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1. Company/Product Number 2.'EPA Product Manager 3. Proposod“.c_léésiﬁcat:ipri"; )
Primavera Laboratories, Inc, / 65233-4 John Tice ‘ ‘
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Bath & Body Works Outdgors 3 in"1 Suncare = --§ 0 90 7R ‘
5. Name and Address of Applicant finclude ZIP Codel. . ... ... | 6. Expedited Review.-In accordance with FIFRA Section 3(c)(3)
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[ chock it ehis is 2 naw acirass’ : Product Name rrec®” spr 8 v T
e e e " Gection =0 0 T T SRR
""ﬁ;!.ﬁéndfﬁén:ff-llﬁlfplﬁn below. 0 T Re e e 'Finak printed labels in response to” - :
; e e Agency letter dated L :
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LABELING CHANGES: Miscellaneous Labeling Statement Changes (seﬁ&mﬁ@fmﬂeﬁs)
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APR'T 8 1996

Section - il

1. Matetial This Product Will Be Packaged in:

Child-Resistant Packaging Unit Packaging Water Soluble Puckaging 2. Type of Container
Yos* Yes Yes ‘ . = Metal
: : + | Plasti
% fNo No No - | Gloss.
. - if "Yes" No. per If "Yes” } No. per Paper .
* Certification. must | Unit Packaging wgt. container.. | Package wgt container ‘ Other {Specify}
be submitted PR ‘ -
4 fluid oz. i 1 ‘ o
3. Location of Net Contenis Infermation 4, Size(s) Retail Container [1..4 Q5™ x {5, Location of Label Directions
' ' - {W-2.25"xTE-1.41" top- 90" &) on Lebet .
E] Label D Container bottom (tapered} ~.d On Labeling accompanying product
5. Manner in Which Label is Affixed to Product Lithograph . other Pressure sensitive adhesive,
L Raper, e‘g"‘? clear plastic label

Section - IV

1. Contact Peint {Complete itemns directly below for identification of individual to he contacted, if necsssary, to process this aoul catlon.} .

Name Title ‘ Telaphone No. (lncludo Ai aa Coda)
Matthew R. Schneider - - «} Authorized Representative . 1 202- ‘965~Z’8b0 JU
‘—-?—H
Certification . ‘ F; Det Application,
* Recoived . ' '."",

| cartify that the statements | have madse on this form and all attachments thersto are true, accurate and complata.
} acknowledge that any knowingly false or misleading ststemem may be pumshabie by fine or lmpnsonmsnt or
both undar applicable law,
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2. Signagdre) - 3. Title ' o :
' ’CW/Z ; L»é,w Authorized Representative '

4. Typed Neme 5. Dats Y |
Matthew R. Schneider April 3, 1996 T
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FRONT LABEL

1.

PRIMAVERA LABORATORIES EPA REG. NO. 65233
LABEL CHANGES FOR
BATH & BODY WORKS OUTDOORS 3 in 1 SUNCARE SPF 8
{As compared to attached EPA stamped label dated May 11, 1994}
Brand Name: "Bath & Body Works Outdoors” substituted for "TREQ®".

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

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

Insects Repelied: "Mosquito, Deer Tick & Flea Repsllent” substituted for
"Maosquito, Flea & Deer Tick Repellent™.

Moisturizer Type: "Light Moisturizer" substituted for "Scothing

Moisturizer”.
Percentage of Ingredients: Decimals aligned.
Signal: "KEEP OUT OF THE REACH OF CHILDREN" placed over

"CAUTION". No colon after "CAUTION".

Quantity: "4 FL.OZ./118mle" substituted for "4 FL. OZ {118 mk}".. :
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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 UVA
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.

10. Directions: "Bath & Body Works Qutdoors” 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
alcchol, Steapyrium chloride, Glyceryl monostearate,
Imidazolidinyl urea, BHA subtracted.

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

"EPA Est. No., 12483-NY-002" substituted
for "EPA Est. No. 069368-SC-001".

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

14. Manufacturing Data: "CREATED IN THE HEARTLAND
Manufactured for Bath & Body Works
97 West Main Street
New Albany, OH 43054
usa” .
substituted for "Primavera Laboratories, Inc.”.’ "’
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LABEL CHANGES - SPF 8 Page 3

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. |
understand that it is a violation of 18 U.S.C. Sec. 1001
to willfully make any false statement to EPA. | 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 | may be
subject to enforcement action and penalties under
sections 12 and 14 of FIFRA.
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Paba Free

Waterproof Sunscreen
L 2

Mosquito, Deer Tick
& Flea Repellent
L

Light Moisturizer
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) Bah & BodyWorks
e Qutdoors .
7 3IN T SUNCARE N
+ A PABA frea, waterproof sunscreen N

/ that retains its degree of protection for at \_

/

3
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least 80 minutes in the water. # offers full- %

spectrum protection against both UVA and UVB
rays and thetr skin damaging effects. Regular use may
reduce the risks of skin cancer, premalure aging and
wrinkling due to prolonged sun exposure.
« Aninsect repelient effective against mosquitoes,
dear ticks and fleas.
+ A moisturizer that helps protect the skin against
drying, peeling and gracking,
CIRECTIONS: Risavictation of Federal lawtousethis produgting
manngrincansistentuathits labsling, Apply Bath & Body Works
Qutdoors liberally and sveniy bedore exposure 10 sun or mos-
guitoss. geer ticks and fieas, Reapply after 80minutes inthe
vater, Excessive perspiration, o7 prolonged acivity. Forlonger
Iasting mosguito protection, apply a heavier inttial dose of
Bath & Body Works Qutdoors toexpased skin, Reappiy when
effectiveness diminishes. For continued flea and deer tick.
protecton, reapply frequently 1o maintain repsliency.
DISPOSAL: DO ROT REUSE EMPTY CONTAIRER. PUT I TRASH,
CAUTION: FOR EXTERNAL USE ONLY. AVOID CONTACT
WITHEYES, DISCONTIRUE USE IF iIRRITATION OR RASH
APPEARS. USE ON CHILDREN UNDER 6 MONTHS OF AGE
ONLY WITH ADVICE OF PHYSICIAN,
ACTIVE SUNSCREEN INGREDIENTS: OCTYL METHOXYCINNA-
WMATE, OCTYL SALICYLATE. OTHER INGREDIENTS: WATER,
QCTYL PALBNTATE. GLYGERIN, PVP/EICOSENE COPOLYMER,
STEARIGACID, BEA-CETYL PHOSPHATE,ISOSTEARYL ALCOHOL,
TOCOPHERYL ACETATE DIMETHICONE, PROPYLENEGLYCOL.
CARROMER, TRIETHANOLAMINE, DIAZOLIDINYL UREA,

METHYLPARABEN, PROPYLPARABEN, FRAGRANCE,

EPA REG. NO. 65233-4-60773 EPA EST. NO. 12483-NY-002

CREATED IN THE HEARTLAND 7

Manufactured for Bath & Body Works
. 97 West Main Streat e
. New Albany, Ohio 43054 e
e USA 7
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US PAT. NO. 5,227.406 /




FRONT LABEL

TREQ®

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 8

4 FL. OZ. (118 mb) ACCEPTED
with COMMENTS
in EPA Latter Dated

11 MAY 1994
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- vde, end dodenticiac
Comded. far tr ,u-i. mE

&.- red u._._. _' E?A i
DO PShouhd ouugG2ly

oo

v s oea s

N




BACK LABEL

PLEASANT HERBAL SCENT

TREO® Lotion is waterproof. It retains its degree of sunscreen protection for at least 80 mimutes
in the water. TREO® provides full-spectrum protection from the damaging effects of both UVA
and UVB rays. TREO® is effective against fleas, ﬁlosﬁquitqes and deer ticks. Protection from
peeling, drying and cracking skin. TREO® is non-comedogenic. It moisturizes dry skin and
helps prolong your tan. The liberal and regular use over the ycaré of this product may also help
reduce the chance of premature aging and wrinkling caused by exposure to the sun.
DIRECTIONS: [t 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 proloaged activity.
For longer lasting mosquitc protection apply a heavier initial dose of TREO® to exposed skin.
Reapply when effectiveness diminishes. For continued flea and deer tick protection, reapply
frequently to maintain 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 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-001
Primavera Laboratories, Inc.

New York, New York 10019
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JS Washington, D.C. 20460
o e Temof asce:  conditional

NOTICE OF PESTICIDE:

_X  Registration
Reregistration Name of Peaticide Frodwct P p B SPF 8

(umder FIFRA, as amended)

Name and Address of Registrat (mclude ZIP Code):

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

Nﬁuuqu-hwhmtﬂmhﬁwnmﬂ&qwﬁmhMb-lnupldbyblqm
Dmmhmduhbd-m hwmuummﬁauumammmm

On the basis of information fumished by the registsant, the sbove aamed pealicide is berchy registered/reregisicred under the Federal lnsccticide, Pungicide and
Rodenticide Act.

Registration is in no way W be construed as m cndorscment of recomsmendation of this product by the Ageocy. [n order to protoct health and the cavironment,

" the Administrator, o his motion, may st any time suspend or cancel the registration of a pesticide ia sccordaace with the Act. The acceptance of any pame in

conmection with the registration of a product wnder this Act is mot 10 be construcd as giving the registrant a right to exchuive wac of the name or to ita wae if it
has beea covered by others,

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.”

Signsture of Approving Offcial:

11 MAY 1994
s




page 2 0?2 q

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

{ addition to or as an alternative to the designation of citronella as an
(JCtiVe 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, 1Inc. 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 wupon

| written notification to Premavera Laboratories, Inc.

Sincerely,

—F

Robert S. Brennis

Acting Product Manager 10
Insecticide & Rodenticide Branch
Registration Division (7505C)

.
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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

SPF 8

4 FL. OZ. (118 ml) '.:%%l’lt'm
ka EPA Lester Datod

11 MAY 1994

LA If l'e.i:rnl Iq--cll a'a,
t LI R .

if-l A

/rd wr _.*jll’;.

C WPH1 HORE GORROL Y




H%Lf

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 UVA
and UVB rays. TREO® is effective against fleas, mosquitoes and deer ticks. Protection from
peeling, drying and cracking skin. TREO® is non-comedogenic. 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: Itis a violation of Federal law to use this product i 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 tick protection, reapply
frequently 1o maintain 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 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-001
Primavera 1.aboratories, Inc.

New York, New York 10019
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