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UNITED STL.:s ENVIRONMENTAL PROTECTION AL .. .;y 

Veridien Corporation 
11800 28th street North 
st. Peterburg, FL 33716 

Attn: Robert Baker 
Vice President operations 

Subject: Virahol 
EPA Registration No. 60142-1 
Letter dated July 8, 1993 

JUl2S 1993 

The labeling (brochures) 
connection with registration 
Fungicide, and Rodenticide Act, 
that you: 

referred to above, submitted in 
under the Federal Insecticide, 

as amended, is a~ceptable, provided 

1. Make the labeling changes listed below before you release 
the product for shipment bearing the amended labeling: 

a. On the front page, delete the statement "The world's 
only patented, User-friendly hospital surface 
disinfectant". This is a comparative and misleading 
statement. 

b. On the front page, delete the paragraph beginning with 
"Before VIRAHOL, healthcare practitioners .••• " and ending 
with " •.•• food grade substances". This is a comparative 
and misleading paragraph. 

c. On page 5 of the "Product Specifications and 
Technical Data" sheet, the sentence "The fast, total kill 
of disease causing ... " appears to be an incomplete 
sentence. Please clarify. 

d. Change "Hospital-Grade £iisinfectant" to read "Hospital 
Disinfectant" wherever it appears in the brochure. 

e. On the "Product Specifications and Technical Data, 
delete the words "Full-Strength". 
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f. On page 5 of the "Product specifications and Technical 
Data" sheet, delete the sentence beginning with "VlRAHOL 
must be safe ••• " and ending " ••• with those exposed to to 
it". 

g. On page 2 of the "Product specifications and Technical 
Data" sheet, delete the sentence "The formulation is 
completely stable •.• " or submit alternate language. 

h. On page 3 under Section E, delete th~ sentences 
beginning with "These test determine ... " and ending with 
" .•. to Cla.3s IV (the lower category)." This is 
con~idered a safe claim. 

i. On page 3 under Section E, delete the sentence "These 
results prove that VlRAHOL is pleasant to use". 

j. On page 4, under the subheading "Test: Acute Dermal 
Toxicity", include the words "when used as tlirected" after 
the word "safe". 

k. On page 5, under the heading "Toxicology Summary", 
delete the sentence beginning with "The amazing fact is 
that VlRAHOL provides •.. ". This is a misleading 
sentence. 

1. 0' page 6, under the heading "Viruses", change Herpes 
simplex" to read "Herpes simplex II". 

m. On page 7, under the heading "section G .•• " delete or 
rephrase the entire paragraph beginning with "Due to its 
unique formulation, .•• " and ending with " .•.• for water
based disinfectants". This is a comparative and 
misleading statement. 

2. Submit five (5) copies of your final printed labeling 
before you release the product for shipment. 
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Your release for shipment of the product bearing the amended 
labeling constitutes acceptance of these conditions. 

A stamped copy of the labeling is enclosed for your records. 

If you have any questions concerning this letter, please 
contact Martha DeLaney at (703) 305-6982. 

Enclosure 

Sincerely, 

John H. Leea,~~----
Product Man~r ~ 
Antimicrbial Program Br~nch 
Registration Division H7505C 
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hosp. a surface disunfectant. 

Before VIRAHOI.·, healthcare practitioners 
were forced to u ~e disinfectants formulated 
with toxic chemic:als. l,jot nnly were the users 
put at risk from those chE:micals, but others 
were exposed to those same dangers from 
residues on surfaces, on equipment, and in 
the environment. These harsh chemicals 
also release unpleasant odors and stain or 
damage the equipment they are meant to 
disinfect. VIRAHOL· is unique among 
disinfectant formulations because it is 
organic (isopropanol-based) instead of 
aqueous (water-based). VIRAHOL· 
combines its non-aqueous isopropanol base 
(a known disinfecting agent itself) with 
propyfene glycol, a maskant and other inert 
ingredients that are food grade substances. 

? Hospital SUr/lite di'in/ution thllt is '1Niclely ~ffiCllcioNS "gllinst "'''ny org"n;s;", .. including Tubm:u/osis. 

• 
? A non-lIq"~ous. non-conducting /Omlu/lltion to prnmt dll",lIge c,,_" by ,,«tro/;,: IICtiOn. • ~ • 

..... _ ....• ~ .••.• ..,. __ ... ,_,,~z_ ..... ~.. • e .... : ~ 

Wetting IIg o,t witll "ction tll"t pmetr"t~s orgllnic ",atm,,/ ;;;~~=:';k;;~;a a,n;pkti/y.. ' '.: • • • 
i ACCEl>iU •• • 

Nontork'/ormulation thpt is co'n,~"imt to IIU & c<""pJde/y st" .... ~ C"_.~ pmods wi'"qu,t')o •• 0/ q.tK,,~. . ..E I\~o..t:, " •• :_.' 
? "pltlls .. nt fragr~"ct tl,at friSlltn. tIlt IIrtllS whtrt Nstd. 

JUl281993 
·tr1K1« thv F~ ln3C!Ctici&tl.· : •••• 
f'IIngiciJe, and P.odt.'Illicidu Act •• - • 

'''.1' .. monoled. ror the ~.ti""- •• ..... ""- ~. . 
~ 1'ftII»r"fi ~r EPA nq. Ng, '. • 

, , . 
• • ... , . , 

{f)()(Va--j 
o - &'"NI!nIo.Ic. OSHA. 29 CFR 1910.1200 
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All testing on Viraho" ha!! been confirmed by outside independent 
laboratories to furth~t confirm the published results ••• 

A Material Safety Data Sheet (MSDS) has been prepared for Viraho~ in accordance with federal 
regulations after SUC8l1sful completion of following battery of tests: 

TOXICOLOGY CHEMICAL SAFETY 

• Inhalation Toxicology 
• 14 Day Oral Toxicology 
• Primary Ocular Eye Irritation 
• Allergic Contact Dermatitis 
• Primary Skin Irritation 
• Acute Dermal Toxicity 

• Specific Gravity 
• Coaductivity 

• pH 
• Viscosity 
• Flash Point 
• Boiling Point 

MICROBIOLOGICAL EFFICACY • Vapor Pressure 
• Separation 
• Evaporation 

• Stability 
• Gas Chromatography 
• Spectrophotometric Analysis 

• Staphylococcus aureus 
• Pseudomonas aeruginosa 
• Salmonella choleraesuis 
• Streptocococcus species 
• Herpes simplex Type II 
• HIV (Associated with AIDS) 
• Fungi (athlete's foot) 
• Poliovirus 
• Tuberculosis 

These tests are also nonnally used on aU products in assigning a toxicity category rating which may 
range from Class I (Dangerous Substances) to Class IV (Nontoxic Substances). Extensive independent 
laboratory testing has confirmed that Viraho~ is rated in the lowest category (Nontoxic Substances). 

Viraho~ is should be aDowed to remain moist on a surface in excess of 10 minutes to provide a safety 
margin and to allow hidden or protected pathogens to be exposed and killed. The 10 minute contact time 
is the same as that recommended by the Centers for Disease Control (CDC). 

V1RAHOLe,s COMPATABLE IN CONTACT WITH THESE MATERIALS: 

• Aluminum • • Buna N Rubber • • Cast Bronze • • Epoxy • • Natural Rubber • • Neoprene • • Nylon • • Polypropylene 

VE.JnIEN 
11800 28th Street North 
St. Petersburg. Florida 33116 
(813) 572-6636 c •• , ••••.•• 
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PRODUCT SPECIFICATIONS & TECHNICAL DATA 
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JUl281993 
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'l'f!'l~"ild under EP.\ r.~; No, 
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TUBERCULOCIDE 

BACTERICIDE 

VIRUCIDE 

FUNGICIDE 

FULL-STRENGTH 

READY,TD-USE 

VIRAHor 
HOSPITAL-GRADE DISINFECTANT 

• .. ' • 
•• f , 

• • . . 
. . , , , , ., 

· , . • • . ~ .. 
• • • •• .... .. 

• ..... t c 
• •• • • · ...... • • .. 
••••• • • • •••• 

• 
t ••••• 

• • .. 
• II. ...... • • ... ." 



( ( 

PROOUCT SPECIFICATIONS & TECHNICAL OATA 

SECTION A... BACKGROUND 

VEIIOIEN COlPOlA11ON Is a t~siYe, erwironmen~tM! company 
concerned with the alanninl Inae_ In worldwide epidemics of viral and bacteriallnfectlons. 
VlIAHOL· was conceived In 1986 by Paul and Diane Simmons in response to: lal "" Jr~tic 
rise of lnaeasingly resistant infectious pati1ogens; and Ib) heiShlened public awareness of 
communicable diseases. Their inlensive research yielded the proprietaty formulalion for 
VlIAHOL·. TestinS conducted by independen~ certified laboratories validaled its effectiveness 
apinst a IonS lisl of disease<ausing pathogens. 

VlIAHOL· is the wortd's first and only fuly palenled hard surface disinfectanL II ushen in an 
endrely new era in the aiticaJly importanl field of infection control. The develop'TH'"t of VlIAHOL· 
was based on Ihree simple, but powerful principles: 

• VlIAHOl· must act quicIdy and lotally asainsla broad spectrum of palhogens to assure 
muimum prOlection. 

• VlIAHOl· must be safe and pleasant 10 work with. Its use cannot lead to unpleasanl 
wOfkinS conditions or pose a risk of injury or illness lor lhose exposed to iL 

• VlIAHOle mUSI be safe for use on all hard surfaces. It must nOI discolor, desrade, or 
darnase when used properly. 

VllAHOle meets all of these objectives completely. This monumental accompf"1Shmen1 resulted 
from a high level of dedication which is the hallmark of the team that developed VllAHOl·. thai 
same deaocalion drives the continuing effOfl both to expand the uses of VIRAHOl·, and to expand 
the family of its companion products. 

SECTlON B ... THE VIRAHOL· FORMULATION 

VlIAHOl· is UIIiqw amons d"osinfectanl formulations because it is orsanic lisopropanol.basedl 
inslead of aqueous Iwaler.twedl. Aqueous disinfectants have hiShly toxic active ingredients 
Iglutaraldehyde, phenols , etc.1 that provide the kiIIins action. Bul VlIAHOl· combines its n0n

aqueous isopropanol-b_ la known disinfecting asent itself) with a blend of food-grade substances. 

.~. ,.... ...... ' .. '~._ ..... _ .... , . __ ~.on the label. VlIAHOl· has a deceptM!lysimple formula. Iteonlains 70% isopropanol 
.,~ •... .,. .-- .;-.-' {isopropyl alcoholl 10% Propylene Glycol. .25% mawnt and 19.75% inert ingredients by weighL 

Together, the isopropanol and the other ingredients prcMde important benefits for the users: 
• 

'.. HospitaI-srade disinfection thai is quicIdy effICacious apinsl pathosenic organisms, .:. 
induding Tuberculosis • • • • 

• • .. 
JUl281993 • A norwqueous formulation that is non<onducting to prevent ~se caused by 

Under tl~ F •• li:.nll lllso<ticil!e, 
FU"l:kiu,~ and I:ocbllicido t,ct II 11,~ wc"i~g ""fll action penelrales organic material more completely 
~ ","",,0].'<1, for the putioid. 

J
d under EPA R~ No. 
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PRODUCT SPECIFICATIONS & TeCHNICAL DATA 

• The form~tion is complelely stable so it can be stored for long periods of time without 
losing efficacy 

• Pleasant frqrance Nt freshens the areas where used 

Olhef dIsInIecwtts can be supplied as a concentrate and require the addition of water onsile. ThIs 
procedure presents major problems because the accuraq of the dilution step and the quality of 
the water used determine the effectiveness of the product. VIRAHOl· is carefully manufactured 
by rigid quality control standards. It is SUI',plied, and is to be used, at fuU strength to assure absolute, 
repeatable efficacy and quaGty while eliminating the possibility of onsite dilution errors. 

SECTION C .• INDEPENDENT UllORA TORY TESTING 

Submissions to federal agencies (FDA. EPA. USDA) require tremendous amounts of laboratory 
testing. but confirmatory testing by out! ide independent laboratories is not required in aU cases. 
Many produclS currently on the market therefore, have passed government inspection with test 
resullS from their own laboratories only. Testing on VERIDIEN products has been confirmed by 
OUlSide independent laboratories to slrengthen the published resullS of each daim, 

It is important that the independent laboratories chosen are reputable and objective. therefore, 
the selection process is critical and includes an investigation of their Irack record with the federal 
agencies, VERIDIEN has selected independent Iaboralories for microbiological. toxicological. and 
safety testing. The selections were stringent and provided a primarY and alternate laboratory in aU 
categories. Each regulatory foling includes extensive testing by the VERIDIEN laboratories. with 
conformation testing by one or more of the independent laboralories, 

A Material Safety Data Sheet (MSDS) has been prepared for VIRAHOl· in accor'knce with federal 
regulations after successful complelion of the battery of tests shown on the foIlowin"jf Pia'ge'. ,.,. _ , 

• ..-..'" . .0;.... '. 
'- . --.. ... : - .•. -....:-

.. 
TOXICOLOGY CHEMICAL SAFETY 

• Inhalation Toxicology • SpecifIC Gravity 
• 14 Day Oral Toxicology • Conductivity 
• Prirn<lry Ocular Eye Irritation • pH 
• AIIefJic Contact Dermatitis • Viscosity 
• Prirrulry Sldn lnitation • Flash Point 
• Acute Dennal Toxicity • ao;rlllS Point 

MICROIIOlOGICAl EFFICACY • Vapor Pressure 

• Staphylococcus aureus • Separation 
• Pseudomonas aeruginosa • Evaporation 
• SaImone~ choIeraesuis • Stability 
• Stteptococcus species • Gas Chromatography 
• Herpes simplex II • Specbophotometric Analysis 
• HIV (Associated with AIDS) 
• Funsl (at\llete's foot) 

• Poliovirus 
• Tuberculosis 

Pogo 2 
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PRODUCT SPECIFICATIONS & TECHNICAL DATA 

SECTlON D ... CHEMICAL SAFETY 

rJuringthe R&O phase of' a product. many formulations _leSIedin many ways lorondthe optimum 
product formulalion. The three major areas of chemiaI testing_ (al formu/ Ilion accuracy, (bl 
product safety, and (cl sWlility. Each product must always petfotm accordint; to its label claims, 
but must also pass aff of these test categories 10 be a \lERIDIEN product. 

formulation Accuracy: SpecifIC Gr;tvity, Conductivity, Viscosily, c.. Chton .. tog~ 
These must be checked by the VERIOtEN Qua&ty Control Department :0 make SW'e the 
formula is slrictly acIIered to at all limes duringllWlUfacturing. 

Product Safety: pH, FI.sh Poin~ Boiling Poin~ Vapcx Pressure 
These teslS make SlKe tNt the product is as safe and user.friendly as it she .Ad be. 

Stability: Serurarion, Evaporarion, Spectrophotometric Analysis 
To insure maximum shelf-life and longevity of use, these tests are conduo:ted ~., the stability 
samples at six month intervals. 

SECllON E ... TOXICOLOGY 

A complete series of toxicology teslS are required for EPA registration of an disinfectants. These 
tests determine whether the products are safe to use around humans and domestic animals. The 
resullS of each lesl wil result in its assignment to a loxicity category from Class I (Oangerous 
Substances) 10 Class IV (the lower category). 

Extensive indep4!ndentlaboralory tesling has confirmed VlRAHOl· to be in Class IV, the lowest 
category. These results prove that VlRAHOl· is pleasant to use. 

The following pages detail the independent laboratory tests that have been conducted to validate 
the effIcacy of VIRAHOl· as wei as its user-friendly charaderistics. 

Test: Acute Oral Toxicity 

This test measures the possibility of harm from >waDowing a gIven substance because there is 
always the possibaity o! accidental ingestion. VlIAHOl • was tested at the equivalent of an average 
aduft male human drinlcing a full pinL VlIAHOl· was found to be non harmful at this level Ten 
tests were Conducted with equal results. Accidental ingestion of' a small quantity of VlRAHOl· is 
not a medical emergency or a Gfe threatening siluation. 

Test: Acute Oennal TOllicity --.......... ~--... ~--. "-'" ~--~ . 
',-' ,-,--........ , .... ---- '. This test measures the possibility of' harm &om contact of' a disinf'ectant on unprOleded skin. It is • : ' 

ACCEPTED exbemely important in evaiuatinll a disinfectant because opportunities exist for frequent a"ld···. : 
with CO&DtE},'l'3 prolonBed contact between unproteded skin and disinfecting solutions. To simulate the worst •• 

_Ill EP~ lI.ter tldtd: possible case. this test measwes the effed if such contact took place continually for 24 houB. The • 

JUl 2 8 1QD!) test was conduct~ at a level that would be sufflcient to saturale the front of' a garment Ten: • , • : • 
IOJ\J\J separate tests wp.re conducted. In each case, VlItAHOl· was found to be nontoxic. Thus, 

• • • • • •• •• 

· " ~ , ,. . • •• • • . ...... 
• • •• 

• •••• • • ••••• 
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• • • • • • • • • • 
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PRODUCT SPECIFICATIONS & TECHNICAL DATA 

VlIAH()l- is safe to use without NYing to take precautions to protect e>CpOSed skin. Accidental 
splashes and even extended contact will not cause injUly. 

Test: Acute Inhalation 

This test was desianed to determine wNt effects might take place if the fumes from VlIAHOL
were breathed over a long period of time in a confined space or at a high concentration. This test 
is especially impottant because good ventilation conditions are not always availoble in the rooms 
where disinfectants are used. The use of a disinfectant that emits toxk vapors can lead to injury, 
sickness, or even death. This test was of a continuous e>epOSUI'e over a fove hour period of the 
highest concentration that could be reached. Ten teslS were conducted. and in aD ten cases 
VlIAHOL - was found to be nontoxic. These results prove that VlRAHOL - can be used in normal 
settings with no special venu1ation. In addition, users report that the fragrance is pleasant and acts 
as an air freshener to overcome offensive odors from other sources. 

Test: Skin Irritation 

Skin irritation is a significant problem for disinfectants. The frequent and prolonged contact by 
persons using disinfectants made from toxic chemicals has led to Significant problems of skin 
irritation. VlRAHOL- has been subjected to three series of six tests each. The first series measured 
erythema (redness~ The second measured skin drying. The third measured the probabmty of 
swelling. For each tes~ four observations were made and scored on a scale of 0 (no irritation of 
any kind) to 5 (primary irritation). Thu., a total of seventy two separate ob5efVations were made 
and scored. Each test simulated a continuous skin contact of four hours duration. On the basis 
of these te .... VIRAHOl - was certified as tIOIH<ri~ing. 

Test: Dennal Sensitization 

Dermal sensitization measures the tendency of skin to develop a sensitivity or allergiC reaction to 
a substance after frequent or prolonged eXlXI'ure. 

To demonstrate that prolonged contact with VtlAHOL - would not lead to skin sensitization, a 
rigorous and complex series of tests was conducted. Forty two separate teslS were conducted 
with a total of l6D measurements. VIRAHOl- was found to be totally non-sensitizing. 

Test: Eye Irritation 

The eye is one of the most delicate structures in the human body. In order to validale the safety 
of VlIAHOL·, comprehensive tests were conducted to delermine any reaction in the event thaI 
it was splashed (or even sprayed) into the eyes. In conducting the tests, a .otal of 288 
measurements were taken. 

The;esults of these teslS show that a person who manages to get a signiflQnl amount ofVlRAHOL- • 
directly in the eyes could expect to expet iellce a temporary redness, but most substances, even • ~ 

'''' • , '" .~Jhat ire touly nontoxic. wi. irritate eyes and cause temporary redness- It is therefore •• , • 
;-/,> "-'," -~i;~ to take precautions to keep VlIAH()l- out of their eyes and, in the event of •• : 

ACCEl"TIJlCcidental contact, to ftush the eyes as soon as IXI'sibie with water or an ~ash solution. • 
, . trilll COM.'rlEN'r3 

_ ~ EPi\ £Cttel' Dlltad: - . 
· ..... 
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PRODUCT SPECIFICATIONS & TECHNICAL DATA 

TOXICOLOGY SUMMARY 

VlIAHOL -Is IlOl danlerous 10 use. The amazinl fact Is !hat VlllAHOl- provides a totaIlciII beyond 

the minimum requimnenlS for a ~ cisinfectanL yet is IIOttOlCic. 

SECTION F._ MICROBIOLOGICAL EFFICACY 

The fast, total kin of di~a~ causing microorganisms by a disinfectant is what the concept that 

makes VlIAHOL - a truly valuable product Numerous laboratOf'( and cIinicalteslS have already 
been conducted to validote the efficacy of VlIAHOl-, and further testing is undefway apinst 

additional microorganisms. 

Often, the ability to kin a given organism indicates that a product wi. be effective against ;a brae 

variety of like or less resistant organisms. For exoampie, the ability to control Tuberculosis is often 

considered evidence that ;a disinfectant is effective ;against an but bacterial spor... ~ .;:..,use 

Tuberculosis is extremely diffICult to kill. 

The VERIDIEN policy in this area is cast in stone. No claim of effICaCY is made that has not been 

conclusively proven in the laboratOf'( and confirmed by independent laboratory testing. Most 

recently, that process has confirmed VIItAHOL - as effocacious against Polio and Tuberculosis. 

Kill nmes 

When evaluating a disinfectant, extreme anention is paid to establishing the IciII time. A disinfectant 

that requires an hour ~o be effective would be of Utile use, as would one that has a fast kill time 

because it is fatally toxic 10 humans. Also, the fact that a formubtion can kill a given pathogen in 
a shon time may be unimportant if it requires a very long time to kin others. Usuany, extremely 

fast kil times apply to only one or a few organisms. VIItAHOL - is extremely fast acting and has 

achieved remarkably impressive kill and inactivation tintes. The ten minute contact time is the 

same as is recommended by the Centers for Oisea~ Control (CDC). 

Index Orzanisms 

To be considered a hospital-grade disinfectant, VlIAHOL - had to successfully demonstrate its 
ability 10 consistently kin the three index organisms: P~ucIomo<Qs aeruginosa. Staphylococcus 

aureus, and s.ImoneUa eholer~is. These organisms have been widely accepted as important 

benchmarks for several reasons: (a) they are very common, (b) they represent three different 

types of challenges to the kiling power of a disinfectant, and (c) they are an ca~ of ~rious 
di~ases or infections in humans. 

To assure that VIIAHOL - effectively controlled these organisms, 60 surfaces contaminated with • 

~ . each of these were run apins! each of three different batches of VlIAHOL -. For each of these • : ' 
-: .. : ::':':~:';'-::,:.:;~:~.s.i~positiv. control was run to assure the .;;abiUty of the organism. This resulted in a total •• • • 

. . -, . . 
of 1,080. separate teslS. In 1 ()()'J(, of the samples, VlIAHOL· completely killed all test organisms. •• 

~~~and in elm case, the organism was exposed to VlIAHOL - for a maximum of only ten minutes. , '. 

.. III tP~ Leu. DIkd: \. . . " •• 
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PRODUCT SPECIF'CATIONS & TECHNICAL DATA 

VIRUSES 

HIV (.NOS viNs): Three batches ofVlRAHOlelNl\uf~'Uled at different times were each subjected 
to four ,~ate tests for efficacy apinst the HIV virus. This series of tests required a toU! of S40 
assays. Included In !his were controls to assure .hat "'" eilectivef\e5s of VlIAHOL· would not be 
reduced by the presence of orpnic .... terial or hard waler.ln al dvee cases, VlIAHOL e completely 
imctiva:ed a three loS concen ... ation of HIV in Ies. '· ... n 60 SKonds to prove it is exceptionaly 
effectivt! apinst that important ~IhQsen. 

NCmlA80Uf NlMDGIM Ot'!· ,... Thiail.n ~ .. 'npII d_ftW9 "-GleN ~ inct-. 
~ I-IV •• wei _..".. pad ........ .....,..,.., be ~ in co ..... Mica. 01 .... a.""w ... 1ceIIId CFU 
'" r.:IonrFonnOlg l!.~ -. ..... <0 .... "_.;''''- to __ CFU. n.. _ .... non 
egeinJt eow:ae. ..... in IN IhauIDn4I or miIi:JnI.. 

Herpes .;imp/ex: Of widespread c.:>rlcern. it is one of ,he current viral epidemics sweepins America. 
TeslS si.nilar to the ones for HIV were conducted utilizing three different botches of product and 
indudeol controls for diF. .. rent and cballenging conditions. VlRAHOL e achieved complete control 

in less t.lan one minute. 

Polio virus: This once dteaded kilter has been weD controlled in recent years but is stiD of concern 
in healt '\Care and Olher settings where there is risk of infeCl;on. Tests were conducted at a thn!e 

n.'nute exposure. The kill was total. 

FUNGI 

Tricnophyton mentagrophytes is the orpnism causing athletes foot and is highly resistant to 
disinfectant control. A disinfectant that wi. achieve total control of Trichophyton mentagrophytes 
is considered effective against the other fungi as wen. This test was performed with two different 
samples ofVlRAHOL e. Two portions from each batch were tested with ten contaminated samples 
run against each. Thus. a total of 40 individual tests were completed. In addition. 'he Trichophyton 
men.agrophytes itself was tested for strength. VIRAHOle exceeded the required test criteria on 
each of these samples. Thus. it is considered a completely effective fungicide with a ten minute 
maximum kiD time. 

TUBERCULOSIS 

for decades. Tuberculosis (TBI had been assumed to be under totai control in the United States, 
but during the past several years, it has resumed ilS position as a pathogen of immense concern. 
Immunosuppressed individuals such as cancer patienlS or those with AIDS Me extremely 
susceptible to TB Infection. The large number of such individuals in our society today has increased 
!he number of reponed TB cases. 

Once an immunsurpressed person has contracted TB, it is difficult to diagnose and he/she can 

\ . 
.J 

:..- .. ,~ .- ...... - -- 1nflct otherwbe healthy individuals before beinS diagnosed and placed in isolation. A criClcal • 
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req'uirement for a modem hospital-grade disinfectant is ilS effectiveness against TB. In addition, • : • 
Mycobacterium tuberculosis. which is the causative orpnism. is second only to bacterial spores. • • • 
iri resistance to disinfectanlS. For this reason, many experts cite effectiveness asainS! 
Mycobacterium tuberculosis as the primary way to separate a hiah-level disinfectant from an 

• • .. 
• 

intermeOlJlt~1 cMinfectant : , •• : • 

• 'n"- I .. . The test for effiacy apinst Mycobacterium tuberculosii is one of the most ~nl and 
1.1 wt.T l.o I' clk"m 11'" 'C'iA~:t 
Fun ..... i<l~ Ill'> I;"> .~~ ," -, _com_,-pln __ for_a_disi_' _·n_fect_an_t_t_o-,~_.s._It_C_ORSI_·_st_s_of_t_hr_~_5eJW...:.._a_te:....;.expo...:...._sur_es_o_f_te_n....:.sam:....;.:..~_..;e_ach~. 

"<¥>"'" • 1\1 u.l\;~r.t!rll.~ A<:t 
.. arn~dcd. (or the fle~!~cidt1 P9" 
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(oul <Jt-:; L .. 

. .. 
•• • • .6 . 
• • • • • •• 'I" 

•• <II 'I .... 

• •• • • 
•••••• • • .. 
• •••• • • ••••• 

• 
• ••••• • • .. 
• ••••• • • 'I. •• 



. . 
( 

PRODUCT SPECIFICATIONS & TECHNICAL OATA 

Each sample Is incubated for ,a full 90 days to .assure tholIt the orpnisms holIve holId imple time to 
recover In ase they were only tempor.arily in.activated. 

Independentl.aboralory lestinl has prawn that VIIAHOL - p.asses this test with toIaI success. ThIs 
demonstr,ates tholIt it Is effective ,against one 01 the organisms 01 pe,atest concern in today's 
healthc.are settings. 

MICROBIOLOCICAL SUMMARY 

VlRAHOL - is totally effective against the broad spectrum of pathogens which are of such serious 
concern In healthc.are environments of the 1990's. Ii "'t is uuIy remarkable is that. while achieving 
this excelence in effectiveness. it remains pleasar .. to use. 

SECTION G ... MATERIALS COMPATIBILrTY 

. --

VIRAHOL - has been extensively tested in accordance with the concepts of ASTM Starid.trd Test ", .. 

I. -\ 

. ~.. . 
Methodologies against a wide range of materials commonly found in medical and dental' .ettiftgS.· ~ , ...... '-.. :', -~-~ 
The following page lists the materials tholIt have t -een validated as being compatible with the saf9lCC£P7E • 
and effective formula of VIIAHOL -. I:J tiith CO~ 

• Aluminum • PVC . EP,t ~..er Datc:4: , 
•• ~~t BNronRuz~r • Silicone JUt 2 8 1991~ . 
~ ~ • Stainless Steel (304.316.440) \) 

• Epoxy • Tefton Under the F<>i~ • ..: •• 
• Nalural Rubber • TItanium Fullgicid<:, lind f'~ loscOtioid.,. 
• Neoprene • Tygon Go- "'''''r.d-' r' <'Ill!eido Ike 

...... _. 'u, "'I' Ihe ~.>J '. 
• Nylon • Vi ...... "'" u....... £. ~-,,00t10 .Ion ';"'01' ";P.\ R~, N~ 

• Polypropylene "'-::;;~~V't-~!;,.;;J~_ 
Due to its unique formulation, VlRAHOL -leaves no r~due when it evaporates from a surface. 
The formulation is organic and does not contain the harsh substances which usually lead to 
corrosion, discoloration, or damage. Many disinfectants rely in part on the fact that they are either 
very acid or very albUne for their antimicrobial activity, but VlRAHOL - has a neutral pH. It is also 
non- conducting. to avoid damag" by electrolysis, which is a problem for water-based disinfectants. 

_ WWICIL-;o _dooignod '" be __ oa-,i<& 

Section H_ SUMMARY 

AIDS and HI!fP"S are .. dangerous diseases once thoushtlhllited in transmission to an exchang" 
of blood or other body fluids during intimat" contact. h is becominl increasingly clear that any • : . 
contact with body ftuids from an infected person can pose a risk of transmission of these 
bloodbome patholens. Asperlillus Infections (which can lead to fatal pneumonia in •• , •• : 
invnunosuppressed persons) holIve emerged as a significant is...., related to hf!althc.are facilitle. 

Tuberculosis has re~me ... ed and is "Jq)f!Cled to IfOW to major epidemic proportions by the mid . • 
1990's. The environmentally·transmined di..,ases, and those spread throush contaminated blood : ' , , •• 
and other body 1Iuids, \hr"aten to kill millions of people each year. VlIAHOL - represents the most , 
responsible and effective solution to the disinfection challenges we fac" in fishtin, those di..,ases. 
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UNITED sl". es ENVIRONMENTAL PROT fCTION A[~"~CY 

JUL 28 1993 

veridien corporation 
11800 28th Street North 
st. Peterbur9, FL 33716 

Attn: Robert Baker 
Vice President Operations 

subject: Virahol 
EPA Registration No. 60142-1 
Letter dated April 19, 1993 

The labeling referred to above, submitted in connection with 
registration under the Federal Inse~·ticide, Fungicide, and 
Rodenticide Act, as amended, to include TB claims, is acceptable, 
subject to the comments listed below. 

1. Change "Hospital-Grade Surface Disinfectant" to read 
"Hospital Disinfectant" wherever it appears on the label. 

2. Revise the statement "Prepare a fresh ~.olution for each 
use or when solution becomes visibly dirty" to read "Prepare 
a fresh solution for each use". 

The AOAC Tuberculoc:dal Test data is acceptable to support 
effectiveness of the product as a Tuberculocide against 
Mycobacterium tuberculosis when used undiluted on precleaned, hard, 
non-porous surfaces for a contact time of 10 minutes at 20°C. 

The submitted Tubercolocidal Test data have satisfied our 
requirements to support TB claims. Th~refore, no additional TB 
data are required to be submitted. 

A stamped copy of the labeling is enclosed for your records. 

If you have any questions concerning this letter, please 
contact Martha DeLaney at (703) 305-6982. 

Enclosure 

sincerely, 

John H. LeeOH~------
Product Ma~e~ 31 
Antimicrbial Program Branch 
Registration Division H7505C 

COMCUItIIINCES 

SVIaIOI. ': 1-••••••••••••••••••••••• _ •••••• _ ••••••••••••••••• • .................... ~ •••••••••••••••••••••••••••••••• _ ••••••••••• ~ ••••• _ •••••••••• 
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EPA FGm 132C).1A (1/80) OPFIOAL FILl! COpy 



ACTIVE INREDIENT • Isopropanol .... 70% 
INERT INGREDIENTS ......... , .... 30% 

TOTAL .............. 100% 

KEEP OUT OF REACH OF CHILDREN 

•• i • • oJ"J v;; .t i • 

:. In ·£1.:4 "J.o$.r llA\l:1t. : . .. .. .. .. 
• • • 

• • .. . ... .. ... " . . .. . .. .. . .. .. . .. 
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• • • 
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PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS & DOMIS1IC AMIMAlS 

CAUTION 
Aioid IllIIIIxI """ eyes, ..., _ 1'/1 iIIalon. 

Wash link willi .. l1li ... ., ... 

STATEMENT OF PRACTICAL TREATMENT 
II CII!I rJ ... == au ."" .. will I'-"Y II _. 

Go! ............. poaIm. 

PHYSICAL OR CHIMICAl HAZARDS 
FLAMMAIU 

KEEP AWAY FROM HEAT & OPEN FlAME 

• 5 • 

•• 

EFFECTIVE AGAINST A BROAD RANGE OF PATHOGENS 

~:=IDS) 
Poliovirus Type I 

MycobadeIfum tuberculosis 
Salmonella choletaesuis 
Trichophyton rnentagrophytes 

Pseudomonas 881Ug1nosa 
He!pes simplex Type II 

COMPATIBLE IN CONTACT WITH THESE MATERIALS 

Bun.N 
NaMa! Rubber 
PolyJ?rol>ytene 
Stainless Sleel{304.316."40) 
Tygon 

DIRECTIONS FOR USE 
• Is • _lion 01 Foderal ..... 10 us. IN. PfOCIucIIn • ...."norlnconlillont wilh iI's lobIIng. 

CntBtonze 
Neoprane 
PVC 
Tefton 
Won 

_1lotpIIo1-G .. de Surfoee DisWocIlIIl Is designed lor oIIocI;" do_ing ond d;s;nlectk>n 0' hold Inanimal. surf.ces such .s 
_. link lop •• "bill. "".n. _p/IonII ond bid ".mel. 

TO DISINFECT CONTAMINATED SURFACES AND OBJECTS: 

For heavily IOiIed .re.I, Of surbiOiS or objects soiled with blood Of body flukfs, • precleaning seep Is requked. Use • deln sponge or 
lil'll-"" doth. 

On preeltan.ct IUrfaces, .POfr Vlrahall' Hosoflat-Grlde Surface OiSinfectant with • mop. doth, ~ or mechanicaf sprayer so .s 10 
1KWoughIy'" pnteManed sUrfaces. 00 NOT DILUTE. AMow surt.ces to r.main wet for 10 minutet. PNPI,. • tresh lOIutiOn for each use 
Of when solution becomol vil/bly cfirty. 

ln8C!rw6'" HlV on ptee:leaned erwironmerQl lurtlCes & objects prwlousrt aohd wilh blood 01 body fluidS In ..... Hhc:are .eftings or other 
HItIngo In _ tnora II I •• poctld 10_ 0I101;ng Inonlmall IUrfoces & objects with btood '" body fluids. Ind In "'""" the surtaeos 
& oIIjIcII "ely 10 be ___ '" body fluids con be IIICICIII<><I willi tho polenl;'1 '''' 1..-_ 01 HumIn '_';cIoncy 
VIIUI (HIV) ( ..... ocIIlld with AIDS). 

sPECIAL INSTR\JCT1ONS FOR ClEANING ANO DECONTAMINATION AGAINST HlV 
ON SURFACES AND OBJECTS SOILED WITH BLOOD OR BODY FLUIDS: 

p....,., P_: When hlndllng limo lOlled wfth blood '" body _ use d;spollble '.'e. gIovel. gown. mosk and goggtes. 

CllonIng """'odoIllS: Blood .nd body fluldl musl be thoroughly d.aned 'rom surf.ces and objects be,,,,. IpplcalOn 01 Vor.hot 
HoIp/Iaf.Grode Surfl"".DifInlectaI~ .• .. - . 
DIs".,.., allnlecIouS """''''''Is: £,;c:.>;Ilnd 01.", body _Ihoutel beauloet.IIed ond cj;Jposed oIlCCOrdI"l!.!Q.fprlf. st"e •• nd Iocol 
reguI-.olor Infoclq WI!Qo tsposol. . "' ." ...... " 

•• • ... ., ':···1 "... ...: •• - .. , ... 

ConIId T .... : ""*' V.I"'" Hosplta'Gr.dI Surf ... o; ... ledlnt with a mop. do". lponge or mecIIonlcol_er 10 IS 10 thoroughly ... , 
~"tIdUned turfecr.:. DO NOT Oft..UTE. Allow .urfaces to remain wet weI fOl 1 minute to..llalf~N.,ion of HIV vtl'US. This contact 
tmI wII not c:ontrot ot'ter common types of 'tiruse •• nd badetl.. A\;\iClP'I~U 

• • • •• • • •• • • • • • • 

. - _.. .. . 
ID EPA l.etter DdI4: 
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