TOTAL PROTECTOR COLOR 30 MEDIUM TINT - octinoxate cream
MD Formulation

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.

SUN Total Protector Color 30 Medium Tint

Active Ingredient Purpose

Zinc Oxide - 7.8% Sunscreen
Octinoxote - 7.5% Sunscreen
Octisalate -4.0% Sunscreen

When using this product do not use in or near the eyes. If product gets into eyes, rinse thoroughly with
water.

Warnings For external use only.
Stop use and ask a doctor if Irritation of rash appears and lasts.
If swallowed, get medical help or contact a Polson Control Center right away .

Inactive ingredients Purified Waler (Aqua), C 12-15 Alkyl Benzoate, Glyceryl Stearate,
Glycerin,Steareth-2, Steareth-100, TricontanylPVP, PEG-100 Stearate, Tocopheryl Acetate, Allantoin,
Dimethicone, Xanthan Gum, Cetyl Hydroxyethylcellulose, Disodium EDTA, Diazolidinyl Urea,
Iodopropynl Butylcarbamate, Phenoxyethanol, Methylparaben, Propylparaben, Mica(CI 77019), Bismuth
Oxychloride (CI 77163), Iron Oxides (CI 77489)

Active Ingredient Purpose

Zinc Oxide - 7.8% Sunscreen
Octinoxote - 7.5% Sunscreen
Octisalate -4.0% Sunscreen

Directions Children under 2 years of age should use sunscreen products with a minimum SPF of 4.
Adults and children 6 months and over; apply liberally 15 minutes before sun or water exposure; reapply
after swimming or excessive sweating or anytime after towel drying. Children under 6 months ask a
doctor.



avant 1ou { on ou n
avair nagé, franspiré ou s'élre pongd 6
I'vide d'une serviotie. Il esf recommande
d'uliliser des produlls avec écron sololre
SPF 4 minimum chez les enfanls de

moains de 2 ons. =

Métaits du solell: Le soleil pout élre
dangereux rcuur la peou. L'ulilisation
réguliére d'ecrans solaires paul réduire
les risques de cancers de lo peau e
aulres effels nocifs provoques por le solall
SUF la peau,
Précautions d'emplok: A usoge exdema
sauloment. Eviter toul contact ovee les
yeus. En cos d'iritation, rincer aban-
dommeni, inferrompre I'ulilisation du
roduil et consuller un médacin. Aréler
ule ulllisalion en cas d'opporition de
mnﬂs d'imitation ou de rougewrs. Ne pos
iser chez les enfonls de moins de 6
mois sans ovis médical.

su@

total profector
color 30

dual-purpose
daily profection

medium fint

écran profection
maximum 30 feinfé

protection de jour
mulfi-usage

teinté moyenne

FACE/VISAGE

75ml (2511, 0z.)

después de nadar, iror o de secarse
con una foallo. Los nifios menores

de 2 ofios doben usar produclos con
pantalias solares con un faclor de
proleccion sotar minimo de 4.

ekl )
u pantallos solores r
Jr:g prababilidad de dofios o lo piel, de
olgunos lipoes de cdneer de pi ‘{ da
ofos af perjudicioles del sol.

Precaucion: Salo pora use exlemo. Evile
fque penelre en los ojos. Si se praduce
Irrifocion, enjuague bien el producto,
suspenda su uso y consulle un médico.
Suspenda su us si aparecen sinlomas
de imflocion o uricaria. Emplea en nifios
menares de 6 meses solo con recom-
andacion médica.

| STop Use and ask a doclor |
il of 1ash appears and lasls.

of reach of cl
Feout oLmoeh Tl

swal Egll medical halp or contael
aPalson Conlrol Center right away.

Direclions chitdien unda 2 years of
age should use sunscieen producis with a
minimum SPF of 4, Adulls and childran &
monihs and over; apply libarolly 15 minules
balora sun or waler oxposure; reapply afler
swimming ot excassive swaoling or anylime
after lewal drylng. Childien under 6 monihs
a3k a doctar.

Other information siom ot z2025°
(48-77" F) Sun Alert; Tne sun causes sun

damage. Reguior use ol sunscreens ovar
Ihe years may reduce Ihe chance of skin
damaga, some typas of skin cancar, and
olhar harmful effects dus to the sun.

Inactlive Ingredients water
Acua), C12-15 Alkyl Bentoalo, Glye

aiale, Glycadn, Sleareth-2, Steoreih-100,
Tricontanyl PVR PEG-100 Slearale, Tocophery!
Acelale, Mllanioln, Dimethicene, Xanihan
Gum, | Hydronyathylcelluloss, Dlsodium
EDTA, Diazalidinyi Urea, lodopropynl Bulyl-
carbamale, thanol, M

. Phencxyethanol, Methyl-
raban, Fropyiparaben, Mica (CI 7701
ggmmh Cuychlorida (CI ??IMLﬂmn Oli?;s
(C1 77489

Dist, by md formulotions™
San Franclseo, CA 94106 US @'
[

wwwmdlormulations.com
Macie in USA + 36408



Prafeet skin with this duakpurpose sunseraen,
Sheer, ligh=weight fint enhanees fe skin's noturcl
cok,

Drug Facts

Active Ingredient Purpose
Zinc Oxide (Cl 77947)-7.8% Sunscreen
Octinoxate - 7.5% Sunscreen
Octisolate -4.0% Sunscreen

Uses fo help prevent sunbum and for the
temporary protection of sunburn,

Warnings For externcl use orilly.

When using this product do not use
in or naar the eyes, I product gets into eyes,
1inse thoroughly with water,

Stop use and ask a doctor if
Irritaticn or rash appears and lasts.

Keep ouf of reach of children
If swallowed, get medical help or contact a
Poison Confrol Cenfer right away,

See Carfon for complete information

NDC 66078-504-25 @
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TOTAL PROTECTOR COLOR 30 MEDIUM TINT

octinoxate cream

Product Information
Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
Octinoxate (UNI: 4Y5P7MUDS51) (Octinoxate - UNI:4Y5P7MUD51)
Zinc Oxide (UNI: SO2LOH54Z) (Zinc Oxide - UNI:SOI2LOH54Z)
Octisalate (UNIL: 4X49Y0596 W) (Octisalate - UNI:4X49Y0596 W)

Inactive Ingredients

Ingredient Name

Glycerin (UNI: PDC6A3C00X)

Allantoin (UNIL: 344S5277G0Z)

EDETATE DISODIUM (UNIL: 7FLD9 1C86K)
Xanthan Gum (UNIL: TTV12P4NEE)

Item Code (Source)

Basis of Strength
Octinoxate
Zinc Oxide

Octisalate

CETYL HYDROXYETHYLCELLULOSE (350000 MW) (UNIL: T7SWE4S2TT)

Methylparaben (UNI: A2I8C7HIOT)
GLYCERYL MONOSTEARATE (UNII: 2300U9 XXE4)
Steareth-2 (UNI: V56 DFE46J5)

NDC:66078-504

Strength
7.5g in 100 g
7.8 g in100 g
40 g in100 g

Strength




PEG-100 Stearate (UNI: YDOIN1999R)
TRIACONTANYL PVP (WP-660) (UNI: NOSS3Q238D)
ALKYL (C12-15) BENZOATE (UNI: A9EJ3J61HQ)
.ALPHA.-TOCOPHEROL ACETATE, DL- (UNII: WR1IWPI7TEW8)
Propylparaben (UNIL: Z8IX2SC10OH)

TRIETHO XYCAPRYLYLSILANE (UNIl: LDC331P08E)
Mica (UNI: VBA1AW0880)

BISMUTH O XYCHLORIDE (UNII: 4ZR7921587)
BROWN IRON O XIDE (UNII: IN032N7MFO)
DIAZOLIDINYL UREA (UNII: HSRIZ3MPW4)
Iodopropynyl Butylcarbamate (UNI: 603P14DHEB)
Phenoxyethanol (UNIL HIE492ZZ3T)

FERRIC O XIDE YELLOW (UNII: EX438 O2MRT)
FERRO SOFERRIC O XIDE (UNII: XM0M87F357)

Packaging

# Item Code Package Description Marketing Start Date
1 NDC:66078-504-25 42 in 1 CASE

1 1in 1 CARTON

1 81gin 1 TUBE

Marketing Information

Marketing End Date

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date

OTC monograph not final part352 01/28/2005

Labeler - MD Formulation (087008363)

Registrant - Harmony Labs, Inc. (105803274)

Establishment
Name Address ID/FEI Business Operations
Harmony Labs, Inc. 105803274 manufacture, label, pack, relabel, repack

Revised: 5/2011
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