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FREEDOM OF INFORMATION SUMMARY 

1. GENERAL INFORMATION: 

a. File Number: 

b. Sponsor: 

U.S. Agent: 

c. Established Name: 

d. Proprietary Name: 

e. Dosage Form: 

f. How Supplied: 

g. How Dispensed: 

h. Amount of Active Ingredients: 

I. Route of Administration: 

J. Species/Class: 

k. Recommended Dosage: 

1. Pharmacological Category: 

ANADA 200-498 

Norbrook Laboratories, Ltd. 
Station Works 
Newry BT35 6JP 
Northern Ireland 

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/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. 

Non-steroidal, anti-inflammatory drug (NSAID) 
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m.	 Indications: NOROCARP 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 deteill1ine the comparative 
bioavailability of the generic caplet fOill1ulation and pioneer caplet fOill1ulation of carprofen. 

Testing Facility:	 Norbrook Laboratories Limited, 
Research Division 
105, Aill1agh Road 
Newry, 
Co. Down, 
Northern Ireland, BT35 6PU 

Objective: The objective of this study was to deteill1ine 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 17 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 (CMAX) 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 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. 

Variable Norbrook Mean Pfizer Mean Lower 
Bound 

Upper 
Bound 

AUC (jlglmL*hr) 403.2* 375.7* 100.38% 114.74% 

CMAX (jlg/mL) 37.7* 37.1 * 86.34% 119.85% 

TMAX (hr) 3.43t 2.62t NA NA 

* Geometric Mean
 
t Arithmetic Mean
 

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. 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 (f2) used for confirming comparability is defined as follows: 

n 2 -05
 
f2 = 50*log{[1+(I/n) I:(R t T t ) ] . * 100}
 

(=]
 

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. 

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

Figure I: Comparative mean dissolution profiles: 25 mg caplet 
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Figure 2: Comparative mean dissolution profiles: 75 mg caplet 
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Dissolution of 75 mg caplets 
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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. Furthennore, 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 fonnulations of the Norbrook product demonstrated dose proportionality. 
Consequently, considering these findings along with the detennination 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 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 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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Dog Owner Information about . 
NOROCARp® CAPLETS (carprofen) for 
Osteoarthritis and ..Post-Surgical Pain 
Generic name: carprofen r'car-pro-fen'") 
thIs summary contains important information about Norocarp(!l Caplets. 
You should read this Information before you start giving your dog 
Norocar~ Caplets and review It each time the prescrIption Is reiilled. 
This sheet Is provided only as Bsummary and does not take the place of 
instructions from your veterinarian. Talk to your veterinarian if you do not 
understand any of this information or if you want to know more about 
Norocarp(!l Caplets. 

What Is Norocarp* Caplets? . 
Norocarps Caplets is a nonsteroidal antHnflammatory drug (NSAIDI that 
is used to reduce pain and inflammation (soreness) due to osteoarthritis 
and pain following surl!ery in dogs. Noroca!l''' Caplets is a prescription
drug for dogs. It is available as a caplet and IS given to dogs by mouth. 

OsteoarthrItis IOAj Is II painful condition caused by 'wear and tear' of 
cartilage and other parts of the joints that may result in the following 
changos 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 activitiesl 
•Stiffness or decreased movement of joints
To control surgical pain (e.g. for surgeries such as spays, ear 
procedures or orthopedic repairs) yourveterlnBrien may administer 
Norocarp. Caplets before the procedure and recommend that your dog 
be treated for several days after going home. 

Wbat kind of results can Iexpect when my dog is on Norocarp· 
Caplets?
While Norocerp'" Caplets is not a cure for osteoarthritis, it can relieve 
the pain and inflammation of OA and improve your dog's mobility. 
• Aasponse varies from dog to dog but can be quite dramatic.
 
·In most dogs, improvement can be seen in a matter of days.
 
·If Norocarp" Caplets is discontinued or not given as dilected. your

dog's pain and inflammation may come back. 

Who should not take Norocarpe Caplets?

Your. dog should not be given NorocarpfJ Caplets if he/she:
 
• Has had an allergic reaction to carprofen, the Bctive Ingredient of 

NorocarpfJ Caplets. 
• Has had an allergic laaction to espirin or other NSAlDs (for oxample 
deracoxib, etodalac, firocoxib. meloxicam, phenylbutazone or tepoxalinl
such as hives, facial swelling, or red or itchy skin. 

Norocarp- Caplets should be given to dogs only. Cats should not be
 
given NorocarpfJ Caplets. Cell your veterinarian Immediately if your cat
 
receives Norocarpe Caplets. People should not take Norocarp'''' Caplets.

Keep Norocarp<IJ Caplets Bnd all medicines olrt of reach of children. Call
 
your physician immediately if you accidentaUy take Norocarp<ll Caplets.
 

How to give Noroesrp" Caplets to your dog.

NorocarpCll Caplets should be givBn according to your.veterinarian's

instructions. Your veterinarian willteK you what amount of Norocarp<!>

Caplets is right for your dog and fOI how long it should be given.

Norocarps Caplets should be given by mouth and may be given with or
 
WittlOUt food. .
 

What to telVask yourveterillariall befole giving NOlocarpil> Caplets.
 
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. 
• Whattests might be done before Norocarp'" Caplets is prescribed.
• How often your dog may need to be exammed byyour veterinarian. 
• The risks and benefits of using Norocarp~ Caplets. 

Tell your veterinarian if your dog has ever had the following medical 
problems:
• Experienced side effects from Norocarp" Caplets or other NSAlDs, 
such as aspirin

• Digestive upset (vomiting and/or diarrheal 
• liver disease 
• Kidney disease 
• Ableeding disorder lIor example, Von Willebrand's disease) 

Tell your veterinarian about 
• Any other medicol 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 Jf your dog is: 
• Pregnan!, nursing or if you plan to breed your dog. 

What are the possible side effects Chat may occur In 111'/ dog during

NorocarpC> Caplets therapy? .
 
Norocarp" Caplets,like other drugs, may cause some side effects;
 
Serious but rare side effects hBve been reported in dogs taking NSAlDs,
 
IncludIng Norocarp4> Caplets. Serious side effects can occur with or
 
without warning an;d in rare situations result In death.
 

The most common NSAJD·related side effects generally involve the
 
stomach Isuch 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 problem: 
• • Decrease or Increase in appetite

• Vomiting 
• Change in bowel movements (such as diarrhea, or black.. tarry or
 

bloody stools)
 
• Chango in behavior {such as decreased or increased activity level,
 
incoordination, seizure or aggressionl
 

• Yellowing of gums, skin, or whites of the eyes (jaundicel
• Change in drinking habits (frequency. amount consumed} 
• Change in urination habits (frequency. color, or smelll 
• Change in skin (redness, scabs, or scratching)

It is important to stop therapy and contact your vetarinarian immediately
 
if you think your dog has a medical problem or side effect from ;
 
Norocarp® Caplets therapy. If you have additional questions abolrt
 
possible side effects, talk to your veterinarian.
 

Can Norocarps Caplets be given with other medicines?
 
Norocarp" Caplets should not be given with other NSAIDs (for example

aspirin, deracoxib, etodalac, flrocoxib, meloxicam, tepoXllllnl or steroids
 
(for example cortisone, dexamethasone, prednisone, triamcinolonel.
 
Tell your veterinarian about aD medicines you have given your dog in the
 
past and any medicines that you aro planning to give with Norocarpl81

Caplets. This should include other medicines that you can get without a
 
prescription. Your veterinarian may want to check that all of your dog's

medicines can be given together.
 

What do Ido in case my dOlI eats more thiSn the prescribed amount of
 
Norocarp<IJ Caplets?
 
Contact your veterinarian immediately if your dog eats more than the
 
prescribed amount of Norocarp4t Caplets.
 

Wltat else should I know about Norocar~ Caplets?

This sheet provides a summary of information about Norocarp<ll Caplets.
 
If you have any questions or concerns about Norocarp«l Caplets, Dr
 
osteoarthritis, or postoperative pain, talk to your veterinarian.
 

As with all prescribed medicines, NoroC8rp'" Caplets should only be
 
given to the dog for which it was prescribed. It should be given to your

dog onlyforthe condition for which it was prescribed.
 

It is important to periodically discuss your dog's response to Norocarp8

Caplets at regular check ups. Your veterinarian will best determine if
 
your dog is responding as expected and if your dog should continue
 
receiving Norocar~ Caplets.
 

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

Distributed by:

Norbrook Inc.
 
Lenexa, KS 66219
 

rJl Norocarp is e registered trademark of Norbrook laboratories limited. 

Cf Norbrook ~
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Ee.ch scored calJltlt comall.~ 75 m!l at 
cMprofen. 

lndic:atioas:Carprolen IS mdicated lor 
the relief of peln end mfl8mmatioll 
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Warninga: Keep out 01 reach of chlidren.
 
carprofen.
 
Each !icored ceplet contains 100 mg of
 

Not lor human use. Consuh: a physician in 
cases of accidental ingestion by humans. 

Indication.: Cllrprefen IS indicated tor the For use in dog, only. Do nol llse In cats. 
relief of pllln and mflammation aSSOCiated Please reier to insert 10r complete 
wIth osteoarthrilis and tor the control of Wamings and Prtcaulion•. 
postoperative pain associated with soft 
tissue and orthopedic surgeries in doqs. Store at coniroUed room temperature 

15" - JO"C 159" -lll;"fi. 
Dosage: A......ays prOVide Client Information Manufactured By:
 

Norbrook laboratOries limited
 ;e~eoe~:~~:~~c;~~~~nf'O~:~al Newrv, Northern Ireland
(Idministration to dogs is 1 mg/lb (4.4 
mg/kg) of body wei9ht dalty. The total daily Distributed By.
dos.e may be admimstered as 2 mgl10 of Norbrook.lnc. 
body weilJhl once daity or divided and lenexa, KS 66219 
administered as 1mgllb 121 mg/kgl twice 
deilv. F{)r the control of postoperetive pam, 
administer approxImately 2 hours before lot No; 
the procedure. 

Exp.Oate:
~:FcI~::t:~9i~~~r~_~:;,~~~~ar~~~~~~1d be 
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RIMADYL 
(carprafen) 

Caplets 
Non-sterOIdal anti-inflammatory drug 

For oral USB in dogs. onlv 
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1P~ut Rlflledyt [hor.." ~nd canllltt tllI<rw",ri~ule.jfll/1ladl.~yIf 111= 01 ;",olu..oe are 
oblelWd lhc vasl ma)orily 01 plli&nts With drug rulaled a1\1t1rse raactlon~ ~ava r~c1MOTc·d oVt':e~ 

It,! I"lPS are recognlled, 1110 dr~g '5 w~h~,awr-. and \·ele"n~ry carc, rl ~"pr.lprial~, IS >MI~IOd 

0"'''0'' .hould 00 ad~(!;uO of 1/\+' ilJlportaTlce of ~ono~lc 10110 ... u~ !Ol' .11 de'!!! ~ur,l\~ 3dm"H~I"1lI0' 
~1 anI' NSAID 

WAflHINGS. o(~ep ~~t \Jllea<h ul chlidtH N:Jl 'or hLnlJO ·use. Con,ull " phy!,cian In c"se~ 01 ~"Ol 

jal'I~llfigs~~g~ b\'l1umal',s rer _I~ dogs "Ill,. Donol USB If, t~l, 

1111 Juys ~-j'oulj Lmd~rgQ a Ihoruugh h~lOf)' and ph~.-::z~~~amlllauon l>eior~ pf)nl~llon 01 NS,o.I[I 
Therapy Appropnale IdboralQl'f U!,t51D es'abllSh h~mollulo~',c~1 ~nd St'ur"' blochlt':""cal b",~lillb 

,bla plM lu. ~~d p~flodlcally~unoq. adnlln"uollon Jl a"y NSAI) SllUUlu be cO~~ldel'lld Ilwoe", 
.hould bit ••,..4 III O~Ifln'e tor .... ' aI polepl,el d,,,,,lD1UCIll' I"" '"Iannatton lor O"ll Ow"eMl 
Ind~ef1'eAeac!lp~l\ 

AOVERSE It[ACTIONS' Qur"'Q ni''''!I~lrO~91 w.d\~~n! osteo"nhnlt~wrth r"';ce dal"" Idmlnlwat>~r 

n' I mO}'lb, no ~ho;~~I1~ ~ig~~icallr "d"6r~ "aCllOr,~ ,~e,! ",ported Some don,cal SIQIlS wer" 
OO~O"'1-.~ dl.n~q ~e!~ Slucilt! In~}97) \Wllcll·...'erE &lmda' tel, rMp'aff.n- and placfilo--uealfd dorJ~ 

Incrd"~,e.\ 01 'he ToAOWlnQ \V~'e :lllse"'od In Iml~' gmups ~omnl'Tg 11%). dl~rrhf.a 16~I, ~hao~es on 
~pp~n1' 13''01 Il!th~ll1Y (! !'-"I, b~h"v'O'81 oh~r~es: I'M, fl/'d OO~5Upanun 10.3%i. T~e IlrQd',([ V~lll~" 

scr.... Ol,c-""lfc>l 

Tre'~ .,ere '10 senJL~ adverse e~~"l1 fepon:~~ ~u,u'y chr,c~llj~k1 S\".j(~S 01 OSI~oar'lhrlH~wlll .vc,. "a,,,, adl"in'l'H&uon of 2,"~IIL. lte lQ~~w,~g Ld\~~""e~ 01 ab,'~rl~~l t~al1h ob~"f\'ahJn< ~,;erB 
repnn:e:l r~~ pro~uol vrt<Cle ~fl",od as ror,lml. 

1...108,,"",. 01 a.u.s ...I<h Abfl.",,11 " •• ..- OltH'nt ...". f\.,.,no~ ,n ~e"""" r.. ld su.", 'Z-'RI ....ta d."ty; 

PI.G.b~lft.UJ:1 

,,~ " 
<,' 
H 

" 

UJr,ng ,O""'I'lil,"",I.w:l." 01 '"'Q;c,' ~.,n 10-1'. c.~1e1 !u''TT.l';'.c,· no ol,o'col;·, "~If,<.m ,d_t,." 
·0'" u", ... ,e '"~orl.l!,1 ·he f'i~,l 'cl·.'.h "'" ,"",.d 0' tQctr~1 

~.~"" ... of 0"". "'~ .....4,.,..1 "uld> 010-........ I!.op..,... '" S"""c~1 Pa .. r,fIloli''''''....'''' tlploo.
 
12",9"t>"G.d~''ri
 

-_._._._._-----_._---~-----

lI>mod,1 Plooallo 
Invl"lll IRzt4~1 

'"	 '" ;c 

" 
" +" 

G~S1\0<n1eslln"' ·(cm'l:~'1. dIB,,.1,"~, 'a,'sl'~alior'. m~"orn'we "'i',e~" i' m3!Cm~51~', ~o.,';,'.'''Ii'<f' 

""'V,=cr3Uv~ ,,"3s[riJinrestIOJlbl~9CPll<]Pi1,~"."I.'IJ'i 

N'UIU!cqIC A[8K."". p8,'d''': para,'y>lS, "~'l,'re .., v~,~b"l~r ,'JI,"" d"Dr,dl'lilc.m 

(,mw, H~"'3r"na, pll1'MI&, p..;ll'mp.>lo, ~noelY,'JconW"8ne~ Ilhll~'Y1facr ",fB("NO am,~;n'a 

.J(:":~ rfm~II~,;\j". w~u'!~r ~b"OflT'3""e5 'iJCIIJ""'1l 'IClIIl" [Ubc;ler M:'O>·,s. rf"nal ;"bU'~1 .(IdO.>l5 
g,'~',,J"urr~ 

6ot""lrnl' SeJ8IiOr, M'har,~·,. nVper"rI,,·,~. ,~'.'.t,e."'''·~<$ .j,J'lr"'.'i""~'.'SS 

;Vmalol~Ylr !rm"~~~"rr>p,,.'ilIN1It~:n,,'Yl .. c ,'~~"7'~ ,mr,,.,,ne ·m,o:,.-Hell ~nr"r,~,lC~1,;O,'0IB 

1,"~""'. ~!'''''axl.< 

Jetr'J!ul~glt i'I"J~l"s, 'ncrBM~,j .heO'l-'''!!, al,'v,";; ~t,:':;'J'''I,t/;1 ""'" "m,,"" """p".",
Jl[.("lonl'Mt< ~etlmC"Uli~>;'I'JSru/'~s, ve·'[:"," vC(I!>mo",. 
Im~;",\'-,Io<jlc ull\,p~r.vrsnl"T\· f~,;,,,: ~>\W.'''T' IIIV~l. f.' .. ,1,~~''''' 

I" r~r~ "1U;I\l~r,~. 'J.alh 11a' b~~,' ."~~Ia(ed WOII, s~m" ,,, (I'" 'd-."", 

ICI~port ,I ,tsre1ed a,j-.91$( re~cll"o ,~II I flO.)· :16li-52~B 

STOI\AC(' ::;I.;,~ ~! en nlO Qil~d r~,,", I, rpe '~I",p I~e 3WC r,9' .,~cf I 

HOW SlIPPUED A,m~1yl capl~!! drP I",~"d, ~nd GUill,),,· I~"~ Ie ~'q, ~r IIK"-g 01 Cdfr"olrl, 
Ipl~1. fed· caplPl i'J'~" r~dag.~ In b~l!ki CO~lalC'rq:<: f,(} '" I~O c~r,lr!", ~fbllSle, Pd~' 

"~g ~ ("~·!e" 

CeoppDll$,1 
a 1~2 

rlill 

,~,,~~s'~N"""".",,'""",,,,,,,,,,,,,, ''"'M'"'''''''''''''' enJ I' ~ 'Id"" ,JAI.'Al/lIlJ.3': 

,·"o,~" ._: al tHeet' 0: h~I'"rpil.Jn(.-1 ,In~ '- ;,(~r(\l£n "" L1'e co,,,,,,,,,l dll'e 
JA ~",1A i II :'~20 1()2':1 ~G'1l 

r;A14 '\~I.[''<3, AI'rHQVf1bt f-ClA 

C'.'ii"fJ'!I~:' D~' 
;1ff1lllf~r;t~I"lfLl!L 

~ Anillluillpuhh ~lJl'Il:nc;1

'fJiliiJ' U:;,~blUo, PA 1'r.4'1
 
D,,,' ol
 
N~' ~J, 

",'or' ilrWQp"af~ "'WH~~Il",j 



rw 
" ~: :: 

~~gzo~ 
cx>~!=;JZ""'O<
o-=:::nc5 o C')r­
o=&.-t:J::Ia~ - ­
o=::' ~i::2~ 
;;:==Sl~~Z~ 

=~~~ , 

Dog Owner Information about
 
RIMADYL~Caplets (carprofen)
 
Rimadyl® (pronounced "Rim-a-dill")
 

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

This <;Un-!rnM, corl':,}lns Important information about Rlmady. 
You should read this Information before you start giving 
your dog Rimadyl .Jr1.d review it eiilh time the pres.cnptlon 
IS ref riled. This sheet IS pro~lded only as a summary and does 
not take Ihe place cf instructions from your lIeterrnarian. 
Talk to your veter Hldl ion ,f YOu do not understand any of 
thiS Information or if yOI) want to know more "bout Rimadyl 

What 1$ Rimadyl? 
Rlmadyl IS a nonstp.roidal anti-inflammatory drug (NSA,ID) 
thaI IS used to redlJ(e pain and inflammation (sarene">s) 
du~ to ost€'oarthntis iH,d pain followlrl9 ~urgery in dogs 
Rlmadyl !s a prescnption drug for dogs. It is availablc as a 
raplet anc, chewab\i: tablet and IS given to dogs by mouth. 
O.,teodrtr,rnI5 (OA) !, a painful condition caused by "wedr and 
tear" of candage and other parts of the loints that n)ily result 
In the fO(lowing changes or Slqf1S \n your dog 

•	 Limping or lameness 
•	 Decreased activity or exerCise (reluctance to stand,
 

clul1b st,):rs. iurnp or run, or diffIculty In performll1g
 
these aoivltles)
 

• SHfness Dr decreased movement of Jomts 
To control surglcdl pain (e.g. for surgeries such as spclys, I.:'ar 
procedure~ or orthopedic repairs) your vetenllarran mOl,' 
.adminlstc' Rlmady! before the procedure and recommend 
that your :10g be treated for several days aftl::'r gOing horne. 

What kind of resuits can I expect when my dog is on 
RimadyP 
While Rlmddylls not a cure tor osteoarthritis, It (,iln relieve 
the pain and inflamnlatlon of OA and Improve your doq"s 
Inability 

•	 Respe-rHe varle', from dog to dog but can be qUite
 
dramallc
 

•	 In lToo',t doq~, Improvement can be seen III a matter of 
days 

•	 If Rlmdd~'II~ discontl'1lJPd or not glvt'n a~ d'fc(1ed, your 
dog s pdlr and inflamniation nlay come back. 

Who should not take Rimadyl? 
Your dog ~hcul(l not be giV(~n Rlmadyl d he/she. 

•	 Has >Pad an allergIC reaction to carprofen, the active
 
mgredlent of RnTlildyl
 

•	 Has had an allergiC reaction to aspirin or other NSAIOs 
(for exarnple etodolac or phenylbutazone) such as hives, 
faf\('\1 <;weillng, (H red or itchy sbn. 

Rimadyl should be given to dogs only. Cats should not 
be given Rlmadyl. Call your veterlnanan IrTlmediately If ~'our 
cat receiveS Rnnadyl. People IhO'_lld not take Rirnadyl. Keer 
Rimadyl and all medrcines out of reach of chddren. Call your 
phySICIan Immediately if you aCCldentally take Rimadyl 
HoW to give Rimadyl to your dog, 
Rimadyl s~lOuld be glolen according to your vetenranan's 
l(l\tr\lft\ow. Your \le\erin~nan will tell you what amount of 
Rrmadyl IS right for ynur dog and for how rong It should be 
given. RliTladyl ~hould be given by mouth and may be gi\;en 
with or Without food 

What to teU/ask your veterinarian before giving 
Rimadyl 
Talk to your vdennan-1n about 

• The lig'15 of OA you hav'> observed (for example limping, 
stlffnes,» 

•	 The Importance l)f weight control and exercl~e ,n the 
managl~menl of OA 

• What tf'HS rrllgh~ oe done before Rlmadyl \s prescribed 
•	 How often your dog may Ileed to be examined by your 

veterinarian. 
• The nsh and bert'flt) of ·~Slng Rlmadj) 

Tell your vetl"~rlJ1arl~n If your dog hilS ever had the follOWing 
medical pr(lh!pm~ 

•	 Expe'lellcec Side effects f'om Rlnlad)'1 or olh"" N5AIDs, 
such as cisplrlll 
DlgC\tIV'." upe( (\CHllltIll9 andlor dl<:\flhed) 

•	 liverdls'2a~e 
•	 KIdney d,seas£·
 

A bli2eOlng dl,or<1e c (tor tcXClrnple, Von Wllipbrand\
 
d,SCd;(')
 

Tell your veterinarian about: 
•	 Any ntlwr medical problems or allergies lIld: your dog 

has nOw or has had. 
•	 All medicines that you are giVing your dog or plan to 

give your dog, Includ,ng those you can get v/ithout a 
prescription. 

Tell your veterinarian If your dog is· 
• Pr(':gnant, nursing or if ~ou plan to breed your dog. 

What are the possible side eff€cts that may Decor in 
my dog during Rimadyl therapy? 
Rlmadyl, like other drugs, may cause some side effects. 
Serious but rare SIde effects r,alJe been reported (n dogs 
toking NSAIDs, inclUding Rlmadyl. Serious Side effects can 
occur With or WIthout warning and ,n rare situations fesult 
In death. 
The most common NSAID-related Side effects generally 
In~olve the stonach (wch as bleeding ulcers), and lilJer or 
kidney problems_ Look for the follOWing side effects thdt ldn 
Indicate your dog may be haVing a problem with Rimadyl or 
may have another medica) problem: 

•	 Decrease 0' incredse In appetite 
• VomItIng 
•	 Change In howel movements (such as diarrhea, or black, 

tdfly or bloody stools) 
•	 Change in behaVior (such as decreased or Increased
 

activity level, incoordination, seizure or aggrpsslon)
 
•	 Yellowing of gums, skin, or whites of the eyes (jaundice) 
•	 Charge In drinking habits (frequency, "mount
 

consumed)
 
• Change In IJnnatlon habits (frequency, color, or smell) 
• Challge in skin (redness, scabs, or scrat£hlng) 

1\ IS important to stop therapy and contact ':tour \letennar,an 
Immediately If you think your dog has a medICal problem or 
Side effect from Rimadyl therapy. If you have addItional ques· 
tions ilbout poss,ble side effects, talk to yuur veterinarian. 

Can Rimadyl be given with other medicines? 
RHT1adyl should not be given With other NSA1Ds (fa' example, 
aspirin, etodo/ac) or stl;;·roids (for example, cortisone, pred­
nisone, dexamethasone, triamcinolone). 
Tell your vPler;r\anan about all medIcines you hd\le gIven 
your dog rn the past, and any medicines that liou are 
planning to give with Rlmadyl. ThiS should include other 
medicines that you can get vvit1lout d prescription, Your 
veterinarian may want to check that all of your dog's medi­
cines can te given together. 

What do I do in case my dog eats more than the 
prescribed amount of Rimadyl? 
Contact your \letErillarian immedli'ltely If your dog eats more 
than the prescribed amount of Rimadyl 

What else should I know about Rimadyl? 
Thi.. sheet provides a summary of information about Rimddyl. 
If you have any questiOn> or concerns about Rirnadyl, or 
osteoarthritis, or postoperative n<lin. tillk to your vetcnoar 

"n 
As "'Ith all prescrmed medICines, Rirnadyl should only be 
gl\lpn to the dog for which It was presu ibed. It should be 
given to your dog only for the condition for which It was 
prescribed. 
It IS Important to periodically discuss your dog's response to 
Rlmadyl at regular check ups. Your veteflnaflan Will best 
determine If your dog is respondillg as expected anri If your 
dog should continue receivlllg Rimadyl 

To report a suspected adverse reaction cali pfilN Anmal 
Heal:h at 1·?'OO-366-5288 
Issued 2004

• Animal Health 
hTfln, PA 1~1~', liSA 
Dr. of P1,:u' Inr 
~,., ~ J\" , 0)]1 

v.'ww_rlm<ldyl.carn 
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:'I"llilltJlf{,"rr: RIMADYL® r. Ndl·"Uid11IfIll; J,1. 1 itlearpm!enI
 
''> III
,l!l~rrltl J11111; Il.J ~ ~ ~ 

I:11111 .··t "30 caplets 1111
'i, ~ . ~ _IB.....Ilr ,tIl: For oral use in dogs only
,·JIII. 111.lll"t. Caution: Federal law restricts this drug --1--; Ii "~
 t '1,l.tl·I' ' II} to use by or on the order of a licensed 

, ,I ttl" veterlnanan,I I.. ,Jr 1:1 .. Non'steroidal .1",.] I J~~'I'~N~1:1 
.'rl'lrlllll.l b.. ami-inflammatory drug 

IV I ~II 1t"l : INADA #141,053 ']i]Jt11rfJi •••.-r;;11'.hiJ .Ihl '.:1f Approved by FDA) f I!Jlljl.. J c 
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,1.BiP1fllU·II.if.i ~!~)ADYL® It 1 i .11 
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~~I') 
Uhlli!irlll{i. 25 mg :JU ~ tH~~
:lU~tlflfb llll! ~?o~~~~~~Sdogs illJIonly;:·ll.·llI III (..f ~'11 fCaution: Federal law restricts this drug 

1 'dUhlr' t1;li ~~t~~~n~~I~~on . d,~ I • ·i· ..the order of a hcen.s.edI I',J'I·Ii: I..t l;pJ It··Non-steroidal
I"i~ti'l.• ;I.J 1 ami-inftammawrydrug '11' ~I.M '.

Itflfdlifll.il, ~Np~~0~:~4~~OF5gAJ .1f!!III!Iit;. ,ti'!Jtl.!J1U;===-=
'I.·r 1'1-.;1 f ... \II., 'All JI I..J 0 
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Icarr.:proten) ® 

l • 
..;tIrlb!l~ ttl 11ft' 2) mg dn @ 
I"­
..;tII"~U filth! ~~,:1~1~~og,o"'y 112"1 lil o 

J. ~ ::11'5":' III ! i ~~ Caution: Federal law restncts this drug '1l'$1 ~ 
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Indicalians: Rinodyl is indical2d lor die rWod of pain and "1IaJmna­
tion as..oiatlld .With DS180arlhritis and for .... 0...,01 of pDSIDpera­
live p~in a~~Cia~ ~ SDft tissue Mil ~c surleries in
 
dogs. .' ". .. . '" •.
 
Doug'" Alwiy. ",ovida Ci.... lnfDrJDl1iDn SIIeeI with prescriprion.

Carllalty caPSid. dlepo1Bntia1 benlfils_ risk 01 IIWnaliyI and
 
othlr treallnlnt options before dlcidiJlt18 flimadyl. Use tho
 
loWlst anlcliva do," fOr die shorl8St ClIllSiawIt with indi­
vidual re,porisa:Jha rocommondad for inIadlniliislJiltion
 
10 dogs is 2iDgIIb/4,4 mg/Icglol bDdy.lIO;gbtilailf; The _ doily
 
do'" m"'b9adniiniSIBl'IltIa. 211igllb of beIIj Woight daily or
 
dividod and adininisilr8d" I Olgllb (2.2,""", lwicl daily, for tho
 
oonll'oI of posilljlliralive piin; adminismr ""'""""'"'"2hrJurs
 
befnre the procadur.. CoplolS ani '~d .... dosaga should be
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Each scored caplet conmillS 75 mg ot carprofen. 
l...icalioRS: Rimadyl is indicated forthe re6ef of pain and intl.mmation associ­
ated with DsteoarthritiS and for the control of postoperative pain associated 
with soft lissue.and orthopedic surgeries in dogs; 
Dosate: Always provide C&elllinlormation Sheat with prescription. Carefully 
consider the potential benefits and risk of Rimadyl and other treotmelll options 
before deciding to use Rima!¥: Use the lowest: effective dose for the shorte~t 
duration consistelll with ind"lVidual response. The rucommended dosaoe for 
oral administration to dOg$ is2 mg/lb(4.4 mg/kg) of body weiQht daily. The total 
daily dose may be administered es 2 mgllb of body weight dally or divided and 
administered as 1 mg/lb 122 mg/kgl twice deQy. For the control of postoperative 
pain. administer approximately 2 hourS before llie procedure. Caplets are 
scored and dosage shDuld be calculated in half-caplet increments. 
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Each scored caplet contains 75 mg of carprofen. 
Indications: Rimadyl is indicated for the relief of pain and innammation associ­
ated with osteoarthritis and for the control of postoperative pain associated 
with salt tissue and orthopedic surgeries in dogs. 
Dosage: Always provide Client Information Sheet with prescription. Carefully 
consider the potential benefits and risk of Rimadyl and other 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 dogs is 2 mg/lb (4.4 mg/kgt at body weight daily, The total 

, daily dose may be admil'listered as 2 mgllb of body weight daily or divided and 
administered as 1 mg/lb (2.2 mg/kg) twice daily, For the corrrrol of postoperative 

, pain, administer approximately 2hours before the procedure, Caplets are 
scared al'ld dosage should be calculated in half-caplet increments. 
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Each scored caplet contains 100 mg of c!rprofsR.

IDdic_ RiJn.dyt is i.dlca.... ,orlll..reli.101 pain and__
 

==:..-:===:~r.~~5lI%~OS:':"-
dogs.. ... •.. 
lIosage: -avs pravida C1iontlnlonnalio. Sh.B<with PfBSCripIiaol.
Care11ll1y considerlhe poI8n1ial bon.fils and risk.1 Rlm.dojtand_ 
treatnlW optian. bel.,. dociding.to USB RimadyL USltlhe "-t 
ofluc1ivo dose lor.t/IO 5Il0ltltSldUralion clWlSlonrwith individoal' 
respOllSa.. The l'Bcomjnen.dBd dlWllJe for oral ~nistratioA mtlogs: 
is 2 mg/1b 14.4 mglkgl at body weiglltd.ily. The1Ol31 daily u.""'Y 
be administlrod as 2mgIIb 01 body weight d.ily or divld." and 
adminlS1llred os 1 mg/Ib 12.1 mglkgJ <Wic. doily. Forlhe control 0/ 
postopo..Iivo'pam. administor appl1Jlliln.toI\' 2hours behn IIlo _ 
c_Capl... B1B ..orad ond -Ill should b. c.lculated in bo. 
capJetjn~na. ", " ':,' - . - . 
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Each scored caplet contains 100 mg of carprolen. 
bodicalions: Rimedyl is indicated for the reroef of pain end inflammation associ­
ated willi osteoenhritis end for the control of pDSlDperative pain associated 
with soft tissue and orthopedic surgeries in dogs. 
Dosage: AlwW'(S provide Client Information Sheetwith prescription. Carefully 
consider the potential benefits and fisk of Rimadyl and other lreabnentoptiollS 
before deciding to use Rimadyl. uSa the lowest effec~ dosa for the shortast 
duration consistent with individual response. The recommended dosage for 
oral administratfun ,iii dogs is 2 mg/lb (Umg/kgl of body weiqht deily, The tntaI 
daily dose may be administered as 211l1ii1b of body weight dally or dillidedand ' 
administered as llllg/lb 12.2 mg/kgl twice dai"'. for the control of postoperative 
pain, administer applllllimal8ly 2 hours bsfore the procedure. Caplals ara ' 
scored and dosage should,ba calculalBdill half-caplet Incremen/S.
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Each scoredl caplet contains 100 mg of carprafen,
 
fIIdit:atieIts: Rimadyl is indicated forthe relief at pain and inflammation associ­

ated with osteoarthritis and for the control af pastDperative pain associated
 
willi sDft tissIbe and orthopedic surgeries in doqs.
 
Dasage: Always provide Client Information Sheet with prescription, Carefully
 
consider the potential benefits and risk. of Rimadyr and ather treatment options
 
bernre deciding to use RimadyL Use the lowesteffective lIase fDr the shortest
 
dllranon CDnsistent with individual response. The recommended dosage for
 
o;a\ admmistrationtD dogs is ~ mg/lb {4.4 m!¥kg) of bDdy weight daHy. The total
 
daily dose may be administered as 2 mgllb of body weight daily or divided and
 
administered as 1mgllb /22 mg/1(g) twice daily. For Itte control of postoperative
 
pain. administer approximately 2 hours before Itte procedure, Caplets are
 
scored and dosage should be calculated in half-caplet increments.
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