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FREEDOM OF INFORMATION SUMMARY

GENERAL INFORMATION:

File Number:

. Sponsor:

Established Name:

. Proprietary Name:

Dosage Form:

How Supplied:

. How Dispensed:

. Amount of Active Ingredients:

Route of Administration:

Species/Class:

. Recommended Dosage:

Pharmacological Category:

ANADA 200-124

IVX Animal Health, Inc.
3915 South 48th St. Terrace
St. Joseph, MO 64503

Drug Labeler Code 059130
Flunixin meglumine

Flunixin Meglumine Injection
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, lactating; dairy cattle,
heifers not lactating; calves, excluding veal
calves

Horses:

0.5 mg/Ib (1 mL/100 lbs) body weight once daily
and repeated for up to 5 days.

Cattle:

1.1 t0 2.2 mg/kg (0.5 to 1 mg/lb; 1 to 2 mL per
100 1bs) 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.
The dose for acute bovine mastitis is 2.2 mg/kg
(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 101-479; 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. TARGET ANIMAL SAFETY AND DRUG EFFECTIVENESS:

Under the provisions of the Federal Food, Drug, and Cosmetic Act, as amended by the
Generic Animal Drug and Patent Term Restoration Act (GADPTRA) of 1988, an
Abbreviated New Animal Drug Application (ANADA) may be submitted for a generic
version of an approved new animal drug (pioneer product). New target animal safety and
effectiveness data and human food safety data (other than tissue residue data) are not
required for approval of an ANADA.

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:

e 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).

e 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.

e 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. ATTACHMENTS:
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:
APal/Generic Animal Drugs Team/April 9, 2008
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NOC 59130-824-01

Flunixin
Meglumine
Injection

F&Muwlnﬂmﬂnmhm
and for Intravenous use Jn beof and dalry cattle.
Not for use in dry dalvy cows and veal calves.

RESIDUE WARNINGS: Cattla must not be
slaughtered for human consumption
within 4 days of the last traatment. Milk
that has been taken during treatment and
for 36 hours after the last treatment must
not be ueed for food. Not for use in dry
dalry 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 for
use In horses intended for food.
Read directl

Lot No.
Exp. Date

PROJECT NAME: B0S5 Flunixin Meglumine Injection 100mL
DATE: 03/17/08

SCALE:1"=1"

SIZE:1.875" X 5.75"

COLORS: PMS 300, WARM GRAY 4, BLACK
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Store between 2° and 30°C {36° and 86°F).

Trademarks are property of
IVX Animal Health, Inc.

Manufactured by
IVX Animal Health, Inc.
St. Joseph, MO 84503

600052-01 REV0208
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( i ) NOC 59130-824-02
For intra or intr lar use in

horses, and for intravenous use in baef and

::dn(' :::::N:J;yz for use in dry dairy cows FluniXin
Meglumine
Injection

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
for use in horses intended for food.
Read ying directions carefully.
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Lot No.

Exp. Date
A

PROJECT NAME: B056 Flunixin Meglumine Injection 250mL
DATE: 03/17/08 '
SCALE:1"=1"

SIZE:3" X6.75"

COLORS: PMS 300, WARM GRAY 4, BLACK

Store between 2° and 30°C {36° and 86°F).

Trademarks are property of
IVX Animal Health, Inc.

Manufactured by
IVX Animal Health, inc.
St. Joseph, MO 64503
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o ANADA 200-124, Approved by FDA

Flunixin Meglumine Injection

50 mg/mL

For Intravenous o Intramuscular Use 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 veterinanian.

DESCRIPTION Each milliliter of Flunixin Meglumine
Injection contains flunixin meglumine equivalent to 50 mg
ﬂumxln, 01 mg edetate dlsodmm 2.5 mg sodium
ulfoxyl 40 famine, 207.2
mg propylene glycol 50 mg phenol as preservative,
hydrochloric acid, water for injection g.s.
PHARMACOLOGY Flunixin meglumine is a potent,
nun~narcmic nonsteroudal analges»c agent with
nti-i y and antipy: activity. it
more potent man pentazocine, meperidine and codeine as
an analgesic in the rat yeast paw tesi.

Horse: Flunixin is four times as potent on a mg-permg
basis as phenylbutazone as measured by the reduction in
lameness and swelling in the horse. Plasma half-tife in
horse serum is 1.6 hours following a single dose of 1.1
M amounts are in horse
plasma at 8 hours post injection.
Cattle: Flunixin meglumine is 3 weak acid (pKa=5.82)1
which exhibits a high degree of plasma protein binding
(approximately 99%).2 However, free {unbound} drug
appears to readily partition into body tissues
(Vspredictions range from 297 to 782 ml/kg.2* Total body
1

water is approximately equal 10 510 mikg).5 in catte,
elimination occurs primarily through biliary excretion.”
This may, at least in part, explain the presence of muitiple

control ol pyrexia assogiated with bovine respiratory
disease. endotoxemia 2nd acute m3stitis.  Flunixin
Meglumine Injection is also indicated for the control of

peaks in the blood Hime profile o ing IV
administration.?

In healthy cante, 1otal body ciearance has been reported to
range trom 90 to 1561 mLkg/hr.2S These studies also report
a large discrepancy between the volume of distribution at
a steady state (V) and the volume of distribution
associated with the terminal efimination phase (Vy}. This
discrepancy appears to be attabutable to extended drug
elimination from a deep compartment.8 The terminal
half-life has been shown 1o vary from 3.14 10 8.12 hours.2»

Flunlxln pelsnsrs ln inflammatory tissues® and is
with anti y properties which
extand well beyond the period associated with detectable
plasma drug concentrations.42 These observations
account for the coumefcﬁockw\se hysieresns assocmed
with  flunixin's  ph phar y
relationships.
Thereface, prediction of drug concentrations based upon
the estimated plasma terminal elimination half-life will
fikety underestimate both the duration of drug action and
the concentration of drug rermaining at the site of activity.
INDICATIONS Horse: Flunixin Meglumlne Injection is
ded for the alleviation of { ion 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: Flunixin Meglumnine Injection is indicated for the

2

N in endotoxemia,

DOSE AND ADMINISTRATION Horse: The recommended
dose for musculoskeletal disorders is 0.5 mg per pound
{1 ml/100 ib} of body weight ance daily. Treatment may
be given by intravenous or intramuscular injection and
repeated for up to 5 days. Studies show onset of activity is
within 2 hours. Peak response occurs between 12 and 16
hours and duration of activity is 24-36 hours.

The recommended dose for the alleviation of pain
associated with equine colic is 0.5 mg per pound of body
weight. Intravenous administration is recommended for
prompt relief, Clinicat studies show pain is alleviated in
fess than 15 minutes in many cases. Treatment may be
repeated when signs of colic recur. During clinical studies
approximately 10% of the horses required one or two
additional treatments. The cause of colic should be
determined and treated with concomitant therapy.

Cattle: The recommended dose for control of pyrexia
associated with bovine respiratory disease and
endotoxemia and controt of inflammation in endotoxemia
i5 1110 22 mgkg {05 10 1 mg/b; 110 2 mL per 100 ib}
body weight given by slow imravenous administration
either once a day as a single dose or divided into two
doses administered at 12-hour intervals for up to 3 days.
The total daily dose should aot exceed 2.2 mghg (1.0
mgfb) of body weight. Avoid rapid intravenous
administration of the drug.

The recommended dose {or acute bovine mastitis is 2.2
3

mgg {1 mgAb; 2 mbL per 100 1) of body weight given
once by intravenous administration.

CONTRAINDICATIONS Horse: There are no known
contraindications to this drug when used as directed.
intra-arterial injection should be avoided. Horses
inadvertently injected intra-arterially can show adverse

Since ‘many NSAIDs possess the potemnal o induce

ulceration, use of Flunixin
Meglumme Injection with other anti-infammatory drugs,
such as other NSAIDs and corticosteroids, should be
avoided or closely monitored,

Horse: The effect of Flunixn Meg)umme ln]ectlon on

reactions.  Signs can be ataxia, incoC
hyperventilation, hysteria, and muscle weakness. Signs
are transient and disappear without antidotal 2

y has not been o d. Studies to d
acnvny q( Flunixin Meghsmine Injection when administered

wnhln a Iew minutes. Do not use in horses showing
¥ to flunixin

Cattle: There are no known contraindications 1o this drug
in catle when used as directed. Do not use in animals
showing hypersensitivity to flunixin meglumine. Use
judiciously when renal impairment or gastnic uiceration
are suspected.

RESIDLIE WARNINGS: Cattle must not be slaughleted
fot humnan consumption within 4 days of the last
treatment. Miflk that has been laken during
trestment and for 36 hours aftas the last

y with other drugs have not been conducted.
Drug compam:iliry should be monitored closely in patients
requiring adjunctive therapy

Cattle: Do not use in bulls intended for breeding, as
reproductive etects of Flunixin Meglumine Injection in
these classes of cattle have not been investigated. NSAIDs
are known to have potential effects on both parturiion
and the estrous cyde. There may be a delay in the onset of
estrus if flunixin is administered during the p iandi
phase of the estrous cycle. The effects of flunixin on
imminent parturition have not been evaluated in a

must not be used for food. Not for use in dry

dairy cows. A withdrawal period has nol been

established for \his product in preruminating

calves. Do not use in calves to be processed for

veal. Not for use in horses intended for food.
PRECAUTIONS As a class, cyclo-oxygenase inhibitory
NSAIDs may be associated with gastrointestinat and renal
foxicity. Sensitivity 10 drug-associated 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.

4

study. NSAIDs are known 10 have the potential
to delay partunition through a tacolytic effect. Do not
exceed the recommended dose.

SAFETY Horse: A 34old intramuscular dose of 15 gt ol
body weight daily for 10 consecutive 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; 1.5 mgAb daily Tor 10 days, and 2.5 mg/ib
daily for 5 days produced no changes in blood or urine
parameters, No injection site irritation was observed
foliowing intramuscular injection of the 0.5 mg/lb
recommended dose. Some irritation was observed

5

following a 3-fold dose admini di lart
Cattle: No flunixin-related changes {adverse reactions)
were noted in cattle administered a 1X {2.2 mg/ikg; 1.0
mgAbi dose for 9 days ithree times the maximum dinical
duration). Minimal toxicity manifested itself at moderately
elevated doses (3X and 5X} when flunixin was
administered daily for & days, with occasional findings of
blood in the feces andfor urine. Discontinue use if
hematuria or fecal blood are observed.

ADVERSE REACTIONS tn horses, isolated reports of local
ions foltowing intr: injection, p ly in
the neck, have been received. These include localized
swelling, sweating, induration, and stiffness. In rare
instances in horses, fatal or nonfatal clostridial infections
or other infections have been reported in association with
intramuscular use of flupixin meglumine injection. In
horses and cattle, rare instances of anaphylactic-like
reactions, some of which have been faial, have been
reported primarily following intravenous use.
HOW SUPPLIED Flunixin Megiumine Injection, 50 mg/mL,
is available in 100 mL and 250 mi multiduse vials.
Store between 2° and 30°C (36" and 86°F).

REFERENCES
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flunixinin bovine plasma and pharmacoklnellcs
after single and repeated doses of the drug. Am J

3

Vet Res. 1995,56:489-495.
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Pharmacokinetics of flunixin meglumine in lactating
cattle after single and multiple intramuscular and
intravenaus administrations. Am J Vet Res.
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§. Hardee GE, Smith JA, Harris S). Pharmacokinetics of
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Store between 2° and 30°C {36° and 86°F).

Trademarks are property of
WX Anirnal Health, Inc.

Manufactured by
WX Animal Health, Inc.
St. Joseph, MO 64503
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FLUNIXIN MEGLUMINE

INJECTION
50 mg/mL

12 x 100 mL

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

INJECTION
50 mg/mL

12 x 100 mL

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

IVX Animal Health Ml!mm

St. Joseph, MO 64503

FLUNIXIN MEGLUMINE

INJECTION
50 mg/mL

12 X 100 mL

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

IVX Animal Health I

St. Joseph, MO 64503 !illuulll .




FLUIKIN MEGLUMINE

INJECTION
50 mg/mL

12 X 250 mL
LOT NO: EXP:
STORE BETWEEN 2° AND 30°C (36° AND 86°F)

VX Jnimal fea™ 1

St. Joseph, MO 64503

FLUNIXIN MEGLUMINE

INJECTION
50 mg/mL

12 X 250 mL

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

VX Animal Health “

St. Joseph, MO 64503 Mﬂﬂlm

FLUNIXIN MEGLUMINE

INJECTION
50 mg/mL

12 x 250 mL

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

VX Animal Health ml‘ l!ll

St. Joseph, MO 64503
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RESIOUE WARNINGS: Cattle
st nat be staughtered for human
consumption within 4 days of the tast
treatment. Milk that has been taken
during treatment and for 36 kours
after tha tast Ureatment must not be
ued fox food. Mot for use in dry daity
cows. A withdrawenl periad bes not
betn established fox this product in
preruminating caives. Do ot use in
calves to be processed for veal Nat
for use in horsses inmnded for food.

Sters betweew 2° and 30°C
{36° and B6°R.

250l
[ R W
50 mg/mL

Banamine®

FUNINMESUMNG
Injectable Solution
Veterinary :

Cavtion: Federal law rustricts this drog 2 ase
o on the enfes of 4 Siconaed vtarimevian,
101478, Approved by FDA. -

[77] Schering-Plough Animal Healih
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NADA #101-479, Approved by FOA.

Banamine®
(FLUNIXIN MEGLUMINE)

Injectable Solution

T R aw .

-~

50 mg/mL
Veterinary
For intravenous or lntramuscular
" Use in Horses, and for Intravenous
Use in Beef and Dairy Cattle.

Not for Use in Dry Dairy Cows
‘ , and Veal Calves.

CAUTION Federal Iaw restricts this drug © use by or on the
order of a licensed veﬁmnatim

DESCRIPTION Each miditer of BANAMINE Injéctable Solution

5ampr

INDICATIONS  Horse: BANAMINE lajectable *Solution is
recommended for the alliviation of inflamunation” and ain
associated with musculoskelstal disorders in the horse.

-l

contains flanbin meglumise equivalent 1 50 mg flutcn, 01 mg mmhmﬁmfw pain axsocited!

edetate disodium, 25 my sodium formakdeiyde sulucate. ADmg gy BANAMINE injeciabe Souion ¢ inicaied for the
.ﬁaﬂunolamme. 2072 mg propylene ; 5.0 mg phenol s et of with bavine resp -

preservative, bydrochloric acid, water for i njectian gs. endotoremia md acute bovine BANAMnmlui B

PHARMACOLOGY Flupixin meglumine is a patent, noa-narcotic,
nonsteraidal, aualn;sk W;'?;":W with aml-mf‘:‘ammm:y aad
antipyretic activity. it more potent than

meperidine, and codeine as an ansigesic in the mwastpnwm

Horse: Punixin is four times as potant on & mg-per-my basis

as phe utazone as measured by the reduction in lameness

in the horse. Plasma half-Sfe in horse serum is 46 hours

a single dose of 11 mg/kg. Messurable amounts are

Solution is alsa indicsted for the control of inflammation in
endotoxemia.

DOSE AND ADMINISTRATION Hm The recommended dase
for musculoskeletal disorders is Ojumpetpand(l mL{100 lbs)

'{mdymhtmmhm

be given by intravenous
o intramuscular i and repeated fatwhﬁdanmd’m
shnwnnsetolmvnyls within 2 hours. Peak responss occurs

hatween 12 and 16 hours and duration ef activity is 24-36 hours.
chb mlwmplmmalﬂhnunzasdn[ recommended dose r the alleviation associated
Cattle: Funixin meglumine is a wea (DK"5 82)' which eun‘l:ﬂ colic s 0.5 mg per pound of Mdmt_ hmmm,:l

exhibits a high degree of plasma protein binding {ap mxnnate!y
99% ).2 However, free (unbound) drug appeats 10 readily partition
tissues (Vg predictions range from 7m782mU R

 wateris appmxunatdyeqmnosm mLikg)! In mtle
eutmnmonmrs primarity through bifiesy excretion. This may,
3t least in part, exphain d\emrirnenee of muitiple peaks in the
blood concentration/time profile folowing IV administration.®
in healthy cattle, totel body clearance has been reported to

administration is recom pmnpmﬁcf Clinical studies
show pain is afleviated in less thaa 15 minutes in many cases.
Tmamentmaybaupemdwbensmnfwl‘cmwm
clinical studies approximately 10% of the horses required one
ditional trestments. The cause af colic should be

Cottte:
with bovine respiratory diséass and endotaxemia and control of

range from 90 to 151 mL/kg/hc?¢ Thess studies also report a large andatseemi mg/th:
discrepancy between the volume of distribution at steady state '{"::2 mlpef?m fhs) of Mﬂfw&z‘z ml’:'ﬁ :u]avum
N and the volume of distribution assoclated with the terminal 4 iceation either once a day 2s a single dose or divided into

Jtm(\l . This discrepancy appears o be attributable
to extend imination from a deep compartment. The
terminal half-fife asbeendmmbvaryﬁ'omSMm 812 hours»*
Punixin persists in mrﬁammatwy tissues® and is associated
with anti-intlammatory which exand well beyond the
riod associated wnh otectable plasma drug concentratians.**
ese observations account for the ‘counterclockwise hysteresis
associated with flunixin's pharmacokinetic/pharmacodynamic
relationships.®
Therefore, -prediction of drug concentrations based upon the

two doses administared at [2-hour intervals for up to 3 days. The
total dilm dose should not exceed 2.2 mg/kg (1! 0 mgm:) of body
weight. Avoid rapid i mtmm administration of the drug.

The recommended dose for actte bovine mastitis is
2.2 mg/kg (1mg/th;Zmi per 100ths) of body weight given ance
by intravencus administration.
CONTRAINDICATIONS

Horse: There are no

. - contraindications ta this drug when wsad as divected. Intr-artarial

injection shoukf be avoided. Horses inadvertently injécted intra-

estimated plasma terminal efimination haif-iile will likely arterially can show adverse reactions. Signs can be ataxia,
underestimate both the duration of drug action and the incoordination, hyperventitation, hysteria, and muscle weakness.
concentration of drug remaining at the site of activity. Signs are transient and disappear without antidotal medication

: within a few minutes. Do nat use in harses showlng hypersensitivity
to flunixin meglumine.
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_act/a; There are no knewn cntraindications to this drug in
cattie when used as directed. Lo not use in animais showing
hypersensitivity to Hunixin meglumine. Use judiciously when
renal impairment or gastric ulceration are suspected.

RESIDUE WARNINGS: Cattiz 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 treatmant must not
be usad lor lood. Not lor use in dey dairy cows. A
withdrawal peciod has not been established. for this
product in preruminating catves. 0o not use in calfves
}o bfe p:incessed for veal. Not for use in horses intended
of jo0d.

PRECAUTIONS As a class, cyclo-oxygenase inhibitory NSAIDs
may be associated with gastrgintestinal and renal tuxicity.
Sensitivity 10 drug-associated adverse elfects varies with the
individual patient. Patients at greatest risk lor renal taxicity are
those that are dehydrated, on cogcomitaat diuretic therapy, ar
those with renal, cardigvascular, and! or hepatic dysfunction.
Since many MSAIDs possess the polential 0 induce
.?astminmstinal ulceration, concomitant use of BANAMINE
njectable Solution with other anti-inflammatoiy drugs, such as
other NSADs and corticosteraids, should be avoided or clogely

monitored, .
Horse: The effect of BANAMINE injectable Sclution on

pregaancy has not been determined. Studies to determine -

activity ot BANAMINE fnjectable Solution when administered
concamitantly with other drugs have not heen conducted. Orug
campatibility should be monitored closely in patients requiting
adjunctive therapy

Cattle: Do nat use in balls intended for breeding, as reproductive
effects of BANAMINE Injectable Selution in these classes of
cattle have not been investigated. NSAIDs are known 1o hiive
potential effects en both parturition and the estrous cycle.
There may be a.delay in the onget of estrus if funixin is
administered during the prostaglandin phase of the estrous
cycle. The effects of flunixin on imminent parturition have not
been evaluated in a controlled study. NSAIDs are known to
have the potential lo defay partudition through a tocolytic
eftect. Oo net exceed the recommended dose.

SAFETY Horse: A 1-fold intramuscular dose of 15 mgith of
body weight daily for 10 consecutive days was safe, No
chal;?as were observed in hematology, serum chemistry, or
urinalysis values. Intravenous dosages of 0.5 mg/lb daily for
15 days; 1.5 mgAb daily for 10 days; and 2.5 mg/tb daily for
5 days produced no changes in blood or urine parameters. No
injection site iitation was observed following intramuscular
imjection of the 0.5 mg/lb recommended dose. Some imitation
was observed following a 3-fold dose administered intramuscufardy
Cattie: No flunixin-reiated changes {advesse reactions) were
noted in cattle administered a 1X (2.2 mglkg: 1.0 mg/Ib) dose
- for 9 days {three times the maximum clinical duration).
Minimal mxicm manifested itsell at moderately elevated dosas
(3X and 5X} when flunixip was administered daily for 9 days,
with. occastonal findings of blood in the feces and/or urine.
Discontinue use if hernaturia or fecal blood are absarved.

ADVERSE REACTIONS In horses, isolated reports of kocal
reactions follawing intramuscular injection, particufarly in the
neck. have been received. These include localized swelling,
sweating, induration, and stiffaess. In rare instances in horses,
fatal or nonfatal clostridial infections or other infections have

been reported in association with intramuseular use of
BANAMINE njectable Solution. In horses ‘and cattle, rare

~ instances of anaphylactic-like. reactions, seme of which have

been fatal, have beenreportad, primarily following intravenous uss,

HOW SUPPLIED BANAMINE Injectable Solution, 50 mg/ mi
is available in S0-mL (NOC 0061-0851-02), 100-mi
{NOC 0061-0851-03), and 250-mL {NDC 0061-0851-04)
multi-dose vials. _

Stare between 2° and 30°C (36° and 86°F).
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Injectable Solution
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Each mL contains: flunixin 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 g.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
preruminating calves. Do not use in
calves to be processed for veal. Not for

use in horses intended for food.

Read accompanying directions carefully.
Stare between 2° and 30°C (36° and 86°F).
Copyright © 1985, 1996, 1998, Schering-Plough Animal

Health Corp., Union, NJ 07083.
All rights reserved.

13502153 Rev. 5/97

3 061~-0851-03 1

B | )

(FLUNIXIN MEGLUMINE}

Injectable Solution
Veterinary

e
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Banamine

{(FLUNIXIN MEGLUMINE)

Injectable Solution
Veterinary

For intravenous or intramuscular
use in horses and for intravenous
use in beef and nonlactating
dairy cattle only. Not for use

in lactating or dry dairy cows.
Not for use in veal calves.

Il

100 mL

Multiple-Dose Vial |
50 mg/mlL |

Sterile

NDC 0061-0851-03

Banamine

(FLUNIXIN MEGLUMINE)

Injectable Solution

Veterinary

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

NADA #101-479, Approved by FDA.
772) Schering-Plough Animal Health

{

Banamine

{(FLUNIXIN MEGLUMINE)

Injectable Solution
Veterinary

For intravenous or intramuscular
use in horses and for intravenous
use inbeef and nonlactating
dairy cattie only. Not for use

in lactating or dry dairy cows.
Not for use in veal calves.
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Each mL contains: flunixin meglu-
mine equivalent to 50 mg flunixin,
0.1 mg edetate disodium, 2.5 mg
- Hium formaldehyde sulfoxylate,

mg diethanotamine, 207.2 mg
propylene glycol; 5.0 mg phenol as
preservative, hydrochloric acid,
water for injection g.s.

RESIDUE WARNINGS: Cattle
must not be staughtered for human
consumption within 4 days of the
last treatment. Not for use in
jactating or 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
for use in horses intended for food.

Read accompanying directions carefully.

Store between 2° and 30°C (36° and 86°F).

Schering-Plough Animal Heaith Corp., Union, NJ 07083
Capyright © 1985, 1996, 1398, Schering-Plough Animal
Health Corp. All rights reserved. 17377426 Rev.6/97
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Banamine

(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.

NDC 0061- 250 mL
0851-04 Multiple-Dose Vial
Sterile 50 mg/ mL

Banamine
(FLUNIXIN MEGLUMINE)

Injectable 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
drug to use by or on the order of a
licensed veterinarian. -

NADBA #101-479, Approved by FDA.

™

Smering-Plough Animal Health

Banamine

(FLUNIXIN MEGLUMINE)
Injectable 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 daity cows.
Notfor use in veal calves.



