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GENERAL INFORMATION:
A.

B.

K. Route(s) of Administration:

L.

File Number:

Sponsor:

Proprietary Name(s):

Established Name(s):

Pharmacological Category:

Dosage Form(s):

Amount of Active
Ingredient(s):

How Supplied:

How Dispensed:

Dosage(s):

Species/Class(es):

M. Indication(s):

NADA 141-203

Novartis Animal Health US, Inc.
3200 Northline Ave.

suite 300
Greensboro, NC 27408

Drug Labeler Code: 058198

DERAMAXX Tablets
deracoxib
Non-steroidal anti-inflammatory

Tablet

Tablets are scored and available in 3 strengths:
25 mg, 75 mg, and 100 mg

Round, brownish, half-scored tablets in 7, 30,
and 90 count bottles

Rx

The daily dose of DERAMAXX tablets for the
control of pain and inflammation associated with
osteoarthritis in dogs is 0.45-0.91 mg/lb/day (1-2
mg/kg/day) as a single daily dose, as needed.
The dose for postoperative orthopedic pain is
1.4-1.8 mg/lb/day (3-4 mg/kg/day) as a single
daily dose, as needed, not to exceed 7 days of
administration.

Tablets are scored and dosage should be
calculated in half-tablet increments.

Oral
Dogs

For the control of pain and inflammation
associated with osteoarthritis in dogs, and for the
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II.

II1.

IV.

control of postoperative pain and inflammation
associated with orthopedic surgery in dogs > 4
lbs (1.8 kg).

N. Effect(s) of Supplement: This supplement provides for the addition of a
75 mg tablet size.

EFFECTIVENESS:
A. Dosage Characterization:

This supplemental approval does not change the previously approved dosage range.
The FOI Summary for the original approval of NADA 141-203 dated August 21,
2002, for the postoperative pain indication and the FOI Summary for the
supplemental approval dated February 11, 2003 for the osteoarthritis indication
contain the dosage characterization information for dogs at the approved label doses.

B. Substantial Evidence:

CVM did not require effectiveness studies for this supplemental approval. The FOI
Summary for the original approval of NADA 141-203 dated August 21, 2002, for the
postoperative pain indication and the FOI Summary for the supplemental approval
dated February 11, 2003 for the osteoarthritis indication contain a summary of studies
that demonstrate the effectiveness of the drug for dogs.

TARGET ANIMAL SAFETY:

CVM did not require target animal safety studies for this supplemental approval. The FOI
Summary for the original approval of NADA 141-203 dated August 21, 2002 for the
postoperative pain indication contain a summary of target animal safety studies for dogs.

HUMAN FOOD SAFETY:

This drug is intended for use in dogs, which are non-food animals. Because this new
animal drug is not intended for use in food producing animals, CVM did not require data
pertaining to drug residues in food (i.e., human food safety) for approval of this NADA.

USER SAFETY:

The product labeling contains the following information regarding safety to humans
handling, administering, or exposed to DERAMAXX Chewable Tablets:

“Not for use in humans. Keep this and all medication out of reach of children.
Consult a physician in case of accidental ingestion by humans.”



Freedom of Information Summary
NADA 141-203
Page 3

VI

VIIL.

The following items were examined to ensure human user safety: the Material Safety
Data Sheets (MSDS) for deracoxib, the FOI Summaries for DERAMAXX (NADA 141-
203), and the Drug Experience Reports submitted to FDA regarding this NADA.

AGENCY CONCLUSIONS:

The data submitted in support of this NADA satisfy the requirements of section 512 of
the Federal Food, Drug, and Cosmetic Act and 21 CFR Part 514. The data demonstrate
that DERAMAXX Chewable Tablets, when used according to the label, are safe and
effective for the control of pain and inflammation associated with osteoarthritis in dogs,
and for control of postoperative orthopedic pain in dogs.

A. Marketing Status:

The drug is restricted to use by or on the order of a licensed veterinarian because
professional expertise is needed to diagnose and treat osteoarthritis and postoperative
pain and monitor the safe use of the product.

B. Exclusivity:

This approval does not qualify for marketing exclusivity under section
512(c)(2)(F)(iii) of the Federal Food, Drug, and Cosmetic Act.

C. Supplemental Applications:

This supplemental NADA did not require a reevaluation of the safety or effectiveness
data in the original NADA (21 CFR §514.106(b)(2)).

D. Patent Information:

DERAMAXX Chewable Tablets are under the following U.S. patent numbers:
U.S. Patent Number Date of Expiration

5,521,207 November 30, 2013

5,756,529 September 29, 2015

5,892,053 May 25, 2015

5,910,597 May 25, 2015
ATTACHMENTS:

Facsimile Labeling:
75 mg bottle label
Veterinary insert
Client insert
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Deramaxx

(deracoxib)

Chewnbie Tablets

For Orul Use in Doga Onty
Couthon:
Foderal Law (LS} restricts this dug 1o use by of on the onder of a koensed ver
erarian,

Description:

Large i variabiity was observed i drug metabolte profiles of
wine and loces. No statistically significani diferences between genders were
observed.

Iindications and Usage:

DERAMAXX Chewalie Tablets are indicased for the corntrol of pain and infam-
‘mation associated with osiecarthriis in dogs.

MMM

jon: 045 — 0.91 mgMtvday (1 to
2nw-y)u--veﬂym as needed.

jve ang Infi
abiets mmmvmemwapoaopmm

pain and infammaton associaled with ofthopedic surgery in dogs > 4 s

(1.8 kg)

Mmmm

X s e, Ry y g

of the couidy class. DERAMAXX tablats are round, biconvex, chewatie tablets

That contain deracod formudated with beefy Ravoring. The molecular weight of

deracowib is 3972.38. The Twa! formuta is C,-H,,-F3-N,-05-5. Devacodd is
e ovraroie-17])

4. 12 +py 1l
sulonamide, and can be temed a daryl substiuled pyrazole. The siructural
formua is:

OF

N
N

~5=0
o

Dauruanmm«m.hmmpmmmdmm and 6-keto PGF1
by #s inhibilory efiects on prostagiandin biosynthesis. Deracmdd inhibited
COX-2 medated PGEZ production in LPS-simulated human whole biood.?
Cycooxygenase-1 (COX-1) is the enzyme responsiie lor lacitating constitu-
vve physiological processes (e.g. . platelel aggregabion, gastric mucosal prosec-
von, mdpedwm)“cmwz(cmmswummm
55 ot iAammatory mediators.  Both COX soforms are

The clnical resevance of 2is in D data has not been shown.
Aitough the plasma lerminal skmination half-He lor DERAMAXX tablets is
approximately 3 houwrs, a kanger duration of ciical eflectiveness K OtsENved.
Summary pharmacokinetics of ERAMAXX tablets are ksted in Tatle 1.
Tabie 1: Phanmacokinetcs of Deracoxit

[Parameter Value
| Tmax® 2 hours
Oral Bioavariabinty (F > 90% al 2 mokg
Termenal elrrenabon halt-tte 3 hours at 2-3 mg/kg

19 hours at 20 mg/kg
Systemic Glearanced - 5 mxg/min at 2 mg/kg

_| 1.7 mikgmin ol 20 mg/kg

| Voume of Oristritution® 1.5 kg
[Protewn bindng® [ > 90%

* Vs obtned following a single 2.35 mg'g dose

® Estimales fokowing 1V 2dmnisiraton of ceracd 25 an aquecus sohban

< Basad upon 8 B0s6 of 2 MGG of dBrXD

¢ Basad upon in virp plasma concantramons of 0.1, 0.3, 1.0, 30, 10.0 pg/m
Non-inear efimination linetics are exnibited at doses above 8 modgy/day, at
which competitive nhibibon of constivmve COX-1 may ooour.

Deraccxib s noi excrefed as parent drg in the rine. The major foue of elim-
ination of deracadb i by hepatic biotranslormation producing four major
metaboiites, two of which are characterized as products of addation and o-
dermethytation. The majonty of deracadb is excreted © Jeces as pareni drug
or metabolte.

AF0POermmans M79.25-07A.0d 1

sons,

1.4-1.8 mg/iblday (30
lnwmy)asamg'amiym as needed, nat 1o exceed 7 deya of

Al--y.p.m “Wnformation for Dog Owrrers™ Sheet with preacription.
Sinos DERAMAXX taniet msvummwmmm
pon RAMAXX

is recommended to adusl the individual patient Jose whike Conbuing 1o mom-
tor the dog's status LNt @ mimum éftective dose has been reached

Contraindications:
Dogs with known hypersensithaty 10 DERAMAXX of afer NSAIDs. should not
receie DERAMAXX tablets.

Wernings:
Nad for Lrse in humans. Keep this and all medications oul of reach of chikdren
Consuk a physician n case of accdental ingesbon by mamans, For use in
dogs. andy.

Aldogsn‘nnd undengo a Thorough history and piysical examination betore
muNwowwlem\wtmmmm

signs potential Resctions,
Animal s-hty and_Post-Approval Experience) and bs given an
“formation for Dog " Sheet.

hmmmmmsnmmmmpﬂmm
Aaadm.NSAlemaybeasswﬁhd gastomiesina, renal and hepatic
foacity. Patients al greales! risk for NSAID 1oty are those Mt are defydrat-

DEFAMAXX tablets with other ant-infammalory drugs, such as NSAIDS of
coricosternids, shauld be gvoided.

Precautions:

Plasma levels of deracomb may increase in a grealer than
hmmuwm.nsnmmmmmmﬁwmmmq
Mmhmmwwwm chuding heart-

Wmmnmmmmswmammu
o€ tablets, a non-RSAIDMon dlass of analgesic may
mmqnsmmmwm:mwum
sutionamide drugs wil exhibit hypersensavity 10 DEAAMAXX tahiets. The sake
mumammum“mgswmammummm
for breeding, or in pregnani or lactating dogs has not been evaluat
NSAIDs may inhibit the :
hunction. Such ant-prostaglandia effects may result in chnically signifcant dis-
wath undertyng disease

ease in pabents that has not heen pre-
diagnosed. Appropriate monioring procedures should be emplayed
during all surgical "-ewedwwaummww
be considered to decrease polental renal compicatons when using
NSAIDs o patentialy

drugs should be carehally approached.
D\e\sedwmmanw;uden-bou\dauw—moéﬂmmlatﬁeﬁhasm

thal may inhibit melabolis of DERAMAXX lablels has not been evaluated,

Drug compatibity shoukd be moniorext in pabents Equinng adiunctive terapy.
Consider approprale washout times when SWACHing from one NSAID Yo anoth
ef or when switching from corticostervid use (0 NSAIG use.

Animal Satety:

In a B-month study, dogs were dosed with DERAMAXX at 0, 2. 4. 6, B and

10 mg/kg with food once daily lor 6 Consecutive MONths, There wers no abnor-
mal leces, and no abnommal hindings on clnical observations, lood and walet
consumpbon, body weights, mmabor\s Ophthaimoscopic evalua-
bons, hematology, or buccal biceding

®

time. Lrinalysis resuts showed hyposthauia (specific gravity <1.005) and

degeneration/regencration was seen in same dogs treated at 6, 8, and 10
mygitay Focal renal papillary necrosts was seen W 3 dogs dused & 10
mg/kg/day end i one dog dosed &t 8 mokg/day. No renal lesions were seen
a the labal doses of 2 and 4 mg/Ag/day. There was no evidence ol gastmin-
testinal, hepatic. or hematapoietic pathclogy al any of the doses lested.

nlmﬂimmmhhdﬁse,mmmuﬂ\am

In anofher study, micronized deracoxib ia gelatin capsules was administered
heaithy young dogs at doses o 10, 25, 50, and 100 makg body
weighl for periods W 1o 14 consecutive days. Food wan withheld prior o dos-
ing. Non-inear efmination kinetics cccurred at all doses. At doses of 25, 50,
und 100 mokg. reduced body weight vomiting, ond mewena occured.
revealed gross gastrointestinal lesions in dogs trom ak dose groups.
The raquency and severity of the lesions increased with escalating doses. At
10 mgXg, maderate difuse congestion of gt associaled lymphord Essves
{GALT) and avsions/ulcers in the jjunum occumed. At 100 mogrkg, aloogs
exhabited gaste uicers and erosions/ulkcerations of the small iniestmes. There
weve no hepatic or renal lesions reported al any dose in Bis shudy.
tna 13-week study, dersctib in gelatin capsudes was adminisiered (o heaitty
dogs at doses of 0. 2, 4, and 8 img/kg/day No test-articke relaledt changes wers
iderrtified in clinical bservations, physical exams, or any of the ofher parame-
ters measured. One dog in the & Mo/ dosa group dhed from bacterial sep-
ticemnia spcondary o a renal abscess. The refabionship between deracoxib
adminisiration and the ronal abscess i not cear
Paigtabiiity:
DERAMAXX tablets were evaluated kor patatabisty in 100 chent-gwned dogs of
a variety of breeds and sizes. Dogs received two doses of DERAMAXX tabbets,
one on sach of two consecutive Gays. DERAMAXX [ablets were accepted by
94% of dogs on the kst day of dosmg and by 52% of dogs on the secand day
of dosing
Effectiveness:

Clinicel Chaervation DERAMAXX Placsbo
tablets N=102
M= 105
? Otits extena 2
including other
Positive joii cuRure
bt
Hernaturia
| Conjunctivis
e 1
Death Q

"Dogs may have experienced mom than ane of tha cbservatons during the Guly.
This table does not include one dog that was dosed at 16.92 mgayday lor the
shudy duration. Beginning on the last day of treatment, this dog

vomiting, diamhes. mCTeased waler intaks and decreased appetis.
Hevmatology and clinical chemisty values were unremarkable. The dog fecov-
erad uneventfully within 3 days o cessation ol dosing.
mwmmmno@Mnammu
There were no statisscaly changes in the mean vaiues for hapatic
nchces botween DERAMAXX mablet- and placebo-
trected dogs. Four DERAMAXX tabiet-treated dogs and two placedo-eated
dogs exhitited elevaled babin turing the dosing phase. One DERAMAXX
ablel-treatad dop exhibted elevated ALT, BUN and Jotal bifrubin and a single
vormiting event. None of the changes in cinical pathalogy values were consid-
ered chnically significant.

The cesutts of this cinical study demonstale that OERAMAXX tablets, when
adminisiered daity for 7 days 10 Gomol pasiaperative orihopedac pain and
nRanYnaton in dogs, are well tolevated,

Osteoarthritis Pain end Inflsmmetion Freld Study:

joirt
mAmdmoog:mmnzannnsammmmwamd
181 dogs were inciuded in the efiect o

DERAMAX; xmﬁnmmdmwmmmmmm
ostecartwiis was. in a placebo-contoled, masked study evaks-
ating the ant-nflammaiory and anajgesic eflects of DERAMAXX tablets
Tablets were administeed by B owner at approodmately -2 mg/kgiday for

In general, statstically significant {p< 0.05) dlerences in &vor of DERAMAXX
were sean tor lorce plate paramelers (vortical Impulse area, peak vertical lorce)
and owner evaksabons (quality of e, lameness and overal level of activity)

The resutis of his field study demonsirate Mial DERAMAXX tabiets, when
adrminisiered at 1-2 mguy/day for 43 days, are edtecive for the control of pain

DERAMAX wats wot tloraled e the nckience of chical aterse roacscns
was comparable in DERAMAXX and roaled animals. A lotal of
209 dogs of 41 breeds, 1- Myewsdu weighing 17-177 s weve inciuded in
the fietd satety analysis. The kolowng tatke shows the mumber of dogs dspiay-
ing each chnical cbservation

Denmxmﬂmm-dmmsudpummmm
fiekd stdes ivoiving chont-owned animals ta determine effectiveness. Abnormal Health Findings i the Ostecarthitis Field Study!
Pain mna Field ; Clinicsl Observation DERAMAXX Placebo
In this study, 207 dogs admitied Jo vesevinary hospitals for ropair of a cranial tablots LER2
cnuciate injury acmenisterad DERAMAXX tabiets or a placebo. N=105
Drug admnistraion staried the eversng before surgery and Vorriting 3 4
daby for 6 days tivety. Effectiveness was evakualed in 119 dogs and Dianhea/son o0t 3 2
salety was evaksated in 207 dogs. Sabistcaty difterences in favor of Weight loss T )
DERAMAXX tablets were found (o lameness at walk and bor, and pan on pak- S5 5 T
pation vakues al all posi-surgical kme ports, The resulls of Tis Seid sy [ADdominal pain (spinting)
demonstrate that DERAMAXX tablets, when administered dally for 7 days are Seizure 1 9
effective for the control of Fain ang it Lethargy o 1
orthopedic surgery. 2 [
Uniateral 1
Adverse Reactions: o . N
Alotal of 207 dogs of korty three {42) flerent breeds, 1-15 years okd, weighing [ era infector m — T
7-141 g were inciuded in the fedd sallety anatysis. loBowing table shows —
the mumber of dogs tisplaying each Splenomegaty’ 1
—— Grade Il murmr systos 1 [
Abnormal Heahth Findings in The Postoperative Orthopedic Pain ¥ Dogs may have o than e of o cbservatons e snudy.
Field Study! | - Tivs cog was less actve An sating tess on enroliment, with okevaled WEC, amy-
Chnical Obaervation DERAMAXX Placebo Izsa, 20 AST and died 1 mont aher exiting te study. The dog was sithorawn kam
‘mblets N=102 the study on Day 17 with ancrexia, lfhangy and a suspicion of 0a1Mea. Folow-u)
N =105 revoaied hypoataurninersa, hyparphosphialamia, elevatad AST
— an docroased Fohow-1) nckided aher
Vomiting i 6 ety
Diarhioa g 7 Complete tiood count, serum and buccal bieeding time analysis
Hemalochezia 4 [} were conducted 3l the begining 8nd end of the (rial Mean vakes of all CBG
Melena ) 1 and chemistry fesults kor both DERAMAXX snd placebo-treated were
| Anorexia Q 4 wattin norTral kmits. There was no statstically dHference in the tuc-
Incision site lesion (drak 3 P 1 [ cal bleeding time between DERAMAXX and: 0dogS bedore of
Non-incision skin lesions aher the shdy. and 2l results remained within normal kimits (less than 5 mi-
{(moist dermatitis, pyodesma) 2 0 uies). The resits of this feld study devnonstrate that DERAMAXX & sale and

A s6oq Uy 240 B0 203
WO OKTRmayD
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_!ﬁmblhemdpai\m’ 2 wth
in dogs.

During this ria, dogs were salely ireated with 8 variety of commonly used ma-

.m.ﬁ\gummmmaes topacal flea acuticides and thy-
roxd
mmummmmmemmﬁwme«smwu
erated when adminisiersd a 1-2 mg/g/day K up (0 43 days for the control of
pain and inflamymation associated with osteoarthetis.

Post Approvel Expertence:

mmmmammmmwmwmpm
ing. The categonies are ksled in decreasing order of trequency by body sysiem
Gastroslestinal: Vomiting, anorexa, dantea, melena, inappelance, hemateme-
5. bematochezia, weight foss, nausea, gastroniestinal uiceration, gastroin-

Deramaxx’

(deracoxib)

Chewabie Tablets
information for Dog Ownera

DERAMAXX Chewabie Tablets are for the control of pain and nflammation due
10 ostecanhtis or following Orthopedic surgery.

This summary contains Impostant indonmation about DERAMAXX tabiets. You
should rad Buis informasion bolore starting your dog on DERAMAKX tablets.
mm:wmmu:mmmmmumnmd

: Anemia,
Hepanc: Hepatic enzyme elevations, decreased of increased fotal protein and
globukn, decreased albumin, decreased BUN, ictenus,

Neurglogical: Lethargy, weakness, seizure, alaxia, Ifemor, Nystagmus, mydr-
asis

Sensory: Vestiular signs, glazed eyes. uveits,
Behavioral. Aggression, apprehension.
Urinary: Azotermea, polydipsia, potyuria,
ncontinence, urinary tract rm renat fahure.
Cardiovascdar: Bradycansa.
F\ecvmwTaawvea mu;r-‘ng

adema. prurits.
mm moammsmmum\almmWoss
W rare siuations, death has been reported as an outcome of the adverse

events listed above
Far lechnical assistance o 10 repor suspected adverse events,
cal 1.800-332.2761.
Storage Conditions:
DERAMAXX tablets should be stored at fo0m lemperature between 59° and
86°F {15-30°C)
Keep thia and sh modications ot of reech of children.
How

DEFAMAXX tablets are avaiatie s 25 Mg, 75 mg and 100 Mg mund,
brownish, hail-scored Lablets in 7, 30, and 90 counl bofties.

Manutachured K. Novartis Anamal Health US, inc
Greensboro, NC 27408 USA

DERAMAXX Chewatie Tablets are undes the foklowing U.S. patert nymbers,

LS. Patent Numper

5521207 November 30, 2013
575652 Seqaemtes 29, 2015
5,892,053 May 25, 2015
5910597 May 25,2015
Relerences.

1. Data on Fie

2. Dana on Fée

3. Smah, e al: Pharmacaogeal Analysis of Cyck-aaygenase -1 in
Iftammation ” Proc. Natl. Acad Sai. USA (Octaber 1998) 95: 13313-13316.

Pharmacokagy.
4. Znang, et al. Tnbiivon nl Cydo—axypeﬂase -2 Rapiy Reverses
E2 Production” JPET. (1997)

283 1069-1075.
SVamrg‘KNﬂd'WZSwdtim : Defintion of a New Therapeutic
of Therapeutcs 8, 49-64, 200
6. DauunFie

NADA # 141-203, Approved by FDA

© 2007 Novartis Animal Health US. Inc.
NAHOXB-TPVA

o7

. hematuria, low specific gravity, urinary

Talk to your vetorh # you do not undex-
mmwummummmhvwmmuemx
tabets.

Takk 10 your vetevinasian about:
» The orfaopedic sumery yous dog will undergo
. W&MMMWQHMEMWDEWM

are prescribed
-Mmdmwﬂhﬂmmmummamm
* Normal events that can be expected afier your 4og Undergoes surgery
« The proper amount of exercise aher surgery 10 aid recovery
-mmummmwww Smping or it

ness)

+ The importance of weight contral, physical therapy and exercise in the man-
agement of ostecarthnits

+ How alen your dog may need 1D be examined by your vetennanan

+ The risks and benefits of using DERAMAXX tablets

Fow t0 give DERAMAXX tablets to your dog.
RAMAXX be

wan. Dewwmmmwwmwmum
without food, ahough with Kood is preferabio
What are the possie side efiects thet mey ocow in fry dog during

mnpy-n-oemnnumm
tablets, ke al other drgs, may Cause some side eflects in ind-

& in dogs. The tahlets are Ravored o muke administraton mone convenient.
mmm-—mamuwmmmwmmmxx
?

Comvlumammmmmrylwndoqw
‘lbﬁwmﬂmmmﬁ\ghmmrﬁn‘sﬂm-
+ Consit your veternasian f your dog appears K be uncomiortable.
mwdmmlnwmmmumnsnmm
tablets for pein snd inflammation due to cstsoerthritie?

Ostecarthrits is a painful condition cauted by damage to cartilage and ofher
mmdummmmnmmwumnmr@

Deamudmyam(mﬁmmnm CHMD Slaks, Jump of fun,

or ifcutty in performing these activitics)

+ Stiffness or decreased movement of jownis
MDERAMAXXSMIMI\XOSI&M lmnl:omlﬂl'iep-\lnd

need 1o be given on 8 periodic besis for the animal's IHetime. Use tive low-
es1 dase to provide adequate reiiel. Always consuit with your veterinar-
a0 betors sitering the dose.

What doga shoukl not take DERAMAXX tableta?
Your dog should not be given DERAMAYX tablets ¥ s/he:
+ Has had an aflergic reacton lo deracomiv, the active ingredien in
DERAMAXX tablets
« Has had an allergic reaction {such as hives, tacial swelling, or red or Rchy
skin} t0 aspivin or ather NSAIDs

« Is presently taking aspifin, other NSAIS, or corficosterids (unkess diectad

. l-lnsmym;neﬁsqos‘ngmde?rmm

DERAMAXX tablets should only be given 10 doga.
People shoukd nol take DEAAMAXX tablsts. Keep DERAMAXX tabiets and afl
mnmmumuaum ‘Call you physician immediassly ¥ you sco-
entally take DERAMAXX tablets

What 10 discusa with your veterinarian before giving DERAMAXX
tablets?

Tedl your veterinarian
-wnmmmmsmmwmmmuw

NSAIDS
'erw wm\qwdanhe-)mmghasmd

Any kidney disaase your dog has

-wmwmummmmmmamwh

-Mnmmmquywrmquplmmwmoog includ-
ing those you can gel wilhaut prescription and any dietary supplements
"'Wuuanwueedwdw o it yowr dog is pregnant or nursing

m_.aldog These are normally mid, but rare serious side effects have been
lqwmedl\dogsunlljnoo-ﬂamnﬂ ant-nflammatory drugs (NSAIDs) incud-
DERAMAXX. Serious side effects can, in rare situations, resull in death

DERAMAXX tablets,  you have addiional questions ahata possible side
eflects, talk wth your veterinarian or call 1-800-332-2761.

Look for the folowing side eflects that may indicate f1a your dog & hawng &
pwemmosnmxmsummmw problem:

-Mnmmmasmmeauawnmm
« Change in drinking or urination
+ Decroase i appethe
= Changs in behavior, such as depression of resteEsNess

Can DERAMAXX tblets be given with other medications?

DERAMAXX tablets shoukd nat be given with other non-stecoidal anb-mflam-
matory drugs (NSAIDS) or corticostercids (for examyple, aspivin, carprolen,
etodolac, predresone).

any deetary supplements. Youl
mmmbwawhmmwameﬁw

What can | do in case my dog sats more than the prescrited smount of
DERAMAXX tablets?
Cmmwmmmmwynwurﬂoqeasmv\anuu&
scribed amount of DERAMAXX tablets.

What etee should | know about DERAMAXX tabieta?

This sheet provides 8 summary of ndormation about DERAMAXX tahiets.  you
mwwummuswmm postoperative
orthapedic pain and @ itis, talk 10 Yo veefi
MMuwmmmxwumMmmwm
the dog for which they are prescribed. They should be given 1 your dog only
for the condition for which they were prvwbed,ﬂmplmm‘i.s

o

response b DEFAMAXK tablets 8l requiar checkups. Your veterinarian wil
mm:mmswnmm\ummm
continue receiving DEPAMAXX tablets.
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