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UNITED STATES ENVIROMMENTAL PROTECTION AGENCY

JUL 20 1988

wttit.one Laboratories
13 Central Avenue
Clark, N 07066

Attention: Pruce €. Galbraith
President

Gentlemen:
Subject: Cryocide-20
EPA Registration Mo. 105L9-4
Your Application Dated June 22, 19%Y

Your Submission Mated arch 16, 1984

This is in regard to your resuest to arena the reaistration of the
subject procduct to include additional virucidal claims,

Efficacy Supported Iy The Data

The submitted data meet the recuircments to support effectiveness
of the product as a virucide against HIV-% (AIDS virus) on hard, non-
porous surfaces in the presence of a nnderate amount of organic soil (1ns
blood serurm) when used at a 1:1C dilution in deionized water for a cortact
time of 30 seconds at root temperature (20 to 25 °C).

The suhnittec data also meet the recuirements to support effectiveness
of the product as a virucide against ilerpes Simplex Type ' and Herpes
Simplex Type 2 viruses on hard, nonnorous surfaces in the presence of a
moderate amount of organic soil (5 percent blood serum) when used at 20 percent
in 400 parts per million AOAC hard water (1:5) for a contact time of 30
seconds at room temperature (20 to 25 *C).

The amendment referred to alove is acceptahble provided that you:

1. ‘take the labeling changes indicated helow hefore you release the
product for shjipment bearina the amended labelina,

a. Include the wethod(s) of apolication (e.g9., "by sponye, mop,

spray,” or "by immersion in the solution,® followed by a
statement such as "to wet all surfaces thorouahly®),
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b. Change "Viroban®" to "Cryocide-20" wherever it appears
throuvghout the labeling.

2. cubmit five (5) copies of your final printed labeling for
inclusion in your product file.

Your release for shipment of the product bearing the amended labeling
constitutes acceptance of these conditions,

A stamped copy of the label is enclosed for your records,

Sincerely yours,
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Jeff Kempter
Product Manager (32)
Antimicrobial Program FRranch

Registration pivision (H7505C)

Enclosure
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CRYOCIDE—20
Broad-Spectrum

HOSPITAL DISINFECTANT

Bactericidal  Fungicidal (Pathogenic)
e Pseudomonicidal ¢ Virucidal® - - . .
‘e Hmnm immunodeficiency Virus Type-t-(rln -1) ;uos ylms)
*e Herpes Simpiex Virus Type 1 and 2" influpnza Ay,  * .'
(HungKavg-ﬂ)th-OdurCounmm
On inanimate Environmental Surfaces

agricultural disinfection. CFIYOCIDE-20 S ability to OX-
IDIZE MALODORS offers a definite plus to its disinfecting

mecnousmnuse.nnmumunmmmm
manner meongistent with its labeling. CRYOCIDE-20-'s effectva for C ek
ton of hard non-porous surfaces, at room tempersare (2(° -

Orstinbused by
PETTIBONE LABORATORIES, INC.

. 136 Central Ave., Clark, NJ 07066
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HOSPITAL DISINFECTANT - ?:22,

e BACTERICIDAL » FUNGICIDAL (Pathogenic) e PSEUDOMONICIDAL ¢ VIRU
ODOR COUNTSRACTENT

*e Human Immunodeficiency Virus Type 1 (HIV-1) (AIDS Virus)
*e Herpes Simplex Virus Type 1 and 2 "¢ influenza A, (Hong Kong - 68) Virus
On Inanimate Environmental Surfaces

A%E;E, lNggEgleENT& 070y KEEP OUT OF REACH OF CHILDREN
nine Dioxide ..................... X
Didecyl Dimethy! CAUT|ON .
Ammonium Chioride ............... 0.40% See additional precautionary statements on back..
Isopropanol .............cccueeeruennes 1.00% EPA Reg. No.10589-4-59292 EPA Est. 41260-NY-1
INERT {NGREDIENTS: 97.88% U.S. and Foreign Patents Issued and Pending.

NET CONTENTS ONE GALLON - (128 Fl. 0z.) (3.78 LITERS)




