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*Data on file

Observe label directions and withdrawal times. Federal law restricts this drug to use by or on the order
of a licensed veterinarian. For use in beef and non-lactating dairy cattle only. Not approved for use in
female dairy cattle 20 months of age or older, including dry dairy cows. Animals intended for human
consumption must not be slaughtered within 28 days of the last intramuscular treatment or within 33 days
of subcutaneous treatment. Do not use in calves to be processed for veal. Intramuscular injection may result
in local tissue reaction which may result in trim loss at slaughter. See product labeling for full product
information, including adverse reactions.
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Bovine Respiratory Disease (BRD) is the most common and
costly disease affecting the beef cattle industry. BRD (also
referred to as Shipping Fever) is associated with infections of
the lungs causing pneumonia. This condition is often seen in
stressed and high risk cattle. BRD is often reported as the main
cause of morbidity (sickness) and mortality (deaths) in feedlots.

BRD is a multi-factorial disease that involves an interaction
between several factors, including:

® Environmental factors such as transport, co-mingling,
crowding, weather fluctuations, etc.

@ Infectious agents including:
® Bacteria
® Viruses
® Parasites

. What is Norfenicol® Injectable Solution?

Norfenicol Injectable Solution is a broad-spectrum,

o fast-acting injectable antibiotic containing florfenicol.
Norfenicol contains the same active ingredient and is
bioequivalent to Nuflor® (florfenicol).

D. What is Norfenicol® indicated For?

Norfenicol is indicated for treatment of bovine

A ° respiratory disease (BRD) associated with M. haemolytica,
P. multocida, and H. somni - the three primary bacterial
pathogens associated with BRD. It is also indicated
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for the control of respiratory disease in cattle at high
risk of developing BRD associated with M. haemolytica,
P. multocida, and H. somni.

Norfenicol is also indicated for the treatment of
bovine interdigital phlegmon (foot rot, acute
interdigital necrobacillosis, infectious pododermatitis)
associated with F. necrophorum and B. melaninogenicus.

What makes Norfenicol® effective
when treating BRD?

e Norfenicol is a broad-spectrum, highly effective
antibiotic that inhibits bacterial protein synthesis.
Norfenicol has both bacteriostatic and bactericidal
activity against the major pathogens of BRD. In
addition, it has a high volume of distribution allowing
it to get to the site of infection for effective treatment
and control of BRD.

How quickly is Norfenicol® absorbed
and distributed to the site of
.infection‘?

Norfenicol reaches therapeutic levels quickly -
usually within 30 minutes after adminstration.
Florfenicol remained therapeutically active in

the blood through at least 60 hours (2.5 + days).
The fast absorption delivers rapid onset of action.

Mean Plasma Concentrations of Florfenicol [ppm] in Cattle Following a Single SQ
Adminstration at an Approximate Dose Rate of 40 mg florenicol/kg Body Weight
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What are the product benefits of

Norfenicol®?
A. Norfenicol is an excellent first-choice, broad-

spectrum antibiotic for the treatment and
control of BRD and treatment of footrot.
The major benefits of Norfenicol include:

@ Shorter Sub-Q withdrawal period vs. Nuflor - For
one-dose Sub-Q Norfenicol, the withdrawal period
is 33 days (vs. Nuflor at 38 days) prior to slaughter. For
two-dose IM Norfenicol, the withdrawal period is 28
days prior to slaughter.

® Enhanced Product Characteristics — Tests show that
Norfenicol is less viscous and more syringeable than
Nuflor, allowing for easier use and administration.

Pathogens

Fusobacterium | Mycoplasma
Bacteroides bovis

Treat BRD

® New Plastic Bottles — Norfenicol is the only inject-

able cattle antibiotic sold in the U.S. that is packaged Indications ICORUOIBRDEE! Control BRD | Treat BRD
in unbreakable plastic bottles. No more “protective |  EEEEEEEEEEEEREEEE - - - - - - - - - - - - -
sleeves” to deal with and no more expensive product Treat Footrot
. . 38 Days (S
losses due to breakage Withdrawal Sy pufiy e -______V._(-gz_- 44 Days (SQ)
® Flexible Sub-Q Dosing to fit your management 28 Days (IM)

practices Dose (SQ)

6 mL/cwt 6 mL/cwt

® High Risk Cattle - Norfenicol can be used in 3
’ ° ) ' IM mL/cwt repeat N/A
high-risk cattle entering a feedyard. A single Dose (IM) 48 hrs later !
6-mL/100 Ibs. Sub-Q dose on arrival quickly mLs Per 10 mL 15mL
and effectively helps reduce morbidity and Injection Site
mortality rates. Florfenicol
Concentration 300 mg/mL 300 mg/mL

® Hospital Treatment - Norfenicol, either at
one dose Sub-Q at 6 mL/100 Ibs. OR two doses Bottle
Intramuscular (IM) at 3 mL/100 Ibs., two days Composition
apart, quickly provides effective relief from BRD.

Plastic Glass Glass

Norfenicol Injectable Solution Dosage Guide

Can Norfenicol® be used in lactating

] .
dairy cows?
A Do not use in female dairy cattle 20 months of age or

Recommended older or in calves to be processed for veal.

Injection
Location

D How is Norfenicol® supplied?

°
Norfenicol Injectable Solution is |
A packaged in 100 mL, 250 mL, and

Do not inject 500 mL plastic bottles.

more than 10 mL
per injection site
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Norfenicol

@® Fast Therapy - Reaches therapeutic levels within 30
minutes after injection that promotes faster recovery
from BRD and footrot.
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ANIMAL M 5C consumption, or dinrrhea may occur transiantly Natural Infactions of Catila ™
WEIGHT (lbs) w.“unm_“.“um_w mn__..._umhm.mur follawing treatment, ; - : . r .
= R m m Inbatind Year ol - s
& Body Weight (mLJ| Body Wei CLINICAL PHARMACOLOGY: The pharmacak [VoC," ac,
| | = The pharmacokinalic : {
PR i Pty e disposition of flarfenical injectable solution was | Pathogees | Ilaticn
100 kil B0 evaluated in feedor calvos following single Mamnhaimya
00 B0 120 “:E_.Eu_mnﬂ__m- (184} mn__.__mam"rmz__..ua_u".&m 1_mnE.=_.= m_mam.n_ hagmalytics 195010 1350 e 05 1
- - ose of 20 mgfkg body weight. Flordfenicol mjectable I
-_q—.n;m—.——ﬂﬂ—.a 00 a0 180 solution was also administered intravenoushy [IV] to the _u?ﬁ.,l.uqe...ﬂ.a.n 10t | ¥ | 05 | 05
Ini ble S 400 120 740 same catle in ordor to calcdate the volume of | Hstphibssomni 190 | & ws |05 |
njectable distribution, clearance, and percent bioavadabality’ Fusphactenum
. ﬂ hww M.M [Tabla 1] mecrophanm 19HnEs | 3 05 | 0
300 Em._____._..__l — - 1 s 1 TABLE 1. Pharmacokinetic Paramater Values lor J_nm_um._iu
L] 210 420 Florfenical Following IM Administration of 20 mg'kg mebrinogenicos | 197310 1997 .| = | 08
500 M0 48.0 Body Weight to Feader Calvas [n=10, ..?..iu_“.ril..?: ﬂ%ﬁiﬁun:nw._}&:i:l;
¥ § MMD mnﬂ +* Toa vt 50 41K DT 88Y 20 % ol fha mo suraptls acm, cmpacialy
For intramuscular and subcutaneous use in beef and r —
non-lactating dairy cattle only. 1000 300 B0.0 | Parameter Median Renge ANIMAL SAFETY: A 10X safety study was conducted in
Py 207" 14560 feedar calves. Two intramuscular
Mot for use in female dairy cattle 20 months of age or Recommended Injection Location : KO i mg/kg were administered at a 48-how interval. The
older or in calves 1o be processed for veal. - Tinax (hel 2113 075800 calves ware monitored Tor 14 days alter the sacond
Do not inject mora than T 204D doge, Marked anorexia, decreased water consumption,
CAUTION: Federal law restricts this drug 1o use by or on 10 mL por injection site, u - - AR decreased body waight, and increased serum enzymes
tha order ol a licensad velannarian, o0 were obsarved following dose administration. These
Clinical i i vl | 7as 1 3%, Al 5X (20,60, and 100 majkg) safety stud
DESCRIPTION: Ner 1™ Injectable Solution Iz & nical improvament shau evident in most treate an (20, 60, an mi/kg) safety study
an of the m<=_:ﬂ-__mmﬂ:7__,._._xﬂ_n__*_nﬂammm_n___.u_m.h.mn_“ 15 within 24 hours of infzation of treatment. [t a Vdss IUkg)*™ 068 - 085 was conducted in feader calvas for 35 the duration of
ter of sterile Norfenicol Injectable Soiution comaing  POSIVE rasponse is not nated within 72 hours of f 5, T P treatment (6 mnjactions at 48-hour intarvals). Slight
300 myg of finrfenicol, 250 myg 2-pyrrolidone, and glycencd Iniation of treatment. the diagnosis should be Ch imL/min/ig]*** AAT- 4.3 decrease in feed and water consumption was

formal g5 re-evalated. obsenved in the 1% dose group. Dacreased fead and

® b Eeas Coge M mirtem aninem coscmsts alins
) ) CONTRAINDICATIONS: Do nat use in animals that have * meanvakie T T il which Cougn 6 phisarved Hﬂaﬂﬂw:_smma:. _u__u”_:_._._r.__.__az.. .__“_..___a En_. “_.__"q T
INDICATIONS: Norfenicol Injectable Solution is shown hypersensitivity Ta lorfanicol, #=* [oliowing IV adminisration T 44 Botogical bal -k creased Samem enymes, were observed in the

and 5% dose groups. Depeession, soft stood consistency,
and dedydration were also obsenvad in some animals
[mst frequently at the 3X and 5X doso levels), primarily
near tha end of dosing

Florfenicol was dotactible in the serum of most ansmals A 43-day controlled study was conductad in healthy
through 60 hours after intramuscular administration te affects of Hodenicol injactable

with a mean concentration of 0.19 pg/ml. The protein solution edministerad at the recommeanded dose an
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indicated for treatment of bovine respiratory diseasa
[BRD) associated with Mannfeimia hasmalytica,
Pastewrela mufocida, and Histaphilus somni, and for the
treatment of bovine interdigital phiegmaon (foot rot, acute
intendigital necrobacilosis, infectious pododarmatitis)
associated with Fusobactenum nacrophornm and
Bacterondes melarnnepemicus. Also, i s indicated for

WARNINGS: NOT FOR HUMAN USE. KEEP OUT OF
REACH OF CHILDREN. This product contains materials
that cean be irritating to skin and m.___mm b..._
comtact with skin, ayes, and clo
accidental eye exposure, _En_t..._n: ...._EE for 15
minutes, In case of accidontal skin exposura, wash with

the cantral of respiratory disease in cattle at high risk of soap and water. Remove contaminated clothing. Consult binding of florfenicol was 12.7%, 13.2%, and 18.3% at fead consumption. Although a transient decrease in
develaping BRD associatad with Mannheimis a physician if irritation persists, Accidental injection of sorum concentrations of 0.5, 3.0, and 16.0 pafml, fead consumption was observed, florfenicol injectable
haemolytica, Pasteurella multocids, and Histophilus this product may cause local irritation. Consult a respectively. solution administration had no long-term eflect on bady
soinnd physician immediatoly. The Material Safoty Data Sheot waight, rate of gain, or feed consumption.

(M5D5] contains more detailed eccupational safety q.n:nw.n—mmﬁ -.uscﬂfa__n ol i% @ ,.u.__q___,mhﬂ. STORAGE | NFORMATION: Store at or below TT°F
DOSAGE AND ADMINISTRATION: For traatment of information. PO -3 PRACLIUM BIVENIIC SCihe S08MEL May {#5°C). Refrigeration is nat required. Excursions

Gram-pasiive bactena isakated
animals. It acts by binding to the 505
1and inhibiting bactenal protain
synthesis. Florfenicol iz generally conzidered &
bacteriostatic drug, but exhibits bactancidal activity
against cerlein bacterial spacies. In wiro studies
demaonstrate that flodfenicol is active against the bovine
respiratory disease [BAD pathogens Mannheimia
testicular degenaration and atrophy, Intramuscular hasmaohtica, Pastewnslls mutocids, and Histophilus
injection may rasult in local tissue reaction which somni, and that florfenical axhibits bactencidal activity
persisis boyond 28 days. This may resultin trim loss of against strains of M. heemalytica and B sammi Clinical
eefible tissun a1 slaughter, Tissue roaction at injection studies conlirm the efficacy of Norfenicol against BRD
sites other than the nack i ikely to be more savers a5 well as aganst commonly isolated bacterial

o - 8 pathogans in bovma imterdgital phlagman incheding
RESIDUE WARNINGS: Animats intended for human Fiokrhastaium nedrpfiesay ad Bagiridas

For customar serice, adverse elfects raparting, andfor
a copy of the MS0S, call 1-866-591-5777.

PRECAUTIONS: Mot for use in animals intended lor
beeeding purposes. The effects of forfenicol on bovine
reproductive performance, pregnancy, and lactation
have not been determined. Toxicity studies in dogs, rats,
and mice have associated the use of llorden

bovina raspiratory dizease (BRO] and bovine interdigital
phlegmon (foot rat); Morfenicol Injectable Salution
should be administered by mtramuscular injection to
cattle at a dose rate of 20 mg'kg body weight {3 mL100
Ibs). A second dose should ba admirstered 48 hours
later. Alternativaly, Norfenicol Injectable Solution can
nisterad by a singhe subcitaneous (SC) injection
to cattle at & dose rate of 40 mg'kg body weight (6

mLr 100 fisl. Do ot administer more than 10 ml at each
site, The injection should be given only in the nack.
NOTE: Intramuscular injection may result in local issua
reaction which persists bayond 28 days. This may result
intrim loss of edibla tissue 8t slaughter, Tissue reaction
at injection sites other than the neck is likely to be more

permitted up to B8°F (30°C), Briel axpesura (o
temparature up 1o 104°F (40°C) may ba tolerated
provided the mean kinetic temperature does not
excerd T7°F (25°C); however, such exposure shoukd be
minimizad, Tha solution is light yallow to straw colosad.
Color doas not affect potency.

Wsa within 28 days ol first vial punciure

HOW SUPPLIED: Norfenicol injectabba Solution is
packaged in 100 mL 250 ml. and 500 mlL steribe
multiple-dose vials.

REFEREMCE: ' Lobell RD, Varma KJ, at al
Pharmacokinetics of florfenicol following intravenous
and intramuscular doses to cattfe. J Vet Pharmacol

Qe RTD, ﬂq_.._.".__m._._.n_.__n___.n__._ st _.__.z_ b u._.n__._n...___“::“._.n .}.__._.“__._.ﬁ _m._u__“_._.ﬂ v .:.:_ﬁmﬂ_ 1S 17 253- 358,

of the last intramuzcular traatment. Animals intendad - g i = i i
For contral of respiratory disease in cattle at high-risk Tor human consum _.r__._ must ot be staughtered “r._._..u 3__.___.=__“=._ _:hﬁnaa cancentrations [MICs) of Hﬂ.:._ﬂ_um_::_ﬂm Califomia. Use Only as Directed
of developing BRD: Narlanical Injectable Sakution within 33 days of sbcutaneows treatment. This OB ArRAD S st Dplsonac.Eng Manufactured by Norbrook Labaratories Limited,

isolates obtamed from natural infections from 1530 ta
1992, The MICs for interdigital phlegmon ofganisms
ware determined wsing isolates obtained from natural
infections from 1973 to 19497 (Table 2).

should be administered by a single subcutaneous
Injection to caitle at a dose rate of 40 mg/kg body waighl
|6 mLi100ibs). Do not administer more than 10 mL &t each
site, The injection should be given only in the nack

product is not approved for wse in female dairy cattle
20 months of age or oldes, including dry dairy cows.
Uz in these cattle may cause drug residues in milk
andior i cabves born o these cows. Awithdrawal
peried has not been established in pre-ruminating
cafves, Do not use in catves to be procassad for veal
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