AIVLOSIN- tylvalosin granule
Pharmgate Animal Health

Aivlosin®17%
(Tylvalosin 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.

Do Not Feed Undiluted
For Further Manufacturing Only
For Use in Swine Feed Only

ACTIVE DRUG INGREDIENT: Tylvalosin 17% w/w (77.12 g tylvalosin/Ib,
equivalent to tylvalosin tartrate 19.4% w/w)

NADA 141-460 Approved by FDA.
INDICATION:

Swine: Control of porcine proliferative enteropathy (PPE) associated with
Lawsonia intracellularis infection in groups of swine in buildings experiencing
an outbreak of PPE.

DIRECTIONS FOR USE:
MIXING DIRECTIONS:
Swine:

Control of Porcine Proliferative Enteropathy

Preparation of Type B medicated feed containing 3,856 grams per ton (4,250 ppm)
tylvalosin:

Prepare tylvalosin Type B medicated feed in mash form only.

To manufacture one ton of Type B medicated feed containing 3,856 g/ton (4,250 ppm)
tylvalosin, mix 50 pounds of Aivlosin® 17% Type A Medicated Article with 1950 pounds
of non-medicated feed.

Preparation of Type C medicated feed containing 38.6 grams per ton (42.5 ppm)
tylvalosin:
To manufacture one ton of Type C medicated feed containing 38.6 g/ton (42.5 ppm)

tylvalosin, mix 0.5 pound of Aiviosin® 17% Type A Medicated Article with 1999.5 pounds
of non-medicated feed.

To aid in the even distribution of drug in the finished feed, add the full amount of
Aivlosin® 17% Type A Medicated Article into a small portion of the feed and mix. Blend
this mixture into the remainder of the feed and mix thoroughly. Pelleted Type C
medicated feeds must bear an expiration date of 30 days after the date of manufacture.

Crumbled Type C medicated feeds must bear an expiration date of 7 days after the date
of manufacture.



FEEDING DIRECTIONS: Feed Type C medicated feed containing 38.6 grams
tylvalosin/ton as the sole ration for 14 consecutive days.

CAUTION: To assure both food safety and responsible use in swine, concurrent use of
tylvalosin Type A medicated article in medicated feed and tylvalosin or another macrolide
in medicated drinking water or by any other route of administration should be avoided.
Not for use in swine intended for breeding. The effects of tylvalosin on swine
reproductive performance, pregnancy, and lactation have not been determined. VFDs
for tylvalosin shall not be refilled.

WARNINGS:

WITHDRAWAL PERIOD:

No withdrawal period is required before slaughter for human consumption.
ANTIBACTERIAL WARNINGS:

Use of antibacterial drugs in the absence of a susceptible bacterial infection is unlikely to
provide benefit to treated animals and may increase the development of drug-resistant
bacteria.

USER SAFETY WARNINGS:
Not for use in humans. Keep out of reach of children.

May cause skin irritation. Tylvalosin has been shown to cause hypersensitivity reactions
in laboratory animals. People with known hypersensitivity to tylvalosin should avoid
contact with this product. In case of accidental ingestion or inhalation, seek medical
attention. When handling Aivliosin® 17% Type A Medicated Article and preparing
medicated feeds, avoid direct contact with the eyes and skin. Wear a dust mask,
coveralls and impervious gloves when mixing and handling this product. Eye protection
is recommended. In case of accidental eye exposure, wash eyes immediately with water
and seek medical attention. If wearing contact lenses, immediately rinse the eyes first,
then remove contact lenses and continue to rinse the eyes thoroughly and seek medical
attention. In case of accidental skin exposure, wash contaminated skin thoroughly.

The Safety Data Sheet contains more detailed occupational safety information.
STORAGE: Store in a cool dry place at or below 25°C (77°F).
Restricted Drug (California) - Use only as directed.

Distributed in the USA by: Pharmgate Animal Health, LLC 14040 Industrial Road,
Omaha, Nebraska 68144

For sales, technical assistance or to obtain a Safety Data Sheet, call
Pharmgate Animal Health at 1-800-380-6099

To report suspected adverse drug events, contact Pharmgate Animal Health
LLC at 1-833-531-0114. For additional information about adverse drug
experience reporting for animal drugs, contact FDA at 1-888-FDA-VETS or at
www.fda.gov/reportanimalae.

Pharmgate Animal Health has contracted with the ASPCA Animal Product Safety Service
to collect human and animal suspected adverse drug events reports for this product.

Aivlosin® is a registered trademark of ECO Animal Health Ltd.



ECO Animal Health Limited, 78 Coombe Road, New Malden, Surrey, KT3 4QS,
UK.

NDC 51429-170-50

Net Contents:
50 LB (22.7 Kg)

PRINCIPAL DISPLAY PANEL - 22.7 kg Bag

NADA 141-460
Approved by FDA.

AIVLOSIN®17%
(Tylvalosin
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

Do Not Feed Undiluted

For Further Manufacturing Only
For Use in Swine Feed Only

ACTIVE DRUG INGREDIENT:
Tylvalosin 17% w/w (77.12 g tylvalosin/lb, equivalent
to tylvalosin tartrate 19.4% w/w)

INDICATION:

Swine: Control of porcine proliferative enteropathy (PPE) associated with Lawsonia
intracellularis

infection in groups of swine in buildings experiencing an outbreak of PPE.

Distributed in the USA by: Pharmgate Animal Health, LLC, 14040 Industrial Road,
Omaha, Nebraska 68144.

For sales, technical assistance or to obtain a Safety Data Sheet, call
Pharmgate Animal Health at 1-800-380-6099

To report suspected adverse drug events, contact the ASPCA Animal Product Safety
Service at
1-800-345-4735 or the FDA at 1-888-FDA-VETS

Pharmgate Animal Health has contracted with the ASPCA Animal Product Safety Service
to collect human
and animal suspected adverse drug events reports for this product.

Aivlosin® is a registered trademark of ECO Animal Health Ltd.

ECO Animal Health Limited,
78 Coombe Road, New Malden,
Surrey, KT3 4QS, UK.

NET CONTENTS:
50 Ib (22.7 kg)
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Approved by FDA under NADA # 141-460

Al LOSIN17%
Type A (P:/Irgmiftzg 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
Do Not Feed Undiluted

For Further Manufacturing Only
For Use in Swine Feed Only

ACTIVE DRUG INGREDIENT:
Tylvalosin 17% wiw (77.12 g tylvalosin/lb, equivalent
to tylvalosin tartrate 19.4% wiw)

INDICATION:
Controd of porcine proliferative enteropathy (PPE) assoclated with Lawsonls infraceilufar's Infection In
groups af swine In bulldings experiencing an cutbreak of PPE.
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DIRECTIONS FOR WSE: :
H
1

MIXING DIRECTIONS:
Control of Parcine Proffaraiive

)

1op (4,250 ppm) tvlvalosin:

Frepare tynalosin Type B medicaled Ted In m3asn form oniy.

To manufacture one ton of Type B medcated feed confaining 3,656

g'tan (4,250 ppm) tylvalosin, mix 30 pounds of AVIGEIN® 17% Type

A Madicated Articie with 1950 pouhds of non-medicated feed
£ 0 cons 1 L3

eparailon of Ty medicated yes
ton [42.5 ppmj tyivalosin: 4
Te manufaciure one tan of Type O medicated feed contalning 36.6
gitan (42.5 ppm) tyrvakasin, mix 0.5 pound of Alvicsin® 17% Type A
Medicated Articie with 1299.5 pouhds of non-medicated feed.
To aid In the aven distibution of drug In the finishag faed, aod the
full amount of Alvlosim® 17% TypejA Medicated Arficle Into a small
partion of ihe feed and mix. Slenditnis mixture ino e remainder of
thie Teed and mix tharoughly. H
Pelleted Type C medicated feeds fust bear an expiration gate of
30 days after the dabe of manufaciure.
Crumbled Type C medicated feeds must bear an explration date af
7 gays after the date of manutaciure.
FEEDING DIRECTIONS: Fesd Type C memicaed fesd containing
3.6 grams fylvalosinfion as the Gple rabion for 14 consecutive days.
CAUTION: To assure both food s§fety and respansible use In
swine, cancurrent use of fylvalosh] Type A medicated article In
medicated feed and tylvalasin or dnother macrolize In meoicated
riNkIng water of by any ofher roude of aoministration should be
avolded. Mot for use In swine Interpded for breeding. The effects of
tylwalogIn an swine reproductive pErfomancs, pregnancy, ana
lactation have nof been determinell. V¥ D far tylvalosin shall not be
refllied.
WARHINGS:
WITHDRAWAL PERIOD: H

Mo withdrawal period 15 reguired before slaughier far human

" consumption. 1 {
ANTIBACTERIAL WARNINGS: 1
Use of antibacteral drugs In the nce of a susceptible bacterial
Inection Is unlikety to provide benen? to freated animals and may
Increase ine development of drug-Fesistant bacterla.
USER SAFETY WARNINGS: !
Mod fOr USS In humans. Keep out of reacn of chilanen.
May cause sKin Irtation. Tyiwalos(n has been shown to causs
hypersensivity reactions in laborgtary animals.
PFeople with Knaown hypersensiivity to tytvalosin should avold
contact with this product. In case #f accidental ingestion or
Innalation, seek medical attention) When handiing Alviasin® 17%
Type A Mamicated Article and pregaring medicated feeds, avold
direct contact with the eyes and sifin. Wear a dust mask, coveralls
and Impervious gioves when mixing and handling this product. Eye
pratection Is recommented. In c3ge of actidental eye Exposure,
Wash eyes Immediately win watenand ssek medical attension. If
wearing contact lenses, Immediatgly rinse the eyes first, ten
remowe contact lenses and cantimee to rinse the eyes tharcugnly
and seek medical attention. In cask of accidental skin exposure, wash
contaminated siin thercughty. E
The Safety Data Sheat contains mare setallen oecupational sasety
Information. :
STORAGE: Store In & cool dry pldce at
of below 25°C (T7°F) 1
MET COMTENTS: 50 Ib (227 kg).
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Product Information
VFD TYPE A MEDICATED ARTICLE ANIMAL Item Code NDC:51429-
Product Type DRUG (Source) 170
Route of Administration ORAL




Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
Tylvalosin (UNII: 9T02542WQO) (Tylvalosin - UNII:9T025S42WQO) Tylvalosin 170 g in1kg
Packaging
# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:51429-170-50 22.7 kg in 1 BAG

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
NADA NADA141460 04/27/2016

Labeler - pharmgate Animal Health (833270817)
Registrant - £co Animal Health (831287599)

Revised: 11/2021 Pharmgate Animal Health
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