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FREEDOM OF INFORMATION SUMMARY

1. GENERAL INFORMATION:

a. File Number : ANADA 200-397

b. Sponsor: Belcher Pharmaceuticals, Inc.
12393 Belcher Road, Suite 420
Largo, FL 33773

Drug Labeler Code : 062250

c. Established Name: Carprofen

d. Proprietary Name: VETPROFEN

e. Dosage Form: Caplets

f. How Supplied: 25 mg bottles of 30, 60 and 240 caplets
75 mg bottles of 30, 60 and 240 caplets
100 mg bottles of 30, 60 and 240 caplets

g. How Dispensed :

h. Amount of Active Ingredient s

i. Route of Administration :

j . Species/Class :

Rx

25 mg, 75 mg, and 100 mg

Oral

Dogs

k. Recommended Dosage: 2 mg/lb (4.4 mg/kg) of body weight. The total daily dose may
be administered as 2 mg/lb of body weight once daily or
divided and administered as 1 mg/lb (2 .2 mg/kg) twice daily.
For the control of postoperative pain, administer
approximately 2 hours before the procedure . Caplets are
scored and dosage should be calculated in half-caplet
increments .

1 . Pharmacological Category: Non-steroidal anti-inflammatory drug (NSAID )

m. Indications: VETPROFEN is indicated for the relief of pain and
inflammation associated with osteoarthritis and for the
control of postoperative pain associated with soft tissue and
orthopedic surgeries in dogs.

n. Pioneer Product: RIMADYL Caplets; carprofen; NADA 141-053 ; Pfizer, Inc .
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2. TARGET ANIMAL SAFETYAND DRUG EFFECTIVENESS:

Under the provisions of the Federal Food, Drug, and Cosmetic Act, as amended by the
Generic Animal Drug and Patent Term Restoration Act (GADPTRA) of 1988, an
Abbreviated New Animal Drug Application (ANADA) may be submitted for a generic
version of an approved new animal drug (pioneer product) . New target animal safety and
effectiveness data and human food safety data (other than tissue residue data) are not
required for approval of an ANADA .

A. Blood-level Bioequivalence Study

Objective: The objective of this study was to determine the comparative in vivo blood-level
bioequivalence of Belcher Pharmaceuticals, Inc .'s 25 mg VETPROFEN (carprofen) caplets
and Pfizer, Inc .'s 25 mg RIMADYL Caplets in dogs .

Investigator : Midwest Research Institute (MRI)
425 Volker Boulevard
Kansas City, Missouri

Study Design: The design was a 2-treatment, 2-period crossover . The treatment sequences
(groups) were : A = RIMADYL followed by VETPROFEN and B = VETPROFEN followed
by RIMADYL .

Summary: Twelve beagle dogs (6 males (M) and 6 females (F)) were randomly assigned to
two treatment groups containing 6 animals (3M + 3F) . The animals were fasted 16 + 4 hours
prior to dose administration and approximately 4 hours post-dose . Treatments were
administered orally on day 1 in period 1 and day 18 in period 2 at a dose rate of 4 .4 mg
carprofen/kg body weight . Dogs were weighed within 1 day prior to treatment . A washout
period from day 8 to day 17 was observed. Approximately 5 mL of blood was collected at
approximately 0 (pre-dose), 0 .25, 0.5, 1, 2, 3, 4, 6, 8, 12, 24, 48, 72, 96, 120, 144, and 168
hours . In total, 17 blood samples were taken from each dog in each treatment period. All
blood samples collected were processed for carprofen analysis using a fully validated
analytical method.

Results : The area under the curve was estimated using the trapezoidal rule including data
from time 0 to the last sampling time associated with quantifiable drug concentrations
(AUC) . The maximum concentration measured for all time periods (CMAX) was estimated .
The natural logarithm of both AUC and CMAX was computed and used as the variable for
analysis .

The criteria for determining bioequivalence, as described in CVM's Bioequivalence
Guidance is to construct a 90% confidence interval about the difference of the two means,
generic minus pioneer, based on the log scale of AUC and CMAx and then take the anti-log of
the confidence limits multiplied by 100 . The resulting bounds should be between 80 .00%
and 125 .00%. As seen in the table below, both AUC and CMAX fall within those bounds .
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Variable Belcher Mean Pfizer Mean Lower
Bound

Upper
Bound

AUC *hr/mL 297.8* 297.2* 85.22% 117.82%

CMAx (gg/mL) 34.3* 33 .6* 88.03% 118.01 %

TM kx (hr) 2.00 1 .88 NA NA

* Geometric Mean
t Arithmetic Mean

Conclusions: The variable time to maximum concentration (TmAx) is permitted to be
interpreted by clinical judgment . In this case, there is no reason to expect the difference in
TMAX will affect the efficacy of the drug since both AUC and CMAx are bioequivalent and the
product is administered as a single dose .

Because both AUC and CMAx are bioequivalent and TMAX is acceptable, the study objective
to determine the bioequivalence of the generic and pioneer products was achieved .

B . Dissolution Study

Objective: In vitro dissolution data were submitted in support of a request for waiver of in
vivo bioequivalence study requirements for the 75 mg and 100 mg strength caplets . The 25
mg strength tablets were the subject of the in vivo bioequivalence trial .

Investigator : Belcher Pharmaceutical, Inc .
6911 Bryan Dairy Road
Largo, FL

Study Design : Twelve tablets of each product strength were examined using USP
dissolution apparatus 2 (paddle) at 50 rpm . The dissolution medium was simulated intestinal
fluids without enzyme, pH 7 .5 . This is the same method that has been used for quality
control purposes for RIMADYL caplets . Samples were taken at 2, 5, 15 and 30 minutes of
testing and the carprofen concentrations were determined by HPLC. The percent drug
released from each strength and for each formulation was calculated at each time point .

Similarity of profiles was based upon the model-free approach defined in CDER's 8/97
guidance for industry titled "Dissolution Testing of Immediate Release Dosage Forms" . In
brief, the similarity factor (f2) used for confirming comparability is defined as follows :

f2=50*log{[1+(1/n) _(Rt Tt)2 ~ 0
.
5 * 100}

c= t

where n = the number of time points, Rt is the mean dissolution value of the reference
product- at time t, and Tt is the mean dissolution value of the test product at time t .
Comparability is defined by f2 values are equal to or greater than 50 .
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Results : The value for f2 and the relative dissolution profiles for the test and reference
products are provided in Figures 1 - 3 .

Figure 1 : Relative in vitro dissolution of the 25 m g
strength tablets (f2 = 49 )
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Figure 2 : Relative in vitro dissolution of the 75 mg
strength tablets (f2 = 64 )
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Figure 3 : Relative in vitro dissolution of the 100 m g
strength tablets (f2 = 72 )
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Although slight test-reference differences were seen across tablet strengths at the 2 minute
sample, differences in dissolution at these very early time points are rarely considered to
have any clinical significance. Therefore, only the time points of 5 - 30 minutes have been
included in our evaluation.

Conclusions: A slightly slower in vitro dissolution rate for the Belcher 25 mg strength
caplets as compared to the 25 mg RIMADYL caplets is inconsequential because the two
products have been shown to be bioequivalent based upon in vivo test results. Based upon
the in vitro dissolution test results, CVM concludes that the Belcher 75 mg and 100 mg
strength carprofen caplets are eligible for a waiver of in vivo bioequivalence study
requirements .

3. HUMAN 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, data on human safety pertaining to
drug residues in food were not required for approval of this ANADA .

Human Warnings are provided on the product label as follows :

Keep out of the reach of children .
Not for human use .
Consult a physician in cases of accidental ingestion by humans .

4. AGENCY CONCLUSIONS.-

This ANADA submitted under section 512(b) of the Federal Food, Drug, and Cosmetic Act
satisfies the requirements of section 512(n) of the act and demonstrates that the product
VETPROFEN, when used under its proposed conditions of use, is safe and effective for its
labeled indications .

5. ATTACHMENTS:

Facsimile Generic Labeling and Currently Approved Pioneer labeling are attached as
indicated below :

Generic Labeling for ANADA 200-397 :
VETPROFEN -

Dog Owner Information Sheet
Package Insert
25 mg bottles of 30, 60 and 240 caplets
75 mg bottles of 30, 60 and 240 caplets
100 mg bottles of 30, 60 and 240 caplets
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Pioneer Labeling for NADA 141-053 :
RIMADYL -

Dog Owner Information Sheet
Package Insert
25 mg bottles of 30, 60 and 180 caplets
75 mg bottles of 30, 60 and 180 caplets
100 mg bottles of 30, 60 and 180 caplets
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Dog Owner Information about
VetprofenT"" Caplets (carprofen )

VetprofenTM (pronounced "Vet-pro-fen")
for Osteoarthritis and Post-Surgical Pain
Generic name : carprofen ("car-pro-fen" )

Th is summary contains i mportant information about Vetprofen . You
should read t his inform ati on befo re you start giv ing your d og Vetprofen
and review it each time the p rescription is refi l led . This sheet is provid -
ed only as a summary and does not take the pl ace of instructions from
your veterinarian. Tal k to your veterinarian if you do not un derstand any
o f this information or if you want to know more about Vetprofen .

m
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What a re the possible s ide effects that may o c cur in my dog during
Vetproten therapy?
Vetprofen, like other drugs, may cause some side effects . Serious but
rare side effects have been reported in dogs taking NSAIDs, including
carprofen . Serious side effects can occur with or without warning and
in rare situations result in death .
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Vetprofen is a nonsteroidal anti-inflammatory drug (NSAID) that is
used to reduce pain and inflammation (soreness) due to osteoarthritis
and pain following surgery in dogs . Vetprofen is a prescription drug for
dogs. It is available as a caplet and is given to dogs by mouth .
Osteoarthritis (OA) is a painful condition caused by "wear and tear" of
cartilage and other parts of the joints that may result in the following
changes or signs in your dog :

• Limping or lameness
• Decreased activity or exercise (reluctance to stand, climb stairs,

jump or run, or difficulty in performing these activities )
• Stiffness or decreased movement of joint s

To control surgical pain (e .g. for surgeries such as spays, ear proce-
dures or orthopedic repairs) your veterinarian may administer
Vetprofen before the procedure and recommend that your dog be treat-
ed for several days after going home .
What kind of results can I expect when my dog is on Vetprofen?

While Vetprofen is not a cure for osteoarthritis, it can relieve the pain
and inflammation of OA and improve your dog's mobility .

• Response varies from dog to dog but can be quite dramatic .
• In most dogs, improvement can be seen in a matter of days .
• If Vetprofen is discontinued or not given as directed, your dog's

pain and inflammation may come back .
Who should not take Ve tp rofen ?
Your dog should not be given Vetprofen if he/she :

• Has had an allergic reaction to carprofen, the active ingredient of
Vetprofen .

• Has had an allergic reaction to aspirin or other NSAIDs (for example
deracoxib, etodolac, firocoxib, meloxicam, phenylbutazone or
tep oxalin) such as hives, facial swelling, or red or itchy skin .

Vetprofen should be g iven to dogs only.
Cats should not be given Vetprofen . Call your veterinarian immediately
if your cat receives Vetprofen . People should not take Vetprofen . Keep
Vetprofen and all medicines out of reach of children . Call your physi-
cian immediately if you accidentally take Vetprofen .
How to give Vetprofen to your dog .
Vetprofen should be given according to your veterinarian's instruc-
tions . Your veterinarian will tell you what amount of Vetprofen is right
for your dog and for how long it should be given . Vetprofen should be
given by mouth and may be given with or without food .
What to tell /ask your veterinarian before giv ing Vetprofen .
Talk to your veterinarian about :

• The signs of OA you have observed (for example limping, stiffness) .
• The importance of weight control and exercise in the management

of OA .
• What tests might be done before Vetprofen is prescribed .
• How often your dog may need to be examined by your veterinarian .
• The risks and benefits of using Vetprofen .

Tell your veterinarian if your dog has ever had the following medical
problems :

• Experienced side effects from Vetprofen or other NSAIDs, such as
aspirin

• Digestive upset (vomiting and/or diarrhea)
• Liver diseas e
• Kidney disease
• A bleeding disorder (for example, Von Willebrand's disease)

Tell your veterinarian about :
• A ny other medical problems or allergies that your dog has now or

has had .

• All medicines that you are giving your dog or plan to give your dog,
including those you can get without a prescription .

Tell your veterinarian if your dog is :
• Pregnant, nursing or if you plan to breed your dog .

I n P. MOST common IVJHIV- fCldlCU timC c i ict w ycnc m uy - . v- -
stomach (such as bleeding ulcers), and liver or kidney problems . Look
for the following side effects that can indicate your dog may be having
a problem with Vetprofen or may have another medical problem :

• Decrease or increase in appetite
• Vomiting
• Change in bowel movements (such as diarrhea, or black, tarry or

bloody stools )
• Change in behavior (such as decreased or increased activity level,

incoord ination, se i zure or aggression )
• Yellowing of gums, s kin, or w h ites o f the eyes (jaundice)
• Change in drinking habits (frequency, amount consumed)
• Change in urination habits (frequency, color, or smell )
• Change in sk i n (redness, scabs, or scratch i ng )

It is important to stop therapy and contact your veterinarian immedi-
ately if you think your dog has a medical problem or side effect from
Vetprofen therapy. If you have additional questions about possible side
effects, talk to your veterinarian .
Can Vetprofen be g iven with other med icines ?
Vetprofen should not be given with other NSAIDs (for example, aspirin,
deracoxib, etodolac, firocoxib, meloxicam, tepoxalin) or steroids (for
example, cort isorrg, dexam ethasone, prednisone, triamcino l one) .
Tell your veterinarian about all medicines you have given your dog in
the past, and any med ici n es that you are p lanning to g i ve with
Vetprofen . This should include other medicines that you can get with-
out a prescription . Your veterinarian may want to check that all of your
dog's medicines can be given together.
What do I do in case my dog eats more than the prescribed amount
of Vetprofen?
Contact your veteri nar ian immediately if your dog eats more than the
prescri bed amoun t of Vetp rofen .

What else should I know about Vetprofen ?
This sheet provides a summary of information about Vetprofen. If you
have any questions or concerns about Vetprofen, or osteoarthritis, or
postoperative pain, talk to you r veterinarian .
As wit h all prescribed me dici nes, Vetprofen should on l y be given to the
dog for which it was prescri bed . It shou ld be given to your d og only for
t h e condit i on f or which i t was prescribed .
It is important to periodical l y d iscuss your dog's response to Vetprofen
at regular check ups . Your vet erinarian wil l best d etermine i f your dog
is responding as expected and if your dog should continue receiving
Vetprofen .

To report a suspecte d adverse reaction call 1-800-835-9 496
'Issued July 2007
Manufactured b y :
Belcher Pharmaceuticals , Inc .
12393 Belcher Road, Suite 420
Largo, Florida 33773
Distributed by :
Vetoquinol U . S . A., Inc .
Buena, NJ 08310



VetprofenTM'
(carprofen)
Caplets
Nw-iNro/Os/ anti-lMlammsto ry thing

For oral use Is dogs only

CAUitOU: Federal law restricts this drug to use by or on the o rder of a licens ed veteri narian.
OESCRIPiION: Vetprofe n (carprofen) Is a non-ste roidal anti-HNMmmatory drug (N SAID) of the propionic
add class that Includes ibuprofe n, riaproxen, and beroprofen . Cerprofen is the nonproprietary designation
for a substituted carbazole, 6-chbro-a-methyl-9H-prbazole-2-acetk acM. The empirical formula Is
C15Fi1zCIN02 and the molecular weight 273 .72. The chemical structure of carprofen is:
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Carprofen is a white, crystalline compound . It is frcely soluble in ethanol, but practically Insoluble in water
at 25'C.

CUtNCAI PHARMACOLOGY: Carprofen Is a non-narcotic, non-steroidal anti-inflammatory agent with char-
acteristic analgesic an d mlipyretic activity approximately equipotent to indometlucin in animal models'

The mechanism of action of carprofen, like that of other NSAIDs, is believed to be associated with the inhi-
bition of cyclooxygenase activity. Two unique cydooxyqenases have been described in mammals.2 The
constitutive cyclooxygenase, COX-1, synthesizes proshplandfns necessary for normal gastrointestinal and
re n al function . The Inducible cyclooxygenase, COX-2, generates prostaglandins involved In Inflammation .
Inhibition of COX-1 Is thought to be associated with gastrointestinal and renal toxicity while inhibition of
COX-2 provides urtFinlla mmrtory activity The specificity of a particular NSAID for COX-2 versus COX-1
may vary from species to species! In an In vitro stu dy using canine cell cultures, carprolen demonstrated
selective Inhibition of COX-2 versus COX-1! Clinical relevance of these data has not been shown .
Ctip roten has also been shown to inhibit the release of several pros4plandins in two inflammatory cell
systems : rat polymorphonuclear leukocytes (P MN) and human rheumatoid synovial cells, Indicating inh6
Dkan of acute (PMN system) and chronic (synovial cell system) Inflammatory reactions. '

Several studies have demonstrated that carprofen has modulatory effects on both humoral and cellular
Immune responses." Data also indicate that carprolen inhibits the production of osteochast-activating lac-
for (OAF) . PGEt, and PGE2 by its Inhibitory effects on prostaglandin bksynthesat
Based upon comparison with data obtained from intravenous administration, carprofen is rapidly and near-
ly completely absorbed (more than 90% bioaveilable) when administered oraly .10 Peak blood plasma con-
centrations are achieved in 1-3 hours after oral administration of 1, 5, and 25 mqlkp to dogs . The mean
te rminal half-life of carprofen is approximately 8 hours (range 4 .5-9.8 hours) after single oral doses vary-
Mg from 1-95 mplkg of body weight . After a 100 mg single intravenous bolus dose, the mean elimination
ha lf-file was approximately 11 .7 hours in the dog. Carproten is more than 99°b bound to plasma protein
and exhibits a very small volume of distribution.

Carprofen is eliminated in the dog primarily by biotransformation in the liver followed by rapid excretion
of the resulting metabolite s (the ester Qlucuronide of carprofen and the other glucuronides of 2 phenolic
metabolkes, 7-hydroxy c uprobn a nd &hydroxy a ryrofen) in the feces (70-80°,6) and urine (70-20°h) .
Som e e merohapatk circulation of the drug is observed.

INOICAY Wt18: Vetprofen is Indicated for the relief of pain and inflammation associated with osteoarthritis
and for th e control of postoperative pain associated with soft tissue and orthopedic surgeries In dogs .
CONTRAINDICATIONS : Vatprofen should not be used in dogs exhibiting previous hypersensitivity to
cu proten.
WARNI : Keep out of reach of children . Not for human use . Consult a physician in cases of accWen-
W kqesftn by human For eve In dogs only. Do not use in cats .
AN dogs should undergo a thorough history and physical examination before Initiation of NSNIU therapy.
Appropriate laboratory tests to establish hematological and serum biochemical baseline data prior to, and
periodically dwNO, administntbn of any NSAID should be considered. Owners Aould be advised to
Na rw for allies of Mwotlal drug toxicity Ins linksmasda i for Dog Owners, Adverse ReaWous,
Armr Safety +w Pas:1114#r " Exilierience1•
PRECAUitONt: As a class, cycboxypenase Inhibitory N SAIDs may be associated with gastrointestinal,
renal and hepatic toxicity. Effects m ay result from decreased prostaglandin production and inhibition of
the enzyme cydoo~penase w hich Is responsible for the formation of prostaglandins hom arachW Onic
add."44 When N SAIDs inhibit proshp qndkis that cause Inflammation they may also Inhibit those
prosdpqndkis which maintain normal homeostatic function. These and-prostaglandin effects may result
M clink* significant disease in patients with underlying or pre-existing disease more often than In
healthy prtfeMS.1zw NSAID th e rapy could unmask occult disease which has previously been undiagnosed
due to the Weawx of apparent clinical signs. Pati ents with underlying renal disease for example, may
experience vaox lation or de compensation of their renal disease while on NSAID Merapy.11^4 The use of
pa r aKanl fluids doling surgery shoul d be considered to reduce the potenti al risk of renal complications
Mm using NSA IDB peri0perativey.
Cup rokn Is an NSAI D, and as with others in that clam adverse reactions may occur with its use. The most
fre9uerH reported eibcls have been gastrointestinal sign Events YiwMnq suspected rena4 hematologic,
nanolo0k, der mito bpic, a nd belisdc effects have tlmo been reported. Patients at grandest ft ia retail Wx-
Idqr as dross that are dehydrnod, on concomitant diuretic th anpy, or those with renal, cardiovascular,
uiNa hepatic os(unction. Concurrent administration of poleMhYy nephrotoxAc drugs should b e approached
autlo ueN, with appropriate monitoring. Since many NSA IDs posse ss the po0e" to Induce pastroMiOestF
Inl Itlceral lon. Ca comkn t use of Grprokn with otlie ► udhHqmma Wry drugs. such as cortkoder" and
Nsiuos, should ee .vaeaa or very closely mmitored. sensitway to druo-assaaaoea,avese reactions varies
with to YWvldwl patient. For aomDb, carprofen treatment was not assaclvowd with renal toxicity or gas-

ulceration in weuvontrolba safety studies of up to ton tones the dose In dogs .
Cuprobn is not recommended for use In dogs with bked4q disorders (e.p., Von 1NN bb rmd's disease),
ms safety has not bee n ahblkhed in dogs with these disorders. The safe in of atprofai M mknals less
Man 6 weft of We, pregnant dogs, dogs used for bnedYq purposes. or in hoisting bitches has not bee n
established. Studies to delamine the activity of arpohn whe n admkAslsed concomitantly with other
paNmcousi e or wm arb metabolized amps haws ad been cooawosa . Dim co~b~y should be
moaftnd do s* In pttlena requiring aOdilioiq l qrnpy. Such drugs cqm iony used include atdieC,
andoorivulsent and e rwA" meaed+ons. it has been suggested that a.mneac with araoren may
reduce the krN of InhtYnt sunshades needed.1 6
N additional pain nadla tion is warranted After administration of the total daily dos e of a►profan. aIkrn a-
IM wa qe aq should be c o ideied. The use of another NSAID Is not recommended. Conside r aDDroDri-
do washinst ainins when suaxchino xom one NSAIo to,ndithb► or when evirxahing from conWosmrae use
to NSAI D use .

Pal-Approval Experieeee:
Although not all adverse reactions are reported, the following adve rse reactions are based on volunta ry
post-approval adverse drug experience reporting . The categories of adve rse reactions are listed in decreas-
Inp order of frequency by body system .
Gastro intestinal: Vominnp, diarrhea, constipation, inappetence, melena, hernaternesis, gastrointestinal
ukeratlon, gastrointestinal binding pancreatills
Hepatic: Inappetence, womltinp, jaundice, acute hepatic toxicity, hepatic enzyme elevation, abnormal liver
function test(s), hyperbilirubinemia, bilirubinuna, hypoa/buminemia . Approximately one-fourth of hepatic
reports were in Labrador Retrievers.

Neurologic: Ataxia, paresis, pa26,sls, seizures, vestibular signs, disorientation .
Urinary: Hematuria, potyuria, polYdipsia, urinary Incontinence, urinary tract infection, az otemia , acute
renal failure, tubular abnormalities including acute tubular necrosis, renal tubular acidosis, plucosuria.
Behavioral: Sedation, lethargy, hyperactivity, res tlessness, aggressiveness.

Hematologic: Immune-mediated hemolytic anemia, immune-mediated thrombocytopenia , blood loss ane-
mia, epistaxis.

Dermatoloqk : Pruritus, increased shedding, alopecia, pyot2uma(ic moist dermatitis (hot spots), necrofiz-
inp panniculitisHascWitls, ventral ecchymosis.

Immunologic or hypersensitivity : Facial swelling, hives, erythema.
In rare situations, death has been associated with some of the adverse reactions listed above .
To report a suspected advers e reaction call 1-800-835-9496 .

DOSAGE AND ADMINISTRATION : Always provide Client Information Sheet with prescription. The recom-
mended dosage for oral administration to dogs is 2 mg/lb (4 .4 mg/kg) of body weight daily. The total daily
dose may be administered as 2 mq/lb of body weight once daily or divided and administered as 1 mob
(2.2 mg/kg) twice daily. For the control of postoperative pain , administer app roximately 2 hours before the
procedure. Caplets are scored and dosage should be calculated in half-caplet increments.
EFFECTIVENESS: Confirmation of the effectiveness of carp rofen for the relief of pain and Inflammation
associated with osteoarthritis, and for the cont rol of postoperative pain associated with soft tissue and
orthopedic surgeries was demonstrated in 5 placebo-controlled, masked studies examining the anti-
inflammatory and analgesic effectiveness of carprofen caplets In various breeds of dogs.
Separate placebo-controlled, masked, multicenter field studies confirmed the anti-inflammatory and anal-
gesic effectiveness of prprofan caplets when dosed at 2 mg/lb once daily or when divided and admin o
tbred at t mob twice daily. In these two field studies, dogs diagnosed with osteoa rthritis showed statis-
tically significant overall improvement based on lameness evaluations by the veterinarian and owner obser-
vations when administered carpro fen at labeled doses.

Separate placebo-controlled, masked , multicenter field studies confirmed the ettectiw,pess of carpi en
caplets for the control of postoperative pain when dosed at 2 mg/lb once daily in various bteeds of dogs.
In these studies, dogs presented for ovariohysterectomy, cruciate repair and aural surgeries were admin-
istered carprofen preoperatively and for a maximum of 3 days (soft tissue) or 4 days (orthopedic) postop-
eratively. In general, dogs administered carprofen showed statistically significant improvement in pain
scores compared to controls .
ANIMAL SAFETY: Laborato ry studies in unanesthet¢ed dogs and clinical field studies have demonstrated
that carprofen is well tolerated in dogs after oral administration .

In target animal safety studies, carprofen was admi n istered orally to healthy Beagle dogs at 1, 3, and 5 mg/lb
twice daily (1, 3 and 5 times the recommended total daily dose) for 42 consecutive days with no significant
adverse reactions. Serum a lb umin for a single female dog receiving 5 mob twice daily decreased to 2 . 1 ydl
after 2 weeks of treatment, returned to the pre-treatment value (2.6 ddL) after 4 weeks of treatment, and was
2.3 g/dL at the final 6-week evaluation . Over the 6-we«k tre atment period, black or bloody stools we re
observed in 1 dog (1 Incident) treated with 1 mob twice daily and in I dog (2 inddenisj treated with 3 mob
twice daily. Redness of the colon ic mucosa was observed in I male that received 3 mg/lb twice daily.

Two of 8 dogs receiving 10 mob orally twice daily (10 times the re commended total daily dose) for 14
days exhibited hypoalbuminemia. The mean albumin level in the dogs receiving this dose was lower (2 .38
g/dL) than each of 2 placebo control groups (2.88 and 2 .93 p/dL, respectively). Three incidents of black or
bloody stool were observed in 1 dog. five of 8 dogs exhibited reddened areas of duoden al mucosa on
gross pathologic examination. Histologic examination of these areas re vealed no evidence of ulceration ,
but did show minimal congestion of the lamina propria in 2 of the 5 dogs.

In separate safety studies tasting 13 and 52 weeks, respectively, dogs were administered orally up to 11 . 4
mqllbPoay (5.7 times the recommended total daily dose of 2 mg/lb) of carprofen . In both studies, the drug
was well tolerated clinically by all of the animals . Na gross or histologic changes we re seen in any of the
treated animals. In both studies, dogs receiving the highest doses had average increases In serum L-ala-
nine aminotransferase (ALT) of approximately 20 IU .
In the 52 week study, minor dermatologic changes occurred in dogs in each of the treatment groups but
not In the control dogs. The changes were described as slight redness or rash and were diagnosed as non-
specific dermatitis. The possibility exists that these mild lesions we re treatment related, but no dose rela-
tionship was observed .

Clinical field studies were conducted with 549 dogs of different breeds at the recommended oral doses for
14 days (297 dogs were Included In a smdy, eevaluating 1 mob twice .dally and 252 dogs were included in
a separate study evaluating 2 mob once daily) . In both studies the dap was clinically well tolerated and
the incidence of clinical adverse reactions for prprofeo- treated animals was no higher than placebo-treat-
ad animals (placebo contained Inactive Ingredients found in carprofen). For animals recdlvin0l mob twice
dally, the mean post-treatment serum ALT values were 11 IU grader and 9 IU less than.pro-treaiM val-
ues for dogs receiving carprolen and placebo. respectively. Differences were not statistically slpnNi-9 t For
animals receiving 2 mqAb once daily, the mean post-treatment serum ALT values were 4 .5 IU greater and
0.9 IU less than pm-treatment values for dogs receiving carprofen and placebo, respectively. In the latter
study, 3 carprofao- heated dogs developed a&Pob or greater Increase In (ALT) and/or (AST) during the
course of therapy. One placebo-treated dog had a greater than 2-fold increase In ALT. None of these ani-
mals showed clinical signs associated with laboratory value changes. Changes In the clinical laboratory val-
ues (hematology and clinical chemistry) were not considered clinically significant . The 1 mob twice daily
course of therapy was repeated as needed at 2-week Intervals In 244 dogs, some for as long as 5 years .

Clinical field studies were conducted in 297 dogs of different breeds undergoing orthopedic or soft tissue
surgery. Dogs were administe red 2 mob of carproten two hours prior to surgery then once daly, as need-
ed for 2 days (soft tissue surgery) or 3 days (orthopedic surgery). Cuprokn was well tolerated when used
in conjunctbn with a variety of anesthedc- Wled drugs. The type and severity of abnormal he alth obser-
vations N prprolam nd placebo-ira0ed mkipls were approximately equal and few in number (see
Adverse Reactions). The most hequeM abnormal health observation was vomiting and was observed at
approximately the same frequency In carD ►ufen- and placebo- treated animals. Changes in CqnNwDathobO-
k Indices of hematopoeUc, wig hepatic, and dolt* function were not clinically significant. The mean
posFVeefibM serum ALT values were 7.3 IU end 2.5 IU less than prrtreatmeM values for dogs receiving
carprolen and placebo, respectively . The mean post-treatment AST values were 3.1 IU was for dogs recaiv-
Mp carprolen and 0.2 IU greater for dogs receiving placebo.
STORAGE: Store at comroped room temperature 151C - 30'C (591 - 861).
HOW EUPPLIED: Velp►ofen caplets am scored, and contain 25 mg, 75 mg, or too mg of carproten per
caplet. Each dolet size is oaduaed In bottles coMalnMa 30 . 60. or 240 aolets .
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Some eMerohep adc circulation of the drug Is observed.

IND ICJITION& Vetprofen Is Indicated for the relief of pain and Inflammation associated with osteowthrifis;
and for the co" of postoperative pain associated with soft tissu e and orthopedic surgeries In dogs.
CONTRIUNDIGTIONS: Vetprofe n should not be used In dogs exhibiting previous hyperAnsifivily to
urDroien.

WARIN M4: Keep out of reach of children. Not for human us e . Consult a physic h n in cases of acciden-
tal qipestlign by humans. For = N iop only. Do not use In cats.

M dogs should undergo a thorough history and physical examination before initiation of NSAID th erapy.
Appropriate laboratory teals to establish hematological and serum biochemical baselin e data prior to, and
DerloclicallY durin0, administration of any NSIUD should be considered. Germs should N selvind In
observe for s w of Iabn" dnY Ilooftil M ( sN IaNnwtlos for Dog Owners, Adverse Roractim,
IWmY Softly sod Pooll NN oval ExIaiwn) .

PREGUiIONi: As a class, cycboxyqenase inhibitory NSAIDS may be associated with gastrointestinal,
renal and hepatic toxicity. Effects m ay result from decreased prostaglandin pro duction and inhibition of
the enzyme cydooxypenase w hich Is responsible for the formation of prostapqrMiits from a rachWOnle
a cid?"4' When NSAIDs Inhibit prosdphndpis that cause Inflammation they may also Inhibit those
ProshObndins which maintain normal homeostatic function. Th ese antl-prostaplanWin effects may result
In clinically significant disease in patbms with under" or pro-existing disease more often than In
healthy patbMy 1zN N SqID therapy could unmask oxWl disease which has previously been undiagnosed
du e to th e abse nce of apparent clinical signs. Patients with underly1nig renal disease for example, may
experience exacerbation or de compensatlon of their renal disease while on NS AID therapy.11•14 The use of
parenteral fluids during surgery should be considered to reduce the potential risk of renal complicatiorts
wh en using NSAIDs perloperativey.

Carprofan is an NSA ID, and as with others in that class, advers e reactions may occur with its use. The most
frequently reported effect have been gastrointestinal sipns. EveMS InwMnO suspected renal, hematologic,
neurolopb, dermatolopiC, and hepatic effects have also b ee n reported. Patients at preatest risk for renal rox•
1* are those that are dehydrated, on concomitant diuretic therapy, or those with renal, cardiovascular,
and/or hepatic dysfunction . Concurrent administration of potentially nephrotoxic drugs should be approached
cautlousy, with appropriate monitoring . Since many NS1UDs possess the potential to induce gastrointesti-
nal ulceration, concomitant use of carprolen with other and-inflammatory dn p s, such as cortlcosteroWs and
NSAIDs, should be avoided or very closely monitored. Sens" to druq-assocqted adverse reactions varies
with the individual patient. For emmpb, carprofen treatment was not associated with renal toxicity or gas-
trointestinal ulceration in well-controlled safety studies of up to ten times the dose in dogs.
Carproten is not recommended for use In dogs with bleeding disorders (e.g ., Von Willebrand's disease),
as safety has not been established In dogs with these disorders. The safe Use of catproten in animals less
than 6 weeks of ape, pregnant dogs, dogs used for breBd6p purposes, or in lactating bitches h as not been
established. Studies to determine the activity of prproten when administered concomitantly with other
proteln-bound or similarly meta bolized drugs have not been conducted . Drug compatibility should be
monitored closely In patients requiring additional therapy. Such drugs commonly used include cardiac,
antkonwlsaM and behavioral medications . R has been suggested that treatment with carprofen may
reduce the level of Inhalant anesthetics needed.15

If additional pain medication is warranted after administration of the total daily dose of carprofen, atterna-
dve analgesia should be considered . The use of another NSAID is not recommended . Consider appropri-
ate washout times when switching from one NSAID to another or when switching from corticosteroid use
to NSAID use.

INFORMATION FOR DOG OWNERS:
Vetprofen, like other drugs of its class, is not free from adverse reactions . Owners should be advised of
the potential for adverse reactions and be informed of the clinical signs associated with drug intolerance .
Adverse reactions may include decreased appetite, wmitinp, diarrhea, dark or tarry stools, increased water
corfsumption, Increased urination, pale gums due to anemia, yellowing of gums, skin or white of the eye
due to jaundice, lethargy, incoordination, seizure, or behavioral changes . Serious adverse reactions asao-
uabd with this drug class can occur without warning and In rare situations result In death (see Adve rse
Reactions). Owners should be advis ed to disoo afi aue Vetp rofea therapy and contact Melt veterinarian
Immediately if signs of Intolerance are observed. The vast majority of patients with drug related adverse
reactions have recovered when the signs are recognized, the drug is withdrawn, and veterinary care, if
appropriate, is initiated . Owners should be advised of the importance of periodic follow up for all dogs dur-
fnp administration of any NSAID .

ADVERSE REACTIONS: During investigational studies of osteoarthritis with twice daily administration of 1
mqllb, no clinically significant adverse reactions were reported. Some clinical signs were observed dur-
inp field studies (n=297) which were similar for carprokn- and placebo-treated dops . Incidences of the
following were observed in both groups : vomiting (4%), diarrhea (4%), changes in appetite (3%), lethar-
gy (1 .4%), behavioral changes (1%), and constipation (0 .3%). The product vehicle served as control.
There were no serious adverse events reported during clinical field studies of osteoarthritis with once daily
administration of 2 mqllb. The following categories of abnormal health observations were reported . The
product vehicle served as control.

Percentage of Dogs with Aboomeall Health Observations Reported
In Ostmarthrids Field Study (2 mg/lb one daily)

Observation Carproln (11.1 29) Placebo (a.132)
Inappetance 1.6 1.5
Vomiting 3.1 3.8
Diarrhea/Soft stool 3.1 4.5
Behavior change 0.8 0.8
Dermatitis 0.8 0.8
PU/PD 0.8 ----
SAP increase 7.8 8.3
ALT increase 5.4 4.5
AST Increase 2.3 0.8
BUN increase 3.1 1.5
Bilirubinuria 16.3 12.1
Ketonuria 14,7 9.1

Clinical pathology parameters listed represent reports of increases from pre-treatment values ; medical
judgment is necessary to determine clinical relevance .
During Investigational studies of surgical pain for the caplet formulation, no clinically significant adverse
reactions were reported. The product vehicle served as control.

Percentage of Dogs with Abnormal Health Obastratious Reported
In Swafnl Pain field Studies who CaelNt ( 2 mg/lb once daily)

Observation* car prae. (. .t48) Placebo ( . .149)
Vomiting 10.1 13.4
Diarrhea✓Sott stool 6.1 6.0
Ocular disease 2.7 0
InaDPetam 1. 4 0
DermatifisIskin lesion 2.0 1.3
Msrkflhmia 0.7 0
Apnea 1.4 0
Ora Vperiodomal disease 1.4 p
PYM* 0.7 >a
Urinary tract disease 1.4 1 .3
Wound drainage 1 .4 0

A single dog mair have cWhinced more than one occurrence of an event

[. o WuL at i M ini l O-wB&c 9WNiat1011. Liver tM fFweMt treatment period, block or bloody CtOOIS were
obs erved In 1 dog (1 Miclde M) heated with t mylb twice d al y and in I dog (2 inddeMS) treted with 3 mpllD
twice d*. Redness Of the cobnk mum was obse rved in t rt ab that rec eMd 3 m yp twice d*.
Two 018 dogs ►e ce hrhip 10 mylb orally twice 60y (10 times the recommended total dally d ose) for 14
days e4Ued hypoWuminemla. The mean aIWqrtln level I n the dogs receiving this dose was low (2.3 8
pld l) than W o12 placebo control groups (2.8E and 2.93 ddl, respectively) . Thr ee incidents of blac k or
bloody, stool were obse rved In I dog. Ave o19 dogs exhibited reddened areas of duodenal mucos a on
gross PatholoOb examination. Histologic examination of these areaa rovabd no evidence of ulceration,
but did show minimal congestion of the Within proprq In 2 of the 5 dogs.
In separate safely stud ies lasting 13 an d 52 weeks, respectively, dogs were administere d only up to 11 .4
mOANday (5 .7 times the recommended total daily dose of 2 mg/lb) of carp rofen. In both atudb s . the drug
was well tolerated clinically by all of th e animals. No gross or histologic changes were seen in any of th e
treated animals. In both studies, dogs receiving th e highest doses had average increases in serum L-al a-
nine aminotnnslens e (A LT) of approximately 20 IU.
In th e 52 week study, mino r demwto lopb changes occurred In dogs in each of th e treatment groups but
not In the control dogs . The changes were described a s slight redness or rash and were diagnosed as non-
specific dermatlq s. The possibility exi sts th at these mild lesions were treatment related, but no dos e rela-
tionship was observed.

Clinical field studies were conducted w ith 549 dogs of different breeds at the recommended oral doses for
14 days (297 dogs were Included in a study evaluating 1 mylb twice daily and 252 dogs were included In
a separMe study evaluating 2 mylb once daily). In both studies the drug was clinically well tolerated and
the fnckeroe of clinical adverse reactions for carprofen- treated animals was no higher than placebo-treat-
ad animals ( p lace bo contained ina ctiv e ingredients found in carprofen) . For animals rec8lvinp i mgAb twice
daily; the mean post-treatment serum ALT values were 11 IU greater and 9 IU less tha n .pre-tr eatrpent val-
ues for dogs receiving carprofen and placebo, respectively . Differences were not statistically sipnifiCant For
anim als receiving 2 myllb onc e daily, the mean post-treatment serum ALT values were 4 .5 IU greater and
0.9 IU less tha n pre-treatmeM values for dogs receiving carprofen and placebo, respectively. In the latter
study, 3 carprofen- treated dogs developed a 3-fold or greater increase In (ALT) andtor (AST) during the
course of therapy. One placebo-treated dog had a greater than 2-fold increase in ALT . None of these ani-
mals showed clinical signs a ssoci ated with laboratory value changes . Changes in the clinical la boratory val-
ues (hematology and clinical chemistry) were not considered clinically significant . The 1 mgVlb twice daily
course of therapy was repeate d as ne eded at 2-week intervals in 244 dogs, some for as long as 5 years .
Clinical field studies were conducted in 297 dogs of different breeds undergoing orthopedic or soft tissue
surgery. Dogs were administered 2 mylb of carproten two hours prior to surgery then once daiy, as need-
ed for 2 days (soft tissue surgery) or 3 days (orthopedic surgery) . Carprofen w as well tolerated when use d
in conjunction with av2rlety of anesthetic-related drugs. The type and severity of abnormal health obser-
vations In carprofen-and placebo-treated animals were approximately equal and few in number (see
Adverse Reactions). The most frequent abnormal health observation was vomiting and was observed at
approximately th e same frequ ency in carproten- and pl acebo- treated animals. Changes In clinicopatbolo q-
fc indices of hematopoetic, renal, hepatic, and cbtting function were not clinically significant . The mean
post-treatment serum ALT values were 7.3 IU and 2.51U less than pre-treatment values for dogs receiving
carprofen and placebo, respectively. The mean post-treatment AST values were 3 .1 IU less for dogs receiv
inp carprofen and 0 .2 IU greater for dogs receiving placebo.
STORAGE Store at controlled room temperature 15°C - 30°C (59°F - 86°F) .
HOW SUPPLIED : Vetprofe n caplets a re scored, and contain 25 mg, 75 mp, or 100 mg of carprofen per
caplet . Each caplet size Is packaged In bottles containing 30, 60, or 2 40 caplets.
REFERENCES:
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Dog Owner Information about
RIlVL4DYt.s Caplets (carprofen)
Rimadyle (pronounced "Rim-a-dill")

for Osteoarthritis and Post-Surgical Pain
Generic name: carprofen ("car-pro-fen")

This summary contains Important Information about Rimadyl .
You should read this Information before you sta rt giving
your dog Rlmadyl and review It each time the pnscrlptlo n
is refill ed. This sheet Is provided only as a summary a nd does
not take the pl a ce of In stnKtlons from your veterinarian .
T a lk to yourv eterln a rlan If you do not understand any of
this Information or If you want to know more about Rimadyl .
What Is Rimadyl?
Rimadyl Is a nonstaroldal anti-inflammatory drug (NSAID)
th at Is used to reduce pain a nd Inflammation (soreness)
due to osteoarthrlUs a nd pain following surgery in dogs,
Rlm adyl is a prescription drug for dogs. It Is available as a
caplet a nd ch*wabp tablet and Is given to dogs by mouth .
Oste oarthritls (OA) Is a painful condition caused by `wear a nd
tear' of urUl aqe and other parts of the joints th at may result
In the following changes or signs In your dog :

• Limpin g or lameness
• Decreased activity or exercise (reluctance to sta nd,

climb stairs, jump or run, or difficulty In performing
these activities)

• Stiffness or decreased movement of joints
To control surgical pain (e .g . for surgeries such a s spays, ear
procedures or orthopedic repairs) your veterinarian may
administer Rimadyl before the procedure and recommend
that your dog be treated for several days after going home .
What kind of results can I expect when my dog is qn
Rimadyl ?
While Rlma dyl Is not a cure for osUO a rthrltls, it can reliev e
the pa in and Inflammation of OA a nd Improve your do g's
mobility.

• Respons e vari es from dog to dog but c a n be quite
dramatic .

• In most dog ; improve me nt can be seen In a matter of

• I f day sdyl Is discontinued or not given as directed, your
dog's pain a nd Inflammation may come back.

Who should not t ake Rimadyl?
Your dog should not be given Rimadyl If he/she :

• Has had an allergic reaction to ca rprofen, the active
Ingredient of Rlmadyl .

• H as had an allergic reaction to aspirin or other NSA IDs
(for example dera coxib, atodol a c, flrocoxib, meloxicam,
ph e nylbutaaons or tepoxaiin) such as hives, facial
swelling, or red or Itchy skin .

Rimadyl should b e given to dogs only. Cats should not
be given Rlmadyl. Call your veterinarian Immediately If your
cat receives IUma dyl. People should not take Rlmadyl . Keep
Rimadyl a nd all medicines out of reach of children. Call your
physician Immediately If you accidentally take Rim adyl .
How to give Rimadyl to your dog.
Rlmadyl should be given according to your veterinarian's
Instructions. Your veterinarian will tell you what amount of
Rimadyl is right for your dog and for how long it s hould be
given . Rlmadyl should be given by mouth and may b e given
with or without food.
What to tell/ask your veterinarian beford giving
Rimadyl .
T a lk to your veterinarian a bout:

• The signs of OA you h av e observed (for example limping,
stiffness).

• The Importance of weight control and exercise In the
management of OA

• Wh at te sts might be dona, before FUmadyl is prescribed .
• How often your dog may need to be examined by your

veterinarian .
• The risks a nd b e nefits of using Rlmadyl .

Tell your veterinarian If your dog has over had the following
medic a l probl e ms :

• Experienced side effects from Rimadyl or other NSAIDs,
such as aspiri n

• Digestive upset (vomiting and/or diarrhea)
• Liver disease
• Kidney disease
• A blooding disorder (for exampl e, Von Wlllebra nd's

disease)

Te ll your v ete rin a rian about:
• A ny other medi al prob lems o r allergies th at yo u r d og

has now or h as h a d.
• A ll medicines that yo u a re giving your dog o r p lan to

g ive you r d og, Including those you can get without a
prescription .

Te ll your veterinarian if your dog Is :
• Pr eg nant, nursing or I f you plan to bread your dog.

Wh at are the poss ibl e si de effects that may occ ur i n
my dog during Ri madyl therapy?
Rimadyl, Il ks oth er drugu

Hs
, may cause some side effects.

Serious but rare si de eacts have been reported In dogs
taking NSAIDs, Including R lrtudy i. Serious side effects can
occur with or wit h out warning and In rare situations result
i n death.
Th e most commo n NSAI D-related side effects genera lly
Involve the stomach (such as blooding ulc ers), and liver or
kidney problems. Look for the following side effects th at can
Indicate your dog may be havln a problem with Ri madyl or
may h a ve another medical probPim:

• Decrease or Increase In appetite
• Vomiting
• Change In b owe l movements (such 'as d iarrhea , or bl a ck,

tarry or bloody stools)
• Change I n be havio r (such as decreased or Increased

activity level, Incoordination, seizure or aggression)
• Yellowing of gums , skin, or whites of the eyes Qaund ice)
• Change In drinking habits (frequency, amoun t

consu med)
• Ch a nge I n urination habits (freque ncy, colo r, or smell)
• Ch ange In skin (redness, scabs, or scratching )

It I s Impo rta nt to stop therapy and contact your veterinarian
immediately If you thi nk your dog has a medical problem or
side effect from RimadyI therapy. If yo u h a ve additional ques-
tions about possible side *ft"b, talk to your veterinarian .
C an Ri madyl be given w ith other med icines?
Rimadyl should not be given with other NSAIDs (for example,
aspiri n , dancox ib, etodole c, Hrocoxlb, mel oxlcam, tepoxa lin)
or steroids (for examp le, cortisone, dexa methasona, pred-
nl son e, t riamcinolone).
Tell yo ur veterinarian about all medicines you have given
your dog I n the part, and a ny medicines that y ou are
pl anning to give with Rimadyl. This should Include oth e r
medicines t h at you can g ot without a prescrl ptlo n. Your
veterinarian ma y w a n t to check that a ll of your dog's medl-
cl nas can be given together.
What do I do in case my dog eats more than t he
pre scri bed amount of Rfmadyll
Contact yo ur veterinarian immediately If your do g eat s mo re
than th e prescribed amount of Rima yl.
What else sh o uld I know about Rim adyl l
This sh eet provides s :umm a ry of information about Rlmadyl .
If you have a ny questions or concerns abo ut Rimadyl, or
ostao a rthrlt ls, or postoperative pain, ta l k to your vatsrl n ar•
Ian .
As with all prescribed medicines, Rim adyl should only be
given to the dog f or which It was prescribed . It sho ul d be
given to your dog only for the condition for wh ich I t was
prescribed .
It Is Imp ortant to periodically discuss your do g's res ponse to
Nimadyl at reg ular chec k ups. Your veterinarian will best
determin e I f your dog Is responding as expected and if your
dog sh oul d continue receiving Rimadyl .
To report a suspected a dve n t reaction call Pfizer Ani mal
Health at 1-800-3665288 ,
Issued July 2 00 6

OlrtWNW by.~

Pfizer Anil-al Health
qZ Divot Pfau ire

NY, N Y 10017

www. rlmadyl.com
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ADYLoRIM .
(carprofen )

180 caplets
For o ra l use in dogs only
Caution : Federal law restricts th is ~
drug to use by or on the order of a
l i censed veterinarian.

Non-steroidal
anti-inflammatory dru g
( NADA N141 -053

,z App roved by FDA )
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RIMADYLoa
A (carprofen)

180 caplet s
For oral use in dogs only
Caution: Federal law restricts this
drug to use by or on the order of a
licensed veterinarian .

Non-steroidal
anti-inflammatory drug
(NADAA!141-05 3
Approved by FDA)
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RIMADYLO
(carpr ofen )

P G M PACKAGE D ESIGN & DEVELOPMENT / PG M PD D SERVICES
LABELING MAS TER ARTWORK APPROVAL

I DEPARTMENT PRINTED NAME SIGNATURE ' DATE

PACKAGE DESIGN &
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