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TYLAN Soluble

Tylosin tartrate
Soluble powder
Swine

For the treatment and control of swine dysentery associated with Brachyspira hyodysenteriae
when followed immediately by TYLAN Type A medicated article in feed.

For the control of porcine proliferative enteropathies (PPE, ileitis) associated with
Lawsonia intracellularis when followed immediately by TYLAN Type A medicated article
in feed.
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Elanco Animal Health
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NADA 013-076

Elanco Animal Health

A Division of Eli Lilly & Co.
Lilly Corporate Center
Indianapolis, IN 46285

Drug Labeler Code: 006986
TYLAN Soluble

Tylosin tartrate
Antimicrobial

Water soluble powder

100 grams tylosin base per jar

Jars containing tylosin tartrate equivalent to
100 grams tylosin base

OTC

250 mg tylosin per gallon in drinking water for
3 to 10 days, followed by 40 to 100 g tylosin per
ton of complete feed (Type C medicated feed
manufactured from TYLAN Type A medicated
article) for 2 to 6 weeks.

Oral in water
Swine

For the treatment and control of swine dysentery
associated with Brachyspira hyodysenteriae
when followed immediately by TYLAN Type A
medicated article in feed.

For the control of porcine proliferative
enteropathies (PPE, ileitis) associated with
Lawsonia intracellularis when followed
immediately by TYLAN
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- Type A medicated article in feed.

N. Effect of Supplement: This supplement provides for the approval of
TYLAN Soluble (tylosin tartrate) followed by
TYLAN Type A medicated article (tylosin
phosphate) for the treatment and control of swine
dysentery associated with Brachyspira
hyodysenteriae in swine and the control of porcine
proliferative enteropathies (PPE, ileitis) associated
with Lawsonia intracellularis in swine.

II. EFFECTIVENESS:
A. Dosage Characterization:

The dosage regimen tested for the control of porcine proliferative enteropathies
(PPE, ileitis) was the currently approved dosage regimen for the use of tylosin in
drinking water followed by tylosin in feed for the treatment and control of swine
dysentery. This dosage regimen was selected because, while PPE and swine
dysentery are caused by different pathogens, the two diseases share some clinical
signs and are diagnosed under similar conditions. The effectiveness of tylosin in
drinking water at 250 mg/gallon for 3 to 10 days followed by tylosin in feed at 40 to
100 grams per ton for 2 to 6 weeks for the treatment and control of swine dysentery
was demonstrated for the approval of NADA 012-491 (TYLAN Type A medicated
article) dated October 6, 1965 [30 FR 12730].

B. Substantial Evidence:

1. CVM did not require effectiveness studies for the supplemental approval of the
indication for the treatment and control of swine dysentery associated with
Brachyspira hyodysenteriae (when treatment with TYLAN Soluble is followed
immediately by TYLAN Type A medicated article in feed). The supplemental
approval of NADA 012-491 (TYLAN Type A medicated article) dated
October 6, 1965 [30 FR 12730], contains a summary of studies that demonstrate
effectiveness of this dosage regimen for the treatment and control of swine
dysentery in pigs.

2. Type of Study: Dose Confirmation Model Study

1) Title: “An Efficacy Dose Confirmation Study with TYLAN Soluble Powder
Followed by TYLAN Premix for the Control of Porcine Proliferative
Enteropathy (ileitis) in Swine.” Study # TIXAMO0501.

January 2007 to March 2007.
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2) Investigators and Locations:
Terry TerHune, DVM, PhD, HMS, Veterinary Development Inc.,

3)

Tulare, CA

Kelly Lechtenberg, DVM, PhD, Midwest Veterinary Services, Inc.,

Oakland, NE

Study Design:

a)

b)

d)

Objective: To confirm the clinical effectiveness of tylosin tartrate
administered in drinking water followed by tylosin phosphate,
administered in a Type C medicated feed for the control of porcine
proliferative enteropathies (PPE, ileitis) in swine. This study was
conducted in accordance with CVM Guidance for Industry 85, “Good
Clinical Practice” (VICH GL9) May 9, 2001.

Test Animals: A total of 480 healthy, four to five week-old barrows and
gilts were enrolled in this study. Pigs were obtained from separate swine
sources for each study site. Animals weighed 11.4 to 28.6 pounds at
enrollment, and originated from herds demonstrated to be free of
Lawsonia intracellularis by polymerase chain reaction testing of random
fecal samples prior to purchase.

Experimental Design: The study was conducted at two independent sites.
A randomized complete block design was used at each site. The pen was
the experimental unit. Treatment and control animals were not
commingled in pens. Pens contained six pigs at the beginning of the study
and there were 20 pens enrolled at each site.

On Day 0, all pigs were challenged with intestinal mucosal homogenate
prepared from sections of affected pig intestine which were obtained from
arecent, North American case of PPE. Pigs were dosed by gastric gavage
to inoculate each pig with approximately 10° Lawsonia intracellularis
organisms.

Treatment Groups: On Day -7, animals were ranked by descending
weight within gender and randomly assigned to pens. Pens were then
randomly assigned to treatment group (Table 1).
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Table 1. Treatment Groups
Group | Test Article | Dose/Route Frequency/Duration
Treated | Tylosin tartrate | 250 mg tylosin/gallon | Ad libitum for three
of drinking water days

Followed by:

Tylosin 40 g tylosin/ton Ad libitum for 14 days

phosphate in feed
Negative | Non-medicated 0 Ad libitum for three
Control | water days

Followed by: 0 Ad libitum for 14 days

Non-medicated

feed

e) Test Article Administration: Tylosin as the tartrate salt (TYLAN Soluble)
was administered in the drinking water at 250 mg tylosin/gallon
(65.8 ppm) for three days followed by tylosin as the phosphate salt
(TYLAN Type A medicated article) administered in feed containing 40 g
tylosin/ton for 14 days. Day X was defined as the day that 15% of the
total population of study pigs at the study site were observed to be
clinically affected with PPE in a single day. A pig was considered
clinically affected when it had a diarrhea score of 2 or 3 (see score
definitions below). Tylosin was administered in the drinking water from
Day X + 1 through Day X + 3 and tylosin was administered in the feed
from Day X + 4 through Day X + 17. Control pigs received no
medication in water or feed for the duration of the study.

On Day X, four clinically affected pigs at each site were randomly
selected for necropsy and areas of affected intestine were tested for

L. intracellularis by immunohistochemical (IHC) stain to confirm the
presence of PPE in study animals. Not more than one pig was removed
from an individual pen for this test.

f) Measurements and Observations: Pigs were observed twice daily.
Animal health observations included observations for survival, general
condition, and any abnormal clinical signs.

The primary variables were the percent abnormal pig days for each
clinical score (diarrhea, abdominal gut fill, and pig attitude), mortality,
lesion index, and average daily gain (ADG).

Clinical scores were evaluated daily from Day X + 1 through Day X + 17.

Diarrhea was described using the foilowing clinical scoring scale.

1=

evidence of abnormal consistency.

Normal, no diarrhea — Feces are formed with no
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2= Semi-loose — Feces are soft: examples include
“oatmeal” or “cow-pie” consistency. Fecal material
will “pile or puddle” on the pen floor.

3= Watery diarrhea — Feces are watery, containing
primarily fluid versus solid material, readily running
off the slatted floor.

Abdominal gut fill was described using the following clinical scoring
scale.

It

Normal — Flank is full and rounded.
Moderately gaunt — Flank is flat.
= Severely gaunt — Flank is very hollow.

1
2
3

Pig attitude was described using the following clinical scoring scale.

1= Normal - Animal is bright, alert, and active,
responding to stimuli.
2= Slightly to moderately depressed or listless —

Animal slowly responds to stimuli, but may keep
head/ears lowered.

3= Severely depressed or recumbent — Animal may
slowly respond to stimuli briefly, but prefers to lie
back down quickly. Remains isolated from

group.

The percent abnormal pig days for each clinical score was calculated for
each pen by summing the total number of days with an abnormal score
(Score =2 or Score = 3) for all pigs in a pen and dividing this numerator
by the sum of all study days for which each pig was alive, across all pigs
in each pen.

Pigs that died or were euthanized from Day X + 1 through Day X+17 were
weighed, necropsied, and considered “mortalities associated with PPE” if
they had intestinal lesions consistent with PPE at necropsy (see scoring
scale below).

On Day X + 18, all remaining pigs were weighed, euthanized, necropsied,
and scored for PPE lesions according to the following criteria:

1= Normal; no gross lesions

2= Mild mesoserosal edema and hyperemia; a mild
PPE lesion

3= Edema, hyperemia, reticulated serosa and

thickened mucosa; a moderate PPE lesion
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4= Edema, hyperemia, reticulated serosa and mucosa,
very gross thickening of the mucosa, blood or
fibrin; a severe PPE lesion and/or necrotic
enteritis

The lesion index was defined as the sum of the lesion score multiplied by
the associated lesion length:

Lesion Index =X (i x Ij),
where i = 2, 3, 4 (lesion score)
and I; = length (cm) associated with lesion score 1.

Individual pig body weights (BW) by pen were recorded on Days -7,
Day X, and X + 18. ADG was calculated for each pen by averaging the
individual pigs’ average daily gains within the pen. ADG for each
individual pig was calculated by subtracting the study animal’s weight on
Day X from that same weight on Day X + 18 and dividing the result

by 18.

At least one of the following sets of criteria had to be met in order to
demonstrate effectiveness:

e At least two of the three clinical parameters were statistically
significantly improved (p < 0.05) in the treated group compared to the
control group — AND — Mortality was not statistically significantly
higher (p < 0.05) in the treated group compared to the control group.

OR

e The lesion index was statistically significantly improved (p < 0.05) in
the treated group compared to the control group — AND — Average
daily gain (ADG) was numerically higher in the treated group
compared to the control group — AND — Mortality was not statistically
significantly higher (p < 0.05) in the treated group compared to the
control group.

Statistical Analysis: The criteria for substantial evidence of effectiveness
required demonstration of effectiveness at each site, analyzed separately.
For each of the clinical parameters (diarrhea score, abdominal gut fill
score, pig attitude score) arcsine square root transformed percent of
pig-days with abnormal scores (Score =2 or Score = 3) was analyzed
using a mixed effect linear model with treatment as a fixed effect and with
block and residual as random effects. A one-sided comparison of tylosin
versus negative control was conducted at the 0.05 significance level, with
lower percent abnormal among treated groups considered favorable.
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Percent mortality was compared between the two treatment groups using
Fisher’s Exact Test at the 0.05 level of significance.

4) Results: A total of 470 pigs completed the study.

a)

b)

Clinical Scores: At Site 1, abnormal pig days for gut fill was significantly
improved in the treated group compared to the control group (p = 0.0034),
and abnormal pig days for diarrhea was significantly improved in the
treated group compared to the control group (p = 0.0017). Similarly, at
Site 2, abnormal pig days for gut fill was significantly improved in the
treated group compared to the control group (p < 0.0001), and abnormal
pig days for diarrhea was significantly improved in the treated group
compared to the control group (p = 0.0001). Significant differences in
percent abnormal pig days for attitude were seen between control and
treated groups at Site 1 (p =0.0011) but not at Site 2 (p = 0.2067).

Table 2. Percent Abnormal Pig-Days for Clinical Parameters'

Site Pig
Treatment Diarrhea’ Attitude® Gut Fily
Group (%) (%) (%)
1 Tylosin 77.9° 8.1° 12.9°
Control 90.7° 17.8° 20.5°
2 Tylosin 40.0° 2.3° 47.2°
Control 56.7° 3.3° 69.3°

" Within each column at a given site, values with different superscripts indicate statisticaily significant
differences between treatment and control groups (p < 0.05).

2 Values are back-transformed from LSMeans.

Mortality: At each site, no significant increase in mortality was observed
in the tylosin-treated group. At Site 1, percent mortality was 10.3% for
control animals and 3.3% for tylosin-treated animals. At Site 2, percent
mortality was 0% for both control and tylosin-treated animals.

Lesion Index: The lesion index for each pig was calculated as the sum of
the lesion score multiplied by the associated lesion length. The average
pen lesion index was then computed. Examination of the standard errors
versus the means justified the use of the LOG+1 transformation. The
lesion index differed significantly between control and tylosin-treated
animals at Site 1 (p <0.0001) but not at Site 2 (p = 0.0549). At Site 1, the
back-transformed mean lesion index was numerically less in
tylosin-treated animals (73) than in control animals (237). At Site 2,
however, the back-transformed mean lesion index was numerically greater
in tylosin-treated animals (180) than in control animals (122).
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d) ADG: ADG was computed for each individual pig, and averaged across

all pigs within a pen. At Site 1, ADG differed significantly (p = 0.0007)
between tylosin-treated pens (0.25 kg/day) and control pens (0.19 kg/day).
At Site 2, ADG was not significantly different (p = 0.5156) in the
tylosin-treated pens (0.35 kg/day) compared to the control pens

(0.33 kg/day).

Secondary Variables: Mean average daily feed intake (ADFI), mean feed
to gain ratio (F/G), and mean pen total BW gain were examined at each
site (Table 3). At Site 1, ADFI did not significantly change (p = 0.1497)
in the tylosin-treated pens (0.59 kg feed/day) compared to the control pens
(0.57 kg feed/day), F/G significantly decreased (p = 0.0002) in the
tylosin-treated pens (2.46) compared to the control pens (3.43), and pen
total BW gain significantly increased (p < 0.0001) in the tylosin-treated
pens (27.3 kg) compared to the control pens (18.9 kg). At Site 2, ADFI
did not significantly increase (p = 0.4334) in the tylosin-treated pens
(0.64 kg/day) compared to the control pens (0.65 kg/day), F/G did not
significantly decrease (p = 0.1145) in the tylosin-treated pens (1.89)
compared to the control pens (1.97), and pen total BW gain did not
significantly increase (p = 0.4948) in the tylosin-treated pens (35.8 kg)
compared to the control pens (35.8 kg).

Table 3. Secondary Variables'

Site Treatment Average Feed/Gain* | Pen Total
Group Daily Feed Weight Gain
Intake (kg)
(kg/day)’

1 Tylosin 0.59° 2.46" 27.3"

Control 0.57° 3.43° 18.9°

2 Tylosin 0.64° 1.89* 35.8°
Control 0.65° 1.97° 35.8° \

Values with different superscripts within each column are statistically significant (p < 0.05).
*Values are LSMeans.

5) Adverse Reactions: No adverse reactions attributable to the test article were
reported at either site.

6)

Conclusions: Treated animals had statistically significant improvement in
two of the three clinical parameters (abnormal pig days for gut fill and
abnormal pig days for diarrhea) and mortality was not statistically
significantly higher in the treated group compared to the control group. This
study demonstrated that the use of tylosin tartrate, administered in drinking
water at 250 mg tylosin/gallon (65.8 ppm) for three days followed by tylosin

phosphate administered at 40 g tylosin/ton in feed for two weeks, was
effective for the control of PPE (ileitis) in swine.
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TARGET ANIMAL SAFETY:

CVM did not require target animal safety studies for this supplemental approval. Target
animal safety for the use of TYLAN Soluble in swine at 250 mg tylosin per gallon of
drinking water for 3 to 10 days was demonstrated for the approval of NADA 013-076
dated April §, 1962.

HUMAN FOOD SAFETY:
A. Toxicology:

CVM did not require toxicology studies for this supplemental approval. The original
approval of NADA 012-491 as published in the FEDERAL REGISTER [26 FR 4369] on
May 19, 1961, contains summaries of all toxicology studies.

B. Residue Chemistry:
1. Summary of Residue Chemistry Studies

CVM did not require residue chemistry studies for this supplemental approval.
The original approval of NADA 012-491 as published in the FEDERAL REGISTER
[26 FR 4369] on May 19, 1961, contains a summary of residue chemistry studies
for swine.

2. Target Tissue and Marker Residue Assignment
No marker residue or target tissue is specified for tylosin.
3. Tolerance Assignments

As described in CFR 556.740, a tolerance of 0.2 parts per million (negligible
residue) is established for residues of tylosin in the uncooked edible tissues of
swine.

4. Withdrawal Time
The product qualifies for a zero-day withdrawal period.
C. Microbial Food Safety:

The Agency carefully considered the additional label indications, "for treatment and
control of swine dysentery associated with Brachyspira hyodysenteriae," and "for
control of porcine proliferative enteropathies (PPE, ileitis) associated with Lawsonia
intracellularis," for tylosin administered at 250 mg/gal in drinking water for 3 to

10 days, followed by 40 to 100 g/ton tylosin in feed for 2 to 6 weeks in swine. The
Agency determined that the additional indications should not significantly impact
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public health, and therefore an evaluation of microbial food safety was not necessary
at this time.

.D. Analytical Method for Residues:

The original approval of NADA 012-491 as published in the FEDERAL REGISTER
[26 FR 4369] on May 19, 1961, contains the analytical method summaries for tylosin
in swine.

USER SAFETY:

The product labeling contains the following information regarding safety to humans
handling, administering, or exposed to TYLAN Soluble:

When directed to mix the product with water, always add the water to the powder.
Do not pour the powder into the water. Prepare a fresh TYLAN Solution every three
days. When mixing and handling tylosin, use protective clothing and impervious
gloves.

Avoid contact with human skin. Exposure to tylosin may cause a rash.
Not for human use.

To report adverse effects, access medical information, or obtain additional product
information, call 1-800-428-4441.

AGENCY CONCLUSIONS:

The data submitted in support of this NADA satisfy the requirements of section 512 of
the Federal Food, Drug, and Cosmetic Act and 21 CFR part 514. The data demonstrate
that TYLAN Soluble, when used according to the label, is safe and effective for the
treatment and control of swine dysentery associated with Brachyspira hyodysenteriae and
for the control of porcine proliferative enteropathies (PPE, ileitis) associated with
Lawsonia intracellularis in swine when followed immediately by TYLAN

Type A medicated article in feed. Additionally, data demonstrate that residues in food
products derived from swine treated with TYLAN Soluble will not represent a public
health concern when the product is used according to the label.

A. Marketing Status:

This product can be marketed over-the-counter (OTC) because the approved labeling
contains adequate directions for use by laypersons and the conditions of use
prescribed on the label are reasonably certain to be followed in practice.

B. Exclusivity:

Under section 512(c)(2)(F)(iii) of the Federal Food, Drug, and Cosmetic Act, this
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approval qualifies for THREE years of marketing exclusivity beginning on the

date of the approval. The three years of marketing exclusivity applies only to the new
claim for the control of porcine proliferative enteropathies (PPE, ileitis) associated
with Lawsonia intracellularis when followed immediately by TYLAN Type A
medicated article in feed for which this supplement is approved.

C. Supplemental Applications:

This supplemental NADA did not require a reevaluation of the safety or effectiveness
data in the original NADA (21 CFR 514.106(b)(1)).

D. Patent Information:
The sponsor did not submit any patent information with this application.
VII. ATTACHMENTS:

Facsimile Labeling:
TYLAN Soluble — 100 g jar; English-only jar label
TYLAN Soluble — 100 g jar; English/Spanish jar label
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Indications
Chickers: As an aid in the treatmeni of chroni respiratory dissass (CAD)

with sonsitive to ty\olln In brolier lnd
repiacement chickans. For the control of CRD sssociated with
mmmwwu\nmumummmﬂmunmm
chickans, For the control of CRD with ithve to
tylosin in brober chickans,
Turkeys: For maintaining weight pain and fead efficiency h the pmcnu of
infectious sinusite with 1o tytosin,
Swine: For the trestment and control of swine tywmry Iuoclmd with
Brachyspira hyodysenterise. For the tremtment and control of swine dyssntery

with when foliowsd immediatsly by TYLAN
Type A medicated article In feed. For the control of porcine proftisrative

{PPE, ilnitls) with Lawsonis when

followed
immodiately by TYLAN Type A medicatad article n feed.
Honey Bees: For the controf of American Foulbrood (Pesnbaciivs iarvas).
Ingrodieats

Tylosin (as tylosn tartrate) ........ocoviniinin e, 1009
Mixing Olrections
Chicinas and Turhays: To assure thorough dissolution, place the Tytaa {comtants
of this jar) In 2 mbdng container and add one pakion of watar (37800 mL) to the
muterial, uumaxmmuwmnmmmmwm(uuhn)
of treated drinking water.
Swlsa: Tnmnmomwh dissolstion, piace the Tylan (contants olmhhr) |l|l
muwwm-rnmnmmmmrpmmt)mwmm
concantrated solution with wartar to maks 400 galions of trestsd mmqm:
resuling In 250 mg/gallon.
Heney Boss: Mitx 200 mp tylosin in 20 g confectionara/powdered sugar. Use
Immediately.
Whon dirosled to mix the product with water, thwayr add the water to the
powtler. Do nel pewr the powdsr Into the water. Prapars 3 fresh Tylaa solution
oveiy thrae duys. When mbdng and handiing tylosin, use protective clothing and
Impervious gloves.
Diroctions tor Use

Chickens shouid be treated for three days; however, trestment may be
Mmhmmmwhmwmmwulﬁim
mg

for two 1o five days dapending upon severtly of Infection. Treated turkeys must
consume enouph medicated water to provide 60 mg per pound of body weight per
day. Only medicated watsr shouid be nvaliable to the birds.
:-mmmmmmwmmmm,ymmmm
tylasin per galion in drinking water for 3 to |0¢m.d|m stverky of
infection. Atermthvely, medicate with 250 mg tylosin per hﬂmmbv
3 to 10 days, followed by 40 1o 100 g tylosin pav ton of complets feed (Type C
medicated feed manutactured lmmTYLANTyplAnndﬂtldlnhb)mllln
© weeks. For control of portine protiferative sntarppathies (PPE, Heits) medicats with
250 mg tylosin per gahon In drinking water for 3 to 10 days, umduymnouq
of tylosi ton manufactured from

bars of the brood :rlmhtrnnennmy'nv woks,
Netins: Drganisms vary (n their degree of susceptibifty io any chematherapsutic. if
no Improvement fs obssrved after recommended treatment, diagnosia and
suscaptibiiity should be recorfinmed.

NOT FOR HUMAN USE

RESIDUE WARMING: Chickens must noi ba shaughtersd for food within
24 hours after trestmant. Turkeys must nat be sisugiriared for food within
five days ¥ftar trextmant. Swine must not be sisughtersd for food within
43 hours after treatment. Do not usa kn lyers producing eggs for human
consumption. Honey Bees: The drug should be fed sarty In the spring or fall
and consumed by the bees bufore the maln honay flow begins, to avold
comamination of production honsy. Complete traatments ai least 4 weeks
prior to main honey flow.

Avold contact with human skin. Exposurs to fyfosin may cause a rash.

Manufactured For: &wvdﬁoomlmmn,
Elanco Animal Health C O7TF).

A Division of Ei LIty and Company (Emmomhm-m.dbw‘c)
Incianapolle, W 46285, UBA Avold Molsture,
ww(cdnomh) Use Only as Directed

To report edverss effects, acosss medical information, or obtaln
mmmwnw

*Emnco®), Tylan® and the diagonal color bar are rademarias of E1 ity and Company.
Lot/Exp. date 083385USMOCKUP (AUG-2008)

4
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FRONT LABEL

Pull here
EJANCO"® AF130067X

Equivalent to 100 g tylosin base
An Antibiotic

NADA #12-078, Approved by FDA
Indications

Chickens: As an 2id In the (reatment ol
chronic respimtry disansa (CRD) assnciated
with Mycopiasma gafifsepticum ssasiiva 1o

15:29 Page 3 $

HiiH

Swine: For tha traatmant snd conirol of
swina dysaatery essociatod with

For tha treatmant and controt of swine
d with Brach

b4
hyodysenierise when lotlowed
immadialely by TYLAN Type A medicated
anicls in foed.
For the control of porcine proliferative
enteropathles (PPE, lleitis) sssociated
with Lawgonia intracelluleris when
folowod immediately by TYLAN Typa A
muodicated articla In feed.
Honsy Boes: For he controf of Amerkan
Foulbrood (Pasnibacilus larvae).

Manufsctured For:
Eianco Animal Hastth

tylosin in brollar and replacsment chickens. A Division of EN Uity and Company
For tha control of CRD with IN 48288, USA
Io fylosin

at the time of vaccination or other styess in
chickens, For the control of CRD essaciated
with Mycoplasma synoviae senstiive to lylsin
in brover chickans.
Turkeys: For maintaining welght gain and
taad n the p of
with My

palisepticum sensiitve Io yosin,

0A%4Q0USIMADCKUP (JUN-2008)
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Lot/ Lots

Exp. date / Fechs oo venc.

DOTTED LINES INDICATE
OVERPRINT AREA AND
ARE NOT FOR PRINTING.
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SUBMISSION ARTWORK

PRODUCT NAME: TYLAN SOLUBLE

COMPONENT: LABEL PACKAGING INSERT

COUNTRY: AMERICA

PRODUCT CODE: AF1300

fTEM CODE: 081400USMOCKUP_P2
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REVERSE OF FRONT LABEL

EJANCO" 471200670

Equivalente a 100 g de
tilosina base

Un antibidtico
NADA n.* 13-078, agrobado por la FDA

Indicacionss
Pollos: Como syuda en & tratamienio para
(CRD)

Pevos: Pora mamener ol aumento do
peeo y Ia aliciencis dal alimento an
precsncis de elnusitis infeccions
r con lycop
paNsapticom sansbile a lo tlosing.
Cardon: Para ol tratamiento y et commol
de la disemaria porcina rslacionads con

Brachyspira hyodysenteniae.
Para of tratamianto y ai conlrol de Ia
fa porcl con

8rachyspira hyodysenlerize cusndo &6
iratada inmadiatamante con TYLANG,
articulo medicado fipo A, edministrado
an el aimonto,
Para of contol da |8 enteropatin
prolitarstiva portina (EPP o liaftin)
raiaclanada con Lawsonia
intraceliutaria, cuendo e3 treinde
ta con TYLAN®, articulo

fipo A, an ol

con Mycop
sensidlo ¢ e tlosina en poflos de engords y
de reamplezo. Para sl cantrol de CAD
con B
sensible a (8 lifosina &l momento de Is
vACuNecién o de otrd Csusa de eatréa en
pollos. Pare ol contrel da CRD refecionadss

Absfsa: Para al control de Laque
amaricana (Paenihaciius larvae).

Fabricado por
Elsnece Anima) Hesaith
Una divisidn de EN Uity and

cen afa C

tosina an polcs da sngorde.

C81400USMOCKUP (JUN-2008)

Indienapolis, (N 48285, USA
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AVISO DE RESIDUOS: Los polios no deben faenarse para consumo
dentro de las 24 horas posterioras al ratamiento. Los pavos no deban
feenarse para consumo dentra de ios cinco dias sigulenies al
tratamiento. Los cerdes no deben faenarse para consumo dentro de
las 48 hams posteriores af tratamtento. No debe usarse en gallinas
ponedoras que producen huevos para el consuma humano.
Abejas: El tdrmaco dabe surnir a principios da fa prh []
del ctofo para que 1as abejas lo consuman antes de que comiance el
principal fiujo de miei, a {in de evitar 1a contaminacién de Ja
produccién, Finaltzar los iratatientos como minimo 4 semanas antes
del fiujo principal de miel.

Evitar el con la plel

La axposicién a la tesina puede provocar sarpullido.
Fabricado por:
Elanco Animal Health
Una divielén da Eli Lilly and Company
Indianapolis, IN 46285, USA
Almacsnar a tamparatura ambisnta: 25 °C (77 °F).
{Temperaturs mixims permitida 40°C).
Evitar la exposicién a la humadad.
Madicamento restringido {Cellfornia) -
Usar dnicamente seqin las Instrucciones.
NADA n.° 13-076, sprohado por |8 FDA
Para informar efectos adveraas, obtener informacién médica o
Informacién adiciona! sobre e praducta, ilame al 1-800-428-4441,
“Elanco®, Tylan® y ta barra diagonal de color son marcas registradas de
Elt Uity and Company.

AF1300-67X

“= Tylam Soluble

Tylosin Tartrate

For Use In Chickens, Turkeys, Swine and Honey Bees Only

Equivalent to 100 g tylosin base

An Antblotic

Indications

Chickens: As an ald in the Ir of chronk xy di (CRD)
associated with Mycoplasma patfisepticum sensive fo tyiosn in broller und
replacement chickens. Far the control of CRD associated with
gaflsapticum senaitive 1o tylosin at the lima of vaccination or other stress in
chickens, For tha control of CRD assoclated with Mycoplasma synoviae
sensitive fo tylosin in brofler chickens.

Turkeys: For meintatning weigﬂ gnln and feed efficlancy In the presence of
infectious ainualtis ¥ fyeop gallisepticum gensitive to
tylosin,

Swine: For the treatmen and control of swine dysentery assaciated with
Brachyspira hyodysenteriae.

For the treatment and control of awine dysentety associated with
Brachyspira hyodysenteriae when followed immediately by TYLAN Type A
medicated article In feed.

For the control of porcine profifarative enteropathles (PPE, ileitis) assoclaled
with Lawsonla intracetirlar's when followed immediatety by TYLAN Type A
medicated articls In feed.

1
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Honay Bess: For tha control of American Foulbrood (Paenibacifius larvae).
Ingredients
Tylosin (as tylosin tartrate) ... .. 1009
Mixing Directions

Chickans and Turkeys: To assure thorough dissclutlon, ptace the Tylan
{conterts of this jar} In a mixing container and add ene galion of water
{3780 mL) to the material. Mix this concentraled solution with water to make
50 gallons {189 iters) of treated trinking water.

Swins: To assure ihorough dissolution, place the Tylen {contents of this |ar)
in & midng container and add ane galion of water (3780 mlL) t6 the materlal.
Mix this concentratad solution with waler 10 make 400 gellons of treated
drinking water rasuking In 250 mg/gallon.

Honey Bees: Mix 200 mg tylosin in 20 g confectioners/powdered sugar. Use
immediately.

When directed to mix the product with watar, always add the water to the
powder. Da not pour the powder info the water. Prepare a fresh Tylan
solution every three days. YWhen mixing and handling tylosin, use proteciive
clothing and impervious gloves.

Directions for Use
Chickens should be treated for three dnys, however, ma!mom may be
administared for one to five days ¢ g upon y of i %

Traated chickens must conaume mum medicated water 1o provide 50 mg
per polind of body welight per day. Only medicated water should be available
to the tirds.

2

Los pavos deben tratarse durante tres dfas; sin embargo, el tratamlento
puede administrarse de dos a cinco dlas segun la graveded de fa infeccidn.
Los pavos tratados deban L] agua con mento para
lograr una doslg de 60 mg por fbra de peso corporal por dfa. Las aves
deben beber (inicamente agua con medicamento.
Cerdos Para e) irptsmiento y control de disenteria porcina, medicar con
250mg de lilosina pnrgak’m enel agua para beber entra 3 y 10 dfas, segin

d de fa int Como dicar con 250 mg de
tllosina por galén en agua para beber enire 3y 10 dfas, y luego entre 40 y
100 g de tilosina por 1onelada de simento completo {alimento medicado tipo
C alaborado por Tylan, articulc medicado tipo A) entre 2 y 8 semanas.
Para el control de Ia enteropat(a proiferativa porcina (EPP o lleltls), medicar
con 250 mg de thosina por galén an agua pere beber entre 3y 10 dias, y
lvego entra 40 5 100 g de titosina por tonelada de afimento infegral (aimento
medicado tipo C elaborado par Tyfan, articulo medicado tipo A) enire 2y
6 semanss.
Los cerdos deben consumir suﬂclom: agua con medicamsnto  para lograr
une dosis terapéutica, Deben baber
{250 mg de tilosina por gaikén) mientras se utfiza TYLAN Soluble.
Las colonias de abejas deben recibir tres fratamientos administrados en
forrma de polvo en axnicar en polva/anicar giass. La dosis de 200 mg se
aplica {(espolvoreads) sobre las barras superiores de la cdmara de cria una
vez por semana, durante 3 semanas.
Imporiante: €l grado de senzibilidad a cunlqmcr qulmiolempla vafia en los
organi 8l no se obs meforfa del tratamlerna
tecomendado, se debens conflimar nuevamente et dlagﬂésnco yla
sengillidad.
NO APTO PARA USD EN SERES HUMANOS

7
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Abeljas: Par el control de Loque americana (Paenibacitius larvas).
Ingredientes
Thosina (coma tanralo de thosMNEe) ..........ccooevtviiirvinieiciner e 1009
Instruccionse de mezcia
Pellos y pavos: Para asegumr su complela dsolucl&u colocar Tylan (e!
contenido de este frasco) en un para y gar un galdn

de agua (3700 r). Mezclir esia solucidn concenirada con agjua pam
obtener 50 gatones (189 litros) de agua tratada para beber,

C Para asegurar su cc én, colocar Tylan (el cantenida
da es'e lrasco) en un radplenle para mezclar y egregar un galdn de agus
(3790 ml). Mezciar esta sohcid con agua para chiener

400 galones de agun traleda pam beber lo que dard como resultado
250 mg/galdn.

Abejas: Mezclar 200 mg de tiosina en 20 g de azicar en polva/aziicar
plass. Uthizar de inmediata.

Cuando se maxcie sl producto con 81 agua, agregar slempre el agus al
poivo. No verter o) poivo an el agua. Preparar una nyeva salucidn de Tylan
cota free dias. Cuanda -] mezule y manipule tilogina, usar ropa de

idn y g P
lnl‘lmcelonn ds uso
Los poflos deben tralarse durante tres dias; sin embargo, el tratamiento
puede administrarss de uno a cinco dies, sepun la gravedad de Ia Infeccién,
Los polios tratsdas deban consumir suficlente agua con medicamento para
lograr una dosis d& 50 por libra de peso corporal por dfa. Las aves
deben beber inicamente agua con medicamento.

6

Turkeya ahould be treated for three days; however, iraatment ray be
administered for twa 1o five days depending upon ity of infl .
Treated turkays mmust consume water 1o provide 60

mg
per pound of body weight per day. Only medicated water should be available
to the birds.
Swine For the traatment and contral of swine dysenlery medicate wilh
250 my tylosin per galion in drinking water for 3 to 10 days, depending upon
saveriy of infection. Atsmatively, medicate with 250 mg tylosh per gaflon in
drinking water for 3 to 10 days, {ofiowed by 40 1o 100 g tylosin per ton of
complsia fead (Type C medicated fead ranufactursd from TYLAN Type A
medicaied arlicle) for 2 fo 8 weeks.
For control of porcine proflerative enteropathles (PPE, ileltis) medicate with
250 mg tylasin per gallon in drinking water for 3 to 16 days, followed by 40 io
100 g of tylosin per ton of compiate feed (Typa C medicated feed
manudactured from TYLAN Typs A medicated arlicle) for 2 to 6 weeks.
Swine must consume encugh medicated water o provide a therapeutic
dose. Only medicated water {280 mg tylosin per galion) should ba avallsble
while medicating with TYLAN Sohbie.
Honey Bee colonlss should recelve three freatmenis administered as a
dust in contectioners’powderad sugar. The 200 mp dose is appled {dustad)
aver the tep-bars of the brood chembar once weekly for 3 weaks.
Notice: Organisms vary in In their degree of suscemlblly toany
chamaiherapeutic. If no Im| d aher racor jed
treatrnent, diagnosis and wscemfblky should be reconfimmed.
NOT FOR HUMAN USE

—p—

9/0-€10# VAVN



15 jo sz abed

081400_134.gxd 17/6/08 15:29 Page 12

PAGE 4

—b—

PAGE 5

RESIDUE WARNING: Chickens must not be slaughtered lor fond
within 24 hows after treatment. Turkeys must not be slaughtered for
food within five days alter treatment. Swina must not be slaughtered
for Jood within 48 hours after freatment. Do not use In layers
producing eggs for human sonsumption. Honey Bees: The drug
should be fed eerly In the spring or fall and consumed by the bees
betote the main haney flow begins, to avaid conlamination of
produciion honey. Gomplete treatments af lgast 4 waeks prior 1o main
honey fiow.

| Avoid contact with human skin, Exposure o tylosin may cause s rash, |

Manulactured For:

Elanco Animal Heslth

A Divislon of Bll Lily end Company

Indianapolis, IN 46285, USA

Store at Aoom Temperature, 25°C (77°F),

{Excursions Permitted to 40°C).

Avold Molsture.

Restricted Drug (Caflfornia) - Use Only as Directad.

NADA # 13-076, Approved by FDA

To reprort adverse effects, access medical information, or obtain
additions! product information, call 1-800-426-4441.
*Elanco®, Tylan® and the diagonal calor ber are trademarks of
Efi Lity and Compary.

AF1 JJO-87X

Tylan Soluble

Tartrato de tilosina

Para uso exclusivo en polios, pavas, cerdos y abejas
Enquivalente a 100 g de tilosina base
Un antibidtica
fndicacionas
Pollos: Como ayuda en 8l tralamiento para enfermedades respiratorias
crénicas {CRD) relacianadas con Mycoplasma galfisepticum sensible a la
lIosina on poflos de mgotde y de reemplazo. Para e! conirol de CRD
patisepticum sensible a ia tlosina af
momanto de la vumcidn © de otra causa de estréa en pollos. Para el
control de CRD relaclonadas con Mycoplasma synoviae sensible a ia tilosina
en pollos de engorde.
Pavos: Para mantener et aumento de  paso y la eﬂclencla det atlmanto en
presencia de sinuaitis inf con A
sensible a la fllosina.
Cerdos: Para el trstamlento y al controf de la disenteris porcina retaclonade
con Brachyspira hyodysenteriae.
Para of fratermiento v ¢! control de [n disertera poreina relacionada con
Brachyspira hyodysenieriae cuando es tratada inmediatamente con
TYLAN®, srticulo medicado lipo A, administrado en e) alimanto.
Para el control de la entaropat(a proliferstiva poreina {EPP o ileftis)
refacionada con Lawsania intracelutaris, cuando es tratada Inmediatamente
con TYLAN®, articulo madicado fipo A, administrado en ef alimento.

s
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BASE LABEL

FANCO" #1300 Swine: For the treatman and contral

of awine dysaniery associsied with

Brachyspira hyodysenionie.

Fot the treatment and conirot of

swins dysemiary associated with

Brgchyspira hyodysenieriza when
TYLAN Type

followad immaeciatedy by
A madicatod aricls in feed.
For the control of teratve
snistapathies “(:FE.' Iteltia)
Wi
Equivalent {o 100 g tylosin base inyraceriutaris  when tollowsd
immediutely by TYLAN Type A
An Antibiotic ied .;“Vh tood. yP
NADA #13-076, Appmwved by FOA Honey Bese: For the control of
Indiestions ic (P,
Chickens: As an 8id In the treatment of larvae).
mspiratory dissase (CRD) lnodtlw

P [ For:

tytosin in broliar and replacamant chickans. Elsnco Animat Heslth

For the control of CRD sssoclaled with A Division of €Il Litty end
ltve ©©

at the tims of vaccination o othor atress i Indlanepolis, iN 46285, USA
chickems. For the control of CRD associaled

with Myroplssma synoviae aensitive to tyloain
in broler chickens.
Turheye: For mainiaining weight gain and
feed afliciancy in the prasance of Inlectious
with My h
gaBisgpticum sensitivs 1o Muh:
0814D0UBNOCKUP (WN-2008) 7 L}
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