


FREEDOM O F INFORMATION SUMMARY 

1. GENERAL INFORMATION. 

a. File Number ANADA ?a0-308 

b . Sponsor: Norbroak Laboratories, Ltd . 
Station Works 
Newi-y BT35 6J'P 
Northern Ireland 

Drug Labeler Code: 055529 

c. Established Name : Fltirnixin nieglumme 

d . Proprietary Name: 17hinixin Injectable 

: e . Dosage Form: Injectable 

f. How Supplied : 50 mi, 1(30 ynL, and 250 nal, multiple dose 
vials 

g . How Dispensed: 

h. Amount of Active Ingredients : Each miliiliier contains flUnixin meglumine 
equivalent to 50 -n1g fltcnaxin 

i . Route of Administration : Horse : Intramuscular or intravenous 
Cattle : intravenous 

, j . Species/Class : Horse and cattle 

k. Recommended Dosage : Horse; 0 .5 mg/pound (1 mL./1t10 ibs) of 
body weight once daily. 

Cattle : 1 .1 to 2.2 mg/kg (0.5 to 1 nag, lb ; 1 
to 2 i~-iL per 100 lbs) of body weight once a 
day as a single dose or divided into two 
doses administered at 12 hour intervals . 

1 . Pharmacological Category : Non-narcotic, non-steroidal, analgesic,, 
anti-in flanirnaioty, and antipyretic . 





Based on the formulation characteristi :s of the gen 
granted a waiver from the requirement of an in viv( 
product Flunixin Injection . The generic product is 
the same active ingredients in the same concentrati 
product, and contains no inactive' ingredients that n 
the active ingredient . The pioneer product, BANA: 
Solution ; the subject of 'Schering-Plough Animal H 
approved for use in horses on August 2. 1977 and a 
cattle on May 6, 1998 . 

3. H"IA.N SAFETY. 

0 Tolerances for Residues : 

The tolerance established for the pioneer pr( 
tolerance 125 parts per billion (ppb) is estab 
(the marker residue) in the liver (the target t 
in milk under 21 CFR 556.286 . The accept, 
residues of flunixin nzeglumine is 4.72 micr 
per day (21 CFFd SSEi .286). 

e Withdrawal Times : 

Because a waiver of the in vivo bioequivalei 
times are those previously assigned to the pi 

The withdrawal time is four days in cattle ai 
treatment and for 36 hours after the last treai 

" Regulatory Method for Residues : 

The procedure for the determination of fluni 
performance liquid chromatography (HPL,C; 
on file at the Center far Veterinary Medicine 
MD 20855. 

4. A G'EiYCF CONCL USIONS 
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RESIDUE WARNINGS: For intravenous or intramuscular use 
Cattle must not be slaughtered for in horses and for intravenous use in 

beef and dairy cattle, Not for use in dry human consumption within 
4 days of the last treatment. Milk dairy cows andveal calves . 
that has been taken during 
treatment and for 36 hours after R Read accompanying directions for use . unixin Injection the last treatrnern must not be used 
for fond . Nat for use in dry dairy 
cows . A withdrawal period has not 
been established for this product 
in preniminating calves, Do not use 
in calves to be processed for veal. 
Not far use in horses intended far 
food . 

Store between 2° and 30°G 
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Cautlon 
Federal law restricts this drug to use I 

Description 
Each miIINiter of Runixin Injection con 
2 .5 mg sodium formaldehyde sulphox 
preservative, hydrochloric acid, water 

Pharmacology 
Flunixin meglumlne is a potent, non-ii 
activity, It Is significantly more patent 
paw test. 
Norse : Runlxin is four Urn6s as potan 
tameness and swelling in the horse . I 
Measurable amounts are detectable h 
Catde~ Runixin meglumine is a weak 
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must not be slaughtered for human 
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r u so Read accompanying directions carefully. 
`e °° Store between 2° and 30°C 

(36' and E8°F) . 

copy*t a (1sas: zoo31 
sdierkso-Plough apnW Haenh Corp, 
Union, NJ o7083. 
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i repartad in associaCion with intramuscular use of IA(NlNE lnjectable Solution . ¬ n horsas and cattle, rare mces of anaphytaciialiks reactions, same of which have fatal, have been reported, primarily following intravenous use. V SUPPLIED BANAM1Nr In j'ectable Solution, 50 mg/ ml; available in 5p-mL (~IpC Opfi1_Q851-02) 1Q0-mL , 0061-0851-03J, and 2b0-mt (NOC 0061' .0851-04) i-dose vials . 
o- between 2° and 3Q°C (3&° and 86°F) . 
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