CROC BLOC BROAD SPECTRUM SPF 30 FPS ECRAN SOLAIRE- homosalate,
octisalate, octocrylene, oxybenzone, and avobenzone lotion
Degil Safety Products (1989) 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.

Croc Bloc Broad Spectrum SPF 30 FPS Ecran Solaire

Drug Facts

Active

Ingredients Purposes
Homosalate 10.5% Sunscreen
Octisalate 5.0% Sunscreen
Oxybenzone 2.0% Sunscreen
Avobenzone 2.0% Sunscreen
Octocrylene 2.0% Sunscreen
Warnings

For external use only

e Discontinue use if skin irritation develops or increases
e If irritation persists, consult a health care practitioner

Avoid contact with eyes
If contact occurs, rinse thoroughly with water

Consult a healthcare practitioner prior to use on children less than six months of age

May stain or damage some fabrics or surfaces

Keep out of reach of children

Directions

Shake well. Apply generously 15-30 minutes prior to exposure to the sun. Reapply as
needed or after swimming, towel drying, perspiring heavily, washing and vigorous
activity.

Other Ingredients

Aqua, Sorbitan Isostearate, Sorbitol, Triethanolamine, Polyglyceryl-3 Distearate, Stearic
Acid, Octadecene/MA Copolymer, Barium Sulfate, Benzyl Alcohol, VP/Eicosene
Copolymer, Dimethicone, Carbomer, Methyl-paraben, Aloe Barbadensis Leaf Extract,
Simmondsia Chinesis (Jojoba) Seed Oil, Tocopherol, Propylparaben, Disodium EDTA



PRINCIPAL DISPLAY PANEL - 120 mL Bottle Label
Sunscreen

SPF 30 FPS

Ecran Solaire

BROAD SPECTRUM ¢ LARGE SPECTRE
UVA/UVB PROTECTION

CONTRE LES RAYONS UVA ET UVB
Dermatologist Tested ¢ Moisturizing Aloe & Vitamin E

Unscented Lotion * Water Sweat Resistant (40 Minutes)
Testé par les dermatologues ¢ Hydratante avec Vitamine E et Aloés

Lotion Non Parfumée « Résiste a l'eau



49mm*92mm

BROAD SPECTRUM = LARGE SPECTRE

CONTRE LES RAYONS UVA ET UVB
Dermatologist Tested * Moisturizing Aloe & Vitamin E
Unscented Lotion = Water Resistant (40 Minutes)

Teste par les dermatologues = Hydratante avec Vitamine E ef Aloés

Lotion Non Parfumée = edl'eau

Net Contents/Contenu - 4 £ z. (120 mb)

Drug Facts

Active Ingredients Purpose
Homagalate 10.5% Sunsoreen
Octisalate 5.0% Sunscreen
Oxybenzone 20% Sunscreen
Aabenzong 2.0% Sunscreen
Octocrylene 2.0% Sunscreen
Uses

+ Helps prevert sunburm

Wamings

For extemal use only. Do notuse on damaged or broken skin
Keep out of reach of children

+ May stain or damage some fabrics or sufaces

When using this product
+ Awoid cortact with eyes. Rinse with water to remove

Stop use and ask doctor if
» Rash or imitation cievelops and 1asts

Avertissements
Pour une utilisation externe Nepas sur une peau
endomm agée ou brisée. Garder hors de la portée des enfants

+ Peuttacher ou endomm ager certains tissus etcertaines surfaces.

Lersque vous employez ce produit :
+ Gardez loin des yeux. Pour enlever, rincez avec de I'eau

Arrétez de I'employer et consultez un médecin si :
+ Une rougeur ou une éruption cutanée survient et persiste

Directions

+  Apply liberally and evenly to dry skin 15 minutes before exposure o the sun. Reapply
every 2 hours to insure adequate U protection or 40 minutes after swimming, perspiring
heszwly, arimimeciately afer washing and towel drying.

+ For children under & morths of age: Ask a doctor

Mode d'empioi

Appliguez généreuserment et uniformn ement sur 3 peau séche 15 mindtes avant de
s'exposer au soleil. Afin d'assurer une protection adéouate confre les UY, réappliquer 1a
créme solaire toutes les deux heures ou 40 minutes apres s'étre baigné, avoir ranspiré
de fagon intense, ou imm édiatemert aprés s'tre lave ou eponge a la serviette

Pour |es enfants de mains de & mais - informez-vous au medecin

Orher Information
+ Protect the product from excessive heat and direct sun

Inactive ingredients

Aqua, Sorbitan |sostearate, Sorbital, Triethanolamine, Potyglyceryl-3 Distearate, Stearic
Acid, OctadeceneMA Copolymer, Barium Sulfate, Benzyt Alcohal, VP/Eicosene
Copalymer, Dimethicone, Carbomer, Methyl-araben, Alog Barbaciensis Lear Extract,
Simmandsia Chinesis (Jojoba) Seed Oil, Tocopherol, Propylparaben, Disodium EDTA.

Distributed by/Distribug par
Croc Bloe Products Ine
200 Zermnay Blvd., Unit 1
Vaughan, Ontario, Canada L4H 016
1-800-332-1810
E-mail: degil@degilsatety.com
Website: www degilsafety com
IMADE IN/FABRIQLE ALY CANADA
7 W76285"12340'™ 5

|CROC BLOC BROAD SPECTRUM SPF 30 FPS ECRAN SOLAIRE




homosalate, octisalate, octocrylene, oxybenzone, and avobenzone lotion

Product Information
Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration TOPICAL

Active Ingredient/Active Moiety

NDC:58331-030

Ingredient Name Basis of Strength Strength
HOMOSALATE (UNIl: VO6SV4M95S) (HOMOSALATE - UNII:VO65V4M95S) HOMOSALATE 10.5 g in 100 mL
OCTISALATE (UNII: 4X49Y0596W) (OCTISALATE - UNII:4X49Y0596W) OCTISALATE 59 in 100 mL
OCTOCRYLENE (UNII: 5A68WGF6\WM) (OCTOCRYLENE - UNII:5A68WGF6WM) OCTOCRYLENE 2 g in 100 mL
OXYBENZONE (UNIl: 9500S7VEQY) (OXYBENZ ONE - UNII:9500S 7VEQY) OXYBENZ ONE 2 g in 100 mL

AVOBENZONE (UNIl: G63QQF2NOX) (AVOBENZONE - UNII:G63QQF2NOX) AVOBENZ ONE

Inactive Ingredients

Ingredient Name
WATER (UNIl: 059QFOKOOR)
SORBITAN ISOSTEARATE (UNIl: 01S2G2C1E4)
SORBITOL (UNIl: 506T60A25R)
TROLAMINE (UNIl: 903K93S3TK)
POLYGLYCERYL-3 DISTEARATE (UNII: ZI1LK470XV)
STEARIC ACID (UNII: 4ELV7Z65AP)
BARIUM SULFATE (UNII: 25BB7EKE2E)
BENZYL ALCOHOL (UNII: LKG8494WBH)
DIMETHICONE (UNII: 92RU3N3Y10)

CARBOMER HOMOPOLYMER TYPE C (ALLYL PENTAERYTHRITOL CROSSLINKED) (UNII:
4Q93RCW27E)

METHYLPARABEN (UNII: A2I8C7HIOT)
ALOE VERA LEAF (UNIl: ZY81Z83HO0X)
JOJOBA OIL (UNII: 724GKU717M)
TOCOPHEROL (UNIl: ROZB2556P8)
PROPYLPARABEN (UNII: Z8IX2SC10H)
EDETATE DISODIUM (UNIl: 7FLD91C86K)

Packaging
# Rkem Code Package Description Marketing Start
Date

NDC:58331- 120 mL in 1 BOTTLE, PLASTIC; Type 0: Not a

1 030-01 Combination Product 11/21/2022
NDC:58331- 10 mL in 1 PACKET; Type 0: Not a Combination

2 030-02 Product 11/21/2022
NDC:58331- 30 mL in 1 BOTTLE, PLASTIC; Type 0: Not a

e 030-03 Combination Product LRl B
NDC:58331- 180 mL in 1 BOTTLE, PLASTIC; Type 0: Not a

4 030-04 Combination Product 1172172022

5 NDC:58331- 1000 mL in 1 BOTTLE, PLASTIC; Type 0: Not a 11/21/2022

030-05 Combination Product

29 in 100 mL

Strength

Marketing End
Date



Marketing Information

Marketing Application Number or Monograph
Category Citation

QTC monograph not part352

final

Labeler - pegil safety Products (1989) Inc. (247083686)
Registrant - csr cosmetic Solutions (243501959)

Revised: 11/2022

Marketing Start Marketing End
Date Date

05/15/2013

Degil Safety Products (1989) Inc.



	Croc Bloc Broad Spectrum SPF 30 FPS Ecran Solaire
	Warnings
	Directions
	Other Ingredients
	PRINCIPAL DISPLAY PANEL - 120 mL Bottle Label

