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Nufior:

(FLORFENICOL)

Injectable Solution
300 mg/mL

For Intramuscular and
Subcutaneous Use in Cattle Only,

CAUTION Federal luw restrecty tis druy Lo use by ur on the onder of @ heensed vetennarian
DESCRIPTION NUFLOR Injectable is & zolution of the synthetic antikinnc flarfenicol. Each millifiver of
sierile NUFLOR Injactabie Salution containg 300 mg of finrfenicel, 250 mg n-methyl-2-pyrrolidonn,
150 mg propylene glycol. and palyetiyiene glyeol ga.

CLINICAL PHARMACOLOBY The phasmacokinetic disposition of NUFLOR Injectabila Solution was
evaluated in faeder calves fnllmaing single imtramuscular adminiztration &t the ecommanded does of
20 mg/kg. NUFLOR Injectebis Solution was alsp sdministared intravencusly to the same cattls in
prder to cabeulate the velume of distribution, clearance, and percant beoavaslobifity’ (Table 1),

TABLE 1. Fharmecokinetic Parameter Values for Florfenscol Following
IM Adeinistrotion of 20 mg/kg Body Weight 1o Feeder Calves (n=10]

Paramator Mudian Range
G, (gimL) 3o 143 - 560
Toxaa 1] 133 0.75-8.00
Tz (hr} 18.3** B.30-44.0
AUC (e =min/mlL) 4242 3200 - 6250
Rinavailability (%) 06 58.3- 106
Vit (Likgl*** 077 0.68-0.85
Cly (mLfmin/ig** 75 a7 -43
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Forfenical was detectabla in the serum of mast animats throegh 60 hours after intramuscular admin-
lztration with & mean concantratinn of 013 pa/ml. The pratein binding of feclenicel was 12.7%, 13.2%,
end 18.3% at serum concentrations of 0.5, 3.0, and 18.0 yg/mL, respectively.

MICROBIOLOGY Florfenicol is o synthetic. broad-spectrum antibiotic active against many gram-
neqative and gram-pasitive bacteria isalated from domestic animale It acts by hinding to the 505
ribogomal subunit and inhikiting bacterial protein synthesiz. Florlenicol is generally considersd
& becteriostatic drug, but exhibits bactericidal activity against certain bactenal strains. fn wire and
1 vive activity has been demonstrated against commenty isolated pathogens involved in bovine jes-
piratary disaasa (BAD) including Mannbeimis hasmalrica, Pastecreds muftocids, and Mistaahius
o (farmerly Haemaphifier samnies), Clinical studies confirm the efficacy of Horfenicol apainst
bovine respiratory disease as well os agamst commonly isolated bacterial pathogens in bovine inter-
digital phlegmon meluding Fusebactermen necrophorum snd Bactormies malmmogenios.

The minkmusm inhibitary concantrations (MICs) of forfenical for BRD organisms ware daterminad using
isolates obtained from natural infections from 19240 to 1953, Tha MICs for interdigital phiagmon ongan-
s weve determined uging isokates oblsmed fram notural nfectons from 1973 to 1997 (Table 2}

TABLE 2. MIC Vialuns® of Flarfanical Against Racterial (solates Fram Matural Infaction of Cattla

Isalate MIC"™ MICa**

{ Oeganism  Numbars piml) fpgiml} |
Yo R

haamalyt 358 050 100
FPastourolly

mutocids 350 N&0 n50

; SO

(Hoemopinius somomus) BG 025 050
Fuznbactarism

mecromhorm 3 0.5 025
Bactorpides

b T T e 20 025 025

* Thi Corrgiation Betwedn 1 ja witrp Dustegtibed ity dets JMT vwuead snd clinical
reapanse ha net been determened
** The minknum inkibinary concsatratisn far S0% srd 505 of e holen

INDICATIONS NUFLDR Injectable Sobution is indicated for treatment of boving rospiratory disase
(BRO), associated with Mannbeimis hsomolytics, Pastewrella muftocida, and Mistophilus somnf
(Haemaphilus somaus), and for the treatment of hevine interdigital phisgmnn (foot rot, acwta interdig-
itel necrobecillosis, infectious pododermetitis) associated with Fusabacterum mecrophorum end
Bactorordes melaningogenioas, Alsg, itis indicated Tor the control of respiratary disease in catthe at high
rick of develaping BRO assaciated with Maanbeimis hapmofitica, Pasreurally mofmcids, and
Histophitus somey (Heemophilus sammzs)

RESIDUE WARNINGS: Animals intended for human consumption must not be slaughtzred
within 28 days of the lasl intramuscular treatmenl. Animals intended for human consump
tion must nat be staughtered within 38 doys of subcutaneous treatment. Da not use in
famale dairy cattie 20 manthe of age or ofder. Uza of fodanicol in this class of cattie may
cause milk residues. A withdraws| period has not baen established in preruminating calves,
Do not wse in cabves 1o be processed for vead

WARNINGS: NOT FOR HUMAN USE. KEEP OUT OF REACH OF CHILDREN. This product conlaing
materials that can be irmitating o skin and eyes Avoid direct contact with skin, eyes, and clothing |n
caza of accidantal eye exposure, flush with water tor 15 minutes. In caza of accidsntal skin meposure,
wash with seap and waler. Remove contamingted clothing. Consult a physician if imitation persists,
Accidental imection of Whis product may cavse lecal irritabion, Consult a physician immediately, The
Material Safery Dato Sheet (MS05] containg mone detailed eccupational safety information

For customar zarvice, advarss affacts raporting, and/or a copy af the MS0S, call 1-800-211-3573

CAUTION Mot for use i catile of breeding age. The effects of florfenicol on bovine reproductive per-
farmance. pregnancy, and loctation have not been determined. Intramusculor injection may result in
Incal tissus reactinn which persists heyond 28 dayvs. This may rasult In trim loss of adible thiesus at
slaughter. Tizsus raaction at injection sites other than the neck iz likaly to be mone severe

ADVERSE EFFECTS nappetimce, decroased water congumption, or dearrhea may sccur transiently fol
Ipwing treatmant

TOXICOLDGY A 10X safety study wes conducted in feader calves, Twa intramuscular injections of
200 my/kg were administered ot o $8-hour interval. The calves were monrored for 14 days after the sec-
ond dose, Marked anorexia, decreased water corsumplion, decreased body werght, and increased serum
arymes wera nhserved fllowing doge adminlstration, These effacts resohved by the and of the study
A X, 3X, and 5X (20, B0, and 100 mglkg) safety study was conducted in feeder calves for X tha
duretion of treatment (8 injections et 48-hour intervals). Stight decrease i feed and water consump-
tien was observed in the 1X dose group. Decreasad feed and water consumplion, body weight, urine
pH, and increaced serum enrymes, ware ahzervad in the 3X and 5X dosa groups. Dapression, ot
stoel consistancy, and dehydration ware also observed in some animals (most fraguently &t the 3X and
X dose levels), pnmanly megs the end of dosing.

A d3-day contralled study was conducted in hoalthy cattle 10 evaluate effects of NUFLOR Injectable
Selition administered at the recommanded doss on feed consumption. Altheugh 2 transient decreass in
feed canzumption was obsarved, NUFLOR Injectable Saluticn administration had na lang-term effect
on body weight, rate of gain, or feed consumption.

DOSAGE AND ADMINISTRATION For traatmant of bovine respiratory diseaze (BRO) and
boving intardigital phlagman (foot rot): NUFLOR Injactable Selution shoold be administarad by
intramuscular njection to cattle et @ dose rate of 20 mglky body weight (3 mL/ 100 tbs). A second doss
should be admenistered 48 hours later, Alternatively, NUFLOR Inpectoble Solutron can be sdmanrstered
by & single subcutanaous injection to cattie o1 & dose rate of 40 mg/kg body weight (6 m1/ 100 lbs). Da
nat admministar mare than 10 mL at sach site. The injection shauld ha givan cnly in the neck.
NOTE: Intramusculer injection may result in local tissue resction which persists beyond 28 days. This
may resultin nm less of edible tissue at stoughter Tissue reaction of injection stes other than the
nack Ig fikely to ha mare severs

For control of rezpiratary dissaza in cattle at high-risk of developing BRD: NUFLOR Injectahia
Solution should be administered by & single subcutanepus injection to cettle et & dose rate of
40 mg /g body weight |6 mL! 100 fsl. Do not ademinister more than 10 ml &t gach site, The injection
should be given only in the neck
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Clinical improvemant should be evidant in mast treated subjects within 24 hours of initiation of trest-
ment. Il a peeitive respanse i nat nated within 72 hours of inktiation of treatment, the diagnozis
should be re-evalusted.

STORAGE CONDITIONS  Store betwean 2°-30°C [36°-86°F), Refrigeration ks not required, The solu-
tinm i Hight yellow ta straw cobared. Color doez not affect potancy.

HOW SUPPLIED MUFLOR Injectable Solution i3 packeged i 100 mL (NOC O0S1-1116-04), 250 ml
(NDC 0061-1116-06], and 500 mL {NDC 0061 -1116-06} glass sterile multipbe-dose vinks.

REFERENCE 1. Lobell RD, Varma K., et al. Pharmacaokinstics of florfenico! fallowing intravanaus and
intramuscular doses fo cattle. J Het Pharmace! Therap, 1994,17:253-258,
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WHEN DOES
IT MAKE SENSE
TO TREAT FOR BRD?

When bacterial populations
are small?



BACTERIAL POPULATIONS CAN
DOUBLE EVERY 30 MINUTES

NUFLOR  ANTIBIOTIC ACTS FAST TO KEEP
BACTERIA FROM MULTIPLYING.

Iin a 24-Hour Period, One Bacterium Can Grow to Trillions

The key to successful BRD treatment is quick action. That's why NUFLOR is so effective.
If even one bacterial organism gets into the lungs, within 24 hours, there could be trillions
causing lung tissue damage and producing toxins that spread throughout the body.

Successful BRD Treatment Starts Early with NUFLOR Antibiotic

PN - You don't have to wait for NUFLOR to start working. Within 30 minutes, NUFLOR
Or when “IEY number : & i Tk e ' reaches minimum bactericidal concentration (MBC) and reaches peak concentrations in
in the trillions? et A T T about an hour.

® NUFLOR begins killing bacteria within 30 minutes*
¢ NUFLOR reaches peak concentrations in about one hour

CAN YOU AFFORD TO WAIT FOR
YOUR ANTIBIOTIC TO KICK IN?

Do not use in female dairy cattle 20 @
months of age or older, as use in lactating (FLORFENICOL)
dairy cattle may cause milk residues. Not

for use in cattle of breeding age. Do not The One Cattlemen
use for calves to be processed for veal. Count On
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