ACAIFUSION LIP BALM BROAD SPECTRUM SPF 30 SUPERGOOP- avobenzone,
octinoxate, octisalate ointment
SUPERGOOP 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.

Acaifusion Lip Balm Broad Spectrum SPF 30

Active Ingredients Purpose
Avobezone 3%, Octinoxate 7.5%, Octisalate 5% Sunscreen
Uses

-Helps prevent and temporarily chafed,chapped, cracked, or windburned skin and/or
lips.

-helps prevent sunburn

-If used as directed with other sun protection measures (see Directions),

decreases the risk of skin cancer and early skin aging caused by the sun

- Keep out of reach of children. If product is swallowed, get medical help or
contact a Poison Control Center right away.

- Stop use and ask a doctor if rash occurs

Warnings

- 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.

Directions

- Apply liberally 15 minutes before sun exposure

- Reapply Liberally as often as necessary.

- Sun Protection Measures. Spending time in the sun increases your risk of skin
cancer and early skin aging. To decrease this risk, regularly use a sunscreen
with broad spectrum SPF of 15 or higher and other sun protection measures
including:

- limit time in the sun, especially from 10 a.m. - 2 p.m.

- wear long-sleeve shirts, pants, hats, and sunglasses

- Reapply at least every 2 hours

- Use a water resistant sunscreen if swimming or sweating

Inactive Ingredients-Petrolatum, Ozokerite, Beeswax, Polyester-7, Neopentyl Glycol
Diheptanoate, Flavor, Sorbitan Oleate, Euphorbia Cerifera (Candelilla) Wax, Polysilicone-
15, Glycine Soja (Soybean) Oil, Tocopherol, Butyrospermum Parkii (Shea) Butter, Honey,
Ascorbyl Palmitate, Helianthus Annuus (Sunflower) Seed Oil, Aloe Barbadensis Leaf
Extract, Ricinus Communis (Castor) Seed Oil, Red 27 Lake, Cocos Nucifera (Coconut)
Fruit Extract



Play Lip Balm SPF 30 with Acai

]

14 gt 97—

44,

o
Clean Chemical
Sunscresn Actives

Reef-Safe
Non-Irritating
No Synthetic Fragrance
Vegan

v

couelyfroe

(20)
LIP BALM

With Acal

Broad Spectrum
Sunscreen SPF30

8 |1 821802322/

0&fl.oz./16ml.

5

21—

I

200—!

18

18

AJAATAALATAALATAJAA

B Acai220C

Yellow 107C

Il ReflexBlueC

7°%a

] 5/ 5]

PLAY LIP BALM SPF30
hydrates, soothes and
protects your lips. Weer
alons, or under or over your
favorite lip color to add a

Drug Facts

ctive ingrecionts Pupose
ochronna ¥, Hooesa 10%
ot P Oioenans 0%

1505+ Halps vk sunoum o s 55
Dirscions), decreass the kol 140 cancerand

layar of sun protection. 1 mﬂmﬂmﬂm
® | eskusoctor frashozcurs. « Whow vaieg this
] | medietiassondtse s st
oo, «Kaeneut of rmechofchlmm.
® | awsblowad, got meclcal heip or contact s Palear
EVERY. SINGLE. DAY.™ 1 | o e
Since 2007, I've besn on [ | s o B
Way e WorE Ik i aiaga i
about g
% riskof 34 ard ooty
Supergoop!’s clean, ﬂ%ﬁ-—m i -:. @.m%
fesl-good, innovative ‘sunscsoen wth a Boad Spect SFF vl
formulss. And bacauss T o
<Lkt s
B
thing you can do for your i ——
akin every. single. day., [
we've made it a point fo 1
lo/ aif skin || | idopenamd Pabisotiaane, Poyecutzes,
iypes, i = | Nor Exac, C18-38 Al Hyrayeearo Seere,
1 hope this formula becomes | | arts Cataseom, Dty 5
2 newfavorite, and that it R | e e
los tis | el S
you love In the sunshine. Seeel 0, Sesiose, - Methylosyrc Ack, e
‘Batulina Lol 4, o, Dimatylyciry
Ruranone, Trans-2-Heseeral, Tocophesnl, Blychne:
‘S Bopbear) e Csrecon R e,
%0 L | B, o st |
o ‘Qthorbrforrtion Pt te oty
Questions o comments?
Hally Thaggard, ‘Corwactour Sun Speckls BT7-504-7330
Supergoopl Creator ipes Koo
I g.u'ybm"bt?g%orJamn. Le
®  Every. Single. Day™ ls a rademark
} ofTeorhmentic.

/

154

XXWYISINTO X X

B Acai220C

Yellow 102 U

B ReflexBlue C

SIZE
200%



130—;
|
|
|
12—
|
i
|
10—
|
1
|
1m—
_ Smm TUBE TEMPLA TE
|
[ —
} 58mm |
= < >
| \ i
80— N
i NonP rinting Area ‘\f
: Drug Facts D =
70— Aobe lapedients Parpo: E
|
i e}
|
i3
60— gu [ el acie,
w pergesp: e st
— Eyas Rmsewrlhwaba;fn:rea:h
| O chilivon. Honalloncs | gat
504‘ PoisonCarmol Cerer right avay.
| B ot
= s %m usgiwﬁmcé:m
| S T e i o)
40—y Pt gl Hydog c o
! ”\”““’““w'“%"“"'éﬁ.mﬂiiﬂ%’ﬁ:"m 2
4‘ i’ﬁﬁé‘éﬁym&m Ditl wmm’(zya - =2
I sPF Lo ey St ooy Eb%”
30— e, Sesamum| i Sesame] Szed Ui,
| 30 riycrenystaarin, Helsrthus inmuus Sunfbwer
aed 0il, Stevicsida, 2-| me\mtﬁrtﬂcd
| amsma Betulin Leaf O, Berma defds,
| Dimethy ey Furanone, Trans-2-Hoxenal,
onophorl, Gt ne Sop oy bear] O, B e
n— LIP BALM i g
| o With Acai Eoﬂtr':.vlrgnrmm Procttha poduct in this
T g Broad Spectrum gﬂns&?s’@%fm%mm'
10— Sunscreen SPF 30 m—
[ 0.5fl. oz. /15 ml. Distributed by Taylor James,
_| "M LLC San Antonio, TX 78215
! 13
g $ NonP iing e Y All text must be outlined.
[ PO Jiibe'Shinidar o] Acceptable artwork formats are:
—
| = o Adobe lllustrator {.ai) or Ecapsulated Post Script (.eps)
|
L et s s e e e et st e s At Iy A s I B |
T N Y A A A A A
—mm 0 1 | 30 40 50 60 1a 120 130 140 150 160 170
|
a FILE INFORMATION PROJECT INFORMATION CLIENT APPROVAL CHECKLIST
H ™ FILE NAME T19 TUBEDIAMETER (7 19 m Hot Stamping U Disline (] Copy L[] Gelors [1 UPC
Siver  (1Gold c . N
TUBE LENGTH 80 mm g Olth Metallc Co
O Other ic Color
PRINT INFORMATION AT
CUENT  customer code BT R 5 mm unvamished from bottom
INTERNAL APPROVAL
PACKAGING ST 06/11/09  top SIKSCRERN COLOR - date
Besin Y Poof | IMPORTANT: This art has been
N'?MOEEFR MooiREn  00/C0/0C o checked and procfed for accuracy. It Is
i UPE Tost Varify the responsibility of the clent to make
sorwane - ai by llustrator GS all final approvals before the release of
‘I ‘I 00% cdr by Corakiraw 9 RELEASE DATE this art, PLEASE DOUBLE CHECK FOR
EXPROT PDF [ | TUBECOL(R [ DIELINE DOES NOT PRINT] ACCURACY

ACAIFUSION LIP BALM BROAD SPECTRUM SPF 30 SUPERGOOP

avobenzone, octinoxate, octisalate ointment

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:75936-118
Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
AVOBENZONE (UNIl: G63QQF2NOX) (AVOBENZ ONE - UNII:G63QQF2NOX)  AVOBENZONE 0.44 g in 15 mL



OCTINOXATE (UNIl: 4Y5P7MUD51) (OCTINOXATE - UNII:4Y5P7MUD51)
OCTISALATE (UNII: 4X49Y0596W) (OCTISALATE - UNII:4X49Y0596W)

Inactive Ingredients

Ingredient Name
ASCORBYL PALMITATE (UNIl: QN83US2BON)
SUNFLOWER OIL (UNIl: 3W1)G795Y1)
ALOE VERA LEAF (UNII: ZY81Z 83H0X)
CASTOR OIL (UNIl: D5340Y2I9G)
D&C RED NO. 27 (UNII: 2LRS185U6K)
COCONUT (UNII: 3RT3536DHY)
PETROLATUM (UNII: 4T6H12BN9U)
CERESIN (UNIl: Q1LS2UJO3A)
YELLOW WAX (UNIl: 2Z A36H0S2V)
POLYESTER-7 (UNIl: 0841698D2F)
NEOPENTYL GLYCOL DIHEPTANOATE (UNII: 5LKW3C543X)
SORBITAN MONOOLEATE (UNIl: 06XEA2VD56)
CANDELILLA WAX (UNII: WLO328HX19)
CARNAUBA WAX (UNIl: RL2CBMOEIZ)
POLYSILICONE-15 (UNII: FSDRP5BB29)
SOYBEAN OIL (UNIl: 241ATL177A)
TOCOPHEROL (UNII: ROZB2556P8)
SHEA BUTTER (UNII: K49155WL9Y)
HONEY (UNII: YOH1V576FH)

Packaging

# Item Code Package Description

1 NDC:75936-118- ;. 1 gox
02

1 NDC:75936-118- 15 mL in 1 TUBE; Type 0: Not a Combination
01 Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

OTC monograph final part352

Labeler - supERGOOP LLC (117061743)

Revised: 3/2022

OCTINOXATE
OCTISALATE

Marketing Start

Date

06/28/2012

Marketing Start
Date

06/28/2012

1.11g in15mL
0.74 g in 15 mL

Strength

Marketing End
Date

Marketing End
Date
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