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PROFESSIONAL
BRAND

SANI-HANDS'

Instant Hand Sanitizing Wipes

PRODUCT DESCRIPTION

Nonwoven cloth suturated with ethyl alcohol gel solution for the untiseptic cleunsing of hands. Solution und towel dre fragrance-
free und dye-free.

CHEMICAL COMPOSITION
Active Ingredients . Inactive Ingredients
1. Active Ingredients: Water, Propylene glycol, Glycerin, Carbomer, Aminomethyl
Alcohol (Ethano.................... 65.9% by volume ~ propunol, Aloe barbudensis leuf juice, Tocopheryl ucetute
~ (Vitumin E)
EFFICACY

IN-VITRO TIME KILL STUDIES

Purpose - To determine how rapidly und effectively Sani-Hunds® killed u variety of Gram heyutive and Grum positive micro-
orgunisms including spore forming bucteria ut a 15 second exposure.

Methodology - Fluid from the wipe wus expressed usepticully and fransferred to sterile incubator tubes. The tubes were subseyuently
inoculuted with the broth culture of the test microorgunism containing up to 108 CFU. After 15 seconds, the entire inoculuted volume
of Suni-Hands® wus trunsferred to heutrdlizers. Seridl dilutions were plated using stundard plating technigues, und percent reductions
for each orgunism were culculated dfter incubation.

Conclusion - Suni-Hunds® demonstruted o be very effective ut killing dll 28 microorgunisms listed at right in 15 seconds
(see Chart 1, puge 2).

Independent Luborutory: Mycoscience Lubs, Willington, CT: Juhe 28, 2004

SR/

A

PROFESSIONAL"

wipe your world clean”



SANI-HAND

VIRAL STUDIES*

Purpose - To evuluute the untivirdl properties of Suni-Hunds®
when exposed to d virus (in suspension) for u 15 second
exposure.

Methodology - Fluid from the wipe wus expressed useptically
and transferred to sterile tubes. The tubes were subseqyuently
inoculated with the virus suspension und held for the 15
second exposure period. Affer the exposure period, g small
dliguot wus removed und ussuyed for presence of virus.

Conclusion - In the presence of 5% fetul bovine serum,
Suni-Hunds® demonstrated a yreuter than 99% reduction in
virdl fiter affer the 15 second exposure period aguinst the
viruses listed (see Chart 2).

Independent Luboratory: ATS Lubs, Eagan, MN: June 28, 2004

IN-VIVO

HEALTH CARE PERSONNEL HANDWASH STUDY
USING SOILED HANDS

Purpose - To demonstrate the functiondlity of mechunical
wiping relutive to microbial reduction on heavily soiled hands.

Methodology - The protocol used in this study is bused on
the procedures prescribed in the 1994 FDA tentative finadl
monhoyraph for a heulth cure personnel handwush (Federdl
Reyister, Vol. 59, pp. 31402-31452, June 17, 1994). This
procedure wus modified to ussess the effects of heavily soiled
hands by using raw beef with a Gram heyutive buacteria
(E. coli) count of ut leust 10¢ CFU/grum. Suni-Hunds® wus
tested ugdinst d rub-in dlcohol hunhdwush gel and a hon-
active control (wipe, wet with sterile water). Euch subject
followed u treutment procedure dligned with label use instructions.

Conclusion - The performance criteria defined in the 1994 FDA
Tentutive Findl Monoyruph, in purt, requires that a product
achieve dt leust u 22.0 1oy, reduction in a marker orgunism ufter
the first treatment applicution. Suni-Hunds® auchieved >2.0 loy,,
reduction ufter u single hund treutment, thus exceeding FDA
efficacy performunce criteriu specified for the initidl treatment.
The duta af right (Chart 3) sugyests that the superior perform-
ance of Suni-Hunds® is enhunced by the physicul removal of soil
and bucteriu by the wipe. The results of the non-uctive
control clearly demonstrate that physical wiping is functional in
reducing microbiul population. Even without the presence of un
antimicrobiadl, the hon-uctive control uchieved neurly u 2 log,o

CHART 1: Percent Reduction After 15 Second Exposure

Microorganism Classification ATCC# % Reduction
Acinetobacter baumanii Gram negative rod 19606  >99.999
Aspergillus flavus fungi (mold) 9643 =99.999
Bacillus megaterium Gram positive bacteria 14581 >99.999
Campylobacter jejuni Gram negative rod 29428  >99.999
Candida albicans fungi (yeast) 14053  >99.999
Clostridium difficile Gram positive bacteria 9689 >99.998
Corynebacterium diptheriae Gram positive rod 11913 >99.999
Enterobacter aerogenes Gram negative rod 13048  >99.999
Enterococcus faecium Gram positive cocci 51559 >99.999
(multi-drug resistant

including Vancomycin)

Enterococcus faecalis Gram positive cocci 51575 >99.999
(Vancomycin, Streptomycin,

and Gentamicin resistant)

Escherichia coli (ESBL Producing,  Gram negative rod BAA-196  >99.999
Multi-drug resistant, derived

from clinical isolate, Klebsiella

pneumoniae ATCC #14714)

Escherichia coli Gram negative rod 11229  >99.999
Escherichia coli (0157:H7) Gram negative rod 35150  >99.999
Klebsiella pneumoniae Gram negative rod 13883 >99.99
Listeria monocytogenes Gram positive rod 15313 >99.999
Proteus mirabilis Gram negative rod 7002 >99.999
Proteus hauseri (vulgaris) Gram negative rod 13315 >99.999
Pseudomonas aeruginosa Gram negative rod 15442 >99.999
Salmonella choleraesuis Gram negative rod 14028  >99.999
serotype typhimurium

Serratia marcescens Gram negative rod 14756 >99.999
Shigella sonnei Gram negative rod 11060  >99.999
Staphylococcus aureus (MRSA) Gram positive cocci 33591 >99.999
Staphylococcus aureus Gram positive cocci 700788  >99.999
(MRSA, Vancomycin tolerant)

Staphylococcus epidermidis Gram positive cocci 12228 >99.999
Streptococcus pneumoniae Gram positive cocci 33400 >99.999
Streptococcus pyogenes Gram positive cocci 19615 >99.999
Trichophyton mentagrophytes  fungi (mold) 9533 >99.999
Vibrio parahaemolyticus Gram negative rod 17802  >99.999



{ fechnicul data bulletin }

CHART 2: Percent Reduction After 15 Second Exposure

Virus ATCC# % Reduction
Herpes simplex virus type 1, Strain F(1) VR-733 >99.000
Human Coronavirus, Strain 229E VR-740 >99.000
Influenza A virus, Strain Hong Kong VR-544 >99.000
Rhinovirus type 16, Strain 11757 VR-1126 >99.000
Rotavirus, Strain WA (University of Ottowa) — >99.000

* The 1994 FDA Tentutive Finul Mohoygraph does hot comment on virdl efficacy of
hand hygiene products.

reduction. The dutu further suggests that, with the rub-in dlcohol
handwdash gel, there is u significant disudvantage in microbidl re-
duction without the benefit of wiping uction.

Independent Luboratory: Hill Top Reseurch, Inc., Miamiville, OH: November 30, 2004

HEALTH CARE PERSONNEL HANDWASH STUDY

Purpose - To determine the dbility of Sani-Hahds® fo give reduction of
fransient microbidl flora when used in a hand treattent procedure
with marker organism, Serratic marcescens ATCC No. 14752.

Methodology - The protocol used in this study is bused on the
frocedures prescribed in the 1994 FDA tentutive final mono-
graph for u heulth cure personnel handwuash (Federal Register,
Vol. 59, pp. 31402-31452, June 17, 1994). The reyuired procedure
is a modification of ASTM E-1174-94. Each subject followed u
freattment procedure dligned with ldbel use instructions.

Conclusion -Suni-Hunds® uchieved >2.0 loy,, reduction ufter u
single hund treatment, thus exceediny FDA efficucy
performaunce criteria for the inifial freathment.

Independent Luborutory: Hill Top Reseurch, Inc., Miumiville, OH: September 30, 2004

SAFETY

REPEATED INSULT PATCH TEST

Purpose - To determine the dermal irritation and sensitization
potential of Suni-Hunds®.

Methodology - Study wus conducted using 216 subjects. The
induction phuse involved repeuted exposure of the product ut
the sume site oh euch subject three times u week for u totdl of
nine upplicutions. Ten to 14 duys ufter induction, u chullenye
putch was applied to a virgin site on each subject for 24 hours.

CHART 3: Results from Health Care Personnel
Handwash Study Using Soiled Hands

. N — =

Sani-Hands®
(dlcohol gel wipe)

Non-Active Control 1.95

(wipe, wet with sterile water)

Rub-In Alcohol
Handwush Gel

i

After 24 hours, the putch wus removed und the site wus
evdluuted for dermal irritation.

1.57

Conclusion -Sdani-Hunds® demonstrated minimal or no
reaction which would cause dermal irritation or sensitization.

Independent Luboratory: Clinicul Research Laboratories, Piscataway, NJ: June 11, 2004

SAFETY IN-USE

Purpose - To evduluute the dermdal irritation potential of
Sani-Hands® under exagyerated use conditions followinyg 25 re-
peuted uses.

Methodology - A totdl of 25 humun subjects completed
the study. Each subject used one wipe on both hands for
approximately 30 seconds. This wus repeated 25 fimes with 5
minute intervals between uses. Subjects hunds were evaluated
at the end of 25 uses.

Conclusion - Suni-Hunds® did hot demonstrute uny potential for
eliciting dermal irritation in any of the 25 human subjects.

Independent Lubordtory: Clinicul Resedurch Lubordtories, Piscataway, NJ: May 13, 2004
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OTHER INFORMATION & TESTING

Skin Moisturization
Sani-Hands® contfains several emollients, such s, dlycerin, propylene glycol, dloe und Vitumin E dcetate to promote
moisturization of skin und help Minimize the drying effect of dlcohol.

OSHA Bloodborne Pathogen Standard 29 CFR Part 1910.1030
Meets the specific hundwushing standard 1910.1030 (d)(2)(iv).

FDA Food Code Compliant
Meets the Food and Drug Administration (FDA) Food Code, Section 2-301.16.

CHG Compatibility

A luboratory study wus conducted to determine the effects of Chlorhexidine Gluconate (CHG) when combined directly with
the Suni-Hunds® solution. The study wus bused on the equivalent of using ten upplicutions of Suni-Hunds® und one upplication of u
3.0% CHG product. Results showed that Sani-Hands® did hot cause sighificant reduction of percent CHG, und would therefore, not
adversely uffect the persistent activity of CHG containing products.

Glove Use
It is recommended to dllow hands to dry completely ufter using Sani-Hands® prior to applying yloves.

Shelf Life

FDA-OTC stability was conducted for purposes of establishing an expiration date for the unopened product. Current stability data
supports u two yeur expiration period from dute of manufucture.

WARNINGS:

¢ Flammable, keep away from fire or flame.

 For external use only.

e Do hot use in or contuct the eyes.

e Discontinue use if irritation and redness develop.

o |f condition persists for more than 72 hours consult a physician
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Sani-Hunds® is u reyistered trademark of Professional Disposubles International, Inc. Orungebury, NY
Suni Professionaul™ is u frudemark of Professionul Disposubles International, Inc. saniprofessional.com
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