
IYUOL 

PM 3 \ 
( 

lIMITED S .... tIS INVIRONMEtCTAL PROTECTION AbettCY 
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sporicidin International 
5901 Montrose Road 
Rockville, MD 20852 

Attention: 

Subject: 

CUrtis Lynch, M.D., M.P.H. 
Medical Director 

Sporicidin Cold sterilizing Solution 
EPA Registration No. 8383-5 
Amendment Dated May 15, 1991 

1Gt3 

JUL 3D 1991 

The amendment referred to above subaitted in connection with 

registration under the Federal Insecticide, Fungicide, and 

Rodenticide Act, as aaended, is acceptable provided that you .ake 
the labeling changes below before you release the product for 
shipment. 

a. On the right panel, 3rd paragraph, change the wording 
n ••• for loOt hospital level disinfection ••• " to read 
" ••• for effective hospital disinfection ••• ". Delete 
"lOOt" and "level". 

b. The wording "Note: A 1:8 dilution .ay be used to disinfect 
endosrQpes and other hard to disinfect itellls" is not 
acce~~able and must be revised. Change this stat .. ent to 
read "Use the 1:8 dilution to disinfect endoscopes and 
other hard, nonporous aedical instruments/devices." 

• BEST AVAILABLE COpy 

................... 
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• c. Revise the format of your ingredient statement to read: 

ACTIVE INGREDIENTS: 
(Activator plus Buffer) 

Phenol • • • • · . • • . . . 7.05t 

Glutaraldehyde 

Sodium Phenate 

· . . . . . . . • • 2.00t 

· . • • . . . 1.20t 

INERT INGREDIENTS • . . . . . 89.75t 

TOTAL 100.00t 

Submit five (5) copies of final printed labeling be: ore you 
release this product for shipment. 

A Stamped copy of the label is enclosed for your records. 

• 

• 

Sincerely yours, 

< LJJt~ 
Adh/nJ;t~e 

Product Manager 31 
Antimicrobial Programs Branch 
Registration Division (H7505C) 

BEST AVAILABLE COpy 
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BUFFER SOLUTION 

DILUTE FOR . 
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PM 31 

SporicidiD 
COLD 
STERILIZING _ .. 
SOLUTION 

• SPORICIDAL • TUBERCULOCIDAL 
• VIRUCIDAL' • BACTERICIDAL 
• FUNGICIDAL • PSEUDOMONACIDAL 
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KEEP OUT OF RE"CH OF CHILDREN 
WARNING 
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