Baytril'100

(enrofloxacin)

MAKE BAYTRIL’ 100 (ENROFLOXAGIN) INJECTABLE

YOU CAN'T
WASTE TIME
WITH A GALF
THAT HAS BRD.

FIRST

Baytril 100 is the first single-dose
fluoroquinolone FDA approved for the
treatment of bovine respiratory disease
(BRD) and the control of BRD in beef and
non-lactating dairy cattle at high risk of
developing BRD.

FOUR MAJOR BRD PATHOGENS

Baytril 100 has bactericidal activity against
the major bovine pathogens Mannheimia
haemolytica, Pasteurella multocida,
Histophilus somni and Mycoplasma bovis.

BACTERICIDAL

Baytril 100 has a mode of action that
actually kills the bacteria causing the
infection by destroying bacterial DNA and
preventing bacterial replication.

CONCENTRATION-DEPENDENT

Baytril 100 is concentration-dependent,
delivering effective therapeutic drug
concentrations with a single dose.

EFFECTIVE

In cattle, Baytril 100 reaches therapeutic
drug concentrations at the site of
infection in the lung in one to two hours
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The effectiveness of concentration-dependent drugs is
dependent upon high drug levels that rapidly kill bacteria.

KILLS THE BACTERIA

In vitro, Baytril 100 kills 97% of
BRD-causing bacteria in one to two
hours.*?> And the sooner bacteria are
killed, the faster a calf will feel better
and get back to work eating.

TEMPERATURE REDUCTION

In field trials, improvements in
temperature and attitude scores were
noted within 24 hours of treatment.?

EASY SYRINGABILITY

Baytril 100 is syringable in cold
weather,* making it an easily stored
injectable solution. Do not refrigerate
and protect from freezing and
exposure to direct sunlight.
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TIME (HOURS)

Time-dependent drugs inhibit bacteria’s growth over time
and require drug concentrations to remain above MIC
(minimum inhibitory concentration) at the site of infection
for as much of the dosing interval as possible.

BEEF & DAIRY

Baytril 100 is approved for use in
non-lactating dairy cattle, including
dairy replacement heifers <20
months of age.

SUBCUTANEOUS

Single dose Baytril 100 is
administered by a subcutaneous
injection in compliance with BQA
guidelines.

@ AVAILABLE IN THREE

CONVENIENT SIZES

Baytril 100 lets you select the bottle
size that best fits your needs. Look
for it in the 100 mL, 250 mL and 500
mL amber glass bottles.

*The clinical significance of in vitro data has not been determined.

For use by or on the order of a licensed veterinarian. Extra-label use in food-
producing animals is prohibited. Cattle 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.
The effects of enrofloxacin on cattle or swing reproductive performance, pregnancy

and lactation have not been determined.
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100 mg/mL Antim|crabial

npnllllu Suhlmn
For Subcutaneous Lls.g In Beef Cattle And f'lllrrvLaclail'lEI
For Intramuscular Or Subcutaneous s.eln E
N-ananIsaInFetrmaI'l.h.ri; e 20 Monthe Of Age Or Older
Or in Calves To Bel’m:essed Forveal
CAUTION:
Foderal (LS4 Izw restricts this drug to usa by or on the order of a licansed weterinarian.
Federal AL ) Iw prohibits the exdra-label wse of this drug in food-prodiscing animals.

To assure resporeible antimicrobial dnsg use, enrofioeacin should enly be usad as & second-line dnug for colibacllosis in swing
follewing consideration of other therapeutic optians,
PRODUCT DESCRIPTION:

100 iz a sherds, resdy-lo-use injectable antimicrobial solution that contsns enrofliocecn, 8 broad-spectrum
flucraguinlone antimicroblal agent
Fach rol. of Raytrid® 100 contains 100 mg of enrofloccscing Facipiants are L-arginine base 200 myg, n-hutyl alcohal 30 mag, bengyl
alechol (a8 a presarvative) 20 myg and water for injection g.s.

CHEMICAL NOMENCLATURE AND STRUCTURE: ""l""is

1-c',-\:.hpmpyl—]'-{-l-nl1y1 =1-piperaring |-G-Auoro-1 d-dibydro-2-coo-3-quinolnecarbowylc acid. L.uh

INDICATIONS

Catlle - Single-Dose Therapy: ﬁ‘lﬂf“ 100 iz indicated fot the trz.umznt of Ilwnu m

respiralory disease (BRD) associal i Marunhaimis b oo
soma! and bowi In besf and non-lactatin du carlie and for

the contred of BED n bee! and pon-lackating dairy caltle al Ing: ping HRD

associatad with M. haemaytica, P muitocida, H. saemnd and

Cattle - Multiple-Day Therapy: Baytril® 100 is indicatad for the treatment of bovine m‘turydisaasa (BRD) assaciated with

Mannheimia , Pasfouralls multocids and Hisfophilus somnfin beef and non-lclating dainy

Swine: Baytril®* 100 i |nﬂ$fur the treatment and control of swine raspiratory dmasnng;smu with Mm.mms

ae,  Pasleun 5, ar
W i® 100 is mmfyml af colibacillosts in groups of pens of mmnmfgawhnre

:Ilm@umtedvdﬂl
IJIJHGEMDAI:II“ISIRA]‘IOH
pravides feodhle dossges and durations of theragy
Bmg{lﬂmm yy be administered as a single dose for one day
0 or hor contral of enﬂrul:lllws (swine), or for m

cof has been diagnosed,

fl‘om'mnlaﬂlmmd-ul Bﬁﬂécalﬂej,lurlrammandmm
-:Pc dhays bor BHD treatment {catthe]. Selecbon of the wwopmb.duac
be

and duration of for BRD tratmeant in cattle shoul basad on an assessmant of the severity of the disexce, path
susceptibility and clinical response,

Cattle:

Slrlglu Dose Therap [JJBHD Trealment): Admanister, by subcutaneous inpection, a single dose of 7.5-12.5 mgikg of body
waight (3.4-5.7 mLs

Multiple-Day Therapy (BRD Trealment): Administer daily, a subcutanegus deose of 2.5-5 mokg of body weight
(1.9-2.3 mLA0D Ibj.

Treatmant should be repeated at 24-hour intervals for three days. Additional treztments may be given on Days 4 and 5 to
animals that have shown clinical improvement hut not tatal recovery,
Single-Dose Therapy (BRD Contral): Administer, by subcutaneows injection, & single dose of 7.5 mo/kg of bady weight
(B4 mLADD ).
Examgples of conditions that may contribute to calves being at high risk of developing BRO include, but are nol limited fo,
the: fallowing:
= Transporiatin with animals Imnl oo or mang Farm ongins.

= An maended Imnsnurl tima with few 1o no rast stops.

= An enviranmenizl temperature change of 230°F during transportation.

= A =30°F rangs in temperature fluctuation within a N-ﬁnur period.

+ Exposure to wet or cold weather conditions.

= Excessive shrink (more than would be expected with 3 normal load of cattle).

+ Stressful arrival processing procedures (2.9., castration or dehoming).

= Eaposure within the prior 72 hours to animals showing clhinical signs of BRD.

Use within 30 days of first puncture and puncturs @ maxdmum of 30 times with a needle or 4 Hmes with a desage
delivery device. Any product remaining beyond these parameders should be discarded.

RESIDUE WARNINGS:

Calfle: Animats intended for human consumption must nal be slaughtered within 26 days from ihe last
freatment. This produet Is not approved for female dary caftis 20 months of ags or obder, Including dry
dairy cows. Use in these caltiz may cause drug residues In milk andfor In calves bom fo these caws.
A withdrawal period has not been establizhed for this product in pre-ruminating calves. Do not use in calvas
1o be for veal. Swine: Animals indended for human cansumgtion must nat be shughizred within
5 days of receiving 2 single-injection dase.

HUMAN WARHINGS:

Hol for e in humans. Keep ol of reach of children. Avoid conlacl with yes. In cise of contact, immedialely lush eyes valh

capiaus amaunts of water for 15 minutes. [n case of dermal contact, wash skin with soap and water. Cansulta ician ifimitation

i:vermslsfallmm g ocular ordermalexpasures. Individuals with a history of hypersensithaty to quinolones should avaid this product.
humans, thers is anskof usar photosansitization within a few hours aRer excassive exposure toquinolones, f exceezive sccidental

wn , avold direct sunlight. For customer service or to oblain product infarmation, including a Safety Dota Sheet, call

196, For medical emengencies or b report adverse reactions, call 1-800-422-9874.
PRECAUTIONS:

The effects of enrofics=cin on cattle or swine reproductive performancs, nancy and lzctaion have not been adaquately
datenmined, The long-term effects an articular joint cartifage have not been determinad in pigs above market

Subcutanedws mjecton in catle and swine, or iMlramuscular injeclion in Swane, can cause a transiend [ocal tissut |eac|.|uu that
may result in trim loss of edible fissue at slaughter.

Baytril® 100 containg diflsrent axcipients than other Baytrl® products. The sabety and efficacy of this formulstion in species ofher
than :a!ﬂeandsmnn have nol been determined,

Clugin drugs should be usedmhr.u.munmanlmakwihkmmorsuspemd&ﬂnﬂmwuus m (CNS) disorders.
In wﬁlmlrm]s.ﬂulmlunnstmu,m rare instances, been associ \Mﬂl MSshnmhhunv\lm:hm o conul seizures.
nigs fuve been mnlnpmnummw-mf

wa;?lt—hmmqnmamms-gmd arthropathy
Inlmmmari‘nllsof us species, See Safeljsmllnﬂlnrld
ADVERSE REACTIONS:
Mo adverse reactions wers observed during clinical triats,
For additional Information about adverse drug experience reporting for animal drugs, contact FDA at 1-386-FDA-VETS or online
Pt eeerwy A daggos eV eelesi nary Sl e 3
MICROBIOLOGY:
Enrofloacin e bactericdal and exerts its anlibactensl efect by inhibitng baclerial OMA gyrase {a type Ilrgulwncmch Ilm.'bs
E EIN.Pu sqlen;ulhg and replication which leads fo cell death. Enrofloxacin is active against Gram-negative ani
ram-

EFFH:WEPEEE
Callle: A total of 345 calves with naturally-occuring BRD were traated with Baml"lllﬂ melj'ltil!lﬂ trials located in five catile-
teading stales, ﬂeq.smﬂ.e 1o trsatment wis compared to non-treated controls, Sma imd muttiple-day thempy regimens
m;'emwed ]BFI d mortality wers significantly reduced in enroflnacin-reated calves. No adverse reactions were reponed
in bresaliod anrmals
'lIlanu:tnmm ol lllP 100 bor the condrol of respiralory discase i catthe at high nsk of deveoping BRO was evaluated in
\#‘ 5. and Canada. A lofal of 1,150 crosshred basf calves at high risk of devaloping BRD were enrolled
|n I‘hu stu 100 (75 mgl'k? nran E uivalent volume of sterile salin: wasallmlrlsl.ar!ﬂ L] sunﬂu D.I'BCII.I'S
mwnhn T Al reed dealy for clinical [y and were evaluated for suceess on Day
pﬂsn'eumerrt Tre&mmsu:cm in lhe rI't 100 greu greup (497/573, ?’.as'm wis significantly higher (P nmla] ‘than
sul:l:w,n b sitline: confrol glamup q—tmn .32%). In addition, there wire mone natment successes (n = 13) than Gulues
grwpufanl positive bor M. bovis on Day O that wers treated with Baytn™® 100. Mo product-related adverss
reactions were reporied
Swine: AmldsmmswumMMEMIFimormhinm natural infection SRD field trials. For the
Irnalnmiu"am Wbz success rabe of crnoflomcin-lreated pigs Wt were difined as sk and lebrile” (mcreased respaatory rate,
n(dysplncl]maml depressed attitude and a rectal temperature = 10!-"!] wass:ais‘hl;altyalpnrﬁrm greatar thanthe
success ratz of salin ues‘l.gg “sick and febrile™ pigs. For the control of SRD, mean rectal temperaturz, m {one trial) and
marbidity mstahsitﬂ;sngnﬂ'tmﬂ;lwmrfarmmﬂmrhnamd pigs in pans contamning a parcentapge of “sick and felrile™
pigs compared ko saline-treated
The effectivenass. of Ehylnl"’ 100 adrrhlstefed as a single SC dose of 7.5 mgkg BW for the reatment and contred of SRD
emocited walth M hyufrwnmuc\'\ms demorrstrabed using an induoed inbection mosdel ﬂudy aln! Illl:e single-site natural
85

infection field studi the model study, 72 haalthy pigs wer challe with a rep Esolats
and treated with Baylril™ 100 or s2line, A statistically sng nificant (P < 1) dm‘m in Ihe mzan tnha.l ung lesion score was
ohesrved in the m-,nnr’ 100-treabed group (4%) compared wi

the saline-rezied group (??%Eull 0 d.:rsgnd -treaiment.
In two field studies evaluating effectiveness for l.'ntd SAD, a total of 300 pigs with clinical signs of lmudarate
oy ion, modrabely inerssed respimtony rle, and a nectal lemperature of = 1 wert enrolled and treated with Bayln®
103 or saline. A1 7 osttreatment, the cure rate was smﬂm;ﬁ;lgﬂun%%aratmdu (P < 0.0001) iin the Bayml“’
100-treated groups (B1.3% and 92%;| |0urrqla.mdwrﬂ1!hnsalme 1 nd %3.3%). Inone field study evaluating
effectiveness for control of SRD, aqmupn[ Hpigsm which > 155. &uum-mfﬁﬂl)(mmlmra dsrgte;sm
n'nderalrhml: respirabory rate, and a rac tenmerahm?nf z1 100 or saline.
O

mm; s post- T;:Im thie cme raredms {455%1 l addni M?;IHI}; (F< ﬂmj in the Ih'ml' lm-'rmlsd
{ COMPAres v ¢ saline-treade n an W was also
Inad“l[lﬁl‘]hl’b'ml thesi fiekd QMEEMIIEIU{H in the SAD treatiment and contre! indicalions.

The effectivencss. of Baytri™ 100 for the control of cobbacillosis associzted with £ coli was evaluated in a multi-sit2 natural
infection field shady, Areach site, when at least 5% of the pigs were dafined as “clinically aflected” |pmpma of diarrhea and
eifher depression or gaunmess), all igs were administered Bayiri™ 100 as a single IM dnseol? Errsﬂo% of an equivalent
dose volume of saline. & 7 diys posl-tresilrment, the Sweccess mstjlstwlry signilicantly higher { 0350) ||:l.hc Baytrir®
10}mdyuup{ﬁ1 5%) compared with the saline-raated group (44.7%).
Bayiril® 100 administered as a single [M dose of 7.5 mgihg BW for the reatment and control of SRD or as a

The effectiveness
sngle 3C dase of ?_5 mig/hg BW for the conlrol of colibaciBosis was confirmedd

Administered dose volume should not sxcesd 20 mL per injection site. demarsirating comparable serum eneoflmacin
Table 1-Baylil* 100 Dose demaInutSehedulelnE mmnlmhnnsfnlom or 5C injection into the neck of healthy male and famals pigs.
OxICoLo
T, o "‘é o HE.?" “&.'&“"E%‘”EE ot oo T o) 3 g 40 QG TESpoCtvtly CWDAe Shuhes 1 s and
Waight inle- rals revedled no observable adverss al treatment rales ol 3 an. mgkg resp ronic Sledses i rats an
) By | 2b-sbmms | CTEmoir | e o couab s cac at 33 and 323 oty epach et v v o of curngeeic
. A ‘eci in laborafory animal models o-genaration rat r uclion y no will treatments.
Dase Volume (mL) Dase Yolume (ml) Dose Volume {mL} Mo teratagenic effacts were obsarved in rabbits at doses of 25 mglg or in rats at 50 mghg.
100 i5- 55 15- 20 35 ANIMAL SAFETY:
200 7.0-11.0 25- 45 70 Cattle: Safaty studies wers conducted in feeder calves using single doses of 5,15 and 25 mgﬂtglnr 15 consatutive days.and
200 106-170 35- 64 105 50 mgflﬂ%lorhonscculhedmmodmu:al signs of toxicity were observed when a dos: of rngﬂvgwaza.dmh-steredlﬂ
- - - - 15 derys. Clinical signs of depressan, mcoardination and muscle fsciculation wene observed in caloes when doses of 1
4 14.0-225 45- 80 14.0 25 mgikg ware admanisterad for 10 to 15 days. Clinical signs of depression, inappetance and incoardination were n'bsurwﬂ
500 17.0-285 85-115 170 when a was admini for 3 days. No drug-relafed abnormalities in clinical pathology mefters
500 20.5-34.0 T0-135 05 ware identified. No arl icular cartilage lasions wera obserded after examination of stifle joints from animals administered
3 - 34 -13. : 25 mgykg for 15 day
700 24.0- 395 8.0 - 16.0 240 A salety study wasomduﬂed In 23- day-uld calves usul? doses of 5, 15 and 25 mg'kyg for 15 consecutive days. Ne clinlcal
B0 275-455 9.0-180 75 signs of bosicity or dullgl:s ||n:l||||r,al Iol parameless were observed, No aflicular carlilage lesions were observed in
- = = the stifle jeints al any dose lavel \Eﬁ days follawing 15 days of drug administration.
900 3.0-51.0 10.0-205 no An inj=clion site sludy canrluc‘red in feedar catves damaonstrated that the formulation may induca a transient raaction in the
1000 3.0-57.0 110-230 30 subcutaneous tssue and underlying muscle, No painful responses to administration were obssrved.
Swine: Subcutansous Salety: A safety study was conducted in 32 pigs weighing approximately 57 kg (125 ) using single
1100 37.5-625 125- 250 375 doses of 5, 1501 25 mg/g daily for 15 consecutive d Incid lz2meness of short duration was absarved in all groups,

Dmvdumesmheeﬂmmudmﬂ'mmmsmﬁﬂlmudmw

.A:I |n|5‘rw either by intramuscular ar subcutansous (behind the ear) injection, a single dose of 7.5 mg/kg of body weight
gd mLA00 IhP minkstzred dose volume should nod exceed 5 mL per injzchion site.
r the control of colibacillosis, adminisiration should ba iniliated within the first 60 day =weaning when clinkcal

signs are present in at least 2% of the animals in the group. Il ne improvernent i3 noled w- in 43 hours, the dlagnosis

including the saline-treated eontrols. Musculoskeletal stiffness was chearved following the 15 and 25 mgh treatments
with clinécal signs appearing during the second week of reatment. Clinical signs of lameness improved after wmeatment
cesied and most animals were climcally normal al necropsy,

A seoond study was conducied in twa weighing mru#muldr 23 ky (30 1b]. treated with 50 mgikg for 5 conseculive
days. Thera were na clinical signs of taxcity or pathological changes.

An inj=ction sits sludy comdueted 0 pigs demonsirated that the formulation may induce a translent reaction in the

should be reevaluaied. . subtutaneous tissuz. Ho painful responses ta adminlstration were obssrved.
Tahla 2 = Baytril® 100 Dose Schedule for Swine ma;‘nuﬁcglﬁaa nsalll:gqré.'r# wfﬁcm"mdmb:aﬂwei 20 ru??utg; I?:ld 5. Pinswnmadmlnlsmadaaymlﬂmﬂ
. injection inf neck once w r 3 consecutive weeks 5 remaine
Welght (Ib) Dose Volume (mL) Sinizally normmal mrnuqﬂml the qlvd-p Irjlnslenl decreasas in leed and waler consumption ware observed afler sach
13 0.5 treatent. Mild. transient, post-treatmeént injection site swellings were observed in pigs receiving the 37.5 mgrkg BW dose.
a0 1.0 Injection site inflammation was lound on post-martem examnation in all enrolloasn-treated groups.
50 1.7 STORAGE CONDITIONS: Protect from dirsct sunlight. Do rot refigerate or fresze. Store at ZD-GD‘CJ.I -86°F), extursions
100 34 permitied up o 40°C (104°F). Precipitation may occur due lo cold temperature. To redissobae, warm and then shake the val
150 51 HW;LI’PUEI]
Bayrif® 1000
20 58 o mgmL 100 mL Botda
250 8.5 100 mgimL 250 mL Botils
Dilation of Baytril® 100: Baytrif* 100 may be diluted with sterile waler prior to injzction. The diluted product should be used within 100mgiml. 500 mL Bottia
4 hours, Stom dilutsd solution in amber glass boftles hetwean 4-40°C (36-104°F). REFEREMCES:
Table 3 - Diltion Scheduls* 1. Hoaper, 0. C., Wollson, J. 5., Quinolons Antimicrobial Agents, 2nd ed, 59 - 75, 1993,
. - - " - For customer service or to oblain product informeation, including a Salety Data Sheet, call 1-800-833-3796.
Swine Weight L al tril™ 100 L of sterile wal Number of d
m:u h"“-‘ LI L L 33:3' ’L' uL ;6 ! f =l o l' ul:: ouEs For medical emergencies or lo report adverse reactions, call 1-800-422-3874. V0412016
L Ll Baytril® 100 (©2015 Bayer HealthCars LLC
151 51 mL 48 mL 100 Bayer, the Bayer Cross and Baytril ara registzred trademarks of Bayer,
L 5 b 2 Ll Bayor HeaiCare L. Aol e Heall Dion
251 85 mL 15 ml 100 Sllimuwt. Mlssmll Karsas 65201 U Bayer

“For 1 mL dose volume from diluted solution
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