ICONIC 70% HAND SANITIZER GEL- hand sanitizer gel gel
Iconic Medical Group, 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.

Iconic 70% Hand Sanitizer 1 Gallon
70% Ethanol Topical

Container label
1 gallon NDC: 77362-001-01

Drug Facts
‘Active ingredient[s]
Ethyl Alcohol 70% viv
Usefs]

ADVANCED Hand santizer to hlp reduce bacteia that ptentilly can cause
disease. For use when soap and water are not available.
Warnings
For oxtrmal us ony, Flammable. Keep away fom heat o fiame
Do not use
« in children less than 2 months of age
= on open skin wounds
o
ALCOHOL ANTISEPTIC 70% When using this product keep out of eyes, ears, and mouth. In
TOPICAL SOLUTION casg of 3
‘Stop use and ask a doctor if rritation or rash occurs. These
may i
Fragrance Free Yeep out o reach ofchldren. I swallowod, gt eical oo
or contact a Poison Conirol Center right way.

Contains Vitamin E & Aloe irections
« Placeenough prodcton hands o cover al surfces.

Antiseptic Hand Rub « Rubhands fogether i dry.
!Elgl’!}uﬁ Non-sterile Solution ;,mﬂ.’nfo,mnﬁm
MFG FOR ICONIC MEDICAL GROUP, LLC ey 104)
SN S0 Bi19 MADE IN THE USA Tnactive Ingredients e e, e TS
E 'WWW.ICONICMEDICALGROUP.COM Jeaf jice, riethanolamine, glycerin, tocopheryl acetate.
g 77362-001-01 1 GAL (3.78L) Storage_store below 110F (430).
ICONIC 70% HAND SANITIZER GEL
hand sanitizer gel gel
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:77362-001
Route of Administration TOPICAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
ALCOHOL (UNIL: 3K9958V90M) (ALCOHOL - UNI:3K9958V90M) ALCOHOL 2.649787 L in 3.78541L
Inactive Ingredients
Ingredient Name Strength

WATER (UNIL: 059QF0KOOR)

.ALPHA.-TOCOPHEROL ACETATE (UNI: 9E8X80D2L0)

ALOE VERA LEAF (UNII: ZY81Z8 3H0 X)

CARBOMER HOMOPOLYMER, UNSPECIFIED TYPE (UNII: 0 ASMM30 7FC)
TROLAMINE (UNIL: 903K93S3TK)

GLYCERIN (UNII: PDC6A3C00X)




Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:77362-001-01 3.7854 L in 1JUG; Type 0: Not a Combination Product 07/01/2020

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 05/15/2020

Labeler - iconic Medical Group, LLC (117488934)

Registrant - Iconic Medical Group, LLC (117488934)

Establishment
Name Address ID/FEI Business Operations
Westwood Laboraoties, Inc 832280635 manufacture(77362-001)

Revised: 7/2020 Iconic Medical Group, LLC
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