
• 

"I 
I 

!'tfA80L ~ 

Drl :!.):;. I D:~ r CJ "-" l/ 
UNITED STATks ENVIRONMENTAL PROTECTION AGENty 

.' -.?11~~ 

"'"t-\(l..'( \ 9 \995 "': 

Pettibone Laboratories 
136 Central Avenue 
Clark, NJ 07066 

Attention: Joseph M. Kelley, 

Subject: CRYOCIDE 20 
EPA Registration Number 10589-4 
Your Amendment Dated November 15, 1994 

. :.".. . .... ~~ 
-.:; ... ;.-

This is in response to your amendment to update your label, 
and include a claim that the product is tuberculocidal with 
efficacy data. 

The submitted efficacy data developed by the AOAC 
Tuberculocidal Test Method appear adequate to support effective­
ness of the product as a tuberculocide against ~ycobacterium 
bovis ATCC 35743 on hard, non-porous surfaces in the presence 
of 5% organic load for a contact time of 10 minutes at 20 
degrees Celsius. 

The labeling referred to above submitted in connection with 
registration under the Federal Insecticide, Fungicide, and 
Rodenticide Act, as amended is acceptable provided that you make 
the revisions indicated below before you release the product for 
shipment bearing the amended labeling. 

1. Under the subheading, 'Disposal of Infectious 
Materials', change disposed of according to local 
regulations ... " to read • ... disposed of according to 
federal, state, and local regulations ... •. 

A stamped copy of the labeling is enclosed fnr your 
records. Submit five copies of the f1nal printed label 
including these revisions before you release the product 
for shipment bearing the amended label. 
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If you have any questions concerning this letter, please 
contact me at (703)-305-7964. 

Sincerely, 

~' 
Ruth G. Douglas 
Product Manager (32) 
Antimicrobial Program Branch 
Registration Division (7505C) 
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CRYOCIDE-20 
Broad-Spectrum 

HOSPITAL DISINFECTANT 
• BACTERICIDAL. FUNGICIDAL (Pathogenic). PSEUDDMONICIDAL • VIRUCIDAL" 

• "";'0 A ~ L) C (/. I ODOR COUNTERACT ANT 
I 0 p~,~ :lop c, 0'1 '-

*. Human Immunodeficiency Virus Type 1 (HIV-1) (AIDS Virus) *. Herpes Simplex Virus Type 1 and 2 *. Influenza ~ (Hong Kong - 68) Virus 
On Inanimate Environmental S~rfaces 

AcnVE INGREDIENTS: 
Chlorine Dioxide ..................... 0.72% 
Didecyl Dimethyl 
Ammonium Chloride ............... 0.40% 

INERT INGREDIENTS: 98.88% 

) 
NET CONTENTS 

CRYOCIDE-20 
Broad-Spectrum 

KEEP OUT OF REACH OF CHILDREN 
CAUTION 
See additional precautionary statements on back .. 

EPA Reg. No.l0saQ-4 EPA Est. 9150-RI-l 
U.S. and Foreign Patents Issued and Pending. 

AQtlSPl1ii) 
with 00MMmI'S 

in EPA Letter Dated: 

MAY 1 9 1995 

HOSPITAL DISINFECTANT 

Under th(: l,'ederaJ i.nsecllcidlll, 
Fungicide, and I!OC~nticide ~~d"" 
amended fOI the pestle} e 
",gist.red undor EIOA Reg. No. 

/0.5fff-i'-Bactericidale Fungicidal (Pathogenic) 
e Pseudomonicidal e Virucidal' 

'. Human Immunodeficiency Virus Type 1 (HIV-l) (AIDS Virus) 
'. Herpes Simplex Virus Type 1 and 2 '. Influenza A2 

(Hong Kong - 68) Virus. Odor Counteractant 

&..II Et.'"TIONS FOR USE: It IS a vlolabon 01 Federal law to usc thiS product In a 
manner inconsistent with its labeling. CRYOCIDE·20 is eHectlve for diSinfec­
tion of hard non-porous surfaces. al f(X)f1l temperalure (20" - 25°) In the 

of rTKK1erate amounts of organic soiL Remove gross hlth and heaVY 
. general disinfection. apply CRYOCIDE-20 luil 

tnorou9mly with sponge. mop. speay. or by immer' 
s~~3~~~ anow remain weI lor 10minules. and wipe dry. Nthough 
C destroys HSV·l and 2 (Herpes virus) and HIV·l (AIDS virus) 
within 30 seconds of conlact (see Speciallnstruc1100S below) thIS conlael lome 
win not control other common types of VIruseS and bat.1en3. 
SPECIAL INSTllUCTIONS !'OR CLEANING AND DECONTAM1NAnoN 
AGAINST HIV OF SURFACES/OBJECTS SOILED WITH BLOOD/BOOY 
FLUIDS that involve healthcare settings or other senings ., whoch !here IS an 
expected Iiklihood 01 soiling 01 inanimale sulfaces/objecIs w~h blood or body 
nuids <rid in which Ihe surfaces/objects soiled with blood or body fluicls can be 
assodaled with Ihe transmission 01 HIV·l: CRYOCIDE·2Q ,Iestroys HIV-l on 
pre-deaned envirorrnenlal sutfaces/objects preVIOUsly SOIled WIth blood or 
other body nuids in 30 ,,-'COnds conlad. PERSONAL PROTECTION: The 
worker shoukt wear disposable lalex gbves, gown, mask and eye prolection 10 
prevent conlaminalion from soiled ilems CLEANING PROCEDURE: Blood 
and Diller body fluids mUSI be Ihcuroughly cleaned Irom sulfaccs and objec1s 
before application of CI'1YOCIDE·20. CONTACT TIME: Allow CRYOCIDE·20 
10 cx:>ntad trealed ilems for 30 seconds ThIs contact lime will nol control other 
common Iypes 01 viruses and badena. DISPOSAL OF INFECTIOUS MATE-

t On Inanimate Environmental Surfaces 

Distributed by 

CRYOCIDE-2D provides broad-spectrum' eHtciency 
and economy for commercial, institutional, industrial 
and agricultural disinfection. CRYOCIDE-20'S ability 
to OXIDIZE MALODORS DHers a definite plus to its 
disinfecting actiVity. 

RIALS: Any blOO(! and Olher body fluods should be auloclaved and 
disposed of according to local regulatIOns fOt infectious waste dIsposal. 
SUGGESTED USES: For use on non-food. hard surfaces such as glass. 
plastic, chome, floors. examlnrng tables and tOllels In ... Hospttals • t.Jurs-
1"'9 I-JOUleS elnstitutiOtls & PublIC Places. Meal Packing Plants. Fish 
Processing Plants. Poultry ProceSSIng Plants. Poullry Hatchencs _In· 
dustrial ProceSSing Plants. Dames. Food Processmg Plants 
STORAGE & DISPOSAL: Slow in origInal closed conlalner In a coel. dry 
place m,ay Irom heal and open IIarne. DISPOSAL: Do nol conlamlnate 
water, rood or feed by storage Ol disposal. Wastes resultIng from the use 
of this product may be disposed of on SIte or al an approved wasle 
disposal facility. For container disposal, triple rinse (or eqUIValent). then 
place in 1tash receplacle. PRECAlITlONARY STATE"'''''fT"i Hazards 10 
HlXllafl & Domestic Animals· CAUTlON: Causes rTl()G'erate eye irrilalK>fl 
Avoid conlact with eyes or elolhing. Wash lhoroughly v.lh so~p and waler 
aher handling. Remove contaminated clothIng and \-!u-s.h·lc'ore reuse 
Avoid CX)f1laminatlon of f<X>d ' 
STATEMENT OF PRACTICAL TREATMENT -If in Eyes: Flush ','lh , , , 
plenly of water. Get medIcal attention if irrltntion .persisls: If' : 
Swallowed~ Drink large quanlihes of waler AVOid alfOhol '~all a phYSI. 
clan immediately_ NOTE TO PHYSICIAN: Probable mucosal damag i .. : 
may contraindicate the use 01 gasllc lavage In 0., -Str)ri::Flush skin • 
With plenty of soap and water I 'I • •• • 
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PETTIBONE LABORATORIES, INC., 136 Central Ave, Clark No.1 07066 

ul ~ FOR DISINFECTION AGAINST 'TUBERcuLoSIS BACI'ERIA - ACTIVATE FULL S't'RENGTII 
//V'SEtf!T/ CRYOCIDE 20 BY REDUCING ITS pH 'ffi 3.0 ± 0.05 WITII 1.0' NORMAL fie 1. or 112S0-1 

AND ALLOWING 'ffi SPAND FOR AT LEAST 15 MINUTES. TI1EN USING TIllS RESULTING 
SOLUTION, PROCEED AS DIRECTED UNDER "GENERAL DISINFECTION". 

BEST COpy AVAJLABLE ) 
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