
Ms. Devon Morgan 
Regulatory Affairs Manager 
L. Perrigo Company 
515 Eastern Ave. 
Allegan, Michigan 49010 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

NOV 

OFFICE OF 
PREVENTION. PESTICIDES AND 

TOXIC SUBSTANCES 

7 2008 

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 ofPRN 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. Reeder of 
my staff at 703-308-8899. 

Sincerely, 

~ 
Linda Arrington 
Notifications & Minor Formulations Team Leader 
Registration Division (7505P) 
Office of Pesticide Programs 
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United States § Registration OPP Identifier Numbllr 

& EPA Environmental Protection Agency Amendment 
Washington, DC 20460 

X Other 

Application for Pesticide - Section I 
, . Company/Product Number 2. EPA Product Managllr 3. Proposed Classification 
71-1 Mr. George LaRocca o None· D Restricted 
4. Company/Product (Name) PM' 13 
0.5% Permethrin Aerosol Spray 

5. Namll and Addre8. of Applicant (!neludB ZIP Code/ 6. Expedited Review. In accordance with FIFRA Section 3(c)(3) 

L. Perrigo Company IbJli), my product is similar or i~"ii1composition and labeling 

515 Eastern Avenue to: . CAnON 
Alleqan, MI 49010 g EPA Reg. No. 

iWV 72uUI o ChBCk if this is 11 nflw IIddrBSS Product Name 

Section - II 

D Amendment - Explain balow. D Final printed labals in responee to 
Agency lattar datlld 

D Rllsubmission In responsll to Agency letter dated D ·Ma Too· Application. 

0 Notification - Explain billow. D Other - Explain balow. 

Explanation: Use additional pagels) if necessary. (For section I and Section II.) 
consistent with the provisions Notification of Minor Labeling Change: This notification is 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. I understand that it is a violation of 18 U.S.C. 
Sec. 1001 to willfully make any false statement to EPA. I further understand that if this notification 
is not consistent with the terms of PR Notice 98-10 and 40 CFR 152.46, this product may be in violation 
of FIFRA and I may be subject to enforcement action and penalties under s.ections 12 and 14 of FIFRA. 

Section - III 
,. Material This Product Will Be Pllckaged In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container 

~YII •• ~Ye. ~ 
Yes ~~'. X No X No 

Plestic 
No Glass 

• Certification must 
If ·Yes· No. per " ·Yes· No. per Paper 
Unit Packaging wgt. container Package wgt container Other (Specify) 

bs submitted 
I 

3. Locetion of ,Ne! Contllnt. Information 4. Size(s) Retail Container 5. Location of Label Directions 

f8] o Container 50z(142g) E:3 On Label 
Label On labeling accompanying product 

6. Manner in Which Labal iB Affixed to Product EjUthOgraPh 0 Other 
Paper Pe'ued 
Stenei ad 

Section - IV 
1. Contact Point ICompJBtB ilBms dirBctly bBiow for idBnlificstion of individulll to bB conlBclBd, if n8cBsssry, to prOCBSS this .pplic8tion.) 

Name Title ,I Telephone ~o.;(lrililude Arell Code) 
Brian Anson Reg. Affairs Project Mgr. 269673 1375 <" 

" '." , 

Certification 6. Dete Applicetion 

I certify thBt the statoments I have made on this form and all attachmants theroto Brll true, accurate and COn:OPII,hi. ' 'R'eceived 

I ecknowilldgll thet any knowingly fslslI or miaillading statement may be punishablll by fine or imprisorvnent or , ,(~~amped) 
both undllr applicablll !,~. -

2.s~~net~ ,£ 3. Titlll 
\.·l,· .. · .. 

Regulatory Affairs Project Manager (. 

'-

'. , c' 

4. Typed Name 5. Date 
, 

~. : , 
Brian Anson Sep 9, 2008 

. . 
EPA Form 8570-1 'Rev. 8-94) PrllVlOUS edition. erll obsoletll . WhIt. - EPA ~ Copy (original/ Vellow - Appllcarn Copy 



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 registration 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 resolve 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 notification acceptability by returning the enclosed 
postcard. If you have any questions, please do not hesitate to contact me directly at 
(269) 673-1375. 

Sincerely, 

'\--3 ./J 

~ 
Brian Anson 
Regulatory Affairs Project Manager 

515 Eastern Avenue 
Allegan, Micliigan 490 I 0 
1269) 673-845 I 
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READ ENIIRHABEl 
BEfORE EACH USE 

This product ~~ Slep 3 of a three step lice control system IJWI 
includes a shampoo as Step 1 and a combing gel ,lS Step 2. 

PRECAUTIONARY STATEMENTS 
HAZAROS TO HUMANS 

CAUTION: Harmful it swnllowcd or absorbed through skin. Avoid 
Inhalation of sprtly misl. Ctluses eye irrit3tlon. Avoid contact with 
skin, eyes or clothing. Wash thoroughly with soap and water after 
handling. AvOid conlaminahon 01 feed and looosluffs. 

PHYSICAL OR CHEMICAL HAZAROS 
Contents under pressure. Do not use or Slore near heat or open 
flams. Do not puncture or incinerate container. Exposure to 
temperatures above 1 :30'JF {54°q may cause bursting 

Gall a Poison Control Center or doctor immediately tor treatment FIRST AIO '-1 
advice. HelVe product r.ontain~r or label with you when calling [j i 
Poison Controf Cenler or doctor or gOing lortrcatmcnt. ' 

II • Immediately call a Poison Control Center 
swallowed: or doctor. 

• Do not induce vomiting unless told to do so 
by a Poison Conlrol Gcnler or doclor. 

• Do not give any liquid to the person. 
• Do not give anything by mouth to an 

unconscIous person. 

II in eyes: • Hold eye open and rinse slowly and gently 
with water for 15-20 minutes. 

• Remove contact lenses, jf present, aher the 
first 5 minutes, then continue rinsing aye. 

II inhaled: • Move person to fresh air. 
• If person is not breathing, call911 or an 

ambulance, then give artificial respiration, 
preferably by mouth-ta-mouth, if possiblp.. 

If on skin • Take off contaminated c!otl1ing. 
or clothing: • Rinse skin immediately with plenty of water 

lor 15-20 minules. 

NmE TO PHYSICIAN 
Contains petroleum distillate - vomiting may Cause 
<Ispiration pneumoma. 

--

EPA Reg. Nn.71-1 
EPA Esl. No. See Bottom or Top of Gan 
DOT 2P 

DIRECTIONS FOR USE 
It is (l violation of Fedflr8i law to use til is product in a manner 
mconsisterlt with its labeling. Remove pets and birds and Gover 
iish aqu.11 ia beiore space sprnytng or surface applicalJons. 
This product is not for use on humans. If lice infestation occurs 
on human8, use a proDuct labeled for use on humnn:). Vaci1te room 
(liter treatment and venUlrlte before reoccupying. Do not allow 
chilDren or pets to contact treated areas until suriaces are dry. 

SHAKE WEll BEFORE USING 
Remove protective cap. Hold container upright ilnd spray from a 
drstance of 3-1 a inches. IndividualS with asthma or severe 
allergies should consult Iheir doclor before using Ihis product and 
I1Me sameone else apply tllis product. 
To kill lice and louse eggs: Spray in an inconspicuous area to 
test for possible Sl\linmg 01 dlscolomtilln.lnspect ngain after 
drying, then proceed to spray entire al8a to be treated. Hold 
container upright with (JOlzle away from YOl1. Depress valve ,md 
spray from a distance of 8 to 10 inches. Spray each square foot 
for three seconds. Spray to the point of dampness but not run-off. 
Spray only those articles and parts 01 bedding including mattresses 
anD furniture. that cannot be eIther I(lundered or dry-cleaned. Do 
not use on pillowcases, slleels or clothing. Allow all sprayed 
articles to dry thoroughly before each use. 

STORAGE ANO DISPOSAL 
Storage: Store in 3 cool, dry mea away from Children and pets 
and away from heat, sparks and open flame. Do not transport 
or store below 32'F (O'C\. 
Container disposaJ: Do Not Puncture or Incinerate. 
If empty: Place in trash or offer for I eeyeling it available. 
II partly filled: Call yaur local solid waste agency or 
l-BOO-CLEANUP for disposal inslruClions. Never place unused 
product down any indoor or outdoor drain. 

NOTICE: Purchaser assumes all responsibility lor salety and 
use not in accordance with directions. 

OISTRIBU1W BY 
L. Perrigo Co. 

51 5 Ea~"tenJ Avenue 
Allogan, MI49010 
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