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Ms. Devon Morgan - NOV 7 108
Regulatory Affairs Manager

L. Perrigo Company

515 Eastern Ave.

- Allegan, Michigan 49010

SUBJECT:  Application for Pesticide Notification (PRN 98-10)
‘Request General Label Change (NY State Regulations))
EPA Reg. No. 71-1
Application Dated September 9, 2008

Dear Registrant:

. The Agency is in receipt of your Application for Pesticide Notification under Pesticide
Registration Notice (PRN) 98-10 dated 09/09/08 for the above product. The Registration
Division (RD) has conducted a review of this request for its applicability under PRN 98-10 and
finds that the action(s) requested fall within the scope of PRN 98-10. The label submitted with
the application has been stamped “Notification” and will be placed in our records.

. If you have any questions, please call me directly at 703-305-6249 or Owen F. Beeder of
my staff at 703-308-8899.

Sincerely,
W
‘Linda Arrington
Notifications & Minor Formulations Team Leader

Registration Division (7505P)
Office of Pesticide Programs
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Registration
Amendment

Other

OPP ldentifier Number

Application for Pesticide - Section |

1. Compeny/Product Number
71-1 ’

2. EPA Product Manager
Mr. George LaRocca

3. Proposed Classification

4, Compeny/Product (Name)
0.5% Permethrin Aerosol Spray

PM7 | 3

Nom' D Restricted

L.‘Perrigo Company
515 Eastern Avenue
Allegan, Ml 49010

5. Name and Address of Applicant finciude ZIP Codel

) D Check if this is a new address

EPA Reg. No.

il

DV

6. Expedited Review. In accordance with FIFRA Section 3(cj(3)
{b){i), my product is similar or i ical in composition and labeling
"WEHA

CATION

Product Name

1 IVRY

¢ 2007

Section - Ul

D Amendment - Explain below.

Notificetion - Explain below.

D Resubmission in response to Agency letter dated

Final printed labels in response to
Agency letter dated

D "Me Too" Application.

D Other - Explain below.

Sec.

Explanation: Use sdditional page(s) if necessary. (For section | and Section 1.}
Notification of Minor Labeling Change:

I understand that it is a violation of
I further understand that if this
this product may be

This notification is consistent with the provisions of PR Notice
98-10 and EPA regulations at 40 CFR 152.76 and no other changes have been made to the labeling or the’

confidential statement of formula of this product.
1001 to willfully make any false statement to EPA.
is not consistent with the terms of PR Notice 98-10 and 40 CFR 152.46,
of FIFRA and I may be subject to enforcement action and penalties under sections 12 and 14

18 U.S.C.
notification
in violation
of FIFRA.

1. Material This Product Will Be Packsged In:

Section - i

Child-Resistant Packeging

Unit Packaging

Water Soluble Packaging

2. Type of Contsiner

Yes® - Yeos - Yos X MO‘D.'
e No o Do
;ac:ﬁ%g‘;" must {.flnir;:ckéginq wot, ?:r;t';?r:or gacI:;o wgt ?:r'lt‘;?r:or z:ﬁ:: {Spacify)
3. Location of Net Contents information 4. Size(s) Retsil Cantainer : 5. Location of &bo’ Directions
Labef D Contasiner 50z(142 9 g: t.;:::ing accompanying product
6. Manner in Which Label is Affixed to Product lﬁ.i;g:?n}ggd ‘ D Other )
Stenciled

Section - 1V

1. Contact Point (Compilste items directly below for identification of individusl to be contacted, if necessary, to process this application.)

Name )
Brian Anson

Title
Reg. Affairs Project Mgr.

Telephone No. (Indlude Area Code)

both under applicable law.

Certification

| certify that the statements | have made on this form and all attachments thereto are true, accurate snd conpiste.
| acknowledge that any knowingly false or misieading statement may be punishable by fine or imprisonment or

2696731375
s 6. Dats Application
' Recsived

.. . {Btamped)

2. Signatute // 3. Title i ’
. ' Regulatory Affairs Project Manager
4. Typed Name 5. Date
Brian Anson Sep 9, 2008

EPA Form 8570-1 {Rev. B-94) Previous oditions are cbsolote.

Whhe - EPA Flle Copy loriginsl}

Yellow - Applicant Copy




ZAPERRIGO | N

September 9, 2008

VIA OVERNIGHT DELIVERY
Document Processing Desk (NOTIF)
Office of Pesticide Programs (7504P)
U.S. Environmental Protection Agency
Room S-4900, One Potomac Yard
2777 South Crystal Drive

Arlington, VA 22202-4501

Re: Notification of Minor Labeling Change for EPA Registration Number 71-1

- Dear Sir or Madam:

The L. Perrigo Company ("Perrigo") currently holds the EPA pesticide product
registration for 0.5% Permethrin Aerosol Spray (EPA Reg. No. 71-1). On November 6,
2007, EPA found Perrigo's application for amendment to reg|strat|on acceptable subject
to four comments.

The State of New York indicated to Perrigo that registrations for aerosol spray
products will have conditional registration in New York provided labeling of the products
will be revised per the November 6, 2007 letter from EPA. New York set deadlines to
receive revised examples of acceptable product labeling or the registrations would be
denied. Perrigo has submitted Notifications of Minor Labeling Changes to resolive these
issues so the product registrations will be approved by New York.

Perrigo now submits this Notification, pursuant to 40 C.F.R.'§ 152.46 and PR
Notice 98-10, to document submission of the additional claim “This product is Step .3 of
a three step lice control system that includes a shampoo as Step 1 and a combing gel
as Step 2" to provide explanation of “Step 1-2-3" and “Step 3" claims. Please inform
Perrigo of a determination of noftification acceptability by returning the enclosed
postcard. If you have any questions, please do not hesitate to contact me directly at
(269) 673-1375.

Sincerely,
<. :‘)
[ S 4. - o
Brian Anson . S L

Regulatory Affairs Project Manager i

515 Eastern Avenue
Allegan, Michigan 49010
[269) 673-8451




READ ENTIRE LABEL
BEFORE EACH USE

This product s Step 3 of a three step lice conlrol system that
includes a shampoo as Step 1 and a contbing gel as Step 2.

PRECAUTIONARY STATEMENTS
. HAZARDS 7O HUMANS

CAUTION: Harmtul if swallowed or absorbed through skin. Avoid
inhalatinn of spray misl. Causes aye itvitalion. Avaid contacl with
skin, eyes or clothing. Wash thoroughly with soap and water after
handling. Avoid ination of feed and fc i

PHYSICAL OR CHEMICAL HAZARDS
Contents under pressure. Do not use or store near heat or open
flame. Do not puncture or incinerate cantainer. Exposure to
temperatures above 130°F (54°C) may cause bursting.

DIRECTIONS FOR USE

iLis a viclation of Federal law fo use this product in a manner
inconsistent with its labeling. Remave pets and bieds and cover
fish aquaiia before space spraying or surface applications.
This product is not for use on humans, If lice infesiation occurs
an humans, use a product tabeted fur use on humans. Vacate room
aftar lrealment and ventiate before reoccupying. Do not allow
childran or pets 1o contict treated areas until surfaces are dry.

SHAKE WELL BEFORE USING
Remove protective cap. Hold comtainer upright and spray from a
distance of 8-10 inches. Individuals with asthma or severe
allergies shoutd consult their doctor before using this product and
have s eise apply this product.

FIRST AID
Catl a Paison Control Center or doctor immadiately for treatment
advice. Have product containgr of Jabel with you when catling a
Poison Controf Center or doctor or going for troatmient.

it « Immediateiy call a Poison Control Center

swallowed: or doctor.

« Do not induce vamiting unless toid to do so
by a Poison Control Center or doctor.

« Do not give any liquid to the person.

« Do not give anything by mouth to an
UNCONSTIOUS Person.

Ifineyes: | ¢ Hold eye open and rinse stowly and gently
with water for 15-20 minutes.

« Remove contact lenses, if present, after the
first 5 minutes, then continue rinsing 2ye.

To kili lice and louse eggs: Spray in an inconspicLOLS 2rea to
tesl {or possible staining or discotoration. inspect again after
drying, then proceed to Spray entire area o be treated. Hold
container upright with nozzle away from you. Depress valve and
spray from a distance of 8 1o 10 inches. Spray each square foot
for three seconds. Spray to the point of dampness but not run-off,
Spray only those artictes and parts of bedding including matiresses
and furniture. that cannot be either laundered or dry-cleaned. Do
not use on pillyweases, sheets or clothing. Allow alk sprayed
artictes to dry thoroughly before each use.

STORAGE AND DISPOSAL
Storage: Store in a coal, dry area away from children and pets
and away from heat, sparks and open flame. Do not transport
or store below 32°F {(0°C). :
G i i Do Not Puncture or Incinerate.

If inhated: | « Move person 1o fresh air.

« |f persan is not breathing, call 911 or an
ambulance, then give artificial respiration,
preferably by mouth-to-mouth, if possibie.

If empty: Place in trash or offer for recycling if available.

if partly fifled: Call yaur local solid waste agency or
1-800-CLEANUP for disposal instructions. Never place unused
product down any indeor or outdnar drain,

if on skin « Take off contaminated clothing.
or clothing: | = Rinse skin immediately with plenty of water
for 15-20 minutes.

NOTE YO PHYSICIAN
Contains petroleum distilate — vomiling may cause
aspiration pneumonia,

EPAReg. No. 71-1
EPA Est. No. See Bottorn or Top of Can
Dot 2P .

L. Perrigo Co. .
515 Eastern Avenue
Allegan, M1 49010
3 M70030% 14861 5

NOTIGE: Purch allr ibility for safety and
use not in accordance with directions.
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