SNOWBERRY - zinc oxide, kaempferia galanga root, ethyl ferulate and larix sibirica
wood cream
Snowberry New Zealand Ltd

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
Ingredients Agua (Demineralised), Sorbitan Olivate (Olive),

Cetyl Palmitate, Sorbitan Palmitate, Coco Glucoside, Cetrary Alcohol (wheat extract), Glycerin
(Coconut),

Coffea Arabica (Coffee Bean) oil, Butyrosperum parkii (shea Butter), Inga edulis (Inga) seed extract,
Brassica Campestris (Rapeseed) oil, Stearic Acid, Glycerin, Glycin Soja (soybean oil), Glucose,
Glucose Oxidase, Lactoperoxidase, Porphyraumbilicasis (Seaweed) extract,

Cassia Alata leaf extract, Aloe barbadensis leaf extract, Guar Gum,

Tocopherol (mixed), Beta-Sitosterol, Squalene (sunflower), Sclerotium Gum

Active Ingredients Zinc oxide, Caprylic Capric triglycerides,

Kaempferia Galanga Root extract, Ethyl Fenulate, Larix Sabirica (Siberian larch) extract

Avoid contact with eyes

ral skin care to help defend against harmful UVA and UVE.
\y, 20 minutes before exposure and reapply (NIRRT VIR
2 hotrs)and expecaly after swirming or Sweating

7t

ovide 100% protectios | i
sun toolong, evenwh\eusmg I
. Res b dyo ing children out of direct sunlight
Natiriche Hautoflege, die belm Schutz gegen schidliche UYA- [ !
ft. Gr

i “”:‘ | Avoid contact with eyes.
Kontakt mit den Augen

|

|

|

|

|

o vermeiden. |

- Sonnenschutzmittel bieten keinen vollstandigen ‘Ee"i"‘fe’;;?‘““""‘a“ avec
. o }?telzs\(;wug;:uh e dec] nicht I Active Outdoor

| BROAD SPECTRUM

|

|

|

|

HIGH SUN PROTECTION

PoWAB

Evitar el contacto conlos
ojos

e n v ns
au. Appliquer gér nt 20 minutes
soleil et renouvel ot Fapmlication toutes |
out aprés la baignade ou la pratique

f
I

e protége pas 3 100% contre les
& surexposition.
opliqué des produts solaires veuillez
[l aiia vintre carme act

0QqID2

Cert T

>\_\\}\\\}_\




decouvert, T e |
- Evitezdexposer les bébiés etles jeunes enfants au soleil. Zero
| — cerified
UVA product
1 Jtodo 1 Now Zastnd
BHEENCR Snowberry New Zealand Lirited |

108 Eal Richardson Avenue,
i Inredents Zinc oxide & Capryi/Capric igycarides, Byl | ManukuNew Zesand
Ferulate, Porphyra umbilicalis (Seaweed) extrac o 3 50
Fighadilits: AqiEDEITasIR TG Gide b cavidcane o Lo rsem S s0rbe
triglycerides, Sorbitan olivate (Qlive), Polyglyceryl-3 polyricinoleate & I \HOWbCH’)’bOGU'Y.CDm
Sorbitan sesquioleate & Cetyl ricinoleate & Glyceryl caprate & Cera
alba & Magnesum stearaic & Aurinium tisteaate, Gheerine | @ 50ml 1.7l0z ]
(Coconut, Heptyl undecylenate, Aloe barbadensis leaf extract, Benzyl -
alcohol & Glycerin & Benzoic acid & Sorbic acid, Megnesium stlphate,

AN

e, S T e | e s o | ©50ML 1.7 FLOZ '
S&m_vxscmx;___. e 1
v ¥9SYLLO6LTY 6
Q31v¥3INIO 34
0L3a0ouvd
Coselle - Snowberry Active Outdoor SPF30 Sun Protection B

PMS7533  PMS1665 CYAN MAGENTA  YELLOW

BLACK

DIELINE UV Plate

SNOWBERRY

zinc oxide cream

Product Information

Product Type HUMAN OTC DRUG LABEL

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name
ZINC OXIDE (ZINC OXIDE)
KAEMPFERIA GALANGA ROOT (KAEMPFERIA GALANGA ROOT)
ETHYL FERULATE (ETHYL FERULATE)
LARIX SIBIRICA WOOD (LARIX SIBIRICA WOOD)

Inactive Ingredients
Ingredient Name
WATER
SORBITAN OLIVATE
POLYGLYCERIN-3
SORBITAN SESQUIOLEATE
CETYL RICINOLEATE

Item Code (Source) NDC:58231-002

DEA Schedule

Strength
22g in10 g

Basis of Strength
ZINC OXIDE
KAEMPFERIA GALANGA ROOT
ETHYL FERULATE
LARIX SIBIRICA WOOD

.7g in10g
6ginl0g
3ginl0g

Strength




GLYCERYL CAPRATE
WHITE WAX
MAGNESIUM STEARATE
ALUMINUM STEARATE
GLYCERIN

HEPTYL UNDECYLENATE
ALOE VERA LEAF
BENZYL ALCOHOL
BENZOIC ACID

SORBIC ACID
MAGNESIUM SULFATE
SODIUM CHLORIDE
CITRIC ACID MONOHYDRATE
SENNA ALATA LEAF

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:58231-002-01 1in 1 CARTON

1 50 gin 1 TUBE

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part352 04/01/2013

Labeler - Snowberry New Zealand Ltd (594018264)

Establishment
Name Address ID/FEI Business Operations
Snowberry New Zealand Ltd 594018264 manufacture(58231-002), relabel(58231-002), repack(58231-002)

Revised: 4/2014 Snowberry New Zealand Ltd
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