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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

American sterilizer company 
2424 West 23rd street 
Erie, PA 16512 

Attention: Lori A. Haller 
Corporate Regulatory Affairs 

SFP l 11995 

Subject: Amsco Vaprox Hydrogen Peroxide Sterilant 
EPA Registration No. 5749-8 
Your Amendment Dated June 7, 199~ 
and you~ cover letter dated June 8, 1995 

)1" 

The amendment (label update) referred 
connection with registration under the 
Fungicide, and Rodenticide Act, as amended, 
that you: 

to above, submitted in 
Federal Insecticide, 

is acceptable provided 

1. Make the following labeling changes below before you release the 
product for shipment bearing the amended labeling. (Cartridqe -
Master Label). 

a. Our records indicate that company number 5749 is assigned to 
American sterilizer Company. This company name must appear on the 
label. 

b. Add the heading: Net Contents. 

c. The following form of the ingredient statement complies 
with the Act. 

ACTIVE INGREDIENT 

Name of the ingredient................ ..... % 

INERT INGREDIENTS. . . . . . . . . . . . . . . . . . . . . . . . . . % 

d. Place the signal word: DANGER to appear directly below and 
centered under the heading: KEEP OUT OF REACH OF CHILDREN. 

e. Revise the referral statement to read: See back panel for 
additional precautionary statements. 
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f. Add the Note to Physician statement to read: 

Note to Physician 
Probable mucosal damage may contraindicate the use of 
gastric lavage. 

g. Revise the precautionary statement section to read: 

Danger. Corrosive. Causes eye and skin damage. Do not get in eyes, 
on skin or clothing. wear goggles or face shield and rubber gloves 
when handling. Harmful or fatal if swallowed. Do not breathe vapor 
or spray mist. Avoid contamination of food. Wash thoroughly with 
soap and water after handling. Remove contaminated· clothing and 
wash before reuse. 

h. Revise the heading: "Chemical and Physical Hazards" to read: 

Physical or Chemical Hazards 

i. Revise the sUbheading: Hazard to Humans ... " to read: Hazards to 
Humans ... " 

2. Make the following labp.ling changes below before you release the 
product for shipment bearing the amended labeling. (Outer container 
shipping Label). 

a. Our records indicate that company number 5749 is assigned to 
American sterilizer Company. This company name must appear on the 
label. 

b. Add the heading: Net Contents. 

c. The following form of the ingredient statement complies 
with the Act. 

ACTIVE INGREDIENT 

Name of the ingredient.. ........... ..... ... % 

INERT INGREDIENTS.......................... % 

d. Place the signal word: DANGER to appear directly below and 
centered under the heading: KEEP OUT OF REACH OF CHILDREN. 

e. Add the following referral statement to read: See back panel for 
additional precautionary statements. 

f. Just a reminder that items 2c, 2d, & 2e all must be placed 
d j rectJ y under the product name on the front panel of the label. 
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g. Add the Note to Physician statement to read: 

Note to Physician 
Probable mucosal damage may contraindicate the use of 
gastric lavage. 

h. Revise the precautionary statement section to read: 

3JS" 

Danger. Corrosive. Causes eye and skin damage. Do not get in eyes, 
on skin or clothing. Wear goggles or face shield and rubber gloves 
when handling. Harmful or fatal if swallowed. Do not breathe vapor 
or spray mist. Avoid contamination of food. Wash thoroughly with 
soap and water after handling. Remove contaminated clothing and 
wash before reuse. 

i. Revise the heading: "Chemical and Physical Hazards" to read: 

Physical or chemical Hazards 

j. Revise the subheading: Hazard to Humans ... " to read: Hazards to 
Humans .. 

k. Add a storage and Disposal section for this outer box label. 

1. Add a referral statement which states that the us~ directions 
are on the cartridge label. 

3. It has noted for the files that the Foreign language: French, 
has not been translated. It is your responsibility to ensure the 
translation is accurate. 

4. A release for shipment of the product bearing the amended 
labeling constitues acceptance of these conditions. 

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

If you have any questions concerning this letter, contact V. 
Goncarovs at 703-305-6663. 

Enclosures 

•••• • 0 ........... • ....... .......... . ................. 
................... . ................ ................. 

sincerely, 

Marion Johnson 
Product Manager (31) 
Antimicrobial Program Branch 
Registration Division (7505C) 
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DANGER DANGER 
KEEl' our a REAOl CONSERI/ER HORS DE a CHILDREN. LA I'O,",E DES 
0laaZER; ENFANTS. 
CORAOlIVE OX'tDANT) 
sa; .... 0( PNIEL CORROSIF 
FOR STATEMENT a VOIR pR£CAUT10NS 
PIW:TKAL D'EMPLOI NJ DOS. 
TREATMENT. ANUI1.lER OllMC 
FOIl LliEtUMSCO L'EOUPEMENI DE 
~ tll:MTM INOlErRI'{. IIK4I 
EOt.A.I<NT ONLY. }MSCO. 
DIN 02047616 DIN 02047616 
.-...cv ~ ..c.. \loOOOMeQI, ott 

CARTRIDGE LABEL- MASTER LABEL 

@@(f) A 
UP 
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/lMSCO Hl'DfIOGEN P'£ROXJDE STERllAHT jDate 
Part No. 

400077·637 1M No. XAC 228 

M Farm Job No. 
3.1.9S.CMF 400077-637 

Size 11.62S' X 3.4375' 

BeST COpy AVAlLABLE 

A 
UP 

3.1.95 

I Rev. 

f?A REG. N 
EPA EST. NC 
AM!CO.I<I 



Fo.R USE IN M1SCO VH>e INOUSmw. Eo.UIPMENT ONLY, 
SHADE FROM RADIANT HEAT, STOW AWAY FROM 
POWDERED METAlS AND PERMANGAHATES. 
A N'UTILSER OU'AVEC r£oUIPEMENT DE INOUSmw. VHf'® 
M1SCO, 
TENIR A L'tCARTE D£ LA CHALEUR RAYONNANTE. 
CONSEIlVtR A L'I~CARTE DES MITAUX ENPOUORE ET 
PERMANGANAT£S, 

LOT NUMBER: Not for X1'e or use ~ft('(. 

.A. 
UP 

.A. 
UP 

) 

OUTER CONI'AINER SmpPING LABEL 

Store cartridges ~t or OClow 77"F or 25'e In i\ dry IOQtJon 

EPA REG, NO. 574Q.a 
EPA EST. NO. 574QNC·1 

AMt(O. "lTX. NC 7l r,Ol-1r:0171-(, m 11 (I', 

(FOR AMSCO USE ONLY: 400021·312 
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