S sﬁ@@ U.S. ENVIRONMENTAL PROTECTION AGENCY EPA Reg. Number: Date of Issuance:

g’ T% Office of Pesticide Programs
a § Biopesticides and Pollution Prevention Division (7511P) 43813-57 4/29/2015
‘q,) 0‘5 1200 Pennsylvania Ave., N.W.

AL ppot®

Washington, D.C. 20460

NOTICE OF PESTICIDE:

_X Registration -
__ Reregistration Unconditional

Term of Issuance:

(under FIFRA, as amended)
Name of Pesticide Product:

Fysium®

Name and Address of Registrant (include ZIP Code):
Janssen PMP, Division of Janssen Pharmaceutica NV

1125 Trenton-Harbourton Road
Titusville, NJ 08560-0200

Note: Changes in labeling differing in substance from that accepted in connection with this registration must be submitted to and accepted by the
Biopesticides and Pollution Prevention Division prior to use of the label in commerce. In any correspondence on this product, always refer to the above EPA

Registration Number.

On the basis of information furnished by the registrant, the above named pesticide is hereby registered
under the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA or the Act).

Registration is in no way to be construed as an endorsement or recommendation of this product by the
U.S. Environmental Protection Agency (EPA). In order to protect health and the environment, the
Administrator, on his or her motion, may at any time suspend or cancel the registration of a pesticide in
accordance with the Act. The acceptance of any name in connection with the registration of a product
under the Act is not to be construed as giving the registrant a right to exclusive use of the name or to its
use if it has been covered by others.

This product is unconditionally registered in accordance with FIFRA section 3(c)(5) provided that you:

1. Submit and/or cite all data required for registration or registration review of your product when
the EPA requires all registrants of similar products to submit such data.

Signature of Approving Official: Date:

Andrew C. Bryceland, Team Leader

Biochemical Pesticides Branch

Biopesticides and Pollution Prevention Division (7511P)
Office of Pesticide Programs

EPA Form 8570-6




Page 2 of 2
EPA Reg. No. 43813-57
OPP Decision No. 488647

2. Make the following labeling change before you release this product for shipment:
e Revise the EPA Registration Number to read, “EPA Reg. No. 43813-57.”

3. Submit one (1) copy of the final printed labeling for the record before you release this product for
shipment.

Should you wish to add/retain a reference to your company’s website on your label, then please be aware that the
website becomes labeling under FIFRA and is subject to review by the EPA. If the website is false or misleading,
the product will be considered to be misbranded and sale or distribution of the product is unlawful under FIFRA
section 12(a)(1)(E). 40 CFR 8 156.10(a)(5) lists examples of statements the 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 EPA 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.

Your release for shipment of this product constitutes acceptance of these terms. If these terms are not complied
with, this registration will be subject to cancellation in accordance with FIFRA section 6. A stamped copy of the
labeling is enclosed for your records. Please also note that the record for this product currently contains the
following acceptable Confidential Statements of Formulas (CSFs):

e Basic CSF dated 04/27/2015
e Component A CSF dated 04/27/2015
e Component B CSF dated 04/27/2015

Any CSFs other than those listed above are superseded.
If you have any questions, please contact Colin G. Walsh of my team by phone at (703) 308-0298 or via email at

walsh.colin@epa.gov.

Sincerely,

i =

Andrew C. Bryceland, Team Leader
Biochemical Pesticides Branch
Biopesticides and Pollution

Prevention Division (7511P)
Office of Pesticide Programs

Enclosure
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