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Plellse read instructions en rev~rse bJoTtt comoletinq form. Form ADorovod. OMB No. 2070-0060. Aoorov81 eXajr<'JS 2-28-95 

United States OP? Identifier Number 

&EPA Environmental Protection Agency 
Washington, DC 20460 215818 

Application for Pesticide· Section I 
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification' 

6148...:n -- .. -"-~ Mr. Richard _Ke:\.~w.:j,n ._ .... 
4. Company/Product (Name) 

Copper tone Sun & Bug Block 

5. Name and Address of Applicant {Include ZIP Code} 

Schering-Plough HealthCare Products 
3030 Jackson Avenue 
Memphis, Tennessee --38151 

o Check. if this ~s 8 new BC{"-r:t!S~ __ 

o Amendment - Explain below. 

. 
-'1 

- . 

PM# 
10 

6. Expedited Reveiw. In accordance with FIFRA Section 3(c)(3) 
(b)(i), my product is similar or identical in composition and labeling 
to: 
EPA Reg. No. ________ .~-=.= .. -_.~~~.~-~_-~.~-~-~-~~.~-~-"~,-~, 

Product Name 

Section - " 

o Resubmission in response to Agency letter dated __ -_-_-~. __ _ 

~ Notification - Explain below. 

Explanation: Use additional pagers) if necessary. (For section I and Section n.) 

Notification of alternate name (brand name) and Label text chang.esper PR Notice 95-2. The 
continuation sheet for required PR Notice 95-2 statement .. 

Section - '" 
1. Materhll This Product Will ~ ~.a~aged.ln: 

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

DVe. 
DNo 

* Certification must 
be submitted 

If "Yes" 
Unit Packaging wgt. 

No. per 
container 

o Vos o No 

If "Yes" 
Package wgt 

No. per 
container ~

--~::~c --
Paper 
Other (Specify) ________ 1 

3. location of Net Contents Information 

o label . 0 COl1tainer 

6. Manner in Which Label is Affixed to Product 

4. Size(s) Retail Container 

§ UthograPh 
Paper glued 
Stenciled 

I 

Section· IV 

5. Location of Label Directions 

Er-
-- - . ----_. - . ---. 

;'. _,.' .......... .!:~-------l 
(Comp/ete. items d?rfJct~y pelow for idpnt(fic~t£~n of indLvJs!!{.fJ1 ,t~:!!f!_c~--S-f?-tj~.i[ n?p,e~J~fYr tP,'pf?£f!.s~, ~I?js, ~pp.J~~a.tic:!J./~. -"'~'!U. __ :-"',' 1. Contact Point 

Name Title Telephone rJ'o, Ilt1flLde Aree Code) 

Doreen Frank Manager- Regu,~,,:tolCY,~f~~~~~,;.. ,9(,~-604:":1!i55 .. __ .... 

Certification "( '( -,' 
I certify that the statements I have made on this form and all attachments thereto are truEl, accurate and compJ'9t e. 
I acknowledge that any knowlinglly false: or misleading statement may be punishable by fine or imprisonment I)r 

both under ~PJ~~icable la_w. ~"':-:- " -"':-;-7.'-

2.Si9~ 

IlYiJl 
4, Typed ~7me 

Joseph D. Clark, Ph.D. 

3. Titre 

Vice President-Regualtory Affairs 

5. Date 

10/7 /96 

. . 
6~ p!'l~eC'Application 

Rec~ived 

!5tamped) 

, 
" • • , 

'--to ... 

& iIo"':' . • . 
" • 

EPA Form 8570~1 (Rev. 3-94) PreVIous editions are obsolete. - White - EPA File Copy (o"riglnal1 Yellow - Applicant Copy 

----------------------------~~~~~--



Continuation Sheet - OPP Identifier Number 215818 

Section II 

This notification is consistent with the provisions ofPRNotice 95-2 and EPA .. 
regulations at 40 CFR 152.46, and no other ch3.nges 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. i001 to will.fully 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 CFR 152.46, this product 
may be in violation of FIFRA and I may be subject to enforcement action and 
penalties under sections 12 and 14 of FIFRA. 
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Front Panel 
Label Text Changes - 1017/96 

Alternate Name: 

COPPERTONE ® BUG & SUN 
Sunscreen with Insect Repellent 

ADULT FORMULA 

COPPERTONE® BUG &SUN 
BLOCK 

Sunscreen with Insect Repellent 

ADULT FORMULA 

Waterproof SPF 15 

ACTIVE INGREDIENTS: 

INERT INGREDIENTS: 

N,N-diethyl-m-toluamide 
Other Isomers 

9.5% 
. O.~:y" 
90.0% 

-------~.,.-.--.. -. = -- --~---

TOTAL 100.0% 

KEEP OUT OF REACH OF CHILDREN 
. (, (' 

CAUTION: See additional precautionary statements on back p~1]el 

4 fI oz (118 mL) 
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Back Pane! 
Label Text Changes 1017196 

Coppertone@ Bug & Sun Sunscreen with Insect RepelIent ADULT Formula 

Coppertone@ Bug & Sun Block Sunscreen with Insect RepelIent ADULT Formula 

MuSk()l®'B!{g~ &S~ J3l~ek; SunscriclI with Jp~ect ~epe!lent ADjJJ. T }!'(lr!!L1!la ~~~~ 
offers convement dual protectIOn In one bottle, for total outdoor sJ<:1l1J)rot~tlOn This 
WATERPROOF SPF 15 sunscreen protects from harmful UV A and UVB rays whIle It also 
repels mosqUltos, gnats, deer flIes, stable flies, and black flIes on exposed skIn surfaces Thls 
pleasantly fragranced, PABA free, NON-GREASY lotIOn also MOISTURIZES dry skIn With 
soothmg Aloe Vera Regular use may help reduce the chance of long term sun damage such as 
premature agIng, wnnklIng, and skIn cancer 

DIRECTIONS FOR USE It IS a vIOlatIOn offederallaw to use thiS product In a mailller 
Inconsistent With ItS labelIng Read alI directIOns before usmg thiS product. Shake well Apply 
evenly before exposure to sun and msects Reappl) after prolonged sWimmIng or e,ceSSlve 
perspiratIOn Use Just enough product to cover exposed skIn Do not use Ullder clothmg Frequent 
reapplIcatIOn and saturation IS Ullllecessary for effectIVeness If you suspect that you or your child IS 
reacting to thiS product \\ash treated slun and call) our local POlson Control Center If you go to the 
doctor, take thiS repellent Wlili you Do not apply to eyes and mouth, and do not apply to the hands 
of young children Wipe palms after applymg AVOid overexposure After returmng mdoors, wash 
treated skm With soap and water Consult a phYSICian before use on chIldren under 6 months of age 

PRECAUTIONARY STATEMENTS: HAZARD TO HUMANS - CAUTION' Harmful If 
swallowed Do not apply over cuts, wounds, or Irntated skm AVOId contact With eyes and lIps 
Causes moderate eye IrntatlOn Use of thiS product may cause skm reactIOns m rare cases AVOId 
contact Wlth plastIC and fabnc such as acetate, rayon and Dynel May damage some plastics, 
furniture fimshes, pamted surfaces, and lmoleum Will not dan13ge nylon, cotton, Vlool, or 
polyester 

STATEMENT OF PRACTICAL TREATMENT' Ifm eyes - flush With plenty of water Call a 
phYSICian If Irntatlon persists If on skm - may cause skIn reactIOns m rare cases If so wash With 
soap and water Get medical attentIOn If IrntatlOn persists If swalIowed - call a phYSICian or 
POlson Control Center Immediately 

DISPOSAL Do not reuse empt) contamer, wrap contaIner and put In trash 

- -
ACTIVE SUNSCREEN INGREDIENTS Ethylhexyl p Methoxycmn'l.!l1~Li", Oxybenzone,2-
Ethylhexyl SalIcylate, Homosalate 

EPA Reg No 6148 II 
EPA Est No 066804 FL 001 

• •• • • • 
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Back Label-Cont!Pued 
Label Text Changes 1017196 

Copynght © 1996 DIstnbuted by Schenng Plough HealthCare Products, Inc MemphIS TN 38 \) 1 
USA All nghts reserved 

Made ill USA 
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