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Submission Purpose Amendment to add addltlonal dlrectlons for use

as a third sink sanitizer and as a hatchery .

eqgq sanitizer with revised label.
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" _sterilant for aseptic packaging egquipment with
_efficacy data and revised label. '
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IntFfoduction:
Uses(s)

See attached latest accepted label dated 09-30-93 and
proposed label dated 1_1-29-93. ,

Background Information:

The submission received 11-29-93, is an amendment to add
additional directions for use as a third sink sanitizer
and as a hatchery egg sanitizer with revised ‘label.
Also, amendment to add additional claim as a sterilant

"for aseptic packaglng equlpment with efficacy data and

revised label .

Data Summ : g

Brzef Descrlptlon of Test:

"oxonia Active Sterilant Efficacy at 20°C" by Leanne J.
aAdkins, Ecolab Inc., 840 Sibley Memorial Highway, Mendota
Helghts MN 55118, dated 04-26-93 (MRID No. 430265-01) .

"Oxonia Active Sterilant Efficacy at 50°C" by Leanne J
Adkins, Ecolab Inc., 840 Sibley Memorial Highway, Mendota
‘i&lghts, MN 55118, dated 04-26-93 (MRID No. 430265-02).

| %Oxaﬁ;a Actlve Sterilant Efficacy at 80°C" by Leanne J .
Adkins, Ecolab Inc., 840 Sibley Memorial Highway, Mendota

Heights, ‘MN 55118, dated 06-07-93 (MRID No. 430265—03)

”The Evaluat:.on of the Sporicidal Efflcacy of Ecolab'
Compound against Clostridium sporogenes and Bacillus

- subtilis at 20°C for six hours" by Mary K. Bennett,
" ViroMed Laboratorles, Inc., 5500 Feltl Road, aneapolls,
i‘fIN 55343 “dated 03- 05—93 (MRID No. 430265-04) '

"The ‘Evaluation of the Swporlc:.dal Efficacy of- Ecolab'
C@m}p@und against Clostridium sporogenes and Bacillus
subtilis at 50°C for 15 minutes" by Mary K. Bennett,

<YiroMed Laboratories,. Inc., 5500 Feltl Road, Mlnneapolls,
o ;I@ﬂi 53343 dated 03—17-93 (MRID No. 430265-05)

‘”The Evaluation of the Spor1c1da1 Efflcacy of -Ecolab’s
cgmggund against Clostridium sporogenes and Bacillus
subtilis at 50°C for 15 minutes" by Mary K. Bennett,

 ¥iroMad Laboratories, Inc., 5500 Feltl Road, M:Lnneapolls,

iN 55343, dated 03-17-93 (MRID No. 430265-06)

- ”Tae Evaluation of the Sporicidal Efflcacy of Ecolab’s

C@mpound against Clostridium sporogenes .and Bacillus
subtilis at 50°C for 20 minutes".by Mary K. Bennett,.
ViroMed Laborator:.es Inc., 5500 Feltl Road, Minneapolis,



-
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MN 55343, dated 07-28-93 (MRID No. 430265-07).

‘"The Evaluation of the Sporicidal Efficacy of Ecolab’s
Compound against Clostridium sporogenes and Bacillus
subtilis at 80°C for 2.5 minutes" by Mary K. Bennett,
ViroMed Laboratories, Inc., 5500 Feltl Road, Minneapolis,
MN 55343, dated 03-05-93 (MRID No. 430265-08).

"The Evaluation of the Sporicidal Efficacy of Ecolab’s
Compound against Clostridium sporogenes and Bacillus
subtilis at 80°C for 5 minutes" by Mary K. Bennett,
ViroMed Laboratories, Inc., 5500 Feltl Road, Minneapolis,
MN 55343, dated 04-01-93, (MRID No. 430265-09).

Conclusions:

See 202.0
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Recemmendations

Efficacy Suppertéazby the Data:
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The submitted basic and confirmatory AOAC
Sporicidal Test data (MRID Nos. 430265-01 'and
430265~04) are acceptable to support effectiveness
of the product as a sterilant against Bacillus

subtilis and Clostridium sporogenes when tested at

6.4 ounces/gallon (5% solutlon) for a contact tlme
of 6 hours at 20°C. .

Also, the submltted basic and conflrmatory AOAC
Sporicidal Test data (MRID Nos. 430265-02, 430265~
05 and 430265-6) are acceptable to . support
effectiveness of the product as a sterilant against
Bacillus subtilis and Clostridium sporogenes when
tested at 6.4 ounces/gallon (5% solutlon) for a
contact time of 15 m;nutes at 50° 'C. ' ’

The submitted additional' confirmatory AOAC
Sporicidal Test data (MRID No. 430265-07) are also
acceptable to support effectiveness of the product
as a sterilant against Bacillus subtilis and
Clostridium = sporogenes when tested at 6.4

ounces/gallon (5% solutlon) for a contact time of
20 minutes at 50°C. :

- Also, the submltted'basic and confirmatory AOAC
- Sporicidal Test data - (MRID "Nos. 430265-03 and
'430265-08) are acceptable to support effectiveness

of the product as a sterilant against Bacillus

~subtilis and. Clostgldlum sporogenes when tested at

6.4 ounces/gallon (5% solution) for a contact tlme
of 2.5 mlnutes at 80° c.v:~~.f

_ The submltted addltlonal ‘confirmatory AOAC
por1c1da1 Test data (MRID No. 430265-09) are also
acceptable to support effectiveness of the product
as a. sterilant. against Bacillus subtilis and
Clostridium - sporogenes when - tested at 6.4
sunces/gallon (5% solutlcn) for a contact tlme of

5 m;nutes at 80°C.
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Inelude a dlsclaimer Statement “Not to be used on

_gritical or semicritical items as a sterilant or as a
nﬁgh lavel dlslnfectant" See auuu ¢a§4,
Ho other adverse comﬁents. s G eith£>
- . ‘BAS~U- H’J—O-‘L’/"-
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"This product is not to be used (as a terminal -
sterilant/high level disinfectant) on any. surface or
instrument that (1) is introduced directly into the
human body, either into or in contact with the
bloodstream or normally sterile areas of the body, or
(2) contacts intact mucous membranes but which does not
ordinarily penetrate the blood barrier or otherw1se
enter normally sterlle areas of the body "
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204.0 For Your Information:

Please be advised that Environmental Protection
Agency will retest your product to confirm your efficacy
‘clalm as a sterilant prior to allow:mg this new
sterilization claim on the label. -

&



