SNUGZ SPF 50 BROAD SPECTRUM SUNSCREEN- spf 50 broad spectrum sunscreen lotion
SnugZ/USA, LLC

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.

SPF 50 Broad Spectrum Sunscreen Lotion

SPF 50 Broadspectrum Sunscreen Lotion

SNUGZ SPF 50 BROAD SPECTRUM SUNSCREEN

spf 50 broad spectrum sunscreen lotion

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:76309-550

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
AVOBENZONE (UNI: G63QQF2NOX) (AVOBENZONE - UNI:G63QQF2NOX) AVOBENZONE 0.85 g in 28 mL
OCTINOXATE (UNI: 4Y5P7MUDS51) (OCTINOXATE - UNIL4Y5P7MUD51) OCTINOXATE 2.13 g in 28 mL



OCTOCRYLENE (UNII: 5A6 8 WGF6 WM) (OCTOCRYLENE - UNI:5A6 8 WGF6 WM) OCTOCRYLENE 1.42 g in 28 mL
OCTISALATE (UNIL: 4X49Y0596 W) (OCTISALATE - UNI:4X49 Y0596 W) OCTISALATE 1.42 g in 28 mL

Inactive Ingredients

Ingredient Name Strength
COCONUT OIL (UNI: Q9L0073W7L)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:76309-550-01 28 mL in 1 BOTTLE; Type 0: Nota Combination Product 01/01/2019

2 NDC:76309-550-19 56 mL in 1 BOTTLE; Type 0: Not a Combination Product 01/01/2019

3 NDC:76309-550-02 56 mL in 1 BOTTLE; Type 0: Not a Combination Product 01/01/2019

4 NDC:76309-550-04 112 mL in 1 BOTTLE; Type 0: Nota Combination Product 01/01/2019

5 NDC:76309-550-08 226 mL in 1 BOTTLE; Type 0: Not a Combination Product 01/01/2019

6 NDC:76309-550-51 30 mL in 1 TUBE; Type 0: Not a Combination Product 01/01/2019

7 NDC:76309-550-61 39.75 mL in 1 POUCH; Type 0: Nota Combination Product 01/01/2019

8 NDC:76309-550-62 85.17 mL in 1 POUCH; Type 0: Not a Combination Product 01/01/2019

Marketing Information
Marketing Category  Application Number or Monograph Citation = Marketing Start Date Marketing End Date
OTC monograph final part352 01/01/2019

Labeler - snugzusa, LLC (615959228)

Establishment
Name Address ID/FEI Business Operations
SnugZ/USA, LLC 615959228 manufacture(76309-550)

Revised: 11/2019 SnugZ/USA, LLC
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