COMPONENT E-C WITH TYLAN- progesterone, estradiol benzoate, tylosin
tartrate implant
Elanco US Inc.

Elanco™

Component™

E-C with Tylan™

(progesterone and estradiol benzoate and tylosin tartrate implant)
BEEF CALVES 45 DAYS OF AGE AND OLDER

AND WEIGHING UP TO 400 LBS

Each implant consists of 100 mg progesterone USP and 10 mg estradiol benzoate and
29 mg tylosin tartrate

Caution: Federal law restricts this drug to use by or on the order of a licensed
veterinarian.

IMPLANTS FOR BEEF CALVES 45 DAYS OF AGE AND OLDER AND WEIGHING UP
TO 400 LBS

Use with a Component Implanter

DESCRIPTION:

Each cartridge belt holds 20 doses of Component E-C with Tylan (progesterone and
estradiol benzoate and tylosin tartrate implant) Implants. Each dose of 5 pellets consists
of 4 pellets containing a total of 100 mg progesterone USP and 10 mg estradiol
benzoate plus 1 pellet containing 29 mg tylosin tartrate as a local antibacterial.

INDICATIONS FOR USE:

For increased rate of weight gain in beef calves 45 days of age and older and weighing
up to 400 Ibs.

This implant is not approved for repeated implantation (reimplantation) with this or any
other cattle ear implant as safety and effectiveness has not been evaluated.

Do not use in calves less than 45 days of age or veal calves because effectiveness and
safety have not been evaluated.

Do not use in animals intended for subsequent breeding, or in dairy cows.

DIRECTIONS:

Administer 1 implant - the entire contents of one cartridge cell (5 pellets) -
subcutaneously in the back of the middle third of the ear. Study and carefully follow at all
times the "IMPLANTING INSTRUCTIONS" presented below, avoiding short cuts. Skin
infection can be avoided by properly preparing implant site and implanter. During fly



season use fly repellent on implant site. One designated team member should always do
the implanting. Cleanliness of hands and instruments is important at all times.

Withdrawal Periods and Residue Warnings
No withdrawal period is required when used according to labeling.

Do not use in beef calves less than 45 days of age, dairy calves, and veal calves. Do not
use in bull calves intended for reproduction. A withdrawal period has not been
established for this product in pre-ruminating calves.

Do not use in dairy cows or in animals intended for subsequent breeding. Use in these
cattle may cause drug residues in milk and/or in calves born to these cows.
Implant pellets subcutaneously in ear only. Any other location is a violation of Federal
law. Do not attempt salvage of implanted site for human or animal food.

USER SAFETY WARNINGS:
Not for use in humans. Keep out of reach of children.
Restricted Drug (California) - Use Only as Directed

ANIMAL SAFETY WARNINGS:

Bulling has occasionally been reported in implanted steers and heifers. Vaginal and rectal
prolapse, udder development, ventral edema and elevated tailheads have occasionally
been reported in heifers administered Component E-C with Tylan Implants.

WARNINGS:

This product is intended for use in cattle at high risk of developing ear abscesses. Not
recommended for use in cattle at low risk of developing ear abscesses (e.g., dry, clean
cattle).

The benefit of using a cattle ear implant containing a tylosin tartrate pellet when animals
receive a concomitant antimicrobial product has not been evaluated.

IMPLANTING INSTRUCTIONS:

Loading the Implanter

Load the implanter following the instructions supplied with each implanter.
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Restrain the Animal



Speed of implantation as well as safety of handlers is best achieved by restraining animal
in a squeeze chute using head restraint.

Prepare the Implant Site

Scrub the back side of the ear (implant site) with a piece of clean absorbent cotton or
brush which has been soaked with topical germicidal solution. Follow manufacturer's
directions on germicide for correct strength and preparation of solution. Avoid getting
disinfectant in animal's eyes.

Where to Implant

The full contents of one cartridge cell should be implanted beneath the skin on the back
side of the middle one-third of the ear as illustrated in the drawing. The implant must not
be closer to the head than the edge of the auricular cartilage ring farthest from the
head. The location for insertion of the needle is a point toward the tip of the ear and at
least a needle length away from the intended deposition site. 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 needle point through the
skin and ease forward on a lateral plane until the entire length of the needle is under the
skin.
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Implant the Pellets

After inserting the needle fully in the correct implant position, squeeze the trigger fully as
the needle is withdrawn from the ear. This properly deposits the implant in the needle



track. This procedure should prevent breakage or crushing of pellets if otherwise forced
into contact with tough fibrous-tissue underlying the skin. The length and total contact
area of a single dose are designed to permit absorption of the hormones after
implantation to stimulate good weight gain. Broken or crushed pellets may lead to
undesirable side effects such as bulling, rectal and vaginal prolapse, etc., as noted in the
WARNINGS.

STORAGE CONDITIONS:

Store at controlled room temperature 15° to 30°C (59° to 86°F) DO NOT refrigerate -
avoid excessive heat and humidity. Discard open foil pouches.

Approved by FDA under NADA # 110-315
Manufactured by a non-sterilizing process.

Component E-C with Tylan (progesterone and estradiol benzoate and tylosin tartrate
implants) is covered by U.S. Patent No. 5,874,098

Component, Tylan, Elanco and the diagonal bar logo are trademarks of Elanco or its
affiliates.

© 2023 Elanco or its affiliates

Distributed by Elanco US Inc., Greenfield, IN 46140, USA
Tylosin: Product of United Kingdom

Revised: June 2023
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Principal Display Panel - Component E-C With Tylan Cartridge Label
Elanco™
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E-C with Tylan™

(progesterone and estradiol benzoate and tylosin tartrate implants)
BEEF CALVES 45 DAYS OF AGE AND OLDER

AND WEIGHING UP TO 400 LBS



IMPLANTS FOR BEEF CALVES 45 DAYS OF AGE AND OLDER AND WEIGHING UP TO 400 LBS
Each implant congists of 100 mg progesterona USP and 10 mg estradiol benzoate and 29 mg tylosin tartrate

E-C oz

(progesterone and estradiol benzoate and tylosin tartrate implants)

BEEF CALVES 45 DAYS OF AGE AND OLDER
AND WEIGHING UP TO 400 LBS

Caution: Federal law restricts this drug to use by or on the order of a licensed veterinarian,

DIRECTIONS: Administer 1 implant - the éntire contents
of ené cartndge cell (5 peliats) - suboutaneously in the

back of the meddle third of the Esrw}qa insart for
detailed instructions. Use a CARE! EAN TECHNIQUE.
MNever take short cuts at the expense of CLEANLINESS.
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in beef calves 45 days of age and oider and weighing up
10 400 bs.
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‘Withdrawal Periods and Residue Warnings
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WARMINGS: This product s imtended Sor use in cattle at high sk of developing ear abscesses. Not recommended for use in catthe at low rmk of developang ear
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The benafit of using a catte ear implant containing & tyloain tartrate pellet when animalis receive a concomitant sntimicroblal product has not been evaluated.
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QUESTIONS/COMMENTS?

For a copy of the Safety Data Sheat or crﬂnnrt side effects,

contact Elanco US Inc. at 1-888-545-5073. For additional information
about adverse diisg experienca reporting cr animal drugs, contact FOA
at 1-888-FDA-VETS or ht tpe/ A fda govireportaninalas.
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Elanco™

Component™

E-C with Tylan™

(progesterone and estradiol benzoate and tylosin tartrate implant)
BEEF CALVES 45 DAYS OF AGE AND OLDER

AND WEIGHING UP TO 400 LBS

Each implant consists of 100 mg progesterone USP
and 10 mg estradiol benzoate and 29 mg tylosin tartrate

Caution: Federal law restricts this drug to use by or on the order of a licensed
veterinarian.

IMPLANTS FOR BEEF CALVES 45 DAYS OF AGE AND OLDER AND WEIGHING UP
TO 400 LBS
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Principal Display Panel - Component E-C With Tylan Carton Label

Elanco™
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™

E-C with Tylan™

(progesterone and estradiol benzoate and tylosin tartrate implants)

gl | T Ferli
l.'u.-..l.m.r\..-l-ml.l. B
By B oty BT 8 k. [T (it el Vil et
1 T e
b o

[rerreryiee peprsier g b
WP STMST IOML Sl 2 Lot o] | (Y Do A 1 0 AT L
N 1 ) D2 M S e - ] s Pl a2 s

S 8 ] il

Agoriaal by FLA. e WSl @ T1EHINE
A B oy o ML . S B

el o T Tk (Gl e 0 L o LI 3 i
SN B D Uy Ll L AT N B

Emmgit, Tk, it i s el e s B WS
o B R
£ s o U
SRR By Rl o el Gl AL LERh
T, Pt of "uSind s
L L L IL T TR 1Sy

BEEF CALVES 45 DAYS OF AGE AND OLDER
AND WEIGHING UP TO 400 LBS
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mportant: Azad enclosed instruction benchues and follow drsctions. i
l
Storage Conditsons: Store at controlied room temperature - 15° to 30°C [58° ta BE°F). 1
B NOT refrgerate - avaid excessive heat and humidity. Discard cpen foil pouches. !
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(progesterone and estradiol benzoate and tylosin tartrate implants)

Emch implant consists of 100 mg progesterane LISP and 10 mg estradiol benzoate and 28 myg tylosin tartrate
Caution: Federal |aw restricts this: drug bo use by or on the order of a licensed vederinarian.

IMPLANTS FOR BEEF CALVES 45 DAYS OF AGE AND OLDER AND WEIGHING UP TO 400 LBS
DIRECTIONS: Admirister 1 implant - the antire comerts of one cartridge cell Do nat use in calves le=s than 45 days of age or veal calves
(5 palets) - subcutansously in the back of tha middie third of the sar. Sae packags becauss sfectiveness and safety have not been svaluated. T LA
inzart for detailed nstructions. Do nat us: nals intended far sub it breeding, ST
Use a CAREFUL CLEAN TECHMIOUE. Mewer take shoet cuts at the expanse of q,",,r‘;;,;:;h_m ksl e e "
CLEANUBESS: MET CONTENTS: 5 foil pouches each containing 1 cartridgs belt
with 20 cells. Each cartridge cell contains 1 implant dose.
Approwed by FDA under NADA # 110-315

INDICATIONS FOR LPSE: For increased rafe of weight gain in beef cales 45 days
of age and cider and weighing up to 400 s
This implart is ot approved for repeated i tion (reimplantation} with this or
any other cattle ear mp safety and effectivensss has not been evaluated.
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Withdrawal Periods and Residue Warni
No withdrawal period is required when used according to labeling.
Do ot use in beef catves |ess than 45 days of age, dairy cahves, and veal calves. Do not wse in bul calves infended for eproduction.
A, withdrawal pesiod has not besn e ied for fis poduct in pre-ruminating calves. Do not uss in dairy cows or in anmas intendsd for
subsequent bresding. s in thase cal y earss drug residues in milk andfor in cales bom o thess cows. Implant pellets subeutaneously
in mar only. Arry other lacation is a violation of Federal law. Do nat attempt sahags of implanted sie jor human or animal faod.

USER SAFETY WARNINGS: Mot for use in humans. Keesp out of neach of children.

Restricted Drug (Calfornia) - Use Only as Directed

ANIMAL SAFETY WARNINGS: Bulling has necasionally been reported in implantad stasrs and heifers. Vaginal and mctal prolapss, udder development,

wveniral sdema and elevaied tailhesds have cocasionally besn reported in heifers administersd Campenent E-C with Tylan mplarts.

WARNINGS: This product is intended for use in cattie at high risk of developing ear abscasses. Not recommended for use in cattle at low risk of developing ear
aheoesses (e.q., dry, clean catle).

The benefit of using a cattie sar impiant containing a tylosin tartrate pellet when animals receive a concomitant antimicrobial product has not been evalusted.
Menufactured by a nan-sterlizing process.

Campanent E-C wit {progestenane and estradicl benzoate and tylosin tartrate implants) is covered by LLS. Patent No. 5,874,098,

Distribested by Elanca US Inc., Gresnfakd, IN 48140, USA

Tilesin: Preduct of the United Kingdom

OUESTIONS/COMMENTS?

Far a copy of the Safety Data Sheet or to report side effects, contact Elanca US inc. at 1-888-545-5373. Far additional information about acherse drug experience
reporting far animal drugs, contact FDA at 1-888-FOAVETS or hitp:/fww. fda govimpartanimalae.
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COMPONENT E-C WITH TYLAN

progesterone, estradiol benzoate, tylosin tartrate implant

Product Information

Product Type PRESCRIPTION ANIMAL DRUG

Route of Administration SUBCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name
progesterone (UNIl: 4G7DS2Q64Y) (progesterone - UNII:4G7DS2Q64Y)
estradiol benzoate (UNIl: 1S4CJB5ZGN) (estradiol - UNII:4TI98Z 838E)
tylosin tartrate (UNIl: 5P4625C51T) (tylosin - UNI:YEF4JXNO31)

Packaging

# Item Code Package Description
1 NDC:58198-0507-2 5 in 1 CARTON

1 1in 1 POUCH

1 20 in 1 CARTRIDGE

Item Code (Source)

Marketing Start Date

NDC:58198-0507

Basis of Strength Strength
100 mg
10 mg

progesterone
estradiol benzoate

tylosin tartrate 29 mg

Marketing End Date



Marketing Information

Marketing Application Number or Monograph
Category Citation

NADA NADA110315

Labeler - Eianco us Inc. (966985624)

Revised: 12/2023

Marketing Start
Date

12/09/2013

Marketing End
Date

Elanco US Inc.
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