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FREEDOM OF INFORMATION SUMMARY 

1. GENERAL INFORMATION: 

a. File Number: 

b. Sponsor: 

c. Established Name: 

d. Proprietary Name: 

e. Dosage Form: 

f. How Supplied: 

g. How Dispensed: 

h. Amount of Active Ingredient: 

1. Route of Administration: 

J. Species/Class: 

k. Recommended Dosage: 

ANADA 200-387
 

Cross Vetpharm Group Ltd.
 
Broomhill Rd.
 
Tallaght, Dublin 24, Ireland
 

Drug Labeler Code: 061623
 

U.S. Agent: 
Linda M. Duple 
Director, 
North American Regulatory Affairs 
Bimeda, Inc. 
2836 Dolliver Park Avenue 
Lehigh, IA 50557 

Flunixin meglumine 

FLUNAZINE 

Injectable solution 

100 and 250 mL multiple dose vials 

Rx 

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; calves, excluding veal 
calves. Not intended for use in dry dairy cows. 

Horses: 
For musculoskeletal disorders is 0.5 mg/lb (l 
mU100 lbs) body weight once daily. Treatment 
may be given by intravenous or intramuscular 
injection and repeated for up to 5 days. 
For the alleviation of pain associated with equine 
colic is 0.5 mg per pound of body weight. 



1. Pharmacological Category: 

m. Indications: 

n. Pioneer Product: 

o. Effect of Supplement: 
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Intravenous administration is recommended for 
prompt relief. 
Cattle: 
For control of pyrexia associated with bovine 
respiratory disease and endotoxemia and control 
of inflammation in endotoxemia is 1.1 to 2.2 
mg/kg (0.5 to 1 mg/lb; 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 mg/kg (1.0 mg/lb) of body weight. 
For acute bovine mastitis it is 2.2 mg/kg (1.0 
mg/lb; 2 mL per 100 lbs) of body weight given 
once by intravenous administration. 

Anti-inflammatory, anti-pyretic 

Horses: FLUNAZINE Injectable Solution 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: FLUNAZINE Injectable Solution is 
indicated for the control ofpyrexia associated 
with bovine respiratory disease, endotoxemia, 
and acute bovine mastitis. FLUNAZINE 
Injectable Solution is also indicated for control 
of inflammation in endotoxemia. 

BANAMINE Injectable Solution; flunixin 
meglumine; NADA 101-479; Schering-Plough 
Animal Health Corp. 

The supplement requests 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. TARGETANIMAL SAFETYAND DRUG EFFECTIVENESS: 

Refer to the original Freedom ofInformation (FOI) Summary dated March 2, 2006 (A
200387-E-0003). 
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3.	 HUMAN SAFETY: 

The following are assigned to this product for cattle: 

•	 Tolerances for Residues: 
The tolerances established for the pioneer product apply to the generic product. A 
tolerance of 125 parts per billion (ppb) is established for flunixin free acid residues (the 
marker residue) in the uncooked edible tissues of the liver (the target tissue), 25 ppb in 
the muscle, and 2 ppb in milk under 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. A withdrawal period has 
not been established for this product in preruminating calves. 

•	 Regulatory Method for Residues: 
The analytical method for the determination offlunixin 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 
FLUNAZINE Injectable Solution, when used under its proposed conditions of use, is safe 
and effective for its labeled indications. 

5.	 ATTACHMENTS: 

Facsimile generic labeling and currently approved pioneer labeling are attached as indicated 
below: 

Generic Labeling for ANADA 200-124 
FLUNAZINE Injectable Solution- 100 mL and 250 mL vial labels; and package outserts 

Pioneer Labeling for NADA 101-479: 
BANAMINE Injectable Solution- 100 mL and 250 mL vial labels, package insert, and 100 
mL and 250 mL carton labels 
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@8U!weUea 
Each ml contains: tlunixin meglumine 
equivalent to 50 mg flunixin. 0.1 mg edetate 
disodium. 2.5 mg sodium formaldehyde 
sulfoxylate, 4.0 mg diethanolamine, 207.2 mg 
propylene glycol; 5,0 mg phenol as 
preservative, hydrochloric acid. water for 
injection QS. 

RESIDUE WARNINGS: Cattle must not 
be slaughtered for human consumption 
within 4 days of the last treatment. 
Milk that has been taken during 
treatment and for 36 hours 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 
preruminating calves. Do not use in 
calves to be processed for veal. Not 
tor use in horses intended tor tood. 

Read accompanying directions carefully. 
Store between 2° and JO°C 
(36 0 and 86°F). 

Copyright <:{J! 1985 20031 
Schering-Plough Animal Heallh Corp.. 
Union. NJ 07083. 

All righls reserved. 27079202 Rev. 3i03 
Made in Germany. 

tr 111' ]~[1 

Banamine® 
(FLUNIXIN MEGLUMINEj 

Injectable Solution 
Veterinary 

for i/ltravenous or intramuscular use 
in horses, and for intravenous use in 
beef and dairy cattle. 
Not for use in dry dairy cows 
and veal calves. 

USA05lD87CA 
f5003 

100ml 
tViulllole Dose Vial 

50 mg/mL 

Sterile 

NDC 0061-0851-03 

Banamine®
 
(FLUNIXIN MEGLUMINEI 

Injectable Solution 
Veterinary 
Caution: federal law restricls 
this drug to use by or on the order of 
a licensed veterinarian. 

NADA #101-4 79. Approved by fDA 

Schering-Plough 
Animal Health 
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Banamine@ 
(FLUN1XIN MEGLUMINEI 

Injectable Solution
 
Veterinary
 

for intra-venous or intramuscular lIse 
in horses. and for intravenous use in 
beef Bnd dairy cattle. 

. Not tor use in dry dairy cows 
and veal calves. 
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RESIDUE WARNINGS: Cattle 
must not be slaughtered for human 
consumption within 4 days otthe last 
treatment. Milk that has been taken 
during treatment and for 36 hours 
after the last treatment must not be 
used tor toDd. Not tor use In dry dairy 
cows. Awithdrawal 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 2'1 and 30°C 
1360 and 8611 F). 

/VDC 0061-0851-04 250ml 
Multiple~DoseVial 

SOmo/mL 
Sterile

Banamine® 
IFLUNIXIN MEGLUM/NE) 

Injectable Solution 
Veterinary 
Caution: Federal law restricts this drug to use 
by or on the order of alicensed veterinarian. 
NADA #101-479. Approved by fDA. 

Schering-Plough Animal Health 

For intravenous or intramuscular use in 
horses, and for intravenous use in beef 
and dairy cattle. 
Not for use in dry dairy cows 
and veal calves. 
Read accompanying directions carefully. 

Copyright © \'985.2003) 
Schering-Plough Animal Health Corp.. 
Union. NJ 07083. 
All rights reserved. 
Made in Germany. 
27048102 Rev.3f03 

US 1034f1 USA051946LA. 
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Multiple-nose Vial1~ 
50mg/mU 

Sterile 
NDe 0061·0851-04 

Banamine® 
(FLUNIXIN MEGLUMINE) 

Injectable Solution 
Veterinary 
For intravenous or intramuscular use 
in horses. and for intravenous use in 
beef and dairy cattle. 
Not fur use in dry dairy cows 
and veal calves. 

Caution: Federal law restncts this drug 
to use by or on the order of a licensed 
veterinarian. 

I'JAOA #101-479. Approved by FDA. 

Schering-Plough 
Animal Health 
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Banamine® 
IFlUNIXIN MEGlUMINE} 

Injectable Solution 
Veterinary 
For intravenous or intramuscular use 
in horses. and for intravenous use in 
beef and dairy cattle. 
Not for use in dry dairy cows 
and veal calves. 
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13NIWr1lmLN NIX1Nr1l~) 

®8U!WeUea 
EachmL contains: flunixin meglumine 
equivalent to 50 mg Hunixin, 0.1 mg edetate 
disodiulll. 2.5 mg sodium formaldehyde 
sulloxylate. 40 mg diethanolamine. 207.2 mg 
propylene glycol; 5.0 mg phenol as preservative, 
11ydrochloric acid. water for injection qs 

RESIDUE WARNINGS: Cattle must not 
he slaughtered lor human consumption 
within 4 days 01 the last treatment. Milk 
that has been taken during treatment 
and lor 36 hours after the last treatment 
must not be used lor lood. Not lor use in 
dry dairy cows Awithdrawal period has 
not been established lor this product in 
preruminating calves 00 not use in 
calves to be processed lor veal. Not for 
use in horses intended lor lood. - .-- _.

Read accompanying directions carefully.
 
Store between 2° and 30°C
 
(36° and 86°F).
 

Coryr/ght © 11985, 2003,
 
Schering-Plough Animal Health Corp..
 
Union, NJ 07083
 

All rights reserved M,dr. in Germ,ny
 
26699010 Rev 303 
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Banamine® 
(FLUNIXIN MEGLUMINE) 

Injectable Solution 
Veterinary 
For intravenous or intramuscular use
 
in horses, and for intravenous use in
 
beef and dairy cattle.
 
Not tor use in dry dairy cows
 
and veal calves.
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F-27D5D603	 PRODUCT 
INFORMATION 

NAM #101-479. AppI1Ived by FDA. 

Ban8mioe@ 
(FLUNIXIN MEGLUMINE) 

Injectable Solution 
50mg/mL .
 
Veterinary
 
For Intravenous or Intramuscular
 
Usa in Horses. and for Intravenous
 
Use in Beef and Dairy Cattle.
 
Not for Use in Dry Dairy Cows
 
and Veal Calves.
 

CAUTION Federal law restricts this drug to use by or on the 
order of a licensed vettrilllrian. 

DESCRIPTION Eacl1 miUirlter of BANAMINE Injectable Solution 
cOntains f1unixin meglumin, aquivalent ta 50 mg flunixin. 0.1 rng
edelate d"sodium. 2.6 mg sodium fomIaldehyde sulfaltyIata, 4.0 mg 
dieth1lllllamlne. 207.2 mg propylane IIlycot 5.0 mg phenol as 

. preservative. hydrochloric ~id, water for in/action qs. 

PflARMACOLOGY Aunillin megJumine is a potent. nllll-lI8l'C1ltic. 
nonslamidl!, analglsic ag8nt with anti·inflammatory and 
antipymic 8t~ It is significantly mnre pollIntlhan pent8ZllCine, 
meperidine. and codeine as In BIl8Ig&Sic in 1I1e rat yeast paw test 

Hom: Flunixln is four times as potent on a mll-per-mg basis 
as phenylbutlzona IS melsulld by tile reduetiDll in lameness 
and swallinv in the hone. Plasma h81f.;ure in !me S81'1II1Is 16 hours 
following I singl, dose of 11 mg/l;. MeasUllbia amounts Ire 
detectabl, in hone plasml at 8 hours plHltlnjee:tion. 

CaWs: Flunixin meglumine is I wtak acid IpKa"6.82)' which 
exhibits ahigh degree 01 plasma pmtain binding (approximately 
99%).1 Howevat free\ullbound) drug appaars to lIadily partition 
Into body tissuas IVIS predictions IInge hom 297 til 782 mUI;.I-t 
Total body water Is appl'llltimataly equal to 670 mUkg).'ln eattle. 
elimination occurs primarily tblOUfl bililry exaetlon.' This may. 
at Ilast in part. explain the~ enee of multiple peeks in the 
blood conc:entratlonltime fIlIlowing IV adml~tlon.1 

In healthy cattle, tollli dllrlllCe hiS beell llportal! to 
ranga horn 90 bll51 mLlka/hr.N These IIildia alsa 1Ill0rt IlIlge
discrepenty between 1I1e wlume of distriblltiall It sIaady SllIte 
(V.ss! and thl volume of dlstIibulioll associated with tI1e tetminal 
ellmmation phase /Val. This discrepancy 8ppll1I/$ to ba attributable 
to extended drug IlImination /rom a dup campanment.' The 
telminll half.fife hIS been shown 10 valY from 334 til 8:12 hours.I" 

Flunixin Plrsists in inflemm8IDlY tissues' Ind is associated 
wilh lnli-inflammalOry plUf*llas which extend waD beyond the 
period assoclated with detectable plasma drug CDncentrations.~1 
These obselV8tions lItClItIIIt for the counten:lockwlle hystellsis 
Issociated with flunixin's phlrmacokinaticlpharmacodynamlc
relationships.I 
Therefore. prediction of drug concentrations basad upon the 
estimated plasma	 tWal enminacion half-life will likely 
underestm~ botl1liD~uration of drug action and tha 
conC8ntmillh of drug",ining at 1I1e site of activity. 

~J

C. ~'" 

USA0519031NR C6ttk: There are no known contnilldications to INs druo in 
us 3029/1	 eattIa wilen used as direcled. Do not use in animals showing 

hypersellsitiViIy to ftunixil meglumlna. IJIe ludlcloustf when 
renal impairment or geslric ulcat'8tioll ara sulPlCtad. 

RESIDUE WARNINGS: Cattle must not be slauahtered 
lor human consumption within 4 days of tlie last 
lraatmant. Milk that has been IIbo during traatment 
and for 38 hlUS tlter the last trI8IIIIIlIt must not ; 
be lIStll for fDIld. Not for use in dry daiy cows. A 
wilhdrawal· period has IlllI bien eslIblillled for this 
pl'llduet In pr&nImin8!ing caIuIs. Do not \lI8 In Cllvts 
to be procesl8lllor VIII. Wot for use in horses intlllded 
for food. 

PRECAUTIONS A! a class, tyclo-oxygenasa Inhibitory NSAlDs 
mlY be associBtad with gaslrointestinal and I'8lUII toxicity. 
Sansitivity to drllQ-essocieted aelverse effects varies with the 
Individual pstient. Petients at gl8at1St risk for IInal toxicity all 
lhose thlt Irt dehydrated. on concomitant diuretic thera~ or 
lhose with renal. cardiovascuillf, andlor hepBtie dysfunction.

Sinea mlny NSAIDs possess lhe p018nt/a1 to Induca 
. .. dstrointestinl' utCllrltion. concomitant usa of BANAMINE 

INDICATIONS HOfSII: B~NAMINe In,ectable. Solution !S 'actable Solution wi1l1 ather anti-lnnammalOry drugs, such IS 
recommended for the allniatlon of InfllmmBtlon Ind paIR er NSAlDs Ind corticostemids. should be Iwided or closely
associated with muaculoskelel8l disorders In the horsl. It is _onltored. 
also recommended for Ibe alleviation of visceral pain auocialed - Ham: The effect of BANAMINE Injectable Solution on 
with colic in the horse. pregnlncy has not baen determined. Stullies to determine 

Cattl,: BANA!'AINE In/·ectabla. Soluli~n is in~ic8ted !Dr Ihe activity of BANAMINE Injectable Solution whan edmlnisttred 
control of P'f"llil assoc 8ted wltll bl!'llRe respiratory dlsalse, concomitanlly with other drugs hive not baen condllCtld. Drug
endotlllleJllla Ind 1CU1I bovlne mastitIS. BANAMINE Injectable compatibility shDuld be monitorad c10ssly in pltlents requiring
Solution is. also indicatad for the control of infla mmation in adjUIICtive th arapy. 
endotoxemla. Catrl,: 00 nlll use in bulls Jlltanded for breeding. as rtpmduetive 
DOSE AND ADMINISTRATION Ho/'Sl: The recommlnded dose effects of BANAMIN~ lnjeetllble Solution In thasa cInsa 01 
lor musculoskeletal dlsonlers Is 0.5 mg plr pDllnd (1 mL/l00 lbsl cattle ~8Va not baen Investigated; ~Ds ara known to have 
of body WIigtrt once dalljt Treatment mav be given by ;ntrMnOus pDtential 8lfects on both parturltlllll Ind tha e~rDlIS ~. 
Dr inlnmluscular ~n and lIp8ated for up 10 6 days. Studies Tha~ ,mil'( bl a. delay In tile onset. of estrus If f1unlxln IS 
show onset at ICtivIty Is wllhin 2houlS. Peak IISpOllSt occurs Idmlnlstered dUflll!I the. p,rosmqlandrn phase D!.the astroUS 
batween 12 and 18 hours and duretion of Bdivity is 24-36 hours. cycle. The effects DlllunlXJn on Immlnent perturitlOn have nllt 

The lllClIlPIl1endeddose lor the Illl¥iatiDn 01 '*" lSSIlCiIted with been 8Valuatad I.n a contllllled 8tU~ NSAIDs III known to 
equine colic is 0.5 mg per pound ot body waightln1menous heve !ha potanllll to delay partllntlon Ihl'llugh a Iocolytlc 
Idministnltion is rtcomm.ndad for prompt relief. Clinicil studies effect. Do nat exceed the I8COmmanded dose. 
show pein is allevletad III less than 16 minutea in mlny caStS. SAFETY HDrse: A3-fold intlamuscullr dosa of 1.5 mg/lb 01 
TrNlmant may be IIpeatad when signs of colic recut During body weight dally for 10 consKUtive dll'(S was safe. No 
c1lnicalatudia appl'Oldmetely 10% of the horses IIquirad one chanves Will obaerved in hematologl4 serum cbemilt~ or 
III two additional tmtments. The cause of colic should bl urinalySis vaweL Intrevertmll dosIga of 0.6 mg/Ib daily lor 
det8rmlned Illd tra1BlI with concomitant thera~ 15 dll'(S; 1.5 mgllb dally IDr 10 dIys; snd 2.5 mll/lb daily for 

C8ttJ1..The I8commlllded _lor control of PyTtXia associated 5 dll'(S produced no chenga in blood or wlna pmtl\flIrS. No 
with bovine respiratory diaaase and endotoxeml8 and control of injection site lntIetion was obltrved followlJIII intramuscular 
Inftemm8ll0n in endatoxamla, is U to 2.2 ~/kg (0.6 to 1mollb; lnjletlon of the 0.6 mg/lb IICOIIlIII8IIded dose. Some irritation 
, to 2 mL pet 100 Ills) Df body weight given by slow intravenllus wu obseMll Ia.owing a3-foId dllSlldmlnlstared ~ 
administration either once aday la a lIngle do.. or dividad jnlD C6ttk: No Runixin-relltlld mlnges {advem rHctIone) were 
two dOSBl8dminiltared It 12-hour Int'Mk for I!P ID 3dll'(S. The noted in cattle administllld a IX \2.2 mgltg; 1.0 mgllbl dose 
talIl dally dolt shDllld not exceed 2.2 mg/~ (1.11 mgllb) of body for 9 deys ((hrae limes the maximum clinical duratiDn). 
weight Avoid rapid Intravenous administratIon of the drug. Minimal toxlcity manifested belt It modarataly a1evaled dosas 

The IIcommemled dosa lor leule bovine mastitis is (3X Ind 5X) when ftunixln w•• administered dailV lor 9 days.
l2 mg/kg (1 mg/lll:2m! per 100lbs) of body weight given once with occasional findings Df blood in tha feces and/or urine. 
by intnMlnous administration. Discontinue use If hematuria or fecal blood art obsarved. 

CONTRAINDICATIONS Ho/'Sl: TIl'" are no known ADVERSE REACnONS In horses. Isolated re.PD':'S of IDcal 
contraindiCetions til this drug wilen used 18 directed. lntra-Irtsrial reletloPS foUowlng Intramuscul.r iRIeetlon, pertil:uIariv In the 
injectfon should be evoidad. Horses inadvartBrrtly injected intra- neck. hlVt b88l1 I8celvall. Thae includa locIfized sweHlng, 
arterially can show adverse lIactioM. Signs can be Itaxia, sweating. induration. Ind stiftnes.s, In rail instances in borses, 
IncDordinatlon. hypeMntllltion, hysteria, and muscle weakness. fmlor nonfatal clostridial Infeetions or lrIher inf8ctjoRS hive 
Signs alltran.ient and disappter without antidotal medication 
within afew minutes. Do nDluse in horses showing hypersensitivity 
to flunixin meglumine. 

buen "ported in assotlatUm with intlamustular use 01 
BANAMINE Injectable Solution. In horses and cattle. rare 
instances of lnaphyiaetlc-111uI lIactions, some of which have 
b!en IalaL have been reported. primarily following inlr8VBllOUS use. 
HOW SUPPLIED BANAMINE lnieetable Solulilln, 50 mgl mL 
is evailable in 50-mL INDC 0061.{)851-021. 100-mL 
(NOC 0061-0851-03), and 2S0-mL (NDC 0061·0851·04) 
multi-dose vials. 
Stonl blltwMn 2° and 30°C (3S" and 8S"f). 
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