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

This summary contains important information about Norocarp® Caplats.
You should read this information before you start giving your dog
Norogarp® Caplets and review it each time the prescription is refillad.
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 of this information or if you want to know mare about
Norecarp® Caplets.

What is Norocarp® Caplets?

Norocarp® Caplets is a nonsteroidal anti-inflammatory drug {NSAIDj that
js used to raduca pain and inflammation (soreness) due to osteoarthritis
and pain following surgery in dogs. Nerocarp® Caplets is a prescription
drug for dogs. Itis availeble as a caplet and is given to dogs by mouth.

Osteparthritis (OA} is a painfui 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:

eLimping er lameness

=Dacreased activity or exerciss {reluctance to stand, climb stairs, jump
or run, or difficulty in performing these activities)

«Stiffness or decreased movement of joints

To controf surgical pain (e.g. for surgeries such as spays, ear

procedures or orthopedic repairs} your veterinarian may administer

Norocarp® Caplets bafore the procedure and recommend that your dog

bo treated for several days after going home.

What kind of results ean [ expsct when my dog is on Norocarp®

Caplets?

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

the pain and inflammation of OA and improve your dog's mability.

»Response varigs from dog to dog but can be quite dramatic.

=in most dogs, improvement can he seen in a matter of days.

o If Norocarp® Caplets is discontinued or not given as directad, your
dog’s pain and Inflammation may come back.

Who should not take Noerocarp® Caplets?

Your deg should not be given Narocarp® Caplats if hefshe:

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

+Has had an allergic reaction to aspirin or other NSAIDs {for example
deracoxib, etodalac, firocoxib, meloxicam, phenylbutazone or tepoxalin)
such as hives, facial swelling, or red or itchy skin.

Nerocarp® Caplets should be given to dogs only. Cats should not be
given Nerpcarp® Caplets. Call your veterinarian immediately if your cat
receivas Norocarp® Caplets. People should not take Norocarp® Caplets.
Keep Norecarp® Caplets and all medicines out of reach of children. Call
vour physician immadiately if you accidentally take Norocarp® Caplets.

How to give Norocarp® Caplets to your dog.

Norocarp® 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 long it shauld be given.
Norocarp® Caplets should be given by mouth and may be given with or
without food.

What to tellfask your veterinarian hefors giving Norocarp® Caplets.
Talk to your veterinarian ahout:

+ Tha signs of OA you have observed {for example limping, stiffness).

. '[l]'fﬁe importance of weight control and exercise in the management of

» What tests might he 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.

Tel[by['our vetarinarian if your dog has ever had the following medical

problems:

«Experianced side effects from Norocarp® Caplets or other NSAIDs,
such as aspirin

» Digestive upset (vomiting and/or diarrhea)

+ Liver diseass

* Kidney disease

» A hlseding disorder {for axample, Von Willsbrand's disease)

Telt your veterinarian about:
. hAngr other medical problems or allergies that your dog has now or has
ad,

* All medicines that you are giving your dog or plan to give your dog,
including those you can gat without a prescriptian.

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

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

Norocarp® Caplets, like other drugs, may cause some side effacts,
Sarious hut rare side effects have been reported in dogs taking NSAIDs,
including Norocarp® Caplets, Serious side effects can occur with or
without warning and in rare situations result in death.

The most common NSAID-related side effects generally involve the

stomach (such as bleeding ulcers), and liver or kidney prablems, Look for

the following side effects that can indicate your dog may be havm%a

problem with Noroearp® Caplets or may have another medical problem:

« Decrease or increass in appetite

» Vomiting

« Change in bowel movements {such as diarrhea, or bfack, tarry ar
bloody stools}

« Changa in behavior {such as decreased or increased activity level,
incoordination, seizura or aggression)

« Yallowing of gums, skin, or whites of the eyes (jaundice}

= Change in drinking habits {frequency, amount consumed)

» Change in urination hahits {frequency, color, or smell}

s Change in skin {redness, scabs, or scratching) .

ltis imgunﬁant ta stop therapy and cantact your veterinarian immediately

if you think your dog has a medical problem or side effect from

Norocarp® Caplets therapy. If you have additional questions about

possible side effects, talk to your veterinarian,

Can Noroearp® Caplets be given with other medicines?

Norocarp® Caplets should not ba given with other NSAIDs {for example
aspirin, deracoxib, etodalac, firocoxib, meloxicam, tepaxalin} or steroids
{for example cortisons, dexamethasone, prednisone, triameinolone).
Tell your veterinarian about all medieines you have given your dog in the
past, and any medicines that you are planning to give with Norocarp®
Caplets. This should include other medicines that you can get withouta
prescription. Your veterinarian may want to chack that all of your dog's
madicines can ba given togather.

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

Contact your veterinarian immediately if your dog eats more than the
prescribed amount of Norocarp® Caplets. )

What else should | know ahout Norocarp® Caplets?

This sheet provides a summary of information about Noracarp® Caplets.
If you have any questions or concerns about Norocarp® Caplets, or
osteoarthritis, or postoperative pain, talk to your veterinartan.

As with all prescribed medicines, Norocarp® Caﬂlets should 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 to periadically discuss your dog’s resgnnse to Norocarp®
Caplets at reguiar cheek ups. Your veterinarian will best determine if
your dog is responding as expected and if your dog should continue
receiving Norocarp® Caplets,

To report a suspected adverse reaction call Norbrook, in¢. at
1-813-599-5777.

Distributed hy:
Norbrook Inc.
Lenexa, KS 66219
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® Norocarp is & registered trademark of Norbrook Laboratories Limited.




NOROCARP® CAPLETS
{carprofen)

Non-steroidal anti-Inflammatory drug
Far oral usa In dogs only

CAUTION: Fedsral law rasteets this drug to use by or
on the osder of a icensed vatarinarian,

DESCRIPTION: Carprofen Is & non-steroidal
snti-inflammatory crug {NSAID} of tha propionic acid
class that includes lhufsmfen, naproxer, and
ketoprefen. Gerprofan s the nongmprietary
dasignatign for @ substituted garbazels, - chlota-
~mathyl-8H-carbazole-2-acatic acld. The emplrical
farmata 1= CyeH GING, and the molacular waight
273.72. The chemicaf stnucture of carprofen is:

g

L CH,

H
Carprofon Is a white, crystalling compound. It is freely
;gluu.éblu In ethano?, but practically insoluble in water at

CLINICAL PHARMAGOLOGY: Carprofenis a
non-nareotic, non-starcidal anﬁ'ﬁﬂammatorv agent
with charactedstic ensigesic end anfipyretic schvity
apgfuﬁTatew equipstent to indomethacin in animal
mede

The mechanism of action of carprofen, Fka that of
other NSAIDs, is bekaved to bo assoclatad with the
Tnhibition of eyclooxyganass “ﬁ“‘{f Two undque
%clnoxmanqsas hava been described In mammals2
8 constittiva eyclooxyg , COX-t, sythes
progtaglandi ¥ for normal gastroi
gnd renal function. The ndueible cyclooxygenase,
{0X-2 penerates rustaglamfmsimolvﬁ
inflammation, Inhisition of COX- s thought te be
sssoclated with gastraintestinal and renal toxiciy
whila inhibition of COX-2 rrnuklas anti-inflammatory
activity. The specificity of & particutar NSAID for
COX-2 varsus COX-1 may vary from speciasto
speclosd In an /i witro study using canine cell
cultures, carprofen demonstrated selactive inhibition
of GOX-2 versus COX-14 Chinfcal relevandes of thess
data has not been shown., Carprofen has also been
shown to Inkibit the releasa of several prostaglandins
in fwo Inflammatory cell systems: rat
polymorphonuclear laukocytes (PMN) and human
rheumatold synovial cells, indicating Inhibition of
acute {PMN system) and ehronle {synovial cell
system} vlamsmatory reactions.)

Sevaral studtes have demonstrated that carprofen
has modulatory effects on both humoral and ceflular
Immung responses.®? Data also indlcate that
carpsofen inhibits the production of
osteaciast-activating facter (OAF), PGE,, and PGE, by
tts Inhibitory effects on prostaglandin blosynthasis.!
Based upon comparison with data obtained from
Intravencus administration, carprofen is rapidiy and
ngarty semglataly sbsosbed {more than 894
bleavaliable)when administared orally ¥ Peak blood
plasma cogcentrations ere schieved tn 1-3 hours after
oral sdministration of 1,5, end 23 mg/ig to dogs. The
mean tarminal haif-Efe of carprofen is approximately 8
hours [r?ng ‘i:ggs.aﬁurs} go‘;; sin?lﬁ :Eflt duse;:m
varying from 1-35 mg/kg o we er & 100 mg
gin le%ntravenous bolus doss, the m%an limination
hal-fifa vras approximately 11.7 hovrs In tha dog.
Carprafan s mora than 93% bound to plasma proteln

and exhibits a vary small votume of distributien.

Carprofen ks efiminated in the dog prima
[ fion in ths Fver fofl Pn?méh}:f

of the rasulting mataboiitas {the ester glucu?nnids of
carpeofen and the ether glucurcnides of 2 phenolic
mstabolites, T-fydraxy-carprofen and 8-hydroxy
carprofenyia the faces {T0-80%} end vring (10-20%).
$Soma enterohepatic cirewlation of tha drog Is obsarved.
INDICATIONS: Carprofen Is indiceted for the refief of
pain and inflammaticn associated vath ostecarthrits
&nd for the control of postoperative pain assoclated
with soft tissus and orthopedic surgsries in dogs.
COHTRAINDICATIONS: Cerprofen shovld not be used I
dogs exhibiting previeus hypersensitivity to carprofen.
PRECAUTIONS: As a ¢lass, cyclooxygenase inhibitory
NSAIDs may be assogdatad with gastreintestingl, ransl
end hepatic texic'mf. Effects may result from
decreased prostaglandin production end inhibition of

i which s ibla for

sdministration of tha total daity dose of carprofan, a
non-HSAID or non-corticostercld class of analgesia
shauld be considared, The use of enother NSAID is not
recommended, Sepsmﬁtﬁn_dwg-assnciated edverse
rezctions varies with the Individual patient. Cerprofen
treatmant was not asseclated with renal to:échY or
gastrolntestinal ulceration n vrali-controfied safaty
studies of up to ten times the dasa in dogs.

Norocm‘ Caplets s not recommendad for use In
dogs with bleeding diserders {e.q, Von Willebsand's
diseasel, as safety has not bgen established in dogs
with these disocders. The safe use of Norocarp®
Csplets In enimals lass than B waeks of age, pregnant
gogs; dogs used for breeding purposss, of In lactating
bitches has notbeen established. Studies to
determing the attivity of carprofen when administered
concomiantly with othar protein-bound of similady
metabelized drugs have notbaen conducted.

Drug compasiility should be monitared closelyin
patigats requiring additiona! therapy, Such drugs
commonly used include cardiae, snticonvulsant and
hehaviorel medications. It has been suggested that
treatment with carprofen maw{ reducs tha level of
inhalant anasthetics needed.)¥

[f additional pain medication Is warranted aftsr
administzation of the totaf daity dose of Noracarp®
Caplsts, shemative analgesfa should be considared.
The usa of anather NSAID is not dad

Post—Apﬁmval Experience: |
Althaugh rot all adversa reactions are reparied, the
following adverse reactions are based on voluntary
ost-approval sdverse drog experence raporting.
i d ions are listed in

g caleq o t
dacreasing order of fraquency by body system.

Gastrolmestinal: Vemiting, diarrhas, constipation,
inappatence, melena, hamatemesis, gastrointastinal
ulceration, gastrolntestinal bleeding, pancreatitis.
Hepatle: Inappstence, vomiting, jaundice, acute
hapatic toxicrty, hepatic e @ elovation, abnormal
fiver function test(s), kyperbifirubinemia, bifirublruria,
hpoalbuminemia. Approximately pne-fourth of
hepatic reports vere in Labrador Retrivers.
Nourolegle: Ataxda, paresis, parslysis, selrures,
vestibuiar signs, disorentation.
Urinary: Hematuiia, polyuria, ?of);d:hsla, vrnary
inconbnence, urinary tractinfection, azotemla, acute
renal faiture, tubular sbnormalites inchyding acute
tubidar necrosts, renal tubular acidosls, ghicosuria,
Behavioral: Sedation, lathargy, hyperactivity,
rastlessnass, sggrassiveness.
u Vi T disted hemolytic snem’s,

nediated thrombocytopenis, blood loss

Ir
anemis, epistaxis.
Darmatologie: Frudtis, Increased shedding, slopacia,

Consider ?f ropriate washout tmmes when switching
frem one NSALD 1o another or when switching fram
corticostareld usa ta NSAID use.

WARNINGS:

Keap out of raach of children. Not for human use.
Consult a physiclan in cases of accidental ingastion
by humans. For usain dags enly. Do not use In cats.
Al degs should mde:go a thorough history and
physical examination before initiation of NSAID
therapy.Aperpriaia Iaborapw tests f° establish

3 f &nd serum bachemioal baseh

pyo moist darmatitis fhot spots), necrotizing
pannfeulitisfrascutiis, vantral ecchymosis.

Immunalogic or hypersensithvity: Facial swellin
hives, erythema. " e
Inrara stuations, death has been agsociated with
soma of the adversa reactons fisted above,

To report a suspacted adverse reaction call
1-913-593-6177.

DOSAGE AND ADMENISTRATION: Ahways provide
CHient Information Shestwith prascription. Carefully
the patential benefits and elsk of Carprofen

d seru data

rtor 10, and paﬁoﬁl‘eaﬂx dudnmnﬁnisuaﬁon of any
SAID should be constdared, ers shauld ho

advised te chserve forsigns of potential drug toxichy

end other traatment options betore declding to use
Carprofen. Usg the lowsst effective dosa for the
sharizst duration conslstent with Individual responsa.
Tha rge ded dosage for oral sdministration ta

{sea Informaticn for Dog ars, Adverse R
Ralmal Salety &od Post-Approval Experisnce),

INFORMATION FOR DOG DWNERS:

Norocarp® Caplats, Fke othar drugs of #s class, is not
frea from adversa reactions. Gwners should be
advised of the patential for adversa reactions and be
informed of the clinlze! sions associated with dng
Intolerance. Adversa reactions may includa decreased
@ppatite, vomiting, diarthes, dark of tarry stools,

i d water ption, B d urination,
pale gums dua 1o snemla, yekcwving of gums, sldn o7
whita of the sye duato Jaundics, lethargy,
fncoordination, seizure, or behavieral changas.
Serfots adverse rezetions associated with this dnig
class can oocur vithart warafag and in rara
situations resultin death {sea Adverse Reactions).

dogs is 2 maAb {44 myiko) of body weight daky. The
totat dsit?( 059 magf ba adminlstared as 2 mg/b of

body vrelght once daity or divided and administered
&s T ma/ib {22 mg/kol twice daily, For the control of

different breeds stthe recommended oral doses for
14 days {297 dogs wera includad in a study evaluating
t mg{gmrice taily end 252 dogs wrere beludsd Ina
saparate study evalvating 2 mg/ib onco daityl. In both
studies tha drvg was ¢Bnlcally well tolecated and the
Incidence of clinical adverse reactions fas
carprofen-treated animals vias no higher than |

Tacabo-treated animals {placabo contained inactive
ngredients found In carprofen caplets). For animals
raceiving t mgfb twice daity, tha mean
post-treatment serum ALY values wera 111U greater
and 91U Jess than pre-treatment values for degs
recelving carprofan and plzcobo, resp_e:hvel-%.ﬂ
Differences were not statistcally significant. Fer
animals recekving 2 mg/fib once daily, the mean
post-treatment serum ALT values were 451U greater
and 0.9 [Udess than pre-treatment values for dogs
recelving carprofen and placabo, respestivaly. n the
fatter study, 3 carprofen-treated dogs developed 2
3-fold or greater increasa in (ALT) and/or {AST) during
the cowrse nﬂheraw. One placebo-treated dog hada
greates than 2-old Increase in ALT. Nona of these
animals showed clinlcal signs assoclated with the
Jaboratory valua changes, Changas In clinfeal
Iehoratory valves [lematology and clrical chemistry)
wera notconsidered chnfeally significant The 1 mg/ib
twice daily course of therapy was repeated a5
needed at 2week Intervals in 243 dogs, some for as
Jong as B ysars.

Lhnical Feld studies vwera conducted In 267 dogs of
differant bresds undergoing arthopedic or softtissus
surpary. Dogs were administered 2 mg/ib of carprofen
caplets two bours prior to surgery then onte dally, as
needed for 2 days {soft tissua suzgeryl or 3 days
{onhopadic surqery). Carprofen was welltolerated
when g#sed In con‘guncﬁon with avadetyof
anesthetic-related drugs. The type and severiy of
abnormal heatth observations in carprofen- and
placabo-treated animats were approximatefy equal
and fow n numbar (sea Adverse Reactions). The most
frequent abnormal heafth obsarvation was vomiting
and was observed at approximately tha same
frequencyin carprofen- and plazebo-trested animals.
Changes‘fn chnicopathologle ndices of hematopoetic,
reng), hepatic, end clotting function wera not chinically
sgrificant The mean post-reatment ssrum ALT
vaiues werg 7.3 I and 2.5 1U Tess than pra-treatment
‘values for dogs recehving carprofen and placabo,

gosmparaﬁve pain, administar app! v 2 hours
afore the procedure, Caplsts ara scored and dosage
should be calculated in hak-caplatincrements.
EFFECTIVENESS: Confirmation of the effectivensss of
carprofen for the retisf of pain and inflammation
associatsd with ostaoarthritis and {or the control of
postoperative pain asscciated with soft fssus and
orthopedic surgedes, was demenstrated in 5
placebe-controfled, masked studies examining the
t-infl v and enalgestc effectiveness of
earprofen i various bresds of dogs.

Separats placeb oltad, masked, mutticentsr

Owmers should ba advised te di inus N g
Cepfets theragy and contact thelr vaterlnarian
immediately if signs of intoferance ara chssrved.

The vast majority of patients with drug related
adverss res¢tions have recovered when the signs are
recognized, the drug is withdrawn ead veterinary
care, i sppropriate, is Infifated, (vmers should be
advised of the importance 0f{penod'|c follow up for gli
dogs during sdministration of any NSAID,

ADVERSE REACTIONS:
Buring investigational studiss of ostaoarthrits with
twice datty administration of 1 mg/ib, no clintcatly
significant adverse reactions wera Tepartad, Same
chinfcat s:ﬁns weere observed during field studiss
{297} which ware simitar for carpiofen taplet- and
placebo-treatad dogs. Inekdencas of the following
vere cbserved in both groups: \:on&ﬁng (4%,
diarrhea [455), changes naﬂzema (335}, lethargy
1.4%), behavioral changas {1 %), and constipation
0.3%). The preduct vehicls served &s contro!
There wers no serfous advsrse gvents reported
during chinical figld studies with once daily orel
administration of 2 mg/th. The following categodes of
abngrma) health observations wera reported. The
product vehicle served a3 control,
Percentagn of Dugs with Abnarme] Health
Obgervatlons Reported in Clinical Flald Study{2 mg/lb

3 Enzymin Ly ¥y D
the formaSen of prostaglanding from srachidonic
&eld.14 When NSAIDs inhibit prostaglandins that
causs inflammation they may also Infublt those
Eoszaglandins which maintain nermal homaestatic
e ¥on. Thesa antl-prostaglandin affects may rescit
i clinlcally significant disease In patiants wi
underlying or prs-mstra diseass mera often thanin
healthy dpaheais."-" MSAID therapy could unmask
occuftdisease which has previously been
undiagnosed due to tha absenca of epparent clinlcal
signs. I;-‘aﬁenls with _gnder%y-ing rens! disease for
ple, may exp [ bation or
dacompansation of thelr renal disease while on
NSAID tharapy.™4 Tha use of parantaral flulds turdng
surgery should ba considered to reducs the potential
risk of renal complications when using NSAIDs
peroparatively,
Casprofen Is an NSAID, end as with others in that
class, adverse reactions may oosur with tsuse, The
most frequentty reportad effects have basn
gastrointestinal signs, Evants involving suspested
renal, hematelogle, neurclogle, dermatoloaie, end
hepatic effects have also been reported, Patieats ot
ﬂreamn visk for renal toxieity ore those that ars
ehydrated, on concomitant diuretic therapy, or those
with renal, cardiovascular, andfor hapatic
dysfunction. Concurrent administration of potsntially
hephrotoxde drugs should be epproachad cautiously,
with appropelate menitoring. Since N3AIDs possess
ﬁ!ad}mtantua! to Induce gastrointestinal ulcerations
endfor gastrolntestinal perferations, concomitant usa
carprofen and gther anti-Inflammatory drugs, such as
Ds or corticostsrolds, shoutd be aveidsd. i
additiona! pain medication is neaded ghter

eace daily}
Bbservation carprofen Placeho
{n=123) [n=132}
fnappatance 16 15
Vomiting 31 33
Giarrhea/Soft stool 31 43
Behavior ¢R:anga 08 g
Dermatitis 08 08
PUPD 08 -
SAP increass 8 B3
ALT tnerease 64 45
ASTincrease 23 04
BUN increase A 15
Bitiruhinurfa 163 [ FA]
Ketonura 147 a1

Chnical pathelogy parameters listed represent reports
of creasss from pre-treatment valugs: medical
fudgment s necessary to d ine cEnicel refevance,
During investigational studies of surgical paln for the
capletfermulation, na clinfsally significant advarse
teactions wete reported. The product vehicle sarved
25 contrel,

Percentage of Dogs with Abnormal Health
Observations Eeported in Surglcal Pain Field Stadiss

with Caplets (2 mp/th anca dally)

Observation® carprofen Placeho
{n=148) {nat49)
Vomiting 101 134
Diarrhea/SoR stoo! 8.1 6.0
Qcular disease 27 1
Inappatance 14 ]
Darmatitis/skin lesion 20 13
Dysehythmia 07 [}
Apnea 4 L}
Orel/pariodentsl disease 14 0
exia 07 13
Urinary tract diseass 14 13
Wound dreinage 14 5}

*A single dog may have experisnced more than one
occinrence of an event

fiald studies confirmed the anti-infammatory and
enalgesic effsctiveness of carprofen when dosed at 2
mg/ib once daily or when divided and edministered at
1 mg/ib twica daily. In these two field studies, dogs
diagnosed with ostaoarthritis showsd statisticalt

respectively, The mean post-treatment AST values
were3.] [U less for dogs recelving carprofen and 62
1U greater for dogs tacelving placebo,

STORAGE: .
Store at controllzd ropm temperature 15%-30°C (35° - 86°F).

HGVY SUPPIED:

MNorocarp® Caplets are gcored, and contaln 25 mg, 75
mg, of 1 mg‘nf carprafen psr t:a:gél t Fach capletsiza
is packeged in bottes contalning 30, €0, or 180 caplets.
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slgnificant overal improvement based on lamenass
evaluations by tha veterinaran and owner
phservations when administersd carprofen at labeted
doses.

Seg:arate‘placaba-cuntrn!!ed, masked, melticenter
field studies confirmed tha effectivensss of carprafen
for the contro! of pastaperativa painwhen, dosed at 2
mofib onca daily i various breeds of dags. In these
studies, dogs ﬁresented for ovarichysterestomy,
cruclata repalr and aural surgerias were
administered carpsofen preoperativeiy end for o
maximum cf 3 days {soft tissus) or & days (orthopadic)
postoperativaly. In generel, degs adminlstered
carprofen showad statistically slgnificant
improvemant in pain scores compared to controls.

AKIMAL SATETY STUDIES: Laberatory studies in
unanesthetized dogs and clinjcal figld studies have
demonstrated that cazprofan is well tolerated in dogs
after oral admindsteation,
Intasgat enfmal safety studies, carprofan vras
gdministered orafly to healthy Baagle degs at 1,3, and
B mofik twice daily {1, 3 and 5 imes the recommanded
total daily dose) for 42 consecutive days withno
significant adverse reactions, Serum elbumin for &
single femate dog recelving § mafib twice daily
decressed to 2.1 p/dL afier 2vagks of treatmant,
returned ta the pre-trestment value (26 g/dl) after 4
weeks of teeatment, and was 2.3 ¢/dL at the final
6-waek avaluation. Over tha 6-week treatment period,
black or bioody stools ware ebsarved in 1 dog {1
ineldent) treated with 1 mo/ib twice daily and in 1 dog
{2incidents) treated with 3 mg/ib twice dady. Redness
of the colonic mucasa was observed in 1 male that
received 3 mgfb twlce daily,
Tero of 8 dogs recelving 10 mg/Th orally twica datly (10
tings the recommended total daily dose} for 14 davys
exhibited hypoalbuminemia, The mean albumin level in
tha do%s raceiving this dosa was lower (238 ¢/dL) than
gach of 2 placebo controd proups (lzsa end 293 pfdl,
raspeniively), Threa Incidents of black or bloody stool
ware observed & 1 dog. Fivs of 8 dogs exhibit
reddened areas of duodenal mucosa on gross pathologic
ination. Histologle examination of these areas
ravealed no evidence of uleeration, but did show minimal
cangestion of the Tamina propria in 2 of the 5 dogs.
In separate safety studies lasting 13 and 52 weeks,
T fvely, Gogs were adminlistered orally ppto 114
mgfib;’dag (5.7 imes the recommanded total daily dose
of 2 mg/ib} of carprofen. In both studiag, the drug was
wel toleratad elinfcally by all of the srimals. No yross
or histologic changas were seen bn eny of the treated
animals I both studias, dogs recelving the highest
dosaes had averaga increases in senm L-alanine
aminotranslarase (ALT) of approximately 201U,
In the 52-week study, minor dermatelogic thanges
secureed indugs in each of the treatment groups bt
notin the tontrol dogs. The changes ware descrbed
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dose ralationship was observad.
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Dog Owner Information
about NOROCARP® CAPLETS
{carprofen) for Osteoarthritis
and Post-Surgical Pain
Generic name: carprofen
{"car-pro-fen”)

This summary contains important information
about Norocarp® Caplets, You shoutd read
this information before you start giving your
dog Norozarp® Caplets and raview fteach
time the prescription is refillad, This sheetis
provided only as a summary and does not
take the ptace of instructions from your
vatarinarian. Talk to your veterinasian i you
do not undsrstand any of this information or if
you want ta know more about Noragarp®
Caplets.

What is Noracarp® Caplets?

Norocarp® Caplets is a nonsteroidal
anti-inflammatory drug {NSAID} that is used
to reduce pain and inflammation (soreness)
dus to osteoarthritis and pain foltowing
surgery In dogs. Norocarp® Capletsise
prescription drug for dogs. Itis avallable as a
caplet and is given to dogs by mouth,

Ostecarthritis (3A) s & painful condition
caused by "wear and tear” of cartilage and
other paris of the jeints that may result in the
fallewing changes or signs In your dog:
« Limping or lamaness
» Decreased activity or exercise (reluctance
to stand, climb stairs, Jump or run, or
difficulty in performing these activitios)
* Stiffness or decrsased movement of joints
To cantrol surgical pain {e.g. for surgatias
such as spays, ear procaduras or orthopedic
repairs} your veterinarian may administer
Norocarp® Caplets before the procedure and
recommand that your dag be treated for
several days after gelng home.

What kind of results can | expect when my

dag is on Nnmcarg‘ E:apfe:s’!3

While Norocarp® Caplets is not a cure for

ostaogrthritis, it can reliava the paln and

inﬂg_rpnrsanun of 0A and Improve your dog's

mobility.

+ Response varies from dog to dog but can be
guite dramatic.

« In most dogs, improvement can be sgenina
matter of days.

+ I Norocarp® Caplats is discontinuad or not
given as directed, your dog’s pain and
inflammation may come back.

Wha shou!d not take Noroearﬁ“ Caplats?

Yaur dog should not be given Norecarp®

c?iplats if hefshe:

* Has had an allergic reaction to carprofen,
tha active ingradient of Norocarp® Caplets.

« Has had an ailergic reaction to aspirin or
other NSAIDs {for example deracoxib,
etodalac, firocoxib, meloxicam,
phenyibutazone or tepoxalin} such as hives,
facial swelling, or red or itchy skin,

Norocarp? Caplats should be given te dags
only, Cats should not be given Norocarp®
Caplets. Call your veterinasian Immediately if
your cat recaives Norocarp® Caplets. People
shoutd not teke Norocarp® Caplets. Keap
Norocarp® Caplsts and all medicines out of
reach of children. Call your physician
immediately if you accidentally take
Morocarp® Caplats.

How to give Norocazp® Caplets to your dog.
Norocarp® Caplets should be qi\ran
according to your veterinarian’s instructions,
Your veterinarian will tell you what amount of

-Norecarp® Caplets Is right for your dog and

for how long it should ba given. Norocarp®
Caplats should be given by mouth and may be
given with or without food.

Wheat to tellfask xourvetarinarlan befere

giving Noracarp® Caplets.

Talk to your veterinarian shout

» The signs of DA you heve observed (for
sxample limalng, stitiness}.

¢« The impertance of weight eontrel and
axercise in the managemant of 0A.

» What tests might be done before Norogarp?®
Caplets Is prescribed.

» How often yaur dog may noed to be
examined by your veterinarian.

« Tha risks and benefits of using Noracarp®
Caplets. .

Tell your vaterinarian i your dog has ever

had the following madical prebfems:

» Experlenced side effocts from Norocarp®
Caplets or other NSAIDs, such as aspirin

» Digestive upset {vomiting andfor diarrhea}

s Liver disoase

« Kidney disease .
« A bleading disorder {for exemple, Von
Willebrand's disease]

Tall your veterinarian about:

= Any other medical problems or allergies
thatyour dog has now or has had.

» All medigines that you are giving your dog
or plan ta give your dog, including thoss you
can gatwithout a prescription.

Tell your vetarinarian if your dog is:
« Pregnant, aursing or if you plan to breed
yaur dog.

What are the possible side effects that may
aceur in my dog during Noroearp® Gaplets
therapy? X

Noracarp® Caplats, like other drugs, may
cause some sida effects, Serfous butrare
sida effacts have baen reported in dogs
taking NSAIDs, including Norocarp® Caplats.
Serious side effects ¢an ocour with or
yv'réhuui}lwaming and in rare situations result
In death.

Thg most common NSAID-related side
efiscts generally invaive the stomach {such
as hieeding ulcers}, and liver or kidney
prablems. Look for the {ollowing side effects
that can indicate your dog may b havin%a
problem with Norocarp® Caplets or may have
another medical preblem: .

«» Dacrease or ingrasse In appetite

'Vnmiting%

« Change in bowel movements {such as
diarrhea, or black, tarry or bloody stoals)

+ Changs fn bshavior {such as decreased or
increasad activity level, incaordination,
selzure or aggression) .

+ Yellowing of gums, skin, or whites of the
ezes {jaundice}

» Changs tn drinking habits {frequency,
amount consumad)

« Change in urinatien habits {frequancy,
color, or smeli}

= Changs in skin (rednass, scabs, or
scratching)

ItIs impartant to stop therapy and gontact

your vaterinarian immediatefy if you think

your dog has a medicel problem or side
effoct from Noracarp® Caplets therapy. |f you
have sdditional questions about possible side
affacts, talk to your vetarinarian.

Can Norocarp® Caplets be glven with other
medicines? }
Nozocarp® Ceplets should not be given with
othar NSAHs {for axample asplrin,
deracaxib, etodalac, firocoxdb, msloxicam,
tepoxatin) or steraids ifor examrte cortisone,
dexamethasane, prednisons, triameinolonel.
Tell your veterinarian about all medicines you
hava given your dog inthe past, and any |
medicines that you are planning to give with
Noroearp® Caplats. This should Include other
medicines that you can getwithouta
prescription. Your vaterinarign may want to
check that all of your dog's madicines can be
given togethar.

What do | do in case my dog eats more than
the prescribed amount of Noracarp®
Caplets? .
Contact your vetarinarian immediately if your
dog eats mors than the prescribed amount of
Noracarp® Caplats.

What else should 1 know about Norocarp®

Caplats?

This sheet provides a summary of infermation

about Norocarp® Caplets, If you have any

guestitms or concerns akout Norocarp®
aplets, or osteoarthrits, or pastoperative

pain, talk to your veterinartan.

As with al} prescribed medicinas, Norocarp®
Caplets should enly be given ta the dog for
whiich it was prescribed, It should be givento
your dog orly for the conditien for which It
was prescribed.

tt is important to pariodically discuss your
dog's response to Norocarp® Caplets at
regular chack ups, Your veteringrian will best
dstermine if your dog Is responding as
expacted end if your dog should continue
receiving Norocarp® Caplets.

To reporta suspected adverse reaction eall
Norbrook, Inc. at 1-9t3-599-577%
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