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<% Baytril 100

(enrofloxacin)

100 mg/mL Antimicrobial Injectable Solution
For Subcutaneous use In Beef Cattle, Non-Lactating Dairy Cattle
For Intramuscular Or Subcutaneous Use In Swine
Not For Use In Female Dairy Cattle 20 Months Of Age Or Older
Or In Calves To Be Processed For Veal
BRIEF SUMMARY:

Before using Baytril® 100, please consult the product insert, a summary
of which follows:

CAUTION:

Federal (U.S.A.) law restricts this drug to use by or on the order of a
licensed veterinarian.

Federal (U.S.A.) law prohibits the extra-label use of this drug in food-
producing animals.

To assure responsible antimicrobial drug use, enrofloxacin should
only be used as a second-line drug for colibacillosis in swine following
consideration of other therapeutic options.

INDICATIONS:

Cattle - Single-Dose Therapy: Baytril® 100 is indicated for the treatment
of bovine respiratory disease (BRD) associated with Mannhe/m/a
haemolytica, Pasteurella multocida, Histophilus somniand N

bovis in beef and non-lactating dairy cattle; and for the control of BRD
in beef and non-lactating dairy cattle at hlgh risk of developing BRD
associated with M. haemolytica, P multocida, H. somniand M. bovis.
Cattle - Multiple-Day Therapy: Baytril® 100 is indicated for the treatment
of bovine respiratory disease (BRD) associated with Mannheimia
haemolytica, Pasteurella multocida and Histophilus somni in beef and
non-lactating dairy cattle.

Swine: Baytril® 100 is indicated for the treatment and control of swine
resplratory disease (SRD) associated with Actinobacillus pleuropneumoniae,
P multocida, F philus parasuis, Streptococcus suis, Bordetella
bronchiseptica and Mycoplasma hyopneumoniae. Baytril® 100 is indicated
for the control of colibacillosis in groups or pens of weaned pigs where
colibacillosis associated with Escherichia colihas been diagnosed.

Use within 30 days of first puncture and puncture a maximum of 30
times with a needle or 4 times with a dosage delivery device. Any product
remaining beyond these parameters should be discarded.

RESIDUE WARNINGS:

Cattle: Animals intended for human consumption must
not be slaughtered within 28 days from the last treatment.
This product is not approved for female dairy cattle 20
months of age or older, including dry dairy cows. Use
in these cattle may cause drug residues in milk and/or
in calves born to these cows. A withdrawal period has
not been established for this product in pre-ruminating
calves. Do not use in calves to be processed for veal.
Swine: Animals intended for human consumption must
not be slaughtered within 5 days of receiving a single-
injection dose.

HUMAN WARNINGS:

For use in animals only. Keep out of the reach of children. Avoid
contact with eyes. In case of contact, immediately flush eyes with copious
amounts of water for 15 minutes. In case of dermal contact, wash skin
with soap and water. Consult a physician if irritation persists following
ocular or dermal exposures. Individuals with a history of hypersensitivity
to quinolones should avoid this product. In humans, there is a risk of
user photosensitization within a few hours after excessive exposure
to quinolones. If excessive accidental exposure occurs, avoid direct
sunlight. For customer service or to obtain product information, including
a Safety Data Sheet, call 1-800-633-3796. For medical emergencies or to
report adverse reactions, call 1-800-422-9874.

PRECAUTIONS:

The effects of enrofloxacin on cattle or swine reproductive performance,
pregnancy and lactation have not been adequately determined.

The long-term effects on articular joint cartilage have not been
determined in pigs above market weight.

Subcutaneous injection in cattle and swine, or intramuscular injection in
swine, can cause a transient local tissue reaction that may result in trim
loss of edible tissue at slaughter.

Baytril® 100 contains different excipients than other Baytril® products.
The safety and efficacy of this formulation in species other than cattle
and swine have not been determined.

Quinolone-class drugs should be used with caution in animals with
known or suspected Central Nervous System (CNS) disorders. In such
animals, quinolones have, in rare instances, been associated with CNS
stimulation which may lead to convulsive seizures. Quinolone-class
drugs have been shown to produce erosions of cartilage of weight-
bearing joints and other signs of arthropathy in immature animals of
various species. See Animal Safety section for additional information.

ADVERSE REACTIONS:
No adverse reactions were observed during clinical trials.

ANIMAL SAFETY:

In feeder calves, clinical signs including depression, incoordination,
muscle fasciculation and inappetance have been observed at higher
than approved label dosages. In swine subcutaneous safety studies,
incidental lameness of short duration and musculoskeletal stiffness
have been observed at higher than approved label dosages.

In swine intramuscular safety studies, transient decreases in feed
and water consumption were observed after each treatment. Mild,
transient, post-treatment injection site swellings were observed in pigs
receiving the 37.5 mg/kg BW dose. Injection site inflammation was
found on post-mortem examination in all enrofloxacin-treated groups.

V-04/2016

©2015 Bayer HealthCare LLC
Baytril® 100
Bayer, the Bayer Cross and Baytril are registered trademarks of Bayer.
NADA 141-068, AEEroved by FDA
Bayer HealthCare LLC, Animal Health Division
Shawnee Mission, Kansas 66201 U.S.A. aye r
GHG100518
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HOW LONG DOES IT LAST?

 THAT'S THE WRONG QUESTION,

The question to ask is how fast does the treatment kill BRD-causing bacteria.

Single-dose Baytril® 100 (enrofloxacin) Injectable delivers effective, therapeutic ﬂ
levels of drug in the lung tissues in 1-2 hours*' and kills 97% of BRD-causing P §
bacteria in 1-2 hours.*?* The sooner bacteria are killed, the faster a calf will feel
better and get back to work eating and gaining weight. You know the drill.
You turn to the one you trust.

a8

“The clinical significance of in vitro data has not been demonstrated.
Federal law restricts this drug to use by or on the order of a licensed veterinarian.
Extra-label use of this product in food-producing animals is prohibited.
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