SUNSECT INSECT REPELLENT SUNSCREEN- octinoxate, oxybenzone, octisalate lotion
Iguana LLC

Disclaimer: Most OTC drugs are not reviewed and approved by FDA, however they may be marketed if they
comply with applicable regulations and policies. FDA has not evaluated whether this product complies.

Drug Facts

Active Ingredients

Octinoxate: 7.5%
Oxybenzone: 6%
Octisalate: 5%

Purpose

Sunscreen

Uses
¢ helps prevent sunburn

Warnings

Skin Cancer/Skin Aging Alert: Spending time in the sunincreases your risk of skin cancer and early
skin aging. This product has been shown only to help prevent sunbrun, not skin cancer or early skin
aging.

For external use only. Do not use on damaged or broken skin. When using this product keep out of

eyes. Rinse with water to remove. Stop use and ask a doctor if rash occurs. Keep out of the reach of
children. If swallowed, get medical help or contact a Poison Control Center right away.

Directions

apply liberally 15 minutes before sun exposure
children under 6 months of age: Ask a doctor
reapply: after 80 minutes of swimming or sweating
immediately after towel drying

at least every 2 hours

Other Information
e Protect the product in this container from excessive heat and direct sun

Inactive Ingredients

acrylates/C10-30 alkyl acrylate copolymer, carrageenan, carboxy vinyl polymer, cetostearyl alcohol,
diazolidinyl urea, diethanolamine cetyl phosphate, methylparaben, propylparaben, propylene glycol,
tocopheryl acetate (Vitamin E), tricontanyl povidone, water

Comments/Questions?
1-229-228-0980
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PRECAUTIONARY STATEMENTS

Hazards to Humans and Domestic Animals:
CAUTION: Causes moderate eye iritation.
Avoid contact with eyes. Wash thoroughly with
soap and water after handling and before
eating, drinking, chewing gum, or using
tobacco

STORAGE AND DISPOSAL

STORAGE: Store in a cool, dry area inacce-
ssible to children.

DISPOSAL: Nonrefillable container. Do not
reuse or refil this container. If empty: Place
in trash or offer for recycling if available.

If partly filled: Call your local solid waste
agency for disposal instructions. Never place
unused product down any indoor or outdoor
drain.

Comments, questions?
1-229-228-0980
EPA Reg. No. 66306-1
EPAEst. No. 89989-IL-001

Manufactured for:
Iguana, LLC.

PO Box 6159
Thomasville, GA 31758
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WEST NILE VIRUS
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KEEP OUT OF REACH OF CHILDREN

CAUTION | mesisiyisce™

NET CONTENTS: 4 FL OZ. (118mI)
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ACTIVE INGREDIENT
20.00%

DEET

OTHER INGREDIENTS 80.00%
TOTAL 100.00%
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FIRST AID

If In Eyes: Hold eye open and rinse slowly and gently with water for 15-20 minutes. Remove contact lenses,
if present, after the first 5 minutes, then continue rinsing eye. Call a poison control center or doctor for

treatment adice.

If Swatlowed: Call a poison control center or doctor immediately for treatment advice. Have person sip a glass

of water if able to swallow. Do not induce vomiting unless told to by a poison control center or doctor. Donat give
anything to an unconscious person

Have the product container of label with you when calling a apcoon control cenler or doctor, or going for treatment.
For additional information on this product cerns, medic: or pesticide incidents),
‘you may call 1-800-344-8262 or the National Pesticide nformation Canter aM 800-858-7378, 6:30 AM to 4:30 PM
Pacific Time (PT), seven days a week

PRECAUTIONARY STATEMENTS

Hazards to Humans and Domestic Animals:

CAUTION: Causes moderate eye irritation. Avoid contact with eyes. Wash thoroughly with soap and water after
handling and before eating, drinking, chewing gum, or using tobacco.

STORAGE AND DISPOSAL

STORAGE: Store in a codl, dry area inaccessible to children.

DISPOSAL: Nonrefillable container. Do not reuse or refil this container. If empty: Place in trash or offer for

recycling if available. If partly filled: Call your local solid waste agency for disposal instructions. Never place
d product down any indoor or outdoor drain

Comments, questions? 1-229-228-0980
EPA Reg. No. 66306-1

EPA Est. No. 89989-IL-001

Manufactured for: Iguana. LLC
PO Box 6159 Thomasville,

49947700002%" 4
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Drug Facts

Active Ingredients Purpose

Octinodate 7.5% . Sunscreen

Octisalate 5.0% ... S . Sunscreen
0% . . Sunscreen

Directions For Use

Itis a violation of Federal Law to use this product in a
manner inconsistent with its labeling. Read and follow all
directions and precaufions on this product label,

W helps prevent sunburn

: Spending time in the sun
in cancer and sarly skin aging. This
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or contact a Poison Control Center right away.
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skin andor clothing. Repeat application as necess:
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NET CONTENTS: 1gal. (3.

inactive ingredients

sl eIt 0ok oty copcfimer, shrsgeenm. oy
polymer, cetostearyl alcohol, diazolidinyl urea, diethanolamine

s

of
this product, Frequent reapplication and saturation are
Unnecessary for the effectiveness of this product. Use of
this product may cause skin reactions in rare cases.

Ifyou suspect a reaction to this product. discontinue use,
wash traated skin and cal your local poison control
canter. If you go to a doctor, take this product with you.

mments, questions?  EPA Reg. No. 66306-1

1 -229-228-0980 EPAEst. No. 89989-IL-001
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Drug Facts

Active l'nwedn'sﬂbs Purpose
Surscreen

FIRST AID

I In Eyes: Hold aye open and rinse slowly and gently with
watler for 15-20 minutes. Remove contact lenses, if present,
after the first 5 minutes, than continue rinsing eye. Call 8
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For External Use Only

Do not use B on damaged or broken skin

'When using this product B keep out of

ey0s. Rinse with water 1o remove

Stop use and ask a doctor W if rash

mmoma!avym Wreatment advice. Have person sip a glass
of water if abila to swallow. Do not induce vomiting unless
told o by a poison controd center or doctor. Do not give
anything to an uncanscious person.

Have the product container or label with you when calling
a poison control cenler or doctor, or going for treatment.
For additional information on this product (including heaili
concems, medical emergencies or pesticide incidents),
you may call 1-800-344-8262 or the National Pesticide
Information Center at 1-800-858-7378, 6:30 AM to 4:30
PM Pacific Time (PT), seven days a week.

PRECAUTIONARY STATEMENTS
Hazards lo Humans and Domestic Animals:
CAUTION: Causes moderate eye iritation, Avold contact

Questions or comments?
1-229-228-0980
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SUNSECT INSECT REPELLENT SUNSCREEN

octinoxate, oxybenzone, octisalate lotion

Product Information
Product Type

Route of Administration

HUMAN OTC DRUG

TOPICAL

Item Code (Source)

NDC:57595-001




Active Ingredient/Active Moiety
Ingredient Name
OCTISALATE (UNIL: 4X49Y0596W) (OCTISALATE - UNI:4X49 Y0596 W)
O CTINO XATE (UNIL: 4Y5P7MUD51) (OCTINOXATE - UNIE4Y5P7MUD51)
OXYBENZONE (UNIE: 9500S7VEQY) (OXYBENZONE - UNI:9500S7VEQY)

DIETHYLTO LUAMIDE (UNIL: FBOC1XZV4Y) (DIETHYLTOLUAMIDE - UNIEFB0C1XZV4Y)

Inactive Ingredients

Ingredient Name

Basis of Strength  Strength

OCTISALATE 5g in100 g
OCTINOXATE 7.5g in100 g
OXYBENZONE 6 g in 100 g

DIETHYLTOLUAMIDE 20 g in 100 g

Strength

CARBOMER COPOLYMER TYPE B (ALLYL PENTAERYTHRITOL CROSSLINKED) (UNIL: 809Y72KV36)

CARBOMER HOMOPOLYMER TYPE C (UNIl: 4Q93RCW27E)
PROPYLENE GLYCOL (UNI: 6DC9Q167V3)

Carrageenan (UNIL: 5C69YCD2YJ)

CETOSTEARYL ALCOHOL (UNII: 2DMT128 M1S)
DIETHANOLAMINE CETYL PHO SPHATE (UNII: 4UG0316V9S)
TRICONTANYL PO VIDONE (UNII: NOSS3Q238D)
ALPHA-TOCOPHEROL ACETATE (UNIL: 9E8X80D2L0)
WATER (UNIL: 059QF0KOOR)

DIAZOLIDINYL UREA (UNII: HSRIZ3MPW4)
METHYLPARABEN (UNII: A2I8C7HIST)

PROPYLPARABEN (UNIL: Z81X2SC10H)

CITRONELLA OIL (UNI: QYO8Q067D0)

Packaging
# Item Code Package Description
NDC:57595-001- 59 gin 1 BOTTLE, PLASTIC; Type 0: Not a Combination

01 Product

NDC:57595-001- 118 g in 1 BOTTLE, PLASTIC; Type 0: Nota Combination
02 Product

NDC:57595-001- 3672 g in 1 BOTTLE, PUMP; Type 0: Nota Combination

3 03 Product
4 ON?C:57595-001- 50 in 1 BOX

4 9 g in 1 PACKET; Type 0: Not a Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation
OTC monograph not final part352

Labeler - iguana LLC (109358551)

Establishment

Marketing Start
Date

06/01/2015
06/01/2015
06/01/2015

06/01/2015

Marketing Start Date
06/01/2015

Marketing End
Date

Marketing End Date



Name Address ID/FEI Business Operations
Solo Laboratories, Inc. 005126784 manufacture(57595-001) , pack(57595-001) , label(57595-001)

Revised: 6/2015 Iguana LLC
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