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Attention: Bob Prince
President
. Gentlemen:
Subject: D=-125
EFPA Registration Ho. 61178=1
Your Submission hated March 3¢, 1989
! The amendment referred to above, submitted in connection with
- t [ . 7 - w » P . - » B

reqgistration tnder PIFRA,” {s acceptable provided that you:

1. Make the labeling changes listed helow before you release the

product for shipment bearing the amended labeling:

a, PRevise Herpes simplex to read Herpes Sinplex Type 1.

b. Under the heading "Contact time® (center panel) revise the
statement 30 second contact time in presence of 10% blood

. serum to read: Leave surface wet for 30 seconds.

c. Include the reference asterisk two locations - Virucidal
claim,.

d. Delete the statement: Hospital Strength,

e. Move the Pseudo rabies claim tc the virucidal section or

include it under its own "virucidal Activity" heading.
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£. Delets the term: General Claseification.
AsF ‘f'
g. Revise NIV to HIV-1,

h. BRefer to PR Motice 83-3 for accsptable Storage Disposal
statements for your larger size containers.

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

A stamped copy of the labsling is anclosed for your records.

E B s WL I AP e, W, i gl - A ol s, P sl
Sincerely yours, |

Antimicrobia)l Program Branch
Registration Division (B7505C)

. Enclosure
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19.
20.
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23.
24.
25.
26,
27.
28.
29,
30.
31.
32.
33.
34.
35.
36.
37.

38.

Aspergillus niger isolate AIDS (C-1)* (lung)
Cryptococcus neoformans isolate AIDS (C-2) (lung)

Candicda albicans isolate AIDS (C-3)* Sputum
Staphylococcus aureus isolate AIDS (C-4) (80/8l)* (sepsis)
Streptococcus pneumoniae isolate AIDS (C-5)* (lung)
Pseudomonas aerugihosa isolate AIDS (C=6)k _(ankle lesion

ulcer)
treptococcus agalactiae hemolyticus®

Enterococcus faecalis*

taphylococcus epidermidis septicemia (Drug resistant)x
taphylococcus saprophyticus

Staphylococcus aureus (toxic shock, penicillin resistant)
train 750

Micrococcus luteus

Klebsiella oxytoca (Drug resistant)* (wound)
Enterobacter agglomerans (Drug resistant)* (abscess)
Enterobacter liquefacienst*

Morganella morganii (Drug resistant)®*

Proteus mirabilis (drug resistant)*

Escherichia coli (Drug resistant)* wound

Klebsiella pneumoniae (Drug resistant)*

Proteus vulgarist

Acinetobacter anitratus*

Escherichia coli* (urine)

Pseudomonas aeruginosa (Drug resistant) (Burn sepsis)«*
Hafnia alvei (lesion)*

Entercbacter cloacae (urine)*

Pseudomonas cepacia (CDC PVP~I resistant)
Acinetobacter lwoifii 4ACCEPTED
Bordetella bronchiseptica - wilh CCMIILNTS
Pseudomonas paucimobilis in EPA Lett - e
Pseudomonas pseudomzllei (Viet Nam)

Pseudomonas putida OCT 10 1989

Flavobacterium menigesepticunm
Pseudomonas fluorescens
Pseudomonas stutzeri
Pseudomonas dimunita -
Serratia marcescens (cyst)* (Sulfa-resisteant) @1 8-
Enterobacter gergoviae T

Psuedorabies NOTE. 30 Second Contact Time. Non-Human Pathogenic Virus
No Data Submitced.
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