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NOTIFICATION. 'F Lll.BELING STA'n:l;[ENT CHP .. NGES PER PR NOTICE 95-2 Ii 7 

Ple.~. rtJ.d instroctiotJ!l 0" reverse before comoletlfKI form. . . . ' .. ' • 'c-.,'_, Form p.l>proved • OMB No. 2070-0060 • Approval ~rlls Q§:31-98 

." United States Id R~9Istmt'on OPP Identifier Number 

&EPA . " ". ','-"", 

Environmental Protection Agency Amendment 250108 . 
Washington. DC 20';60 x' Other' , , . 

. ; Application for Pesticide - Section I " . , ". ' .. ..' .. 
1 . Company/Product Number 2.'EPA I'roduct Man"ager 3. Proposed Classification 

Primavera Laboratories, Inc. ! 65233-4 John Tice 
~None [J~~s,tpct~ 4. Company/Product (Name)' : '.'. ", SPF' 8 , 

PM'. .", " 

Bath & Body Works Ot'ttdoors3 itr 1 Sun'care ,.- . , 90 " " 
.. 

5. Name and Address of Applicant (lnclwI! ZIP"Cod,,1. , , 6 .. Expedited Review.';!n accordance with FIFRASection 31cll31 
Primavera Laboratories, Inc. (bHiI. my protluct is similar or identical in composition and labeling 
99 Biltmore Ave. , Suite 254 to: -·.' .. 2 .. t, ;"'~I':i ;0'1:: 'r '. . , '.' .- .. .,.,} 0 '. '-..: ~.~ 'i ')-1 

Rye, NY 10580-1891 EPA Reg. No. 
65233_4 

o Ch"ck if this is II n"w addrlJSS' TREO®'" SPF 8 
~~-. , .: ~ 

Product Name ' " ~.' "'- . 
.-''-:'' .... ,.~ 

, '.' . ' .. '.' 
, , . " Section - II .', ' ., ". ' ," , . ' .. .;; "', ." 

D Amendman't- explain below. 0' Fin':' printed labels in response to" , ;,' 

" .'.". " j.-'(".:!.~ , " , . Agency letter doted 

0 Resubmission in ,esponse to Agimc'y letter dated 
,., " . o "Me Too" Application." . , ;. ",' 

[i] Notification .. Explain below. D Othe' - Explain below. .. , 
: '. 

- -" 
Explanation: Use additional pagels) if necessary: (For section I and Section II.> ' . 

LABELING CHANGES: Hiscellaneous Labeling Statement Changes ( seN()m01m(}fleets) 

, rf3?'r..D 
APR 1 8'1996 

Section - III 
1. Material This Product Will Be Packaged In: 

Child· Resistant Packaging Unit Packaging Water Soluble Packaging 2. Typo of Containe, fa Yes· 6veB 51 Yes §M." X No No No 
X Plastic". 

Glass , 

* C6rlificatiQl),must 
If "Yes· No. per If ·Yes· No. per Pope, 

btl submitted .. - ., Unit Peckaging witt. container ~. Package witt container Other (Speclfyl __ , __ .... " .. ___ 

4 fluid oz. 1 I 
3. Location of Net Contents Information 4. Sizo(s) Retail Containor H-4. 95" X 5. Location 01 Label Directions 

[] o Container 
W-2.25"(TH-I.4b' top-,.90" ~ On Label ' 

Label bottom tapered . On Labeling accompanying product 
-

6, Manno, in Which Label is Affixod to Product §UthograPh IKI Other Pressure sensitive adhesive, 
Paper p,lued clear plastic label .. , , .. ' Stenci ed . .' 

Section -IV , . , 
1. Contact Point {Comp/ute items dir6ctiy b610w for identification of individual to b9 contac("d. if n"c9ssary, to prOC8SS this a,J,Jf.'oation.) , 

Name Title Telephone No. (include A,~~ Q,d~' 
Matthew R. Schneider Authorized Representative 202- 9 65~ if 2{;:O, '" ' 

) . , •• ) I' 

Certification 
) , .. ~~ 

f',[' .. t'l jl.pphcation 
) Received 

l , ,)-, 

I certify that tho statements I have made on this form and aU attachments the,eto are true.· accurate and ccmplete. . 
I acknowledge that any knowingly false or misleading ststem"nt may be punishable by fina or imprisonment or , ' );>tampedj' 
both under applicable law. 

I.>} , 

2's;7jildl~£' ~L~ 
3. Title 

., 

, , ) , 

Authorized Representative 
. , ' ' 

... ~ " 
" 
, . , 

' ... ' " 

4. Typed Narn. 5. DatB ~i~' , ' .' ,-"" 

Natth€!W R. Schneider Apr.il 3;, 1996 
. '. ' . .... 

~ , ",.':.' , ~ ,,-'-".. --" . . EPA Form 8570-1 mev. 8-94) Previous edItions are obsolete • WhIte • EPA FIle Copy lorlglnal) Veil ow .. Applicant Copy 



PRIMAVERA LABORATORIES EPA REG. NO. 65233 

lABEL CHANGES FOR 

BATH &. BODY WORKS OUTDOORS :3 in 1 SUN CARE SPF 8 

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

FRONT lABEL 

1. Brand Name: 

2. Product Name: 

"Bath & Body Works Outdoors" substituted for "TRE08
". 

"3 in 1 Suncare SPF 8" substituted for "3-Way Outdoor 
Protection SPF 8". 

3. Sunscreen Description: "Paba Free Waterproof Sunscreen" substituted for 
"Paba Free Sunscreen". 

4. Insects Repelled: "Mosquito, Deer Tick & Flea Repellent" substituted for 
"Mosquito, Flea & Deer Tick Repellent". 

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

6. 

7. 

Moisturizer" . 

Percentage of Ingredients: Decimals aligned. 

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

8. Quantity: "4 FL.OZ./118mle" substituted for "4 FL. OZ (118 ml)".. • 
~ • ,. ~ ,. r. 

. . 
~ " 1 ... _" 
iI J ~ ~ ~ • 
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BACK LABEl-SPF 8 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 CONTAINER. 
PUT IN TRASH." added. 

12. Other Ingredients: Isostearyl alcohol, Tocopheryl acetate, Propylene Glycol, 
Carbomer, Triethanolamine, Diazolidinyl urea added; Cetyl 
alcohol, Steapyrium chloride, Glyceryl monostearate, 
Imidazolidinyl urea, BUA subtracted. 

13. Regulatory Information: "EPA Reg. No. 65233-4-697773" substituted for 

14. Manufacturing Data: 

"EPA Reg. No. 65233" 

"EPA Est. No. 12483-NY -002" substituted 
for "EPA Est. No. 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:. I':' , . 

, . , .' , . , . . , , , .. , 
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LABEL CHANGES - SPF 8 

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 furthnr 
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 FI FRA. 

Page 3 
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• 
Mosquito, Deer Tick 

& Flea Repellent 
• 

Light Moisturizer 

/~/~~ 
, - £!all! & 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- \ 

( 

spectlum protection against both UVA and UVB 'I 
rays and their skin damagmg effects. Regular use may 
reduce tile risks of skin cancer, premature aging and 
wflnkling due to prolonged sun exposure . 
• An insect repellent effective against mosquitoes. , 
deer ticks and fleas. I 
• A moisturizer that helps protect the skin agamst 
drying. peehng and cracking. I 
DIRECTIONS: II is a violation of Federal ~w to use this pr(J(Juct in a I ' 
manner inconsistent with Its ~Ilaling. Apply Ba!h & B(J(JyWor'l.s I 
Outdoors liberally aM evenly belore exposure to sun or mos- I 
quitoes. deerticks and fleas. ReapplyafterBO'minules in tne : 
\\~tei. excessive perspiration, or prolonged activity, Forlonger 
lasting mosquito protectton, apply a heavier iniltal dose of 
Bath & Body Works Outdoors to exposed skin. Reapplywhen 
effectiveness diminishes, For continued flea and oeer tick 
prote<:lton, reapply Irequently to maintain repellency. . 
DISPOSAl: DO NOT REUSE EMPIY COKfAlNfll. MIN TRASH. 
CAUTION: FOR EXTERNAL USE ONLY, AVOID CONTACT 
WITH EYES. DISCONTINUE USE IF IRRITATION OR RASH 
APPEARS. USE ON CHILDREN UNDER 6 MONTHS OF A.GE 
ONLY WITH ADVICE OF PHYSICIAN • 
ACTIVE SUNSCREEN INGREDIENTS: ocm METHOXYCINNA
MATE, OCTYL SAliCYLATE. OTHER INGREDIENTS: WATER. 
OeTYl PALMITATE. GLYCERIN. PVP/EICOSENE COPOLYMER. 

i STEARIC ACID. DEA-c8YL PHOSPHATE.lSOSTEARYL AlCOHOL. 
i TOCOPHERYL ACETATE. DIMETHICONE. PROPYLENE GLYCOl. . 
'\ CARBOMER, TRIETHANOLAMINE, OIAZOLIDINYL UREA. I 
. METHYLPARABEN. PROPYLPARABEN, FRAGRANCE. ! 
\ EPAREG.NO.65233-41l9mEPAEST.NO,12483-Ny-(1IJ2 i 

us PAT. NO. 5.227.406 / 

CREATED IN TIlE HEARTLAND / 
Manufacturea for Bath & Body Works ,. 

97 West Main Street ~/ 
New Albany. Ohm 43054 / 

USA /' 

''''~' 



FRONT LABEL 

TREO~ 

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 

4 FL. OZ. (118 m!) 

SPF 8 

ACC!P'IW 
"ldI COMMENT15 

.. EPA LeHer OM" 
11 MAY 1994 

. . .. , .. ) 
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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<ll is effective against fleas, mosquitoes and deer ticks. Protection from 

peeling, drying and cracking skin. TREO<ll is non-comed~genic. It moisturizes dry skin and 

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

reduce the chance of premature aging and' wrinkling caused by exposure to the sun. 

DIRECTIONS: It is a violation of Federal law to use ~11.is product in a mrumer 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, exa-.ssive perspiration or prolonged activity. 

For longer lasting mosquito protection apply a heavier initial dose of TREO<ll to exposed skin. 

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

frequently to maintain repellency. 

CAlITION: 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 physician. 

ACTIVE SUNSCREEN INGREDIENT: OCTYL METHOXYCINNAMATE, OCTYL 

SALICYLATE 

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

Acid; 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. 

New York, New York 10019 

<: ,WP51''''JH~\e,()~R021<J 



401 - .. - st., S.w. 
Wuhinc .... D.C. :KM1iO 

NOTICE OF PESTICIDE: 
x Registration 

Reregistration 

_ ... A_ 01 ... _ ( ...... ZIP Code): 

primavera Laboratories, Inc. 
730 Fifth Avenue, Suite 1804 
New York, New York 10019 

I -- -----. 

Conditional 

" ..... CIIooI ....... 4iIroriaI .. ----........... , ';-_ .... ;,0, ... _ .. _to .. · ........ .." ..... __ 
0. Ok bail 01 iof_ ,."..,. ..,.1IIe .......... Ok -. _ ....... illocIdI)' ... _ ..... iIIaod ........ PedenI _ide ...... ic_ .. 
It __ Act. 

Itqillralioa ia ill DO wry 10 be coutrued u _ aodc:w ' Of , t .. ;. 01 ... pn:tdMd by 1ht Aac:ac:y. lit order 10 proIrd IIr.aIda ... die NY. .. 

k A4mioiMnIor. _ WI motioa.. IDly II MY tilDe ..... or c:.acd 1IIe reaiItnIiM 01. patic:icIc ialCCOl'dMl:c willa 1IrIe Act. ne lsi f'Nre- 01..,. DIllIe n 
c ,.. witb 1Itc qillnlioa of. product ..... 1IUI Ad ia aot 10 be coutrved u aMac Ik R'I'*- • ri&bt 10 culuive IIIC fJI die ume or 10 * Nt it it 
.......... covend by ...... , 

This product is conditionally registered in accordance with 
FIFRA sec. 3(c) (7) (A) provided that you: 

1. Submit and/or cite all data required for registration/ 
reregistration of your product under FIFRA sec. 3(c) (5) when the 
Agency requires all registrants of similar products to submit such 
data; and submit acceptable responses required for reregistration 
of your product under FIFRA section 4. 

2. Make the following label changes: 

a. Revise the EPA Registration Number to read, "EPA Reg. 
No. 65233-4". 

b. The term active ingredients and inert ingredients must 
be aligned to the same margin. 

c. Add the statement," DISPOSAL: Do not reuse empty 
container. Wrap container and put in trash collection." 

Sicuture 0( Approvinc, OffICial: Dllet 1 MAY 1994 



page 2 
EPA Reg. No. 

3. Submit one (1) copy of the revised final printed label for the 
record. 

If these conditions are not complied with, the registration will be 
subject to cancellation in accordance with FIFRA sec. 6(e). Your 
release for shipment of the product constitutes acceptance of these 
conditions. 

A stamped copy of the label is enclosed for your records. 

This registration is being granted at this time on the 
express condition that EPA shall have the right at any time to designate 
certain ingredients in this product as active ingredients either in 

((~ddition to or as an alternative to the designation of citronella as an 
~ctive ingredient and require the sUbmission of additional supporting 
data. Premavera Laboratories, Inc. shall have 30 days to submit an 
appropriate amendment after being notified by EPA in writing of any new 
designation of active ingredients along with any required supporting 
data and shall not apply any labels not containing such new designation 
to the product after being notified by EPA of the acceptance of the new 
designation. If Premavera Laboratories, Inc. fails to submit an 
appropriate application for amendment in a timely manner, applies labels 
not containing the new designation of active ingredients to the product 
after being notified of the acceptance of the new designation, or fails 
to submit or commit to the sUbmission of any required data, EPA shall 
have the authority to cancel this registration by order and without 
hearing. Any such cancellation will be effective immediately upon 
written notification to Premavera Laboratories, Inc. 

sincerely, 

Robert S. Brennis 
Acting Product Manager 10 
Insecticide & Rodenticide Branch 
Registration Division (7505C) 
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3-WA Y OUTDOOR 
PROTECTION 

PABA FREE 
SUNSCREEN 

MOSQUITO, FLEA & 
DEER TICK REPELLENT 

SOOTIIING 
MOISTURIZER 

ACTIVE INGREDIENT·: 

FRONT LABEL 

OIL OF CITRONELLA .05% 
INERT INGREDIENTS· 99.95% 

·Insect Repellent 

CAUTION: 
KEEP OUT OF REACH OF CHILDREN 

4 FL. OZ. (118 ml) 

SPF 8 

AQ!UIUI 
.... COII.'RNTII 

... EPA '- DoteoI 

11 MAY 1994 
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• 

• 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 effe 'ts of both UV A 

and UVB rays. TREO· is effective against fleas, mosquitoes and deer ticks. Protection from 

peeling, drying and cracking skin. TREO· is non-comeciogenic. It moisturizes dry skip. and 

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

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

DIRECTIONS: It is a violation of Federal law to use this product iii 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 exposed skin. 

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

frequently to mailltain repellency. 

• 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 physician. 

ACTIVE SUNSCREEN INGREDIENT: OCTYL METHOXYCINNAMATE. OCTYL 

SALICYLATE 

OTHER INGREDIENTS: Water. Glycerin. PVP/Eicosene Copolymer. Octyl p .. lmitate, Stearic 

• Acid. DEA-Cetyl Phosphate, Cetyl Alcohol, Steapyrium Chloride. Glyceryl Monostearate. 

Dimethiconc. Imidazolidinyl Urea, Methylparaben. Propylparaben. Fragrance. BIIA. 

EPA Reg. No. 65233-

EPA Est. No. 05936H-SC-Oot 

Primavera Lahoratories. Inc. 

New York. New York 10019 

• 
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