
i',4{ 10 
Pletlsll' read lnstruetiofJ$ on revenre before- comP/etinq form. ~.,. .. '- Form ADoroved. OMS No. 2070-0060. 

f7. I/~ 
AI2!!toval "_xPireg 05-31-98 

244614 
, aEPA . Env. iro~m.~.'~i~t~::i;~'iio~)Jrg~ln.rt ?-),7:J::G? q ~:;:!~~:~~ 

O~:" 'c._" "c,Washongton,.DC2Q460 , ' ,- ,. t!jOther ' 

OPP Id"ntifier Number 

. 

c,'," ",,', "c' ,- 'Application for Pesticide - Section I 
1. Company/product Number 

6148-11 

. 

2. EPA Product Manager 

,Mr. Richard Keigwin 

-.' , .. ' - , 

3. Proposed Cla.ssification, 

4. CompanyiProduct (N'Jroe). 
CoppertOi:J.e~ Sun and Bug"Block ~ -, , , .~: '., 

PM' '. 
~ None . ~ D Restricted·, 

~O " ,-" .. . ". ~,,' 

5. Name and Address of Applicant (Include ZIP Cods) 6. &pedited Review. In accordance with FIFRA Section 3(c)(3) 
(b)(i), my produ,ct is similar o(identical in composition and labeling 

Schering-Plough HealthCare Products 
3030 Jackson Avenue 
MejPlis. TN 38151 

Check if this is a new address 

to: - I ·:)h·~ 0:< :,' •• "'-i,!"') , 

EPA Reg. No: _______________ _ 

Product Name 

Section -II 

Amendment - .I:x!>iain below. 0 "c' 0 
Resubmission in response'to Agency letter dated --' -' '-"--"-' --" 0 

Final printed labels in response to /1/'{) 
Agancy letter dated_ . ", ," -J,jr" " -
"Me-Too" Application: ,,, ." "}tIC,,, ' 

J0;~- ~170N 
D Notification - Explain below. 

. " ' , .,~ lOn,' ,'. 
Other - Explain below. 

Explanation: (ise additional pagels) if necessary: (For section'l 'a;id Section II.) 
CORRECTION TO OPP IDENTIFIER 244613 for the NOTIFICATION of Alternate, Brand Name and 
Label Text Changes per PR Notice 95-2. 
The continuation sheet for required PR Notice 95-2 statement. 

Section - III . 

1. Material This Product Will Be Packaged In: 
-

Child-Resistant Packaging o Ves· 

Unit Packaging 

BV" .. 

Water Soluble Packaging 

o Ves 

2. Type of Container 

" ~~::~c DNo No D No 

.. . }tjfication must 
be submitted 

If "Ves" No. per If "'Yes· 
Packaga wgt Unit Packaging wgt. container 

3. Location of Net Contents Information 

o Label 0 Container 

6. Manner in Which Label is Affixed to Product 

4. Size(s) Retail Container 

§ Lithograph 
Paper glued 
Stenciled 

I 

Section -IV 

No. per 
container 

. 

Glass 
Paper " 
Other (Specify) ______ _ 

5. Location of label Directions 

E3 On label 
On Labeling accompanying product 

o Other ______________ _ 

1 . Contact Point (Complet9 it9tnS dir9ctiy b910w for id8ntification of individual to be contacted, if n8csssary, to process this application.) 

Name Title 
Doreen Frank Manager 

T .. lephono No. (Include Area Code) 
908-604-1655, -:<:1 

Certification .. ;-,., " 

I certify thet the statements I have made on this form and all attachments thereto are true, accurate and complete. 
I acknowledg .. that any knowingly fals .. or misleading statament may be punishabl .. by, fine or imprisonment or • 
both under applicable law. 

6. D.tlS ApplicatiQi . 
Received 0 

~tamp~, 
t...J ....... 

2. Signa~~,rJ.I-_ 'h /IV / 3. Title 0 sg 
'-ff-f'{J C ~ ,., Vice President, Regulatory Affairs' 5! ';,~"-

~----~~~~--~-----------------+------------------------~~--~·-;I '.. -~ 

4.~~~:D:_,:l:':'~:"'~: _,_~_.. "!12;:i/??,. .._.___. ~ o~:S:" '.' 
EPA Form 8570-1 [Rev .. S.94) PrtlVlol;ls editions ere obsolote. WhIte - EPA Flle Copy loriglnall Yellow - Applicant, Copy 
~---.;...;.;.;;.;.;.;.~=:;;;;;;;;;:;;;=:::::=::::::=:====::::::::::::--:::::-. , =,.c=·'''·':'0=-:::'':~=--'=-;;7.-=-='_:::;'''=-~'~'':'-,_,-",-,_ ~~.:;..' , ..... ,. 



) 

Continuation Sheet - OPP Identifier Number 244614 

Section n 

This notification is consistent with the provisions ofPR Notice 95-2 and EPA 
regulations at 40 CPR 152.46, .and no other changes· have been made to the 
labeling or the confidential statemen.t 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 95-2 and 40 CPR 152.46, this product 
may be in violation of PIFRA and I may be subject to enforcement action 
and penalties under sections 12 and 14ofPIFRA. 



FronCPanel 
Label Text Changes - 5/29/96 

B&1IUIlIBI 
COPPERTONE® SUN AND BUG BLOCK 

Water resistant iii_fiT SPF 15 81;1Bbloek 

ACTIVE INGRED:IEN'ffl:.lI; 
;.:.."-: - «<:>; 
N ,N-diethyI-;m-toluamide 
Other Isomers . 

INERT INGREDIENTS: 

9.5% 
0.5% 
90.0% 

KEEP OUT OF REACH OF CHILDREN 

CAUTION: 

4 fl oz (118 mL) 

GP604ISy 



Back Label 
Label Text Changes - 5/29/96 . 

Back Label 

l_i&.t~i&1iil:!::\~~~~!f~,!~eet!~!~!!!! 
two hours against mosquitoes, gnats, and flies black and deer 
as it from the sun .. 

use may term sun damage such as premature aging, 
wrinkling, and skin cancer. 

DIRECTIONS FOR USE: It is a violation of federal law to use this product in a manner 
inconsistent with its labeling. Read all directions before using this product. Shake well. 
Apply evenly before exposure to sun 'and insects. Reapply after prolonged swimming or 
excessive perspiration. Use just enough product to cover exposed skin. Do not use under 
clothing. Frequentreapplication and saturation is unnecessary for effectiveness. If you 
suspect that you or your child is reacting to this product, wash treated skin and call your 
local Poison Control Center. If your go to the doctor, take this repellent with you. Do not 
apply to eyes and mouth, and do not apply to the hands of young children. Wipe palms 
after applying. Avoid overexposure. After returning indoors, wash treated skin with soap 
and water. Consul~~ physician before use on children under 6 months of age. 

PRECAUTIONARY STATEMENTS: ft&-Z~"Q~~\f.~LCAUTION: Harmful *~,,§~:~;;:Y.,"§z§:::lf~;......,..~~-=-~~~~:;,;~ 
is swallowed. Do not apply over cuts, wounds, or irritated skin. A void contact with eyes 
and lips. Causes moderate eye irritation. Use of this product may cause skin reactions in 
rare cases. Avoid contact with plastic and fabric such as acetate, rayon and dynel. May 
damage some plastics, furniture finishes, painted surfaces, and linoleum. Will not damage 
nylon, cotton, wool, or polyester. ' 

STATEMENT OF PRACTICAL TREATMENT: Hin eyes- flush with plenty of water. 
Call a physician if irritation persists. If on skin- May cause skin reactions in rare cases. 
If so wash with soap and water. Get medical attention if irritation persists. OC~i1;~ll~n'.l¥ 
fBiih!i81,\I)1:9JI1lfJJ!pl~im;.~fJ%.B~~Kill,i!!jflll 00 = .. ,. .c_. 00,.0 

Disposal: Do not reuse empty container, wrap container and put in trash. 

GP60415y 
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Back Label-Continued 
Label Text Changes - 5/29/96 

ACTIVE SUNSCREEN INGREDIENTS: Ethylbexyl p-Methoxycinnamate, 
Oxybenzone, 2-Ethylbexyl Salicylate, Homosalate. 
OTHER INGREDJB.W8: 'Water, sorbitan oleate, sorbitol, glyeeryl stearate SE, sorbitan 
steamte, stearic acid, hydrogeflated vegetable oil, octadccCfle/Ml. copolymer, 
triethanolamine,benzyl aleohol, fmgranee, dimcthieOfl~, 'methylparaben, imid82oUdiR-yl urea, 
prop)'lparabCfl, tooopherol (·litamin E), alae extmet, jejoba oil, acrylates/ClO 3 alkyl 
acrylate erosspolymer, disodium BD11\. 

EPA Reg. No. 6148-11 
EPA Est. No. 066804-FL-001 

.Copyrighto 1996 Schering-Plough Hea1thCare Products, Inc" Memphis, TN 38151, USA. 
All rights reserved. 

Made in USA 

GP60415y 
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