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FREEDOM OF INFORMATION SUMMARY

General Information:

NADA No.: 140-441
Sponsor: Bayer Corporation,
Agriculture Division
Animal Health
P.O. Box 390
Shawnee Mission, Kansas 66201
Generic Name: Enrofloxacin
Trade Name: Baytril® Taste Tabs™ Antibacterial Tablets

Marketing Status: Rx

Effect of Supplement:  This supplement amends the NADA to add a 136 mg
tablet and the associated label changes. The currently approved tablet sizes are
22.7 and 68 mg.

Indications for Use:

The indications for use remain the same as currently approved. Baytril Taste Tabs
Antibacterial Tablets are indicated for the management of diseases in dogs and
cats associated with bacteria susceptible to enrofloxacin.

Dosage Form(s), Route(s) of Administration, and Recommended Dosage(s):

Administer orally at a rate to provide 5 — 20 mg/kg (2.27 — 9.07 mg/lb) of body
weight, either as a single daily dose or divided into two (2) equal daily doses
administered at twelve (12) hour intervals. Selection of a dose within this range
should be based on clinical experience, the severity of disease, and the
susceptibility of the pathogen. The dose should be continued for at least 2 — 3
days beyond cessation of clinical signs, to a maximum of 30 days. Animals which
receive doses at the upper-end of the dose range should be carefully monitored for
clinical signs that may include inappetence, depression, or vomition.
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IV.

Safety and Effectiveness:

The approval of the 136 mg tablet does not require safety or effectiveness data as
the dosage remains the same as currently approved. The approval is based on the
manufacturing information on containers/closures, labeling, dissolution, and the
stability of the 136 mg tablet.

Human Safety:

Human Food Safety

Data on human safety, pertaining to consumption of drug residues in food, were
not required for approval of this NADA. The formulation is labeled for use in
dogs and cats only.

User Safety

The labeling contains adequate directions for use and thus poses no human safety
hazard. The labeling contains adequate “WARNING” and “CAUTION”

statements.

Agency Conclusions:

The data submitted in support of this NADA satisfy the requirements of section
512 of the Federal Food, Drug, and Cosmetic Act (FFDCA) and Part 514 of the
implementing regulations (Title 21), and demonstrate that BAYTRIL® Taste Tabs™
136 mg Antibacterial Tablets are safe and effective when used according to the
approved conditions of use.

The drug is restricted to use by or on the order of a licensed veterinarian because
professional expertise and proper diagnosis is required for safe use and treatment
success.

Under section 512(c)(2)(F)(iii) of the FFDCA, this approval for non food producing
animals does not qualify for marketing exclusivity because the supplemental
application does not contain substantial evidence of the effectiveness of the drug
involved, or any studies of animal safety required for the approval and conducted or
sponsored by the applicant.



VII. Labeling (attached):

A. Baytril® (enrofloxacin) Taste Tabs™ 136 mg Antibacterial Tablets, 50 tablet
bottle label

B. Baytril® (enrofloxacin) Taste Tabs™ 136 mg Antibacterial Tablets, 200 tablet
bottle label

C. Package Insert



(enrofloxacin)
Taste Tabs™ 136 mg Antibacterial Tablets .

136

For The Treatment OISusceptnble‘B cte aI
Pathogens In DogsAndcais

Bayer@

Bayer Corporation, Agriculture Division. Animal Heath
Shawnee Mission, Kansas 66201 U.S.A
NADA 140-441, Approved by FDA

DOSAGE: Administer orally at a rate to provide 5-20
mg/kg (2.27 te 9.07 m /Ib;of body weight, either as a
single daily dose or dividedinto two (2) equal daily doses
administered at twelve (12) hour intervals. Selection of
a dose within this range should be based on clinical
experience, the sevenl‘_hf disease, and the suscepti-
hsllty of the pathogen. This dose shiould be continued
for at least 2-3 days beyond cessation of clinical signs,
to amaximum of 30 days. Animals which receive doses
at the upper-end of the dose range should be carefully
monitored for clinical signs that may include inappe-
tence, derresswn or vomition.
CONTRAINDICATIONS: The use of enrofloxacin is con-
traindicated in smalf and medium breeds of dogs dur-
ing the rapid %rowth phase (between 2 and 8 months
of age). The safe use of enrofloxacin has not been estab-
lished in farge and giant breeds during the rapid growth
phase. Consult package insert for details.

WARNING: Foruse in Animals Only. Keep Outof Reach
of Children.

Read package insert carefully for complete details.
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DOSAGE: Administer orally at a rate lo provide
5-20mg/kg(2.27109.07m /|l) of body weight, either
as a single daily dose or givided into two (2) equal
dally doses administered at twelve (12) hour inter-
vals. Selection of a dose within this range should be
basedon clinical experience, the severity of disease,
and the susceptibility of the pathogen. This dose
should be continued for at least 2-3 days beyond
cessation of clinical signs, to a maximum of 30 days.
Animals which receive doses at the upper-end of
the dose range should be carefully monitored for
clinical signs that may include inappetence, depres-
sion, or vomition.

CONTRAINDICATIONS: The use of enrofloxacin
is contraindicated in small and medium breeds of
dogs during the rapid growth phase (between 2 and
B months of age). The safe use of enrofloxacin has
not been established in large and ?iant breeds dur-
ing the rapid growth phase. Consult package insert
for details.

200 Tablets™ WARNING: For Use in Animals Only. Keep Out
S e of Reach of Children. @
Read package insert carefully for complete -
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Baytril’

(enrofloxacin)

Taste Tabs™ 136 mg Antibacterial Tablets
and Injectable Solution

CAUTION: ) )

Federal (U.S.A) law restricts this drug 1o use by or on the order of a Jicensed
veterinarlan.

DESCRIPTION:

Enrofloxacin is a synihetic chemotherapeutic agent from the class of the quinolone car-
boxytic acid derivatives. [t has antibacterial activity apalnst a broad spectrum of Gram neg-
ative and Gram positive bacteda (See Tables 1 and If). 1tIs rapidly absorbed trom the diges-
{lve tract, penetrating into all measured body tissues and fluids (See Table W).

Tablets are availabie in three sizes 322.7. .0 and 136.0 mq enrofloxacin). Each mL of
Injectable solution contains: enrofioxacin 22.7 mg, n-butyl alcohal 30 mg, potassium hydrox-
ide for pH adjusiment and water for Infection, q..

CHEMICAL NOMENCLATURE AND STRUCTURAL FORMULA:
b Wﬂo&mpyl-7-(4-elhyl-1-plperazinyl)ﬁ-ﬂuoro-i,4—dihydro-4ﬂm-ﬁﬂulnonnecar-
oxylic acid.

CHj CHy:
\N,}
()Y
F
cooH
o
ACTIONS: i -
Microbl Quinok rboxytic acld derivatives are classified as DNA gyrase inhibitors.

Y Y

The mechanism of action of these compounds is very complex and aot yet fully under-
stood. The site of action Is bacterial gyrase, a synthesis promoting enzyme. The effect on
Escherichia cofi is the inhibition of DNA synthesls through prevention of ONA supercoli-
ing. Among other things, such pounds lead to the cessation of cell respiration and
division. They may also interrupt bacterial membrane Integeity.' N

Envoflaxacin is baclericidal, with activity against both Gram negative and Gram positive
bacteria. The mi Inhibitory conc! fons (MICs] were determined for a series of
39 isolates representing 9 genera of bacteria from natural infections In dogs and cats,
selected principally because of resistance 10 one or more of the lollov!dnq antiblotics: ampl-
cillin, cephalothin, cofistin, chforamphenicol, ery ycin, gentamicin, yein, peni-
cillin, streptomycin, tetracycline, triple sulfa and sulfarimethoprim. The MIC values for
enrofloxacin against these isolates are presented in Table [. Most strains of these organ-
isms were found 10 be susceptible ta enrofloxacin in vifro but the clinical significance has
not been determined for some of the isolales. .

ptibility of org 1o loxacln should be di d using earofloxacin
5 mcg disks. Specimens for susceplibility testing should be collected peior to the initia-
tion of enrofloxacin therapy.
TABLE [ - MIC Values Tor Enrotiaxacin Against Canlne and Feline Pathogens
(Dlagnostic faboratory Isolates, 1984)

Mic Ranae

Organisms Isafates (meg/mi)
Bacteroides spp. 2 2
Bordelella bronchiseplica K] .125-0.5
gfucellg canis . % g.;ZS—OZS

lostridiur perfringens .
Escherichia ggﬁ 4 5° <0.016-0.031
Klebsiella spp. i 0.031-0.5
Proteus mirabilis 6 0.062-0.125
Pseudomonas aeruginosa 4 0.5-8
Staphylococcus spp. 5 0.125

“Includes feline Isolates.
The Inhibitory activity on 120 fsalates of seven canine urinary pathogens was afso inves-
tigated and is fisted in Table il.
TABLE 1l - MIC Values for Enrotloxacla Against Caalre Urinary Pathagens
(Diagnastic [aboratory Isolates, 1985}

Mic Ranee
Organlsms {solates {meg/mt)
E. cali a0 0.06-2.0
P, mirabilis 20 0.125-2.0
K. pngumoniae 20 0.06-0.5
P, aeruginosa 10 1.0-80
Enferobacter spp. 10 0.06-1.0
Staph. (coag. +) 20 0.125-0.5
Strep. (alpha hemol} 10 0.5-80

Dislributian In the Body: Enrofioxacin penelrates into all canine and feline tissues and
body fluids. Concentrations of drug equal fo or greater than the MIC for many pathogens
{See Tables 1, 11 and 11t} are reached in most tissues by two hours after doslng at 2.5 mo/q
and are maintained for 8-12 haurs alter dosing. Particulady high levels of enrofioxacin are
found In utine. A summar? of 1he body fiuldAissue drug levels at 2 to 12 hours after dos-
ing at 2.5 my/kg Is given in Table 1.

r

Single Oral Dose = 2.5 mg/kg (1.13 mo/b)
Pn:t-trea)lment Entotloxactn Levels

Canine (n =

Body it (mca/mt) a1 2he " fhye

1 - - .
Cerebraspinat Fluid - - (2);';:1! .‘l’%

i 43.05 §5.35 12.81 26.41

Eye Fluids 0.9 0.66 0 0.65
Whole Blood 1.01 0.36 - -
Plasma 0.67 0.33 - -
Serum - - 0.48 0.18
Tissues (mcq/qk
tlilema(npalellc ysiem

ver 3.02 1.36 1.84
Spleen 1.45 0.85 1.3 3.'2;
Bone Marrow 2.10 1.22 1.68 0.64
Lymph Node 132 0.91 0.49° 021
:(J_fl;)qenllal Syslem

idney 1.87 0.99 14
Bladder Wall 1.36 0.98 1.1% ggg
Tesles 1.36 1.10 1.01 0.28
Proslate 1.36 2.20 1.88 055
Ovaies - = 0.78 0.56
Uterine Wall 1.59 0.29 081 1.05
Gastralntestinal and Cardiopulmonary Syst
Lung 134 0.82 0.91 033
Hearl 1.88 0.78 0.84 032
Stomach 19 218 .26 027
Small Inlestine 2.10 1.1 272 0.40
Large Intestine - - 0.94 1.10
Dther
Fal 0.52 0.40 0.24 0.1
Skin 0.66 0.48 0.46 0.17
Muscle 162 0.77 0.53 029

rain 0.25 0.24 0.22 0.12
Mammary Gland 0.45 0.2 0.36 0.30
Feces 1.65 9.97 037 418
Pharmacakinetlcs:

1n dogs, the ab ion and elimination ch. ristics of the oral f fation are En-

P
e:r (p:atscm‘;1 ct;ncc:\tr;a}i%ns Incre;mse Wm“}'flmﬂfw with dose] v‘v}\g‘l enroflaxacia is
administered at up to 11.5 mg/kq, twice dally, o & orally adminis-
tered dose enters the systeml cqm:ulaﬁon und\anoedmhaunq S, based on
the drug’s body clearance time, can readily remove the drug with no indication that the
eliminating mechanisms are saturaled. The primary route of excretlon Is via the udne. The
absorplion and efimination characteristics beyond this poirt are unknown. In cats, no
oral ion inl s avaitable at other than 2.5 m/kg, administered orally as 2
single dose. Saturable absorption and/for elimination processes may occur at greater
doses. When saturation of the absorption process occurs, the plasma concentration of
the active moiety will be less than predicted, based on the concept of dose proportionality.

Following an oral dose in dogs of 2.5 mg/Ag (1.13 mg/Ab) enrofloxacin reached 50% of
its maximum serum concentration in 15 minutes and peak serum level was reached
in one hour. The elimination half-life in dogs is approximately 24 -3 hours at that dese,
white in cats it is grealer than 4 hours. In a sludy compa logs and cats, the peak con-
centration and the time 10 peak concentration were nof different. A graph Indicating the
mean serum levels following a dose of 2.5 mg/kg (1.13 mg/b} in dogs {oral and intra-
muscular} and cats (oral} is shown in Figure 1.
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Figure 1 - Serum Concentrations of Enrofloxacin
Following a Single Oral or Intramuscular
Dose at 2.5 mg/kg in Dogs and a Single
Oral Dose at 2.5 mg/kg in Cats.

The lower limit of the dose range was based on efficacy studies In dogs and cats wivere
enrofloxacin was administeced at 2.5 mo/kg twice daily. Target animal safety and toxi-
gulo?y studies were used to establish the upper limit of the dose range and treatment

vration.
Breakpoint:

Based on pharmacokinetic studies of enrofloxacin in dogs and cats after a single oral
administration of 2.5 myg enrofloxacin/kg BW {i.e. half of the lowest-ead single daily dose
range) and the data listed In Tables { and I, the following breakpoints are ded
for canine and fefine isolates.

Zong Diameter (mm}) MIC {ug/ml} gm:mmlamm
221 505 usccpu‘ole(S?
18-20 1 Intermediate S)

<17 22 Resistant (R

A report of “Susceplible” Indicates that the pathogen is Rkely to be inhibited by gener-
ally achievable plasma levels. A report of “Intermediate” Is a technical butfer and isolates
falling Into this ca!e?or)_' should be retested. Altematively the organism may be success-
fully treated if the lalection is In a body site where drug Is physiologically concentrated. A
report of "Resistant” indicates that the achievable drug concentrations are unllkely 1o be
Inhibitory and other therapy should be selected.

Standardized procedures equire the use of laboratory control organisms for both
standardized disk diffusion 3ssays and standardized dilution assays. The 5pg

powder

enrofloxacin disk should give the {ollowing zone di s and
should provide the following MIC values for reference stralns.
QC strain MIC {}lﬂlﬂ&} Zone Diameter (mm})
€. coli ATCC 25922 0.008 - 0 P-4
P. aeruginosa ATCC 27853 1-4 15-19
S. aureuvs ATCC 25923 27-3

S. aureus ATCC 29213 0.03-0.12
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lN%lg:quTlg bi‘:sa'ls: Baytril® {brand of enrofloxacin) Taste Tabs™ Antibacteriaf Tablets and
Injectable Solution are indicated for the manag, of di in dogs and cals assocl-
ated with bacteria suscepiitie lo enrofioxacin.

EFFICACY CONFIAMATION: . Lo ds and

Dogs: Clinical efficacy was e In dermal { a )
associated with susceplible sl;alns of de_’schedc(ua coll Kebsiella pneumoqlai.o.:l’;ﬂaet:;s
mirabilis, and Staphylocaccus intermedius, respiratory ns (p J
rhiﬁﬁs) assuc(ale% &’ﬂh susceptible strains of £scherichia colf and Staphylococcus au-
reus; and urnary cxsﬂtls assoclated with susceptible strains of Escherichia coll, Proteus

ilis, and Staphylococcus aureus.
In]?ab!l;tsahlll A Fﬂaey’ cholce palalability in dogs was confirmed in a study In which 350
individual 'dols n,os “rlesuncd Ina vglt;;'rlxxﬂryd "l:uq?t:?nna {a_te of 73%.
- Clinlcal efflcacy was eslablishe e (
sty fy strains of Pasturella mullocida, Staphylococcus aureus, and
Staphylococcus epidermidis. -
CONTRAINDICATIONS:

Enrofloxacinis contraindicated in dogs and cats imowntto be hypersensitive to quinolones.,

Dogs: Based on the studies discussed under the section on Animal Toxicology, the use
of enrofioxacin is contraindicated in small and medium breeds of dogs during the rapid
growth ghase etween 2 and 8 months of age). The safe use of enrofloxacin has not been
established In [arge and Qiant breeds during the rapld growth phase. Large breeds mgbe
in this phase for up ta one year of age and the glant breeds for up fo 18 months. In clinl-
cal fleld trials utilizing 2 dally oral dose of 5.0 mg/kg, there were no reports of lameness
orm!n( problems in any breed. However, controlied studies with histological examlnation
of the articular cartllage have not been conducted In the large or glant breeds.
ADVERSE AEACTIONS:

Dags: Two of the 270 (0.7%) dogs Ireated with Baytrit® %and of enrofloxacin) Tablets
at 5.0 mg/kg per d%y In the clinical field studies exhibited side effects, which were appar-
ently druq refated, These two cases of vomition were self-fimiting.

0 drug related side effects were reported in 122 clinical cases treated with Baytri®
(enrofloxacin) Injectable Sofution followed by Baytril Tablets at 5.0 r daz.

Cats: No drug-related slde etfects were reported In 124 cats reated B%m (Brand
of Enrofloxacin) Tablets at 5.0 mg/g per day for 10 days, kn clinical field studies.
ANIMAL TOXICOLOGY:

Dogs: Adult dogs receiving enrofloxacin orally at a dafly dosage rate of 52 mo/kg for
13 weeks had only Isolated Incidences of vomition and inappetence. Adult dags receiving
the tablet formulation for 30 consecutive days at a dally treatment of 25 mg/kg did not
exhibl significant clinical signs nor were there effects tpon the clinical chemistry, hema-
tological or histological parameters. Datly doses of 125 forupto 11 days induced
vomitian, inappetence, depression, ditficult locomotion and death white adult dogs recelv-
Ing 50 mo/ko/day for 14 days had clinical signs of vomition and inappetence.

Adult dogs dased intrarruscutarly for three treatments at 12.5 mg/g, followed by 57
oral treatments at 12.5 mg/g all at 12 hour imervals, did nat exhibit efther significant clin-
Ical siqns oreffects ugon the clinical chemistry, hematological or histological parameters.

Oral treatment of 15 to 28 week old growing puppies with daily dosage fates of 25 mg‘/ku
has induced abnommal carriage of the carpal joint and weakness in the hindquarters, Sig-
nificant improvement of cfinical slgns is atiserved rouowm? drug withdrawal, Microscop-
Ic studies have Identified leslons of the articular cartitage following 30 day treatments at
either 5, 15 or 25 mg/kg In this age Qroup. Clinica! signs of difficult ambutation or asso-
clated cactilage lesions have not been observed in 29 to 34 week old Jiuppies following
dally treatments of 25 mo/kg for 30 consecutive days nor In 2 week ol puppies with the
same treatment schedule.

Tests indicated no etfect on circulating microfitariae or adult heartworms {Diroffaria
immitis) when dogs were treated at a daily dosage rate of 15 mg/kg for 30 days. No effect
on cholinesterase values was obsecved.

No adverse effects were observed on reproductive parameters when male dogs recelved
10 consecutive dally treatments of {5 mqllkolday at Jintervals {90, 45 and 14 days) prior ta
breeding or when female dogs received 10 consecutive daily treatments of 15 masko/day at
4 intervals: between 30 and 0 days prior o b g, earg, gnancy (b 10th & 30th
days), late pregnancy (between 40th & 60t daysy and during lactation (the first 28 days&

Cats; CaisIn 2ge ranges of 310 4 months and 7 1o 10 monihs recelved daily treatmen
of 25 mg/kg for 30 consecutive days with no adverse effects upon the clinical chemistry,
hematolagical or histalogical parametess. In cats 7-10 months of age trealed dafly for 30
consecutive days, 2 of 4 receiving 5 mg/kg, 3 of 4 receiving 15 mo/kg, 2 of 4 receiving 25
mg/g and 1 of 4 nontreated controls experienced occasional vomition. Five to 7 manth
old cats had no side effects with daily treatments of 15 mkg for 30 days, but 2 of 4 a0i-
mals had adticular cartilage lesions when administered 25 my/kg/day for 30 days.

Doses of 125 mg/kg for 5 consecutive days to adult cats induced vomition, depression,
Incoordination and death while those receiving 50 mqrkg for 6 days had cfinica signs of
vomition, inappelence, incoordination and convulsions, %ul they returned to normal.
ORUG INTERACTIONS:

Compounds that contain metal cations (e.q., atuminum, calcium, iron, magnesium)
may reduce the absorption of some quinolone-class drugs from the Intestinal tract,
Concomitant therapy with other drugs that are metabolized in the liver may reduce lhe
clearance rales of the quinalone and the other drug.

Dogs: Enratloxacin has been administered 1o dogs at a daity dosage rate of 10 mg/kg
concurrently with a wide variety of other health products lncluding anthelmintics (prazi-
quantel, febantel, sodium disophenot), Insecticides {fenthion, pyretl rins}, heartwaom pre-

tati éd\elhy carh ine} and other antibiotics (ampicillin, gentamicin suffate, penl-
clifin, dihydrostreptomycin), Na Incompatibilities with other drugs are known at this time.

Cats: Enrofloxacin was administeced at a dafty dosage rate of $ mi concurrently with
anthelmintics (praziquantel, febantel), an insecticide {propoxur) and another antibactedal
(ampicillin). No incompatibilities with other drugs are known af this lime.

PRECAUTION;

Quinolone-class drugs should be used with caution In animals with kaown or suspect-
ed Central Nervous System (CNS) disorders. In such animals, quinclones have, in rare
instances, been associated with CNS stimulation which may lead to convulsive selzures.

Quinolone-class drugs have been assoctated with cartilage erosions in weight-bearing
Jolnts and other forms of adhropathy in immature animats of various species.

Salety In breeding or pregnant cats has not been established.

HUMAN WARNINGS:

For Use In Animals Onlr. Keep Out of Reach of Children.

Avoid contact with eyes. In case of comtact, immediately fiush eyes with copioys amounts
of water for 15 minutes. In case of dermal contact, wash skin with soap and water. Con-
sult a physlcian if irritation persists following ocular or dermat exposare, Individuals with
a history of hypersensitivity to quinolones should avoid this product. In humans, there is
arisk of user photosensttization within a fewhours afler excessive exposure fo quinolanes.
It gfxcesslv’e‘ a%cldenlal eg;osure otccu‘r)sﬁ,avmd direct sun!ight

0 report adverse reactions or to obtain 2 copy of the Material Safety Data Sheet, cat
1-800-633-B405, o Y “

+ A

DOSAGE AND ADMINISTRATION: i

The dose range of Baytril (hrand of enroflaxacia) Taste Tabs™ Tablets in dogs and cats
Is S to 20 mo/kg {2.27-9.07 mgAb) of body welght, elther as a single dose or divided [nto
two {2) equal daiiy2 doses administered at twelve (12} hour lntervals. Selection of a dose
within this range Should be based on clinical ¢ 2, the sevedly of disease, and sus-
ceplibllity of the pathogen.

Palalahllltg: ost dogs will consume Baytri!® Taste Tahs™ Tablets wilfiagly whea of-
fered by hand. Alternatively, the tablet(s) may be offered in food or hand-administered
gpmed) as with other oral tablet medications, b cats, Bayldk® Taste Yabs™ Tablets should

¢ pified. Afler administration, watch the animal closely 1o be certain the entire dose has
been consumed,

Anlmals which receive doses in the upper-end of the dose range should be carefully mon-
ftored for clinical signs that Include lnaﬁpelenoe. depression, and vomitian, For dogs,
Haytril Injectable Solution may be used inltially as a single Intramuscular dose at 2.5 mg/kg.
TABLETS:

Dags & Cats: The duratlon of treatment should be selected based on clinical evidence.
Generally, administration of Baytri Tablets shoutd continue for at least 2-3 days beyond
cessation of clinlcal signs. For severe and/or complicaled intections, more prolonged ther-
apy, up 1o 30 days, may be requiced. If no Improvement ks seen within five days, the diag-
nosis should be reevaluated and a difierent course of therapy considered.

INJECTABLE SOLUTION:

Bags Only: Baytril Injectable Solution may be used as the Initlal dose a1 2.5 mg/kg. It
should be administered intramuscularty (IM) as a sinple dose, foltowed by nltiallon of
Baytrit Table! therapy.

Baytrl Tablets and injectable Solution may be administeced as follaws:

Weight [Baylril injectable| Baytrl Tablet {Dogs and Cats)
a? wSolunjon' Once Daily Dosing Chart

Animal 1 (Dogs Only)
25mghkg {50 10.0mg/kg 1150 mo/kol  20.0 m:

9.1kg 1.00mL  12x22.7 mg]1 x22.7 mg plus |1 x 136 mgf 1 x 136 mp plus

{20 1b) lablets [t x68mgtablets] tablel [2x22.7 mg tablets

W2k 300mL  [1x136mp} 2x136mp [3x136my 4£136mg

60ib) tablet tablefs tablets tablets

* The Initlal Bayteil Injectable administration should be followed 12 hours tater by Initla-

tion of Bayteif Tablel therapy.

Allablet sizes are double scored for accurate dosing.

The lower imit of the dose range was based on efﬂcaq studies In dogs and cats where

enrofloxacin was administered at 2.5 mo/y twice dally. Target animal safety and toxicol-
ogy studles were used to establish the uppes Emit of the dose range and treatment dura-
fion.

STORAGE:
Protect injectable from direct sunfight. Do not freeze.
HOW SUPPLIED:
Baztﬂl Injectable Selation
Code Number 2.7 mg/ml. Vial Size
1865 20mL
E l::l :’asl:zlek Tablets/Bottie
Code Number ablet Size 2
0387 227 mg 100 Double Scored
0388 227mg 500 Double Scored
0389 68.0mg 50 Double Scored
0390 68.0 mg 250 Double Scored
0417 1360 mg 50 Double Scored
0391 1360 mg 200 Double Scored
U.S. Patent No. 4,670,444
REFERENCES:

1 Dougherty, T.J. and Saukkonen, J.J. Membrane Permeability Changes Associated with
DNchggge Inhibitors in Escherichia colf Antimicrob. Agents and Chemoth., V. 28, Aug.
1985, 200-206.

2 Watker, R.D. ef 2, Pharmacokinetic Evaluation of Enrofloxacin Administered Orally to
Heatthy Dogs. Am. J. Res. V. 53, No. 12, Dec. 1992; 2315-2319. .
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