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OYFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES
Ms Joanne Haman-Hoy ' JAN 30 2009
Janssen PMP

Division of Janssen Pharmaceutica N.V.
1125 Trenton-Harbouton Road
Titusville, NJ 08560-0200

Subject: Label Notification(s) for Pesticide Registration Notice 2007-4

Dear Registrant:

The Agency is in receipt of your Application(s) for Pesticide Notification under
Pesticide Registration Notice (PRN) 2007-4 dated September 5, 2008 for:

R
EPA Registration 43813-2  Fungalor Technical

The Registration Division (RD) has conducted a review. of this request for applicability
under PRN 2007-4 and finds that the label change(s) requested falls within the scope of
PRN-2007-4. The label has been date-stamped “Notification” and will be placed in our
records. '

" Please be reminded that 40 CFR Part 156.140(a)(4) requires that a batch code, lot
number, or other code identifying the batch of the pesticide distributed and sold be placed on
nonrefillable containers. The code may appear either on the label (and can be added by non-
notification/PR Notice 98-10) or durably marked on the container itself.

If you have any questions, please contact me directly at 703-305-6249 or Banza !
Djapao of my staff at 703-305-7269. -

Sincerely,

W ’

Linda Arrington A

Notifications & Minor Formulations Team Leader
Registration Division (7505P) ¢

Office of Pesticide Programs
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Amendment

X i Other

Application for Pasticide - Section |

1. Company/Product Number

Janssen PMP, a Division of Janssen Pharmaceutica, N.V. /43813-2

2. EPA Product Manegsr
C. Giles-Parker

3. Proposed Classification

4. Company/Product {(Name)

Janssen PMP, a Division of Janssen Pharmaceutica, N.V./FUNGAFLOR Technical

PM¥
22

l X lNona I l Rastricted

5. Name and Addrass of Applicant flnclude ZIP Code)

1125 Trenton-Harbourton Road
Titusville, NJ 08560-0200

D Chack if this is 8 new address

Janssen PMP,'a\Division of Janssen Pharmaceuticé, N.V.

Product Name

6. Expedited Reveiw. In accordance with FlfRA Section 3{c){3}

{b)i}, my product is similar or identicalg i beling
) NOTRICRTION
EPA Reg. No. AN g 62009

] l Amendmant - Explain below.
D Resubmigsion in response t¢ Agency-letter deted

Notification - Explain balow.

Section - li
Agency letter dated

"Me Too" Application.

D Other - Explsin below.

Final printed Iabels in repaonsa to

Explanation: Use additions! page(s} if nécessary, (For section § and Soction it}

"Notification of label change per PR Notice 2007-4. This nofification is consistent with the guidance in PR Notlce 2007-4 and the requirements of
EPA's regulations at 40 CFR 156.10, 156.140, 156.144, 156.146, and 156.156. No other changes have been made to the labeling or the
Confidential Statement of Formula for this product. 1 understand that it is a violation of 18 U.S.C. Sec. 1001 to}willfully make any false statement to
EPA. | further understand‘that if the amended tabél is not consistent with the requirements of 40 CFR 156.10! 156:140, 156.144; 156.146, and
156.156, this product may be in violation of FIFRA and ' may be subject to enforcement action and penaltles under sections 12 and 14 of FIFRA "

L

’;

Section - ' ;

1 1. Materiol. This Product Will Bs. Packaged In:

F

Child-Resistant Packaging | Unit Packaging
L ] vas

No

Yes

No

Water Soluble Packaging

.
2. Type of Container

. . if "Yas™ No, per
* Certification must Unit Packaging wgt.

be submitted

container

i Yeas Metal
Q Plastic
No Glass
If "Yes" No. per Paper - )
Package wgt containsr x Other {Specify) °°°Plastic composite barrels

§. Location of Labs! Directions

3. Lacation of Nat Contents Information

4. Sizels) Retail Container

50 Liter

u Container

X_ Label

n Labet

Paper pluad

6. Manner in Which Label is Affixed to Product [x £bthograph
Stenciled

U Other

Section - |V

1. Contact Point (Complete items directly below for identification of individusl to be contected, if necessery, to pro

this epplication.}

Name
Joanne Haman-Hoy

Title
Associate Regulatory Affairs

Telephone No. {Include Area Code)
(609) 730-2609

both under sppliceble law,

Certification
1 certify that the statements | have mads on this form and all sttachments thereto are trus, -accurate snd complete.
{ acknowledge that any knowlinglly falsa or misleading statement may be punishable by fine or lmpnsonment or

8. Datec2pntication
Raco‘wui
{ tampudl

L XY
T <

2. Signa?re !

3. Title
Associate Regulatory Affairs

~er -

«
(SRS NS
s

-~
-~ -
~

4. Ty@ Narre I

Joanne Haman-Hoy

5. Date

September 5, 2008

COLg
< <
= xn

EPA Form 8570-1 {(Rev. 3-94) Previous editions are obsolsts.

White - EPA Fils Copy {original)

Yellow - Applicant Copy
< [4

I3
Lt <
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FUNGAFLOR™ Technical

ACTIVE INGREDIENT: (w/w)
Imazalil: 1-[2-(2,4-dichlorophenyl)

-2-(2-propenyloxy)ethyl]-1H-imidazole** - 98.94%

OTHER INGREDIENTS 1.06 %

TOTAL | 100.00 % NOTRICATION
FOR MANUFACTURING USE ONLY JAN 3 0 2009

KEEP OUT OF REACH OF CHILDREN
DANGER PELIGRO

Si usted no entiende la etiqueta, busque a alguien para que se lat explique a
usted en detaile.
(If you do not understand the label, find someone to explain it to you in detail)

FIRST AID
If in eyes “-Hold eye open and rinse slowly and gently with water for 15-20
minutes.
-Remove contact lenses, if present, after the first 5 minutes, then
continue rinsing eye.
-Call a poison control center or doctor for treatment advice.
If swallowed -Call a poison control center or doctor immediately for treatment
advice.
-Have person sip a glass of water if able to swallow.
-Do not induce vomiting unless told to do so by a poison control center

or doctor.
-Do not give anything by mouth to an unconscious person.
If on skin or -Take off contaminated clothing.
clothing -Rinse skin immediately with plenty of water for 15-20 minutes.
| -Call a poison control center or doctor for treatment advice.

HOT LINE NUMBER:
For information on this pesticide product (including health concerns, medical
emergencies, or,pesticide incidents) call the National Pesticide Telecommunications
Network at 1-800-858-7378. For chemical emergency assistance (sp||I leak, fire, or
accident), call Chem Trec at 1-800-424-9300.
Have the product container or label with you when calling a poison control center or
doctor, or going for treatment.

NOTE TO PHYSICIAN
Probable mucosal damage may contraindicate the use of gastric lavage.

NET Contents: 110 Ibs./50 Kgs. . ¢
EPA Reg. No. 43813-2 EPA Est. No. 43813-BL-2 Crea
JANSSEN PMP

a Division of Janssen Pharmaceutica NV
1125 Trenton-Harbourton Road ;
Titusville, NJ 08560-0200 o T

~ A

**Active ingredient is manufactured by Janssen Pharmaceutica N.V., B-2340 Beerse, Belgium. oo 09/08 .



NOTIFICATIOII;\OQ’L\

PRECAUTIONARY STATEMENTS JAN 30 2008
HAZARDS TO HUMANS AND DOMESTIC ANIMALS '

DANGER

Corrosive. Causes irreversible eye damage. Harmful if swallowed. Harmful if absorbed through
skin. Do not get in eyes, or on clothing. Avoid contact with skin. Wash hands before eating,
drinking, chewing gum, using tobacco or using the toilet.

Wear goggles or face shield. Wear protective clothing and chemical resistant gloves made of any
waterproof material. Wash thoroughly with soap and water after handiing. Remove contaminated
clothing and wash clothing before reuse.

ENVIRONMENTAL HAZARDS

Do not discharge effluent containing this product lnto lakes, streams, ponds, estuaries, oceans or
other 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
Itis a violation of federal law to use this product.in a manner inconsistent with its labeling.

Only for formulation into a fungicide for the following uses: seed treatment of wheat and barley
seed and postharvest application to citrus fruits. This product may be used to formulate products
for any additional uses not listed on the manufacturing product label if the formulator, user group,
or grower has complied with U.S. EPA data submission requirements regarding support of such
uses. Each formulator is responsible for obtaining EPA registration for his end use product(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 )

Nonrefillable container. Do not reuse or refill this container. Offer for recycling if available. Triple
rinse (or equivalent). Offer for recycling or reconditioning, or puncture and dispose of in a
sanitary landfill, or by incineration, or, if allowed by state and local authorities, by burning. If
burned, stay out of smoke.

NOTICE OF WARRANTY

Janssen PMP, A Division of Janssen Pharmaceutica NV warrants that this product conforms to the chermcal
description on the label thereof and is reasonably fit for purposes stated on such label only when used TR
accordance with the directions under normal use conditions. It is impossible to eliminate all risks mherent'y ¢
associated with the use of this product. Crop injury, ineffectiveness or other unintended cerszguences maye « ¢
result because of such factors as weather conditions, presence of other materials, or the rr‘Sanr‘orof use or .
application, all of which are beyond the contro! of Janssen PMP. To the extent permitted By law, Janssen |
PMP disclaims any liability for consequential, special or indirect damages resulting from thé&“Use’¢r handiing* * ¢
of this product. All such risks shall be assumed by the Buyer. TO THE EXTENT CONSISTENT,WITH .
APPLICABLE LAW, JANSSEN PMP MAKES NO WARRANTIES OF MERCHANTABILITY, OR FITNESS g
FOR A PARTICULAR PURPOSE NOR ANY OTHER EXPRESS OR IMPLIED WARRANTY FXCl_PT AS

. STATED ABOVE. ceied oo
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