
Mirus™ AB SG
 Anti-Bacterial Hand Sanitizer Gel 10X Concentrate

Overview
 • 1% active benzalkonium chloride-
based topical antimicrobial 
concentrate

 • Produced under appropriate cGMP 
controls and FDA protocols for Over 
The Counter (OTC) Active Drug 
Ingredients

 • Readily 10X dilutable, conforming 
to FDA benzalkonium chloride 
monograph for “leave-on” topical 
antimicrobials at 0.1-0.13% 

 • Produces non-comedogenic sheer 
thinning gel at skin-friendly pH

 • Non-flammable, alcohol-free, 
gel formula optimized for broad 
spectrum efficacy with skin-friendly 
moisturizing and conditioning 
ingredients, that carries the same 
FDA “Drug Claim” as alcohol-based 
alternatives

Regulatory
The substances in Mirus AB SG are 
listed on and in compliance with the 
following Inventories: US (TSCA), 
Canada (DSL), Europe (EINECS), 
Australia (AICS), China (IECSC), Japan 
(ENCS), Korea (ECL), New Zealand 
(NZIoC), Philippines (PICCS)

FDA Establishment Identification 
number: 3010203410

Technical Information
Mirus AB SG is a 1% active 
benzalkonium chloride-based 
antibacterial hand sanitizer gel 
10X concentrate. Produced under 
appropriate cGMP controls and FDA 
protocols for Over-The Counter (OTC) 
Active Drug Ingredients, Mirus AB SG 
conforms to FDA guidelines for use as 
an OTC Topical Antimicrobial/”leave-
on” antibacterial hand sanitizer.
With the same “Drug Claim” as 
alcohol-based alternatives, Mirus AB 
SG 10X concentrate produces a clear, 
non-alcohol gel that is an effective 
alternative to gelled-alcohol-based 
hand sanitizer products. Mirus AB SG 
gel formulations meet the FDA Drug 
Claim “reduces bacteria on the skin” 
leaving the skin with a soft, refreshing 
and silky afterfeel. 
Unique skin-friendly pH gel system 
with an active ingredient that doesn’t 
evaporate with rub-out, a pea-sized 
drop of Mirus AB SG RTU provides total 
coverage.

Formulary
Mirus AB SG 10X Concentrate is a 
low viscosity dispersion that dilutes 
readily in water that activates to a 
clear, sheer-thinning gel with the 
addition of lactic acid.

Note - Manufacturing, packaging 
and marketing of this product as a 
topical antimicrobial rub product 
may subject to regulation by the 
Food and Drug Administration as 
an OTC Drug and may subject to 
Enforcement Action. Contact Gray 
Beard Solutions for details.

Typical Properties

PROPERTY VALUE

Appearance Milky-white low 
viscosity dispersion

Odor Mild

Ionic character Cationic

Water solubility Dispersible

Carrier Water

Benzalkonium 
chloride, % 1.00±0.05

pH (as is) 7.5±1.0

Density@25°C 1.00±0.04 g/ml

Boiling Point Approx. 100°C

Flash point, °F >200

Storage Freeze/thaw stable

Expiration/
Re-certification 36 months

Packaging and Handling
Mirus AB SG is available in: 
Plastic totes (Net Wt. 2200 lbs)
Plastic drums (Net Wt. 440 lbs)

Refer to Safety Data Sheet (SDS) for 
information on the safe use, handling, 
and disposal of this product.

DOT Hazard Class: 
Not regulated
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Formula and Mixing Instructions 
 Ingredient   Weight %
 Mirus AB SG Concentrate  10.0-13.0
 Optional Fragrance  0.1
 Water    76.9-79.9
 Lactic acid, 3.1-3.8%  10.0

Add Fragrance to Mirus AB SG with mild agitation.
Add to water and mix until uniform. Add lactic acid solution with 
agitation to activate gel formation. 
 pH 4-5

With an active ingredient that doesn’t evaporate with rub-out, a 
pea-sized drop of Mirus AB SG RTU provides total coverage on 
rub-out.

When marketing Mirus AB SG Hand Sanitizer Gel as an OTC 
Antiseptic, follow OTC Drug Manufacturing requirements, and 
FDA Drug Facts Labeling guidelines as in the example below:

Refer to FDA “Guidance for Industry Labeling OTC Human 
Drug Products” for detailed information on Drug Facts 
labeling. 

Contact Gray Beard Solutions for details.

The Mirus AB SG system has advantages over gelled alcohol 
systems in product physical attributes and skin feel. Mirus AB 
SG is an organic acid activated gel, where most gelled alcohol 
systems are alkali activated, that leave behind a sticky film that 
can trap dead skin cells and bacteria. Mirus AB SG is a high 
viscosity gel that stays put…until rubbed out, that dries with a 
non-sticky skin-feel.

In most gelled alcohol systems, an alkaline pH is required to 
activate the thickening activity of the polymer. While one might 
not consider a pH of 7.2 for thickened alcohol systems all that 
alkaline, however, in terms of skin pH for a leave-on product, it 
is very alkaline. Normal skin pH is in the range of 4 to 5, which 
is the pH range of activated Mirus AB SG. The difference in 
pH between 5 and 7, being measured on a logarithmic scale, 
means that the gelled alcohol pH of 7 that remains on the skin 
is 100 times more alkaline than normal skin pH. Intact skin is a 
phenomenally effective protective barrier. The combination of 
sebum (oil) and perspiration, referred to as the “acid mantle,” 
on the skin’s surface protects the skin and renders the skin 
less vulnerable to damage. It also protects from attack by 
environmental factors such as the sun and wind and leaves 
it less prone to dehydration. For healthy skin, the acid mantle 
inhibits the growth of foreign bacteria and fungi causing the skin 
to remain healthier and have fewer blemishes.

The other thing known about gelled alcohol products, outside 
of the inherent flammability and consumption toxicity, is that 
with continued use they become less effective. Gelled alcohol 
systems lose efficacy almost immediately as the alcohol 
evaporates below the efficacious level, leaving only a polymer/
bio-film build-up that traps and feeds surviving bacteria, that 
supported by an alkaline polymer system leads to decreasing 
performance with use, where the active ingredient in Mirus AB 
SG does not evaporate. Moreover, literature references point 
to the fast evaporation of the alcohol active ingredient that 
limits actual effectiveness in-use. The slightly longer dry time 
associated with water-based benzalkonium chloride insures 
that the product achieves actual anti-microbial effectiveness 
in-use. While the FDA monograph doesn’t allow for residual 
efficacy claims, this property is recognized and confirmed in the 
literature*…alcohol evaporates, benzalkonium chloride doesn’t.

*AORN, 68(2) Study-Dyer, Gerenraich, Wadhams; JAPMA, 91(6) Study-
Moadab, Rupley, Wadhams; The Journal of School Nursing, 17(5) 
Reduction of Illness Absenteeism-White, Shinder, Shinder, Dyer

Drug Facts 
Active ingredient       Purpose 
Benzalkonium Chloride 0.1% ..................................................................... Antimicrobial 
Uses  ▪ For hand sanitizing to decrease bacteria on the skin 
 ▪ Recommended for repeated use 
Warnings 
For external use only 
When using this product avoid contact with eyes. In case of eye contact, flush eyes with 
water. 
Stop use and ask a doctor if irritation or redness develops, or if condition persists for more 
than 72 hours. 
Keep out of reach of children. If swallowed, get medical help or contact a Poison Control 
Center right away. 
Directions ▪ Squeeze a pea-sized amount into palm of hand ▪ Rub thoroughly over all 
surfaces of both hands ▪ Rub hands together briskly until dry 
Inactive ingredients Water, carbomer, glycerin, lactic acid 

 


