GLITTER RITZ GOLDEN VANILLA EMBERS- alcohol gel
Landy International

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 Ingredient Purpose
Alcohol denat. 63% .....ccoecvevvieriieniennnnen. Antiseptic
JUses

to decrease bacteria on the skin

[Keep out of reach of children. In case of accidental ingestion, seek professional assistance or
contact a Poison Control Center immediately.

Hand Sanitizer

30 ml 1.0 fl.oz.

Warnings

[For external use only.
(Flammable.

OKeep away from heat and flame.

(When using this product
e Avoid contact with eyes. If contact occurs, flush eyes with water.
e Avoid contact with broken skin.

[Stop use and ask a doctor if

irritation and redness develop and persist for more than 72 hours.

[Directions
e Wet hands with product and allow to dry without wiping.
e Notrecommended for infants.

0Inactive Ingredients

alcohol denat., water, propylene glycol, acrylates/c10-30 alkyl acrylate crosspolymer, aminomethyl
propanol, fragrance, lactose, cellulose, hydroxypropyl methylcellulose, jojoba esters, tocopheryl
acetate, yellow 5 (CI 19140), red 4 (CI 14700)



Drug Facts(Continued)
Directions
W et hands with product and allow
o dry without wiping.

W Not recommended for infants.

Other information

: W Storeat 68" to 77°F (20" to 25°c)
W Donot store above 105°F.

W May discolor some fabrics,
W Harmful to wood finishes and plastics
/Exptred Date 05/2015\

Tracking number: OF0503-01
FDA number: 545291775

Inactive ingredients
Alcohol Denat., Water, Propylene Glycal
Asry ates/C10-30 Alkyl Acry!ae Crosspolymer Aminomethyl

mpano Fragrance Lactose, Cellulose, Hydroxypropy!
bthylcelluloss, Jojoba Esters, Tocophery Acetate
Hed33 17200 Rea 4 (C1 14700).
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Keep away from heat and flame.
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W Avoid contact with eyes. If contact
oceurs, flush eyes with water.
W Avoid contact with broken skin.

Stop use and ask a doctor if
iritation and redness develop and
persist for more than 72 hours

@ out of reach of ch ®

In case of accidenial ingestion, seek
professional assistance or contact a
Poison Control Genter immediately. o
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GLITTER RITZ GOLDEN VANILLA EMBERS
alcohol gel

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:51706-513

Route of Administration TOPICAL

Active Ingredient/Active Moiety



Ingredient Name Basis of Strength
ALCOHOL (UNIL: 3K9958V90M) (ALCOHOL - UNI:3K9958V90M) ALCOHOL

Inactive Ingredients

Ingredient Name
WATER (UNIE: 059 QFOKOOR)
PROPYLENE GLYCOL (UNIE: 6DC9Q167V3)
(C10-C30)ALKYL METHACRYLATE ESTER (UNI: XH2FQZ38D8)
AMINO METHYL PROPANEDIOL (UNI: CZ7BU4QZJZ)
LACTOSE (UNI: J2B2A4N98G)
PO WDERED CELLULOSE (UNI: SMD1X3X09M)
HYPROMELLOSES (UNIE: 3NXW29 V3WO)
HYDROLYZED JOJOBA ESTERS (ACID FORM) (UNI: UDR641JW8W)
.ALPHA.-TO COPHEROL ACETATE (UNI: 9E8 X80D2L0)
FD&C YELLOW NO. 5 (UNI: I[753WB2F1M)
FD&C RED NO. 4 (UNIE: X3W0 AM1JLX)

Packaging

Strength
63 in100 g

Strength

# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:51706-513-01 63 gin 1 BOTTLE; Type 0: Not a Combination Product

Marketing Information

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

OTC monograph not final part333E 04/15/2015

Labeler - randy International (545291775)

Establishment
Name Address ID/FEI Business Operations
Landy International 545291775 manufacture(51706-513)

Revised: 4/2015

Landy International



