PULMOTIL 90- tilmicosin phosphate granule
Elanco US Inc.

Elanco™

AF0472

Pulmotil™ 90

Net Weight:

10 kg (22.0 Ib)
Tilmicosin

Type A Medicated Article

CAUTION: Federal law restricts medicated feed containing this veterinary feed directive
(VFD) drug to use by or on the order of a licensed veterinarian.

For Use in Swine and Cattle Feeds Only.
Do not feed undiluted.

Active Drug Ingredient: Timicosin (as timicosin phosphate) 90.7 g per Ib (200 g per
kg)

Inert Ingredients: Ground corncobs.

Description:

Pulmotil is a formulation of the antibiotic tilmicosin. Timicosin is produced semi-
synthetically and is in the macrolide class of antibiotics. Each kilogram of Type A
Medicated Article contains 200 grams (0.44 Ibs) of timicosin adsorbed onto ground
corncobs.

Indications:

Swine: For the control of swine respiratory disease (SRD) associated with Actinobacillus
pleuropneumoniae and Pasteurella multocida.

Cattle: For the control of bovine respiratory disease (BRD) associated with Mannheimia
haemolytica, Pasteurella multocida and Histophilus somni in groups of beef and non-
lactating dairy cattle, where active BRD has been diagnosed in at least 10% of the
animals in the group.

Feeding Directions:

Swine: Tilmicosin is to be fed continuously at 181 grams to 363 grams per ton (200
ppm to 400 ppm) of Type C medicated feed as the sole ration for a 21-day period,
beginning approximately 7 days before an anticipated disease outbreak.



Cattle: Tilmicosin is to be fed continuously for a single, 14 day period at 568 grams to
757 grams (626 ppm to 834 ppm) per ton on a 100% dry matter basis of Type C
medicated feed as the sole ration to provide 12.5 mg/kg of body weight/day.

IMPORTANT: Must be thoroughly mixed in swine or cattle feeds before use.

Mixing Directions:

For Incorporation into Swine Feeds: Thoroughly mix Pulmotil Type A medicated
article with feed to provide a Type B medicated feed containing up to 36,300 grams
tilmicosin per ton or to provide a complete Type C medicated feed containing 181 to 363
g tilmicosin per ton. Do not use in any feeds containing bentonite. Bentonite in feeds
may affect the efficacy of tilmicosin.

Starting concentration of Amount of Type A Medicated Resulting concentration in

Pulmotil 90 Type A Article to add per ton Type B Medicated Feed
Medicated Article®
grams per pound pounds grams per ton grams per
pound
400 36,300 18.1
90.7 300 27,200 13.6
200 18,100 9.1
Starting concentration of Amount of Type A Medicated Resulting concentration in
Pulmotil 90 Type A Article to add per ton Type C Medicated Feed
Medicated Article®
grams per pound pounds grams per ton
4 363
90.7 3 272
2 181

aPulmotil 90 contains 90.7 g tilmicosin phosphate per pound

For Incorporation into Cattle Feeds: Thoroughly mix Pulmotil Type A medicated
article with feed to provide a Type B medicated feed containing up to 36,300 grams
tilmicosin per ton on a 100% dry matter basis or to provide a complete Type C
medicated feed containing 568 to 757 g tilmicosin per ton on a 100% dry matter basis.
Complete Type C medicated feeds should not be pelleted. Do not use in any feeds
containing bentonite, cottonseed meal, or cottonseed hulls. Bentonite, cottonseed meal,
or cottonseed hulls in feeds may affect the efficacy of tiimicosin.

Starting Amount of Type A Medicated Article Resulting concentration in
concentration of to add per ton Type B Medicated FeedP
Pulmotil 90 Type A
Medicated Article@
grams per pound pounds grams per ton grams per
pound
400 36,300 18.1



90.7 200 18,100 9.1

100 9,070 4.5
Starting Amount of Type A Medicated Article Resulting concentration in
concentration of to add per ton Type C Medicated FeedP
Pulmotil 90 Type A
Medicated Article@
grams per pound pounds grams per ton
8.35 757
90.7 6.26 568

aPulmotil 90 contains 90.7 g tilmicosin phosphate per pound
b100% dry matter basis

CAUTION:

Do not allow horses or other equines access to feeds containing timicosin. The safety of
tilmicosin has not been established in cattle or male swine intended for breeding
purposes.

To assure both food safety and responsible use in cattle, the treatment of cattle with
this medicated feed is required to be initiated within the first 45 days of the production
period. The treatment should not occur concurrent with or following administration of an
injectable macrolide, or within 3 days following administration of a non-macrolide
injectable BRD therapy.

Swine: Feed containing tilmicosin shall not be fed to pigs for more than 21 days during
each phase of production without ceasing administration for reevaluation of
antimicrobial use by a licensed veterinarian before re-initiating a further course of
therapy with an appropriate antimicrobial. Veterinary Feed Directive (VFD) expiration
date for swine must not exceed 90 days from the time of issuance. VFDs for tilmicosin
phosphate shall not be refilled.

Cattle: Use only in cattle fed in confinement for slaughter. Tilmicosin medicated feed
treatment has not been evaluated in cattle with severe clinical disease. Cattle with severe
clinical illness should be evaluated for individual treatment with an alternative non-
macrolide therapy. The expiration date for a tilmicosin Veterinary Feed Directive (VFD)
for cattle must not exceed 45 days from the time of issuance. VFDs for tilmicosin
phosphate shall not be refilled.

WARNINGS:

RESIDUE WARNING: Swine: Swine intended for human consumption must not be
slaughtered within 7 days of the last treatment of this drug product.

RESIDUE WARNING: Cattle: Cattle intended for human consumption must not be
slaughtered within 28 days of the last treatment with this drug product.

This drug product is not approved for use in female dairy cattle 20 months of age or
older. Use in these cattle may cause drug residues in milk. This drug product is not
approved for use in calves intended to be processed for veal. A withdrawal period has
not been established in pre-ruminating calves.



User Safety Warnings: Avoid inhalation, oral exposure and direct contact with skin or
eyes. Operators mixing and handling Pulmotil 90 should use protective clothing,
impervious gloves, goggles and a NIOSH-approved dust mask. Wash thoroughly with
soap and water after handling. If accidental eye contact occurs, immediately rinse
thoroughly with water. If irritation persists, seek medical attention. Not for human
consumption. Keep out of reach of children. The Safety Data Sheet contains more
detailed occupational safety information. To report adverse effects in users, to obtain
more information, or to obtain a Safety Data Sheet, call 1-800-428-4441.

Clinical Pharmacology: Oral dosing of timicosin phosphate to swine at 181 to 363
g/ton of feed results in serum tilmicosin levels, which do not correlate with efficacy. Lung
concentrations of timicosin are significantly higher than serum. Following 7 consecutive
days of administering timicosin-medicated feeds to swine, the concentration of
tilmicosin in respiratory tissues, phagocytic cells, and nasal secretions was significantly
higher than that of plasma or serum. Lung levels are achieved within 2 days after
beginning feeding and plateau by 4 days. Using in-vitro incubation techniques, the ratio
of intracellular to extracellular concentrations of timicosin for neutrophils, monocyte-
macrophages and alveolar macrophages were 69, 19 and 17, respectively, after four
hours of incubation. Although lower levels of accumulation were observed in-vivo, swine
alveolar macrophages have been shown in-vitro and in-vivo to concentrate large
amounts of timicosin; these cells may be important for in-vivo distribution of the drug
and may serve as an important reservoir for tilmicosin in lung tissue.

Oral dosing of tilmicosin phosphate to cattle to target a dose of 12.5 mg/kg body weight
resulted in serum tilmicosin concentrations above the analytical limit of quantification
(0.5 ng/mL) within 12 hours following treatment administration. The relationship of
serum tilmicosin concentration to lung tiimicosin concentration has not been determined
following oral administration of tilmicosin.

Toxicology: The cardiovascular system is the target of toxicity in laboratory and
domestic animals given tilmicosin by oral or parenteral routes. Primary cardiac effects
are increased heart rate (tachycardia) and decreased contractility (negative inotropy).
Given orally, the median lethal dose is 800 mg/kg in fasted rats and 2250 mg/kg in non-
fasted rats. No compound-related lesions were found at necropsy. Results of genetic
toxicology studies were all negative. Results of teratology and reproduction studies in
rats were all negative. The no effect level in dogs after daily oral doses for up to one year
is 4 mg/kg of body weight. Tilmicosin was included in the diet of 18 adult horses for a
period of 14 days at dose levels of 400, 1200 and 2000 ppm. Some horses at both the
low and high dose levels demonstrated gastrointestinal disturbance with more severe
colic evident at the higher levels. One horse died after consuming the 2000 ppm diet. A
study was conducted in cattle administered oral tilmicosin at 12.5, 25.0 or 37.5 mg/kg
for 42 days or administered 12.5 mg/kg of oral tiimicosin for 14 days followed by 20
mg/kg injection of tilmicosin or saline (volume equivalent). Cardiac lesions observed (one
animal in the 12.5 mg/kg for 42 days treatment group; one animal in the 12.5 mg/kg for
14 days followed by tilmicosin injection treatment group) were not considered clinically
significant as no other abnormalities were seen and the affected animals were clinically
normal.

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

Storage Information: Store at less than or equal to 25°C (77°F). Excursions to 40°C



(104°F) are acceptable. Avoid excessive moisture.

Not to be used after the date printed on the bag.

Restricted Drug (California) - Use Only as Directed

Approved by FDA under NADA # 141-064

Manufactured For: Elanco US Inc, Greenfield, IN 46140, USA

Pulmotil, Elanco and the diagonal bar logo are trademarks of Elanco or its affiliates.
TAKE TIME TO

(®)
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CAUTION: Federal law restricts medicated feed containing this veterinary feed directive (VFD) drug to use by or on the order of a licensed veterinarian.

For Use in Swine and Cattle Feeds Only.

Active Drug Ingredient: Tilmicosin (as tilmicosin phosphate) 90.7 g per b (200 g per kg)

Inert Ingredients: Ground corncobs.

Description: Pulmotil is a formulation of the antibiotic tiimicosin. Tilmicosin is produced semi-synthetically and is in the macrolide class of antibiotics.

Each kilogram of Type A Medicated Article contains 200 grams (0.44 lbs) of tilmicosin adsorbed onto ground corncobs.

Indications:

Swine: For the control of swine respiratory disease (SRD) associated with Actinobacillus pleuropneumoniae and Pasteurella multocida.
Cattle: For the control of bovine respiratory disease (BRD) associated with Mannheimia haemolytica, Pasteurella multocida and Histophifus somniin groups of beef

and non-lactating dairy cattle, where active BRD has been diagnosed in at least 10% of the animals in the group.

Feeding Directions:

Swine: Tilmicosin is to be fed continuously at 181 grams to 363 grams per ton (200 ppm to 400 ppm) of Type C medicated feed as the sole ration for a 21-day period,
beginning approximately 7 days before an anticipated disease outbreak.
Cattle: Tilmicosin is to be fed continuously for a single, 14 day period at 568 grams to 757 grams (626 ppm to 834 ppm) per ton on a 100% dry matter basis of Type C
medicated feed as the sole ration to provide 12.5 mg/kg of body weight/day.

IMPORTANT: Must be thoroughly mixed in swine or cattle feeds before use.

Mixing Directions:

For Incorporation into Swine Feeds: Thoroughly mix Pulmotil Type A medicated article with feed to provide a Type B medicated feed containing up to 36,300 grams
tilmicosin per ton or o provide a complete Type C medicated feed containing 181 to 363 g tilmicosin per ton. Do not use in any feeds containing bentonite.

Bentonite in feeds may affect the efficacy of tilmicosin.

Starfing concentration of Pulmetil 90 Typa A Medicated Aricle® Amount of Type A Medicated Article fo add per ton Resulting concentration in Type B Medicated Fesd
grams per pound pounds grams per Bon grams per pound
400 36,300 181
90.7 300 27,200 136
200 18,100 a1
Starting concentration of Pulmotil 30 Type A Medicated Article® Amount of Type A Medicated Article to add per ton Resulting concentration in Type C Medicated Feed
Grams per pound pounds grams per ion
4 383
. 3 272
2 1,
*Pulmotil 80 contains 90.7 g timicosin phosphate per pound

FFor Incorporation into Cattle Feeds: Thoroughly mix Pulmaotil Type A medicated article with feed to provide a Type B medicated feed containing up to 36,300 grams
tilmicosin per ton on & 100% dry matter basis or to provide a complete Type C medicated feed containing 568 to 757 g tilmicosin per ton on a 100% dry matter basis.

Complete Type C medicated feeds should not be pelleted. Do not use in any feeds containing bentonite, cottonseed meal, or coftonseed hulls. Bentonite, cottonseed meal,
or cottonseed hulls in feeds may affect the efficacy of tilmicosin,

Starting cancentration of Pulmetil 90 Type A Madicated Articls®

Amount of Type A Madicatsd Aricke to add per fon

Resulting concentration in Type B Medicaled Fesd®

grams per pound pounds qgrams per kon grams per paund
400 36,300 181
an.7 200 18,100 9.1
100 9,070 45

Starting cancentration of Pulmetil 90 Type A Madicated Articls®

Amount of Type A Medicated Article to add per ton

Resulting concentration in Type C Madicated Fead®

grams per pound

pounds

grams per lon

o ac

FLv
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*Pulmoti] 90 contains 90.7 g timicosin phosphate per pound  #100% dry matter basis

CAUTION:

Do not allow horses or other equines access to feeds containing tilmicosin. The safety of tilmicosin has not been established in cattie or male swine intended for breeding purposes.

To assure both food safety and responsible use in cattle, the treatment of cattle with this medicated feed is required to be initiated within the first 45 days of the

production period. The treatment should not occur concurrent with or following administration of an injectable macrolide, or within 3 days following administration of a

non-macrolide injectable BRD therapy.

Swine: Feed containing tilmicosin shall not be fed to pigs for more than 21 days during each phase of production without ceasing administration for reevaluation of

antimicrobial use by a licensed veterinarian before re-inttiating a further course of therapy with an appropriate antimicrobial. Veterinary Feed Directive (VFD) expiration

date for swine must not exceed 90 days from the time of issuance. VFDs for tilmicosin phosphate shall not be refilled.

Cattle: Use only in cattle fed in confinement for slaughter. Tilmicosin medicated feed treatment has not been evaluated in cattle with severe clinical disease.

Cattle with severe clinical illness should be evaluated for individual treatment with an alternative non-macrolide therapy. The axriraﬁm date for a tilmicosin Veterinary

Feed Directive (VFD) for cattle must not exceed 45 days from the time of issuance. VFDs for tilmicosin phosphate shall not be refilled.

WARNINGS:

RESIDUE WARNING: Swine: Swine intended for human consumption must not be slaughtered within 7 days of the last treatment of this drug product.
RESIDUE WARNING: Cattle: Cattle intended for human consumption must not be staughtered within 28 days of the last treatment with this drug product.
~ This drug product is not approved for use in female dairy cattie 20 months of age or older. Uss in these cattle may cause drug residues in milk.

This drug product is not approved for use in calves intended to be processed for veal. A withdrawal period has not been established in pre-ruminating calves.
User Safety Warnings: Avoid inhalation, oral exposure and direct contact with skin or eyes. Operators mixing and handling Pulmotil 90 should use protective clothing,
impervious gloves, goggles and a NIOSH-approved dust mask. Wash thoroughly with soap and water after handling. If accidental eye contact occurs, immediately rinse
thoroughly with water. If irritation persists, seek medical attention. Not for human consumption. Keep out of reach of children. The Safety Data Sheet contains more
detailed occupational safety information. To report adverse effects in users, to obtain more information, or to obtain a Safety Data Sheet, call 1-800-428-4441.
Clinical Pharmacology: Oral dosing of tilmicosin phosphate to swine at 181 to 363 g/ton of feed results in serum tilmicosin levels, which do not correlate with
efficacy. Lung concentrations of tilmicosin are significantly higher than serum. Following 7 consecutive days of administering tilmicosin-medicated feeds to swine, the
concentration of tilmicosin in respiratory tissues, phagocytic cells, and nasal secretions was significantly higher than that of plasma or serum. Lung levels are achieved
within 2 days after beginning feeding and plateau by 4 days. Using in-vitro incubation techniques, the ratio of intracellular to extracellular concentrations of tilmicosin for
neutrophils, monocyte-macrophages and alveolar macrophages were 69, 19 and 17, respectively, after four hours of incubation. Although lower levels of accumulation
were observed in-vivo, swine alveolar macrophages have been shown in-vitro and in-vivo to concentrate large amounts of tilmicosin; these cells may be important for
in-vivo distribution of the drug and may serve as an important reservoir for tilmicosin in lung tissue.
Oral dosing of tilmicosin phosphate to cattle to target a dose of 12.5 mg/kg body weight resulted in serum filmicosin concentrations above the analytical limit of
quantification (0.5 ng/mL) within 12 hours fulluwir? treatment administration. The relationship of serum tilmicosin concentration to lung tilmicosin concentration has not
been determined following oral administration of timicosin.
Toxicology: The cardiovascular system is the target of toxicity in laboratory and domestic animals given tilmicosin by oral or parenteral routes. Primary cardiac effects
are increased heart rate (tachycardia) and decreased contractility (negative inotropy). Given orally, the median lethal dose is 800 mg/kg in fasted rats and 2250 mg/kg
in non-fasted rats. No compound-related lesions were found at necropsy. Results of genetic toxicology studies were all negative. Results of teratology and reproduction
studies in rats were all negative. The no effect level in dogs after daily oral doses for up to one year is 4 mg/kg of body weight. Tilmicosin was included in the diet of
18 adult horses for a period of 14 days at dose levels of 400, 1200 and 2000 ppm. Some horses at both the low and high dose levels demonstrated gastrointestinal
disturbance with more severe colic evident at the higher levels. One horse died after consuming the 2000 ppm diet. A study was conducted in cattle administered oral
tilmicosin at 12.5, 25.0 or 37.5 mg/kg for 42 days or administered 12.5 mg/kg of oral tilmicosin for 14 days followed by 20 mg/kg injection of tilmicosin or saline
(volume equivalent). Cardiac lesions observed (one animal in the 12.5 mg/kg for 42 days treatment group; one animal in the 12.5 mg/kg for 14 days followed by
tilmicosin injection treatment group) were not considered clinically significant as no other abnormalities were seen and the affected animals were clinically normal.
To report adverse effects, access medical information or obtain additional product information, call 1-800-428-4441. TAKE TIME TO
Storage Information: Store at less than or equal to 25°C (77°F). Excursions to 40°C (104°F) are acceptable. Avoid excessive moisture.
Not to be used after the date printed on the bag.
Restricted Drug (California) - Use Only as Directed
Approved by FDA under NADA # 141-064
Manufactured For: Elanco US Inc, Greenfield, IN 46140, USA OBSERVE LABEL
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CAUTION: Federal law restricts medicated feed containing this veterinary feed directive (VFD) drug to use by

or on the order of a licensed veterinarian.
For Use in Swine and Cattle Feeds Only.

Active Drug Ingredient: Timicosin (25 timicosin phosphate) 90.7 g per Ib (200 g per kg)
Inert Ingredients: Ground cormcobs.

Description: Pulmotil is a formudation of the antibiatic fmicosin. Tilmicosin is produced semi-synthetically

and is in tha macrolide class of anfbiotics. Each kilogram of Typa A Medicated Arlicle contains 200 grams (0.44 bs)
af timicasin adsorbed anto ground corncabs.

Indications:

Swine: For Bie contral of swine respiratary disease (SRD) iated with Actinobaci jag and
Pasteurela mulfocida.

(Cattle: For the cantrol of bovine respiratory diseass (BRD) associated with Mannhaimiz hasrnolybics,

Pasteurela mulfacida and Histophilus somniin groups of beaf and non-lactating dairy catfle, where active

[BRD has been diagnosed in at baast 10% of tha animals in the group.

[Feeding Directions:

Swing: TaAmicosin is & be fed continuously &1 1871 grams to 363 grams per ton (200 ppm ta 400 ppm) of Type ©
medicated feed as the sole ration for a 21-day period, beginning appraximately 7 days before an anticipated disease
[

(Cattle: Tilmicosin is o be fad continuoushy for a single, 14 day period a1 568 grams io 757 grams (B28 ppm o 834 ppm)
jper ton on @ 100% dry matter bass of Type C madicated feed a5 the sola ration to provide 12.5 mo/kg of body weight/day.
IMPORTANT: Must be thoroughly mixed in swine or cattle feeds before use.

Mixing Directions:

For Incorporation into Swine Feeds: Thoroughly mix Pulmatil Typs A medicated artice with feed to provide a Type B
medicated feed containing up bo 36,300 grams Emacosin per fon or to provide a complete Type C medicated faed
cortaining 181 to 363 g timicosin par ton. Do not use in any feeds containing bentonite. Bentonite in feeds may affect
the efficacy of tilmicosin.

Starting concentration of Amount of Type A Resulting concentration
Pulmotil 90 Type A Medicated Article in Type B Medicated
Medicated Article® ta add per ton Feed
grams per pound pounds grams per fon  grams per pound

400 36,200 18.1
90.7 300 27,200 136
200 18,100 9.1

Starting concentration of Amount of Type A Resulting concentration
Pulmiotil 90 Typa A Meadicatad Article inTypa C Medicated
Medicated Articles to add per ton Feed
grams per pound pounds grams per ton

4 363
0.7 3 272
2 81

APulmotil 80 contains 90.7 g tilmicesin phosphate per pound

For Incorparation inta Gattle Feeds: Tharoughly mix Pulmotl Type A medicated article with feed to provide a Type B
medicated feed containing up bo 36,300 grams Eimacosin per ton on a 100% dry matter basis or to provide a comgplete
Type C medicated fead containing 568 o 757 g tilmicosin per ton on a 100% dry matter basis. Complets Type ©

CAUTION:
Do not allow harses or other equines access to fseds containing tAmicosin. The safety of tilmicosin has not been
established in catie or male swine intended for breeding purposes.

Ta assure both food safety and raspansible use in cattle, the treatmant of cattle with this medicated feed is required
1o be initizted within the first 45 days of the production period. The treatrmeant should not octur concurrent with ar
follawing administration of an injectable macrofide, or within 3 days following administration of a non-macralide
injectable BRD therapy.

Swine: Fead containing tilmicosin shall not be fied 1o pigs for more an 21 days during each phase of production
without ceasing admingstration for reavaluation of antimacrabial use by a licensed veterinarian bafare re-inftiating
a further course of therapy with an appropriate antimicrabial. Welerinary Feed Directive (VFD) expiration date for
swing must not exceed 90 days from the time of issuance. VFDs for filmicosin phosphate shall not be refilled.

Cattle: Use andy in cattls fed in confinement far slaughtar. Timicasin medicated feed treatment has not been
evaluated in catthe with severa clinical disease. Cattle with severe clinical illness should be evaluated for individual
trestrment with an aflernative non-macrofida therapy. The expiration date for a Smicosin Veterinary Feed Directive
(VFD) for cattle must not axceed 45 days from the time of issuance. WDs for tilmicosin phosphate shall not be
rafillad.

IRESIDUE WARNING: Swine: Swina intendad for human consumption must not be slawghiered within
T days of the last reatment of this drsg product.
RESIDUE WARNING: Catthe: Cattls irtended for human consumplion must not be slasghiered within
28 days of the It trestment with this drug product.
This drug product is nat approved for e in famale dairy catfle 20 months of age or older. Use in thase
catfle may causs drug residwas in milk. This drug product & not approved for use in calves intended tn
be processed for veal. A withdrawal period has not been established in pre-ruminating cabes.
User Safaty Wamings: Avoid inhalation, oral exposure and direct contact with skin or eyes. Oparafors mixing and
handling Pulmodil 90 should use profective chathing, impervious gloves, goggles and a NIDSH-approved dust mask
‘Wash thoroughly with soap and water after handling. if accidantal eye comtact occurs, immediately rinse thoroughly
with water. If irritaion persists, seek medical attention. Not for human consumplion. Keep out of reach of children.
The Safety Daka Sheet contains mona detailed occupational safety information. To report adverse effects in users. io
abtain mone information, or to obtain a Safaty Data Shest, call 1-B00-428-4441.

Clinical Pharmacology: Oral dosing of filmicosin phasphate i swine at 181 o 363 g/ton of feed results in sarum
tilmicosin bevels, which do not cornlate with efficacy. Lung concentrations of timicosin are significantly higher than
sarum. Following 7 consacutive days of administedng timicosin-medicated feeds fo swine, the concentration of
tilmicosin in respiratory issues. phagocytic cells, and nasal secretions was significantly higher than that of plasma
ar serum. Lung kvels are achieved within 2 days after beginning feeding and plateau by 4 days. Using in-wilio
incubation techriques, the ratio of infracefiular to extracedlular concentrations of tilmicosin for neutraphils,
manacyte-macrophages and alveolar macrophages were 69, 19 and 17, respactively, afber fowr hours of ncubation.
Althaugh lower lewels of accumulation were obsarved in-wwo. swing alveolar macrophages have been shown in-vifrm
and in-wive lo concentrae large amourts of tilmicosin: these celis may be important

for fn-wive distribution of the drug and may serve 2s an important resarvoir for ilmicasin in lung fisswe.

Oral doging of Eimicosin phosphate ta cattle to target a dose of 12.5 mg'kg body weight resufled in serum
tilmicosin concentrations above e analytical limil of quantificaion (0.5 ng/mL) within 12 hours fallowing treabmeant
administration. The relationship of sarem timicosin concentration 1o lung timicosin concentration has nol been
determined following oral administration of tilmicosin,

i The cardiovascular system is the target of toxicity in [aboratory and domesSc animats given timicosin

madicated feeds should not be palisted. Do not use in any feeds containing bentonite, o meal, ar
hulis. Bertonite, cottonseed meal, or cottonseed hulls in feeds may affect the efficacy of Bmacosin.

Starting concentration of Amount of Type A Resulting concentration
Pulmotil 90 Typa A Medicated Article in Type B Medicated
Medicated Articlea to add per ton Feed?
grams per pound pounds grams per ton  grams per pound

400 36,300 18.1
80.7 200 18,100 9.1
100 9,070 4.5

Starting concentration of Amount of Type A Resulting concentration
Pulmotil 90 Typea A Madicatad Article in Type C Medicated
Medicated Article® to add per ton Feed"
grams per pound pounds grams per ton

by oral or parenteral routes. Primary cardiac effects are increased heart rate (tachycardia) and decreased contractility
{nagative inatropy). Given orally, e madiar lethal dose ts B00 mg/kg in fasted rats and 2250 mgikg in non-fasted
rats. No compound-retabed lesions ware found at necrapsy. Results of genetic todcology studies were all negative.
Rasults of teratology and reproduction studies in raks wera all negative. The no affect leval in dogs after daily oral
deesas for up 1o one year is 4 mg/kg of body waight. Tiimicosin was included in the diet of 18 adult horses far a pesiod
af 14 days af dase kvels of 400, 1200 and 2000 ppen. Some horses at both the low
and high dose lewels demonsirated gastrointestinal distwrbance with mane savere colic

avidant a1 tha higher bevels. One horse died after consuming the 2000 ppm diet.

A study was conducted in cattle administenad oral tilmicosin at 12.5. 25.0 or 37.5 mg/kg
for 42 days ar administered 12.5 ma/ka of oral Bmicosin far 14 days allowad by

20 mgkg injaction of tlmicosin or saling (wolume equivalant). Cardiac lesions obsered
{ori animeal in the 125 mg/kg for 42 days fraatment group; one animal in the 12.5 mglg
for 14 days followed by Eilmicosin injection reatmant group) ware not congidared clinscally
significant 2= no other abnormalities were Seen and the afecied animats were clincally
nearnal.
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APulmotil 90 contains 90.7 g tilmicesin phosphate per pownd
b100% dry matter basis

Rastricted Drug (Califomia) - Use Only &
Approved by FDW undar NADA # 14
Manufactured For: Hanca US

Pulmotil, Blanca and e diagonal bar logo are tradernarks of Elance or its affilctaes.
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PULMOTIL 90

tilmicosin phosphate granule

Product Information

VFD TYPE A MEDICATED ARTICLE ANIMAL Item Code NDC:58198-
Product Type DRUG (Source) 0472
Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
tilmicosin phosphate (UNIl: SMH7U1S683) (tilmicosin - UNII:XL4103X2E3) tilmicosin phosphate 200 g in1kg

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:58198-0472-9 10 kg in 1 BAG

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
NADA NADA141064 10/18/2012

Labeler - Eianco us Inc. (966985624)

Establishment

Name Address ID/FEI Business Operations
Evonik Corporation 130890994 AP| MANUFACTURE
Establishment

Name Address ID/FEI Business Operations
TriRx Speke Limited 228138655 MANUFACTURE, PACK, LABEL

Revised: 7/2022 Elanco US Inc.
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