Warnings
and Precautions (5.2, 5.6, 5.11) and Cincal Pharmacology (12.5)

Drugs that Interfere with Hemostasis

Table 3 Clinically Significant Drug Interactions with Meloxicam

Cinkalimpact:

Interventin:

reased ik of . of efner drug sone.
NS

warfar),

(s5Rs), and o Precautons { 5,11

Cinical mpact: aspirn does
Intervention:

useor and Precautons (5.2)].

and
ACE Inhibitors, Anglotensin Receptor Blockers, or Beta-Blockers

and Precautions (5.11). b o

ool impact €) nhistors, {48, o et bockrs (nckadng rorancl
Cinial MDACE: |1 patents who are ekirly. 4 on NSAID win ACE ihotorsor ARGs renalfunction

Intervention: e b beta-biockers, monkor

Iibtors or ARBS in patients who are ederly, volume-deplate, or have impaired renal functon, monkor for signs of worsening renal function [see Warrings and Precautons (5.6

Diuretic

Cinalimpact: Cicalstudes, as welas post-

Interventin:

Hovever,

oy

560

hium
Ciical mpact: The mean
Intervention:

ior patents for signs
Methotrexate

ncreased 15%, 123

Ciical mpact: and n
[neerventin: patients for

oy
Cincal Impact: nephrotoxicy.
Inten

P ians of
D5 and s

yiates
Clncaimpac: Concomiant useof el cam wih e NSAD o siyites (.3, sl soe) crcasesth sk of G oxicky, Wi e o ncease I ffccy (s Warmings and recutions (521
venton:

The concom#ant use of meloxkam with other NSAIDS or salcyltes & not recommended.
Pemetrexed

Cinical mpact: and pemetrexed .

Hents from 45 to 79 mLmin,

Intervention:

before, the day of,

I patients

8 USE IN SPECIFIC POPULATIONS.
8.1 Pregnancy
Risk Summary.

the ik of premalure closure o the eta ductus arterosus. AvoK use of NSAIDS
g Mebican ' pregan wamen Sytng 3 weeks ofgeston (e
er){ see Warnings and Precautions (5.10) 1

NSAID use n

U popuk diss of e
 background fate f 2-4% for major malformation, and 15-20% for pregnancy bss.
and rabbes

oo
th

npre-
and post. natal reproduction studies, there was an Increased ncdence of dystoci,
“mekxicam.

CrssnaGenes o 1 dose NG 1 26 30d 26-tmes e WAVD s ot
mportant ole n

has meloxicam,

Fesulted n ncreased pre- and post-mplantatan bss.

Labor or Delvery

There are no stuies on the effects of Mekoxcam during sbor or deluery. In animal
studles, NSAIDs, nchiding meoxicam, I prostaglandi synthests, cause deayed
parturton, and crease the incdence of slbeth.

e
AnimatData
Meloxicam was nat teratogenc when administered to pregnant rats during fetal
2610k g HRHD of 15
mgor
6 on BSA

comparison). The no effectkevel was 20 ma/kgiday (26-fod reater than the MRHD.
In'rats and rabot

T X

fhroughout organagensss.

ctaton
cresse ne iencel Gsioce, dbyed prurion an secressed fforg
Suruvalat meloxicam doses of 0,125 mafkgiday or qreater (0.08-tmes MRHD based on
854 comparison).

8.2 Lactation

Risk Summy

. or on mik product ‘heath

benefts.

or from the underlying maternal condton.

Data
Aimat Data

Meloxicam was o
n plasma,

8.3 Females and Males of Reproductive Potential
Intecity.

Femaies

Based on the mechanism of acton, the use of prostaglandin-medated NSAIDs, ncliding
Meloxicam, may delay o prevent rupture of ovarian foices, which has been assockted.

reated with NSAIDS have also shown a reversible delay 1 owaton. Consiler wEhdrowal

J and G toxicty.

meloxicam,



of NsaDs, 3 are
Undergong investgaton of nfertiy.

distric Use.

Tne safety and effectveness of mebxicam i pedatrc JUA patents from 2 to 17 years.
T 3
Adverse Reactions (6.1) and Chvica Stuces (142) |

8.5 Geriatric Use.

Eery
fovascular, gastrontestinal, and ifthe

tart dosing at
e ow and of the dosing fange. and monfor patents for adverse ffecis [ see
Warnings and Precautons (51, 5.2, 5.3, 5.6, 5.13) |
8.6 Hepatic Imparment

impaiment.
Patients Shce

and use

Precautions (5.3)and Cincal Pharmacology (12.5)|

8.7 Renal Impairment

Patients wih severe renal mpaiment have not been studed. The use of Meloxicam in
subcts in

7.5 g per doy. 'sce Dosage
‘and Adminstratin (2.1) and Cical Pharmacology (123) |
10 OvERDOSAGE
a Vomking,
as occurred. 1

ol ae Warnings.
and Precautions (5.1, 5.2. 5.4, 5.6) |

ge p sage.

nsider cmesis andior 100
S Ao 30 5t Ko Dty WS pterts) acr
tonor

EEXSs, hainkaion of v ermoabYSE. o hemoperuSon mes et ot e dus o
igh protein binding.

known to

doses. ot

For aga
800222.1222)
11 DESCRIPTION

Tablets USP are a nonsteraidal ant-flammatory crug (NSAID). Each tabet
contans 7.5 mg or L5 mg meloxicam for oraladmestraton. Melaxicam & chemicaly

esan
carboxamde-1,1-doxide. The moleculr weght s 351.4. s emprica formula s € 144
S3N'30 45 sand it has the folowng structural formula

Meloxicam s paste!yelow sol, practcaly nsoluble n water, with hgher solibity
observed i sirong acids and bases. It s very sightly soluble n methanl, Meloxicam has.
T 4. Weloxam

s Pk valoes of 1.1 and 4.2

15 mg meloxicam,

povkione and sodium cirate dnydrate

12 CLINICAL PHARMACOLOGY

12.1 Mechanism of Action

The mechansm of acton of Mekoxcam, ke that of other NSAIDS, s not compltely
understood but involves niblton of ¢yclooxygenase (COX.1 and COX.2).

om s a pent aior o rostagndin sy r, s
concentrations
senseaffrentreves and Soteniae tne ctionaf bradykein n nduchgpan 3
anemal m
nibtor £ o o o
prostagindns  perheral e

12.3 Pharmacokinetics

of 50 mg IV bolus mecton )
dose-proportonal pharmacokinetics were Shown i the range of 5 mg t 60 mg. Ater

over the range of 7.5 g t0 15 m. Mean Cmax was achieved wihin four o fve hours.
aftera Under i

s by Day 5. A Second meloxicam concentration peak accurs around 12 16 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) °.

single Dose

Steady Stat
Pharmacokinetic Parameters (%CV) Healthy male aduts (Fed)

735 mg tablets 15 mg capsules.
N 5
e Gugimtl 10501 23(59)
Emax ) 498) 502)
tin ] 20109 21(34)
cur [mbimin) 5509 9906
v w0 147(2) 1502

i

Food and Antacid Effects
fot) resured

inchanged. The time to
Was achieved between 5 and § ours. No pharmacokinetc nteraction was detected wn
Cancombant adminstration of antacids. Based on these resuls, Heloxicam can be
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13 NONCLINICAL TOXICOLOGY

13.1 Carcinogenesis, Mutagenesis, Impairment of Fertilty
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14 CLINICAL STUDIES
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16 HOW SUPPLIED/STORAGE AND HANDLING
e ol US? are bl s ot ylow oo, o ncote bt
Contaning meloxicam 15 mo. Th ssect wieh eter U ar
o e ode 13 on e otes e

Meloxicam Tablets USP 15 g are avaiabl as folows:

NDC 76420-039-07; Bottes of 7 (repackaged from NDC 29300-125-XX)

NDC 76420.035-10; Bottes of 10 (repackaged from NOC 29300-125-XX)

NDC 76420-039-14; Botte of 14 (repackaged from NDC 29300-125-XX)

NDC 76420.038-20; Botte of 20 (repackaged from NOC 29300-125-XK)

NDC 76420.035-30; Bottes o 30 (repackaged from NDC 29300-125-X(rebbeled
from NDC 26300-125-13)

NOC 76420.038-60; Botte of 60 (repackaged from NOC 29300-125-XK)

NDC 76420.039.90; Botte of 90 (repackaged from NOC 29300-125 X(relabeled from
NOC 20300.125.19)

NDC 76420-039-01; Bottes of 100 (relabekd from NOC 26300-125-01)
NOC 76420.038.05; Bottes of 500 (relabekd from NOC 29300-125.05)

NDC 76420.039.00; Botte of 1,000 (relabele from NDC 26300-125-10)
NDC 76420.035-55; Bottes of 5,000 (relabele from NDC 20300-125-50)

Store at 20 0to 25 9C (68 9o 77 OF) [see USP Controlled Room
Tomperature]. Keep Veloxicom Tablets USP i a ory pace.

Dispense tablets n  tight contaner.

Keep this and allmedicatons out of the reach of chidren.

17 PATIENT COUNSELING INFORMATION
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Medication Guide for Nonsterokdal Anti-inflammatory Drugs (NSAIDS)
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Do not take NSAIDs:
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