BLISTEX COMPLETE MOISTURE- octinoxate, oxybenzone and dimethicone stick
Blis tex Inc.

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.

Blistexg

Complete Mois ture®

Drug Facts

Active ingredients Purpose
Dimethicone 2.0%(w/w) Lip protectant
Octinoxate 7.5%(w/w) Sunscreen
Oxybenzone 2.5%(w/w) Sunscreen
Uses

e temporarily protects and helps relieve chapped or cracked lips
¢ 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 sunburn, 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 reach of children. If swallowed, get medical help or contact a Poison Control Center right
away.

Directions
e apply liberally 15 minutes before sun exposure
e reapply at least every 2 hours
® use a water resistant sunscreen if swimming or sweating
® childrenunder 6 months of age: Ask a doctor

Inactive ingredients

behenoyl stearic acid, butylparaben, caprylic/capric triglyceride, cholesteryl/behenyl/octyldodecyl
lauroyl glutamate, diethylhexyl adipate, ethylhexyl palmitate, ethylhexyl stearate, ethylparaben, flavor,
glycerin, jojoba esters, lecithin, methylparaben, microcrystalline wax, ozokerite, panthenol, petrolatum,
propylparaben, purified water, sodium borate, sodium saccharin, squalane

Other information
e protect the product in this container from excessive heat and direct sun



PRINCIPAL DISPLAY PANEL - 4.25g Cylinder Carton
NDC 10157-9877-1

Blistexg
LIP PROTECTANT/SUNSCREEN

COMPLETE
MOISTURE®

Moisture Plus
Ultra-Hydrating Ingredients

Penetrates To Quench Dry Lips
NET WT. .15 0z (4.25g)
SPF 15



LIP PROTECTANT/SUMNSCREEN

COMPLETE %

MOISTURE

Moisture Plus
Ultra-Hydrating Ingredients

Penetrates To Quench Dry Lips
SPF 15

A Surge Of
Moisture

‘SATISFACTION
“GUARANTEED,

o

- Blistex

_———_-I

S S U Z Z 8 8 E L -|7 0 ZBEG-ZZ500 T Yooug B0 ‘2665 08 0
"0U| X351 LL0ZE
agepkaayssoot sy @) 79gsa'ces'se 1erng
4 J0L200 B Ysy
:alie Jo sujuowW 9 J3pun APy «
Gumeams 0 Gujwwms
LN 138D LI 1B3L SA|SSaIa J Usa.BUNS JUEIS|EE) JAEME 88N
W04 JBUEIL0D S| U) 1nposd sy 1oa0ud sn0y g Kaana 15:';'1;3 ggdﬁr?; i
[I{ZH‘IJJEWJG;H; J?q’lo alojaq sapnuiw 5 fresag) fdde .
aUR[ENks 'UYBYITES LLIN|poS 'SjeI0 suon2elig
wninos Jaem pawnd vaoe rdfdod ‘wreonad = = 2 =




‘jousiued ‘syan0zo 1em aujpstoo)w
'Uage.edifigaw ‘une| ‘s a)sa eaolof

‘upanfyB soney uageied fugs ‘ayeieas (ayife
apepwied jfomuifu ‘aedipe ey ‘syewenb
foare foapopifioofuausaylaisaioys ‘spuackibm
apdeayafudes ‘uaqeredying ‘poe oueas Aouayaq
sjuaipaibui aanoeu|

(penunuoo) 514 Bniq

"REME JUDY J2]Ua7) j0JUOT UOS|0d B
JEIU02 40 diay eapew 196 pamoEems

1 "UBJNILR JO Y2ead Jo Ino daay

81200 YSE1 )1 Joja0p E Yse pue asn dojg
"aROILA) 0] JITEM UJM asuly “safa

JoIno daay Jonpod sjup Buysn uauym
ups uaxouq Jo pafiewep uo asn jou og
fjuoasn jewma 304

“Bujfie ups fl/ea o JA0UEa ups Jou ‘Lnquns

@epdns ayuo Gunys
1enljo peajsur ‘sdy fip o ejeseed
firemsoe e swetpasbiug Bu zungs jou

Ywa peienunoy s ) sdy Ay

fup youanb o} Jas) angiow suem
BBl aja|dwe) ‘swpg Aeuipo sy
‘wiesfg aimsiop pajuaed

" e pawul faa)

1ok uoresuas buiznsiow-sadns
anbune sanjp o aunsiow [enpoe
tpm spopaibu bugephy paouenpe
SUNUI0D 2Umsio a9 oy

»JUNLSIOW 3LI1dWOD

x3)s|g
K

wanad digy o3 fuo umoys uaaq sey
1onpoud spuy ) BuiBe upys flres pue Jaoaues
LIS 10 WS4 oK S9SB910U) UNS AU U aw)
Bupuads Juany Buify upsames ups
sbuiusey

-

unqune juasaid sday -

sd)| pacyoesa 2o paddey) anayal
sdjay pue spayoud fesodwsey -
sasf)
Uaalasung (mymlogg 'z sunzuaghxg
UaaIIsuNg (mymans 2 S1EXDURD0
wepaaioud (a0 Z Aucaulawg
| asoding sjuaipaibul aapoy

sjoe4 bni

///

BLISTEX COMPLETE MOISTURE

octinoxate, oxybenzone, and dimethicone stick

Product Information

Product Type HUMAN OTC DRUG LABEL

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Item Code (Source) NDC:10157-9877

DEA Schedule

Ingredient Name Basis of Strength Strength
Octinoxate (Octinoxate) Octinoxate 7.5¢g in100 g
Oxybenzone (Oxybenzone) Oxybenzone 25g in100 g
Dimethicone (Dimethicone) Dimethicone 2g in100 g
Inactive Ingredients
Ingredient Name Strength

DIETHYLHEXYL ADIPATE
PROPYLPARABEN
BUTYLPARABEN
ETHYLPARABEN
METHYLPARABEN

water

saccharin sodium
squalane

panthenol




microcrystalline wax

glycerin

ETHYLHEXYL STEARATE

ETHYLHEXYL PALMITATE

MEDIUM-CHAIN TRIGLYCERIDES

petrolatum

7-BEHENO YLSTEARIC ACID

SODIUM BORATE

CHOLESTERYL/BEHENYL/OCTYLDODECYL LAUROYL GLUTAMATE

ceresin

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:10157-9877-1 1in 1 CARTON

1 4.25 g in 1 CYLINDER

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC MONOGRAPHFINAL part347 03/05/2003

Labeler - Blistex Inc. (005126354)

Establishment
Name Address ID/FEI Business Operations
Blistex Inc. 005126354 MANUFACTURE(10157-9877)

Revised: 11/2013 Blistex Inc.
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