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NOTIFICATION OF LABELING STATENENT CHANGES PER PR NOTICE 95~2 I (y\ 7 

Aporovol "xoir~;l5-31-98 . 

&EPA 

. . 

United States 

Environmental Protection Agency 
Washington, DC '-0460 

Form Approved. OMB No. 2070-0060 • 

..~. Regis.tration 
Amendment 

x Other 

Application for Pesticide - Section I '.. .. 

OPP Identifier Number 

250111 

1. Company/Product Numbe. 
Primavera Laboratories, Inc. I 65233-6 

2. EPA P.oduct Manag"r 
John Tice 

3. Proposed Classification ... 
.. 

4. CompanylProduct (Name) . ", SPF 30' PM' .. 
.,. o None D Rostricted 

Bath & Body' Works Outdoors 3· in '1 Suncare· . 90 

5. Name and Addrass of Applicant (Include ZIP Code' '. 

Primavera Laboratories, Inc. 
" ".".:.' 6. Expedited Review. In accordance with FIFRASection 3(c)(3) 

(b)(il, my prod,uct is similar or identical in composition and labeling 
99 Biltmore Ave., Suite 254 to: .3-:-· ~ ';'.'., ,!.o,r .,. ~'UI"',_i"~.' ". ''',''If''''' .~, ~: 

Rye, NY 10580-1891 EPA Reg. No. 65233-6 " 

, D Check if this is B nl/lw addrsss . Product Name TRE~' SPF"}O' "",,,., 
'..t' ,~." •• 

•• \ Seetion - II ' . .... '" :. 

D Am';ndmant-·Explainb~io'N. """,'.'. ..;" D l'in'" printod labals in response' to" 
Agency letter deted o Resubmission in response to Agency I~tte~ dated'" ',' '.' . D "Me Too· Application> 

!-=1=x=';;;I_N_,0_ti_'fi_c&_ti_On_-_E_x_p_18_in_bo_,_O_W_. _______ ._, __ ....;. ____ ....;._I_,;.I_Ot_h_ .. _r_-_E_x_p_la_i.n_b_81_0_W_. __ . ______ , ,,-

Explanation: Us .. ~ditional pagels) if nocessary. (For section I and Section II.) 

LABELING CHANGES: Miscellaneous Labeling Statement cIiQnt'~!!Ptt tac hed 

APR 1 8' 1996 
BP(D 

! .}"J .,~'C,) 

~ ., 

1. Material This Product Will Be Packaged In: 

Child-Resistant Packaging 

DVes-

121 No 

* Certification PlU$t 
be submitted - .... 

Unit Packaging 

~Yes 
DNO 

If "Yes· 
Unit Packaging wgt. 
4 fluid oz. 

3. Location of Net Contents Information 

G1 Label.. 0 Contsinor 

6, Manner in Which Label is Affixed to Product 
. .. 

No. per 
container. ' 

1 

Section - III 

Water Soluble Packaging 

D Ves 

o No 

If ·Yes" 
Package wgt 

No. per 
container· 

, 'J' ) " 
> 

2. Type of Containe, 

§~:~c 
Glass '. 
Pope. ' 
Other (SP"~lfYI __ "" _____ 1 

4. Size!s) Retail Container H 4 95" x 5. Location of Label Directions 
W-2.2S"·x TH-1.4T" top-.90" ETI On Label 
bottom (tapered) c:::J On Lebeling accompanying product 

r-- Uthograph r-- Paper glued 
Stenciled 

Section -IV 

~ Other Pressure sensitive adb.5"si_ve 
Clear, plastic label 

1. Contact Point (COmp/tltB itllms directly below fOl identification of individual to bs contacted, if nSCBssary. to procsss this application., 

Name 

}latthew R. Schneider 
TItle 

Allt.bor,ized Representative 
Telephone No. (Include Area Code) 

202-965-7880 

Certification 
I cortify that the statements I have mad" on this foml and sU attachments thereto are true, accurate and complote. 
I acknowledgo that any knowingly false 'If misleading statoment may be punishable by fin" or imprisonment or 
both under applicable lew. 

3. TItia 

Authorized Representative 
" 

4. Typed Name 5. Date 

Hatthew R. Schneider April 3, 1996 

.. ' . .... " .. .' , , 

EPA Form 8570-1 fRey. 8-941 P.elllous editions ara obsolet"_ Whit. - EPA FlIoo Copy (orl\llnall 

6. Date Application 
Received 

(Stamped) 

, 

y.now - Applicant Copy 

~, 



PRIMAVERA LABORATORIES EPA REG. NO. 65233 

LABEL CHANGES FOR 

BATH & BODY WORKS OUTDOORS 3 in 1 SUNCARE SPF 30 

{As compared to attached EPA stamped label dated May 11, 1994} 

FRONT LABEL 

1. Brand Name: "Bath & Body Works Outdoors" substituted for "TREO$". 

2. Product Name: "3 in 1 Suncare SPF 30" substituted for "3-Way Oll.t~()Or 
Protection SPF 30". ' . , , 

3. Sunsereen Description: "Paba Free Waterproof Sunscreen" substituted,for 
"Paba Free Sunscreen". ' ..... 

4. Insects Repelled: "Mosquito, Deer Tick & Flea Repellent" substitute!=l f~r, 
"Mosquito, Flea & Deer Tick Repellent". 

5. Moisturizer Type: "Light Moisturizer" substituted for "Soothing 

6. 

7. 

8. 

Moisturizer" . 

Percentage of Ingredients: Decimals aligned. 

Signal: 

Quantity: 

"KEEP OUT OF THE REACH OF CHILDREN" placed over 
"CAUTION". No colon after "CAUTION". 

"4 FL.OZ./118mle" substituted for "4 FL. OZ (118 mil". 

-

• ,> . . 



BACK LABEL Page 2 

9. Product Description: 

"Bath & Body Works Outdoors 3 in 1 Suncare 
• A PABA free, waterproof sunscreen that retains its degree of protection for at 
least 80 minutes in the water. It offers full-spectrum protection against both UV A 
and UVB rays and their skin damaging effects. Regular use may reduce the risks of 
skin cancer, premature aging and wrinkling due to prolonged sun exposure. 
• An insect repellent effective against mosquitoes, deer ticks and fleas. 
• A moisturizer that helps protect the skin against drying, peeling and cracking." 

substituted for entire Product Description. 

1 O. Directions: "Bath & Body Works Outdoors" substituted for each occurrence 
of "TREO·". 

11 . Disposal Statement: "DISPOSAL: DO NOT REUSE EMPTY CONTAjl':lfER. 
PUT IN TRASH." added. 

12. Other Ingredients: Isostearyl alcohol, Propylene Glycol, Carbomer, 
Triethanolamine, Diazolidinyl urea, BHT added; Cetyl' 
alcohol, Steapyrium chloride, Glyceryl monostearetc, ' 
Imidazolidinyl urea, BHA subtracted. 

13. Regulatory Information: "EPA Reg. No. 65233-6-69773" substituted for 

14. Manufacturing Data: 

"EPA Reg. No. 65233" 

"EPA Est. No. 12483-NY-002" substituted 
for "059368-SC-001". 

"US Pat. No. 5,227,406" added. 

"CREATED IN THE HEARTLAND 
Manufactured for Bath & Body Works 
97 West Main Street 
New Albany, OH 43054 

USA" 
substituted for "Primavera Laboratories, Inc. n. 

"".",) , ,.J ," 

~ . 



LABEL CHANGES - SPF 30 

This notification is consistent with the provisions of PR 
Notice 95-2 and EPA regulations at 40 CFR 152.46, 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 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. 

t{ 11 1 
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Page 3 
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, ) \,- '_~- cri1F 30 ! 
I \-- \}g:,- -. \ 

I ) Paba Free 
i I Waterproof Sunscreen 
I j • 

1 M , D T' k . 1 OSqUlto, eer Ie 

i & Flea Repellent 

! Light M:isturizer I 
\ ~ACTIVE INGREDIENT,' KEEP OUT Of REACH) I 
\ 

OiL Of CITRONELLA 05% OF CHILDREN I 
INERT INGREDIENTS: 99.95% CAUTION / I \ 'INSECT REPELLENT 

\~~~~ 
~ 

, '. 

/~o~", Outdoors ~ 
3 IN 1 SUNCARE " 

/
' • A PABA hee, waterproof sunscreen \ 

, that retains its degree of protection for at \ 
/ least 80 minutes in the waler. It oliers fuli- \ 

(

spectrum protection against both UVA and UVB 1 
rays and their slim damaging effects, Regular use may 
reduce the risks of skin cancer, premature aging and 

.\ wlin~ling due \0 prolonged sun exposure, 
• An insect repellent effective against mosquitoes, 

I deer ticks and fleas. ' 
, • A moisturizer that helps protect the skin against I 

drying, peeling and crackmg. , 
OlREClIONS: hisavioiationofFOOemllawtousetlliSproductina i 
mannerinconsistent'llilhi\$labelin~, ~pl'f Bath (, BOOyWorks I 
Outdoors liberally and evenly before exposure to sun or mos- I 
quitoes, deer tiCKS and fleas. Reapply afierSO mmutes in the 
water, excessiVe pefSlliration, or prolonged actiVity. For longer 
lasting mosquito protection, apply a heavier iOitial dose of 
Bath & BodyWor'l.s Ou\doors toexposooskin, Reapply 'linen 
effecllveness diminishes. For continued !lea and deer tiCK 
protection, reapply frequently to maintain repellency. 
DlSI'OSAI.: 00 1101 RaISE EMPIY COHTAIIIER, I'\lT II TRAS/I, 
CAUTION: FOR EXTERNAL USE ONLY. AVOID CONTACT 
WITH EYES, DISCONTINUE USE IF IRRITATION OR RASH 
~PEAIIS, USE OK CHILIlREK UNDER 6 MONTIIS Of AGE 

• ONLY WITH ADVICE OF PHYSICIAN, ' 
" ACTIVE SUNSCREEN INGREDIENTS: OCTOCRYlENE, OCTYL 

METHOXYCI~NMA~TE, OX~BENZONE, OeTYl SAL!CYLATE, 

I 
OTHER INGREDIENTS:WATER. GLYCERIN, OCTYlPALMITATE, 
P\lPIEICOSENE COPOLYMER. STEARtC ACID, IJEA-t8'iL PHOS- I I PHATE, ISOSTEMlYLALCOHOL, OIMETHtCONE.PROPYLENE 

\ 

GLYCOL CAR8OMER. ffiIETlWiOlAMINE, OIAZOLIOINYL UREA, ) 
METHYlP~.AIlEN, PllOP'll.PARABEN SHi, FRAGRANCE. . 

EPA REG. NO. ~9713 EPA EST NO 12483-NY-002 
\ US PAl NO. 5,227,406 ! 

\; 

CREATED IN THE HEARTLAND /. 
Manufactured jor Bath. & Body Works / 

97 West Main Street / 
, New Alban'6's9["o 43054 / 

'''~ 



3-WAY OUTDOOR 
PROTECTION 

PABA FREE 
SUNSCREEN 

MOSQUITO. FLEA & 
DEER TICK REPELLENT 

SOOTHING 
MOISTURIZER 

ACTIVE INGREDIENT*: 
OIL OF CITRONELLA .05% 

INERT INGREDIENTS* 99.95% 

*Insect Repellent 

CAUTION: 
KEEP OUT OF REACH OF CHILDREN 

SPF 30 

-+ FI.. OZ. (118 ml) 

FRONT LABEL 

ACCiPl'KD 
wr.Ia comfEl'lTS 

k £PA r.-. IMIeoI 

it MAY 1994 



BACK LABEL 

PLEASANT HERBAL SCENT 

TREO" Lotion is waterproof. It retains its degree of sunscreen protection for at least 80 minutes 

in the water. TREO" provides full-spectrum protection from the damaging effects of both UV A 

and UVB rays. TREO~ is effective against fleas, mosquit()es and deer ticks. Protection from 

peeling, drying and cracking skin. TREO" is non~omedogenic. It moisturizes dry skin and 

helps prolong your tan. The liberal and regular use over the years of $is product may also help 

reduce the chance of premature aging and Wrinkling caused by exposure to Ihe sun. 

DIRECTIONS: It is a violation of Federal law to use this product in a manner inconsistent with 

its labeling. Apply TREO® liberally and evenly before exposure to sun or mosquitoes, deer ticks 

and fleas. Reapply after 80 minutes in the water, excessive perspiration or prolonged activity. 

For longer lasting mosquito protection apply a heavier initial dose of TREO" to exposut .. kin. 

Reapply when effectiveness diminishes. For continued flea and deer tick protection,reapply 

frequently to maintain repeUency. : . , .: , 

CAUTION: For external use only. Avoid contact with eyes. Discontinue use if irritation or 

rash appears. Use on children under 6 months of age only with the advice of a physic'l'n. 

ACTIVE SUNSCREEN INGREDIENT: OCTOCRYLENE, 0~7vL 

METHOXYCINNAMATE, OCTYL SAUCYLATE, BENZOPHENONE-3 

OTHER INGREDIENTS: Water, Glycerin, Octyl Palmitate, PVP/Eicosene Copolymer, Stearic 

Add,- DEA-Cetyl Phosphate, Cetyl Alcohol. Steapyrium Chloride, Glyceryl Monostearate, 

Dimethicone, Imidazolidinyl Urea, Methylparaben. Propylparaben, Fragrance, BHA. 

EPA Reg. No. 65233-

EPA Est. No. 059368-SC-OOl 

Primavera Laboratories, Inc. 

Nev .. ' York, New York 10019 
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