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NADA 141-230 

Merial Ltd. 
3239 Satellite Blvd., Bldg. 500 
Duluth, GA 30096-4640 

Drug Labeler Code: 050604 

PREVICOX 

firocoxib 

Non-steroidal anti-inflammatory drug (NSAID) 

Single-scored chewable tablet 

Each tablet contains 57 or 227 mg firocoxib. 

The product is available as 57 and 227 mg 
round, single-scored tablets in 60-count bottles, 
and in lO-count and 30-count blister packages. 

Rx 

The recommended dosage of PREVICOX 
(firocoxib) for oral administration in dogs is 2.27 
mg/lb (5.0 mg/kg) body weight once daily as 
needed for osteoarthritis and for 3 days as 
needed for postoperative pain and inflammation 
associated with soft-tissue and orthopedic 
surgery. The dogs can be treated with 
PREVICOX (firocoxib) approximately two 
hours prior to surgery. The tablets are scored and 
dose should be calculated in half tablet 
increments. PREVICOX Chewable Tablets can 
be administered with or without food. Use the 
lowest effective dose for the shortest period of 
time. 

Oral 



Freedom of Information Summary 
NADA 141-230 

Page 2 

L. Species/Class(es):	 Dogs 

M. Indication(s):	 PREVICOX Chewable Tablets are indicated for 
the control of pain and inflammation associated 
with osteoarthritis and for the control of 
postoperative pain and inflammation 
associated with soft-tissue and orthopedic 
surgery in dogs. 

N.	 Effect(s) of Supplement: This supplement provides for the addition of a 
new indication for the control ofpostoperative 
pain and inflammation associated with 
orthopedic surgery in dogs. 

II. EFFECTIVENESS: 

A.	 Dosage Characterization: 

This supplemental approval does not change the previously approved dosage of 2.27 
mg/lb (5.0 mg/kg) administered orally once-daily. The Freedom ofInformation 
(FOI) Summary for the original approval ofNADA 141-230 dated July 21,2004, 
contains the dosage characterization information for the 2.27 mg/lb (5.0 mg/kg) oral, 
once daily dose of PREVICOX Chewable Tablets as needed for the control ofpain 
and inflammation associated with osteoarthritis. 

B.	 Substantial Evidence: 

1.	 Type of Study: Field Study 

a.	 Title: "A Study to Demonstrate the Efficacy and Safety of Firocoxib for 
Control ofPostoperative Pain and Inflammation in Dogs." 

b.	 Investigators and Study Locations: 

Dr. Kinsey L. Phillips 
Commerce, GA 

Dr. Joachim Lopes de Lima 
Lattes-Montpellier, France 

Dr. Roger S. Sifferman 
Springfield, MO 

Dr. Ulrich Rytz 
Bern, Switzerland 

Dr. C. H. Tangner 
Oklahoma City, OK 

Dr. Ray Rudd 
Peachtree City, GA 

Dr. Nicolas Diss 
Thionville, France 

Dr. Enrico Stefanelli 
Roma, Italy 

Dr. James K. Schuessler 
Kirkwood, MO 

Dr. Janine Guaguere 
Lomme, France 

Dr. Sabine Tacke Dr. Bertrand Pucheu 
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c.	 Study Design: This was a double-blinded, multi-center field study in which 
PREVICOX was tested against a sham-dosed control. An add-on study design 
with rescue was used, where the effectiveness of firocoxib plus the standard of 
care was compared to a control group receiving the standard of care. All dogs 
could receive supplemental pain medication (rescue) at any time, as indicated. 
Enrolled dogs underwent an arthotomy and various surgical procedures to 
stabilize the joint including fabellar suture and/or imbrication, fibular head 
transposition, tibial plateau leveling osteotomy (TPLO) and "over the top" 
technique. 

1)	 Objective: To demonstrate clinical effectiveness and field safety of 
firocoxib when administered orally once daily at 2.27 mg/lb (5 mg/kg) 
body weight, starting 2 hours (+/- 30 min) prior to surgery and continuing 
for 2 additional days, for the control of postoperative pain and 
inflammation associated with orthopedic surgery. 

2)	 Study Animals: Out of226 enrolled in the study that underwent surgery, 
220 client-owned dogs were evaluated for effectiveness. Six dogs were not 
included for effectiveness due to protocol violations, dropouts, or missing 
data. Dogs ranged in age from 1 to 11.9 years in the PREVICOX-treated 
groups and 0.7 to 17 years in the control group. 

3)	 Treatment Groups: The dogs were randomly allocated to two treatment 
groups. All dogs received standard of care appropriate to the surgical 
procedure. Anesthetic protocols included morphine administrations at 
approximately 0.11 mg/lb (approximately 0.25 mg/kg) prior to surgery 
and at extubation. Dogs in the PREVICOX group also received firocoxib 
at 2.27 mg/lb (5.0 mg/kg) orally once on Day 0 (approximately 2 hours 
prior to their surgical procedures) and then orally once daily through Day 
2. Dogs in the control group received the standard of care and sham­
dosing. 

4) Drug Administration: Dogs in the PREVICOX group received a dose of 
2.27 mg/lb (5.0 mg/kg) orally approximately 2 hours prior to surgery and 
then orally once daily through Day 2. Dogs in the control group were 
sham-dosed orally approximately 2 hours prior to surgery and then orally 
once daily through Day 2. 

5)	 Measurements and Observations: 
The animals were assessed for pain using the Glasgow Composite Pain 
Scale (GCPS) and Visual Analog Scale (VAS) at the following time 
points: once between Days -3 and 0; Day 0 - at approximately 90 minutes, 
3,5, 7, and 9 hours post-extubation; Day 1 - at approximately 2 and 10 
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hours post-treatment; and Day 2 - at approximately 2 hours post-treatment. 
The animals were rescued if they scored 2: 8 on the GCPS, or ifthe clinical 
investigator felt the dog in question was painful enough to warrant rescue 
medication. Rescued dogs or dogs removed due to adverse events were 
considered treatment failures. These dogs were assessed for pain through 
the end of the study to ensure proper pain control. 

All enrolled dogs received general health evaluations prior to surgery and 
in conjunction with the pain assessment time points. Physical 
examinations were conducted once between Days -3 and 0 and once daily 
on Days 1 and 2. Blood for hematology and blood chemistry analyses, 
and urine for urinalyses were obtained once pre-surgery and once on Day 
2. 

The GCPS is a validated pain assessment scale based on a composite score 
for clinicians to use in determining whether a dog is in pain and requires 
analgesic drug administration. The composite score is based on six 
categories: 

(I)	 Vocalization - Is the dog: quiet, crying or whimpering, groaning, 
or screaming? 

(II)	 Attention to wound area - Is the dog: ignoring any wound or 
painful area, looking at the wound or painful area, licking the 
wound or painful area, rubbing the wound or painful area, or 
chewing the wound or painful area? 

(III)	 Mobility - When the dog walks/rises is it: normal, lame, slow or 
reluctant, stiff, or refusing to move? 

(IV)	 Response to touch - Does the dog: do nothing, look around, flinch, 
growl or guard the area, snap, or cry? 

(V)	 Demeanor - Is the dog: happy and content or happy and bouncy, 
quiet, indifferent or non-responsive to surroundings, nervous or 
anxious or fearful, or depressed or non-responsive to stimulation? 

(VI)	 Posture and Activity - Is the dog: comfortable, unsettled, restless, 
hunched or tense, or rigid? 

Pain was also assessed using a VAS. The clinical investigators made 
marks which corresponded to the dogs' perceived pain on a 100 mm 
horizontal line. In this study, the following clinical signs were used to 
evaluate the dogs' pain: panting, restlessness, vocalization, looking at or 
licking at the wound, biting, anxious appearance, reluctance to move, 
and/or inappetance. 

6)	 Statistical Methods 
The definition of effectiveness for this study was a success/failure variable 
based on the successful completion of the study and the need for rescue 
medication. This variable was analyzed using a generalized linear mixed 
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model with binomial error function and logit link function. The statistical 
model included treatment as a fixed effect, and site and site by treatment 
interaction as random effects. 

The secondary effectiveness variables GCPS Total Score and VAS were 
analyzed using repeated measures analysis of variance beginning with the 
Day 0,5 hour (± 30 minutes) time point; data from the time points prior 
were not included in the analysis. The statistical model for both 
variables included treatment, time, study site, and all interactions. 
Treatment, time, and the treatment by time interaction were fixed effects; 
study site and all interactions with study site were random effects. The 
last post-treatment (post-surgery) observations for GCPS Total Score and 
VAS were carried forward in case of missing observations due to 
treatment failure (rescue medication), protocol violators, early withdrawal 
for adverse events, or apparent lack of effectiveness. 

d. Results 
Two hundred twenty dogs (220) were included in the effectiveness database 
(116 PREVICOX cases). A total of226 dogs were included in the field safety 
database (118 PREVICOX cases). The difference between treatments was 
significantly different (p = 0.0050) with respect to the success/failure variable 
used as the definition of effectiveness. Thirteen of the 116 (11.2%) 
PREVICOX-treated cases and 39 out of 104 (37.5%) control dogs were 
treatment failures, as shown in Table 1. 

Table 1. Treatment Success in Firocoxib and Control Groups. 

Treatment Treatment Successa Total 
: FailureSuccess 

: 

I:ji: :' 

Firocoxibo 103 (89.66%) 13 (11.2%) 116 

Control 65 (62.14%) 39 (37.5%) 104 

220Total number of cases 

a The difference in proportions of rescue was statistically significant (p = 
0.0050) using a generalized linear mixed model with logit link function. 
bOne firocoxib case was a treatment failure due to adverse reactions. 

Of the 220 dogs in the effectiveness database, 219 dogs were included in the 
secondary analysis of GCPS Total Score, VAS and individual GCPS category 
scores. The results from the repeated measures analysis of variance for GCPS 
total scores across time showed that the least squares means GCPS Total 
Scores were consistently lower (p < 0.05) among dogs that received firocQxib 
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in addition to standard of care compared to dogs that received standard of care 
alone (control group). This is shown in Figure 1. 

Figure 1. Mean GCPS Scores by Treatment Group at Each Assessment Time Point. 
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Analyses of pre-surgery and Day 2 hematology, chemistry, and urine specific 
gravity data were performed. There were six PREVICOX cases and one 
control case with normal pre- and elevated post-study BUN values. 

e.	 Adverse Reactions: The most commonly-reported adverse reactions were 
diarrhea and bruising at the surgery site. The adverse reactions and the 
numbers of dogs experiencing each are summarized in Table 2. Some dogs 
experienced more than one adverse reaction during the study (e.g., vomiting 
multiple times). 
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Table 2. Adverse Reactions Reported in the Orthopedic Surgery Field 
StUdlY. 

Adverse Reactions Firocoxib Group 
n=118 

Control Groupa 
n=108 

vomiting 1 0 
diarrhea 2° 1 
bruising at surgery site 2 3 
inappetance/decreased 
appetite 

1 2 

pyrexia 0 1 
incision swelling, 
redness 

9 5 

. . .. 
oozmg mClSlOn 2 0 

A case may be represented in more than one category. 
a Sham-dosed (pilled) 
bone dog had hemorrhagic gastroenteritis 

f.	 Conclusions: Treatment with PREVICOX at a dose of2.27 mg/lb (5.0 
mg/kg) body weight orally once daily starting at approximately 2 hours prior 
to surgery and continuing for two additional days was well-tolerated. 
PREVICOX plus the standard of care was shown to be statistically 
significantly effective when compared to the sham-dosed control (p = 0.0050) 
receiving the standard of care. GCPS scores indicated that at each time point, 
PREVICOX-treated dogs had lower pain scores than the control dogs. 

III. TARGET ANIMAL SAFETY: 

CVM did not require target animal safety studies for this supplemental approval. The 
FOI Summary for the original approval ofNADA 141-230 dated July 21,2004, contains 
a summary of target animal safety studies in support of PREVICOX Chewable Tablets in 
dogs at an oral, once-daily dose of2.27 mg/lb (5.0 mg/kg). 

IV. 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. 

V. USER SAFETY: 

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

"Warnings: Not for use in humans. Keep this and all medications out of reach of 
children. Consult a physician in case of accidental ingestion by humans". 



Freedom of Information Summary 
NADA 141-230 

Page 8 

VI. 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 PREVICOX, when used according to the label, are safe and effective for the control 
of postoperative pain and inflammation associated with orthopedic surgery 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 provide guidance in the control of 
postoperative pain. Furthermore, the veterinarian monitors patients for possible 
adverse effects of the drug. 

B. Exclusivity: 

Under section 512(c)(2)(F)(iii) of the Federal Food, Drug, and Cosmetic Act, this 
approval qualifies for THREE years of marketing exclusivity beginning on the date of 
the approval. The three years of marketing exclusivity apply only to the new 
indication for the control of postoperative pain and inflammation associated with 
orthopedic surgery for which this supplement is approved. 

C. Supplemental Applications: 

This supplemental NADA did not require a reevaluation of the safety or effectiveness 
data in the original NADA (21 CFR 514.1 06(b)(2)). 

D. Patent Information: 

PREVICOX is under the following U.S. patent numbers: 

U.S. Patent Number Date of Expiration 
5,981,576 July 21,2018 

6,541,646 October 8, 2019 

6,677,373 October 8, 2019 

VII. ATTACHMENTS: 

Facsimile Labeling: 
Package Insert 
Owner Information Sheet 
Carton Labels: 

60 tablets-57 mg 
60 tablets-227 mg 
30 tablets-57 mg 
30 tablets-227 mg 



Freedom of Information Summary 
NADA 141-230 

Page 9 

10 tablets-57 mg 
10 tablets-227 mg 

Bottle Labels: 
60 tablets-57 mg 
60 tablets-227 mg 

Blister Labels: 
10 tablets-57 mg 
10 tablets-227 mg 

Display cartons: 
57mg 
227mg 
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N-141230-S-0036 
Owner Infonnation Sheet 

PreVicox· 
(firocoxib) ~-J 

Information for Dog Owners about PREVICOX· (firocoxib) Chewable Tablets 

PREVICOX Chewable Tablet> are used for the control of 
pain and Inflammation due to osteoarthritis or associated 
with soft-tissue and orthopedic surgery in your dog. 
!lis SlfMla"Y <XJ1tlIl'o 1_ Inlormaliro aIxlut PI£VICOx. Yw !tru<l read l!1is 
Inlormaliro bel... rw stat!t"ng jill 00g PID1COX _arc """'"1_ hme 
jill rrescrlpOOn ~ relIed.ltiS """" ~ rr- <rly as 3SUlTIIIaY arc ere; "'I take 
"'" ~"'" 01 ~ from jill _narial. Tal< 10 'JfJ:J _na1an ff \<lu do nat 
Lnbslir<1?I'Y 01 ~ llIoonalion or rw _10 _ mor, alXlU PRE~COX 

What is PREVICOX?
 
PFEVICOX is a IIelEJiray ~escriplion rm-steroidal anti-infliBmlalDry drlJ] (NSAJO)
 
usOOlD ccmol pain ar"(I inflarnrnam ck.e to osteoarthritis. etassx:iated with saIt-tis­

Sle arc ""'-l: "-'lJ'Y il OOgs
 
0_ ~ 3 paIlfll orrotior, caused tTl __ arc .". 01 car1i1age arc other
 
pa1S 01 "'" join1s tlml may reSutt il "'" fol....ng "'""'" or :07lS In jill 00g. 

• U"'!ingorl""""",. 
• Decreased a::tMty or exerc'-Se (relocttn::e to ~. dil't) stairs, jl.rnp or rLfl. or 

clttioJlyln pertor"*1llt1ese ;<;tMties). 

• Stiffress or dtoBaSeCl movem3l1l. of ~nts. 

PREVICOX is ir.dieat9i.for me coon) of posropefBrive pain am JJflammaUoo following 
sofU.sst..e ar"(I ~ SlJgefieS (e.g. ~s, crWi!te liganed repal). Your veten 
naria1 may _~er PfBlCOX refor, "'" rroce<in! 3m ''''''''''''"lll!1a1 "'" 00g 
re rreaterllor 3 I"J/'Y' after iPng home. 

What kind .sults can I expect when my dog is on PREVI­

COX for osteoarthritis?
 
WhIe PAE'vlCOX Is oot acure lcr ostrotrttTitis, il ca1 cooIJol th:J pail rm inflammation
 
arxfimprove yr» <b'J's rnOOility.
 

• Response v<ries from <b'J 10 cloJ, but ilTllX'ovementcan be quile dramatic 
• In most dogs, irr(rovement can t:e ~ wtthm days. 
• ~ P~VlCOX is clsctrlbl'llJE(j lJ not given as diroctoo, yOlJ OO;j's pain and inflam· 

matiOl may reb.m. 

What kind of results can I expect when my dOjl Is on PREVI­
COX for the control of pain and inflammatIon following 
soft-tissue and orthopedIc surgery? 

• P~COX QIlwalje Tilblels ~Iaw jill dog 10 r"""""",, cornl<>1atJy tTl coo 
.oIUng pain and Inl_", loIfQwI1g sofI-U!M! all or1t<Jpe<f< !OJ'lI"Y­

- Ccr1lr. 01 pain and in~ may V"'lfrll11 00g 10 <X1i. 
·IfPREVICOX~Tabletstl'el'DtjjYsJ	 iDXIOOJ 10 yw vetfffialian's clrec· 

1i<J1s.)<U OOg's pain.,.,. rel1l11. 
-C<I1sUI)<U~WjlllOOg-'tore~. 

Which dogs should not take PREVICOX? 
Vrn <X1i !IDJd 001 re it'erI Pl£Y1COX I 00/"": 
·1I>;"'liIerfic_Io_''''''a:tr.eingre<le1l~PID1COX. 

·lI>;hoj",~Iergic_(slr:I1as""'.f3<i:;js.alilg.or'oJoritd1yskinito 
aspiinor_NSIII1ls 

• brreseR1y'*"i!ll.'l>!1n.orterl6\Ds.or_eroids. 
• b tnler 12.5 pcmls ~ borItwel!1t. 
• Has rre-el!stil;lldohly or IMr lIsease. 

• Has decreased """""". 'o011IlIng or_ 
PREVICOX should only be given to dogs. 
PIqje!lDJd 00l1lll<e Pf£W;QX. KBeI> 1'IDICOX!Dl at _ rot 01 "'" reach 
01_. Gal jill1tlY-_By Wrw zddertatillll<e P!£'v1cox. 

What to tell/ask your veterinarian before giving PREVI·
 
COX.
 
Talk 10 yw veteMar1an itIoul:
 

• The'gns 01 ~_ rw """ _ il jIllOOg. Sl£h as impng or stiff 
I'<SS. 

• Theiffil')l1a1<'oI~_oI~lte~oIosleOiI1tJ1ls. 

• INhaI tests m91t be /be befcre Pf{V1COX is rresai:Ed 
• H<>v often 'JfJ:J 00g may reed 10 re examilerltTI jill veterirlaI1an. 
• The nsks and _its of using PI£\1COX. Serilus ,",,",so ,ea;lionS. irdoong 

deal!1. """ _ assooalerl with Pf£~COX o:Imirislraliol at ltlses _ "'" 
'ecommer<Ied dose ~ tLWes ieSS ilm seven mort1tls 01 age. 

TeI)<U _ if jill 00g ISCIITer<!y ex~ng or has "'" hoj "'" 1.lovong 
maicalrrlKjerns: 

• AAf side effects from takirg PRE\1CQX cr O!her NSAJDs, Sld1 as asp'rin. 

• AAi di9'S0ve ~ (vII11ifrng and·or._ 
• AAi ki<i1ey dsease.
 
·ftfrflivEJdisease
 

Tellycurvetefirarian-al:nJt 
• AAf oltllf roo:ical J)'obIems cr an€f!JeS Olat Yr:JJ dog has oow. cr has Ml in the 

past 
•	 ,AJ) medicines that ~ tie givirg (J pan 10 g,...e 10)'OlJ OO;j, inch.rlirJ;;j those ~u 

can gel wll!1oot 3 rr=1plion arc.-r; dirtif'i Sl4IIJemens. 
Tell jIll_i",'rwr00g: 

.lsln:Ser7tlKll1t1'lsolage. 
• Is Pfegnanl., nurSlrg c. if yoo p:an to lYero your cloJ 

How to give PREVICOX to your dog.
 
PREV1COX sImIJ re gi.<>1 ocm'llng to rwr veleri'ma'-s insIn<WJs. 00 not CIIange
 
~ way you ~ PRfVlCOX to 1WI" dog I'JitOOJI. first ~ witfl yw veterinanan.
 
Vo.- vetelina1arl ",n tell 'f'1J ...1<rn<lJll 01 PflEV1COX ~ light for JOS 00g arc lor
 
how kJng':tJO<Jfd re gi.<>1. """dogs ... l£i<ePflEV1COX 0'e.vabIe T3Illets 1'1111 rw'
 
Im:f. or 'f'1J Gal ~ace "'" _I In )<U OOg's mooth. PfBlCOX may re given with
 
orwittnffcxx1.
 

What are the possible side effects that may occur in my 
dog during PREVICOX therapy? 
PflEV1COX. "" _ NSPa. may C3Uill some side effects. Serilus side effects as­
sodaled wkh ~~ il dogs CiIllXXU WttI <r wltto.i: wanillJ, iIl1, in rae 
"""'""'" reSlJl ~ _. The I1toSl tumI<J1 side eff8:ts associatoJ with PflE'<1COX 
~ _ "'" ~ tr.<:t!'o<Jl*lIl am decreased 1000 ormJI'l'Iorl). \JYer 
amldmeylJlX*llro_iioo_~wlthNSAlls.lrxl<lor""'IOIJwiIlIl,;oo 

effects fhal may -)<U00g ~ ""*lIl 3rr-. with PIIE\1COX: 

• Decrease or ira""" il iWllitB, 
• VooitirJ;;j. 
• D3lIle~_ ............. (su:hasd_.or_ la'tyorlloorli sIOO~.
 
• D3lIle ~_ (su:hasrlneasedormeased a:tMty 1eveI._. 

seilIr,.or"!llJl1'S'ir4. 
• Yel<MgollP"'> sm. or wtiIes 01 "'eyes 1jilInkej. 
• Dwtge~d1rl<ilg_~orllt1Wt~. 

• D3lIle il"'_- ~.ab.or smell. 
• D3lIle~sI<in~","""orscraliJj(¥,j. 

-1.t1rlI<POClfld'Mlii1ttllss. 
ttis~blsIf4Jlh!_!Dlcoota:tjlll __ inmedalelyffrw 
\tin< jill 00g has 3maIcaIl'<XIem or side effect _ tII<il,j PID1COX taIJels W 
rwha>e _ fJIlSti<n;aIloJtPJSSlje side effects.. "*wI1tl jIllveter1lirla1or 
call1·an-217-3543. 

Can PREVICOX be given with other medications?
 
PREVICOX SIl:U:l 001. be gi~ with om- NSAVs ~or ex~. aspirin, CMJ)'ofm, et
 
00Cl0c. <If_b. n-ellxica'n. or fEJxJ,aiin) or COf1i;osIerOOs ~or exaftlJJe. rre<nsor<.
 
wli..... illx.IIleIhasor.orlJi<m:iro:JbJe).
 
TeI)<U vetelironill aIxlut ~lll'Odi;alioffi tI1aI rw nav, gN'" jill <X1i In "'" past. am 
?I'Y _ rw a, ~ 10 give with PRE~COX faljets.ltis mJId iItixle 
_ .-.... that rw can gel withlut a rresolplion or iI1'/ ~etary "-WermtIS. 
Ycu vetlfira'ian may w<r1t to d1eck ItJat all of )'OlJ OO;j's m3dicines CM be given 
tegetter 

What do I do In case my dog eats more than the prescribed 
amount of PREVICOX? 
COnsl..lh. )'OJ veteriml1an immediately" YOtJ dog eats more than the J)'escribed 
iI1Il.f1IoI f'AEI1COX 

What else should I know about PREVICOX? 
• ltis,;m rr- 3"-""''''I 01 information aIxlut Pf£IlCOX falje~.' rw nav, 

Mr1 ~ or c:ooce-ns mrt PREV!COX. OSleoa1tl1lis pall, or plSloperative 
pain f.IQv.;ngsofl-lissUe amortl'qe:lcs.-gery. tal<wi\IljOS .,Ielina!ialt. 

• k:. witn aU rrescribed medldnes, PffVICOX tablets strdf <rtf be given to Ire 
00g lor wtddt Itey ""'" rrenitJerl. They sl'oJd re [jverl to \<l1J' 00g only I", "'" 
ronditlon lor wtidlltey ""'" rrescrilJed. al "'" rresc<11Jed dose. 

• , is inpatant to pO'oocal~ dscuss jill OOg's (esp<I'lSO to PREIlCOX taf.jets. 
Yw veterirnrian 1M' determine n~ <b'J is resp:njirg as eXpocled and if YOlS 
<X1i stxxJId COI'l1ilE 'OOli'Iing PREIlCOX _ 

For technical assistance or to report suspected adverse 
reactions. call 1-877-217·3543_ 
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Prevtcox® 

UNVARNISHED 
AREARw. 08-2IJ08 

1030-2234-02 

IndlCQUom: Forfhe CtJIJtroI atpain and ln6ammation 
associated witJJ osteoarlhrifis and lor the control of 
postDpeta/iVe pain and inflammation associatlll! witJJ 
son-lIssue and orthopedic surgery In dogs. 
Dosage and Adm/nlstraUon: PREVlGOX" should 
be administBred fnl/t at adose at221mgI/tJ 15 mg/J<g) 
~ weight once daily. Refer to package Insert lor lui! 
product inlDlmation. 
Warnings: Not lor use in humans. KiNJp this and all 
medications out of the roach at child"'n. Gansu" a 
physician in case at accidenl11J Ingestion by humans. 
For use in dogs only. 
Storage: Storo at room tlJmperallJ'" between 
59'-86'F115'-30'G). Bliefperfods up to 104'F 
(40'C) 818 permitted. LOT iii EXP .... 

~-~ 

-4.625 1""'<0--__ 2.469 -------'::>~~ 1. 531 ---'11....<'------ 2.469
T
 

0.781 

t 
1. 484 

3.094 

1. 484 

+0.781 

--±-


Patheon - Previcox USA 57 mg 
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File EP394Rl 
Aug 16/06 

311~ l'1~JI11~IJIJIIII
 a 

(ffrocoxibJ 
Cox/ll·dass non·s~roldal 

alltl./nflammatorydrug 

For Oral USB in Oogs Only ~ 
Caution: FBd8raIIIM mstrlcts 
this dTlIg rD USB by oron tIJB 
on:I8r ofa IlcensBd IitlJIlIfnaJian. 
NADA 141-230, Approved by FDA 

->r--1.5 

Manufactuml for: 
MeliallimirBd 
3239Sa1B111t8/11K1. 
DuMII. GoI30096-4640. 
u.S.A. 
/-877-217-3543 
C2008Meriallimited.ARtig/rfs 
IBSf1IWII._isan>gis1lJmd 
_oIMtltIsIllmItBd. 



N-141230-S-0036 
Carton Labels: 227 mg - 60 tablets 

Manufactllrfd tor:Indications: For Ihe control ofpain and inllsmmaUon 
M.rfa}Umftod 

posIDperatJvo pain and inffammation asscciatBd wi1Il 
_tfld wi1Il osteoal1Mtis and !Dr /he cantrolof 

3239 salelfitB Blvd. 
soft-lIssue and orthopedic SUTgery In dogs. PreVicoxeJ 

Dululh, GA 30096-4640, 
Dosa!1< and Administration: PREVICOX- should be U.S.A. 
administered 0,.'1y ata dose at2.27 mgllb 15 mg/kg) tJocrt 1·877-217-3543(tirocoxib)
VIlJight once daily. Refer to pack8ge Insert lor full prrxJuct C",,1I>-ckJu non-st<ro/dal anll-/nII_alory drug C 2008 M6rlaJ Limftod All rights
inlonnalion. ,..6I\'I!d.f8)_lsareg!stllmdFor 0r1JI11sIJ In DotP OnlyWarnings: Not !Dr use In humans. Keep /his and ail IJadIll7lalk uf Marfa} Umited.
modica1ions out of Ihe mach at chfldren. Consuft aphysician Cautlon:FsdetaIIINI_ ~ in casa at accldsntlJl ingesUon by humans. For usa In dogs I/II8ItugIoUBebyoront11BorrIBral.__• 
only.
 
Storage: Store at room lempa,.rure between 59'-86'F
 NAOA /41-23D,
115'--30'C). Briefperiods up 10 104'F140'C) IlIIl pennltted. ]II~ll~~~~I~!llll,~lll] /vJ(JnN8d by RIA 
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N-14l230-S-0036 
Cmion Labels: 57 mg - 30 tablets 

PreVicQK@

(/irocoxib) 
CoxJb.dass __Stm1IdDI antI-lnfIammaluty drug 
For DfIlI Use In Dogs ~ Caution: Fedsf8l1aw 1llstrtc1s t1IIs drug 
III US6 by or on J1Je orriBr of811cansad vetarlnatlan. 
I\IWA 141-230, ApptlMldbyFDA 
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N-141230-S-0036 
Carton Labels: 227 mg - 30 tablets 

PrevicOX: 
(ffrocoxmJ 
C""lb-dau no"._ antl-lntIrJJrJm<JIoty drvg 
FcrOraJi.lJlI"'iJo(JB~CaulJan:FotiBnIIllw_f/IIB
ItrI//lDusobyor""lIJ6orr1errJI. __ 

o\l4lI4141·230,A/JpIlMIdbyRlA. 
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"arton Labels: 57 mg - 10 tablets 

PreVicox®
 
(firocoxmJ 
COJIIb-dass non-S!lWkIoI anti-Intlammatory drug 
For Oral Use in Dogs Only. CauIIon: FtJdBnJIiaw l1lS/Jictll this drug 
to IJS9 by or on the orrter ofa licIJnsBd V!1tBrlna1ian. 
//ADA 141-230,Approl'BdbyFDA 
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N-141230-S-0036 
Carton Labels: 227 mg - 10 tablets 

PreV!cox: 
(firocoxibJ 
Coxlb-daJS non·steroidal antl·lnflammatory drug
 
Far Oral Uso in ODgs Only. Caution: FedsraJ law fflStJicts l1Iis
 
drug to use by or on I1Ie onJ8r ofaJk:ensed WlllJrinatian.
 
NADA 141-230, IvJprollfld by FDA.
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PreV!coxe 

(tirocoxib) ,.
Chewable Tablets 57 mg 0 

:.~)	 ,Not for use in humans. Keep this and all drugs out ohlle reach of children. ~	 on 

~ ~··I""" 

oll Consult a physician in case of acddental ingestion by humans. (..')' l"""--" 

g	 For use In dogs only. G...... _ ~ 

Store at room temperature between S9" and 86'f (15"- 300 Q. ""I N
1077'174HZ.' t"'"\,)..)~ Melial Umited,3139 Satellite Blvd.,llIJlutIl,GA 30096-4640, U.S.A. lIov.ll-ZOlI6 g.? 
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