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I. GENERAL INFORMATION: 

A. File Number:	 NADA 013-076 

B.	 Sponsor: Elanco Animal Health
 
A Division of Eli Lilly & Co.
 
Lilly Corporate Center
 
Indianapolis, IN 46285
 

Drug Labeler Code: 000986 

C. Proprietary Names:	 TYLAN Soluble 

D. Established Name:	 Tylosin tartrate 

E. Pharmacological Category:	 Antimicrobial 

F. Dosage Forms:	 Water soluble powder 

G. Amount of Active Ingredient:	 100 grams tylosin base per jar 

H. How Supplied:	 Jars containing tylosin tartrate equivalent to 
100 grams tylosin base 

I. How Dispensed:	 OTC 

J.	 Dosage: 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. 

K. Routes of Administration:	 Oral in water 

L. Species/Class:	 Swine 

M. Indications: 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 ofNADA 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 ofNADA 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 # TIXAM0501. 
January 2007 to March 2007. 
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2) Investigators and Locations: 
Terry TerHune, DVM, PhD, HMS, Veterinary Development Inc., 

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

Oakland, NE 

3)	 Study Design: 

a)	 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. 

b)	 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. 

c)	 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 
a recent, North American case of PPE. Pigs were dosed by gastric gavage 
to inoculate each pig with approximately 109 Lawsonia intracellularis 
organisms. 

d)	 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). 



Freedom of Information Summary 
NADA 013-076 

Page 4 

T hIlT t t Ga e . rea men rou lS 

Group Test Article DoselRoute FrequencylDuration 
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 of2 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 ofPPE 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 (ADO). 

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

Diarrhea was described using the following clinical scoring scale. 

1 =	 Normal, no diarrhea - Feces are formed with no
 
evidence of abnormal consistency.
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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. 

1 = Normal- Flank is full and rounded. 
2 = Moderately gaunt - Flank is flat. 
3 = Severely gaunt - Flank is very hollow. 

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 = L (i x Ii),
 
where i = 2, 3, 4 (lesion score)
 

and Ii = length (cm) associated with lesion score i.
 

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: 

•	 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 

•	 The lesion index was statistically significantly improved (p :s 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:s 0.05) in the treated group compared to the 
control group. 

g)	 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)	 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 I (p = 0.0011) but not at Site 2 (p = 0.2067). 

T bl 2 P tAb IP'Ig-Days f, cr'IDicaI P arame ersa	 e . ercen norma or t 
Site 

I 

2 

Treatment 
Group 

Tylosin 

Control 

Tylosin 

Control 

Diarrhea2
 

(%)
 
77.9"
 

90.7b
 

40.0"
 

56.7b
 

Pig
 
Attitude2
 

(%)
 
8.1"
 

17.8b
 

2.3"
 

3.3"
 

Gut FiII2 

(%) 
12.98 

20.5b 

47.2" 

69.3b 

Wlthm each colunm at a gIVen sIte, values With different superscripts mdlcate stallstlcally slgmficant 
differences between treatment and control groups (p -:: 0.05). 

2 Values are back-transformed from LSMeans. 

b)	 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. 

c)	 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). 

e)	 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). 

a econ ary varia. bles1T bl e 3. S d 
Site 

I 

Treatment 
Group 

Average 
Daily Feed 

Intake 
(kg/day)2 

Feed/Gain2 Pen Total 
Weight Gain 

(kg)2 

Tylosin 0.59" 2.46" 27.3" 

2 

Control 0.57" 3.43b 18.9b 

Tylosin 0.64" 1.89" 35.8" 

Control 0.65" 1.97" 35.8" 
. . I Values with dIfferent superscnpts wlthm each column are statistIcally slgntficant (p S 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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III. 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 ofNADA 013-076 
dated April 5, 1962. 

IV. HUMAN FOOD SAFETY: 

A. Toxicology: 

CVM did not require toxicology studies for this supplemental approval. .The original 
approval ofNADA 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 ofNADA 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 
swme. 

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

V. 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. 

VI. 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) ofthe 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 exclusivi.ty 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)(l)). 

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 gjar; English/Spanish jar label
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susc:eptlbKlty should be rw:tlmlrmed. 

IGTFOA_UJE 

...­lid In the tralmlnt of chronic mpIr1lory dll.... ICRD) 

AvokI contact with human aldn. &potUr1 to lytosin may ClUSlI mho 

~For: ator..RoomT.,..,....~, 

-
_~_ "'C{77"F), 

A _ ....UIIy .... Compony (boo................. la40·C). 
I~"CIS, USA AvoW 1IoiItu,., 
_"""(CIIll......)-u..OnIy .. ~ 

To NpOft ed'wwN eftltcts, eoc-t f'IMld6cI,I antonnMton, or ",-In .........- ...,,-,.
 
•ElIfwlcJe, ~Mdthl dIIQonlII OCIiorbW.,. AdIIT'eIIa III EI LJlyInd~. 

lotIExp. ctatl OB399!5USMQCKUP (AUG-2OOEI) 
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SWln" For til. 1rO....... and <cnlml of
::.... " 
Iwlnl dy.8ntery "Sl)clltod wnll 
8tIIchyrp/tI ~ 
Far 1M trealmSl1I Ind CDntrot al .... 
ely_I.ry OIoocl.lod ..nil Ilto~
 
hyo~,.,n"rIH whon loll....d
1__1v by mAN T\'Ile Am_
 
onItlon_.


Tylan' 
Fo' Ill. Gon..... 01 parol.. pronl...IIv• 
• n''''oP.'h''. (PPE. nita., ••ooolol.d 

Equlvalenllo 100 9 lylosln base ""h L....anI. InlrlG.'lulor', ,,".n DOTTED UNES INDICATE
 
An Antibiotic =~m.=~:r.: mAN Typ. A
 OVERPRINT AREA AND 
NADA '13-078. AAmvod by FDA H...., _, For .. oonl1Ol 01 Am.ran ARE NOT FOR PRINTING.
 
1ndI..,.... -(/'MnlMt;IIus-J.
 
Chlcll.n.: AI In aid In the .feBlment Dr
c1Imnc r..,nay _ ... (CRD) _ MlInu11ct...... For:
 
,,"" Myr:op(IJIlIJ. /III","",,"'"'''' ......... 10 I!IIInco Anlmol H_
 +rylooln In brolle' ond ,eploumon, c"'daln'. A D1w1..... 01 n Uly IIJId Compony 
Fo, 'h. conllo' 01 CRD ...«I"'d "nh I""""'"p.IIo.1114..... I19A
AI"""""'''''' /1IfIf$epfItlJm son_ III """In 
...... limo 01 _nllllon .r "",or '''01' In ~ 
chit...... For the IDlImI 01 CRD _ad 8
willi ~"'...., $yIJCWIB' .ensnlve In IybilnIn _, dtlWln!l. J
Turtl"" For meln,alnlng welOhl g,'n 8I1d 
I..d .llIdency In 'h. prellnco oIlnl..aout ! jIinuslll, .Iacllild willi UJlCDtI'• .rm8 
D.IirOlJ/lClJm ..l1li... 1111\10111. ,II•., j !OI"llClUSUOCIlUP IJUN·2OOlI1 

+
 
z » 

III 
lO" ~ 
ttl 

25 
~ ~ 

S. w 
6 

<J1 ...... ...... OJ 



.. ­-­

NADA #013-076 

+
 
'"... 
a> 
o 
.......
.., 
.......
... .... 

.... ....... 
1 

0 
o ....... 
ID 
o 

SUBMISSION ARTWORK
 

PRODUCT NAME: TYLAN SOlUBLE 

COMPONENT: LABEL PACKAGING INSERT 

COUNTJlY: AMERICA 

PRODUCT CODE: AFl300 

ITEM CODE: 081400USMOCKUP_P2 

1EXT APPROVAL CODE: JUN·200B 

PACK SIZE: 1DOg 

PHARMA CODE: POSITIONAL 

EAN 13:NlA 

BARCODE 
(UPC-A): 727804300302 

ARTWORK DIMENSIONS: 85mm x 78mm 

FILE 'TYPE: Quark XPress 6.5 

CREATED BY: INTOUCH I MB 

D.Im:: 17.JUN·2008 

EII'NCO
 

....................
 
~................-. ..............--..
......,.--""--...,.,..- .................
...........--...
_W_1lII
 

AlNTONE-IdenrPIDCItSI colour reproduction ~ not "'ItIch• __Ids. 

Ro'" 10 .....nl PANTONE eo.... PuII""_ lOr 
UWIICCINIIUI coIIu'. 

SUBMISSION ARTWORK
 

+
 

Page 21 of 57 



+
 

"U 

CO
 
CD
 
N 
W 

Q. 
()'l 
--J 

1081400_134.QXd 17/6~ Page 5 

REVERSE OF FRONT LABEL 

Equlvlllenle e 100 g de 
Illosine base 

Un Ilnlibl6llco 

Pavo.~ Peru. manll"'f eM aum..ta de 
PliO Y" ol1clonc'o cit, on""",co on 
proconclo do o'no,llt' Inlocc'a.o 
,.leelona"B con MYCOP'..mll 
~."'lb"'."tIIDclnL 
ConIa.: Pore .. 1rIlIm_Y.......... 
""IR_,rfellll"'l.. _con
S/8drfIpIrII /I)'OIlW..._ .. 

Para .. lra'amlento Y., can,,,,' d' '" 
dl••n1.rra porcln_ rellclonldB con 
S/lIOh)'llpIIB~""_K 
1"ll1l111lnmedla..m.... can TYlANlI. 
ortl<:u!a modlclIda IIpa A. 'dmlnlslrada......_. 
PI,. I' cantrol dl II In••rop.UI 

NADA n.- 13-018. aptobettJ pm la FDA ~;:::~~: pore~:~ (EPPL:~~~:::~ 
1ndIC8dDnft Inir.cellula"s, cUlndo IS ".tllde
 
Pall..: Como IYUdo on .. """mI,nlO PIIB ..--.. can TYUI...._.
 
,nl.rm.dlldo. ro.pl"""'o. c"","'.. (CRD) ..-- 'po A, _In"'_ on 0'
 
r"oclanod.. can MJcap/...... flllII..,p/i<IIm _ ....,
 
••n..... 0 " tllalllna on pcIbI ell onganll Y Ab"o" Poro 0' conlrol do Laov,
 
d' ..,mplna. P.r••1 canlra' do CRD om_no p'oonllJltdllvslaMlo'.
 
,ol_od•• """ MJcap/o.",. flllllAp/1cum 
lonllb'o • 'A /fI.,'na a' mamanlO do " F_..do PO"
 
vlcunact6n 0 dl otre causa dl ••" •• In EIMI:a Ani..., H..th
 
po.... Pore 0' CCftIrOl do CAD .."'....od.. Una _Idn •• Ell UIIy ....
 
COlt Myeopl••ma ayMvl." IBnlllble I!I fl!l CarftpMr 
1I011n' on I"*- do ongordO. '''''o..p''', IN eau, USA 

Cl81.4(lClUSMOCKUP (JUH·2CI08' 
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AVISO DE RESIDUOS, Los IXlllos no deben 'aenanJe pIIlll cansumo 
denIm de las 24 horas poste~o<el el \IlIlsmlenlo. Los pllYOs no deban 
I."nars" p"r. consumo d"ntro d" /00 cinco dr.. Ilgulenl". al 
'""amlenlo. LIlI cerdas no dellen laena"", pm1I cons""", d"ntnl d" 
lae 48 horas poslar1of9!l al lralamlenlo. No deba UIBlSe an gallnal 
ponedores que producen hueyol para el conlumo humano. 
Abejes: El tllnnam debe sumWslraro" a Irltc/plos de Ia primavera a 
dal c10"0 pore que 101 abelso 10 conoumen entes de que oomI"nce el 
principal lIufO de mlel, a tin de evllar la conlamlnlcl6n de 'a 
produccl6n. Rnallmr 10. lratamlentos como mrnimo 4 seman.s anles 
delllulD pmCiPlI de mlet 

EvNar at conl8ClO con Ie plel humena. 
1.I 8llPOSlc16n a la INosina puede plOYOCar I8rpulldo. 

FabrlOllClo PDf:
 
Elllnco Animal Helllll1
 
Unl cIlYleltln de Ell Ully ....d Compeny
 
Inelllnlpo"a, IN 46285, USA
 
Alm_ar atamperalllfllll1lblenla, 25 'c m 'F).
 
(Temperatura IIlIbJrnI pennhldl 4Q'C).
 
EYllllr la Ilpos1clcln Iia humadad.
 
Mldlcemento nlstrlngtdD (ClnIDmJl) •
 
UIllIl' IlnlClllll8f1Ie aegdn lla rnstrucclon...
 
NADA n.1 13-078. aproblldD pelt II FDA
 
Pans InlClmllr lfectos IlClvenos, oblener In'DfmBcltln mtldlce a 
tnlDmUlcllln adlclonslallbte el procluclo, llama aI1-1OO-C28-4441. 
'ElBnCCJiB), TylBnl!l y .. bBlTlI d1.gonal de color son marC85 regls\llldsS de 
Ell Ully snd Company. 

s 

AF1300·!I7X 
~. lYlane Soluble 

Tylosin Tartrate 
For UIe In Ch'ckene, Tutk.ys, Swlna end Honey Bee. Only 
EqulYelenllo 100 9 tylosin base 
An Antlblolfc 
Indicet/OM 
ChlckeR8' As an eld In Ihe Irellmenl 0' chronic f9!1plralOlY dlseese (CRD) 
assoclllled wilh MycopI8sms ~epIiaJm sensl1lve 10 ty!IlIn In broiler end 
replacement chlo:kens. Ferlhe canlrol nI CRD assocla1ed with MycopIsMrIl 
QlJRlsepIit:um lenllllve 10 tylosin al the time 01 vaccnallon or clhsr streSlln 
chickens. For tits contrel d CRD assocl8ted wtlh M)alpIssms SJl'lOlIf8e 
sen!lltlYe 10 tyIoSi'l In broKer chickens. 
Turkel'll: For melntalnlng wel!t1t gain and feed elfldancy In tit" presence 01 
hf!ldlous alnuaols assoclated wIlh Mymplasmll gelr/SePlfcum sensitive to +
Iylolln. 
SWlna, For the lfeelmenland CllIltmi of swlnl dysenlery Issad.led w~h 
BI8dIyspka h)oOdJ:renlllrlall. 
Fer'he Il1llI/ment .nd canlrol d lIWWle dyeentery asaoclllled wIlh 
BnJt:Irysptrl h)oOdJ:ralll8rlllll wh... followed Immediately by TYLAN Type A 
medIcIIled erllole i'l '89d. 
For tlte con'ftll of porcine promlretlYe enteropathies (PPE. Uellls) associated 
wtlh LswsonIa lnlnJce/lu/Blfs when followed Imrredllltely by TYLAN Type A 
medlcaled artlcla In leed. 
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Kaney BIl.., Rlr the control 01 Amerfcan Foulbrood (plHlnlbm:illus IIINlle). 
Ingrecllanls 
Tylosin (IS tylosin 'o"mfal 100 9 
Miling Dlracl/ons 
Chlck.na Bnd TurInIyII: To assure thorough dissolution, place the T~n 

(content_ 01 thl_,or) In e mbrlng comalner and add me gallon 01 water 
(3790 ml) to !he mBlerlll1. Mix this c:oncentmled solutfm with wBle, to make 
50 gallons (189 I~ersJ 01 treeted drinking waler. 
Swine: To assure Ihorough dls!lOlu1lon, piece the Tylen (coments 01 1I11sla,) 
In a rnfIlIng eonlalner end adcI OIl. gerton 01 woter (3790 ml} 10 Ih. "",1er1a1. 

+ 
Mbr Ih!R concentrated sokJIlon wIIh wele, '0 make ~OO gollono of ,",eted 
drinking water resuillno In 250 mglgallon. 
Honey Bees: Mil 200 rna tylosin In 20 9 confee1lonerslpowdered suger. Use 
IrrBnedlll1ely. 

WIlen directed te mix the product Wllh WlIler, elwllY'l edd the wate, 10 the 
powder. Do not pour the powder infO the water. prupere a fresh Tyllln 
solution every three days. When miling end hondUng tyIolln. use preted"'e 
clothing and Impervious gloves. 
Dlreclfonl for Uw 
CI1lckenl should be treated lor three days; hOWRYe,. lr8llment mny be 
administered lor me 10 live dBys depending upon severitY oIlnree1lon. 
Hell1ed chickens mUll COnIume enou~ medicated wate, 10 p"",lde 50 mg 
per pound Or body weight per day. Only medlCRted wale, should be eVIIlloble 
10 the birds. 

PAGE 7 

los paYOR deben trlte,se durante tres dIu; sin embargo. el tralemlenlo 
puede admlnlstra.... de des a cinco dillS, segUn III gnM!dlld de la lnlecckln. 
lOI PlI\IOl IrBlldoe deba" con.um~ lulk:lllnte 19ua con medlcemento pera 
10gm, unl dosla dll60 rna PO' Ibra de peso eorporalllOl' die. lao lIVea 
deben baber ~nlCBmente Igue con medlcemento. 
CerdOR Para el tr81smlemo y conlrol de dlsenterla poteIftS, medica, con 
290 mg de IlosIna porgekln en elegua para bebe' entra 3 y 10 dlas, segun 
Ia gmvedad de la Weccl6n. Como aNemarlVll, medleR, con 250 mg de 
tlloslne par gel6n en egue para beber 81111113, 10 dras. y 1U8Qll enlre 40 y 
100 g de tIIos1ne PO' toneladB de elmenttl compllllO (1IIlmento medlcado ~o 
C elaborado par Tylan, s!!fcuto mldlC8do Ilpo AJ entre 2 y 8 semenas. 
Para 81 Clll11rt1l de Is entl!l'llP8lle prtllllemllVll pon:Ina (EPP 0 lellts). medica, 
con 250 mg de IDoeina por gal6n en ague para beber entre 3 y 10 dlss, Y 
fuego entra ~O y 100 g de IRosina par lonelllds de srmento ln1egml (elmenlo 
medlcado t/po C eleborado po, Tylen. srtlculo madlcado IIpo A) enlre 2 y 
6 semenll. 
lOI celllol deben cOI18umlr sullclente ague con medloBmenlo para lograr 
une doRll lel'lp6U1Ica. Deben beller unlcarnenle &gus con medlcemento +(250 mg de tIIosIne par gal6ll) m1entru se U1R'ze TVLAN Soluble. 
.... colonia .a'sl deben I1Idbl' ttes lmlemlenlos adlnlnlslredoo en
'0I!T"8 de pollio en elllc8, en polvaIlI2llCR' gtsS!. ls <!Mill de 200 mg H 
spUce (eepollloraadaJ sobre las berras superiores de la a1mam de crra una 
vez por semsne. durante 3 s_n. 
Importante: EI grJIdo de senlllbliided s cualquier qulmlo1eraple Yerla en los 
organlsmos. 61 no H obiervara nlngvne meto,re despul!R dellrBlsmlerrto 
,ecomendado. R8 debenl conI1""", nuevemenle eI dlagn6stlco Y la 
sensibllldBd. 
NO APTO PARA USO EN SERES HUMANOS 
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Abe/as: Para el control de L~que am_na (pssnibaclUuS Isrvas). 
Ingredlanlts 
T~M"a (coma lal1nlla da llla.lna) 100 g 
Ins1rucelon.. de mezclll 
PolIDll r P8'ICIS: Palll asagurar au CllI1lplI!1I d1SC1kJcl6-l. colacarTYIsn (el 
conronldo da este 1ra1CO) en un reeiIllenlB palll mezctar y agregar un gal6n 
de agua (37110 rllI). M82d1tr estllalucl6n concenlllIds cen agua plra 
obtenar SO galanBI (189 Inro.) de aQUa lTBIada PIIll beber. 

+ 
ClordDlI: PalllltsagUlllr au compllltll d1salucll\n, colacnr Tylsn (el cantenlda 
de ellle 'rallCO) en un IlIdplenle pelll mazclar y egreger un galcln de agua 
(3790 mQ. MezcJar allla ..,1uef6n ""n_de can agtlll palll abl"""r 
400 games dIt agul lrateds palll beber la que din! coma ","uHedo 
2SO mglgel6n. 
Abelas: Mazdar ~ f1lQ de tHaalna en 20 9 de lZucsr en paIvo'lZUcar 
g1a11. U1BIzar de Inmecllata. 

CUBn<lo18 _I. eI producto con If allul, IlI/IlgBr 1IIIllIIre etlllul al 
poI¥ll. No Vlltllr el polvo en el Igue. PreplIllIr une nueva 101uCI6n de 1\Ilen 
cads trel die.. C4landa 88 _Is Ynnlpule IIIaSN, usar reps de 
proIec:lcIn y guantee """,rmeables. 
Inllrucclonel de UIO 

Los potIOI deben Irate... durante trel dlas; sn emllergo, eltratamlenla 
puede adm"latrar1e de uno e cinco dlas, segun la gravadad de la Infec:l6n. 
Los polllllllrliidal dab8n conlumlr IIIIlclentlt agua een mBdlcamenla para 
IClIIIIr una dcIIlB dit 5lniIII PIlI nbra de p&SC1 corporal por dla. Las avel 
deben beber ilnIcamenta allua can medlcamanta.

• 

+
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Tur"'yl should be traated far thlllS days; however, Iraalmant may be 
adminls1ered for twa \D IIYe days depen<!"g upon _rity of InlllCtron. 
Treated lurkays must """sume anough mlldJeallld W8lar la provide 60 mg 
per pound of body welghl par dllY. Only medlcaled waler .hauk! be avsllable 
lalhebhls. 
SwIne Far Ihe treatment end conIrol of IWine dysenlary medicate with 
2Sl mg Iytlltlln par IlllIron In drfnk"ll waltr tor 3 to 10 dars. depBnd"ll upan 
aevariy c1lll1llCtlan. AD8fl1Blivaly, medicate ""'" 2SO mg trlosn per gallon in 
dm~lnll W8lar 'or 310 10 dBrs. IllftlIwed by 40 ta 100 9 tylosin per ton 01 
~Iats ,...d !Type C mlIdlcated tood manufactured fran TYLAN Type A 
mlldi...led artlola) for 2 10 6 _ala;. 

For control cI porcine prollerallYa emaropalhlea (PPE. llellls) medlClle wUh 
2SO mg 1yt000n par gaBon 111 drln~"II waler Iar 3 to fO dars.lallowed by 40 la 
100 II of 1y101" par Ian of ClIITlpIBte lead !Type C med"""ad feed 
rnenul.ctured hem TYlAN Type AmedIca1ad arllcle) far 2 to 6 wea~•. 
Swine must oanauma enough mlIdlcatad water to provide a Iherapeutic 
dosIt. Only medl...,ad walar (2!0 mg tylasln per gallon) should be BValiable +
while rnedlc8lhg wIIh TYlAN Soluble. 
Honey 8.. calOnl.IhClUId receMl thllllllfe8tmenll adninlstared .1 a 
duIIt In conlectlanllfSlpawdo.ad lugar. The 200 mg dose Is appUed (dusted) 
""ar the 1lIp-!Ia1ll of the Imlod chamber onoe weeRIy far 3 _oks. 
NOller. Organl8ml very In their dellree of auscepllbllty (0 any 
ch8rno1harapeutlc. If no Improvernant Is obaarvad after "'commended 
lreelmant. d!IIgnotIs and suscepllbRlty llhould be reconflnned. 
NOT FOR HUMAN USE 
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RESIDUE WARNING: Chickens must nol be slaugllle,ed for rood ~ 
within 24 hDlKll after treatment. Turkeys must not be sleughll!l1!ll ror 
food within 1M! dBys atla, In!atmen\. Swlna mUll not be 8laughlered 
'Dr rood wlthln 48 hours alter I,ellment. Do not ule In '"yers 

~ producing eggs ror human aonsumptlon. Honey Bees: The drug 
shDUld be red eerty In lhe spring or 'ell end consumed by lhe beel 
belore Ihe meln haney flow baglns. 10 avoid conlemlnallon a' 
productlDn honey. Complete treBlmen15 elleest 4 WIleks prio' to main 
honey now. 

I AWld a>ntact---.<tth humsn8I<ln. ExpasuraIO!YIo!IIn mayC8U1ll a ~ I 
Menullletured Far:
 
ElallCCl AnImal Hllllh
 
A CIvilian 01 Ell un,. end Compeny
 
Indlanepdla, IN 48285. USA
 
ll10rw at Room Tempe"1,,",. 25'C ('7rF),
 
(EIlcurslooa ...nmllhId 10 40·C).
 
Avoid Moll"''''
 
RSllrfl3d Drug (Clllfomlal' U.. Only II Of_ad. 
NADA • 13-076. Approved by FDA 
To report adYll'" "'"ell, acceaa mlctlcallnlormsdon, 0, ob!lIIn 
addlUonal produCllnformatlon. call1-l1DD-C28-4441. 
'Elancce, Tylanl!land Ihe dlegonal colo' ber are trademarks 01 
en Lily end Company. 

::7;< Tylane SolUble 
Tartrato de tlloslna 

P81ll uao Ixc'UIIvo sn polloa, pevaa. ca,dol ,. Ibslal 
Equ""'lente a 100 9 de IIlalna baoe 
Un anllbllltico 
Indlcaclanaa 
Pollos: Como syudB an ellralemlento para Ilnfennlldades resplralorlas 
cr6nlcsa (CRDlrelaclanedBa con Mycoplasma galf/Iep/faJm sensible e I. 
tlosfna en pallas de engarde y de reemplazo. P.. el control de CRD 
'elaelonedes con ~I gelflsflPrictJrn aenllbla e Ie llIollne at 
momento de Ie vlcunaat6n a de otra caUle de _6a en pallal. Para at 
control de CRD relaelonldes con Myr:oplasma synoviae sensIble e Ie tllcsfna 
en pallas de engarde. 
PlVO", Plra mantene, el aumenlo de peso y Ia eIIllk!nela del enmeDlo en 
presencl8 de IlnutHIs InleccleS! relacfoneda con Mycoplasms gelll5"prictJrn 
sensible I la 1I1o!11na. 
Clrclos: Para ellralBmlenlo y III control de Ie dlsenler(1 porelne remelonade 
con 8tDchyspita h)Iodysenferisll. 
Pera e1ln11lmlento y el control de II dlsenlllrflllClfl*le relaelonade con 
8nJr:h~m hyodysenIetfa" cuando eo lraledl nmedlalllmente con 
TYLANe. artlcula medicllde llpo A. admln15lrado lin III aRmenlll. 
Para eI control de laenteropelll proliteratlVll pardna (EPP 0 liehis) 
r9leclonada con L8wsaII8 trlt8Cl1I1u18r1s, CUBndo es IrMede Inmedlalamente 
con TYLAHlD. I,Uculo medlcado "po A,lIdmlnl8l..do en III ellmento. 
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BASE LABEL 

11\0,,,,: Fot III _nt Ind ....frOl 
cl IWInI dyolnt"" .Ioct.ltd w11hSrocIorIPn h)ood)I..._ .. 

For ttle tr.B'ment Ind control of 
...Inl dy.ontlry 1••OCI,'"d wll/I 
S-.chyrp/tl ~~••lI/lrI•• wh.n
tal_1m_loti by 'TYl.lN Typo 
A_IId.-In_. 
Fot lht ....troI at potdtIe pmII'_1.,000g".I.. lPPE, IIIIU.) 

Equivalent to 100 9 tylosin base ~:'~~'::=rl' w:.. L~"':,':.~: 
An Antlblol/c :::.e::::~~YIn~~N Typl A 

NADA t1~76, A!IP""'.dlly FDA Honl, e ...: Fo, 'hI c••I,.1 01 
1._- Amlrlc•• F.vlllnlod (PunHJ.cI/IIIS 
Chlcnn.; AI an eld In the tre.lmlt'" 01 l6MIej.-/IIIIIk8I1:l1y_. (CAD) 
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