ISN'T ALWAYS
“NORMAL.

Your dog may be trying
to tell you something.
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As your dog ages, you may notice
small changes in activity levels.

Things like

It's easy to misinterpret these as signs of
 of osteoarthritis (OA) —a condition that




CANINE OA?

* It's a painful disease that causes inflammation
and swelling in a dog's joints.

*  The early symptoms of canine OA include
occasional difficulty with activities that used to be
easy, such as jumping into the car.

*  It's the most common cause of chronic pain in dogs.
* It can occurin dogs of all ages — not just in old dogs.

There's no cure for OA, but it is easily treatable.

DOG BE IN PAIN?

No one knows your dog better than you do. That
means it's important to recognize the warning signs
of pain and silent suffering.

FOLLOWING QUESTIONS:

1. Does your dog hesitate
before jumping onto the bed
or couch, or into the car? _YES __NO

2. Does your dog seem to
lag behind during walks? — YES _NO

3. Doesyourdog seem
stiff or shaky when rising
or walking? __YES __NO

4, Does your dog limp after
strenuous play or exercise? _YES __NO

5. Does your dog have difficulty
squatting to eliminate? __YES __NO

6. Does your dog show signs
of discomfort, such as
whimpering or restlessness?  YES  NO

If you answered “yes"” to ANY of these questions, your
dog may be suffering from OA. But you can help. Talk
with your veterinarian today about your options.

UNLEASH
PAIN RELIEF.

DERAMAXX can help control the pain and
inflammation associated with OA so your dog
can enjoy playing again.

DERAMAXX
OA SOLUTION

*  Provides 24-hour control of your
dog’s pain and inflammation due to
canine OA.

* |s a great value, making daily pain
management affordable.

+ |stasty — dogs love the beefy-flavored,
chewable tablets.

As with all drugs in this class, side effects involving the
digestive system, kidneys or liver may occur. These are
normally mild, but may be serious. Pet owners should
discontinue therapy and contact their veterinarian
immediately if side effects occur. Evaluation for
pre-existing conditions and regular monitoring are
recommended for pets on any medication, including
DERAMAXX. Use with other NSAIDS or corticosteroids
should be avoided.



OA SYMPTOMS.
But if your dog has OA, activity can be difficult.

DERAMAXX, the foundation of a comprehensive
treatment plan, relieves the pain associated with OA,
making it possible to stay active.

Your veterinarian may suggest other things to help
your dog manage OA, including:

Injectable chondroprotectant medication:
Helps lubricate joints, protect cartilage
and repair damaged tissue.

Exercise: Keeps your dog's joints limber
and muscles strong, and is critical for
successful weight control.

Weight control: Helps your dog avoid
excessive stress on joints.
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Physical rehabilitation: Relieves pain; helps
joint mobility and muscle strength; and
promotes cartilage, tendon and ligament health,
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Talk with your veterinarian to determine the best overall
plan to help your dog feel better and play more.




Ghewabile Tablets

Der a@ For Oral Use in Dogs Only
(i deracox.fb) ‘Da Hot'Use in Gats
Caution:

Federal Law (L.5.) restricts Lhis drig to use by or on the order al g licgnsed veterinarian.

Description:

DERAMA XX {deracoxit) is a non-narcotic; non-stercidat anti- mfiammatc:n.I drug (MBAID) of the coxib
class. DERAMAXX tablels are roumd, bledrivex, chgsivable tablets that contain dergcaib formulated
with besafy. flavoring. The molecular weight of déracoxib i3 397.38. The empiricat formola’is G17-H14-
F3-N3-03-5, Deractxib. is . 4-[3-{Nooramethyl}:5-[3-fluorg-4 -methokyphenyi-1H-pyrazoto-1-yl)
benzenesulfonamlde, and tan be termed a diaryl substitulad pyrazele: The structural lormula sl
Clinical Pharmacology

Mode of Action:

DERAMAXX tablels are a member- of the coxib class of non-narcolle,
meri-steradal, eyclooxygenase-inhibilting anti-inflammatory drugs for ttig
control'f postopefative pain and inflammation associated with orlhopedic
and dental surgery and for the cantrd] of pain and inflammation associated
with osteoarliritisin dogs.

Data indicate ihat deracoxib inhibits ihé produetion of PGE? ahd 6-kelo

PGF1 by its inhibitary effects on prostaglandin biosynthesis? Deracoxib

|nh|t?|fen? COX-E mediated PGEZ' production i LPS-stimulated human
= whalé blood.?

-Gyclooxygenase-1 {GOX-T) is the enzyme responsible. for {aciitating
canstitistive physiological processes (.9, platelst-agoragation, gasiric
mugosal protaction, renal parfusion).! Cyclooxygenase-Z {COX-2) is. responsnble for the.synthesis of
Inflammatory mediators,? Both COX isofarms are constitutively. expressed in the canina kigney.k At
doges of 2-4 mofkofday, DERAMAXX 1ablets do not'inhibit COX-1 based on in vire sludles osing
cloped canine eyclooxygeriase. The clinical relevante.of this fn.vifro ddta has Aot been show..

A!though th p\‘asma:termmar elimination half-life for DERAMAKX tablets is approx Iy 3-hours,
a lanper duration. of cai. eﬂemweness is obséryed.
SLl_mm_ary.ph_annaca_k_mahcs.of-DEFl.{\MAXX tablets drefisted in Table 1.,
Table 1: Pharmacokinstics of Deracoxib
Parameater - Value
max® 2 hours
~Oral Bigavailability (F)* = 20% at 2 mg/kg
Terminal eliminalion hall-Iig° 3 hours at 2-3 mgikg
C ‘ 19 hours 'al 20 mg/kg
~ 5 mlfkg/min al 2 mg/kg.
. . =1.7 mifkg/min at 20 mg/ig
Volume of Diztribution® - ~ 15 LAkg
Frotein bindng® = 90%
*Values obidined following 4 sindle2.35 mo/kg dose
r.Estimales foilowing IV adminlsiration of deracoxib asan: AQUEOUS; salution

= Based Upon a.dose of 2 mg/kg of daracpkib
4 Bass_zd_ upon in vitro plasma-concentrations! of 0.1, 0.3, 1.0,3.0, 10.0-tg/mi

Noi-lineaf minalion kinatics are-exhibited at doses, above 8 mgskgsday, at which competilive
inhiblilon of consllivtive COX-1 may aceur,

Deracomb is not ekoreted a5 parent drug in-the urlnf}r The mejor raite.of eilminatlon ol deracoxiby
is by ‘Hepatic biokansformation producing four-major metabalites, two of which.aré characterized
as products of oxidallon and o-demethylation. The majority of deracoxib is éxtreted in feces as
parent drug or metaholite,

Large . 1ntersubject varrabmty was observed In drug metabdlite -profiles of uring and fecés, No
stafistically'signifl cant differancés between genders were abserved.

tndications and. Usage:

Always provide “Infermation for Deg. Cwners” Sheot with prescription, Garefully consider
the puterltlal besefits:and risk.of DERAMAXX and other treatiment optiens before declding
to'use DERAMAXX, Use the lowest e{fev:tlve dose far the shurtest diration consistent with
individusl respense..

Systemic Clearance”

“Ostegarthritis Pain:and Infamnmalion:
DERAMAXX Chewablz Tablets.are indicated for {he controt of pain andinflammation assdciated
with.ostecarthritis in dogs.

Doesage and Administrations
Ostecarthritis Pain and Inflammatmn -0.45 - 0.91 myfibiday {1 ta 2 my/kg/day) as a single
daily dosa, as noeded,

Dags needing.a dase of less, than 125 my.cén drily Bé accurately dosed through use of the 12'mg
tablet, whith'can ba'broken in half to provide 6 mg. Lo not attermpt 0 actu rately dosa.smallerdogs
through ke use of braaking. largar fablets, Inaceurate dosing may resultin adverse drug events
(zee Adverse Reacilons, Animal Safety, and Post-ApprovaI Experlence}

‘Eostoparativ 2 Orhopedic. Baincand Inflammation;
DERAMA}(X Chewable Tablets are indicated for the conirol of posloperative pain and mflammahcn
dgsaeiated wilh drlhopedic surgery: it dogs.

Dasdage and Administration;
Pastoperative Crthopedic Pain and Inflammation: 1,4 - 1.8 mg/lbiday (3 to 4 mg.-*kgfday] as
a single, dally dose; as nooded, nnt to'exceed 7 days of admanlstratlon

Days needing & dose &f lass: than 12.5 mg.can only be accuratety dused tirough use of the 12.mg
tabipt, which'can be'brokervir half o provids 6 mg, Do not afitempt 1o accurately. dose smaller dégs
through the use of breek:ng Iarger tablets. Inaccurate dosing may resultin adverse: druy sverits
(see Adverse Reactions, Animal Safety-and Past-Approval Experisncel.

Pastaperative Dental Pain and Inflammaiion:

DERAMAKX Chewable Tabiets are.Indlcated for the control of postoperativa pair-and inflammation
assoGiated with dontal surgery.in dogs.

Dosage and Administration:
Pastoperative Dental Pain and Inflammaation: 0.45 - 0.91 ma/lb/day {1 +5 2 ma/kg/day) asa
single . daily dose, for 3 days. Thie first-dose should be given approximatély 1 hour prior to deéital

‘surgery and subsequent doses shotld be given daily for up 1o two additlonal treatments.
Dogs’ need:ng & disse of fess than 1257 'mg.€an orly be sccurately dosed through use afthe12. mg

tablet, which can be broken in half to provide 6 mg. Do not attemp! to accurately dose smalier dogs’
throiugh the use of breaking larger tablets; naccurate dosing may result in adverséa druy events
(sée Adverse:Reactions, Animal. Safety, and Post-ApprovaI Experience).

Since DERAMAXX tablat bloavanlabﬂlty s graatest when taken vith fodd, postprandlal administration.

is preferable, However, DERAMAXX tablets have been shown to be effective urider both fed
and fasted.conditions; therefore, they may bes administerad in the fastad state it necessary, For
postoperaiive orthopedic and dental palni, adminlster DERAMAXX tabléts prior to ihe pracédure,

“Tableéts are $corad and dosage should bé calculated i halktabletindrements: In clinical practice it:

Iarecommended Ly ad|ust the. individural patient dose while conlmumg 1o manltér the dog’s status.
until & minimum effective dose has been‘reached.

Contramdmatmns-
Diags with known hyparsensitivity ko deracoxm should not Teceive DERAMAXX

Warnings:

Not for uselihumans. Keép this.and aft inedications out of reach of chifdrer. Gonstll a physician
in caseo of accidental ingastion by humans, For usé in dogs only, Do not use in cats;

Deigs needing a dose ofless 1han12; 5 mg.can enly be agcuralsly dosed throbgh useé of the 12 mg
tablet, which can be braken in'half to providé B mg. Do ndl altempt to accurate&/ dose smaller dogs-
through the Usg of breaking targer tablsts:Inaccurate dosing may resuitin-adverse, drug evants

‘(sea Adverse Aeactions, Animal Safety, and Post-Approval Experience)..

All dogsshauld underge a thorough History and physital examinaticn before the initiation of NSAID
therapy. Appropriate |aboratory 1ests 1o establish hematologwal and serum biochemical baseline:
dater prior ta, and periddically during, administration of any NSAIESs recommendad. Qwners should
e advised to obseérve for signs of potential drug toxicity [see Adverse. Heactlons, Animat

‘Satety. and Pust-Approva! Expariencé) and be given an“Information for Bog Owners” Sheet.

'Precautions-

& needing d.dose.of less. than 12.5° mg can only be accurately dosed through use of the 12 mg
tab at, which can b broken in half to provide 6 ma, Do not attempi ta accurately dose smaller dogs |
through the tise of breaklng fargertablels, Inaccuraté: dosing may resuitin adverse drug evenis
(sea Advarse A ions, Animal Sofety, and Post-Approval Experlence}

Sint'e NSAIDs passess the potential tn produce gastrolnestinal ulceration ancior perforation,

congamitant use of DERAMAXX tablets with olher anti-inflammatary drugs, such as NSAIDs ar

corficosiergids, should be avoided. As a ciass, MSAIDs may be asscciated with gasiraintestinat, renal

-and hepalic toxiclty. The following collective group of cimical signs hag been gported with soms.

serious gastrointestinal avents, in decreasing order of reparted fréquency: anorexia, tachycardia,
tachypnea; pyréxls, ascités, pale mucous membranes, dyspnea, |n some cases, circulatory shock,
collapsé and cardiac arrest. have also Been reported. Sensitivity to-drug- “assceiated advarse events
varias with the individual patient. Dogs that have exparience adverss reactiops from aris:NSAID
may experience: adverse reactions from another NSAID. Patlents:at greatést risk for: adversa
evenls are those that are dehydrated, on concamltant dioretic therapy, orthose with éxisting renal,
cardiovascular, and/ar hopatic dysfuncnon Plasma igvels of deracoxib may Increase In a greator than
dose-proportianal-fashion above 8 mg/Ky/ddy. DERAMAXX tablets have been safely used during
fisld studies jn ¢onjunction Wwith other common medications. including haartworm preventatives,
amhelm:nllcs -arnesthetics, pre- -anesthetic medications, and antibictics. If additicnal pain medication
is nocdod after a- daily ‘dose of DEHAMAYX tablets, 2 non-NSAID/non-corticesteraid class of

‘analgesle ray be necessary. It is not kaown whether dods wilh 2 h|slr3r;.r of hypersensitivity 16

sulfanamids drugs will axhibit hypersensifivity to DERAMAXX tablets. The safe useof DERAMAXX
tablets'in dogs younger than .4 monihs of age, dogs Used for breeding, orin pregnant or facfating
digs has not besn evaluated.

NSAIDs may inhibit the prDstaglandlns which maintain normal humeostahc funclion. Such anti-
prostagtandin effects may resalt in clinically significant disease in patients. with underlying or pra-
axisting disease that Ras ot been previously diagnosed. Appropriate monitoring proceduies should
be ampioyed during alt surgical progisdures, The.use of. parantaral fluids durirg surgry shiuld bir
considered lo decreaze potential fenal complicalions when using NSAIDS perioperatively. Confcutrent
administratidn of potentially nephrotoxic diugs should be carefully approached.

Thiz use ol concomitantiy protein-holid drugs with DEFIAMAXX tablets has not been studied in'dogs.
Commonly used proteln-bound drugs includé cardiac, anticonvulsant and béhaviaral redicatians,
The |Mluence. of concomilant -drugs ' Lhat ray inhibit melabolism of DEFIAMAXX tablets has not
heen evaluatad, Drug compatibility:should be monitored-in patiénts requiring-adjunctive therapy,
Consider appropriate waghout times wher switching from one NSAID to another ar wher swltching
trom coricosterold use to NSAID ysa.

Animal Safety;

In a B-month study; dogs werd dosed with DERAMAX K at 0, 2,.4, 6, 8.and 1Q mgfkg iwith food.ancoe

daily for & tonsecithve manihe, Tharewers no aboormal feces, -and no atnormal find|ngs onclinical

‘observations, food and water consomption, body wetghts, physical examinations, Dphlhalmos:;oplc

evaluallons, macrascopic pathological examinations, hematology; ar Buccal bleedlng time, Utinalysis
fasults showod hyposthenuria {specific gravity <1.005) and pdlyuria in oie male-and.one female'in
the 6 mg/kg groun after & months of treatment | Afler 6 monthia of reatment, the mean BUN valiies
for dogs treated with 5,8, of 10 mg/ko/day were $0.0,.35.3, and 48.2 mo/dl. respectively. Na effects
werta seen’on any ather efinlcal chemislry paramélers; lncludmg other variables associated wilhrenal
phisiclogy fserum creatining; serum eleclrolytes, and uring sediment évaluation): Dose deparjdent.
tocal vénal tubular degenerailnnfregeneratncn waz'seen-in some dogs freated at 6, 8, and 10 g/
¥g/day: Fogal renal papillary necrosis was seen.in 3 dogs dosed at 0 mg/kg/day.and in one dog
dosed at A rigfiofday. Mo renal lesiong were seeri-at thie label doses of Z and 4 mo/kg/day. There
was no evidence of gastrointestinal, hepatic; br hematapoletic pathology at any of the doses tested.

In a labaratory study, healthy young dogs Were dosed with deracoxib tablets once daily, within 30
minutés of feeding, al dades of . % “and 10.mg/ky body welght for 21 conséculive days. No
adversedrug everts were reported. There were nio abrormal findings Teported for clinical obsiervations,

fand and water consumption, body. walghts, physical examinations, nphthelmic evalualions, organ
weights, macroscople paiholagic evaluation, hematology, ufinalyses; o buccal mucasal bleedlng
tirfe. in the clinical chemistry results there was a statistically signific ant I13-0.0608) doge-dependent
trend toward:increased levels of biood drea nitrogen (BUN). Maan BUN values remaited within
historical narmal limits at the labet dase. No ffscts on other glinical chemistry values associated
with mnai finition wera reported. There was. no evidencs of raial, gastrolntestmal hepatic or
biliary lesions noted dunng gross necripsy. Renai histopathology. revealed trace amounts of tubular
degeéneration/regeneration in all dose groups. including placebe; but o clear doze retatlonship could
be determined. There' was no h|siopamo]oglc evidence of gastrointestinal, hepatic or bifiary’ lesinrs,

4] another study, micronized deracoxit in geratln capsules was admiristared once ity fo health-_.r
young dogs at doses of 10, 25, 60, and 180 mgrkg body weight for periods:Up to 14-consecutive
days. Food was withhela prier o dostng Nan-lnear dlimination Kinetics. eccurred at.all doses. At




t 25, 50, and 100 ma/ka, feduced body. weight, vomiting; ang malena-oceurred. Necropsy
‘grosé gastrointestinal lesions in dogs from all dose groups. The fraquenicy and- severity
sions increased with escalating doses. At 10 mg!k%. modersia diffuse congestion of yul
cjated lymphoid tissues (GALT) aid-erosions/ulcers in the jelunum gocurred. At 100_';&1%;'kg;all
< aihibited gastric ulcers.and erosioris/ulcéralions of the smal intestines. Therk were no hepatic
Al lesions reperted al any dose in this study, ’ ’
aweek study, deracoxit in gelatin capsules was atdministeréd td healthy dogs ai doses of @, 2,
mgfkg/ddy, Mo test-article felated chianges were-identified in clinical abservations, physical
s, -or any of the other parameters measured. One-dog.in lhe 8 mo/ky dosd greup:die - from
actarial septicem|a sacondary to arenal absoess, The relationship betwesn deracoxib administration

fid the ranal abscess is not clear.

ability: .
ERAMaxii-tablet_s._were'._e_\rei_luatéd.for:palatabillly in 00 client-gwned dogs of a variety. of breeds
i sizes. Dogs recelved twa dososof DERAMAX X tablats, one on edch ol hwi ‘cansecutive days,
ERAMAXX tablétswera.accepted ky 9436 of dogs on the first day of dasing and by 92%-af dogs
iihg second day of.dosing. . ’ : : ’

flectivenass: . o o ; )
JSERASAXX tablats were evaluated in masked, placebo-tontralled multi-site-field sludies involwing
?1 owned animals.te.dotermihe efiaciiveness.

ocrtaritis Pain and Inflammation Eiald Study: _ L _

fivg huridred and nine (209} ciient-owned dogs with elnical and radicgraphic s/gns of ostesarthritis”
54 41 fgast one appendicular joint wers enrafled in this study. A total of 184 dogs wére included In the.
jafaty evaluation and alotal of 181 dags were included in the effecliveness evalugtion. The elfectivenass
5 DERAMAXX tablets (n the.control of pain and inflammation assbciated wilh dstecarthritis was’
Jemonstrated in a placebie-cantrofled, masked study evaluating the anti-inflammatery and andigesic
gf stg ot DERAMAXX (ablats. Tablels were administerad by the owner at approximately 1-2 rng/kg/
5F farty-three (43).consecuiive days. ) : -
feneral, statistically significant (p<-0.05) differences in favor of DEBAMAKX were seen for force
ta paramelars (vertical Impulse arga, peak-vertical force) and owner evaluations [goality of lite,
s5-ard averall.level of detivity). A

senlts of this field study demionstrata thal DERAMAXX tablats, when administered ai 1-2 mg/kg/
43 days, are etfuctive for tha control of paln and-inflammalion assoclated with osleoarthnitis,
poverse Reactlons: L . . )

DERAMAXX (deragoxib} was. ‘well tolerated and  the incidefce wof ¢&linigal
cdverée reactions was comparabie in  DERAMAXX and placeba-treated
Bnlrials. A tolal of 209 dogs-of 41 breeds, 1-14 years old, weighing 17-177 bs were Included 1n the

n
Bl

field 5 1oty analysls. The following tabfs shows the number of dogs displayitig edch adverse reaction.
Fiodings i The Oslecarthrtis Flald Study”
DERAMAXX Placeho
{deracoxib) taklets H=104
N=10§"

3 4
iarhealsoft-siog]. 3 2
Yerght loss 1 0.
Gdominal paln (splinting) 0 il
eizure i [}
Lathargy . [ ¥
Sderma/grmatits 2 U
llateral conjunctivitis A [1]
" Seleral infection [1] T
L] T ¢
“Eplenomegaly” 1 "]
~{Sragls || mOFmGT systaic i 0

Dogs may have experiariced mare than one advarse reacticn durind e study.

“This dog was less active and eating less on enrcllment, with slevaled WBC; amylase, and AST and
jed 1 month after exiting the study. The dog was withdrawn from the study on Dag 17 with angrexia,

Sthargy-and a suspicion of diarrhaa. Follow-Up. laboratory analyses revagled ypoalbuminemia,

erphosphatermia, elevated AST -and deécreased BUN, Fallow-up treatimenl included . other

ntt-inftlammatories and antibioties. C ) :

plate blood count, seruri chemistry, and buccal bleeding timy analysis wers conducted at1he

“aid
e bugcal blseding time between DERAMAXX and. placebo-treated do%s' efore or after the:
y, and all resuits remained within normial limits-{less than § minutes).. The

dy demionsirate that DERAMAXX is. safe and effactive for the carrol-of pain and inflammation
ociated with-asteoarthritis in dogs- : :

ifing thils trial, dogs wete safely traated with a variety of commonfy used medications, including
tibiotis, ami-parasiticides, topical flea adulticides arid thyroid stipplements.

& resulls of this field study i ]
‘at =2 mg kosday for up 18 43 days far the conirol of painand inflammation assoclated with ostecarthritis.

toperative Orthopedic Pain and inffarmation Figld Study:-

his study, 207 dogs admitted 1o velerinary hospitals far. repair of a-cranial ‘rudiate-injury were'
randomly administered DERAMAXA tablets of a placébo. Drug administration started the avehing
efora surgery and continued ance daily. for & days ‘pestoperatively. Elfectiveness was evaludted
“119 dogs and sdfety was, evatuated in 207 dogs. Statistically -significant differeices in-favor of

DFRAMAXX fablets were found for lameness at walk and trot, ard pain‘on palpation values at all

post-surgical time points. The reshits-of this fidld study demonstrate that DEARAMAXY jablets, when

administered daily for 7 dayg dre efféctive. far- the control of postopérative’ pain.and inflammation
associated with orthapedic surgery, e

Adyerse Reactions: . i, . ) o ) )
A iotal-of 207 dogs of forty-three {43} dilferent breeds; 1-15 years -bld, weighing 7-141.1bs were

includad In the flald safety-analysls, The following table shows the number.of dags displaying each
ddversg resction. ’

— Abnormal Health Findings.in
The Postopdrativa Orthopedic Pain Field Study’

[ "Clinical Gbservation DERAMAXX Placeho
(deracoxib) N=102
‘tablets
N =105
Vomiling I H B
Diarrhes ] 7
Hematochezia % 0
elgha i] 1
Anorenia [3] 4

Incision site [esion
{Hraingiga. cozing)
Nan-Incision skin lesions
{maist darmatitis, pyodenmal
Ofitis gxigma
-Positive Jolnt culture
Phiebitis
Hemaiuria
Conjunciivitis

plenoniegaly-
I Hepatomegahy
Deaih 1

y
-
=]

ala| e o o] of of o

S| | A 2 | = ] roEra

Col ak SIS W .
‘heginning and end of the trial. Mean values of-all-CBG and chemisiry resulls for bty ERAMAXK
id placebo-treated dogswere within rrarmal Brmits: Thera was no statistically sl%n_ificant differerice -

regults of this field .

demonstrate that DERAMAXX tablets arewell thlerated when administered-

TRogs may have experienced mare than ohe-adverse reaction _c_lt;rlr_mg_-lha study.
This table does not Include one’ dog that was- dosed at 16.82 mg/kg day for the shudy duration.

‘ Beginning-on 1he last.day of treatment, this deg-experienced vamiting, diarhea, increased water-

intake and decreased appetite. Hematolegy and diinical chemistry valtios. were unremarkable, The
dog racovered uneventfully withiri 3 days of cessation of dosing,
Incisional dralnage was most prevalent in dogs enrolled ‘al a single study site. There wero na
statistlcally signilicant changes in the mean values for-hepatic or Tensl clinical pathology indices
betwean DERAMAN X tablet- and placébo-treated dags. Four DEBAMAXX Iablet-trested dogs and
two. placebo-treatad dogs-exhibited elevated bilirubin during the dosing phase, One DERAMANY
tablet-treated dog exhibited algvated ALT, BUN and tetal billrubin and 2 $ingle vamiting evant, None
ofthe changes In-clinical pathalogy vakies were consideréd clinically significant.
The Tesuits ol this-linical study derionstrata that DERAMAXX tablets, when administergd daily
for 7 days to control postdperative arthopedic pait and inllammation in dogs, are wéll iolerated.
Hostoperative Dental Pain-_and_lnflamma_tlbn Finid Study: L
in Hiis study, 62 dogs admitted to veterinary haspitals tar dexital guirantions were randamily adminlstered
DERAMAKY tablels or a placebo, Drygadministeation atarted approximately $ hour before surgery
and continued orice daily for 2 days pasloperativaty. Effectivenass was evaiuated in 57 dfogs and
safety was ovaluated in 82 dogs. There was a stalistically significant reduction Ip=0.0338):n the
proportion of-dogs that requited rescue therapy io tontrol post-surgical pain in the DERAMAXX
treated group comparéd'te the placebo control group, Pain assessors used a madification of the
Giasgow Gomposite Pain Scale (mGCPS) 1o assess pain.” A dog was rescued if it scored > 4 on tha
combined MECPS variables of Posture/Adtivity, Demeanor, Response fo Touch, and Vocalization,
or if the investigator determined at-any time that paln intarvention was.needad. The results of this
field study demonsirate that DERAMAYX, when adriinistered onca daily for 3 days, |s effective.for
the.control of postoparalive pain and iiflammation associated with dental surgery. ’ ’
Adverse Reacticns: . . B .
Atotal of 62 male and female dogs of various breeds, 1.5-16 yeais oid, were Included in-the field
‘safety andlysis. The following tabie-shows the number of dogs displaying each advgrse reaction.
[rigiestive fract disorders (diarthed and vomiling) and systermic disoiders fzhnormial climical shémistry
resitsh were the most frequently reported findings. “Thefe were na distinct breéd. age, or seox.
predilections for advorse reactions. that-were reported. No dogs were-withdrawn from the study
dueto the ceewrrence af an adverse teaction.

Abnormal Heaith Findings in tha Dental Pain Field Study”

Clinical DERAMAXY "Placebo

Dhservation n=a1 n=3
Vomiting,
Diarriea/zatt stoot
Regurgitation”
Incréased ASTY
Increased AT
Hematuria
Laukogylosis
Neutrophilia
Lamenass
Facial swalling
Fachycardia
rags ray have experlenced more than ané adverse reaction duiing the study
2lneluded animals with resuits over 2x the high normal. :
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Post-Approval Experience {Rav. 2010%: . .

The following adverse svents are based on post-appraval adverse drug experience reporting. Not.alt
adverse reactions dra reported to FDATVM, IFis not always possibleio rellably estimate the adverse
event fraquincy or establish a causal relalionship to product exposure usng this data. The following
adverse .events are grdupsad by body system and are presented.in decfeasing arder of reparting
frequenccy. ’ :

Grsfraintestinal: vormiting; diarrhea, hypoalbuminemia,. melena, hematochezia, elévated. amylases/
fipase, hematernesis, abdominal pain, petita fitis; decreased of Increased tofdl protein and globuolin,
gastrointestinal perforalion, gastraintestinal utceration, hypersaliation: ’

General: anorexta, _dgpresslonflethargy, weight [oss, weakness, fever, dehydration




Hepatic: elevated liver enzymes, hypﬁrb'ilifuljinemia,-iclerus. ascites, decraazed SUN
Herrlatniogl‘c -anemiz, leukpciytosis, lsukoeytopenia; thrombucyto'penia

Naurulogm\ selzums ataxia, recumbancy, tfembllng, confusgion, collapse, ‘hind limb pare5|s,.

nystagrnus.\ proprloceptwe dlsorder, vestibular s1gns
Beha\noral niervousness, hyperactivity, aggress[on apprehenston

Urologic: elevated BUN/creatinine,: polydlpsla poiyurla, hyper-phosphaternta, hematuria, fow urine
speciic gravity, Utinary incortinence, renal failure, urlrtary tract infection

Dermatologic: proritus, erythema, uriicada, moist ‘dermatitis, facial/mizzle edema. dermal
uleerationimecrisls

Respiratory: panting. dyspnea, epistaxis, coughing

‘Cardlovascutar; fachycafdla;'l_léart murmer, bradysardis, arest

‘Sensary: Vestibular signs, glazed eyes, uveltis,

Ophihalmic:. tiindnéss,: mydnasls, con]unchwils keralocon]uncllwns sloea, Oveitis

In some cases, dealk has been: reported a% an putcdime bf the adverse events listed above.

Te report suspected advarse drig events, contact -Movartis-Animal Health at 1-800-637-0281
or the FDA at 1-888-FDAVETS or http:/www.fda.govfAnimalVeterinary/SafetyHealth/
ReportaProblem/ucmB55305.htm

For 2 complete lating of adverse reactions fér darasoxib. reporied.to the, CM saa: hitp:/fwww,
Ida gnvfnnimal\.'elermarwSa{etyHea[lhfProduct Safetylnformatmn!ucmussagd hitm

For: technical assistance, call: Novartis Animal Heallh at 1-800-837-0281.

‘Chowable Tablats.

Information for Dog Dwners:

DERAMAXX, like other drugs of fis class, is not:free irom agverse reactions. Owniars should be
advised of the potemtial for advérse reaclions and be informed of the alinfcif signs associaled’ wnh
drug intolerance. Adverse reactions may :nclude wormiting, d|arrhea -decreased appells, dark af
‘tarry stools; increased water consurnption; increased urination, anemia, yellowing of gums, skin or.
‘white of. the' eye due to jaundice, [ethargy, incoordinalion, ssizure; or. beha\noral changes. Sarious
-adverse redctions associated with 1hls drilg class ¢an oceur without warning and in-some
cases result in death [see Warnings, Post-Approval Experience and Adverse React?uns)

Dwners shiuld be advised to discontinug DERAMAXX therapy and contact their vete rinarjan
immediately if signs of intolerarce are cbserved. Tie vast majority of patients with drug relaled
‘advarse reactions have recovered wihen the signs are recognized, ihe drug. is withdrawn, and
vetérinary care, if appiropriate; is inftiated. Qwners should be- adviged of the importance of periodic
{ollovs up:-for all dogs dunng administration of any. NSAID,

Starage Conditions:.
‘DERAMAXX tablata should be stared. st room tempsrature between 50° and:85°F (15- SU“C}

Koep this and all medications out of reach ef-children..

How Supplied:
BERAMAXX tablets are a\.rallable as 12 mg, 25 mg, 50 mg, 75 mg and 100 mg round, bmwnlsh,
hali-scored tablets in 7, 30 and 90 count botlles.

Manufactured for:-Novarils Animal Haatth_US, Ine.
Gréensboro, NC.27408 LISA
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