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FREEDOM OF INFORMATION SUMMARY

SUPPLEMENTAL NEW ANIMAL DRUG APPLICATION

ANADA  200-124

FLUXININ MEGLUMINE INJECTION

For the control of pyrexia associated with bovine respiratory disease and
endotoxemia. Flunixin Meglumine Injection is also indicated for the control of
inflammation in endotoxemia

Sponsored by:

Phoenix Scientific, Inc.
3915 South 48th Street Terrace

St. Joseph, MO 64503-0457



FREEDOM OF INFORMATION SUMMARY

1. GENERAL INFORMATION:

a. Generic Name:

b. Trade Name:

c. Dosage Form:

d. How Supplied:

e. How Dispensed:

f. Amount of Active Ingredients:

g. Route of Administration:

h. Species:

i. Pioneer Product

flunixin meglumine injection

FLUNXXIN MEGLUMINE INJECTION

Injectable Solution

100 &250  ml vials

Rx

50 mg/mL

Intravenous (Horses & Cattle)
Intramuscular (Horses)
Horses and cattle (new)

BANAMINE’ Injectable Solution

NADA 101-479, Schering-Plough

Effect of Supplement: The supplement provides revised labeling with the addition of a
new species, cattle, to the previously approved generic product for horses only.

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 (53 FR 50460, December 15, 1988,
First GADPTRA Policy Letter) an abbreviated new animal drug application (ANADA)  may
be submitted for a generic version of an approved new animal drug (pioneer product).
Phoenix Scientific, Inc. is supplementing their ANADA  for the addition of cattle claims.

Based upon the formulation characteristics of the generic product, Phoenix Scientific, Inc.
was granted a waiver on April 15, 1992, from conducting an in viva  bioequivalence study
with flunixin meglumine solution. The generic product was approved on September 25,
1995, for use in horses only,

The three-year exclusivity period for the cattle claims granted to the pioneer product ended
on May 5,200i.  Phoenix Scientific is supplementing their approved generic product for
the addition of the cattle claims. No new data was required for the addition of the cattle
claims.
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3. HUMAN FOOD SAFETY

4.

The acceptable daily intake (ADI), tolerance, target tissue, and withdrawal period are the
same for the pioneer and generic products:

21 CFR 556.286: ADI is 0.72 micrograms/kg/day. A tolerance is established for parent
flunixin free acid of 0.125 ppm in liver (target tissue) and 0.025 ppm in cattle muscle,

Withdrawal: 4 days

AGENCY CONCLUSION:

This is a Supplemental Abbreviated New Animal Drug Application (ANADA) filed under
section 512(b)(2) of the Federal Food, Drug, and Cosmetic (FFD&C) Act. The Supplement
provides for the addition of cattle claims to the previously approved horse claims. The
exclusivity period granted to the pioneer for cattle claims ended on May 5,200l.

Bioequivalence of this generic animal drug, FLUNIXIN  MEGLUMINE INJECTION
(50 mg/mL),  to the pioneer product, Schering Plough’s BANAMINE@  Injectable Solution
(NADA 10 l-479), was established by demonstration of chemical equivalence. The original
generic animal drug was approved on September 25, 1995, for use in horses only.

Under the Center’s supplemental approval policy (2 1 CFR 5 14.106(b)(2)(v)(vii)),  this is a
Category II change providing for the addition of new therapeutic claims in cattle. The
approval of this change is not expected to have any adverse effect on the safety or
effectiveness of this new animal drug. Accordingly, this approval did not require a
reevaluation of the safety and effectiveness data in the parent application.

At t achmen t :  .

Generic facsimile labeling: 100 mL vial
250 mL vial
Package insert

Pioneer labeling: 100 mL vial
Package insert
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Copies of applicable labels may be obtained by writing to the:

Food and Drug Administration
Freedom of Information Staff (HFI-35)
5600 Fishers Lane
Rockville, Md 20857

Or requests may be sent via fax to: (301) 443-1726. If there are problems sending a fax, call
(301) 827-6500.
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INDICATlONS: Horse: Flunixin Meglumine Injec-
tion is recommended for the alleviation of
inflammation and pain associated with
muscuioskeletal  disorders in the horse. It is also
recommended for the alleviation of visceral pain
associated with colic in the horse.
Cattle: Flunixin Meglumine Injection is indicated
for the control of pyrexia associated with bovine
respiratory disease and endotoxemia. Flunixin
Meglumine Injection is also indicated for the
control of inflammation in endotoxemia.

Read accompanying directions carefully.

Manufactured by
Phoenix Scientific, Inc.
St. Joseph. MO 64503

I
ot No.

rrp. Date

2

NDC 59130-643-01

NET CONTENTS: 100 mL

FLUNIXIN ME

Each milliliter contains:
Flunixin Meglumine equivalent to
Flunixin . . . . . . . . . . . . . . . . . . . . . . . . . . . . ..5Omg
Edetate Disodium . . . .
Sodium Formaldehyde

. . . . . . . . . . . . . . . ..O.lmg

Sulfoxylate . . . . . . . . . . . . . . . . . . . s . . . . . 2.5 mg
Diethanofamine . . . . . . . . . . 4.0mg
Propylene Glycol . . . . . . . 207.2 mg
Phenol (as preservativet  . . . 5.0 mg
Water For Injection . . . . . . . . . . qs.
with hydrochloric acid to adjust pH

RESIDUE WARNINGS: Cattle
mutt  cot  be slaughtered for
human consumption within four
days  of the last treatment. Not
for vsa  in lactating cr dry dairy
cows.  A withdrawal period  has

--\o

not been established for this
produd  in preruminating  calves - 0-
Do not use in calves lo be -M
processed for veal. Not for use  in mt
hones intended for food. -OI

Store between 2’ and 3OT (36’ in
and 8609.

600052 Rev. 11-00
v-l

.

Customer:

CYREL #:

Phoenix Scientific P.O. #: Stephanie

14060 (sh) Date
sent. 5/25/00 11/29/00 12/6/00  12/18/00.

LABEL: Flunixin Meglumine UNWIND ##I 4
SIZE: 1.875” x 5”

VARNISH: q PATERN q JFLOOD

COLORS: 1797 red black water varn

, t

ax Proofs are intended for proofing of content and placement only, not for exact size or color breaks.

Every effort has been taken to insure the accuracy and conformance to applicable regulations on this
proof. However, please check carefully as the final liability rests with the customer. .

Approved  by: Date approved:



INDlCAT!Ot$:  Horse: Flunkin  Meglu- NDC59130-643.o2
mtne  Inl+!gn is recommended For

Each milliliter contains:

the allevtatlon  OF tntlammation  and
NET CO~,JTE,JJ-S:  250 Flunixin Me&mine  equivalent to

pain associated with musculoskeletal
Flu&in .:-..  . . . . . . . . . . . . . . . . . . . . . . 50

disorders in the horse. It is also
Edetate Olsodium . . . . . . . . . . . . . 0.1

mg

Sodium Formaldehyde
mg

recommended For the alleviation of
visceral oain associated with rolir  in

Sulfoxylate .* . . . . . . . . . . . . . . . . 2.5

the hors&
Oierhanolamine

mg
. . . . . . . . . . . . . . . 4.0

INJECTION 50 ma/mL Propylene Glycol 207.2
mg

. . . . . . . . . . . m g

For Intravenous  or Intramuscular Use in Horses
Phenol las preservative) . . . . . . 5.0 mg
Water For injection : . . . . . . . . . . . . . . 9.s.

Use in Beef and Nonlactating with hydrochloric acid  to adjust pH
-. - _- _._.._ ..-.

Me&mine  Injection is also
Nor for Use in lactating or RESIDUE WARNINGS: Cattle

For the control of inflammation in s. Not for Use in Veal Calves. \
mun not be slaughtered for
ha>rnne mnwtmption  .+&in 4- -. .--.

endotoxemia. CAUTION: Federal hw  restrius  this drua  to ;i&Oi the last  treamwnt. Not for
Read accompanying n the order of a l&n&d  -* -- use in lactating or dry dairy cows

ian. A withdrawal period has not
u directions carefully.

R ANIMAL USE ONLY
been established lor this product
in pterwninating catves. Do not

KEEP OUT OF REACH use in calves 10 be processed for

. OF CHILDREN
veal. Not for use in horses
intended for food.

~,ame:  i-lunrxln  Meglumine Injection
is indicated For the control of pyrexia
associated with bovine respiratory
disease and andotoxemia.  Flunixin

indicated

II
OU”“3‘ nev.  1 l-vu

o-
OI- Manufactured by
G= Phoenix Scientific, Inc.
o- St. Joseph, MO 64503
NP

ANADA 200.124. Approved by FDA Store between T and WC (36’  and 86Tl.
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INDICATIONS: Horse: Flunixin Meglu-
mine injection is recommended for
the alleviation of inflammation and
pain associated with musculoskeletal
disorders in the horse. It is also
recommended for the alleviation of
visceral pain associated with colic in
the horse.

Cattle: FIunixin  Meglumine injection
is indicated for the control of pyrexia
associated with bovine respiratory
disease and endotoxemia. Flunixin
Meglumine Injection is also indicated
for the control of inflammation in
endotoxemia.

@ad accompanying
“\ w
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directions carefully.
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Ma#>ufactured  by
Phoenix Scientific, Inc..
St. Joseph, MO 64503

NDC 59130-643-02

NET CONTENTS: 250

FhUNlXlN

MEGLUMINE

lNJECTiON  5 0  mg/mL
For Intravenous or !n?wmuscular  Use iz Hcrses

d for Intravenous Use in Beef and Nonlactating

P OUT OF REACH
OF CHlLDREN

ANADA 200-124, Approved by FDA

Each milliliter contains:
Flunixin Meglumine equivalent to
Flunixin . . . . . . . . . . . . . ..I...........
Edetate Disodium

50 mg
. . . . . . . . . . . . . 0.1

Sodium Formaldehyde
mg

Sulfoxylate . . . . . . . . . . . . . . . . . . 2.5 mg
Diethanolamine . . . . . . . . . . . . . . . 4.0 mg
Propylene Glycol . . . . . . . . . . . 207.2 mg
Phenol (as preservative) . . . . . . 5.0 mg
Water For Injection . . . . . . . . . . . . . . . qs.
with hydrochloric acid to adjust pH

RESIDUE WARNINGS:
must not be slaughtered for
human consumption within 4
days of the last treatment. Not for
use in lactating or dry dairy cows.
A withdrawal period has not
been established for this product
in preruminating calves. 00 not
use in calves to be processed for
veal. Not for use in horses
intended for food.

Store between T and 30°C (36” and 86°F).

Lot No.

Exp. Date

‘5.m

CUSTOMER PROOF l CHECK CAREFULLY!
Customer: Phoenix Scientific P.O. #: Stephanie

CY REL #: 14061 (ts) gzz. 11/30/ 0 0  12/6/00 12/18/00
I

i
LABEL: Ffunixin Meglumine UNWIND #: 4

SIZE: 3 x 6

VARNISH: q PAI-TERN •FL~OD

COLORS: 1797 red black water varn

Fax rruors art: wrenoea ror proormg or contenr  ana placement only, not tor exact sue orwcoIor  breaw

Every effort has been taken to insure the accuracy and conformance to applicable regulations on this
proof. However, please check carefully as the final liability rests with the customer.

Approved  by: Date approved:
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FLUNiXlN  MEGLUMINE INJECTION 50 mglmL l

For Intravenous or lntramurcular Use in Horses  and for
Intravenous Use in Beef and Nonlactating Dairy Cattle

Only. Not for Use in Lactating and Dry Dairy Cows.
Not for Use in Veal Calves

AUTION  Federal law festrkts  thii dnq  to use by or on the order of a licensed
eterinarian.
lESCRlF7lON  Each milliliter of Flunixin Meghunine  Injectfin  contains Runixin
w$umine  equivalent co 54 mg tlunixin.  0.1 mg ade:a:e disodium.  2.5 mg
&urn lorrnafdeh+e  rulfo%-tla:e.  4.0 mg diithanobmins.  207.2 mg propylene
Ibcd;  5.0 m9 phend as preservative, hydrochbtic  add. water for in&ion  qs.
‘HARMACOLCGY  flunixin meglumine is a potent.  non-narcotC  nonneroidaf.
nalgesic  agent  with anti-inflammatory  and antiwretir.  acdvii.  It  is  signifantly
norc peters: than pen:azocine.  meperidine  and codeine as an snelg+sic  in the
a: yeasl pav:ea.
forxe:  Flunixin is four times es p~tcnt  on e mg-per-rng  basis  as phenylbumzone
#s measured by the reduction in bmeness  and sweliing  in the horse. Plasma
lalf.life  in horse serum is 1.6 hours following a sin
neaaurable  amoun:~  are detectablh  in hcvse plasma et 0

k doss  of 1.1 mgkg.
hours post injeaion

Zanfe:  Flu&in  meglumine is a mat acid lpKa-5.82):  which  exhibits a high
legree 01 plasma protein binding IapproximrelY 99Y&: However, free
unbaundl  drug appears to readily partition into body  tissues ~V,,predictioos
ange  from 297 10 782 ml.kg.Z.5  Total body water is approximately equal to 570
nLrIgj.4  In tank,  elimination occurs primarily through biliiry  exaetion.7  Thii
nay. a: least in pan. explain the presence of multipk  peaks in the blood
ancennatioNfime  profile !ollowing  IV edministradon.~
n healthy canle.  total  tcdy clearance has been reported to range from 90 IO  151
nUkyhr.= These nudiis  also repon  a large discrepancy  belween  the volume
If distribution at a needy nate  (V,,l  and the volume of distribution associated
tith the  terminal elimination phase (Ve).  This discrepanCy  bppears  to be
ntributable  to enended  drug eliininarion  from a deep companmenre  The
erminal  hall-life hasb-een  shovvntovary  from 3.140  8.12 hours:*
?unixin  persists in inflammatory tissuez9  and is associeted with anti-
bmmarory properties which enend well  beyond the period associated with
hteaabk  pbsma  drug mncentra:ionh’J  These obseruatk~ns  eozount  for the
:oun:erclockwise  hysteresis associated with flunixin’s pharmacokinetiel
?harmacodYnamic  relaiinships.~e  Therefore. prediction of drug cauentrationr
besed upon the enimared  plasma terminal elimination half-life WJI likefy  under-
tnimatt  both the  duration 01 drug anion and the concentration of drug
remaining a: the  rheof  anivitv.
!NOlCATKJNS  Hors.?:  Flunixin Meglumine hjmion  is recommended for the
alleviation of inflammation and pain rssocbted  with  musculoskeletrl  disorders
k, Ihe  horse. II is  alw,  recommended 10, the alleviation of visceral pain
assOciated  with  colic  in the horse.
CartIe:  Flunixin Megluminc  hiection  is indicated for the control  of yrexia
associated with bovine respiratory  dkease  and endotoxem’b. Rnixin
Meglumine lnienion  is also indicated for the control  of inflammation in
mdotoxemia.
DOSE AND ADMINISTRATION ‘Horse: The recommended dose for
musculoskeklal  diwxders  is 0.5 mg per pound {I mUlOO  Ibd  of body  weight
once daily. Trearmenr  may be
and repeated lor  UP to 5 days. E

ken by intravenous or intramuscular e$eaion
tudler  show onset of a+ity  is ti,hi,n  2 hours.

Pea;,esponsc  c-oars  belween  12 and 16 hours and duratlon  of actmty  IS 24-36

me r=%mnmended dose for the alleviation of pain associated v+kh  equine colic
is 0.5 m
mended 9

per pound of body weight. lnrrevenous  adminiaretion  fs recorn-
or prompt relief. Clinical nudies  show pain is alleviated in less than 15

minutes in many case*. Treatment may be repeated when signs cd colic recur.
During clinical  nudies  approximately 10% of the horses required  one or two
additignal  treatrnems. The cause  of colic should be determined and treated with
coneomban:  therapy.
Cenfe;  The recommended *se for tank. is 1.1  to 2.2 in* (0.5 to 1 m@b:  1 to
2 ml per 1W Ibsl  given by slow intravenous administration either once a day es
a single dose or divided into Iwo  doses  edminis@red  a: 12.hour  intervals for up
to 3 days. The lotal  daily dose should not  exceed 2.1 mgllrg  cl.0  ,n@b)  of txdy
mioh:.Avoid  rapid intravenous adminimatbn of the drua
COfhAlNCKAiRXS  HOFSC  There are no km contraindications  to thii
drug when  used as directed. lntra.anerial  Liection  should be avoided.  Horses
inedvenen~lY  injected  inua-arterially  can show adverse reactii signs  can be
ataxia.  incoordination.  hypaventilation.  hysteria. end  muscle weakness Signs
ace lransiem  and disappear tilhou:  anridolal  medication within a Im minutes.
Do no: use in horses ih&ing  hypersensitivit+  to flunkin  megtumine.
Cafe: There are no known  contraindicedons  to thii drug in rank  v&n used as
directed Da no: use in animals showing hvperxensitiviito flunixin meglumkie.
Use  judiciously when  renal impairment or gestric  ulceration are suspected.

RESIDUE WARNINGS: Catile  must not be slaughtered for
human consumpdon  within  4 dais of the last treecmen~ No: for
use in baetirq or drl dairy cows. A withdrawal period  has not
been established for this product  in prerumineting  calves. a0
n-3 we in caives  to be processed fw veal. No: for use in hcaee
intended for food.
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IECAUllONS  AS a da% q%bvn/pena~ inhibihny  USAtOs
sodaled  with genrointminal  end renal toxic@Sensidf:o drug-a s!!cz.a:~
Iverse  elfeas varies with  (he  individual  paiem.  Paknn  a~ gre~est fkk tar
“al toad&y  me those that a-e dehydrated. on caitcomitent  diundC  therew. or
ase with renef, cardiiarcubr.  ancb’or  heoatle  dvsfunction.

orse: The  elka of Fbnixin Megiumins  lnjectii  on pregnsncy  has not been
?tcrmined.  Studies to determine eaivity of Flunidn  Msgh&ns  ln@ction  when
jminktered  concomitan:~  6th other drugs  havu  not been cundvatd Onq
xnpatibility  should ba moni:Ored closely  in petlsntr  requirlnp  adjunnive
serepy.
anfez Do no: use in bulls intended for breeding. as reproductive effects of
‘unixin  Meglumine ln+aion  in these classes of cattle have no: been
,veniga,ed.  NSAlOs  art known to heve potential elkas  MI  both panurition
Id the ewous  c+e.  There may be a delay in the onset of l nrus if flunixin it
jmininered  during :he proneglandin  phase of the estrouf  cyck.  The  effects  of
unixin  on imminent parturition have no: been evalueted ir a controlled study.
SAlDs  ace known  to have the potential  to delay  penurition  through  a t-i
Hen. 00 no: exceed the recommended dose.
AFW  Horse: A 3.lold  intramuscular dose of 1.5 mg?b  of body  weigh: daily
)r 10 consecutive days was safe. No changes ware obsmed  in hematology.
~rurn cheminnl.  or urinafysis  values. Intravenous dosages cl 0.5 mgrlb  daily
)r 15 days: 1.5 mg/rb daily for 10 days: and 2.5 mgrlb  deify for 5 days  produced
0 changes in blood or urine parameters. No injedmn  sits  irritetion  wet
brerved  following intramuscular injection of the 0.5 mQnb  recommended
ore. Some irrifation  was observed following a 3-fold  dose administered
nramuwubdy.
Znfe:  No flunirin-related  changes Wverse  reeaions)  wre noted in cattle
dministered  a IX (2.2 mQkg:  1.0 mgnbl  dose for 3 dey; (three l&es the
maximum  cGnical  duration). Minimal toxicity manifested &elf  at moderately
levated doses (3X and 5X) when flunixin was  edmininered  daily for 9 days.
vith  occasional findings of blood in the feces amYor  urine. O&continue  use if
tematurb  or fecal blood  are observed.
LDVERSE  REACflONS:  In horses. isdated  reponr  of local reactions following
ntramuxular  injection. panicularly  in the neck. have been received These
ml& lrxalhed  sv+elling.  sweating. induralion.  and stiffness. In rare innaxes
n horses! fatal or nonfatal cbsiridial  infections or other infecdonr  have been
eponed on association with intramuscular use of Flunixin Meglumina  lnjecteblc
Solution. In horses end canle. rare instances of anephylecdc-like  reactions,
.ome  of which have been fatal. have been reported primarily loflowing
“:ravenO”S  “se.

1OW  SUPPLIED Flunixin Meglumine lni.xdan.  50 m@mC  is available in 100 ml.
rid 250 mL multidose  vials.

STORE BFNKEN  T AMI  30% (36. AND 66-F).

SEfERENCES:
1. Johansson  M.  Ankr EL Gas chramacqraphii  analysis  of flunixin in quine
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and repeated doses of the drug. Am J Vel Rer 199556~189495.
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intravenous adminisxatiom.  AmJ V..r&s.  1930,51:1464-1467.
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metabolite  concentration aher oral and intravenous admiiaratirx~  in heifers.
J Ber Pharmacol 77~.  15?35:1825&259.

5. Hardee  GE. Smith JA. Harris SJ. Pharrrwcokinetii  of ffum’xin  meglumine in !he
cow. Res  “et SC;. 1985;39:11&112.

6. RuckebuW  Y. Phaneuf  LP.  Dunlop R Physiology of Small  and Large Animak.
Chapter 2:‘Body fluid Compatfmenu-  Philadelphia. Pa: B.C. Decker:  1991%19.

7. Kopcha M. Ahi  AS. Experimental use of flunkin  meglumine and pheny1butazon-z
in food-producing animals. JAm  Vet  MedAsxx.  1989:19(:4549.

8. Wagner JG. Signdance  of ratios of different vdumes  of distribution in
pharmacotinetics.  Biopherm  & Bxq Oispos.  19@3:4:263270.
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Manufactured bY
Phoenix Scienrific  Inc.
St. Joseph, MO 64%

6CQO52 Rev. 1144

CUSTOMER PROOF l CHECK CAREFULLY!
:ustomer: PHOENIX SClENTlflC P.O. #: STEPHANIE

:YREL  #: 14065 (TS) i$: 12nioo 12/22/00 l/9/01 01/23/01

LABEL: FLUNlXfN

SIZE: 3 x 7.5

Y E SV A R N I S H :  NO
E l

q ]PAT-TERN 0~~00~

C O L O R S :  BLK 1955 maroon

i I
Fax Proofs are intended for proofing of content and placement only, not for exact size or color breaks-
Every effort has been taken to insure the accuracy and conformance to applicable regulations on this
proof. However, please check carefully as the final liability rests with the customer.

Approved  by: Date approved:
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’ 2 NADA  tlOt-479. Approved bv FDA.
tNfORMATtON

{ Banamiik?
: (FLUNIXIN  MEGLUMINE)

Injectable Solution
50 nlg/lnL
Veterinary
For ltttravettous  or
ltmwmscular Use it1 Horses
ml for Intravenous Use in
Beef atld Nonlactating  Dairy
Cattle Only. Not for Use in
Lactating a~rd Dry Dairy Cows.
Nat far Use itI Veal Calves.

m
CAUTtON  Federal IawtesUiCts  lhis  drug  10 use by or
on lhe order ot a licensed veterinarian.

INDlCAllDNS  Horse:  BANAMINE  Injectable  Sot&ion
is recommended for the alleviation of inftammation  and

GESCRlPTiON  Each milliliter  of BANAMINE  luiectable pain  associated wilh  musculoskeletal  disorders in Ae
Solution cnnlains  tfuniiin  nieglumine  equivalent to horse. II is also recommended for Ihe  alleviation of
50mg flunixin, 0.1 uig  cdctato disodium,,  2.5 mg sortirtm
fntmatdahyde  sutla~at~.  4.0 my d~ed~annlan~ins.

visceral pain associafed  wilh  colic in the horse.

207.2 mg  propytene  gkcol;  5.6  mg  phenol as preserva-
Cart/e:  BANAMINE  Injectable Solution is indicated

tive, Itydroctiloric  acid, wafer for rnjeclion  q.s. ’
for Ihe  conlrol  of pyrexia associated with bovine res-
piratory disease and endotoxemia. BANAMINE

PHARMACOLOGY Runixin  megluniine  is a potent, Injectable Solulion  is also indicated for the conrrol  of
non-narcolic,  nonslnoirlal,  analgesic ngenl  with anli- inflamrnalion  in endoloxcmia.
inffara~~afory  aid aolipyrclic  acfivily.  II is siynificanlly
more potent  thnn  f~enlezncinc,  mcfJerittine.  and

DOSE AND ADMINISTRATION Horse:  The recom.

codeine as an analgesic iu Ihe  rat  yeas1  tJaw lest
mended dose lot musculoskeletal  tlisorders  is 0.5 mg

HOf5~:hliXill k illllr  lilJlCS 3s pOlf!lll Oil fi illcJqn?r~
per pocmrl  II mt/loO lbsl 01 body weight once daily.

mg basrs  as tJhcnytlJu{azone  as measured  IJy the
Trea\ment  may be given  by intravenous  or in(ramuS.

reduclion in lameness nntl  swelling in 1he  horse.
cular  injection and refJea[ed  for up to 5 days. Studies

Plasma Iialf~lile  in liorso  5eriIni  is I.6 hams followiq
SIJOW  onset of activity  is wilhin 2 hours. Peak

a single close of 1.1 mg/ktf.  Mcasumble  amounts  ale response occurs Ibetween  12 and 16 hours and dura-

detectnl~tc  in hnrse  plasma al 8 hoit  poslirijecliorr.
lion of activity is 24.36 hours.

Catlle:  Flunixin  rncgluniinc  i s  a w e a k  a c i d The ~ccommendetl  dose for the alleviation of pain

tpKa=5.82)’  which ckhihils  a high tleqiee  of plasma associntcd  wilh eqrrine  colic is 0.5 mg per p011nrl  of
protein  IJitJrtinft  tafJproximalely  WC).’  Ilowcvet;  II ee body weight. Intravenous administration is recom-

(1111h011111t)  IhllcJ AIl(JL1IIS  IO teattity  ~Jill~ihTll  illlo  bOrfy mended lor prompr relief  Clinical studios show pain
lissucs  tV. predictions mngn from  2!17  to 782 &kg.”
Total bo?$  wafer is apploximately  equal 10

is allevialcd in less lhan  I5 mincries  in many cases,
Trcauncnc  may be repented when signs of colic

570 nrf&).”  In callI<,  elimination occurs primarily I ccur.  Dui ing  clinical studies approxinialcly  IO%  of
rhrotrgh  biliary  excrefrun! This may,  a( leas! in part, Ihe ho~scs  required one or IWO additional Ireatmen&.
explas the presence  of mulliple  peaks in lhe blood The cause of colic should be deterniined  and treated
Co~iCeiilmlioi~iiri~e  prolile  following IV arliililiislr  alioli.:

III  healthy  calde.  lnlal body  clcamrice  lias bee11
willi concomitant  fherapy.

Can/e:  Tl1e recommended dose for caule is I.1  to
‘epL$od  to lnnge  Iron1 93 (1) I51 mljkg/hL!  These
:tudies  also repot1  a lolge  discrepancy between the

2.2 mg/kg  (0.5~0  1 mg/lb;  1 10 2mL per 1M)lbs)  given by

OIUIII~  Of  diSlrihllliOll  al Steady  Slal! tV,,1 and )he
slow inlraverious  administration either once a day as

OkJlJJ@ Of tkilribllhll  ~SSOCiiJ~etl  WIIh Ike tCrlJlJJlai
a single dose or divjrted  into ~vo doses administered  at

‘irninalinn Jhase
12-lJoJrr  iIJIeny,JS  fOr ,,,I lo 3 days,  Tile total  daily dose

? altrihirfn  110r
&I. This discr  npnncy appears lo

lo extcntlod  drug  eliniirlaliou  from  a
should not  exceed 2.2 &kg  (I.0  mg/lbl of bodyweighc.

!ep compn~lmeof.’  The temlinal  hall-life has been
Avoid rapid imravenoos adminislretion  of the drug.

10wn In  vary from 3.14 lo 8.12 ~OIIIS.‘~ CONTRAINDICATIONS Horse:There  are no known
Ruiiixin  persisls  in inflainiiinlory  lissues’  mtl  is contrairrdications  10 this drug when used as directed.
sociared  with ai~(i.inltarnii~alr,ly  properties which Inlra-arterial injeclion  should be avoided. Horses
!er@  yeit  beyond die period associated wilh inatlvettenlty  injected intra-arterially can show
‘ectable  plasma dlug  conceulralions.“  These adverse reactions. Signs can be ataxia,  incoordina-
;e!valions account ior the counlerclockwise  11~s. tioli,I~yperventilatioli,  hysteria, andmuscleweakness.
!sfs  associatedwith  ttunixin’s  phartnacokineric/ Signs are transient and disappear without antidotal
rmacoyln@c  relalionships.”  Therefore, predic- medication within a few minutes. 00 not use in horses
*Idrug  concentralions  based upon the  estimated shaving hypersenstivity  10 flunixin meglumine.
ma term&al  etiminafion  half-lift will tikclv under. Cal&:  There are no known contraindications to

mine. Use judiciously when renal impairment or gas-
tric ulceration are suspected.
-..-...--_

RESIDUE WARNINGS: Cattle  must not be
slaughtered for human consumption with.
in 4 days of the last treatment Not for use
in lactating or dry dairy cows. A withdraw
al period has not been established for this
product in preruminating calves. 00 not
use in calves lo be processed for veal. Not
for use in horses intended for food,
.----_I-  --.-....--.---

include localized swelling, sweating, induration, and
stiffness.  In rare instances in horses, fatal or nonfa.
tal ctostridial infections or other infections have
been reported in association with  intramuscular use
of BANAMINE  Injectable Solution. In horses and
cante, rare instances of anaphylactic-like reactions,
some of which have been fatal, have been reported,
primarily following intravenous use.

HOW SUPPLIED BANAMINE  Injectable Solution,
50 mg/mL,  is available in 50-u% tNDC  006l-0851-02).
lCO.rnL  tNDC CO61~085t-O3J,  and 2%ml tNDC 0061.

PRECAUTIONS As a class, cycto-oxygenase 0851-04)  multi-dose vials
inhibitory NSAlDs  may be associated with gastroin-
testinal and renal toxicity. Sensitivity to drug-associ-
ated adverse effects varies with the individual
patient. Patients at greatest risk for renal toxicity are
those that are dehydrated, on concomitant diuretic
therapy, or those with renal, cardiovascular, and/or
hepatic dySfunction.

Slore  betweerl2’  and WC (36’ and WFI.
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SAFETY Horse: A 3.fold  intramuscular dose of
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days was safe. No changes were observed in
hematology, serum chemistry, or urinalysis values.
Intravenous dosages of 0.5 mg/tb  daity for 15 days;
I.5 mg/tb  daily for 10 days: and 2.5 m@b  daily for 5
days produced no changes in blood or urine para-
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lowing intramuscular injection of the 0.5 mg/fb  rec-
ommended dose. Some irritation was observed fol-
towing a 3-fold  dose administered intramuscularly.
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5X) when flunixin was administered daily for 9 days,
with occasional findings of blood in the feces and/or
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