
., "' t , .  ., '  : 

,-- .'. . c , 

APR 2 4 rm8 
Approval Date: 
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SUPPLEMENTAL ABBREVIATED NEW ANIMAL 

DRUG APPLICATION 


ANADA 200-124 

Flunixin Meglumine Injection 
(flunixin meglumine) 

Injectable Solution 

Effect of the Supplement: to allow for the addition of a new 
indication for the control of pyrexia associated with acute bovine 

mastitis 

Sponsored by: 

IVX Animal Health, Inc. 



FREEDOM OF INFORMATION SUMMARY 


1. GENERAL I N F O R M  TION: 

a. File Number: 

b. Sponsor: 

c. Established Name: 

d. Proprietary Name: 

e. Dosage Form: 

f. How Supplied: 

g. How Dispensed: 

h. Amount of Active Ingredients: 

i. Route of Administration: 

k. Recommended Dosage: 

1. Pharmacological Category: 

ANADA 200- 124 

IVX Animal Health, Inc. 
391 5 South 48th St. Terrace 
St. Joseph, MO 64503 

Drug Labeler Code 0591 30 

Flunixin meglumine 

Flunixin Meglumine Injection 

Injectable solution 

100 and 250 mL multiple dose vials 

Each mL contains flunixin meglumine 
equivalent to 50 mg of flunixin. 

For intramuscular or intravenous use in horses 
and intravenous use in beef and dairy cattle 

Horses, not intended for human consumption; 
beef cattle; dairy cattle, lactating; dairy cattle, 
heifers not lactating; calves, excluding veal 
calves 

Horses: 
0.5 mgllb (1 mLI100 lbs) body weight once daily 

and repeated for up to 5 days. 

Cattle: 

1.1 to 2.2 mg/kg (0.5 to 1 mgllb; 1 to 2 mL per 

100 lbs) body weight given by slow intravenous 

administration either once a day as a single dose 

or divided into two doses at 12 hour intervals for 

up to 3 days. The total daily dose should not 

exceed 2.2 mglkg (1.0 mg/lb) of body weight. 

The dose for acute bovine mastitis is 2.2 mglkg 

(1.0 mg/lb; 2 mL per 100 lbs). 


Anti-inflammatory, anti-pyretic 
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m. 	Indications: Horses: Flunixin Meglumine Injection is 
recommended for the alleviation of 
inflammation and pain associated with 
musculoskeletal disorders in horses. 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 control of inflammation in 
endotoxemia. 

n. 	 Pioneer Product: BANAMINE Injectable Solution; flunixin 
meglumine; NADA 10 1-479; Schering Plough 
Animal Health Corp. 

o. 	Effect of Supplement: The effect of this supplement is to allow for the 
addition of a new indication, "for the control of 
pyrexia associated with acute bovine mastitis", 
that is no longer protected by marketing 
exclusivity. 

2. TARGETANZM4L 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. 

Ordinarily, the ANADA sponsor is required to show that the generic product is bioequivalent 
to the pioneer, which has been shown to be safe and effective. If bioequivalence is 
demonstrated through a clinical endpoint study, then a tissue residue study to establish the 
withdrawal time for the generic product should also be conducted. For certain dosage forms, 
the agency will grant a waiver from the requirement of an in vivo bioequivalence study (55 
FR 24645, June 18, 1990; Fifth GADPTRA Policy Letter; Bioequivalence Guideline, 
October 9,2002). 

Based on the formulation characteristics of the generic product, IVX Animal Health, Inc. was 
granted a waiver from the requirement of an in vivo bioequivalence study for the generic 
product flunixin meglumine injection. The generic product is administered as an injectable 
solution, contains the same active and inactive ingredients in the same concentration and 
dosage form as the pioneer product, and contains no inactive ingredients that may 
significantly affect the absorption of the active ingredient. The pioneer product, BANAMINE 
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(flunixin meglumine), the subject of Schering-Plough Animal Health Corp., NADA 140-
479, was approved on August 2,1977. 

3. HUMAN SAFETY: 

The following are assigned to this product for cattle: 

Tolerances for Residues: 
The tolerance established for the pioneer product applies to the generic product. A 
tolerance of 125 parts per billion (ppb) is established for flunixin free acid residues (the 
marker residue) in the liver (the target tissue), 25 ppb in the muscle, and 2 ppb in milk 
under 21 CFR 556.286. The acceptable daily intake (ADI) for total residues of flunixin 
meglumine is 0.72 micrograms per kilogram of body weight per day (21 CFR 556.286). 

Withdrawal Times: 
Under the CVM Bioequivalence Guidelines, when a generic product is granted a waiver 
of the in vivo bioequivalence testing, the withdrawal period established for the pioneer 
product is also assigned to the generic product. 

For this reason, a withdrawal period of 4 days has been established for flunixin 
meglumine in cattle (21 CFR 522.970) and milk that has been taken during treatment and 
for 36 hours after the last treatment must not be used for food. 

Regulatory Method for Residues: 
The analytical method for the determination of flunixin meglumine in bovine liver is a 
high performance liquid chromatography (HPLC) method. The validated methods are on 
file at the Center for Veterinary Medicine, 7500 Standish Place, Rockville, MD 20855. 

4. AGENCY CONCLUSIONS: 

This ANADA submitted under section 512(b)(2) of the Federal Food, Drug, and Cosmetic 
Act satisfies the requirements of section 512(n) of the act and demonstrates that Flunixin 
Meglumine Injection, when used under its proposed conditions of use, is safe and effective 
for its labeled indications. 

5. A TTACHMENTS: 

Facsimile generic labeling and currently approved pioneer labeling are attached as follows: 

Generic Labeling, for ANADA 200-124 
Flunixin Meglumine Injection- 100 mL and 250 mL container labels; package outsert; and 
100 mL and 250 mL case labels 

Pioneer Labeling for NADA 101-479: 
BANAMINE Injectable Solution- 50 mL, 100 mL, and 250 mL container labels, package 
insert, and 50 mL, 100 mL, and 250 mL carton labels 
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cc: Document Control Unit, for the administrative file of: 
A-200124-C-0045-OT 


Courtesy copy for the sponsor 

HFV- 12, FOI Staff 

HFV-104, Green Book 

HFA-305, Division of Dockets Management 


Other administrative information: 

APalIGeneric Animal Drugs Team/April9, 2008 
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PROJECTNAME:8055 Flunixin Meglumine Injection 100mL 
DATE: 03117/08 
SCALE: ln=l" 
SIZE: 1.875"X 5.75" 
COLORS: PMS 300, WARM GRAY 4,BLACK 



For intravenous or intramuscular use i n  
horsca, and for intravenous use in baef and 
dairy uttls. Not for u w  in dry dairy cows 
and veal calves. 

RESIDUE WARNINGS: 
not be slaughtered 

Cattle must 
for human 

Meglumine ' Trademarks are property of 
IVX Animal Health, lnc. 

consumption within 4 days of the last Manufactured by 
treatment. Milk that has been taken IVX Animal Health, Inc. 
during treatment and for 36 hours St. Joseph, MO 64503 
after the last treatment must not be 
used for food. Not for use in dry dairy 
cows. A withdrawal period has not 
been established for this product in 
preruminsting calves. Do not use in 
celves to  be processed for veal. Not 
for u6e in horses intended for food. 

Read sccompanylng directions urduily. 

PROJECTNAME:8056 Flunixin Meglutnine Injection 250ml 
DATE: 0311 7/08 
SCALE: 1"=I " 
SUE:3" X6.75" 
COLORS: PMS300, WARMGRAY 4, BLACK 



ANWA W 2 4 .  AoDroved bv FDA. .  . 
~1un ix in '~e~ lumineInjection 
50 mg/mL 
Fw h ravmovr  or lnbarmvula UsehHorrr 
and for hbavenous Use in Bedand Dairy Came. 
No! f w  Usein Drt Dairy Corn and Ma l  Calves. 

CAWMU Federal law r e n d s  this drug to use by or on 
the order of a licensed veterinarian. 

DESCRIPTION Each mill~liter of Flunix~n Meglumlne 
Injection contains flunixin meglumine equivalent to 50 m g  
flunixin, 0.1 mg edetate disodium. 2.5 mg sodium 
Ionaldehyde sulfoxylate. 4.0 mg diethanolamine. 207 2  
m g  propylene glycol; 5.0 mg phenol as preservative. 
hydrochloric acid. water lor injection qs. 

PHPSIMACOLOGV Fiunixin meglurnine is a potent, 
non-narcotic, nonsteroidai, analges~c agent with 
anti-inflammatory and antipyretic a c i i q .  ll is r ig~f icanl ly  
more potem than pentuocine, meperidine and codeine as 
an analgesic i n  the rat yeast paw ted. 

Horse Flunixin is lour nmes as potent on a mg-permg 
basis as phenylbutazone as measured by the reduction ~n 
lameness and swelling ~nthe horse. Plasma half-life in 
hone serum is 1.6 houo following a single dose of 1.1 
m@g. Measurable amounts are detectabie in horse 
plasma at 8 hours post injection. 

Cattle: Flunixin meglumine i5 a weak acid lpKa=5.821' 
h i c h  exhitiis a high degree 01 plasma protein binding 
lapproximately 99Y.l.' However, lree lunboundl drug 
appears to resdlly panition into body tissues 
iV,,predidions range from 297 to 782 mL'kg.24 Total body 

1 

mgkg I1 mgnb; 2 mL w 1100 Ibl 01 body weigtn given 
mx by inwavenous administration. 

CONlR4IH)ICAllONS Hone: There are m known 
contraindications l o  this drug when used as directed. 
intra-anerial injection should be avoided. Hwses 
inadvertently injecled intra~anerially can shwr adverse 
reaaionr. Signs can be ataxia, incmrdinalon, 
hyperventilation, hysteria, and muEcie wwkness Signs 
are Wnsient and disappear without antidotal mediution 
within a few minules Do not use in horses showing 
hypenensitivq to flunixin meglumine. 

&nle lhere are no k  m  unlraindications lo this drug 
in canle when used as d~rected. Do not use i n  animals 
shorving hypwsemitivify to llunixin meglumine. Use 
jud~ciously when renal impairment or gastric ulceration 
are s s w e d .  

RESIDUE WARNINGS: Canle muat no1 be rlaughlered 

lot human consumplion mthin 4 days at me Ian1 

trealmenl. Milk lhat has been laken during

Ommam and for 36 houri ahsr the last treatment 

mu% n a  be used for food. Not for use in dry 

dalry cows. A wiihdraval period ha% not been 

established for lhis product rn preruminaling

calves. Do n a  use in calves la be orocersed lor 


1 veal Not  for use ln horses mended b#food 1 

P R E C A U l U W  As a class, cydo-orygenase inhibtmry 
NSPIDs may be a d a t e d  with gastroimestinal and renal 
toxicity Sensniv'w to drug-associated adverse effects 
varies with the individual M i e n t  Patients at greatesf risk 
for renal toxlcify are lhose that are dehydrated, on 
concornitam diuretic rherapy, or lhose wllh renal, 
cardiovascular. anaor he~alic dvsfunction. 

Vet Res 1995;56.18%495. 
Anderson KL Na-Davis CA. Davis LE, Bas  VD. 
Rarrnacokinet~sof flunidn meglurmne m imating 
a l e  aher single and mulripie intramuscular and 
lnnavemlrr adminisrationr. Am J Yet RB. 
1990;51:114-1467. 
Oldensvik K. Rarmadinet ics 01 flunixin and its 
eHen on pronaglandin F2. metabolite concwrtrations 
aher oral and intravenous admintstration in hellen. 
J L'e! Pharmaml Ther. 1995.18:254.259 
Hardee GE, Smith JA. Harns SJ Rarmacohneucs ol 
flumxvn meglumme I" the cow Res Vet Sc, 
198539 11Rll7 

~ .. . . 
Ruckeburch Y. Phaneul LP. Dunlop R.Physiology 01 
Small and Large Anrmals. Chapter 2; 'Body Fluid 
Corn-parfments.' Phliadelphia. Pa: B.C. Decker; 
lV41.R.lR.-- ..- .-. 
Kopcha M. Ahi AS. Experimental uses 01 llunixin 
megfJmlne and phenvlb~tazone ~nla,d prad~nang 
anmals ~ A r nJet MeJ &ux 1989,194 45 49 
Wagner JL Slqn &can- of r a t m  ol o~flerenl 
volumes of di&ibution In pharmacok~net~cs. 
Biopharrn& hug Dispos. 1983;4:263-270. 
Lees P. Higgins Al Fiunixin inhibits proslaglandin E2 
prodwbon in equine inflammation. Res Vet Sc;. 
1984;37:347.M. 
Landon! Mt, Cunnlngham FM. Lees P. Determination 
01 pharmacokinet~cs andpharrnacodynamicsof 
llunlxin in calves by use of pharmacokinel~d 
phalmacodynamic modeling. Am J Vet Res. 
1995:56:786-794. 

water 1s appfonmalely equal lo 510 mULg1.s In carrle, 
rlimanation m u r s  orimarilv m m w h  biliarv excretion ' . . , , ~~.~~ 

7 s rray a! lean n part rxpla~nthe presrrce of mun poe 
peaks n .he olmd corcentralon?~mr ylufilr lolon ng I\ 
admin1stra1ion.l 

In heahhy canle.lotal b d y  clearance has been reponed to 
range l r m  90 lo 151 mbkgmrI.sThese stud~es also repon 
a large discrepancy beween the volume 01 distribution at 
a steady sfate iV,,i and the volume of distribution 
associated wifh the terminal elimination phase IV,) This 
discrepancy appears to be anributatde to exfended drug 
elimination from a deep compartment.0 The terminal 
haU.lile has been shawn to vaty lrom 3.1410812 hours.25 

Flunixin persists in innammalory tissues9 and is 
associated with anb~lnflammatwy popenies whlch 
extend wdl  beyond the p e i i  associated mth detectable 
plasma drug concentrations.~.~ These observations 
account lor the counterclockwise hysleresis assmated 
with Ilunixin's pharmacokineticlpharmacodynamic 
relat~onships.'o 

Therefore, p tedc~on  of drJg conwnrattons based upon 
floe ehio#nated plasma termlnal ellmmat.on nall llle rrlll 
ltkery meesnms.e bolh lhe cbatoor ol drrg anom an0 
h e  coneenlration of drug remaining at the site of aniviry. 

INDIUnONS H m Flunixin Meglumine lnjedmn is 
recommended for the dleviaiica o l  inbmmati in and pain 
associated with muxuloskeletal disorders in the hone. It 
is aiso rmomended for the alleviation of visceral pan 
asurciatedwith cdicin the hone. 

Canle: Flunixin Mdumine Injection ir indicated for the 

2 

Since many NSAlDs possess the potential m induce 
gasboinleainal ulceration, mncumitat  use of Flunixin 
Meglumine lnjeclion nith Nher anti-inlammalori drugs. 
such as omer NSPIDs and corticortaoidr, should be 
avdded or c k d y  monitored. 

H a :  The elect o l  Flvlixin Meglumice Inintion on 
pregnancy has m t  been determired. Studies to determine 
activky of Flunixin Meglumire Injection when administered 
commltantly with other d ~ g s  have not been conduned. 
Drugmmpalibilifyshouldbemonitffed closely in patients 
requiring adjunctive therapy 

Canle; Do nor use in bulls intended for breeding, as 
reproductive eflecrs of Flunixm Meglumine Injection In 
these dasses of came have nM been invenigated. NSA& 
are kw' to have potential eHm on both panuhion 
and the estrous mde. There mav be a delav i n  the onset of 
estrus if flunixin k administered during the prostaglandin 
phase 01 the enroes cycle. T k  effects 01 flunixin on 
imminent panuririon have not been evaluated in a 
connolled slur5y. MSbIDr are k n m  to have lhe patenlial 
to delay parturition thmugh a tocdylic effect. Do not 
exceed the remmmended dose. 
S A R n  Horse A 3Jdd fnnamunular dose 0115 rngm al 
b&( *elgm *asd a 4  Iff 10 moecnlve d a ~  sale ho  
chanoer *re observed K, hmxo loov  rerum chemnh 
or urmallrls valuer anuavenhrr u o s a ~ s  o l  0 5 mdto 
da v la 15 br..15 rngbdally la 10 day, am 2 5 m 1 o  
ua.ly C 5 d a o  pmduced ma changes n hoed 01 u ne 
parameters No anenton sole Iurllatlon was ooser,eu 
follontng lntramusc~lar onenoon o i  Ihe 05  mplo 
rmommended dose. Some irritation was observed 

StorebetweenT and 30°C 136"and 86"m. 

T r a d e m a r k s  a r e  property o f  
I V X  A n i m a l  Hea l th ,  Inc .  

M a n u f a c t u r e d  by 

I V X  A n i m a l  H e a l t h .  Inc. 

St. J o s e p h ,  MO 64503 


control ol pyrexla asroclared w i h  bov~ne respiratory 
dlsease. endotoxemia n d  acute mastitis. Flunixin 
Megiumine injection is also indicated lor h e  control 01 
inflammation in endotoxemia. 

DOSE AM) ADMINISIRATION Horse The recommended 
dose for musculoskeletal disorders Is 0.5 mg per pound 
ilmu100 Ibl o l  bcdy weight once daily. Treatment may 
be given by inrravermus or inlramuscular injection and 
repeated lor up m 5 days Studies show onset of acfivity is 
within 2 houn. Peak respame m u r s  b e m n  12 and I 6  
hnns and duration 01 activity is 24-36 hours 

The recommended dose far the alleviation ol pain 
associated with equine colic is 0.5 mg per pound 01 body 
weight. lntravemus adrmnistration is recommended fw 
prompt rellef Clinical studies show pain is alleviated in 
less than 15 minutes in many cases. Treatment may be 
repealed when signs 01 cdic recur. During clinical studis 
approximately 10% o l  the horses required one w two 
additional trealmenls. The cause 01 colic should be 
delmined and treated wifh CMCOmltant therapy. 

Cattle: The herecammended dose lor control of pyreria 
associated with bovine respiratory disease and 
endotnxemia and control of innammalion inendofoxemia 
1s 1.1 l o  2.2 mgikg 10.510 1 rnglb; 1 to 2 mL per 100 Ibl 
body weighr given by slow imravenous administration 
either once a day as a single dose or divlded into trm 
doses administered at 12-hour intervals for up lo  3 days. 
The total daily dove shwld nol exceed 2.2 m ~ (1.0g 
m$lbl of body weight. Avoid rapid intravenous 
admin~draiond the drug. 

The recommended dose for acute bovine mastitis is 2.2 
3 

Id lowng a 3-fold dose adminirtwed intrammulariy. 

Canle: Nu flunixin-related changes laherre reactions) 
were noted in canle ahinislered a 1X 122 W g ;  1.0 
m$bl dose lor 9 days \three times IIEmax'inum dimcal 
durationl. Minimal toxicify maniiesled itself at moderately 
elevated doses i3X and 5X) when flunixin was 
adminislered daily for 9 days, with mcasional findings of 
blood in the leres andlor urine. Discontinue use il 
hemturia a f w l  b lmd  are observed. 

ADVERSE lE4CMNS In horses, ivrlated reports 01 local 
reanions lollowing intramuscular injection, pamcU1ari-f in 
the neck, have been received These indude laol i led 
swelling. sweating, induration, and st i lhes.  In rare 
instarras in horses, fatal or manfatal dosfridid i n f e a i m  
or othn infections have been reponed in association with 
intramuscular use of llunixin mealunine iniection. In  
horses and canie, rare instances"o1 anaph;lacfic-like 
reactions, some of which h a w  been fatal, have been 
r e m e d  primarily lollovring intravenous use. 
HOW SURlED Flunixin Meglumine Injection, 50 mdmL, 
is available m 100rnL and 250 mL multiuse vials 

Storebetween 2' a d  30'C 136 ad 86'fl. 
REFERENCES: 
1 ana an iron M Anler EL Gas cnramalograph8c 

analysosol fldrnr.n In equme "lane aheremact~ve 
mechwla~on ~Cnramnrmr 1Y80 427 55 66 

2 Cider;slo&. ~$an-s&G rl.ghperf&m&ce lhgu~d 
.h!omatng~apny manod la dctcrm naocn 01 
flunn8.n In bow ne plasma and pnarmacok netocs 
aher s~ngle and repealed doses of the dnx). Am J 

PROJECT NAME: B056 Flunixin Meglumine Injection 250mL 
DATE:03117108 
SCALE: 1 "=I" 
SIZE:3" X6.75" 
COLORS: PMS 300, WARM GRAY 4, BLACK 



FLUNIXIN MEGLUMINE 
lNJECTION 

50 mg/mL 
1 2 x  100 mL 

LOT NO: EXP: 
STORE BETWEEN 2" AND 30°C (36" AND 86°F) 

IVX Animal Health 
St. Joseph, MO 64503 
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FLUNIXIN MEGLUMINE 

INJECTION 


50 mg/mL 
1 2 x  100 mL 

LOT NO: EXP: 
STORE BETWEEN 2" AND 30°C (36" AND 86°F) 

IVX Animal Health 

St. Joseph, M O  64503 

FLUNIXIN MEGLUMINE 

INJECTION 


1 2 x  100 mL 
LOT NO: EXP: 

STORE BETWEEN 2" AND 30°C (36" AND 86°F) 

IVX Animal Health 
St. Joseph, MO 64503 I. 



FLUNIXIN MEGLUMINE 

INJECTION 


50 mg/mL 
12 x 250 mL 

LOT NO: EXP: 
STORE BETWEEN 2" AND 30°C (36"AND 86°F) 

IVX Animal Health 

St. Joseph, MO 64503 

FLUNIXIN MEGLUMINE 

INJECTION 


50 mg/mL 
13 x 250 mL 

LOT NO: EX?: 
STORE B E M E N  2" AND 30°C (36" AND 86°F) 

IVX Animal Health 

St. Joseph, MO 64503 

FLUNIXIN MEGLUMINE 

INJECTION 


50 mg/mL 
1 2 x 250 mL 

LOT NO: EXP: 
STORE BETWEEN 2" AND 30°C (36" AND 86°F) 

IVX Animal Health 

St. Joseph, M O 64503 
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PRODUCT 
INFORMATION 

(FLUNUINMEGLUMINE) 
Injectable'Solution 

50 mg/ml 

Veterinary 

For Intravenous or Intramuscular 

Use in Hones, and for Intravenous 

Use in Beef and Dairy Cattle. 

Not for Use inDry Dairy Cows 

and Veal Calves.


I' 

CAUTION Federal law restri~sthis drug to use by or on the 	 INDICATIONS H-: BAMAMINE b l e  ~olulionis ' 
order of a licensedveterinadm 	 recommmded for the allhi*. of inknunation and ah ' 

assodated with mu#ulaskektll diirdsn in the how.  !lb
OLSCRIFflON Eachm i C id EANAMINEIrq'ectabbSolution 
~ h n b d n m t p m e ~ o q u i v a U I o I P m g 1 1 * h O lmg
nlebt~dkodiurn. m p r a d 1 u m k m a ~ ~ . 4 D m g
diethanolamine, 2072 mg pmpylene 5.0 mq phenol as 
pmrvebive, hydrochloricacid, water Pr iqedion qs. 

-LOGY flunixin meglu@ne b a pptent ron-nareocic. 
nmmraataL analoesic aoenc WIUI anthnflammatorv and 	 endolaxemia. 

WSB AN0 ADMINISTRATION t%xxThe recommendeddose 
tor nwtcukrkslemldiconknis 0-5mu ~ s rPandII mUlW W 

as phe bt+ow as meawed ~ iy t h l e . i r . l s f f m w a  
~ A n * r t m s a - ~ ~ n ~ a u n a * ~  
fdlowh a s i d  dose of 11 mqh. Maasuabta amounts m 
Mmbb inhim p b v  at? LUnpe,

CanlcRunixin mealumtne a awea aud (ph-5 82)'which 

R u d n  pcnists in inflammatorytissues' and k lsmentsd 
withan t i - i f i amm~ whid~wnd bepndthe 
lu*lassocia@d with= p h a  dtug toncentrath~.'~ 
them obs81vation~accounththe 'caunterdMe hysteresis 
d t s d  with flunixin's pharmacokineticlpha~dynamic 
nla@mhips.*
Thsnfws. pmdinion of drug concentrations based the 
&mated plasma terminal elimination half-lile WI l1ke4 
undmstmate both Ihe duration of drug action and the 
concentration al drug remaining at the site d activity 

equine cd i i  is 05 mg par nd d body *t l a b a ~ ~ ~ ~  
ddminimaionisr e c o r n ~ f o rmmtdid.~ t l & l  stu&a 
show pinb alleviated in kst thai 15 minutesin may  cases. 
Treatmentmaybempeal8dwksnsi mofcdicrscurDuinp 
d i n i d  r t u ~  b 1 0 9 ~#me w mquicad oned 
or~ddrtionalbwbnenklhe~w~~~dcolicthouMbe 
ds(ermmrd and matedwilk EaDeomrtrnlhqr$

~ T a a ~ W f a m n b d da m c k d  
mtk bovine mp- d@mud e d o b m"t?and c d of 
in(kmmpoia\h i z U b ~ ?  l b ~ ~ . 5 . t o l ~ @ 6 ;  
l b 2 F L p ~ ~ ~ W & h t
d m l n u c r r h o P e n h a r o n a a & y a s a ~ d o r e m ~ a d n t o  
two a d m i n i i d  at P-hour int#valsfaup Io3 Tha 
mldai dcse should nol exceed 22 mlrq(1.0 mgh) of body 
m i g h t !&!aid rapid i n t r a y e ~ ~ ~ ~adrnitisbab0n.d hd q :  

The recommendsd doa fw o( h n e  masttlu is 
22 mgkg (1mgllbPml per 1001bs) of body weight given once 
by intmancu adminldtdan 

CONTRAlNDlCAliONS Horse: There a n  no known 
e~nt&itbWdnrgvvhrncgedstdidIntn-rrtmd
injection rhouldbe avoided. Horn mieded in@-
atteriallv a n  show a h readmns. bns u n  be W a .  
'mcoordiion. lryperventilath hystsria, mi muscle w a a h  
Sians are transient and disaonear wilhoul antidotal mndication 
&in few%n% 00not &inhones dwwlnghypenemitivity 
to flvn~x~nmeglumine. 

mailto:nla@mhips.*


A&; There are no known c~ntraindications to this drug in 
cattle when used as directed. Co not use in animals showing 
hypersensitivity to flunixin meglumine. Use judiciously when 
renal impainent or gastric ular.ltion are suspected. 

RESIDUEWAANINW. CBnle must not be tfaughtered' 
h r  human mnrumption within 4 days d the last 
treatment. Milk that has been (aksn during treatment 

been reported in association with inhamusrular use 01 
MNAMINE Injectable Solution. In h o n a  and datde, rare 
instances of anaphylactic-like mactionr. reme of whi&, havi 
been fatal,have beenrepwtsd. primarily folbwing intravenout use. 
HfMf SUPPLED BANAMlNE I 50  mg/ m~ .a 'ectable ~ a l u t l ~  
"vfiilable in 5O-ml 0 0 8 1 - 0 ~ 4 %  100-ml 
(NDC 0061-0851-03). and 250-ml (NOC 0061-0851-04) 

and for 36 hours atter the last treatment must oat 
be used lor lood. Not lor u:;e in dry dairy rows  A 
withdrawal period has not been established. for this 
product in preruminating cslvss. 00 not use in calves 
to be processed for veal. Not lor use in horses intsnded 
for food. 

PRECAUTIONS k a class. ~d0-ov#ena$e inhibitov NSAiDS 
may be associated with gastrointestinal and renal twicitv. 
Sensitivity to drug-associated adverse efleck varies with the 
individual patient Patients at greatest risk lor renal toxicity are 
lhuse that are dehydrated. on cuncornitant diuretic therapy, or 
those with renal, cardiovascular, andlor hepatic.dysfunction. 

Since many NSAlOs possess the potential to induce 
aaVointestinat ulceration, concomitant use 01 BANMINE'!njectable Solution with other anti-inflammatory dru s, such as 

oher ~  1 ~ s should a. h F t yand cofiimsumi,js,
moniiomd. 

Horse: The eflect of BANAMINE ln'ectable Solution on 

2" and 30°C (38"and 06°F). 

EL Gas chmmatoeraphic
of fluni~in in r uine urine afler extradive methylat~an. 
JChmmdivg: ~\8:427:55-66. 

2, 	 Odensvik K, Johanmn M. High-performance liquid 
&mmat raphy msthod Iw datemrlnaiMl of fIunhnin 
hving and p h a ~ m M n e t h  si leand . 

spe&d d o s s d a e  drup.Am J&& 1995; 56:!&.495. 
3, wMCAOikbLE,BaJsM . .  
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d flunixin meglumine in lactating cattle aHer single and 
,M le intram-br and io(ravemrus administmionJ,AmgYclRfi 1990;51:W64-1467. 1 

4. 	 Odensuik Phann~okiultti. o f  flunixin and its effect on 
- prn$taghn$n Fa mepboliie wncentratim'aHw ml and 
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in 
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pregnancy has not been determined. Btudies to datemine - 71~-lg95:18256259-
activity of BANAMINE lnieclable Salution when administered 5. Hardee.6E.Sn'fhJ A  Harris SI.&armamldnctics of Runixin 
concomitantty wihother drujs have not been c o ~ d u e t ~ d ' ~ m g  ITaglurniyin lhcow. #.sV~etSu: 1985:39:110- 112. .. -' 

compatibility should be mon~tored dosely in patienti requiring 
adjunctive them* 

o s * O o  rusa in *aintendedfmbreeding, as repmductim 
effects of BANAMINE Injectable Solution in these classes d 
cattle have not been investigated. NSAIOs are known teha% 
potential eHects o? both partwition and lhe estrous cyde. 
T h m  may be a. deby in the onset of estrus if fhtnmn is 
a d m i , , i ~  during the pmstaglandin d ,*Us 

cycle. The effects d flunixin on imminent parturition haw not 
been evaluated in a controlled study. NSAlOs are known to 
h a n  the potential lo delay parturition through a toeolytic 
eltecl Do not exceed the recommended dpe. 
SAFETY Hone-A 3-fold intramuscular dose of 15 mgllb of 

weight d&FI for loconsecu~ve~ayt. saC N~ 
& were obsrd in hematolopy. senun &emwUri3yskrsluep ,,I05 mgllb daily for Inmnnom dmgcr 
15 days: 1.5 m g r  daily f a  10 dayx and ?.S mglb daily f a  

6. 	 Y. PhaneufLP. Ounlop R.PhyaidoWd Smell and 
La e Animals. Chapter 2: ' Ruld Cwnpartments.-
P h k P h i a ,  Pa: ITOeckec 1%:~-18. . 

2 '~,,~,-b ~ h l  ~x.,~,i,,,~,.,~l um of flunixin .M, AS. 
henylbutamne in ~od-pm,jucing 

,,i,k J A ~ICt&Rrmc 1989:194:45-49. 
8. 	 Wagmr JG. Signifi-m of of different volumes of 

diibution inpaeOkineticS. ' j M n n  Dispos. 
1983;4'263- O 

9. 	 lees P, Higgins AJ. Runixin inhibits rasraglandin 
E udion in equine inflammation. 18er Vet Sci 
148%47-349. 

10. Landoni ME Cwningham FM, Lees P. Determination of 
phannacokinetics and phannacodynamics of flunirin in 
cab$ use of phamacokineticl hamamd~arn ic  
mdeLc" 1995:56.186-',J"" 
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Ityecllon of the 0.5 mgllb recommended dqrc. Some imlation \ 


wasobswvsdfoilowhga 3-fold doseadminLtwsd.htm.muscul* 

W e :No flunixin-related changes (advenp n a d m )  were 

noted in cattle administered a 1X (2.2 mg1k0; 1.0 mgllb) dme 
for 9 days [three times the maximum clinical duration). March 2003 
Minimel toxici manifested itself at moderately devated doses 

Schering-Plwgh Animal Health Corp. (3X and 5XJ 3en Runkip was administered daily for 9 days. 
with occasional finding4 of blood in the feces andlor urine. Unioh NJ07083 
Oiscontinue use if hcmatuna or fecal blood are observed. Made in Germany 
ADVERSE REACTIONS In horns. isolated report4 of kcal cop~oqhc0(18135. zoo31 
reactions following intramuscular injection, parttcubrly in the " Schenng-Plough Animal 
neck have bean received. These include localized swelling, HealthCorp. All rights reserved. 
sweating. induration, and stiffness. In rare instances in horses. 
b ta l  or nonfatal dostridial infections or other infections have 
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Each mL contains: flunixin rneglurnine 
equivalent to 50 rng flunixin, 0.1 rng edetate 
disodiurn, 2.5 rng sodium formaldehyde 
sulfoxylate, 4.0 rng diethanolarnine, 207.2 rng 
propylene glycol; 5.0 rng phenol as preservative, 
hydrochloric acid, water for injection q.s. 

RESIDUE WARNINGS: Cattle 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 

prerurninating calves. Do not use in 

calves to be processed for veal. Not for 

use in horses intended for food. 


Read accompanying directions carefully. 
Store between 2" and 30°C (36"and 86°F). 
CopyrightO 1985,19%, 1998, Schering-Plough Animal 
Health Corp.. Union. NJ 07083. 

All rights resewed 13502153 Rev. 5/97 


Banamine" 

(FLUNIXIN MEGLUMINE) 

lnjecta ble Solution 
Veterinary 

.. -- -

I 

DIE 2054 

I 

Sterile 
NDC 0061-0851-03 

Banamine" Banamine" 

(FLUNIXIN MEGLUMINE) Banamine' (FLUNIXIN MEGLUMINE) 

lnjecta ble Solution (FLUNIXIN MEGLUMINE) , lnjecta ble Solubon 
Veterinary lnjecta ble Solution Veterinary 
For intravenous or intramuscular For intravenous or intramuscular 
use in horses and for intravenous use in  horses and for intravenous 
use in beef and nonlactating Veterinary use inleef and nonlactating 
dairv cattle onlv. Not for use Caution: Federal l a w  restricts dairy cattle only. Not for use 
in lactating or dry dairy cows. th is  drug t o  use by or on the order in lactating or dry dairy cows. 
Not for use in veal calves. of  a licensed veterinarian. Not for use in  veal calves. 

NADA 1101-479, Approved by FDA. 

Schering-Plough Animal Health 



Each mL contains: flunixin rneglu- 
mine equivalent to  50 rng flunixin, 
0.1 mg edetate disodium, 2.5 mg- dium formaldehyde sulfoxylate, 

mg diethanolamine, 207.2 mg 
propylene glycol; 5.0 mg phenol as 
preservat ive,  hydroch lor ic  acid, 
water for injection q.s. 

RESIDUE WARNINGS: Cattle 
must not be slau htered for human 
consumption w i i i n  4 days of the 
last treatment. No t  for use in  
lactating or dry dairy cows. A I 

withdrawal period has not been I
established for t h ~ s  product In 
preruminating calves. Do not use in 
calves to be processed for veal. Not 
for use in horses intended for food. 

Read accompanying directions carefully. 
Store between 2" and30°C (36"and86°F). -
TcheringWugh Animal Health Corp.. Union. NJ07083 
CawrightO 1985.1996. 1998,Schering-PloughAnimal 
Heal%Corp. All rights resewed. 17377426 Rev. 6/97 

(FLUNIXIN MEGLUMINE) 

Injectable Solution 
Veterinary 
For intravenous or 
intramuscular use in 
horses and for intravenous 
use in beef and non- 
lactating dairy cattle 
only. Not for use in lactat- 
ing or dry dairy cows. 
Not for use in veal calves. 

Banamine" 

(FLUNIXIN MEGLUMINE) I 

I 

lnjecta ble Solution ; 

Veterinary 
For intravenous or 
intramuscular use in 
horses and for intravenous 
use in beef and nonlac- 
tating dairy cattle only. 
Not for use in lactating or 
dry dairy cows. Not for use 
in veal calves. 

' Caution: Federal law restricts this 

Banamine 

(FLUNIXIN MEGLUMINE) 

lnjecta ble Solutio 
Veterinary 
For intravenous or 
intramuscular use in 
horses and for intravenou! 
use in beef and non- 
lactating dairy cattle 
only. Not for use in lactat- 
ing or dry dairy cows. 
Not for use in veal calves. 

Idrug to use by or on the order of a 
licensed veterinarian. I 

- I 
NADA #lOl-479,Approved by FDA. i 
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