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DRUG APPLICATION

ANADA 200-498

NOROCARP Caplets
(carprofen)
Caplets

Indicated for relief of pain and inflammation associated with
osteoarthritis and for the control of postoperative pain
associated with soft tissue and orthopedic surgeries in dogs
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Norbrook Laboratories, Ltd.
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FREEDOM OF INFORMATION SUMMARY

File Number:

Sponsor:

U.S. Agent:

Established Name:
Proprietary Name:
Dosage Form:

How Supplied:

How Dispensed:

Amount of Active Ingredients:
Route of Administration:
Species/Class:

Recommended Dosage:

Pharmacological Category:

ANADA 200-498

Norbrook Laboratories, Ltd.
Station Works

Newry BT35 6JP

Northern [reland

Drug Labeler Code: 055529
Bill Zollers, Ph.D

Norbrook, Inc.
9733 Loiret Boulevard

- Lenexa, KS 66219

Carprofen
NOROCARP Caplets
Caplets

25 mg caplets in bottles of 30, 60 and 180 caplets
75 mg caplets in bottles of 30, 60 and 180 caplets
100 mg caplets in bottles of 30, 60 and 180 caplets

Rx

25 mg, 75 mg, and 100 mg
Oral

Dogs

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/Ib (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.

Non-steroidal, anti-inflammatory drug (NSAID)
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m. Indications: NOROCARRP Caplets 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.

2. TARGET ANIMAL SAFETY AND 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

One blood-level bioequivalence study was conducted to determine the comparative
bioavailability of the generic caplet formulation and pioneer caplet formulation of carprofen.

Testing Facility: Norbrook Laboratories Limited,
Research Division
105, Armagh Road
Newry,
Co. Down,
Northemn Ireland, BT35 6PU

Objective: The objective of this study was to determine the comparative blood-levels of
Norbrook Laboratories Limited’s 25 mg carprofen caplet (generic) and Pfizer Animal
Health’s 25 mg RIMADYL caplet (reference) in a two period crossover study in dogs.

Summary: The design of this study is a comparative bioavailability study using healthy adult
dogs in a single-dose, two-period, two sequence, crossover design with randomization of
experimental units to two sequences. Fourteen dogs (7 males and 7 females) were blocked
by weight without regard to sex and, within block, randomly assigned to either of two
treatment sequences where the treatment sequences were reference followed by generic or
vice versa. A 35-day washout interval separated the two periods. Blood samples were
collected at approximately |7 hours before dose administration, and at 0.25, 0.5, 0.75, 1.0,
1.33,1.66, 2.0, 3.0, 4.0, 6.0, 8.0, 12.0, 18.0, 24.0, 48.0 and 72.0 hours following dose
administration for the measurement of carprofen in plasma.
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Results: The area under the curve was compared using the trapezoidal rule from time 0 out
to the last sampling time associated with quantifiable drug concentrations (AUC). The
natural logarithm of AUC was computed and used as the variable for analysis. The maximum
concentration measured for all time periods (Cyax) was determined and the natural logarithm
of 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 Cyax 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 Cyax fall within those bounds.

Variable Norbrook Mean Pfizer Mean Lower Upper
Bound Bound
AUC (pug/mL*hr) 403.2* 375.7* 100.38% 114.74%
Cmax (pug/mL) 37.7* 37.1% 86.34% 119.85%
Tmax (hr) 3.437 2.627 NA NA

* Geometric Mean
T Arithmetic Mean

The variable time to maximum concentration (Tamax) 1s permitted to be interpreted by clinical
judgment. In this case, there is no reason to expect the difference in Tyax will affect the
efficacy of the drug, since both AUC and Cymax are bioequivalent and the product is
administered as a single dose. Therefore, the study objective to determine the bioequivalence
of the generic and pioneer carprofen caplets 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.

Testing Facility: Norbrook Laboratories Limited,
Research Division
105, Armagh Road
Newry,
Co. Down,
Northern Ireland, BT35 6PU

Study Design: Twelve tablets of each product strength were examined using USP 26,
dissolution apparatus 2 (paddle) at 50 rpm. The dissolution medium was USP 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 5, 10, 15, 20, and 30
minutes of testing and the carprofen concentrations were determined by HPLC with UV
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detection. 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 (f;) used for confirming comparability is defined as follows:

L 2 1-0.5
f, = 50*log{[1+(1/n) Zl(Rt T 1 * 100
=
where n = the number of time points, R, is the mean dissolution value of the reference

product at time t, and T; is the mean dissolution value of the test product at time t.
Comparability is defined by f, values are equal to or greater than 50.

Results: The relative dissolution profiles for the test and reference products are provided in
Figures 1 - 3.

Figure 1: Comparative mean dissolution profiles: 25 mg caplet
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Figure 2: Comparative mean dissolution profiles: 75 mg caplet
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Figure 3: Comparative mean dissolution profiles: 100 mg caplet
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Conclusions: As seen in these figures, although the Norbrook product had a slightly slower
initial dissolution rate than Rimadyl, by 15 minutes of testing, both products and all strengths
were >90% dissolved. Furthermore, since the 25 mg test and reference products are
bioequivalent, we see that the slight initial differences in percent dissolved does not influence
product relative bioavailability. Accordingly, we conclude that this difference in the initial in
vitro dissolution results will not influence product relative bioavailability.

In addition, the formulations of the Norbrook product demonstrated dose proportionality.
Consequently, considering these findings along with the determination of product
bioequivalence, CVM concludes that Norbrook has submitted the information needed to
support the granting of a biowaiver for their 75 mg and 100 mg strength caplets.
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3. HUMAN SAFETY:

This drug is intended for use in dogs, which are non-food animals. Because this new animal
drug 1s 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 NOROCARP
Caplets, 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 200-498:

Package Insert

Dog Owner Information Sheet

Bottle label and carton for the following:

25 mg caplets in bottles of 30, 60 and 180 caplets
75 mg caplets in bottles of 30, 60 and 180 caplets
100 mg caplets in bottles of 30, 60 and 180 caplets

Pioneer Labeling for NADA 141-053:

Package Insert

Dog Owner Information Sheet

Bottle label for the following:

25 mg caplets in bottles of 30, 60 and 180 caplets
75 mg caplets in bottles of 30, 60 and 180 caplets
100 mg caplets in bottles of 30, 60 and 180 caplets
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® Norbrool 2%.

Al = Width 210 e X Haght 297 mm

Dog Owner Information about
NOROCARP® CAPLETS {(carprofen) for
Osteoarthritis and Post-Surglcal Pain
Generic name: carprofen ("car-pr-fen”)

This summary contains important information about Norocarp® Caplets.
You should read this information before you start giving your dog
Norocarp® Caplets and review it each tima the prascription s refilled.
This sheet is provided only as a summary and does not take the place of
instructions from your veterinarian. Talk to your veterinarian if you do not
understand any o? this infarmation or if you want to know more ahout
Norocarp® Caplets.

What is Norocarp® Caplets?

Norocarp® Caplets is a nonsteroldal anti- lnﬂammatory drug (NSAID) that
is used to reduce pain and inflammation {soreness) dute to osteoarthritis
and pain following surgery in dogs. Norocarp® Caplets is a prescription
drug for dogs. It is avatlable as a caplet and is given to dogs by mouth.

Osteoarthritis (OA) is 8 painful condition caused by "wear and tear® of

cartilage and gther parts of the joints that may result in the following

changes or signs in your dog:

«Limping or lameness

«Decreased activity or exercise {refuctance to stand, climb stairs, jump
or run, or difficulty in performing these activities)

« Stiffness or decreased movement of ]omts

To control surgical pain {e.g. for surgeries such as spays, gar

Rl rocedures ar orthopedic repairs) your veterinarian may administer
orocarp® Caplets before the procedure and recommend that your dog

be treated for several days after going home.

What kind of results can | expect when my dog is on Norocarp®

Caplets?

While Narocarp® Caplets is not a cure for osteoarthritis, it can relieve

the pain and inflammation of OA and improve your dog's mobility,

*Response varias from dog to do% but can be Guite dramatic.

*In most dogs, improvament can be seet in a matter of days.

lf Norocarp" Caplets is discontinued or not given as directed, your
dog's pain and inflammation may come back.

Who should not take Nom:atﬁ Caplots?

Your.dog should not be given Norocarp® Caplets if hefshe:

*Has had an allergic reaction to carprofen, the active ingredient of
Norocarp® Caplets.

*Has had an alfergic reaction to aspirin or other NSAIDs {for example
deracoxib, etodalac, firocoxib, meloxicam, phenylbutazone or tepoxalin)
such as hwes, facial swelling, or red or ntchy skin.

Norocam® Caplets should he given to dugs only. Cats should not be
given Norocarp® Caplets. Call your veterinarian immediately if your cat
raceives Morocarp® Caplets. People should not take Norocarp® Caplets.
Keep Norocarp® Caplets and all medicines out of reach of children. Cafl
your physician immediately if you accidentally take Norocarp® Caplets.

How to give Norocamp® Caplets to your dog.

Noracarp® Caplets should be given according to your veterinarian's
instructions. Your veterinarian will tell you what amount of Norocarp®
Caplets is right for your dog and for how fong it should be given.
Noracarp® Caplsts should be gnvsn by mouth and may be given with or
wrthout 0ad.

What to tall/ask your veterinarian heiure piving Norocarp® Caplets.
Talk to your veterinarian aboit:

* The signs of A you have observed {for example limping, stiffness).

. The importance of weight control and exercise in the management of

. Whattests might be done before Norocarp® Caplets is prescribed.
* How often your dog may need te be examined by your veterinarian.
« The risks and benefits of using Norocarp® Caplets.

Tell your vaterinarian if your dog has ever had the following medica!

problems: .

*Experienced side effects from Norocarp® Caplets or other NSAIDs,
such as aspirin

«Digastive upset fvomiting and/or diarrhea)

o Liver disease

* Kidney disease

* A bleeding disorder (for example, Von Willebrand's disease)

Tell your veterinarian about:
JI other medical problems or allergies that your dog has now or has

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

000008

Telt yourvetermarnan if your dog is:
* Pregnant, nursing or if you plan to breed your dog.

What are the possible side effects that may accur in my dog during
Norocarp® Caplets therapy?

- Norocarp® Caplets, like other drugs, may cause some side effects.

Serious but rare side effects have been repartad in dogs taking NSAIDs,
Including Norocarp® Caplets. Serious side effects can occur with or
without warning and in rare situations resuitin death.

The most common NSAID-related side effacts generally involve the

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 Norocarp® Caplets or may have another medical pro Iem'
»Decrease orincrease in appetite

= Vomiting

= Change in bowel movements {such as diarrhea, or black, tarry or
bloedy stools)

= Change in behavior {such as decreased or increased activity level,
incoordination, seizure or aggression|

= Yellowing of gums, skin, or whites of the eyes (jaundice}

* Change in drinking habits (frequency, amount consumed)

= Change in urination habits (frequency, colar, or smell}

= Change in skin (redness, scabs, or scratchmg)

Itisim ortant to stop therapy and contact your veterinarian immediately

if you &your dog has a medical problem or sids effect from »

Norocarp¥ Caplets therapy. If you have additional questions ahout

possible side effacts, talk to your veterinarian.

Can Noracarp?® Caplets be given with other medicines?

Norocarp® Caplets should not be given with other NSAIDs {for example

aspirin, deracoxib, etedalac, firocoxib, meloxicam, tepoxalin) or stercids

(for example cortisone, dexamethasone prednisone, triamcinolone).

Tell your veterinarian about all medicines you have given your dog in the

past, and any medicines that you are planning to give with Norocarp®

Caplets. This should include ather medicines that you can get without a

prescription, Your veterinarian may want to check that alf of your dog's
medicines can be given together.

VWhat do | do in case my dog eats more than the prescribed amount of
Norocarp® Caplets?

Contact your vetennanan immediately if your dog eats more thanthe
prescribed amount of Noracarp® Capists.

What else should | knaw about Norecarp® Caplets?

This sheet provides a summary of information about Norecarp® Caplets.
i you have any questions or cancerns about Norocarp® Caplets, or
osteoarthritis, or postoperative pain, talk to your veterinarian.

As with ell prescribed medicines, Norocarp® Caplets shouid only be
given to the dog for which it was prescribed. It should be given to your
dog only for the condition for which it was prescribed.

itis important te periadically discuss your dog's response to Norocarp®
Caplets atregular check ups. Your veterinarian will Eest determine if
your dog is responding as expected and if your dog should continue
receiving Noracarp® Caplets.

To report a suspected adverse reaction call Norhrook, Inc. at
1-913-599-5777.

Distributed hy:

Norbraok Inc.
Lenexa, KS 66213

® Norocarp is a registered trademark of Norbrook Laboratories Limited.

‘® Norbrook
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Each scored caplet cantins 75 mg of
carprofan.

indications: Carproten s indicated for
the ralief of pei and inflammation
associated with osteoarthrins and lor
the control of postoperabve pain
associatad with soft tissue and
orthopedic surgeries in dogs.

Dosage: Always provide Client
Information Sheet with prascription, The:
recommaended dosage for orab
edministration to dogs 132 mg/th 4.4
mg/kg} of body weight daily.
daily dose may be administerad g5
mgib of body weight ance daily or
divided and administered as 1 mg/b (2,2
mg/kg) twice daity. For the canrol of
pustoperative pain, admnrster
approximately 2 hours before the
procadure,

Caplets ere storad and dosage should
be colcufated in helf-caplket ncrements.

NORGCARP CAPLETS

{carprofen]

75 mg

180 Caplets

FOR ORAL USE N DOGS O

9 Norbrook -2

Wlmings. Keep out of reach of children,
Not for human use, Consuk a physicien
in cases of accidental Ingestion by
humans, Fot use in dogs only. Da not use
in cats. Plense refer to insert for
complele Wemings and Precautions.

Storo at controded raom temperature
15° - 30°C {59° - 86'F).

Manutactured By:

Norbrook Leboralones Limnad
Newry, Northarn Ireland

Distributed By:

Norbrosk. Inc.

Lanexa, KS 66213

Lot No.:
Exp. Date:
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Each scored ceplet tontains 100 mg of
carprofen,

indications: Carprofen 1s indicated tor the
rehef of pain and inflammation associated
with osteoarthritis and tor the controt of
postoperative pain associated with soft
tissue and orthopedic surgeries in dogs.

Dasage: Abways provide Client Information
Shee(wilurss\:ripnun. The
recommended dosags for aral
administration to dogs is 2 mg/lb (4.4
mg/kg) of body weight daily, The tota] daily
dose may be administered as 2 mg/b of
body weight once daily or divided and
administered as 1 mg/lb {2.2 mg/kg) twico
deily. For the control of postaperative pain,
administer approximately 2 hours before
the procedure.

Caflets are scored and dosage should he
calculated in half-caplet increments.

NOROCARP CAPLETS

{carprofen)

100 mg

FOR ORAL USE IN DOGS ONLY

180 Caplets

‘@ Norbrook >

Warnings; Kesp out of reach of children.
Not for human use. Consult a physician in
casos of accidental ingestion by humans.
For use in dogs only. Do not use in cats.
Please refer to ingert for complete
Wamings and Precautions.

Store at controlled room temperature
15° - 3°C (59° - 86°F).

Manufactured By:
Norbraok Laboratonies Limited
Newry, Northern Ireland

Distributed By.

Norbrook, Inc.
Lenexa, KS 86219

Lat No:
Exp. Date:
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(carprofen) : i A e L e e (carprofen)

100 mg e 00imy

180 Caplets 2 AT ¢ 180 Caplets

FOR ORAL USE IN DOGS ONLY FOR ORAL USE IN DOGS ONLY
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RIMADYL.

{carprofen)
Caplets

Non-steroidal anti-inflammatory drug

For oral uss in dogs anly
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NSAIDS possess the polenual 1a induce gsiTo msstingl Uluerabior, concomitant use of Rimadyl
wiin ot apa-inBemmalory druys, suctr as codicosteroids and NSAIs, shauld be avoided or
vary clasaly thotrlarsd Senskivy 10 Utuy-associatad sdverse +actons vanes With (hd indridu o!
pabent For exathple. Rimadyl teeatmant was hol aseociited with reval toxicrty Of gositantasinal
uiceratian 1n wall-cantralied 54 lety swdies of up 1o 1an nmes the doss ir dogs
Ryt 15 not rexammanted for use in dogs wah blesding disnrders {e.g , Yon Willehrand's dis-
#ase), a5 safety £as not bsen sstabhished in dogs with thess disardecs The safe use of Runadyl In
acimals lass than § weeks of ane, pregnant dogs, dogs weed for reeding Rurpa ses, of In lactatmg
bitchss has not bean established Studies ic daterming the actvity of Rmadyl when administered
cancartanty with sther protem-baund ar similarty metabolzed r:gs have hot haen conducted
Drug compadbiiny snould be monosed clasaly m paniants raqu ring addinonel therapy. Such dugs
commacly Used mncluda cardiac, anticomvilsant and behavioral medicauons. N bas been auggesied
thay wraBment with carprofen way reduce the levai of whalant anesthetics needed 'S
 3ddiuceal pam medicauon is warranted afior amimsication of tha fatal dely dase of Amadil,
altercianes ansigasia shauld be cansidered The use of Bnathes NSAID 15 not re comnended
INFORMATION FOR D0G DWNERS:
Airadyl like Bthor drugs o1 S Class, 18 1A Iree from advarse raactions Owners should be advise
*tre povantial for adverse saactions and be rafonnad af the cinvical signs assaciated with drug
witalerance Adsarse roactions may includu de creasad appetite, vomawg, diarr hea, dark ar tarry
Slools ncreased water CONSUMPUDN, incraased unnaLDN. pale quns do tb a
quins, s¥in or white of Ing oye due (o jaundics, luthargy, coorsication, seizura, ot behavioral
changes Serous ndversa reactions associated with (his dreg class can occur wllhll\wlmlnc
andin rare mmms ceslt i death iree Adverse Reactuns). Owners showld ba advised (o dracon-
trmuse Rimaoyl ther i 31gns of imol are
abzerved The vast ma;nrny of patients with drug rulated adverse ruactions hva recovercd wh
The suns are recognized, tho drig 18 withd cawr and veternary cars, if apprapeiate. 15 toicd
Dwinars should be advis3 of the importance of periodic: Ioliow ug for il doys durisy admustratior
af any NSAID
WABNINGS. Keep out o reach of chudrer N3t ‘ar human use. Consubt 3 physician in cases of acc-
Jertal ingssuon by humans Fer use ta dogs enly. Do hot s i Caty
ANl dogs stould undergo a thoraugh tistory and physicat examiation befora mlaon of NSAID
Therapy Appropriate labaratory tests to sstablish hemarclugical and serur- bivchersical baseling
data priot ko, and penodically Juring. adrmiristr awon ai any NSAI] shaukd be cansidered Owners
thould b advised 1o atinerve for 1pns of patestial di oy toxicHY (o8 Inlamatad lor Dog Swaars
and Adverse Aeact oty
Auv[RsE REACTIONS: During Studies of Taice daily

mayll, no ehnically s:gnmum 048758 reactiprs wert raportad Same cinical igns wern
obsprvm during hetd stugtes [n=297) which were similar tor carprofen- and placebo-treated dags
Incrdece e of whe foflowing were abserved n bolk gmups vomAng 14%), diahea (4%, changes
appante (3} letharqy {1 4%), behavioral charges (1%}, acd ronsupanion 10.3%. The prodv.ctvetuicle
served a5 control
There were no senous adverse eveats reported duneg chirical hiekd studies of astuoantitis witk
aece datly adrinsirauon of 2mg/lb. Ve faluwing cotegonies ol abrurimal tealth cbservahans were
repnrted The prouct ver«cle served as ronunl.
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Dog Owner Information about
RIMADYLzs Caplets (carprofen)
Rimadyle (pronounced “Rim-a-diil")
for Osteoarthritis and Post-Surgical Pain
Generic name: carprofen (“car-pro-fen”)

Thrs sumrnary contains important information about Rimady .
You should read this information before you start giving
your dog Rimadyl and review it each time the prescription

is retilled. This sheet is provided anly as a summary and does
not take the place ¢f instructions from your veterinarian.
Talk to your veternaiian f you do not understand any of
this information or if you want to know more about Rimady).
What 1s Rimadyl?

Rimadyl 1s a nonsteroidal ant-inflammatory drug (NSAID)
that 1s used to reduce pain and inflammation (soreness)

due to asteoarthritis and pain following surgery in dogs.
Rimadyl ts a prescription drug for dogs. It is available as a
caplet ant chewable tablet and is given to dogs by mouth.
Osteoarthrius (QA) s a painful candition caused by “wear and
tear” of cartilage and other parts of the joints that may result
0 the following changes or signs in your dog:

Limping or lameness

e Decrzased activity or exerase (reluctance to stand,

cimb stars, jump or run, or difficulty in performing
thesc adtivities)

Stifness or dereased movement of jonts

To contro! surgical pain (e.g. for surgeries such as spays, ear
pracedures or orthopedic repairs) your veterinarian may
adminsster Rimady! befare the procedure and recommend
that your 109 be treated for several days after going home,
What kind of resuits can | expect when my dog is on
Rirmadyl?
While Rimadyl 1s not a cure {or osteoarthritis, it can relieve
the pain and inflammation of OA and improve your dog's
mobility.
@ Respense varies from dog to dog but can be quite
dramatic
e In most dogs, improvement can be seen in a matter of
days
e If Rimadyl is discontinued or not given as directed, your
dog s pair and inflamniation may come back.
Who should not 1ake Rimady!?
Your dag shculd not be given Rimadyl «f hershe,
& Has nad an allergic reactton to carprofen, the active
ingredient of Rimadyl,
® Has had an allergic reaction to aspirin or ather NSAIDs
(for example etadolac of phenylbutazone) such as hives,
facial swelling, or red or itchy skin.
Rimady! should be given to dogs only. Cats shouid not
be given Rimadyl. Call your veteninanan wmmediately if your
cat receives Rimadyl. People should not take Rimadyl. Keep
Rimadyl and all medrcines out of reach of chiidren. Call your
physician immediately if you acndentally take Rimady!.
How to give Rimadyl to your dog.
Rimadyl should be given according to your vetenrarian's
mstructhions Your velerinanan will tell you what amount of
Rimady! is right for ynur dog and for how long 1t should be
given. Rimadyl should be given by mouth and may be given
with or vuthout food.
What to tell/ask your veterinarian before giving
Rimady!.
Talk to your veterinaran ahout
The signs of OA you have observed (for exampie imping,
stiff ness)
The mportance of weight cantrol and exercise in the
management of OA.
What tests might oe done before Rimady!t is prescribed.
How often your dog may need to be examined by your
vetennarsian.
The rsks and berefits of using Rimady)
Tell your veterinarian if your dog has ever had the following
medical proklems

¢ Experiencec side effects from Rinadyl or athe NSAIDs,
such as aspinn

e Digestive upset comuting and/or diaerhea)

e Liverdisease

e Xidney disease

& A bleeding disorder (for example, Von Willebrand's

diseaie)

Tell your veterimarian about:

e Any other medical problems or allergies that your dog

has now cr has had.

® Allmedicines that you are giving your dog or plan to

give your dog, including those you can get without a
prescription.
Tell your veterinanan «f your dog is*

* Pregnant, nursing or if you plan to breed your dog.
What are the possible side effects that may occur in
ny dog during Rimady! therapy?

Rimadyl, like other drugs, may cause some side effects.
Serious but rare side effects bave been reparted in dogs
taking NSAIDs, including Rimadyl. Serious side effects can
occur with or without warning and in rare situations result
In death.

The most comman NSAID-related side effects generally
involve the storach (such as bleeding ulcers), and liver ar
kidney problems. l.oak for the following side effects that can
indicate your dog may be having a problem with Rimadyl or
may have another medica! problem:

» Decrease or incregse In appetite
Vomuting
Change In bowel movements (such as diarrhea, or hiack,
tarry or bloody stools)

Change in behawior (such as decreased or increased
activity fevel, incoordination, seizure or aggression)
vellowing of gums, skin, or whites of the eyes (jaundice)
Charge in drinking habits {frequency, amount
consumed)

Change in urination habits (frequency, color, or smell)

* Change in skin (redness, scabs, or scratching)

It 1s impartant to stop therapy and contact yous veterinar.an
immediately If you think your dog has a medtcal problem or
side effect from Rimadyl therapy. if you have additional ques-
tions about poss.ble side effects, talk to your veterinarian.
Can Rimadyl be given with other medicines?
Rimadyl should not be qiven with other NSAIDs (for example,
aspirin, etodolac) or steroids (for example, cortisone, pred-
ntsone, dexamethasone, triamcnolone).

Tell your veterinanan about all medicines you have given
your dog m the past, and any medicines that you are
planning 1o give with Rimadyl. This should include other
medicines that you can get without a prescription. Your
veterinarian may want to check that all of your dog's medi-
anes can te given together.

What do | do in case my dog eats more than the
prescribed amount of Rimadyl?

Contact your veterinarian immediately if your dog eats more
than the prescribed amount of Rimadyl.

What else should | know about Rimady!?

This sheet provides a summary of information about Rimadyi.
If you have any questions or concerns about Rimadyl, or
osteoarthritis, or postoperative pain, talk to your veterinar.
1an.

As with all prescnved medicines, Rimadyl shoutd only be
given to the dog for which it was presuribed. 1t should be
given to your dog only for the condition for which it was
prescribed.

It s nuportant to penodically discuss your dog’s response to
Rimadyl at regular check ups. Your veterinarian will best
determine If your dog is responding as expected and f your
dog should continue receiving Rimadyl.

To report a suspected adverse reaction cali Pfizer An-mal
Healh at 1-800-366-5288

Issed January 2004

Distriwuted by

Animal Health
Exten, PATYIAY, LSA

On of Plize Inc

Y, WY 0T

www.rimadyl.com

15-8600-6d
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i RIMADYL.

iz (carprofen

it
{ - 60 caplets
24®  Fororal use in dogs only

lti Cautian: Federal Jaw restricts this drug
. & 4 to use by or an the order of a licensed
g veterinanan.
Non-steroidal
anti-inflammatory drug
(NADA #141-053
Approved by FOA)
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: i€ or the rebef of pain and inflamma-
. tion associatad with nstnnam-nns and fos the control of posiopara-
tive pain nssucnamd with soft issue anl onhnpdnc surgeries n

angc: Always pmvndn Cizm Information Sbut with prescription.
Carafulty consider the potential benafits. and risk of Rimagyl and
other treatment options beture deciding to use Ramadyl. Use the
lowest effectiva dose for the shortest durasion consistent with indi-

Tl mo e 3 o e mm e P e R em MR um D P AL BA i G e TR Mo R N ar (e B N W I MR M M Fa LT T e me A G A me e R wm ae WG e

K ot e g+ b 2 s



L8 . 2

4 !

L b 167490,612284, 0

{ i I . !

! : ‘ i

1 , | i

! ; . #

1 : : H

" BYUGA/SINEI/HIN ON 2p0] | i

] SNOLL I L1001 AN 'AN “3U| 8244 JO ‘MO 1

: BV 342580 il UYEaN [eusuy 1azug :
Ag painguisig

i sipuj ot apepy !

i : (4 98—oE5) 20651 AMpeIotial WIo0: POYONOD B UNS t

g ) suoumEdal puw shamiep, 510)dwo) s0) pasuy 0y S2Y asealy 5

! "SIE3 U3 ASN J0U 0g

1 | -Ajso sBop w asn s04 ty Ag uor | |2IUapID0L jO S8%E3 Uy upoisAyd

5 BJNSUO] "BSN uBtunY 10} 10N “URIPPYS §0 YIrad jo 10 023y shmmep

¥ ! .

4

]

L}

i

i

13

RIMADYL.

wm
%\5“5 o0
S 23 2
] =
©Es T
S Be e
T L=< )
;Cm e
g 8ot =@ z
—_ w0 352 SE 93
b e [
QC) G)‘g.gzg & 2%
= 'B__wmcnhm';_o
O T =2> U= =g
= E o 8 =g 2 %3
£ o .= >
S By OS5 E2E L3 s:
S B o 5%z S35
= O L o g E<

Each scored caplet contains 75 mg of carprofen.
Iwdications: Rimady! is indicated for the refiet of pain and inflammation associ-
ated with osteoarthritis and for the control of p ative pain iated
i with soft tissue.and orthopedic surgeries in dogs.
: Dosage: Always provide Client Information Sheet with prescription. Carefully
. tonsider the potential benefits and risk of Rimadyl and other treatment opticns
before deciding t use Rimadyl. Use the lowest effective dose for the shortest
duration consistent with individual respons r ded dosage for
oral administration to dogs is 2 mg/Tb {4.4 ma/kg) of body weight daily. The total
{ daily dose may be administered as 2 mg/ib of body weight 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.
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* Each scored caplet centains 75 mg of carprofen.

Indications: Rimady! is indicated for the relief of pain and inflatnmation associ-
ated with osteoarthritis and for the controf of postoperative pain associated
. with soft tissue and erthopedic surgeries in dogs.
. Desage: Always provide Client Information Sheet with prescription. Carefully
- consider the potential benefits and risk of Rimadyl and ather treatment options
. before deciding to use Rimadyl. Use the lowest effective dose for the shortest
duration consistent with individual response. The recommended dosage for
oral administration to degs is 2 mg/tb (4.4 mg/kg} of body weight daily. The total
daily dose may be administered as 2 mg/Ib of body weight daily or divided and #
administered as 1 mg/lb (2.2 mg/kg) twice daily. For the cantrol of postoperative | F
pain, administer approximately 2 hours before the procedure. €aplets are H
scored and dosage should be catculated in half-caplet increments. : ]

| POWBELO0D __ 3603000

e B e mE e e WR i B

PR S

VU

e B

MIMEE



| o e om o w it am m o rm we mm o an mn e ome e e e

-
L
e

|29£2.0 61248 0

GDUDJISSMOIHW "ON 3po]
L1001 AN AN "3U{ 2244 J0 'NQ

R3H By 1803
® oL #q panquasig
eipui Ul Ipew

T4.98-065) DobE~51 AMEsU WOO PAHIORUOD 0 BIYS
SuonEROAY

pue sSamuepm aagduog oj uasa) o} 1ajay 238

"S1B3 Uy 3$N 10U 0 Ajuo sHOP Ul 2SK 304 SueLny

Aq uonsabut |eIuapaae jo $35ea ui uensAyd & Jnsuoy

*asn ueumy 104 30N UBIPUYD {0 Ya&al j6 N0 daay soimsess

=,
22
-
© 2 s
l =3
L@
O
> %0 20
.
SE5 3
5.8
an = ©
s2z ¢
m:‘ﬁﬂ s_am<i
— ful R T —= 38 B
CQ) 85 TE BT
_3,-,"8».:?9,-;>~
L o3&sscSEss
o BEEEEEERE:
-Q- USE”E{"EgQ
a -Sg‘”c'cqa
Sl R5as55E2¢8
= MLalsZssdg

Each scomd caplet contains wn mg of caeprafan.

atisns: Rimadyl is indicated for the refief of pain and intlamesa-
mn mcumdvmh ostecarthvitis and for the contro! o fpmrn—
gvo pain ammud with softtissue and orthopadic surger)

Dosage: Always provide Client Intormation Shestwith prascripion,
Carefully cngsdm the potantial banefits and risk of mmatm and odver
treatment options before deciding to use Rimadyl. Uss the lowest
atfoctive dosa lor the shortest duration consistent with individual
response. The racommended dosage for oral administration to dogs
s 2mg/t (4.4 mglkg] of hndy wmghtduiy The total daily dose may
be admi 2myhb of body welgirt daily o dwidsdluﬂ
administersd as 1 mgllh {22 mg/kg) twice daily. For the conzal of

. postoperative paic, administar approximataly 2 hours before the pro-
cedurs, Caplets are scorsd and dougn should he culculaml ] h-l-
clpm increments. .
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Each scored caplat contains 100 mg of carprofen.
tadications: Rimadyl is indicated for the refief of pain and inflammation assoc-
ated with ostecerthritis and for the contral of postoperative pain associated
with soft tissue and orthopedic surgeries in dogs.

osage: Always provids Client Information Sheet with prescriptior. Carefully
consider the potential benefits and risk of Rimadyt and other freatment options
before deciding to use Rimadyl. Use the lowest effective dose for the shortest
duration consistent with individual response. The racommended dosage for
oral administration to dogs is 2 mg/th (4.4 mg/kg) of body weight daily. The total
daily dose may be admimestered as 2 mg/b of body weight daily or divided and
administered as t mg/ib {2.2 mg/kg) twice daily. For the contro! of postoperative
pain, administer approximately 2 hours before the procedurs. Caplets are -
scored and dosage should be: calculatad i hatf-capletincrements.
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Each scored caphet contains 100 mg of carprofen.
Indications: Rimadyt is indicated for the relief of pain and inflammation associ-
ated with osteaarthritis and for the control of pe rative pain iated
with soft tissue and erthopedic surgeries in dogs.

Dasage: Always provide Client Information Sheet with prescription. Carefully
consider the potentiaj benefits and risk of Rimadyl and other treatment options
hefore deciding to use Rimadyl. Use the lowest effective dose for the shertest
dyration consistent with individuat response. The recommended dosage for
oral administration to dogs is 2 mg/lb {4.4 mg/kg) af body weight daily. The ttal
daily dose may be administered as 2 mg/lb of body weigt daily or divided and
administered as 1 mg/lb {2.2 mg/kg) twice daily. For the contro! of postoperative
pain, administer approximately 2 haurs before the procedure. Caplets are
scored and dosage should be calculated in hatf-caplet increments.
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