TR DR

002596-00062-061699

DT T

Printed: 10:13:14 Wednesday, 21 Jul, 1999

{

8ystems Integration Group, Inc.

# 68 / 3696



T 03 .’2546—-62 ok/16/39 page /4 o

U.5. ENVIRONMENTAL PROUTECTION AGENCY EPA Reg Number; Date of 1ssuance:
Office of Pesticide Programs
STED STaz Registration Division (H7505C) 2596-62 JUN 16 m

s A kY 401 "M" St 8. W.

AN v 3 Washington, D.C. 20260 . —

S Termoflssuance:  Inconditional

1L ppotT
NOTICE OF PESTICIDE:
Registration Name of Pesticide Product;
(under FIFRA, as amended)"L ReregIStratlon Hartz 2 1n I p]US long laStlng
collar for dogs

Name and Address of Registrant (include ZIP Code):
Hartz Mountain Corp
400 Plaza Drive

Secaucus, New Jersey 07094

Note: Changes in labeling differing in substance from that accepted in connection with this registration must be submitied to and accepted by the Registration Divisiorfjprior
to use of the label in commerce. In any correspondence on this product abways refer to the above EPA registration number.

O the basis of information fumished by the registrant, the above named pesticide 1s hereby registered/reregistered under the Federat [nsecticide, Fungicide and Rodenljcide
Act.

Registration is in no way to be construed as an endorsement or recommendation of this product by the Agency. In order to protect health and the environment, the
i} Administrator, en his motion, may at any time suspend or cancel the registration of a pesticide in accordance with the Act. The acceptance ot any name in conneclionhilh
the regisiration of a product under this 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 other.

Based on your response to the Reregistration Eligibility Documents, EPA has reregistered the
product listed above. Enclosed is a copy of your label stamped “Accepted with Comments™. This
action is taken under The authority of section 4 (g) (2) (c) of the Federal Insecticide, Fungicide, and
Rodenticide Act, as amended. Registration under this section does not eliminate the need for

control reassessment of pesticides. EPA may require submission of data at anytime to maintain the
registration of your product.

With regards to labeling, we are evaluating the last accepted label on file (dated April 27, 1999)
since this label supercedes labeling submitted for reregistration. You must make the labeling
changes listed below.

! 1) Based upon the acute toxicity profile for this product:

a) Your product is required to have “Precautionary Statements”, with the subheading of
“Hazards to Humans and Domestic Animals”. You may not include these statements
in your “Directions for Use”. Your “Precautionary Statements” should appear as the
following:

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS

CAUTION
Harmful if swallowed or absorbed through the skin. Causes moderate eye
irritation. Avoid contact with eyes, skin or clothing. Wash thoroughly
with soap and water after handling.
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b)

c)

2)

2

Your product is required to have a “First Aid”statement, which should be located
near your “Precautionary Statements”. 1t should state the following:

IF SWALLOWED: Call a physician or Poison Control Center. Drink 1 or
2 glasses of water and induce vomiting or if available by administering
syrup of ipecac. [f person is unconscious, do not give anything by mouth
and do not induce vomiting,.

IF ON SKIN: Wash with plenty of soap and water. Get medical attention
if irritation persists.

IF IN EYES: Flush eyes with plenty of water. Call a physician if irritation
persists.

Your product is also required to have a “Note to Physicians and Veterinarians”.
This should be located directly below your First Aid Statement and should contain
the following information:

- Technical information on symptomatology;

- Use of supportive treatments to maintain life functions;

- Medicine that will counteract the specific physiological effects of the
pesticide;

- Company telephone number to specific medical personnel who can
provide specialized medical advice.

- Information for veterinarians.

Please delete the statement “For continuous flea and tick protection under normal
conditions replace the collar every 5 months. Under conditions where dogs are
exposed to severe flea or tick infestations it may be necessary to replace the collar
more frequently”. The second sentence of this statement is ambiguous and does
not provide the consumer with the minimum acceptable amount of time between
applications. Please replace the above with this statement: “For continuous flea
and tick protection under normal conditions replace the collar every 5 months.
Under conditions where dogs are exposed to severe flea or tick infestations it may
be necessary to replace the collar more frequently, however do not replace the
collar more frequently than every  months ™ (the minimum duration between
collar changes should be based on your efficacy and domestic animal safety data).




3

3) We note that you have referred to your product both as “Hartz 2 in 1 Plus Long
Lasting Collar for Dogs™ and “Hartz 2 in 1 Flea and Tick Collar for Dogs”. Please
identify which is the primary name. If you have not already done so, please alert
the Agency to an alternate brand name. You may do this through the Notification
process.

4) Please submit two (2) copies of your final printed label before you release the
product for shipment. Please refer to the A-79 enclosure for a further description
of final printed labeling.

If you have any questions regarding this action, please contact Tracy Keigwin of
my team at (703) 305-6605.

Sincerely,

George T. LaRocca

Product Manager (13)

Insecticide Branch

Registration Division (7505C)
Enclosure
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