BAYTRIL- enrofloxacin injection, solution
Elanco US Inc.

Elanco™ Baytril® 100
(enrofloxacin)

100 mg/mL Antimicrobial
Injectable Solution

For Subcutaneous Use In Beef Cattle And 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

CAUTION:

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

Federal 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.
Federal 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.

PRODUCT DESCRIPTION:

Baytril 100 is a sterile, ready-to-use injectable antimicrobial solution that contains
enrofloxacin, a broad-spectrum fluoroquinolone antimicrobial agent.

Each mL of Baytril 100 contains 100 mg of enrofloxacin. Excipients are L-arginine base
200 mg, n-butyl alcohol 30 mg, benzyl alcohol (as a preservative) 20 mg and water for
injection g.s.

CHEMICAL NOMENCLATURE AND STRUCTURE:

1-cyclopropyl-7-(4-ethyl-1-piperazinyl)-6-fluoro-1,4-dihydro-4-oxo-3-quinolinecarboxylic
acid.

CH3 CH;



INDICATIONS:

Cattle - Single-Dose Therapy: Baytril 100 is indicated for the treatment of bovine
respiratory disease (BRD) associated with Mannheimia haemolytica, Pasteurella
multocida, Histophilus somni and Mycoplasma bovis in beef and non-lactating dairy cattle;
and for the control of BRD in beef and non-lactating dairy cattle at high risk of
developing BRD associated with M. haemolytica, P. multocida, H. somni and 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 respiratory
disease (SRD) associated with Actinobacillus pleuropneumoniae, Pasteurella multocida,
Haemophilus 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 coli has been diagnosed.

DOSAGE AND ADMINISTRATION:
Baytril 100 provides flexible dosages and durations of therapy.

Baytril 100 may be administered as a single dose for one day for treatment and control
of BRD (cattle), for treatment and control of SRD or for control of colibacillosis (swine),
or for multiple days for BRD treatment (cattle). Selection of the appropriate dose and
duration of therapy for BRD treatment in cattle should be based on an assessment of
the severity of the disease, pathogen susceptibility and clinical response.

Cattle:

Single-Dose Therapy (BRD Treatment): Administer, by subcutaneous injection, a
single dose of 7.5-12.5 mg/kg of body weight (3.4-5.7 mL/100 Ib).

Multiple-Day Therapy (BRD Treatment): Administer daily, a subcutaneous dose of
2.5-5 mg/kg of body weight (1.1-2.3 mL/100 Ib). Treatment should be repeated at 24-
hour intervals for three days. Additional treatments may be given on Days 4 and 5 to
animals that have shown clinical improvement but not total recovery.

Single-Dose Therapy (BRD Control): Administer, by subcutaneous injection, a single
dose of 7.5 mg/kg of body weight (3.4 mL/100 Ib).

Examples of conditions that may contribute to calves being at high risk of developing
BRD include, but are not limited to, the following:

Transportation with animals from two or more farm origins.

An extended transport time with few to no rest stops.

An environmental temperature change of =30°F during transportation.

A =30°F range in temperature fluctuation within a 24-hour period.

Exposure to wet or cold weather conditions.

Excessive shrink (more than would be expected with a normal load of cattle).
Stressful arrival processing procedures (e.g., castration or dehorning).
Exposure within the prior 72 hours to animals showing clinical signs of BRD.



Administered dose volume should not exceed 20 mL per injection site.
Table 1 - Baytril 100 Dose and Treatment Schedule for Cattle*

Treatment Control
Weight Single-Dose Therapy Multiple-Day Therapy Single-Dose Therapy
(Ib) 7.5 - 12.5 mg/kg 2.5 - 5.0 mg/kg 7.5 mg/kg
Dose Volume (mL) Dose Volume (mL) Dose Volume (mL)
100 3.5-55 1.5-2.0 3.5
200 7.0-11.0 2.5-45 7.0
300 10.5-17.0 3.5-6.5 10.5
400 14.0 - 22.5 4.5-9.0 14.0
500 17.0 - 28.5 5.5-11.5 17.0
600 20.5-34.0 7.0-13.5 20.5
700 24.0 - 39.5 8.0-16.0 24.0
800 27.5-455 9.0-18.0 27.5
900 31.0-51.0 10.0- 20.5 31.0
1000 34.0-57.0 11.0 - 23.0 34.0
1100 37.5-62.5 12.5-25.0 37.5

*Dose volumes have been rounded to the nearest 0.5 mL within the dose range.

Swine:

Administer, either by intramuscular or subcutaneous (behind the ear) injection, a single
dose of 7.5 mg/kg of body weight (3.4 mL/100 Ib). Administered dose volume should
not exceed 5 mL per injection site.

For the control of colibacillosis, administration should be initiated within the first 60 days
post-weaning when clinical signs are present in at least 2% of the animals in the group. If
no improvement is noted within 48 hours, the diagnosis should be reevaluated.

Table 2 - Baytril 100 Dose Schedule for Swine

W eight (Ib) Dose Volume (mL)
15 0.5
30 1.0
50 1.7
100 3.4
150 5.1
200 6.8
250 8.5

Dilution of Baytril 100: Baytril 100 may be diluted with sterile water prior to injection.
The diluted product should be used within 24 hours. Store diluted solution in amber
glass bottles between 4-40°C (36-104°F).

Table 3 - Dilution Schedule*



Swine Weight mL of Baytril 100 mL of sterile water Number of doses

10 Ib 34 mL 66 mL 100
151b 51 mL 49 mL 100
20 Ib 68 mL 32 mL 100
25 Ib 85 mL 15 mL 100

*For 1 mL dose volume from diluted solution

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:

Not for use in humans. Keep out of 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 product questions, to
report adverse reactions, or for a copy of the Safety Data Sheet (SDS), call Elanco
Product & Veterinary Support at 1-800-428-4441.

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.
To report suspected adverse drug experiences, for technical assistance or to obtain a
copy of the Safety Data Sheet, contact Elanco at 1-800-428-4441.

For additional information about reporting adverse drug experiences for animal drugs,
contact FDA at 1-888-FDA-VETS or http://www.fda.gov/reportanimalae.

MICROBIOLOGY:

Enrofloxacin is bactericidal and exerts its antibacterial effect by inhibiting bacterial DNA
gyrase (a type Il topoisomerase) thereby preventing DNA supercoiling and replication
which leads to cell death.! Enrofloxacin is active against Gram-negative and Gram-
positive bacteria.

EFFECTIVENESS:

Cattle: A total of 845 calves with naturally-occurring BRD were treated with Baytril 100
in eight field trials located in five cattle-feeding states. Response to treatment was
compared to non-treated controls. Single-dose and multiple-day therapy regimens were
evaluated. BRD and mortality were significantly reduced in enrofloxacin-treated calves.
No adverse reactions were reported in treated animals.

The effectiveness of Baytril 100 for the control of respiratory disease in cattle at high
risk of developing BRD was evaluated in a six-location study in the U.S. and Canada. A
total of 1,150 crossbred beef calves at high risk of developing BRD were enrolled in the
study. Baytril 100 (7.5 mg/kg BW) or an equivalent volume of sterile saline was
administered as a single subcutaneous injection within two days after arrival. Cattle were
observed daily for clinical signs of BRD and were evaluated for success on Day 14 post-
treatment. Treatment success in the Baytril 100 group (497/573, 87.83%) was
significantly higher (P = 0.0013) than success in the saline control group (455/571,
80.92%). In addition, there were more treatment successes (n = 13) than failures (n =
3) in the group of animals positive for M. bovis on Day 0 that were treated with Baytril
100. No product-related adverse reactions were reported.

Swine: A total of 590 pigs were treated with Baytril 100 or saline in two separate natural
infection SRD field trials. For the treatment of SRD, the success rate of enrofloxacin-
treated pigs that were defined as “sick and febrile” (increased respiratory rate, labored
or dyspneic breathing, depressed attitude and a rectal temperature = 104°F) was
statistically significantly greater than the success rate of saline-treated “sick and febrile”
pigs. For the control of SRD, mean rectal temperature, mortality (one trial) and morbidity
were statistically significantly lower for enrofloxacin-treated pigs in pens containing a
percentage of “sick and febrile” pigs compared to saline-treated pigs.

The effectiveness of Baytril 100 administered as a single SC dose of 7.5 mg/kg BW for
the treatment and control of SRD associated with M. hyopneumoniae was demonstrated



using an induced infection model study and three single-site natural infection field
studies. In the model study, 72 healthy pigs were challenged with a representative M.
hyopneumoniae isolate and treated with Baytril 100 or saline. A statistically significant (P
< 0.0001) decrease in the mean total lung lesion score was observed in the Baytril 100-
treated group (4%) compared with the saline-treated group (27%) at 10 days post-
treatment. In two field studies evaluating effectiveness for treatment of SRD, a total of
300 pigs with clinical signs of SRD (moderate depression, moderately increased
respiratory rate, and a rectal temperature of = 104°F) were enrolled and treated with
Baytril 100 or saline. At 7 days post-treatment, the cure rate was statistically significantly
higher at each site (P < 0.0001) in the Baytril 100-treated groups (61.3% and 92%)
compared with the saline-treated groups (26.7% and 33.3%). In one field study
evaluating effectiveness for control of SRD, a group of 400 pigs in which > 15% had
clinical signs of SRD (moderate depression score, moderately increased respiratory rate,
and a rectal temperature of = 104°F) was enrolled and treated with Baytril 100 or saline.
At 7 days post-treatment, the cure rate was statistically significantly higher (P < 0.0002)
in the Baytril 100-treated group (70.0%) compared with the saline-treated group
(48.5%). In addition to M. hyopneumoniae, B. bronchiseptica was also isolated in
sufficient numbers from these field studies to be included in the SRD treatment and
control indications.

The effectiveness of Baytril 100 for the control of colibacillosis associated with E. coli
was evaluated in a multi-site natural infection field study. At each site, when at least 5%
of the pigs were defined as “clinically affected” (presence of diarrhea and either
depression or gauntness), all pigs were administered Baytril 100 as a single IM dose of
7.5 mg/kg BW or an equivalent dose volume of saline. At 7 days post-treatment, the
success rate was statistically significantly higher (P = 0.0350) in the Baytril 100-treated
group (61.5%) compared with the saline-treated group (44.7%).

The effectiveness of Baytril 100 administered as a single IM dose of 7.5 mg/kg BW for
the treatment and control of SRD or as a single SC dose of 7.5 mg/kg BW for the
control of colibacillosis was confirmed by demonstrating comparable serum enrofloxacin
concentrations following IM or SC injection into the neck of healthy male and female pigs.

TOXICOLOGY:

The oral LD50 for laboratory rats was greater than 5000 mg/kg of body weight. Ninety-
day feeding studies in dogs and rats revealed no observable adverse effects at
treatment rates of 3 and 40 mg/kg respectively. Chronic studies in rats and mice
revealed no observable adverse effects at 5.3 and 323 mg/kg respectively. There was no
evidence of carcinogenic effect in laboratory animal models. A two-generation rat
reproduction study revealed no effect with 10 mg/kg treatments. No teratogenic effects
were observed in rabbits at doses of 25 mg/kg or in rats at 50 mg/kg.

ANIMAL SAFETY:

Cattle: Safety studies were conducted in feeder calves using single doses of 5, 15 and
25 mg/kg for 15 consecutive days and 50 mg/kg for 5 consecutive days. No clinical
signs of toxicity were observed when a dose of 5 mg/kg was administered for 15 days.
Clinical signs of depression, incoordination and muscle fasciculation were observed in
calves when doses of 15 or 25 mg/kg were administered for 10 to 15 days. Clinical signs



of depression, inappetance and incoordination were observed when a dose of 50 mg/kg
was administered for 3 days. No drug-related abnormalities in clinical pathology
parameters were identified. No articular cartilage lesions were observed after
examination of stifle joints from animals administered 25 mg/kg for 15 days.

A safety study was conducted in 23-day-old calves using doses of 5, 15 and 25 mg/kg
for 15 consecutive days. No clinical signs of toxicity or changes in clinical pathology
parameters were observed. No articular cartilage lesions were observed in the stifle
joints at any dose level at 2 days and 9 days following 15 days of drug administration.

An injection site study conducted in feeder calves demonstrated that the formulation
may induce a transient reaction in the subcutaneous tissue and underlying muscle. No
painful responses to administration were observed.

Swine: Subcutaneous Safety: A safety study was conducted in 32 pigs weighing
approximately 57 kg (125 Ib) using single doses of 5, 15 or 25 mg/kg daily for 15
consecutive days. Incidental lameness of short duration was observed in all groups,
including the saline-treated controls. Musculoskeletal stiffness was observed following
the 15 and 25 mg/kg treatments with clinical signs appearing during the second week of
treatment. Clinical signs of lameness improved after treatment ceased and most animals
were clinically normal at necropsy.

A second study was conducted in two pigs weighing approximately 23 kg (50 Ib),
treated with 50 mg/kg for 5 consecutive days. There were no clinical signs of toxicity or
pathological changes.

An injection site study conducted in pigs demonstrated that the formulation may induce
a transient reaction in the subcutaneous tissue. No painful responses to administration
were observed.

Intramuscular Safety: A safety study was conducted in 48 weaned, 20- to 22-day-old
pigs. Pigs were administered Baytril 100, at 7.5, 22.5 and 37.5 mg/kg BW by IM injection
into the neck once weekly for 3 consecutive weeks. All pigs remained clinically normal
throughout the study. 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.

STORAGE CONDITIONS:

Protect from direct sunlight. Do not refrigerate or freeze. Store at 20-30°C (68-862F),
excursions permitted up to 40°C (1049F). Precipitation may occur due to cold
temperature. To redissolve, warm and then shake the vial.

HOW SUPPLIED:
Baytril 100:

100 mg/mL 100 mL
Bottle

100 mg/mL 250 mL



Bottle

100 mg/mL 500 mL
Bottle

REFERENCES:

1. Hooper, D. C., Wolfson, J. S., Quinolone Antimicrobial Agents, 2nd ed, 59 - 75,
1993.

For product questions, to report adverse reactions, or for a copy of the Safety Data
Sheet (SDS), call Elanco Product & Veterinary Support at 1-800-428-4441.
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Principal Display Panel - 100 mL Carton Label
Baytril® 100
(enrofloxacin)

100 mg/mL Antimicrobial
Injectable Solution

For Subcutaneous Use In Beef Cattle And
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

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.

100 mL

Manufactured for: Elanco US Inc.
Greenfield, IN 46140 U.S.A

Made in Germany

Approved by FDA under NADA # 141-068
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Or In Calves To Be Processed For Veal

CAUTION: Federal 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.

100 mL

Manufactured for: Elanco US Inc.
Greenfield, IN 46140 U.S.A

Product of China

Approved by FDA under NADA # 141-068
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. - on the ardar of a licanza, arirarian, -
iy a.singh injact Weight Dose Volime
by g asnghinpsion dize Fadaral law prohibits the scra-labsl uss of this drug in i) ) m%:o:' ;;nﬂﬁﬂoﬁugmﬁ“ n"'ﬂ.i.";‘f b mfﬂmnﬂ
Hum&muﬁ M’hr use in humars. Keap oul of food-producing animals. i3 oE et for evarmples of candtions that cantribute ta hig
reac n. 8ae package inse. To ezsure maponsible antimicrobial drug usa, anroflomcin dosa ot eocasd ZDmL srm]ecmn site.
To raport suspeckd adversa df% “FWN& fortechrical should nnlybapumdBsasmndimadmgnfornnlmilnm in [0 d Swina: P
o 4 s, Mk Shi, corluct wing following considaretion of other therepeutic options. 2 - Adminiztar, aiher by inramuscular or subeubaneous [behind the =ar)
Elnmo nmmllfﬂ-ﬂﬂ Yor wmnnﬂ hnfomu“;ﬂ LT 100 4 injaction, & singa dose of 7.5 myky of body weight (1.4 mLADD bj.
&mﬁfmﬁfﬁﬁmmnf 100 mL —l . Mmlnmmddosauol.mshnuldnnmmding:r injaetion zite. For
STORAGE CONDITIONS: Prfuc oy et sunight. Do nct e S S e = e cortral adminisrat o shoukd be indated wihinthe
afiigerats o fream, Stor at 20-A0°C (GE-BGY), excursions At e Emco Vs S i) (Y] Tret 1 days poet wearirg when dirical signs ars prasat i s 2%

of the animals in the group. Ses package ineart for ful dosage and
adminictration information, H

c

Lot No.:

Exp. Date:

Principal Display Panel - 100 mL Bottle Label
Baytril® 100

(enrofloxacin)

100 mg/mL Antimicrobial Injectable Solution

For Subcutaneous Use In Beef Cattle And 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

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.

Manufactured for: Elanco US Inc.
Greenfield, IN 46140 U.S.A Made in

Germany

Approved by FDA under NADA # 141-068

100 mL

Elanco

Baytril 100

(enrofloxacin)

Y

100 mg/mL Antimicrohial Injectable Solution

For Subcutaneous Use In Beef Cattle And 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

GAUTION: Fedesal (U.5.A.) law restricts this drug to use Dy or om the order of a lioensed weterinarian.
Faderal {1.5.A.} law prahibits tha extra-label use of this drug in food-prodiscing animals.

To assure responsible antimicrobial drug use, anrofloxacin should only be used as a second-line
drug for colibacilosts in swine follawing consideration of ather therapeutic aptions.

Manufactured for: Elanco US Ine. 100 mL
Greenfield, IN 46140 U.5.A Made in Germany
Approved by FOA under NADA # 141-068

INDICATIONS: For the treatment and control of respiratony diseases in catlie and swine. For the contral of coliaciiass in swine.
Saa package insart far comyplete indications for use.

CONTAINS PER mL: Enrofloxacin 100 my. Excipients: L-argining base 200 mq, r-bulyl alcohol 30 mg, benzyl alcohol (as a
preservative) 20 myg and water for injection g.s.
DOSAGE AND ADMINISTRATION:

Cattle: Single-Dose Therapy (BRD Treatment): Acminister, by subcutansous injection, a single dose of 7.5-12.5 mokg of body
waight {3.4-5.7 mL"100 Ib).

Multiple=Day Therapy (BRD Treatment): Admenister dally. a subcutanecus cose of 2.5-5 mi'kg of bady welght {1.1-2.3 mL100 D).

Treatment should be repeated at 24-hour infervals for 3-5 1 s,

sqm &II}{Im I'rne;aw {BAD Control): Adminisies, by subculaneous injection, a single dose of 7.5 maiky of body welght
[ hj. See
exciad 20 mL per inj

ert far examples of conditions that confribute to high risk. Administered dose volume should not

uscular ar subcwtaneous (behind the ear) injection, a smgle dose of 7.5 mokg of hody weight

(3.4 mLA0D Ib). Administéred dose volume should not exceed § mL per injection site. Far the control of colitacilsss,
be ated within the first G0 days post-weaning when clinical signs are present in at least 2% of the

a group. See packape insert for full dosage and administratian infarmation.

diays of first puncture and puncture 8 maximum of 30 times with a needle or 4 tmes with a desage delivery devics,

Any product remaining beyond thess parameters should be discanded.

RESIDUE WARNINGS:
Gatthe: Animals intznded for human conswumgtion must not be skaghtered within 28 days from the kst treatment. This product {

Is nat approved for female dairy cattle 20 months of aqe or alder, including dry dairy cows. Use in these cattle may cause doug
residues in milk andfor in calves bom to these cows. A withdrawal penod has not been established for this product in
pre-fuminating cabees. Do not use in calves fo be proc essed for veal,
Swine: Animalks mznded for human consumgtion must nat be slaughtes er: within 5 days of recaiving a single-injection dose.
HUMAN WARNIMGS: Mot for use in humans. Keep out of reach of childre
For product questions. to report adverse reactions, o for a copy of the Sare!y Data Sheet (SDS), call Elanco Product &
Witer mar\ Support at 1-800-428-4441.
STORAGE CONDITIONS: Protect from direct sunlight. Do not refrigerate or fresze, Store at 20-30°C (G6-86°F), axcursions
penmitted up to $0°G (104°F). Pracipiation may accur dus to cold temperature. To redissolve, wanm and then shales the vial.
Read package insert carefully for complete defails. 00206951 YLEO0217A

Baytril® 100

(enrofloxacin)

100 mg/mL Antimicrobial Injectable Solution

For Subcutaneous Use In Beef

Cattle And 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

CAUTION: Federal law restricts this drug to use by or on the order of a licensed

veterinarian.

Federal 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.

Manufactured for: Elanco US Inc.

Greenfield, IN 46140 U.S.A Product of China
Approved by FDA under NADA # 141-068

100 mL



Elanco

IHDICATIONS: For the treatment and control of respiratory diseases in caftle and swine. For the control of colibacillosis in swine. See package insert fo

L] complete ind Use.
rl CONTAINS PER rofioxacin 100 mg. Excipients: L-argining base 200 mg, n-butyl alcohol 30 mg, benzyl alcobal {as 2 preservative) 20 mg and
water for injection q.5.
- o .

I 0 ADMINISTRATION:

en rof I OXGCi nl Catfle: Simgle-Dese Therapy (BRD Treatment): Administer, by subcutaneous injec
( Muttiple-Day Therapy (BRD Treatmend): Administer daily, a subcutaneous dose
be repeated at 24-hour intervals for 3-

Hﬂ Single-Dose Therapy (BRD Control): Adm . single dose of 7.5 mg'kg of body weight (3.4 mLI100 I). See insert for
examples of conditions \nm contribuie to high risk. Administe J\une should not exceed 20 miL per i 3
imi H H i ‘Swine: Adminis in (3.4mL/
1"" mgn“mL Anhmlcruhlal lnlectahle so'“‘m.n Administered do: me uid not exceed SmL per injection s-15 Fnrtl'e control 1\1 coh!l.lclllosls admiristration shouid b initiated withi

nU tiays post-weaning wihen clinical signs are present in at least 2% of the animals in the group. See package insert for full dosage and adminisiration

in 30 days of first puncturs and puncture a maxdimum of 30 imes with 2 needle or 4 fimes with a dosage delivery device. Any product

For Subcutaneous Use In Beef Cattle And Non-Lactating Dairy Cattle remaining beyond thse parameters shoud be discarded.
NINGS:

For Intramuscular or Subcutaneous Use In Swine RESIDUE WAR
Not For Use In Female Dair,— Cattle 20 Months Of ﬁge Or Older Catthe: Animals intended for human consumption must not be slaughtered within 28 days from the last treatment. This product s nat
approved for female dairy caftle 20 months of age or older, including dry dairy cows. Use in these catile may cause drug residues in milk
Or In Calves To Be Processed For Veal and/or in calves bom to these cows. A withdrawal period has nat been established for this product in pre-ruminating calves. Do not use in
_ ) . o caives to be processad for veal.
CAUTION: Federal law restricts this drug to use by or on the order of a licensed veterinarian. ‘Swing: Animals intended for human consumption must not be slaughtered within 5 days of reciving a single-injection dose.
Federal law prohibits the era label use of this drug in food-producing animals. HUMAN WARNINGS: Not for use in humans. Keep out of reach of children
To assure i jial drug use, in should only be used as a second-line  To report suspected adverse drug experiences, for fechnical assistance or to obizin a copy of the Safety Data Sheet, contact Elanco at 1-800-428-4441
drug for colibacillosis in swine following consideration of other therapeutic options. Fﬂr«]n'llnﬂnl information about reporting adverse drug expriences for animal drugs, contact FDA at 1-888-FDA-VETS or

owrepartanimalag
E CONDITIONS: Protect from direct sunlight. D not refrigerate or fresze. Store at 20-30°C (B8-86°F), excursions permitted up to 40°C (104°F),

Manufactured for: Elanco US Inc _ 100 mL ; :
Greenfield, IN 46140 U.S.A. Product of China Precipitation may necur due to cold temperature. To redissalve, warm and then shake the vial. 4
Approved by FDA under NADA # 141-068 Read package insert carefully for complete details. YLE00S09A

Principal Display Panel - 250 mL Carton Label
Baytril® 100
(enrofloxacin)

100 mg/mL Antimicrobial
Injectable Solution

For Subcutaneous Use In Beef Cattle And
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

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.

250 mL

Manufactured for: Elanco US Inc.
Greenfield, IN 46140 U.S.A

Made in Germany

Approved by FDA under NADA # 141-068



IHDICATION
Id:ll Elsh'l 100 i indieried in beaf and non- lectating dainy

Im—ﬂnw&umnﬂmmmmdm
(BAD) apsocizied with Mnshaimiz Postonmtla
moutocida, Histopldoe somi and Mycoplasms bows in bad and
non-lactating dairy catth; and for the eomiol of BRD in beef and
o Lacteting dairy cateat high risk of deveda ping BRD) as soci tad
with M heemaipics) P moffocis, H somniand M howia,
Muliiple-Dey Therapy: the irestmant of bovim respratory
diseass (BRD) associvlad with Mambaimi
Fasiuralls mutiooida and Histnpfios some in bt and
non-lactafing dairy catih.
Swine: Baytril 100 e indicabad for:
The treaiment and coriral of swins respirabary diseass [5RD)
escided wih Askrobsolis Pastenssla
mulagids, A [ErEa, ﬂmmm
i The conol of
wlbﬂalmmgrwpwpemnfm pigewhere colbacdbeis
eesaciated with Eachenzha colhas ban diagnoced

GONTAINS PER nl Enrflwacin 100 mp. Excipiants:
L-argining baee B00m, n-bukyl deabcl 30 my, bareylakohol
(2= 1 presanvative) 20 mg and wabar for injection q.5.

Lsa within 30 daye of firt punchure and punclurs 3 mudmum of
$nmwﬂumtu4immadnﬂgmmm
proeduct remaining beyord thess pammetars should b

RESIDUE WARNINGS:

Catlle: Animde imended for fuman
coreurmplion must not ba slaughtenad
within 28 daye from the last treatment. Thie
produet i not approved for famake dairy
cattle B0 monhs of age or oldar, induding
dry duiry cows. Use in thase cattle may
s drug residuae inmik andfor in cakves
born tothess cowe. Awithdrawal period has
not basn estsblghed for thiz product in
pre-uminating cabes. Do not usa in cales
tn be procassed for vaal

Swine: Anmae inended for human
coresumption must nothe dauphterad witin
5 days of receiving a single-njection doss.

\
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Baytril 100

[enrofloxacin)

W

Far Subcutansous Use In Beed Cattle And
Non-Lactating Dairy Cattle

For Intramussular Or Subcutaneous Use In Swing

Mot For Use In Female Dairy Catile
20 Months 0f Or Dlder
Or In Calves To Be Processed For Veal
CAUTION: Federal {U.5.A.) law restricts this

drug to use by or on the order of a licensed
veterinarian,

Federal (U.5.A.) law prohibits the esctra-label
uz of this drug in food-producing animals.

Baytril 100
Dosa and Treatment Schedule for Caitle*
Treatment Cortrol
Singe-Dese | MunipleDay | Singk-Dosa
BTy Therpy ey
75-125mpig|25- somgsp| 75 mpyg
Weignt | Des2 Volme | Dose Wolume | Dos2 Vome
(E) (mL] [mL} (mL]

100 35- 55 | 15- 20 a5

200 TO0-110 | 25 - 45 7.0

300 |[105- 170 | 35 - G5 105

400 |14.0 - 225 | 45 - a0 140

§00 (170 - 285 | 65 - 11.5 170

B00 |205 - 340 | 7.0 - 135 205

J00 |24.0 - 385 | B.0 - 160 240

B00 |27.5 - 455 | 0.0 - 18.0 a5

B00 [310- 510 |10.0 - 20.5 i)

1000 |34.0 - 570 |11.0 - 23.0 Ho

1100 [375 - 625 125 - 25.0 [

*Dose wolumas hava been rounded to the
nearest 0.5 mL withiin this doss range.
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Baytril 100

(enrofloxacin)

o €0

100 mg/ml Antimicrobial
Injectable Solution

DOSAGE AND ADMINISTRATION:
Catile:
: Administar,

Baytril 100 Single-Doss Therapy [BRD Treatma
subcitaneous injaction, & eingle dose of 5 125 mgfiy
Dose Scheduls for Swine bady waight [2.45.7 mL1 00 Ib)
vk itk Multiple-Day Therpy {BRD Traatmanty Administar daiy,
- i a subouRnaoue dosa of 255 m of body waight
(1.1-2.3 mLMOD Ib). Treatment should be epased &t
L] 1.0 Mhour inenals for three days. Additional treatments
50 1.7 mey be given on Daye 4 and 5 to animale that havs shown
100 34 clinical improvement but not total racovery.
A0 . Single-Dose Tharapy (BRO Contral): Administer, by
200 B8 =1 injection, @ gingle does of 7.5 mg'ky of
= B5 body weight (2.4 mLM00 bj. Ses insert for examples

conditions that contribute to high riak.

To aseure responsible antimicrobial drug use,
enrofloxacin should only be used as a second-ine
. drug for colibacillogis in  swine following

For product questions, to raport adverss reactions, or i q 5 g Swina:

for a copy of the Safety Data Shaet (S0), call Elanco ponsideration of other therapeutic options. Ad.;:':imr eithar by inframuzcular or subcutanecus
Product & Vetarirery Suppart at 1-000-428-4441, m"d the ear] injsction, uln&l! dose of 7.5 makg of
SWEWNMPMﬁUdemﬁauHEH 250 mL weight (3.4 mL100 1b). Administerad dwavdurna
Do not refrigerats or fraeze. Stor should notexcaed 5 ml per injection site. For the centrdl
(B8-86°F), wecursions permittad up to 40°G (104°F), Manufactured for; Elanco US Inc. of clibacillosis, edministration should be initiated within
Pradpitation mey cccur dus to cold tamparature.To Gresrfiakd, IN 45140 U.SA the first 60 deys post-wasning whan clinizal sigrs ars
racizsahe, warm and than shake vial, Made n Gamany i pragentin et kest 2% of the animale in tha group. Ses

Approved by FOA under NADA # 1 44-068

Read package inse carafully for complate details. Imu:mmnart for full dosage and edministrafion
n
Lot No.:
Exp. Date:

HUMAN WARNINGS: Not fur uss in humans. Keap out ng'im doge volume should not axcaed 20 ml per
of raach of childran. See package insar. iaction sits.

Baytril™ 100
(enrofloxacin)

100 mg/mL Antimicrobial




Injectable Solution

For Subcutaneous Use In Beef Cattle And
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

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

Federal 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.

250 mL

Manufactured for: Elanco US Inc.
Greenfield, IN 46140 U.S.A

Product of China

Approved by FDA under NADA # 141-068
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INDICATION

Cattle: Ihwi 100 ie indicated in beFand nan-ackating deiry Baytril 100

atth for: Dose and Treatment Schedule for Catile®
by hm bmmmmgm* Traatment Contral

{EAD) associaled wih

v, ‘o end Mycopsams bowe in beef and
mMgdu}laﬂimmtrﬂnmldﬂﬂDmMmﬂ
non-bctating dairy cattieathig rdcdlbnhwguﬂﬂmmni
uihl! P maftocida H

Eiﬂh-lhaa Mukiple-Day | Single-Dosa
EBRY Therapy
75 -12.5 ma'hg 2.5 - 50 mgkg| 75 makg
Waight | DoseVolrme | Dose Wolume | Doza Volime I . Ioo
-D'?D] b 1ha mmmmcf boving raspiratony | ] [mL) fmL) L)
muliocida nd M some i beel and |enrofloxac L RS R e [enrofloxacin)
nnn-b.'ll.lmglhl etk 200 | 70 -110 | 25- 45 7.0
i 00 il 300 [ 105 -170 | 35- 65| 105

The tresimant and comml of ewina mepireony dissase
asarided wih Asincbecils plaurgpamiias palloe H 400 |14.0 - 225 | 45- 80| 140 H
e e i g - 500 [ 170 - 285 | 55 - 115 1740 b 2

The cantrol af
caiibesibosia in p‘ﬂ ar pens of waured p G00 | 205 - 340 | 7O -135| 25
cuitacdinse with Escharichiz

e . Doy "f&"”m"*'z?m 100 mg/mL Antimicrobial 700 | 240 - 395 | 80 - 160| 240
Lagining base 200 m n-but a3 mp_ benz Injectable Solution 00 | 275 - 455 | 80 - 1B0| 5
akahl (a5 @ presarvativa) 200 mp and water for njaction ga. B00 | 3.0 - 510|100 - 305 ®.0
Lsa within 30 days of first puncture and pmumaams:numnf
st or s il ey o foy 000 | 240 - 57.0 [110 - 230| 40

produetramaining beyondthes: wnnmsrmﬂhﬂmﬂﬂ 3 1100 | 375 - 62.5 [125 - 250| 0875
'RESIDUE WARNINGE:

: ks For Subcutaneans Use In Beef Cattle And *Dose volumes have been rounded 1o the DOSAGE AND ADMINISTRATION:
f;:u'r}. “”#ﬂ“ﬁﬂf’ﬂsmﬂ Mon-Lactating Dairy Caitle nearest 0.5 mL within the dose range. Catile:
wihin 2% dayefrom the lact trazimart. This For Intramuscular Or Sabcutaneous Use Baytril 100 Single-Dosa Therapy (BAD Tra Adminiger,

product iz ot approved for femaks dairy subcutananus injaction, aanulad 51!5m‘lq]

;mgum&m,%nuuﬁmm In Swine Dose Schedule for Swine body waight (34-5.7 mL11 00 1b).
v daiy cows. i thees may
'inl:nunm dﬂn&mdmsﬁnﬁnﬂmﬂ?u&lﬁhm "ﬂgr"l?h.: Eimm G-;dﬂa wﬂ,‘.h‘ n“?m‘"“ Multiple-Day Therapy (BRD Treatment): ﬁnmmmhyr
o thasa cowe, rawal paricd hae a subcutanenus dosa of 25-5 my we
ot b bl e s o i Or In Calves To Be Processed For Veal E Eg 11123 mLAGD b} Treamnt shecid s rapuatad at
rumnaing el o mat uee in calves 5 : i 24-hour intareals for three days. Additional treatments may
Eeb-eprmmhml CAUTION: Federal law restricts this drug ] 17 be given on Days 4 and 5 1o animals that have shown
Swine: Animiks nh;dsd hi:mhﬂrhnn to use by or on the order of a licensed 100 3.4 clinical improvernert but not total recovery.
coneumption must not in inan
5dljﬂ0‘fram'l1nisngﬁpdmdm veterinanan. . ;g :; Emglu Dose Therapy (BRD Gnnmlj Adminizter, by
- Faderal law prohibits the extra-label usa of : us ':F"W" 2 9“'?: doge of 7.3 ma'kg of
HUMAN WHRHNINGS: Not for 128 in hemans. Keap out this drum in food-praduci irmal 250 85 hudywalghtﬁ- mLA00 by, Sae ingert for axamplas of
of raach of childran. Ses package insert. I3 drug in -producing animals. conditions that contributs to high risk.
To report suspscied adversa drug eqerinces, fur i - Administered dosa volure ehiould net excesd 20 mL per
HePe i flear il To asslre. respongible antimicrobial drug use, inpotion s
Shest, corract Elanea at 1- Eum 1 enrofloxacin should only be used as a sscond- ;
Eummrdmm e m%sm line drug for colibacillosis in swine following ::"!l! e — ;

r animd drugs, ar : : : ; minister, efther i uscular or subcutaneous
i govreportanimalae A} i D iy, hind th ear injciion, 3 single doss of 7.6 malky of
‘BTORAGE COMDITIOMS: Protect from dlmaunght. 250 mL weight (3.4 mLADD Ib). Administared dose volume
Do not refrigerats or freeze. Stors at should not excaed 5 ml per injsction sita. For the cormol of
WI axcursions parmitted up to 400G (104°F). Manufactured for: Elanco US Inc cxlibacilais, adrministration should b initiated within the

fiation may ccour dus to cold tsmparature. Greanfiald, IN 46140 U.5.4 firat B0 days post-weaning whan elinical signs are presert
To redissolvs, warm and then shake vial. Product of Chira w inat least E‘£ of the arimaks in the group. Sse package
Read packege inzert carafulty for complate details. Approwed by FO& undar MADA # 141-068 imsart for full desega and administration imformation

24089900321
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Principal Display Panel - 250 mL Bottle Label
Baytril® 100



(enrofloxacin)

100 mg/mL Antimicrobial Injectable Solution

For Subcutaneous Use In Beef Cattle And 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

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.

Manufactured for: Elanco US Inc.

Greenfield, IN 46140 U.S.A Made in Germany

Approved by FDA under NADA # 141-068
250 mL
Elancotm

Baytril 100

(enrofloxacin)

N

100 ma/mL Antimicrobial Injectable Solution

For Intramuscular Or Subcutaneous Use In Swine

Mot For Use In Female Dairy Cattle 20 Months Of Age Or Older
Or In Calves To Be Processed For Vieal

CAUTION: Federal {L.5.A.) law restricts this drug to use by or on the order of a licensed velerinarian.
Federal {LL5A.) [aw probiis edee-Ebel use of Bis diag in food-producing animals.

Tn assure resporesible ardimicrabial drug use, enroflimacin shoukd only be used as a seconding
drug for colibacilkesia in swine following consideration of other therapeusic agtions.

250 mL W

Manutashered for: Elanca LS Inc
Greanfield, IN 45140 USA Made in Gemany
Apgroved By FOA undear NADA # 1.41-D68

L

Baytril® 100

(enrofloxacin)

For Subcutaneous Use In Beef Cattle And Mon-Lactating Dairy Cattle

INDCATIONE: For the Inaatment and canirol of respiealony disxises in cifle and swine. Far he
comiml of cobbacllzsts in swina. Sen package nsart tor comglale indications for use,
COWTAINS PER mi: Earaflzescn 100 myj. Eszipieais L<rgining base 200 mg, r-buld dleohol
30 mp. barad akeahiol (&5 & presarvative) 20 mp and water tor Injection g5
DOSAGE KHD ADMIKEETRATION:
Catliec Jinpla-Daca Thersgy (BAD Treaimant): Siminisiac by uberlanaous isgction, asngle
dose of 7.5-12.5 mpg of body weight (3.4-5.7 mL0G k),
Muliple-Day Therapy (BRD Treaiment]; Adrmmster daily, a subcutannous dose of
255 kg ol body weght (1.9-2.3 mlM00 1b). Treateent should be repesiled al 24-tour
Imigreele for 3-5 days.
Sagle-0oea Tharapy (BRD Camroll: Administer, oy subculeneous maction, 3 singla dosa of
1.5 mp%g of body weight (34 mLS0D &), Sen inset for examples of condsions that
cailribute i high rsk. Adiensteead digs walume shauld sl aezéed 30 mlL per injection sie
Swine: Administer sther by imramuscula of ssheutaneous (ehind the &) njgclion, a single
dose of 7.5 mp%p of body waight 34 miLro0 b Admincteeed dose volume should not
eecennd 5 =L per isjection ste. For the control ol cobibaciloss, administraton should be infated
wilhin te lirst 60 days pest-meaning when clnical $igns are present in al least 2% of the
animale in tha group. See package ireart for full desapa and admisistraton infonmation.
Lsewathin 20 days of first punctuse asd punchusea masimum of 30 imes with a needle or 4 tmes
with  desage delivery dewice. Sy product remaining beyund thess pamnmeters shaud be dscanded
RESIOUE WARNINGS:
(Catthe: Animals imanded for buman consemptian must not e sleughiared wihin 23 days
tom the last S imal. This peod uid & nal agpeowst ar lemale dainy catfe 20 montas of
age o ploes, including dry dairy cowes. Use in thesa cattle meay cause dug sesidues inmik
andiar in calves Born 1o 1hese cowe. Awihdesal pernd bas nal baen aclablshed e this
raduct in pre-npminedng cabesz Do not i is cabes o be processe farweal
Swintc Animals imended for human consemplion must not b slaugstend within
5 deys ol receiving & singlR-injaction doga.
HUMAN WARMINGS: Mat for wse in humans, Keep out of reach of caldres,
Foi produsl qusstion 1o ot ses reelong oF 7 & iy of the Saisty Dalz Sk (SD5),
ol Elancy Product & Velerinesy Sopport af §-300-433-4441
STORMIE COMDIMOME: Frotect rom dissct senbght. Da not refrigarste or fragza. Stoes a1 20-30°0
|E3-36F), escursions permitted mp to S0°C (104°F). Peecipitation may ocowr due o gold
amparare. To redisolve, warm and thet ahaks Pe vial

Read packsge inser caredsl ly Tor complede delails, BEX0ED53_YLEDOZHTC

100 mg/mL Antimicrobial Injectable Solution

For Subcutaneous Use In Beef Cattle And 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

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

Manufactured for: Elanco US Inc.
Greenfield, IN 46140 U.S.A Product of China
Approved by FDA under NADA # 141-068

250 mL
Elancotm

INDRCATRONS: For the ireatment and comiral of nespiratory diseases n catils and swine, For the
contral ol calibacil o in Swine. S22 packape insart lor complele indicataons for use,
CONTMINS PER mL: Encofloceicin 100 mg. Excipisnts: Largnine base 200 my, n-buyl doahal

L
- 3 imq, benzd alzonol (&5 & praseratival 20 mg and waler far npctian ..
a rl NOSAGE AND AINBASTRATION

Callle: Siagle-Dese Therapy (BRD Treatmen|: Adstinisier, by Ssaboutaéns ingclion, & Sngl
' dirse of 7.5-02.5 mgp ol Body weight {3.4-5.7 mLA00 Ib).
[E n fC}FID}{ClC I I"I} Muliiple-Day Theragy (BRD Treatmeni|: Administer daky. a subostaneous dose of
255 mgrky of Body weight (1.1-2.3 mLADD b, Trealmenl should be repaaled & 28 hoar
ntervak for 3-5 days.

Singlu-Dose Therapy (BRD Coniral): Bdminist, by subcutannous injecion, a sngle dose of
7.5 mykg of Body wesght (54 mLA00 Ib). Ses insert for eamgles of cndlions Tl
ﬂ comtriting fo high risk. Asminkstared Sase wolums shoukd nat escoad 30 miL per injecion sia.

Swinm; Kdminisier, ether by intramusoubir o suscutaneoss (behind fhe mr) inecion, 3 single

dase ol 7.5 Mgy of body weight (3.4 mLU'S0D Ib). Mministened dess woluse shodd nol
LR & (] L} aarsad 5 miL par inection sie. Forine conteol of ool Becillests, edminisiation should ba intiaied

100 mg/mL Antimicrobial Injectable Solution iin e Bt DR s pielwomiieg ‘whent CRUEG tiges aos pwetent o 4k ot % oF the

animnaks in e proep. S packipe maert ff ful dnsige and adimensiealisn imformaion

S Lls mithin 300 dergs of et punchine and punchirs & madmem o 30 emee with 2 needia o 4 Hmes

i e ?'MI'.;I:I&‘q!drh'.rﬁ'.‘l..‘.!."..ﬁrl:,'p'm,l:l sermaining bepond these parameters shogld be discard],
For Subcutaneous Use In Beet Cattle And Non-Lactating Dairy Cattle | REsOuE whAnpics:
5 Gaittec Animals intended for human consumption mest st be lasgatersd wihin 26 days
Fl]l Il'ltl"ﬂmllﬂﬂlllﬂl I'.'Ilr Sl..lmllmnﬂﬂus HEE Iﬂ S'WII'E Fries e bt treatmiest. This pmduct is not appreed for fermale diry cattle 20 mosths of
. B of k2, inchuding dry dairy cowrs. Lk in these catle may cause drag residues in mik
Mot For Use In Female Dairy Cattle 20 Months OF Age Or Older andie b= calves bom b Ihe:sim-'zls_.‘._f-'-i.h:ra'r-a El!u:uha;n:l been e*i:a:ls:-ed Ik
||r.1l.|J II;II.—'IIIIII“II;" cabses. g omir use in Gilves o N!|I'.'\|:l!i}'.: o Vs,
ur In GHNH T-D BE PMGESSEI:I Fﬂr ..'EHI Swine: Animaks miended for human corgumption muss eal be saghiered within
CRUTION: Federal kw resiicts this dnug to use by or on the order of a leensed welerinarian. 5 cays o raceiving a single-njection doss.
i % . e o f K R HUMAN WARNMGS: Kol for use in bemans, Keep oul of resch of children,
Fedural lw profiibits exdra-label use af this drug in faod-producing animals. To rapen suspected adverse &ru ssperiences, loe nschnical assistance or 1o obsain a cogy of
To assune resporsible arlimicrobial drug wse, ennoflosacn should only be wsed 85 4 second-ing  The Satty Data Sheed, contact Elinzo & 1-B00-423-4841, For addifonal information abou
dnug for colibacillosis in swing following corsiceration of omer Therapeutic options. reparting atherss dnag experiences Jof animal drugs, contact FOW & 1-BES-FOA-VETS o
himpeiniiew 1 i epinlan i,
Manulzctued for. Blanea US Inc BTORAGE COMDITIONS: Prokect fram & rect sunlght. Do ol ratnigerala ar freeze, Store at 20-30°C
.',,;Elidehu N 45:4 d,:d|_l| :n F‘Iu:dun.r;l Chia 25[] mL (BE-EEF), emrms permited up bo 4G 108} Prcipiation mey ocour due do ol
; R BN I'ﬂéuﬂﬁ.l:lr’. sy fergeratare. To ratiscabe, marm and then shike the val.
PrTvRC Iy FIR g " " Read packaps Insart carelully for complate gatails, YLEDOSOTA

Principal Display Panel - 500 mL Bottle Label
Baytril® 100
(enrofloxacin)
100 mg/mL Antimicrobial Injectable Solution

For Subcutaneous Use In Beef Cattle And
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



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.

Manufactured for: Elanco US Inc.
Greenfield, IN 46140 U.S.A

Made in Germany

Approved by FDA under NADA # 141-068

500 mL

INDICATIONS: For the treatment and control of respiratory diseases in
cattle and swine. For the control of colibacillosis in swine. See package
insert for complete indications for use.

COMTAING PER mL: Enroticwpcin 100 my. Bxcipients: L-angning bas: 200 ma,
n-butyl lcohal 30 myg, benzyl aleohol (as 2 preservative) 20 mg and water
for mjection gs.

[T i DOSAGE AND ADMINISTRATION:
Bﬂ rl Ioo Catlde: Single-Dose Theragy (BRD Treatneenl): Adrinister, by subculaneaus
Injeeticn, a srgle doss of T.5-1 2.5 mg/kg of body weight [34-5.7 mLADD ).
'FI Mulliple-Day Therapy (BRD Treatmendc Admiester daily, a suboulaneous
. i dose of 2.5-5 mipkg of body veeight (1.1-2.3 mLAM k). Trestragnt showld
[En ro UXC]C"'I] ha repaated & 24-hour |nIPr'aI;‘-§r3-5-:|a'ﬁ

Simgle-Dose Therapy 1|m|:| Costrol): Adminster, by subcutaneous
injection, a single dose of 7.5 mo'kg of body welght (3.4 mL1 00 Ih). See

insart for exampks of conditions that contributs to high risk.

H’ Administared dosa volume should not 2aceed 20 mL per injection site.

Swine: Administer, either by inframuscular or subcutaneous (behind the
100 mg/mL Antimicrobial Injectable Solution ear) injaction, a single dase of 7.5 mg/g of body waight (3.4 mL0D 1b).
9/ j Administered dose walume should nolb excied 5 mL per injection site,
For the control of colibasllass, sdministeation should be infligted within
the first 60 days ro&:—waa'nnr; when clinical signs are present in at least

Far S"hﬁ:;aﬂigr;ilﬂsengl BEE:]EE“"‘- And g;‘Imlhrllemta:ﬂlrr::filrllr;‘gliﬁml- n. See package insert for full dosage and
o d) RESIDUE WARNINGS:
For Intramuscular Or Subcutaneous Use In Swine Callle: Adimals inlended for human consumplion must mot be
slaughters d-. Inn2 d '.-5-"v:r|r ';ﬁ last Irl-alnlw'r T1s|p|rc4:l.c|||=|nnl
Nﬂ! Fﬂr USE |n Femﬂle Dﬂi cﬂl“ﬂ 2“ M“mhs uf Ao i & fairy Gallle naithe Ol age or alder, wnguding
dry dain :r.u Lise in fese cattle may cawse drug residues o milk
Age Or Older Or In Calves To Be Processed For Veal i calves born 10 These cows. & withira wdl rtrn.-d E ]
: ] estatlished for this product o pre-ruminating cales. 0o not wse n
CAUTION: Faderal (LL5.A) [aw restricts this drog to uss by or on cabies to be processed for veal.
the order of a licensed welarinarian, Swine: Arimale intanded for human consumption must nol be
Federal {L.5.A.) law prohibits the extra-label use of this drug in slaughtered within 5 days of recefving a singlesinjection dose
food-producing animals. ] HUMAK WARKINGS: Mol for use in humans,
Ta assure responsible anbmicrobial drug ese, enrofloxacin should  Keep et od reach of children.
anly be used as a sacand-ing drug Tor colibacillazis in swine For product questions, to repon adverse reactions, orfor a capy of the
'-I:I||l'.'I'J'.'II'II;| consideration af ather therapeutic oplons. Eafizty Data Sheet 305}, call Blanco Prodwet & Yeternary Suppan
B 1-200-428-a441.
Manudactured far: Elanco US Inc. STORAGE CONDITIINS: Protect from direct sunlight. Do mot relrigerats or
Greenfield, IN 46140 LL5A fresze. Store at 20-30°C (68-86°F), awcursions permitted up to £0°0 (104°F),
Made in Berrnang.- 500 mL Pracipilaticn a1y eeeur due 1o cald temperature. To redissaba, warm and
Approved by FOW under NADW # 141-058 thefy shake the ial.
. IIIJIIHI‘I:IUN‘S "*7"F "’*'_:::'f{' m“&' an "'d e "il of resiratoe ‘:52 *“'5?‘“ = Read attached booklet caratully for complate datails.
catile and swine. For the control of colibacilosis in swine. Sze package [
24089717527 8 insaat for complste indications Tor use. " omneass vLe002 TE Ew"m

Baytril™ 100
(enrofloxacin)
100 mg/mL Antimicrobial Injectable Solution

For Subcutaneous Use In Beef Cattle And
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

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.

Manufactured for: Elanco US Inc.
Greenfield, IN 46140 U.S.A

Made in China
Approved by FDA under

500 mL

NADA # 141-068

INDICATIONS: For the treatment and control of respiratory diseases in
cattle and swine. For the control of colibacillosis in swine. See package
insert for complete indications for use.

YL600520A

7 & 8

Baytril 100

lenrofloxacin)

N

100 mg/mL Antimicrobial Injectable Snluhun

For Subcutaneous Use In Beef Cattle And
Mon-Lactating Dairy Cattle

Far Intramuscular Or Subcutaneous Use In Swine

Mot For Use In Female Dairy Cattle 20 Months Of
Age Or Older Or In Calves To Be Processed For Veal

CAUTION: Federal law resiricts this drug to use by or on

the arder of a licensed veterinarian.

Federal law prohibits the extradabel use of this drug in
food-producing animals.

To assura responsible antimicrobial drug use, enrofloxacin should
only be usad a5 a second-ling drug for calibacil losis in swing

Tol lowing considaration of othear therapeutic aptions.

Manufzctured for: Elanca US Inc.
Greanfisld, BN 46140 U.5.A
Product of China

Approved by FDA under RADA # 141-068 500 m L

INDICATIONS: For the treatmend and control of respiratary diseases in
cattle and swing. For the control of colibacillosis & swine. See packags
insert for complete indications for vee, YLEIOS204

GCONTAMNS PER mL: Envofloecin 100 mag Exgipients: L-arginive: e 200 my,
ety aleohol 30 mg, benzyl alcohal [a5 8 pressoative) 20 mg and water
far injection q.5.

DOSAGE AND ADMBMISTRATION:

Cale: Singk-Dose Therapy (BRD Treabment): Administe. by subotaneous
injesction, & single dose ol 75125 miki of body weight (.45.7 mLA00 K.
Mukiple-Day Therapy (BRD Treatment): Administer daly_ a subcutaneous
s ol 255 m'kg of body stight [1.1-2.3 mLADD [o). Treatment should
b repeated at 24-haur ingenvals for 3-5 davs

Single-Dose Therapy (BRD Canbrall: Administer, by subculanegus
injesction, & single dose ol 7.5 magkg ol body weight (3.4 mLA0 IR} See
Inzant for examples of conditions that contribute to high nsk
Administered dose wolume should nol excesd B0 mbL per injection site,
Swine: Adminigter, either by intrarmuscular o subcitaneous (behind the
ear} injection, a single dose of 7.5 mo'ky of body weight (3.4 mLA00 loj.
Administared dose volume should not exceed 5 ml per injection site.
For the conteal of colibacillosis, administration should be initated within
the firs B days Ilesl-weamna wihen clinical sigrs are present in at jexst
2% af the animals in the group. See package insset for full dosage and
administration information.

RESIDUE WARNINGS:

Catile: Animals imended for human consumption must not ba
shughtered within 25 days ram the last treatment. This product s not
approved for female dairy cattle 20 months of age or clder, iuduuqu
dry dalry cows. Use in these catk mey cause dug residues in mi
andlior i calvas Bom bo thess tows. & withdrml penod his nol besn
astahlshed Sor thes product in- pra-ruminating -:alf.-ss. Do not uga in
alves ta be processed lor veal.

Swime: Animalk dended for hignan consymplion must not be
slaughbared within 5 days of receiving a single-inmetion dosa.

HUMAN WARNINGS: Nof for e in humans.

Keep oul of reach of childres,

To report suspected adversa drug experiences, for technical assistanca of
to obiain 3 copy of the Safaty Data Sheet. contact Elanco at
1-800-428-4441. For additeonal information abeut reporting adverss drug
expenences for animal dnegs, contact FOA a1 1-888-FDA-VETS or
hitp/fwnww fda. povireporianimalae

STORAGE CONDITIONS: Protact from direct sunkght. Do not refrigerate o
fraeze. Sbore al 20-30°C |B8-85'F), excursions permitted wp 1o A0°C | 104°F).
Precipitation may occur dua fo cold temperathura. To redissole, warm and
thien shalke the vial.

Read attached booklel carstully lor complete details, ﬂaﬂm

BAYTRIL




enrofloxacin injection, solution

Product Information
Product Type PRESCRIPTION ANIMAL DRUG Item Code (Source) NDC:58198-0021

Route of Administration SUBCUTANEOUS, INTRAMUS CULAR

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength  Strength
ENROFLOXACIN (UNII: 3DX3XEK1BN) (ENROFLOXACIN - UNII:3DX3XEK1BN) ~ ENROFLOXACIN 100 mg in 1 mL

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:58198-0021-1 1 in 1 CARTON

1 NDC:58198-0021-3 100 mLin 1 BOTTLE

2 NDC:58198-0021-2 1 in 1 CARTON

2 NDC:58198-0021-4 250 mLin 1 BOTTLE

3 NDC:58198-0021-5 500 mL in 1 BOTTLE

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
NADA NADA141068 07/24/1998

Labeler - Elanco US Inc. (966985624)

Revised: 10/2025 Elanco US Inc.
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