SUN THERAPE SPORT SPF-35- homosalate, octinoxate, oxybenzone, octocrylene, octisalate,
avobenzone spray
PHARMAGEL INTERNATIONAL 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.

ACTIVE INGREDIENTS

Homosalate.................. 15%
OCtinoXate.....ccoveeeevennenee 7.5%
Oxybenzone.................. 6.0%
Octocrylene................ 5.5%
Octisalate ................... 5.0%
Avobenzone................ 3.0%
PURPOSE

SUNSCREEN

USES

* 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

WARNINGS

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
* Stop use and ask doctor if rash occurs

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

» Flammable: Keep away from flame or high heat. Avoid spraying in eyes. Contents under pressure. DO
not puncture or incinerate. DO not store at temperature above 120°F.

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

Directions For Sunscreen Use:

* Apply liberally and evenly 15 minutes before sun exposure

* Sun Protection Measures. Spending time in the sunincreases 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
* Children under 6 months: Ask a doctor

INACTIVE INGREDIENTS:

ALCOHOL DENAT, POLYESTER-8, ACRYLATES/OCTYLACRYLAMIDE COPOLYMER,
ETHOXYDIGLYCOL, COCOS NUCIFERA (COCONUT) OIL, BUTYLENE GLYCOL,
TRISILOXANE, FRAGRANCE (PARFUM), TOCOPHERYL ACETATE, DIMETHICONE,
POLYESTER-10, PROPYLENE GLYCOL DIBENZOATE, GARDENIA TAHITENSIS (TIARE)
FLOWER, BORAGO OFFICINALIS SEED OIL, BUTYLOCTYL SALICYLATE, MACADAMIA
TERNIFOLIA (MACADAMIA) SEED OIL, PANTHENOL, PERSEA GRATISSIMA (AVOCADO)
OIL, TETRAHEXYLDECYL ASCORBATE, WATER (AQUA), SIMMONDSIA CHINENSIS
(JOJOBA) SEED EXTRACT, ALOE BARBADENSIS LEAF JUICE, PHENOXYETHANOL,
DIMETHYLAMINOETHANOL TARTRATE, ROSA CANINA (ROSE HIP) FRUIT EXTRACT,
CAPRYLIC/CAPRIC TRIGLYCERIDE, CHLORPHENESIN, BENZOIC ACID, SORBIC ACID,
ACHILLEA MILLEFOLIUM (YARROW) EXTRACT, ECHINACEA ANGUSTIFOLIA
(ECHINACEA) EXTRACT, HYDRASTIS CANADENSIS (GOLDEN SEAL) EXTRACT,
LIMONIUM GERBERI EXTRACT, LECITHIN PLANKTON EXTRACT, CITRIC ACID, SODIUM
BENZOATE

Questions or Comments ?
Call toll free 800-882-4889



Thig advanced moisturizer provides complete,
dry touch hydration while helping to repair and
protect, for smoother, radiant and younger
looking skin. Formulated with Pharmagel's®
exclusive Photosome Reconstructive Complex
™ 1o boost effectiveness, it helps to diminish
the appearance of fine lines and wrinkles
Sunscreen and antioXidant ingredients
provide a daily barrier that pampers skin
while guarding from environmental damage.
Sun Therape™ Sport Shield has dual skin
protection benefits. First, it helps to soreen
out the sun's burning UYB rays, and second,
it filters UWA rays that age skin by penetrating
through the surface to the deep layers

This advanced antkaging protective sport
rnoisturizer 1s an ideal dally treatrment
because it is Ultra light and dries quickly

Drug Facts

Active Ingredients (Purpose: Sunscreeny

Homasalate 5%  Octocrylene 55%
Octinoxate.... 75% Octisalate .. . _6.0%
Oy B 0% 30%
Uses:

* Halps prevent sunburn

* I used 83 diracted With 0MEr SUN PrOTCtion measures (see
Dirertinns|, decraases the risk of skin cancer and sarly skin
aging caused by the sun

Warnings

v Foresternal use only

* Danotuse on damaged or broken skin

* Wilien using this product keep out of eyes. Rinse with water
10 remuve

* Stop use and ask doctor if rash ocours

+ Keep out of reach of children. I progduct is swallawe d, get
medical help o contacta Poison Cartrol Center right away

* Flamm able: feep away from Aame or high heat. Avoid
spraying in eye s Conterts under pressure. DO nokpunchure
orincinerate. DO not store attemperature abowe 120%F

Directions For Sunscreen U se:
* Kpply Iiberally and evenly 15 minutes before sun exposure
« Sun Protection Measures. Spend ingtime inthe sun
increases your fisk of skin cancer and early skin aging. To
decrease this risk, regularly use a sunscreenwith broad
spectrum SPF of 15 orhigher and other sun protection
me asures including.
* Limittime inthe sun, especially from 10.am.- 2 p.m.
* Wearlonzsleeve shirts, parnts, hats, and sunzglasses
* Reapplyatieast every 2 houts
« Use awater resistant sunscreen i svimming or sweating
* Children under B morths: Ask a doctor

Inactive Ingredients

ALCOHOL DENAT, POLYESTER-S, ACRYLATES/QCTYLACRYLAMIDE
COPOLIHER EMBADIGLYCHL C0CUS NUGFERA tcocowﬂ alL,
BUTTLENE GLYCOL, TRISILOXANE, £ (PRAIM), TOCOPHERYL
ACETATE, DIMETHICDE, POL‘(ESTER‘LO SRRRILENE S o0l
DIBENZOATE, CARDENIA TAHITENSIS (TARE| FLOWER, BORAGD
OFFICINALIS ' SEED OIL, BUTHLOCTYL' SALICYLATE, WACADAMIA
TERMFOLU (MACHDAMIA]) SEED OIL, PLHTHENOL, PERSER GRATISSIMG
(VDGO Oll, TERAHEILDECML GSCORBATE, WATER (AQUAI,
SIMHONDSI CHIVENSS (DIDBA] SEED ECTRACT ALOE BARBADENSIS
LEAF JUICE, PHENCHYETHANCL, DIMETHVLAMINOETHANOL TERTRATE,
ROSKL CANINA (ROSE HIP) FRUIT EXTRACT CAPRYLIC/CAPRIC
TRIGLICERIDE, CHLORPHENESIN, BENFOIC ACID, SORBIC ACID,
ACHILER MILLEFOLIUN L) EXTRACT, ECHINAGER ANOUSTR L
(ECHINACER) EXTRACT, STIS CANADENSIS (COLDEN SEAL)
TRACT, LIMONILM St Bfmm LECITHIN PLANKTON EXTRACT,
CITRICAZID, SODIM BENTATE

Gtfier Information
» Protectthe product in this cortainer from excessive heat
and direct sun

Guestions or Comments?
Calltall free B00-382-4889

SUN THERAPE"

Sport Shield
Daily Age Defense - Sport Spray

Pharmagel's daytime barrier
against skin-damaging sun

Fast drying sport spray
with lasting protection
for active lifestyles

Quick drying, non-tacky

Dual protection from damaging
sun rays and premature aging

Ultra sheer and ultra absorbant

Lasting hydration without
oiliness or heaviness

Silky finish, dry touch
broad spectrum protection

Helps to prevent damage from
UVA and UVB ray penetration

Deep cellular protection

With botanical ingredients,
vitamins and antioxidant

Anti-Aging for SPORT

MOISTURIZER
DRY TOUCH

DUAL PROTECTION

SUNSCREEN

PHOTOSOME
RECONSTRUCTIVE
COMPLEX™

Broad Spectrum
UVA/UVB Advanced
Anti-Aging Formula

Ecran solaire brumisateur
toucher sec pour le sport

Pantalla solar atormizador
tacto seco para el deporte

pharmagel’

BROAD SPECTRUM SPF 35

4.2floz. € 125 ml/ 108g

Sport Shield
Daily Age Defense - Sport Spray

PHOTOSOME RECONSTRUCTIVE
COMPLEX™

= Formulated from natural
marine plankton, liposomes
and enzymes

" |ncreases functionality and
effectiveness

= Works to repair damaged cells
= Combats freeradical damage

= With botanical ingredients,
vitamins and antioxidants

LIGHT RAY
PEMETRATICN

WITHOUT broad spectrum protection

PHARMAGEL®
ANTRAGING SUNSCREEN

EF’JDERM!S
/W

HYPODE Ry

R

WITH broad spectrum protection




Drug Facts

i ™ " E
TH E RAPE Active Ingredients (Puniose: Sunscreer)
S U N Homeesiabe mrsinanings 159 Octocrylene. ...
Octinoxate..... .T.5%  Octisalate...
(b BnZoNE .o B.0%  Avobenzone....
Anti-Aging for Sport e
+ Helpe prevent sunburm
« |f used as directed with other sun protection measures (see Diractions),
decreases the risk of skin cancer and early skin aging caused by thesun

Warnings:
MOISTURIZER «Farctemal usaoly

* Do not use on damaged or broken skin
DRY TOUCH * When using this product keep out of eves. Rinse with water to remove

+ Stop use and ask doctor i rash occurs

= Keep out of reach of children. If product is swallowed, get medical
S PO RT S P RAY help or contact a8 Poison Control Center right away.

* Flammable: Heep away from flame or high heat. Avoid sprayingin eyes.
D UA L PR OTE C Tl O N Contents under pressure. 00 not puncture of incinerate. 00 not store at

temperature above 120°F

S U NS C R E E N Directions For Sunscreen Use:

= Apply liberally and evenly 15 minutes before sun exposure
+ Sun Protection Measures. Spending time in the sun increases your
risk of ekin cancer and eatly skin aging. To decrease this risk, regularly

PHOTOSOME use 8 sunscreen with broad spectrum SPF of 15 or higher and other
sun pretection measures including:
+ Limit time in the sun, especially from 10 a.m.- 2 pum.
RECONSTRUCTIVE
« Wear |ong-slesve shirts, pants, hats, and sunglasses
CUMPLD(TM * Reapply 8t |east every 2 hours
= Use g water resistant sunscreen if swimming of sweating
Broad Spectrum = Children under € months: Ask a doetor
Inactive Ingredients:
UVA/UVB Advanced ALCOHOL  DEMAT  POLYESTER-5, ACRYLATES/OCTLACRYLAMIDE  COPDLYNER,
i - ETHOADIGLYCOL, COCOS MUCIFERA (COCONUT) OIL | BUTYLEME GLYCOL, TRISILOXARE,
Ant|-Ag|ng Formula FRAGRANCE {PARFUIM), TOCOPHERYL ACETATE, DIMETHICONE, POLYESTER-10, PROPYLENE

GLYCOL DIEERZOATE, GARDENIA TAHITENSIS (TARE) FLOWER, BORAGO OFFICINALIS SEED
OIL, EUTYLOCTYL SALICYLATE, MACADAMIA TERMIFOLIA' (MACADAMIA] SEED OIL,
i _ . PANTHENOL, PEF:SEA GRATISSINA (AVDCADO) O, TETRAHERYLDEGYL ASCORBATE, WATER
Ecran solaire brumisateur {40UAY, SIIMONDSIA CHINENSIS (J0J0BA) SEED EXTRACT, ALDE EAREADENSIS LEAF

JICE, PHENGXYETHANOL, DIMETHYLAMINOETHANGL TARTRATE, ROSA CANINA (ROSE. HIEY
foucher sec pour [ sport FRUT EXTRACT. CAPRYLIG/ CAPRIC TRIGLYCERIDE, CHLORPHENESIN, BENZOIC AGID,
. SOREIC ACID, ACHILLEA. MILLEFOLIUM (VARROW) EXTRACT ECHINACEA ANGUSTIFOLIA
Pantalla solar atomizador [ECHINAGEA) EXTRACT, HYDRASTIS CANADENSIS (GOLDEN' SEAL) EXTRACT. LIMONIUM
tacto seco para el deporte GERBER| EXTRACT, LEGITHIN PLANKTON EXTRACT, CITRIC ACID, SODIUM BENZOATE

Cther Information
* Protect the product in this containe from excessive heat and direct sun

Questions or Comments?

BROAD SPECTRUM SPF 35 il iiiees BRGRCE o
®Phammagel Int'l. Ing. Dist.
Chateworth, C4 91344 I@
4.2floz. € 125 ml/108¢ e,

wanie pharrmagel net Macde in USA

STS4 Revd  SDSCA-2873 o 3
DOT 20 M#5E55

SUN THERAPE SPORT SPF-35
homosalate, octinoxate, oxybenzone, octocrylene, octisalate, avobenzone spray

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:67879-304

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength

HOMO SALATE (UNIE: V06SV4M95S) (HOMOSALATE - UNIEV06SV4M95S) HOMOSALATE 15 g in 100 mL
O CTINO XATE (UNIL: 4Y5P7MUD51) (O CTINOXATE - UNIE4Y5P7MUDS1) OCTINOXATE 7.5g in 100 mL
O XYBENZONE (UNI: 9500S7VEQY) (OXYBENZONE - UNI:9500S7VE0Y) OXYBENZONE 6 g in 100 mL
O CTO CRYLENE (UNII: 5A68 WGF6 WM) (OCTOCRYLENE - UNIL:5A6 8 WGF6 WM) OCTOCRYLENE 5.5g in 100 mL
OCTISALATE (UNII: 4X49 Y0596 W) (OCTISALATE - UNIE4X49 Y059 6 W) OCTISALATE 5g in 100 mL

AVOBENZONE (UNI: G63QQF2NOX) (AVOBENZONE - UNI:G63QQF2NOX) AVOBENZONE 3 g in 100 mL

AN NN N NN N RN N AN NN O AR AN NN NN YA AN NN N



Inactive Ingredients

Ingredient Name Strength
ALCOHOL (UNIL: 3K9958V90M)
POLYESTER-8 (1400 MW, CYANO DIPHENYLPRO PENO YL CAPPED) (UNI: T9296U138P)
OCTYL ACRYLATE (UNI: EJN94319 DN)
DIETHYLENE GLYCOL MONOETHYL ETHER (UNI: A1A118X02B)
COCONUT OIL (UNI: Q9L0073W7L)
BUTYLENE GLYCOL (UNI: 3XUS85K0RA)
TRISILO XANE (UNIL: 9G1ZWI13R0G)
.ALPHA.-TOCOPHEROL ACETATE (UNI: 9E8§ X80D2L0)
DIMETHICO NE (UNIL: 92RU3N3Y10)
POLYESTER-10 (UNI: 212N9 02MM?Z)
PROPYLENE GLYCOL DIBENZOATE (UNIL: EQY32Z1AN4)
GARDENIA TAITENSIS FLOWER (UNI: TOOCU8201Y)
BORAGO OFFICINALIS SEED (UNIL: 2GXJ790USO0)
BUTYLOCTYL SALICYLATE (UNI: 2EHI3UN8 D3)
MACADAMIA OIL (UNIL: 5156 10SU8C)
PANTHENOL (UNI: WV9CM0O67Z7)
AVOCADO OIL (UNI: 6 VNO72PFC1)
TETRAHEXYLDECYL ASCORBATE (UNI: 9LBV3F07AZ)
WATER (UNI: 059QFOKOOR)
SIMMO NDSIA CHINENSIS SEED (UNII: D24K2Q1F6 H)
ALOE VERA LEAF (UNII: ZY81Z83H0 X)
PHENO XYETHANO L (UNIL: HIE492ZZ3T)
DEANOL BITARTRATE (UNI: D240J05W14)
RO SA CANINA FRUIT (UNI: 3TNW8D08V3)
MEDIUM-CHAIN TRIGL YCERIDES (UNI: CO9H2L.21V7U)
CHL O RPHENESIN (UNIE: 16 70 DAL4SZ)
BENZOIC ACID (UNIE: 8 SKNO B0 MIM)
SORBIC ACID (UNI: X045WJ989B)
ACHILLEA MILLEFO LIUM (UNIL: 2FXJ6 SW4PK)
ECHINACEA ANGUSTIFOLIA (UNIL: VB06AV5US8)
HYDRASTIS CANADENSIS WHO LE (UNI: R76 3EBH88T)
LIMO NIUM GERBERI WHO LE (UNIL: 2J5K7YCF9F)
LECITHIN, SO YBEAN (UNI: 1DI56 QDM62)
CHONDRUS CRISPUS (UNIl: 0OQS23HUA1X)
ANHYDRO US CITRIC ACID (UNII: XF417D3PSL)
SODIUM BENZO ATE (UNII: 0J245FE5SEU)

Packaging

4 Item Code Package Description Marketing Start Marketing End
Date Date

1 NDC:67879-304- 1in 1BOX 06/18/2015

51

NDC:67879-304- 125 mL in 1 BOTTLE, SPRAY; Type 0: Not a Combination

1 11 Product



Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
OTC monograph final part352 06/18/2015

Labeler - PHARMAGEL INTERNATIONAL INC (603215182)

Registrant - PHARMAGEL INTERNATIONAL INC (603215182)

Revised: 11/2018 PHARMAGEL INTERNATIONAL INC
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