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HicrO<]en, Inc. 
P.O. Box 1. 
Fairfield, NJ' 07006 " 

Attention: Bob Prince 
President 
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'. .-' .. , 
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+ • ' ............................. d ...... _. __ .4..a...- ~ 

... Gentlemen: 

• 

Subject: D-125 
EPA Registration NO. f.117!l-1 
Your Submission nated l1arch ]0, 19~9 

The amendment referred to above, submitted in connection with 
registration tinder P'IFRA: is acceptable' prl'lvided that' '900'l • ... • 

1. Hake the labeling changes listed helow before you release the 
Froduct tor shipMent bearing the amended labeling: 

a. Revise Herpes sior'l'l<>x to read Herpes SiMplex Type 1. 

b. llnder the headi nq ·Contact tiRle· (cEnter panel) revise ;;he 
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 stateRlent: ~ospital Strength. 

e. Hove the Pseudo rabies claim to the virucidal sectlon or 
inclUde it under its own ·Virucirlal Activity· heading. 
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f. Del.te the ten. GeDeral Cl .. a1f1cauOll. 

b. 8efer to .. 1Io&1c. 83-1 for accepUbl. atoraV- D18I108Al 
ate" lI,a t.v JOV l&rger a1 •• COAta1aen. 

2. Your r.l .... for ab1JIIIUt of the prodllCt beadl!o9 the _laded 
label1Dg' c:_Ublte. 8ICCI8~ of. thea. c:olad1U_. 

A ataped copy of th. labeUag 18 euclOHd for your rec:ozda • 

ZDcloeure - "-' ~ ... -
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2. 
3. 
4. 
5... . 
6. 

7. 
S. 
9. 
10. 
11. 

12. 

13. 
14. 
15. 
16. 
17. 
IS. 
19. 
20. 
21. 
22. 
23. 
24. 
25. 
26. 
27. 
2S. 
29. 
30. 

Aspergillus niger isolate AIDS (e-1)* (lung) 
cryptococcus neoforaans isolate AIDS (C-2) (lung) 
Candica albicans isolate AIDS (C-3)* Sputum 
Staphylococcus aureus isolate AIDS (C-4) (SO/Sl)* (sepsis) 
St~eptococcus pneumoniae isolate AIDS (C-5)* (lung) 
pseudomonas-aerugihosa isolate AIDS (e-,)· _(ankle Je~_ion_ 
ulcer) 

GriP positive cogci 
Streptococcus Agalactiae hemolyticus* 
Enterococcus faecal is. 
Staphylococcus epidermidis septicemia (Drug resistant)· 
Staphyloc~ccus saprophyticus 
Staphylococcus aureus (toxic shock, penicillin resistant) 
strain 750 
Micrococcus luteus 

'. _.. Gram Neaetive Rods 
Klebsiella oxytoca (Drug resistant) * (·wound) 
Enterobacter agglomerans (Drug resistant)* (abscess) 
Enterobacter liquefaciens* 
Morganella morganii (Drug resistant)* 
Proteus mirabilis (drug resistant)* 
Escherichia coli (Drug resistant)* wound 
Klebsiella pneumoniae (Drug resistant)* 
Proteus vulgaris* 
Acinetobacter anitratus* 
Escherichia coli* (urine) 
Pseudomonas aer~ginosa (Drug resistant) (Burn sepsis)* 
Hafnia alvei (lesion)* 
Enterobacter cloacae (urine)* 
Pseudomonas cepacia (CDC PVP-I resistant) 
Acinetobacter lwoffii 
Bordetella bronchiseptica 
Pseudomonas paucimobilis 

• 

3l. 
32. 

Pseudomonas pseudomallei (Viet Nam) 
Pseudomonas put ida 
Flavo~acterium menigosepticum 
Pseudomonas fluorescens 

OCT 10 1989 
33. 
34. 
35. 
36. 
37. 
38. 

t e,:,' 

Pseudomonas stutzeri !". 

Pseudomonas dimunita 
Serratia marcescens (cyst) * (Sulfa-resistp.nt) ~'''1_8-1 
Enterobacter gergoviae 
Pauedorabiea~. 30 Second Contact Time. Non-Human Pathogenic Virus 

No Data Submitted. 
* Recent Clinical Isolates 

j1Lhtll 

..... ,.!~. 

". 


