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November 20, 2025

J. Todd Frank

Sr. Regulatory Affairs Consultant
Elanco US Inc.

2500 Innovation Way
Greenfield, IN 46140

Subject: Label Amendment - Registration Review Mitigation for Coumaphos
Product Name: Coumaphos Technical
EPA Registration Number: 11556-11
Case Number: 474133
Application Dates: September 22, 2021

Dear J. Todd Frank:

The Agency, in accordance with the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA),
as amended, has completed reviewing all the information submitted with your application to
support the Registration Review of the above referenced product in connection with the
Coumaphos Interim Decision, and has concluded that your submission is acceptable. The label
referred to above, submitted in connection with registration under FIFRA, as amended, is
acceptable.

Should you wish to add/retain a reference to the company’s website on your label, then please
be aware that the website becomes labeling under the Federal Insecticide, Fungicide, and
Rodenticide Act and is subject to review by the Agency. If the website is false or misleading, the
product would be misbranded and unlawful to sell or distribute under FIFRA section 12(a)(1)(E).
40 CFR 156.10(a)(5) list examples of statements EPA may consider false or misleading. In
addition, regardless of whether a website is referenced on your product’s label, claims made on
the website may not substantially differ from those claims approved through the registration
process. Therefore, should the Agency find or if it is brought to our attention that a website
contains false or misleading statements or claims substantially differing from the EPA approved
registration, the website will be referred to the EPA’s Office of Enforcement and Compliance
Assurance.

A stamped copy of your labeling is enclosed for your records. This labeling supersedes
all previously accepted labeling and must be used at your next label printing. You must
submit one copy of the final printed labeling before you release the product for
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shipment with the new labeling. In accordance with 40 CFR 152.130(c), you may
distribute or sell this product under the previously approved labeling for 12 months
from the date of this letter. After 12 months, you may only distribute or sell this
product if it bears this new revised labeling or subsequently approved labeling. “To
distribute or sell” is defined under FIFRA section 2(gg) and its implementing regulation
at 40 CFR 152.3.

If you have any questions about this letter, please contact Michelle Nolan via email at
nolan.michelle@epa.gov.

Sincerely,

[ B
Vel el L\ ke

Kevin Costello, Branch Chief

Risk Management and Implementation Branch 2
Pesticide Re-Evaluation Division

Office of Pesticide Programs

ENCLOSURE: Stamped label


mailto:nolan.michelle@epa.gov

Date: 09/30/2025
Supersedes: 12/11/2012

Coumaphos Technical

An Insecticide For Formulating Use Only

% by Weight

ACTIVE INGREDIENT:

0,0-Diethyl 0-(3-chloro-4-methyl-2-ox0-2H-1-benzopyran-7-yl)

phosphorothioate . . ......... ... . .. . 97%
OTHER INGREDIENTS: .. ....... ... . . 3%
TOTAL. . .o 100%

EPA Est. No. 11556-XX-X
EPA Reg No. 11556-11

KEEP OUT OF REACH OF CHILDREN

> DANGER - POISON >
PELIGRO — VENENO

NET CONTENTS LBS.

Imported by:
Elanco US Inc.
450 Elanco Circle
Indianapolis, IN 46221

Fatal if swallowed or inhaled. Maybe fatal if absorbed through skin. Causes substantial
but temporary eye injury. Do not get in eyes, on skin or clothing. Do not breathe dust.
Wash hands before eating, drinking, chewing gum, using tobacco or using the toilet.
Remove contaminated clothing and wash clothing before reuse.

ACCEPTED
Nov 20, 2025

Undar the Federal Insecticide, Fungicide
and Rodenbicide Act as amended, for the
pesticide registerad L nier

AR e 11556-11
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PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS

FIRST AID
Contains an organophosphate that inhibits cholinesterase.
If Swallowed: e Call poison control center or doctor immediately for

treatment advice.

e Have person sip a glass of water if able to swallow.

e Do not induce vomiting unless told to do so by the poison
control center or doctor.

e Do not give anything by mouth to an unconscious person.

If Inhaled: e Move person to fresh air.
e I[fperson is not breathing, call 911 or an ambulance, then
give artificial respiration, preferably by mouth-to-mouth, if

possible.
e (all a poison control center or doctor for further treatment
advice.
If on Skin or e Take off contaminated clothing.
Clothing: e Rinse skin immediately with plenty of water for 15 — 20
minutes.
e Call a poison control center or doctor for treatment advice.
If in Eyes: e Hold eye open and rinse slowly and gently with water for 15
— 20 minutes.

e Remove contact lenses, if present, after the first 5 minutes,
then continue rinsing eye.
e (Call a poison control center or doctor for treatment advice.

HOTLINE NUMBER
Have the product container or label with you when calling a poison control center
or doctor or going for treatment. [ For emergency medical treatment, call 1-800-428-
4441. For customer service or to obtain product information, including SDS, call 1-
800-428-4441.] [For product questions, to report adverse reactions, or for a copy of the
Safety Data Sheet (SDS), call Elanco Product & Veterinary Support at 1-800-428-
4441.] [or CHEMTREC at 1-800-424-9300, 24 hours per day, 7 days per week.]

Note To Physician: Atropine sulfate by injection is antidotal. Repeat as necessary to
the point of tolerance. 2-PAM is also antidotal and may be administered in conjunction
with atropine. Probable mucosal damage may contraindicate the use of gastic lavage.
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ENVIRONMENTAL HAZARDS

This pesticide is toxic to mammals, birds, fish and aquatic invertebrates. Do not
discharge effluent containing this product into lakes, streams, ponds, estuaries, oceans or
public waters unless in accordance with the requirements of a National Pollutant
Discharge Elimination System (NPDES) permit and the permitting authority has been
notified in writing prior to discharge. Do not discharge effluent containing this product
to sewer systems without previously notifying the local sewage treatment plant authority.
For guidance, contact your state Water Board or Regional Office of the EPA.

DIRECTIONS FOR USE

It is a violation of Federal Law to use this product in a manner inconsistent with its
labeling. Read entire label and Conditions of Sale before using this product.

Only for formulation into an insecticide for the following use(s): beef cattle, dairy cattle,
and horses. This product may not be used to formulate products for use in mechanical
dusters or dust shaker cans. Formulators using this product are responsible for obtaining
EPA registration for their formulated product. Refer to the formulations manual.
Detailed formulating recommendations are contained in manual available on request from
Elanco US Inc. Obtain and read this manual before undertaking the formulation of
coumaphos technical to gain knowledge of physical and chemical properties, mixing
hazards and finished product. This product may be used to formulate products for
specific use(s) not listed on the MP label if the formulator, user group or grower has
complied with U.S. EPA submission requirements regarding support of such use(s).

STORAGE AND DISPOSAL
Do not contaminate water, food or feed by storage or disposal.
Pesticide Storage: Store in a cool, dry place.
Pesticide Disposal: Pesticide wastes are acutely hazardous. Improper disposal of excess
pesticide, spray mixture or rinsate is a violation of Federal Law. If these wastes cannot
be disposed of by use according to label instructions, contact your state pesticide or
Environmental Control Agency or the Hazardous Waste representative at the nearest EPA
Regional Office for guidance.
Container Disposal: Non-refillable container. Do not reuse or refill this container.
Offer for recycling if available. Completely empty liner by shaking and tapping sides and
bottom to loosen clinging particles. Empty residue into application equipment. Then
dispose of liner in a sanitary landfill or by incineration if allowed by State and local
authorities. If drum is contaminated and cannot be reused, dispose of in the same
manner.
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Conditions of Sale: The directions on this label are believed to be adequate and must be
followed carefully. This product has been tested under different environmental
conditions similar to those that are ordinary and customary for use of the product.
However, it is impossible to eliminate all risks associated with the use of this product.
Failure to follow label directions may cause injury to animals, humans and damage to the
environment. Insufficient control of pests, injury or other unintended consequences may
result because of such factors as weather conditions, presence of other materials, or the
manner of use or application, all of which are beyond the control of Elanco US Inc. To
the extent consistent with applicable law, all such risks shall be assumed by the user or
buyer.

LIMITED WARRANTY AND LIMITATION OF DAMAGES: Elanco US Inc
warrants that this material conforms to the chemical description on the label. TO THE
EXTENT CONSISTENT WITH APPLICABLE LAW, ELANCO MAKES NO OTHER
WARRANTIES, EXPRESS OR IMPLIED, OF MERCHANTABILITY OR OF
FITNESS FOR A PARTICULAR PURPOSE OR OTHERWISE, THAT EXTEND
BEYOND THE STATEMENTS MADE ON THIS LABEL, and no agent of Elanco is
authorized to make or modify any warranties beyond those contained herein. Any
damages arising from breach of this warranty shall be limited to direct damages and shall
not include special, incidental or consequential damages resulting from the use of
handling of this product.
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