TOTAL-SHIELD HAND SANITIZER GEL- hand sanitizer gel
YANGZHOU WEIDELI TRADING CO., 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.

Active Ingredient
Ethanol 70%

Purpose

Antiseptic, Hand Sanitizer

Use

Hand Sanitizer to help reduce bacteria that potentially can cause disease. For use when soap and water
are not available.

Warnings

[May produce an allergic reaction. lHighly flammable liquid and vapour. Causes serious eye
irritation. Keep out of reach of children. Keep away from heat, sparks, open flame, hot surfaces. No
smoking. IF IN EYES: Rinse cautiously with water for several minutes. Remove contact lenses, if
present and easy to do. Continue rinsing. If eye irritation persists: Get medical advice/attention. If
medical advice is needed, have product container or label available

Keep out of reach of children

Directions for use

Rub a small amount onto dry hands until completely dry.

Storage

Store at room temperature, out of direct sunlight.

Ingredients:

Alcohol, Purified Aqua, Glycerine, Aloe Vera Oil, 1,3-Bis(hydroxymethyl)-5,5-dimethylhydantoin,
Carbopol.

250 mL




TOTAL-SHIELD HAND SANITIZER GEL

hand sanitizer gel

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:79365-170

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ALCOHOL (UNI: 3K9958 V90M) (ALCOHOL - UNI:3K9958 V90 M) ALCOHOL 70 mL in 100 mL
Inactive Ingredients
Ingredient Name Strength

WATER (UNII: 059QF0KOOR)

GLYCERIN (UNII: PDC6A3C00X)

ALOE VERA LEAF (UNII: ZY8 178 3H0 X)

DMDM HYDANTOIN (UNI: BYR0546 TOW)

CARBOMER HOMOPOLYMER, UNSPECIFIED TYPE (UNIL: 0 ASMM30 7FC)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:79365-170-08 250 mL in 1 BOTTLE; Type 0: Nota Combination Product 06/22/2020

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 06/22/2020

Labeler - YANGZHOU WEIDELI TRADING CO.,LTD. (421267227)

Establishment
Name Address ID/FEI Business Operations
YANGZHOU WEIDELI TRADING CO., LTD. 421267227 manufacture(79365-170)

Revised: 7/2020 YANGZHOU WEIDELI TRADING CO., LTD.
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