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FREEDOM OF INFORMATION SUMMARY

SUPPLEMENTAL ABBREVIATED NEW ANIMAL
DRUG APPLICATION

ANADA 200-221

COMPONENT TE-S, COMPONENT TE-IS, and COMPONENT TE-G
(Trenbolone Acetate and Estradiol)

COMPONENT TE-S with TYLAN, COMPONENT TE-IS with TYLAN,
and COMPONENT TE-G with TYLAN
(Trenbolone Acetate and Estradiol with Tylosin)

This supplement provides for addition to the labeling of the statements “A
withdrawal period has not been established for this product in pre-
ruminating calves. Do not use in calves to be processed for veal.” to the
warning section and “Do not use in veal calves. Effectiveness and animal
safety in veal calves have not been established.” immediately following the
indications.

Sponsored by:

Ivy Laboratories

Division of Ivy Animal Health, Inc.
8857 Bond Street

Overland Park, KS 66214
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FREEDOM OF INFORMATION SUMMARY

COMPONENT TE-S, and COMPONENT TE-S with TYLAN
Ear Implants for Steers Fed in Confinement for Slaughter

COMPONENT TE-IS and COMPONENT TE-IS with TYLAN
Ear Implants for Steers Fed in Confinement for Slaughter

COMPONENT TE-G and COMPONENT TE-G with TYLAN
Ear Implants for Pasture Cattle (Slaughter, Stocker, and Feeder Steers and Heifers)

1. GENERAL INFORMATION:

a. File Number: ANADA 200-221

b. Sponsor: Ivy Laboratories
Division of Ivy Animal Health, Inc.
8857 Bond Street \

Overland Park, KS 66214
Drug Labeler Code: 021641

c. Established Names: Trenbolone Acetate and Estradiol
Trenbolone Acetate and Estradiol with Tylosin

d. Propriety Names: COMPONENT TE-S
COMPONENT TE-IS
COMPONENT TE-G
COMPONENT TE-S with TYLAN
COMPONENT TE-IS with TYLAN
COMPONENT TE-G with TYLAN

e. Dosage Form: Implantation (ear implant) as per 21 CFR 522.2477



Freedom of Information Summary

ANADA 200-221, Trenbolone Acetate and Estradiol with or without Tylosin
Page 2

f. How Supplied: COMPONENT TE-S: Each box contains 5 foil
pouches each containing 1 cartridge belt with 20
cells. Each cartridge cell contains 1 implant dose.
Each dose consists of trenbolone acetate 120 mg and
estradiol USP 24 mg.

COMPONENT TE-S with TYLAN: Each box
contains 5 foil pouches each containing 1 cartridge
belt with 20 cells. Each cartridge cell contains 1
implant dose. Each dose consists of trenbolone
acetate 120 mg and estradiol USP 24 mg with 29 mg
tylosin tartrate as a local antibacterial.

COMPONENT TE-IS: Each box contains 5 foil
pouches each containing 1 cartridge belt with 20
cells. Each cartridge cell contains 1 implant dose.

Each dose consists of trenbolone acetate 80 mg and
estradiol USP 16 mg.

COMPONENT TE-IS with TYLAN: Each box
contains 5 foil pouches each containing 1 cartridge
belt with 20 cells. Each cartridge cell contains 1
implant dose. Each dose consists of trenbolone
acetate 80 mg and estradiol USP 16 mg with 29 mg
tylosin tartrate as a local antibacterial.

COMPONENT TE-G: Each box contains 5 foil
pouches each containing 1 cartridge belt with 20
cells. Each cartridge cell contains 1 implant dose.
Each dose consists of trenbolone acetate 40 mg and
estradiol USP 8 mg.

COMPONENT TE-G with TYLAN: Each box
contains 5 foil pouches each containing 1 cartridge
belt with 20 cells. Each cartridge cell contains 1
implant dose. Each dose consists of trenbolone
acetate 40 mg and estradiol 8 USP mg with 29 mg
tylosin tartrate as a local antibacterial.

g. How Dispensed: OTC
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ANADA 200-221, Trenbolone Acetate and Estradiol with or without Tylosin
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h. Amount of Active Ingredients: COMPONENT TE-S:
120 mg trenbolone acetate. /
24 mg estradiol.

COMPONENT TE-S with TYLAN:
120 mg trenbolone acetate.

24 mg estradiol.

29 mg tylosin tartrate.

COMPONENT TE-IS:
80 mg trenbolone acetate.
16 mg estradiol.

COMPONENT TE-IS with TYLAN:
80 mg trenbolone acetate.

16 mg estradiol.

29 mg tylosin tartrate.

COMPONENT TE-G:
40 mg trenbolone acetate.
8 mg estradiol.

COMPONENT TE-G with TYLAN:
40 mg trenbolone acetate.

8 mg estradiol.

29 mg tylosin tartrate.

i. Route of Administration: Subcutaneous implantation on the posterior aspect of
the middle one-third of the ear by means of an
implant gun.

J. Species/Class: COMPONENT TE-S, COMPONENT TE-S with
TYLAN, COMPONENT TE-IS and COMPONENT
TE-IS with TYLAN: Steers Fed in Confinement for
Slaughter

COMPONENT TE-G and COMPONENT TE-G
with TYLAN: Pasture Cattle (Slaughter, Stocker,
and Feeder Steers and Heifers)
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k. Recommended Dosage: COMPONENT TE-S: One implant containing 120
mg trenbolone acetate and 24 mg estradiol USP.

COMPONENT TE-S with TYLAN: One implant
containing 120 mg trenbolone acetate and 24 mg
estradiol USP with 29 mg tylosin tartrate.

COMPONENT TE-IS: One implant containing 80
mg trenbolone acetate and 16 mg estradiol USP.

COMPONENT TE-IS with TYLAN: One implant
containing 80 mg trenbolone acetate and 16 mg
estradiol USP with 29 mg tylosin tartrate.

COMPONENT TE-G: One implant containing 40
mg trenbolone acetate and 8 mg estradiol USP.

COMPONENT TE-G with TYLAN: One implant
containing 40 mg trenbolone acetate and 8 mg
estradiol USP with 29 mg tylosin tartrate.

1. Pharmacological Category: Steroid hormone, anti-bacterial

m. Indications: COMPONENT TE-S, COMPONENT TE-S with
TYLAN, COMPONENT TE-IS. AND
COMPONENT TE-IS with TYLAN: For increased
rate of weight gain and improved feed efficiency.

COMPONENT TE-G AND COMPONENT TE-G
with TYLAN: For increased rate of weight gain.

n. Effect of Supplement: This supplement provides for addition to the
labeling of the statements “A- withdrawal period has
not been established for this product in pre-
ruminating calves. Do not use in calves to be
processed for veal.” to the warning section and “Do
not use in veal calves. Effectiveness and animal
safety in veal calves have not been established.”
immediately following the label indications.

2. DRUG EFFECTIVENESS:

No new effectiveness data are required for the approval of this supplement. The products’
effectiveness has been established in the Freedom of Information (FOI) Summaries for the
parent abbreviated new animal drug applications for COMPONENT TE-S, COMPONENT
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ANADA 200-221, Trenbolone Acetate and Estradiol with or without Tylosin
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TE-S with TYLAN, COMPONENT TE-IS, COMPONENT TE-IS with TYLAN,
COMPONENT TE-G, COMPONENT TE-G with TYLAN (ANADA 200221).

3. TARGET ANIMAL SAFETY:

No new target animal safety data are required for the approval of this supplement. The
products’ target animal safety has been established in the Freedom of Information (FOI)
Summaries for the parent abbreviated new animal drug applications for COMPONENT TE-S,
COMPONENT TE-S with TYLAN, COMPONENT TE-IS, COMPONENT TE-IS with
TYLAN, COMPONENT TE-G, COMPONENT TE-G with TYLAN (ANADA 200221).

4. HUMAN SAFETY:

No new human food safety data are required for the approval of this supplement. The
products’ human food safety has been established in the Freedom of Information (FOI)
Summaries for the parent abbreviated new animal drug applications for COMPONENT TE-S,
COMPONENT TE-S with TYLAN, COMPONENT TE-IS, COMPONENT TE-IS with
TYLAN, and COMPONENT TE-G, COMPONENT TE-G with TYLAN (ANADA 200221).

5. AGENCY CONCLUSIONS:

The information submitted in support of this ANADA satisfy the requirements of section 512
of the Federal Food, Drug, and Cosmetic Act and 21 CFR Part 514 of the implementing
regulations providing for the addition to the labeling of the statements “A withdrawal period
has not been established for this product in pre-ruminating calves. Do not use in calves to be
processed for veal.” to the warning section and “Do not use in veal calves. Effectiveness and
animal safety in veal calves have not been established.” immediately following the
indications. The labeling is modified to conform to agency policy (69 FR 135 pages 42443-
42444 dated July 15, 2004, and 69 FR 68 page 18594 dated April 8, 2004.)

The Center for Veterinary Medicine has concluded that, for these products, adequate
directions for use by the layperson have been provided and the products will have over-the-
counter (OTC) status. Label directions are accompanied by pictorial diagrams and detailed
instruction in plain language. The drugs are not controlled substances. The products’ status
remains OTC. The labeling is adequate for the intended use and has sufficient
warnings/statements to prevent illegal use in veal calves.
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This approval does not qualify for marketing exclusivity under section 5 12(c)(2)(F)(iii) of the
Federal Food, Drug, and Cosmetic Act.

Under the Center's supplemental approval policy (21 CFR 514.106(b)(2)), this is a Category
II change. The approval of this change is not expected to have any adverse effect on the
safety or effectiveness of this new animal drug. Accordingly, this approval did not require a

O 1l 124183 AL L2 95 P AV GL RL8e 20N AW o

reevaluation of the safety and effectiveness data in the parent apphcatlon

COMPONENT TE-S with TYLAN, COMPONENT TE-IS with TYLAN, and
COMPONENT TE-G with TYLAN are under the following US patent number:

U.S. Patent Number Date of Expiration

5,874,098 May 28, 2017
6. ATTACHMENTS:
Facsimile Labeling is attached as indicated below:

COMPONENT TE-S Carton Label

COMPONENT TE-S Foil Pouch (Front)
COMPONENT TE-S Foil Pouch (Back)
COMPONENT TE-S Package Insert

COMPONENT TE-S with TYLAN Carton Label
COMPONENT TE-S with TYLAN Foil Pouch (Front)
COMPONENT TE-S with TYLAN Foil Pouch (Back)
COMPONENT TE-S with TYLAN Package Insert
COMPONENT TE-IS Carton Label

COMPONENT TE-IS Foil Pouch (Front)
COMPONENT TE-IS Foil Pouch (Back)
COMPONENT TE-IS Package Insert

COMPONENT TE-IS with TYLAN Carton Label
COMPONENT TE-IS with TYLAN Foil Pouch (Front)
COMPONENT TE-IS with TYLAN Foil Pouch (Back)
COMPONENT TE-IS with TYLAN Package Insert
COMPONENT TE-G Carton Label

COMPONENT TE-G Foil Pouch (Front)
COMPONENT TE-G Foil Pouch (Back)
COMPONENT TE-G Package Insert

COMPONENT TE-G with TYLAN Carton Label
COMPONENT TE-G with TYLAN Foil Pouch (Front)
COMPONENT TE-G with TYLAN Foil Pouch (Back)
COMPONENT TE-G with TYLAN Package Insert
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Storage Condditions
Store in a refrigerator 2°-8°C (36°-46°F) and protect from sunlight.
Use before the expiration date.

COMPONENT T

BRAND IMPLANTS  poyp STEERS FED IN
CONFINEMENT FOR SLAUGHTER

trenbolone acetate 120 mg
and estradiol USP 21 mg

TO0 IMPLANTS

JET.
B

EE i
L
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WARNING: Not to be used In animals Intended for subgequent breeding, or In dairy animals. Impiant one dose —
@ peliets (entire contents of one cartridge cellj — in the ear subcutaneously. Any other site of implantation is 1n violation
of Federal Law, DO NOT attempt to salvage implantation site for animal feed or human food.

A withdrawal period has not been established for this product in pre-ruminating calves. Do not use in calves 1o be processed for veal.

RESTRICTED DRUG — USE ONLY AS DIRECTED (CALIFORNIA) — FOR USE IN ANIMALS ONLY
NOT FOR HUMAN USE — KEEP OUT OF REACH OF CHILDREN

Note; Studies have d ted that the admi ion of COMPONENT® TE-S can result in decreased marbling scores when
compared to non-implanted steers.

important: Read the enclosed instruction broch Use as ilf
Never take short cuts at the expense of CLEANLINESS.
Manufactured by a non-sterilizing process.

COMPONENT TE-S with Tylan 1s covered by US Patent No 5874008
COMPONENT s a reustered rademark of vy Amwmal Health, ine.

ted with a CAREFUL CLEAN TECHNIQUE.

for VetL.ite by lvy L + Overjand Pam, KS 66214, USA
Vetlife and vy Laboralofies afs divislons of vy Animal Healih, Inc
01040308
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WARNING: Not to be used in animals intended for subsequent breeding, or in dairy animals. Implant one dose — 6 pellets {entire
contents of one cartridge celty — in the ear subcutaneously. Any other site of implantation is'in violation of Federal Law. DO NOT attempt
to salvage implantation site for animal feed or human food.

A withdrawal period has not been established for this praduet in pre-ruminating calves. Do not use in calves to be processed for veal.

RESTRICTED DRUG — USE ONLY AS DIRECTED (CALIFORNIA) — FOR USE {N ANIMALS ONLY —
NOT FOR HUMAN USE — KEEP OUT OF REACH OF CHILDREN

Note: Studies have demonstrated that the administration of COMPONENT* TE-S can result in decreased marbling scores when

compared to non-implanted steers, i

Important: Read thie enciosed instruction brochure. Use as ilustrated with a CAREFUL PURCHASE SEAL
CLEAN TECHNIQUE. Never take short-cuts at the expense of CLEANLINESS. 20 IMPLANTS

Storage Conditions: Store in a refrigerator (2°-8°C: 36°-46°F) and protect from sunlight.
Use before the expiration date.

COMPONENT is a registered trademark of lvy Animal Health, Inc.
Manufactured for VetLife by lvy Laboratories « Overland Park, KS 66214, USA

Vetlife and vy Laboratories are divisions of lvy Animal Heaith, Inc.
0104 0208
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) . FOR STEERS FED
: IN CONFINEMENT
— FOR SLAUGHTER

trenbolone acetate 120 mg and
estradiol USP 24 mg

20 dose CARTRIDGE BELT*

For use with the COMPONENT One Gun™*
For Use In Anlmais Only

Each CARTRIDGE BELT holds 20 doses of COMPONENT® TE-S implants,
Each dose of 8 pallats contains a olal of 720'mg of frenbolone acetate and 24
mg estradiol. COMPONENT TE-8 Implants are recommended for uge in stears
fed in confinement for slaughter for INCREASED RATE OF WEIGHT GAIN
AND IMPROVED FEED EFFICIENCY. ~ -

INDICATIONS FOR USE: This prodit comams trenbolone acetate and estra-
diol, which increases rate of waight, gam and improves feed efficiency in a slow-
release delivery system. Do not use in veal calvas, Etfectiveness and animal
safety in veal calves have not been establushed

NOTE: Studies have demonstrated that-the administration of GOMPONENT
TE-§ can resuit in decreased marbling scores when compared to
non-implanted steers. AP

DOSAGE: Administer 1 irnplant per anlmal aocordmg fothe fo!lowmg instructions.

GENERAL INSTRUCTIONS: Study ma Instructions which should be followed
carefully at all times, avoiding short citg. Skin infection can be avoided by prop-
atly preparing implant site and implanter: Duting fly season use fly repellant on
implant site. One designaled team membsr should always do the implanting.
Cleanliness of hands and-instrumoents is lmponant at all times.

WARNING
Not to be used in animals Intended for subsequent brestling, or
In dalry animals. implant one dose — & pellets {entwe contents |
of one cartridge cell) ~ in the ear subcutaneously. Any othier
site of implantation is in violaticn of Federal Law. DO NOT
attempt to salvage implantation site for animal feed or human food.

A withdrawal perlod has not heen established for this product In
pre-ruminating calves. Do not use In calvec to be processed for veal,

RESTRICTED DRUG — USE ONLY AS DIRECTED (CALIFORNIA) ~—
FOR USE IN ANIMALS ONLY — NOT FOR HUMAN USE—
KEEP OUT OF REACH OF CHILDREN

IMPLANTING INSTRUCTIONS:
Loading the Implanter
Load the implanter following the mstructions supphied with each implanter.




Restrain the Animal

8peed of |mplantahon as well as safaty of
handiers is best achieved by restraining
animal in a squeeze chute using head
restraint. When implanting homed cattle,
better control is obtained with additional
use of nose tongs.

Prepare the Implant Site

Scrub the back side of the ear (Implant
site) with a piece of clean abgorbent-cotton -
which has been soaked with toplca! ger- *
micidal solution, Follow manufacturer's
directions on germicide for corract strength

and preparation of solution. Avoid gettmg g b iy
disinfectant in animal's eyes. v i ﬁ g
Wh - m} \W

ere to Implant - § ¢
The full contents of one cartridge_ coll : 4 N
should be implanted beneath the skin on N

the back side of the middle one-third of the -
ear as Mlustrated in the drawing. The
implant must nat be closer to thé. Head'
than the edge of the auricular cartilage.ring.. . i i
farthest from the head, The location. for. . : s
insertion of the nesdls i1 a point lowargi the..
tip of the ear and at least a needfe length
away from the intended deposition &fte.
Avoid injuring the large arteries, vems' and '
cartilage of the ear.

Insert the Needle -
With one hand firmly grasp the ear Wxth
the other hand insert neadie point thmugh
the skin and ease forward on 8} g%gral .
plane until the entire length of the ne

under the skir.

implant the Poellets

After inserting the needie fully in the corract implant position, squéeze the trig-
ger fully. As the needle is withdrawn from the ear, the controlled-pressure
plunger action properly deposits the Implant in the needle track. This procedure
shouid prevent breakage or crushing of pellets it cthefwise forced.into contact
with tough fibrous-tissue underlying the skin, The length and total cofitact area
of a single dose are designed to permit absorption of the hormones after
implantation to stimulate good weight gam. Broken or crushed peliats may inter-
fere with rates of gain and may lead to undesirable side effects.

Clean the Needile
Clean the implanter neadle with alcohot ora prcpeny dituted germicidatl solution
prior 1o implanting the next animal. .

Storage Conditions
Slore in a refrigerator (2°-8°C; 36°- 46° F) and protect from sunlight.
Use before the expiration date printed on toil pouch,

ANADA 200-221, Approved by FDA

Manutactured by a non-sterilizing procaess.

*U.S Patent No. 4,531,838

“*U.8. Patent Nos 4,762,515 & 5,522,767 ~ vy Ammal Health, inc.

COMPONENT and COMPONENT One Gun are registered trademarks
of vy Animal Health, Inc.

Manufactured for VetLife by vy Laboratories.
Cverland Park, KS 66214, USA
Vetlite and Ivy Laboratories are divisions of vy Animal Health, inc.

01040107
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Storage Conditions
Store in a refrigerator 2°-8°C (36°-46°F) and protect from sunlight.
Use before the expiration date.

mMMNEM ) I
BRAND IMPLANTE  pop gTEERS FED IN
CONFINEMENT FOR SLAUGHTER

trenbolone acetate 120 mg and estradiol USP 24 my wnh
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WARNING; Not 1o be used in animals | ded for subsequent breeding, or In dalry animals, Implant one dose —
7 pelists {entire contents of one cartridge cell} — in the ear subcutaneously. Any other site of implantation is in
violation of Federal Law. DO NOT attemnpt to salvage implantation site for animal feed or human food.
A withdrawal period has not been established for this ¢ in pre-ruminating calves. Do not use in calves to be processed for veal.
RESTRICTED DRUG — USE ONLY AS DIRECTED (CALIFORNIA) -— FOR USE JN ANIMALS ONLY —
NOT FOR HUMAN USE — KEEF OUT OF REACH OF CHILDREN
dministration of COMPONENT® TE-S can result in decreased marbling scores when compared to

Note: Studies have demc ted that the
non-implanted steers.

Important: Read the enclosed instruction brochure. Use as illustrated with a CAREFUL GLEAN TECHNIQUE.
Never take short cuts at the expense of CLEANLINESS

Manufactured by a non-sterifizing process.

COMPONENT TE-S wath Tylan s covered by US Patent No 5,874,098
COMPONENT &5 a registered trademark of vy Arwmal Health, inc

Tytan 1s a registered rademark of Bl Lilly and Comparny.

Marwfached for Veli e by vy Laboraloiies = Overland Paik, KS 68214, USA
Vellife and vy Laboratones ae divisions of vy Animal Health, Inc.

01240303
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WARNING: Not to be used in animais intended for silbsequent breeding, or in dairy animas. implant one dose — 7 pellets (enfire -
contents of one cartridge cell) — in the ear subcutaneously. Any other site of implantation is in violation of
to salvage implantation site for animal feed or hurian food

Awithdrawal period has not been established for this product in pre-fuminating calves: Do not use in calves to be processed for veal.

Federal Law. DO NOT attempt

Note: Studies have demonstrated that the
in decreased marbling scotes when compared to non-inplanted steers, !
Important: Read the enclosed instruction bractiure. :Uge as illustrated with a' CAREFUL,
CLEAN TECHNIQUE. Never take short cuts at the expense of CLEANLINESS.. ;
Storage Conditions: Store ina refrigerator 2°-8°C (36°-46°F) and protect from sunlight.
Use before the expiration date.

COMPONENT is a registered trademark of vy Animal Health, Inc.

Tylan is a registered trademark of Eli Lilly and Company.

Manufactured for VetLife by lvy Laboratories = Overland Park, KS 66214, USA
Vetlife and Ivy Laboratories are divisions of lvy Animal Heaith, inc.

01240202
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‘administration of COMPONENT® TE-S cap result

RESTRICTED DRUG — USE ONLY AS DIRECTED (CALIFORNIA) — FOR USE |N ANIMALS ONLY —
’ NOT FOR HUMAN USE — KEEP OUT OF REACH-OF CHILDREN

PURCHASE SEAL 20 PLANTS
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COMPONENT et ic

BRAND IMPLANTS

TE-S.lylan,

FOR STEERS FED IN CONFINEMENT
FOR SLAUGHTER

trenbolone acetaté 120 mg and
estradiol USP 24 mg with
298 mg tylosin tartrate as a local antibacterial

20 dose CARTRIDGE BELT"

For use with the COMPONENT On@reun‘"*
For Use In Animals Only

Each CARTRIDGE BELT holds 20 dpses of COMPONENT® TE.S Implants
for feedlot steers. Each dose of 7 pellets consists of 6 peliets containing a total
of 120 ing of tranbolone acetate ang 24, mg astradiol plus 1 pellet containing 29
mg tylosin tartrate as a local antibacfenal. COMPONENT TE-8 linplants are
recommended for use in stéers: fed it corfinement for slaughter Yfor
INCREASED RATE OF WEIGHT GAIN*AND MRROVED FEED E FFICIENCY

INDICATIONS FOR USE: This produrr‘romams trenbolone acetate and estra-
diol, which increases rate of weight gain and improves feed efficiency in a slow-
release delivery system, Do not use in'vesl calves. Effectiveness and animal
safety in veal calves have not been astabhsﬁed

NOTE: Studies have demonsirated that-the administration of- (:C}MPONE?*JTQa
TE-& can result in decreased marbhng scores when compared to
non-implanted steers.

DOSAGE: Administer 1 implant per ammal according to the follovwnq mstrucuons

GENERAL INSTRUCTIONS: Study the |nstruc||ons which shoul:zl be fol!owad
carsfully at all times, avoiding short cuts. Skin infection can be avoided by prop-
erly preparing implant site and implanter. During tly season use fly repellent on
implant site. One designated team member should always de the implanting.
Cleanliness of harkis and instruments is.important at alf times.

WARNING
Not to be usad In animals intended for subsequent breeding, or
In dalry animals. Implant one dose — 7 peliets {entire contents
of one cartridge cell) — in the ear subcutaneously. Any other
site of implantation is in violation of Federal Law. DO NOT
atternpt to salvage implantation sile for animal feed or humarn food.

A withdrawal period has not bson -established for this prdduct In
pre-ruminating calves. Do not use in calves to be processed for veal,

RESTRICTED DRUG — USE ONLY AS DIRECTED (CALIFORNIA) —
FOR USE IN ANIMALS ONLY — NOT FOR HUMAN USE —
KEEP OUT OF REACH OF CHILDREN

IMPLANTING INSTRUCTIONS:
Loading the Impianter
Load the implanter following the instructions supplied with each 1mplanter




Restrain the Animai

Speed of implantation as weil as safety. of
handlers is best achieved by restraining
animal in a squesze chute using: head
restraint. When implanting homed cattle,.
bettet control is obtained with additional
use of nose tongs.

Prepara the Implant Slta

Scrub the back side of the ear (omplant»
sife) with a piece of clean absorbent-cotton
which has been socaked with topical ger- "
micidal solution. Follow manufattiirers . pr—- r——
directions on gerricide for correct strangth
and preparatlon of solution. Avoid yetting
disinfectant in animal's eyes.

Where tc implant '
The full conterts of onhe canndge cell - |-
shouid be implanted beneath the skmr o
the back side of the middle onhe-third of the
ear as Hustrated in the drawing. The
implant must not be closer to the head ~
thanthe edge of the auricular cantilage ring
farthest from the head. The .locafion for’
insertion of tha needle is a point towékd the-
tip of the ear and al least a heedle fength
away from the intended deposition sife.”
Avoid injuring the large arteries, veins.and |
cartilage of the ear.

Insert the Needle

With one hand firmly grasp the ear. With
the other hand insert needie point through
the skin and ease forward on a lateral
plane until the entire length of the naedle is -
under the skin.

Implant the Pellets

After inserting the needie fully in the correvt implant position, squeaze the tng-
ger fully. As the needle is withdrawn from the ear, the controflad-prassure
plunger action prapery deposits the. implani in the needle track, This pracedirre
should prevent breakage or crushing of pelists if otherwise forced into contact
with tough fibrous-tissue underlying the stan. The length and total contact area
of a single dose are designed to permit absorption of the hormones afler
implantation to stimulate good weight gain. Broken or crushed pellets may inter-
tera with rates of gain.

Clean the Needle
Clean the implanter needle with alcohal or a propery diluted germicidal soluﬁon
prior to implanting the next animal,

Storage Conditions
Store in a refrigerator (2°-8°C; 36° to 46° F) and protect from sunugm
Use before the expiration date printed on foil pouch.

ANADA 200-221

Manufactured by a non-sterilizing process.

*U.S. Patent No. 4,531,938
"*U.8. Patent Nos. 4,762,515 & 5,522,797 ~ [vy Animal Healith, Ing.
COMPONENT TE-§ with Tylan Is covered by U.S, Patent No. 5,874,008

COMPONENT and COMPONENT One Gun are registared trademarks of ivy
Animal Health, inc.

Tylan is a registered trademark of Eii Lilly and Company.

Manufactured for VetLite by lvy Laboratoties.

Overland Park, KS 66214, USA
Vetlite and Ivy Laboratones are divisions of vy Animal Health, inc.
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Storage Conditions: Store in a refrigerator (2°-8°C; 36°-46°F) and protect from sunlight.
Use before the expiration date.

COMPONENT T

estradiol USP 16 mg

trenbolone acetate 80mgand . . . | L. . ((('m

-15

BRAND IMPLANTS FOR STEERS FED IN
CONFINEMENT FOR SLAUGHTER

100 IMPLANTS

< Y - N

,f*’ , x] 3

+¥M135620032171 8¢

WARNING: Not to be used in animals Intended for subsequent breeding, or In dairy animals. implant one dose —
4 pellets {entire contents of one cartridge cell) — in the ear subcutaneously. Any other site of implantation is in
violation of Federal Law. DO NOT attempt to salvage implantation site for animat feed or human food.
A withdrawal perlod has not been for this pi ct in pre inati jves. Do not use in calves to be p d for veal.

"]

RESTRICTED DRUG — USE ONLY AS DIRECTED {CALIFORNIA) — FOR USE IN ANIMALS ONLY —
NOT FOR HUMAN USE - KEEP OUT OF REACH OF CHILDREN

important: Read the enclosed instruction broch Use as dlustrated with a CAREFUL CLEAN TECHNIQUE.
Never take shoit cuts at the expense of CLEANLINESS,
Manutactured by a non-sterllizing process.

COMPONENT and COMPONENT One Gan are registered bademaiks of lvy Aimal Health, inc
Wankfaciired tor Vetl.ite by vy Labordonies » Overland Park, KS 66214, USA
Vellsfe and vy i aboratones are divsions of iy Armat Health, Inc

01090301
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 COMPONENT TE-S

BRAND IMPLANTS FOR STEERS FED IN
trenbolone acetate 80 mg CONFINEMENT FOR SLAUGHTER

and est;adiol USP 16 mg

One 20-dose Cartridge Beit

174" Seai Area




18.875"

s TEAR HERE e

9.375"

WARNING: Not to be used in animals intended‘ fof subsequent breeding, or in dairy animals. Implant one dose — 4 pellets (entire
contents of one cartridge cell) — in the ear subcutaneously. Any other site of implantation i in violation of Federal Law. DO NOT afternpt
to salvage implantation site for animal feed or human food.

A withdrawal period has not been established for this groduct in pre-ruminating calves. Do not use in caives to be processed for veal.

RESTRICTED DRUG — USE ONLY AS DIRECTED {CALIFORNIA) — FOR USE IN ANIMALS ONLY —
NOT FOR HUMAN USE — KEEP OUT OF REACH OF CHILDREN

Important: Read the enclosed instruction brochure. Use as illustrated with & CAREFUL
CLEAN TECHNIQUE. Never take short cuts at the expenseof CLEANLINESS. * - ’

Storage Conditions: Store in a refrigerator (2°-8°C; 36°-48%) and protet frm sunlight,
Use before the expiration date. :
COMPONENT is a registered trademark of vy Animal Health, Inc.

Manufactured for VetLife by vy Laboratories - Overland Park, KS 66214, USA
Vetlife and vy Laboratories are divisions of lvy Animal Health, Inc.

PURCHASE SEAL 20 IMPLANTS -
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COMPONENT* el it

GHRAND IMBLANTS

TE-IS

FOR STEERS FED IN
CONFINEMENT FOR SLAUGHTER

trenbolone acetate 80 mg and
estradiol USP 16 mg

20-dose Cartridge Belt*

For uge with the COMPONENT One Gune**
For Use In Animals Only

Each CARTRIDGE BELT holds 20 doses of COMPONENT® TE-IS Implaris.
Each dose of 4 pallets cantains a total of 80 mg of tranbolone acetate'and 16 mg
ssiradiol, COMPONENT® TE:S Implants are recommended for use In steets ted
in confinement for slaughter for INCREASED RATE OF WEIGHT GAIN AND
IMPROVED FEED EFFICIENCY.

INDICATIONS FOR USE: This product contains trenbolone acetate and estra-
diol for increased rate of weight gain and improved feed efficiency in a slow-
release delivery systam. Do not use in veal calves. Effectiveness and animal
safety in veal calves have not been’ established.

DOSAGE: Adrminister 1 implant per anima apcording 1o the following instructions,

GENERAL INSTRUCTIONS: Study the instructions which should be followed
carefully at all times, avoiding short cits. Skin infection can be avoided by prop-

. arly preparing implant site and implaftér. During fly season use iy repelient on
implant site. One designated team member should always do ths implanting.
Cleanlinsss of hands and instruments 1s important at all times.

WARNING ‘
Not to be used In animals Intended for subsaquent breading, or
in dalry animalg. Implant one dose — 4 pellets {entire conterts
of one cartridge celf) — in the ear subcutaneously. Any other
site of implantation is in violation of Federal Law. DO NOT
attempt to salvage implantation site for animal feed or human food. ¥

A withdrawal perlod has not heen established for this product In .
pre-tuminating caives. Do not use in calves to be processed for veal.

RESTRICTED DRUG ~— USE ONLY AS DIRECTED (CALIFORNIA) —
FOR USE IN ANIMALS ONLY ~— NOT FOR HUMAN USE —
KEEP OUT OF REACH OF CHILDREN

IMPLANTING INSTRUCTIONS:
Loading ths Implanter
Load the impianter tollowing the instructions supplied with each implanter,




Restrain the Animal

Spead of implantation as well as safety of
handlers is best achiaved by restraining
animal in a squeeze chute using head
restraint. When implanting horned cattle,
better control is obtained with additional
use of nose tongs.,

Prepare the Implant Site

Scrub the back side of the ear (implant site)
with a piece of clean absorbant cotton
which has been soaked with topical germi-
cidal solution. Foliow manutacturer’s direc-
tions on germicide for correct strength and
preparatlon of solution. Avoid gamng disin-
fectant in animal's eyes.

Where to implant

The tull cortents of one cartridge cell
should be implanted beneath the skin on
the back side of the middie one-third of the
ear illustrated in the drawing. The implant .
must not be closer to the head than the |
edge of the auncular cartilage ring farthest
from the head. The location for insertion of
the needle is a point toward the tip of the -

ear at loast a needle length away from the. f
intended daposition site. Avoid injuring the ~ e
large arteries, veins and cartilage of- the -
ear. . .
4

Insert the Needle "L
With one hand firmly grasp the ear. With
the other hand insert needie point through
the skin and ease forward on a lateral
plane until the entire length of the neadis is
under the skin. .

Implant the Pellets

After inserting the needla fully in the' corract implant position squeeze the trig-
ger fully. As the needle is wuhdrawn trom the ear, the controlled-pressure
plunger action properly deposits the implam inthe needle track. This procedure
should prevent breakage or crushing of pellets If otherwise forced Into contact
with tough fibrous-tissue underlying the ekin. The length and tolal contact area
of a single dose are designed to permu absowption of the hormones affer
implantation to stimutate good weight gain. Broken or crushed pellets may inter-
fere with rates of gain.

Clean the Needle
Clean the implanter neadie with alcoholor a properly diluted gemicidal solution
prior to implanting the next animal,

Storage Conditions

Store in a refrigerator (2°-8°C; 36°-46°F) and protect from sunlight. Use before
the expiration date printed on the foil pouch.

ANADA 200-221, Approved by FDA

Manutactured by a non-sterliizing process.

*U.8. Patent No, 4,581,938
*U.8. Patent Nos. 4,762,516 and §,522,787 ~ Ivy Animal Health, Inc.

COMPONENT and COMPONENT One Gun are registered trademaris

of lvy Animal Health, Inc.

Manufactured for Vefllfe by Ivy Laboratories + Overiand Park, KS 66214, USA
VetLife and vy Laboratories are divisions of ivy Animal Health, inc.

01090101
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Storage Conditions: Store in a refrigerator (2°-8°C; 36°-46°F) and protect from sunlight.
Use before the expiration date.
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COMPONENT T
BRAND IMPLANTS FOR STEERS FED IN
CONFINEMENT FOR SLAUGHTER

trenbolone acetate 80 mg and
estradiol USP 18 mg with 20 mg tylosm tartrate as a local antibacterial

100 P LANTS

BIETNE

WARNING: Not to be used in animals intended for subsequent breeding, or in dairy animals. Implant one dose —
§ pellets (entire contents of one cartridge cell} — in the ear subcutaneously. Any other site of implantation is in
violation of Federal Law, DO NOT attempt to salvage implantation site for animal feed or human food.
A withdrawal perlod has not been established for this product in pre~tuminating caives. Do not use In caives to be processad for veal.
RESTRICTED DRUG — USE ONLY AS DIRECTED (CALIFORNIA) — FOR USE IN ANIMALS ONLY —
NOT FOR HUMAN USE — KEEP QUT OF REACH OF CHILDREN

Important: Read the enclosed instruction brochure. Use as illustrated with a CAREFUL CLEAN TECHNIQUE.
Never take short cuts at the expense of CLEANLINESS,
Manufactured by a non-sterilizing process.

COMPONENT TE-IS wkh Tylan is covered by U S Patent No 5.874,098

COMPONENT and COMPONENT One Giw afe registered trademarks of vy Animal Heatih, Inc
Tylan s a regstered rademark of Fik | Ay and Company

Manudfaciured for VedLite by vy Laborataries = Qvertand Palk, KS 86214, USA

Vettste and vy Laboraiories are divisions of vy Arimal Healin, e

012903 01
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WARNING: Not to be used in animals intended for subsequent breeding, or in dairy animals. Implant one dose — 5 pellets (entire
contents of one cartridge cell) —in the ear subcutaneously. Any cther site of implantation is in violation of Federal Law. DO NOT attempt
to salvage implantation site for animal feed or human food.

A withdrawal period has not been established for this product in pre-ruminating calves. Do not use in calves to be processed for veal.

RESTRICTED DRUG - USE ONLY AS DIRECTED (CALIFORNIA) — FOR USE IN ANIMALS ONLY —
NOT FOR HUMAN USE — KEEP OUT OF REACH OF CHILDREN

Important: Read the enclosed instruction brochure, Use as'illustrated wiha - L .
CAREFUL CLEAN TECHNIQUE. Never take short cuts at the expenss of CLEANLINESS. .

Storage Conditions: Store in a refrigerator (2°-8°C: 36°-46°F) and protéct fiom sunlight. ' & }
7

 PURGHASE SEAL 20 IMPLANTS

Use before the expiration date.

COMPONENT is a registered trademark of vy Animal Health, Inc.

Tylan is a registered trademark of Eli Lilly and Company,

Manufactured for VetLife by Ivy Laboratories Overland Park, KS 66214, USA
VetLife and Ivy Laboratories are divisions of vy Animal Health, Inc.
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COMPONENT® @t ic

BRAND IPLANTS

TE-IS.

FOR STEERS FED IN
CONFINEMENT FOR SLAUGHTER

trenbolone acetate 80 mg and
estradiol USP 16 mg with
28 mg tylosin tartrate as a local antibacterial

20-dose Cartridge Beit”

For use with the COMPONENT One Gun®**
For Use In Animals Only

Each CARTRIDGE BELT holds 20:doses of COMPONENT® TE-IS with Tylan
Implants. Each dose of § pellets cohsists of 4 pellets containing a total of 80
mg of trenbolone acetate and 16 myg estradiol plus 1 peflet containing 29-mg
tylosin tartrate as -a local antibacterial.- COMPONENT® TE-IS implants are
recommended for use in steers led in confinement for slaughter for
INCREASED RATE OF WEIGHT GA{NAND IMPROVED FEED EFFICIENGY.

INDICATIONS FOR USE: This prociuct cortains trenbolorie acetats and estra-
diol for increased rate of weight gaiiy and improved feed efficiency in a slow-
release delivery system. Do not usejn veal caives. Effectiveness and animal
safely in veal calves have not been astablished.

DOSAGE: Adminisier 1 implant per animal according to the following instructions.

GENERAL INSTRUCTIONS: Study the instructions which shouid be tollowed
carefully at all times, avolding short cuts. Skin infaction can be avoided by prop-
erly praparing implant site and Imp!anler During fly season use fiy repellent on
impiant site. One designated team member should aiways do the implanting.
Cleaniiness of hands and instrumenis is important at all times.

WARNING
Not to be used In anlmais intended for subsequent broedlng, or
in dairy animals. Implant one' dose — 5§ pellets (entire contents
of ane cartridge cell) — in.the ear subcutaneously. Any other
site of implantation 1s In violation of Federal Law. DO NOT
attempt to salvage Implamanon site for animal feed or human tocd.

A withdrawal period has not been established for this product In
pre-ruminating calves. Do not use In calves to be processed for veal.

RESTRICTED DRUG — USE ONLY AS DIRECTED (CALIFORNIA) ~
FOR USE IN ANIMALS ONLY — NOT.FOR HUMAN USE —
KEEP OUT OF REACH OF CHILDREN

IMPLANTING INSTRUCTIONS:
Loading the implanter
Load the implanter following the instructions supplied with each implanter.




Restrain the Animatl

8pead of implantation as well as safety of
handlere is best achieved by restraining
animal in a squesze chute using head
restraint. When implanting homed cattle,
belter control is obtained with additional
use of nose longs.

Prepare the Implant Site

Scrub the back side of the ear (implant site)
with a piece of clean absorbent cotion
which has been soaked with topical germi-
cidal solution. Follow manufacturer’s direc-
tions on germicide for correct strength and

preparation of salution. Avoid getting disin- Y | L e,

fectant in animal's eyes.

H Y
Where to Implant N T T
The tull contents of one cartridge cell ' g
should be implanted beneath the skin on N\

the back side of the middie one-third of the
eat illustrated in the drawing. The implant
must not be closer to the head than the
edge of the auricular cartilage ring farthast -
trom the head. The location for insertion of .
the needie 18 & point toward the tip-of the
oar at least a needle Jength away from the _

intended deposition site. Avoid injuring the ~ )
large aneties, veins and cartilage of the -~
ear. - A

Insert the Needle

With one hand firmly grasp the ear. With
the other hand insett neadle point through .
the skin and ease forward on a lateral
plane until the entire length of the needie is
under the skin.

implant the Pellets . .

After inserting the needlie fully in the correct implant position squeeze the tig-
ger fully. As the needle is withdrawn from the ear, the controlfled-pressure
plunger action properly deposits the implant in the nesdie track. This procedure
should prevent breakage or crushing-of pellets it otherwise forced into contact
with tough fibrous-tissue underlying the skin. The isngth and total contact area
of a single dose are desighed to pamit absormption of the hormones affer
implantation to stimulate good weight gain. Broken or crushed pellets may intar-
fere with rates of gain. ‘

Clean the Needie )
Clean the implanter needle with alcohal or a properly diluted germicidal solution
prior 1o implanting the next animal, * ~

Storage Conditions
Store in a refrigerator (2°-8°C; 36°-46°F) and protect from sunlight. Use before
the expiration date printed on the toil pouch.

ANADA 200-221, Approved by FDA

Manufactured by a non-sterliizing process.

*U.8. Patent No, 4,631,938
**U.8, Patent Nos. 4,762,515 and 5,622,787 - lvy Animal Health, inc.
COMPONENT TE-IS with Tylan Is covered by U.S. Patent No. 5,874,098

COMPONENT and COMPONENT One Gun are registered trademarks
of ivy Animal Health, Ine.

Tylan 1s a registered trademark of Eil Lily and Company.
Manufactured for VetLife by Ivy Laboratories

Ovetlang Park, KB 56214, USA

Vetlite and vy Laboratories are divisions of ivy Animal Health, inc,

01290101



Storage Conditions: Store in a refrigerator (2°-8°C; 36°-46°F) and protect from sunlight.
Use before the expiration date.

COMPONENT TE

FOR PASTURE CATTLE
{slaughier, stocker, and fecsdeor steers and hoifers)

trenbolone acetate 40 mg and ‘ ' S BT L
aadol s mg - @it

s o € et i

100 MMPLANTS

WARNING: Not to be used in anlmals intended for subsequem breeding, or in dalry animals. implant one dose —
2 pellets {entire contents of one cariridge cel) —in the ear subcutaneausly, Any other site of implartation is in
violation of Federal Law. DO NOT at to ge impl ion site for animal feed or human food.
A withdrawal period has not been established for this product In pre-ruminating calves. Do not use In calves fo be processed for veal.
RESTRICTED DRUG — USE ONLY AS DIRECTED (CALIFORNIA} — FOR USE IN ANIMALS ONLY —
NOT FOR HUMAN USE — KEEP OUT OF REACH OF CHILDREN
} important: Read the enclosed instruction brochure. Use as tliustrated with a CAREFUL CLEAN TECHNIQUE. Never take short outs at the
v e At e oa | expense of CLEANLINESS.,
Manutactured by a non-sterilizing process.

COMPONENT 1s a regstered iraderpark of ivy Amsmal Health,
Mangactured fof Vetlite by lvy Labosatesies » Oveslang ng KS 86214, USA
Vet Fe and tvy Laboratories are divisions of vy Anfmal Heatth, inc

0108 0302

B 8 JSN PRRISe pus
Buw o eyeiece sucpguen

i
i
]
i
!
i
i
;




9.5"

3.125"

]

f . O - ® o M
BRAND IMPLANTS FOR PASTURE CATTLE

tr enbo‘ one ac Stat e 40 m g an d (staughter, stocker, and feeder steers and heifers)
estradiol USP 8 mg

» 20-Dose Cartridye Belt

1/4" Seal Area
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WARNING: Not to be used in animals intended for subsequent breeding, or in dairy animals. Implant one dose — 2 pellets (entire
contents of one cartridge cell) — in the ear subcutaneously. Any other site of implantation is in violation of Federal Law. DO NOT attempt
to salvage implantation site for animal feed or human food.

A withdrawal period has not been established fqr this product in pre-ruminating calves. Do not use in calves to be processed for veal.

RESTRICTED DRUG — USE ONLY AS DIRECTED (CALIFORNIA) — FOR USE IN ANIMALS ONLY —
NOT FOR HUMAN USE — KEEP OUT OF REACH OF CHILDREN

Important: Read the enclosed instruction brochure. Use as Hustrated with a CAREFUL
CLEAN TECHNIQUE. Never take short cuts at the expense of CLEANLINESS. -+

Storage Conditions: Store in a refrigerator (2°-8°G;, 38’;‘46"?) and ﬁroie&,fmm s(mﬁght.
Use before the expiration date.

COMPONENT is a registered trademark of jvy Animal Health, Inc.

Manufactured for VetLife by lvy Laboratories « Overland Park, KS 66214, USA
Vetlife and Ivy Laboratories are divisions of vy Animal Health, inc.
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TE-G

FOR PASTURE CATTLE

(slaughter, stocker, and feeder steers and heifers)

trenbolone acetate 40 mg and
astradiol USP 8 mg

20 dose CARTRIDGE BELT”

For use with the COMPONENT One Gure**
For Use In Animais Only

Each CARTRIDGE BELT holds 20 doses of COMPONENT® TE-G Implants.
Each dose consisls of 2 pellets containing atotal of 40 mg of trenbolone acétate
and 8 mg estradiol USP. COMPONENT® TE-G Implants are recemmended for
use In pasture cattle (slaughter, stacker,-and feeder stears and heiters) for
INCREASED RATE OF WEIGHT QAIN. |

INDICATIONS FOR USE: This product Softains frenbolone acetate and estra-
diol in a slow-release delivery system which increases rate-of weight gain in
pasture cattle (slaughter, stocker, arifd t68der steers and helfers), Do not uge in
veal calves. Effectiveness and animal-safety in veal calves have not been
astablished. Vo C . ‘

DOSAGE: Administer 1 implant’ pef. animat according to ti}e following
instructions. e , v

GENERAL INSTRUCTIONS: Study the instructions which should be followed
carefully at ail times, avoiding short cuts. Skin infection.can be avoided by prop-
erly preparing implant site and implanter..Duting fiy season use fly repellent on
implant site. One designated team membar should always do the implanting.
Cleanliness of hands and instruments is.important at alt times. -

WARNING .

Not to be used In animals Intended for subsequent breeding, or
in dalry animals. implant ane dose — 2 pallets {entira contents
of one cartridge cell) — In the ear subcutaneously. Any other
site of implantation is in violation of Federal Law, DO NQT
attempt to salvage implantation site tor animal feed or human food.

A withdrawal perlod has not baen established for this product in
pre-ruminating caives. Do not use In calves to be processed for veal.

RESTRICTED DRUG — USE ONLY AS DIRECTED (CALIFORNIA) —
FOR USE IN ANIMALS ONLY — NOT FOR HUMAN USE -
KEEP QUT OF REACH OF CHILDREN

IMPLANTING INSTRUCTIONS:
Loading the implanter
Load the implanter following the instructions supplied with each implanter.




Restrain the Animal )
Speed of implantation as well as safety of
handlers is best aghieved by restraining
animal in a squeeze chute using head
restraint. When implanting horned cattle,
better control is obtained with addnional
use of nose tongs.

Prepare the implant Site

Scrub the back side of the ear (implant site)
with a piece of clean absorbent cotton
which has besn soaked with topical germi-
cidal salution. Follow manufacturer's direc-
tions on germicide for correct strength and
preparation of solution. Avoid getting disin-
fectant in animal's eyes.

Whers to Implant

The il contents of one cartridgs cell
should be implantad bensath the skin on
the back side of the middle one-third’of the
ear as ilustrated in the drawmg The
implant must not be closer to the heall than
the edge of the auricutar cartilage ring Tar-
thest from the head. The location for inser-
tion of the needie is a point toward the tip
of the ear at least a neadle length-away -
from the intended depoamon sile. Avoid .
injuring the large arteries, veins and carti-
lage of the ear.

Insert the Needle

With one hand firmly grasp the aar, With

the other hand ingert needle poirt through

the skin and ease forward on a lateral.

plane until the entire length of the needis.s.
under the skin. -

implant the Pellets
After inserting the neadle fully nthe cofract implant position, squeaze the trig-
ger fully. As the needle is withdrawii ffom the ear, the confrollad-pressure
plunger action properly deposits the implant in the needie trdék. This procedure
should prevent breakage or crushing of pellets if ‘otheriwise forced into contact
with fough fibrous-tissue undarying thé skin, The length and total contact area
of the single.dose are designed to permit absorption of the hormones after
implantation to stimulate good weight gain. Broken or crushed peliets may inter-
fere with rates of gain,

Clean the Needle
Clean the implanter needle with alcohol ora property diluted germicidel solution
prior to implanting the next animal.

Storage Condltions

Store in a refrigerator {2°-8°C; 36°-46° F) and protect from sunlight.
Use before the expiralion date printed on foil pouch.

ANADA 200-221, Approved by FDA

Manutactured by a hon-sterllizing process.

*U.8. Patent No. 4,581,938
"U.8. Patent Nos. 4,762,515 and 8,522,797 ~ lvy Animal Health, inc.

COMPONENT and COMPONENT One Gun are registered trademarks of lvy
Animal Health, inc.

Manufactured for Vetlife by vy Laboratories.
Overland Park, KS 66214, USA
VetLife and vy Laboratories are divisions of lvy Animal Health, Inc.
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Storage Comditions: Store in a refrigerator (2°-8°C; 36°-46°F) and protect from sunlight,
Use before the expiration date.

COMPONENT TE=-G

BRAND IMPLANTS FOR PASTURE CATTLE
(slaughter. stocker and feader steers and heifers)

trenbolone acetate 40 mg and
estradiol LUSP 8 mg with 29.myg- iyk;sm tartmte as a local antibacterial

100 IMPLANITS
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WARNING: Not to be used in animais intended for subsequent breeding, or in dairy animals. implant one dose —
3 pellets (entire contents of one cartridge cellj ~— in the ear subcutaneously. Any other site of implantation is n
violation of Federal Law. DO NOT attempt to plantation site for animal feed or human food.
A withdrawal period has not been established for this product in pre-rumlnatmg calves. Do not use in calves to be processed for veal.

RESTRICTED DRUG - USE ONLY AS DIRECTED {CALIFORNIA) — FOR USE IN ANINALS ONLY —
NOT FOR HUMAN USE — KEEP OUT OF REACH OF CHILDREN
important: Read the enclosed instruction brachure  Use as illusirated with a CAREFUL CLEAN TECHNIQUE. Never take short cuts at the
expense of CLEANLINESS,

Manufactured by a non-sterliizing process.

COMPONENT TE-G with Tyian s covered by U'S Patent No 5,874,008.
COMPONENT is a registered lradematk of vy Animal Health, inc

Tylanis a registered trademark of B Ly and Company

Manufactured for Vellife by vy Laberatones » Overland Park, KS 66214, USA
Vellife and lvy Laboratories are divisions of ivy Arimal Health, Inc

01280302
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{slaughter, stocker, and feeder steers
trenbolone acetate 40 mg and and Heifers)

estradiol USP 8 mg with 29 mg tylosin tartrate as a local antibacterial
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WARNING: Not to be used in animals intended for subsequent breeding, or in dairy animals. implant one dose — 3 pellets (ettire
conlents of one cartridge cell} — in the ear subcutaneously. Any other site of implantation is.in violation of Federal Law. DO NOT attempt
to salvage tmp!antatlon site for animal feed or ‘human food.

A withdrawal period has not been established for this product in pre-rummating calves. Do not use in calves to be processed for veal.

RESTRICTED DRUG — USE ONLY AS DIRECTED (CALIFORNIA) — FOR USE IN ANIMALS ONLY —
NOT FOR HUMAN:USE — KEER QUTOF REACH OF CHILDREN =

important: Read the enclosed instruction brochure. Use és mqstrated wltfa a CAREFUL CLEAN TEGHNIQUE{ PR cN i M 208 wrLaNTS

Never take short cuts at the expense of GLEANUNESS ‘ :

Storage Conditions: Store in a refrigerator {2°-8°C; 36°-46°F) and protect from sunhght

Use before the expiration date.

COMPONENT is a registered trademark of lvy Animal Health, Inc.

Tylan is a registered trademark of Eli Lilly and Gompany.

Manufactured for VetLife by lvy Laboratories + Overland Park, KS 66214, USA

Vetlife and ivy Laboratories are divisions of lvy Animal Health, Inc.

01280201 6 M13562'04108% ¥g

EXP

LOT

5z




ERANT (IPLANTS

TE-G.u

FOR PASTURE CATTLE
(slaughter, stocker, feeder steers and heifers)
trenbolone acetate 40 mg
and estradiol 8 mg with

COMPONENT" @\et.ic

29 mg tylosin tartrate as a local antibacterial
20 dose CARTRIDGE BELT®

For use with the COMPONENT One Gun®¥
For Use In Animais Only -

Each CARTRIDGE BELT holds 20 doses of COMPONENT® TE-G Implants.
Each dose of 3 pellets consisis of 2 pellets containing a tolal of 40 mg of tren-
bolone acstate and 8 mg estradicl plag 3-pellet containing 29 mg tylosin tardrate
as a local antibacterial. COMPONENT TE.G implants are recommended for
use in pasture cattle (slaughter, stocker feeder stesrs and heifers) for
INCREASED RATE OF WEIGHT GAIN. ’ .

INDICATIONS FOR USE: This product contains trenbolone acetate and estra-
diol in a slow-release delivery systermn which increases 'rate of weight gain in
pasturs cattle (slaughter, stocker, and feeder sieers and heifers). Do not ues in
veal calves. Effectiveness and animal“éafety in veal calves have not been
established. C

DOSAGE: Administer 1 mmplant pe)rf animal according to the foliowing
instructions.

GENERAL INSTRUCTIONS: Study the instruétions which should be falfowed
carefully at all times, avoiding short cuts. Skin infection can be avoided by prop-
erly preparing implant site and implantar, Buring fly seasonuse fly repallent on
implant site. One designated team member should always do the implanting.
Cleanliness of hands and instruments is Jmportant at all tihes.

WARNING
Not to be used In animals intended for subsequent breeding, or
in dalry animals. implant one dose—— 3 pellels (entire contents
of one cartridge ceil) — in the earf subcutaneously. Any other
site of implantation is in violation of Federal Law. DO NOT
atternpt to salvage implantation site for animal feed or human feod.

A withdrawal pariod has not been eslablished for this product In .
pre-ruminating calves. Do not usé In calves to be processaed for veal.

RESTRICTED DRUG — USE ONLY AS DIRECTED (CALIFORNIA) —
FOR USE IN ANIMALS ONLY — NOT FOR HUMAN USE —
KEEP OUT OF REACH OF CHILDREN

IMPLANTING INSTRUCTIONS:
Loading the implanter
Load the implanter following the instructions supplisd with each implanter.




Restrain the Animal

Speed of implantation as wail as safety of
handlers is best achieved by restraining
animal in a squeaze chute using head
restraint. When implanting homed caitle,
better control is obtained with additional
use of nose tongs.

Prepare the implant Slte

Scrub the back side of the ear (implant site)
with a pisce of clean absobent cotton
which has been soaked with lopical germi-
cidal solution. Follow manufacturer's direc-
tions on germicide for correct strangth and
preparation of solution. Avoid getting disin-
fectant in animal's eyes. '

Where to Implant

The tull contents of one cartridge cell should
be implanted beneath the skin on the back
side of the middie one-third of the ear as
illustrated in the drawing. The implani must
not be closer to the head than the edge of
the auricular cartilage ring farthest froni the
head. The location for insertion of the nee-
dle is a point toward the tip of the ear at
least a needle length away from the intend-

ad deposition site. Avoid Injuring the: large /
arteries, veins and cartilage of the ear. ‘ -

! e
insert the Neadls ‘ ~
With one hand firmly grasp the ear. With Y,

the other hand insert needle point through
the skin and ease forward on a lateral *
plane until the entire fength of the needie is
under the skin. .

Implant the Pellets

After inserting the needie fully in the correct implant position, squeeze the trig-
ger fully. As the needle is withdrawn from the ear, the controlled-pressure
plunger action properly deposits the implarit in the needle track. This procedure
should prevent breakage or crushing of pellets if otherwise forcad into cortact
with tough fibrous-tissue underlying the skin. The length and total contact area
of the single dose are designed to permit absorpfion of the hormones after
implantation to stimulate good weight gain. Broken or crushed pellets may intar-
fere with rates of gain. '

Ciean the Needle .
Clean the implanter needie with alcohol or a properly diluted germicidal solution
prior to implanting the next animal.

Storage Condiltions .
Store in a refrigerator (2°-8°C; 36°-46° F) and protect from sunlight.
Use before the expiration date printad on foil pouch.

ANADA 200-221

Manufactured by a non-sterilizing process.

*U.8. Patent No. 4,631,938
*U.8, Patent Nos, 4,762,515 and 5,522,797 ~ lvy Animal Health, Inc.
COMPONENT TE-G with Tylan is covered by U.S. Patent No. 5,874,068

COMPONENT and COMPONENT One Gun are registered
trademarks of tvy Animal Health, inc. -

Tylan is a registered trademark of Eli Lilly and Company.
Manufactured for VetLie by Ivy Laboratorias.

Ovaerland Park, KS 66214, USA

Vetlife and Ivy Laboratories are divisions of ivy Animal Health, Inc.
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