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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

APR g g 2003

Buckman Laboratories, Inc.
1256 North MclLean Blvd
Memphis, TN 38108

Attention: C;‘ystal W. Brown .
Regulatory Affairs Specialist

Subject: BUSAN 1016
EPA Registration No. 1448-93
Notification Dated February 26, 2003

This will acknowledge receipt of your notification to include additional label layout
comments, submitted under the provisions of FIFRA Section 3(c)9. Based on a review of the
submitted material, the following comments apply.

The Notification is in compliance with PR Notice 98-10 and is acceptable. This information
has been made a part of your file. ‘ '

If you have any questions concerning this Ietter please contact Martha Terry at (703) 308-
6217.

Sincerely,

t
Marshall Swindell O '
Product Manager (33)

Regulatory Management Branch 1
Antimicrobial Division (7510C)
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Eu resd Imtm‘oa o/ [everss belore Lompleting form.

SEPA

United States

Environmental Protection Agency

Washington, DC 20480

Registration

Amendment

v | Other

OPP Identifisr Number

Application for Pesticide - Section |

1. Company/Product Number
Buckman Laboratories, Inc./1448-93

2. EPA Product Manager
Marshall Swindelt

4. Company/Product (Name)
Buckman Laboratories, Inc./BUSAN 1016

PMF
33

3. Proposed Classification

I:INone [ lReatrictod

5. Name and Address of Applicant {include ZIP Cods)

Buckman Laboratories, Inc.
1256 North McLean Blvd.
Memphis, TN 38108

Cheack if this is & nsw address

to:
EPA Reg. No.

6. Expedited Reveiw. In accordance with FIFRA Section 3(c}{3)
{b)li}, my product is similar or identical in composition and labeling

Product Nama

Section - Il

Amendmaent - Explain below.

v | Notification - Explain below.

L]

Final printed |abels in repsonse to

Agency lattar datad
“Mea Too" Application.

Resubmission in response to Agency letter dated

[]
L]

Other - Explain balow.

New label format

Explanation: Use additional page(s) if necessary. (For saction | and Section il.)

Section - lll

1. Material This Preduct Will Ba Packaged In:

Child-Resistant Packaging

Yas
No
“artification must
~_ Submitted

Unit Packaging

Water Soluble Packaging

2. Type of Containof

B Yes B Yeos Matal
Plastic
No No Glass
If “Yos" No. per If "Yea" No. per Paper
Unit Packaging wgt. container Package wgt container Other {Specify)

[__ Label

3. Locetion of Net Contents Information

[_J Container

4, Siza(s) Reteil Container

5. Location of Label Directions

=

6. Manner in Which Label is Affixed to Product

chogrnptd
ot glu
S:rneiPold

[ ] other

Section - IV

1. Contact Point (Cornplete items directly below for identification of individual to be contacted, if necessary, to process this application.)

Name
Crystal W. Crown

Title

Regulatory Affairs Specialist, ili

Telephone No.' (Inoh..ndo Area Cods)
901-272-8253 ,* ,*

Certification

1 cartify that the statements | have made on this form and all sttachments thereto are true, accurste and complats.
| acknawiedge that any knowlinglly false or misiaading statement may bs punishable by fine or imprisonment or

both/uﬂqar upplicyj\a law. -

»

2. Signgture j

3. Tite

Reguiatory Affairs Specialist, HI

5. Date

26 February 2003

8. Date Application
Received

e

LN » *wp

A R

.
] »
PR

EPA Form 8570-1 (Rev. 3-94) Previous saditions are obsofets.

White - EPA Fils Copy [original)

Yellow - Applicant Copy
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¢k Buckman

LABORATORIES

BUCKMAN LABORATORIES INTERNATIONAL, INC. 1256 NORTH MciEAN BLVD.
MEMPHIS, TN 381081241 U.S A.
26 February 2003 TELEPHONE (901} 2780330

FAX (901) 2765343

Mr. Marshall Swindell . b“‘t’”““'“’"’
PI‘OdUCt Manager 33 e-mail: knetix@buckman.com
Management Regulatory Branch I

Antimicrobial Division {7510C)

US Environmental Protection Agency

Room 266A, Crystal Mall 2

1921 Jefferson Davis Highway

Arlington, VA 22202 - 4501

Re:  BUSAN 1016, EPA Reg. No. 1448-93
Letter Correspondence dated: 23 January 2003

Dear Mr. Swindell:

The BUSAN 1016 (EPA Reg. # 1448-93) product label layout has been revised to include
additional label layout comments from the EPA product managers. The label format has been
revised to more closely reflect the requirements of 40 CFR 156.10. Since our current software
package does not efficiently handle multiple layouts, we are revising all pesticide product label
layouts.

This notification is consistent with the provisions of PR Notice 98-10 and EPA regulations ar 40
CFR 152.46, and no other changes have been made to the labeling or the confidential statement
of formula of these products. I understand that it is a violation of 18 USC. £ 1001 10 willfully
make any false statement to EPA. I further understand that if this notification is not consistent
with the terms of PR Notice 98-10 and 40 CFR 152.46, this product may be in violation of FIFRA
and I may be subject to enforcement action and penalties under sections 12 and 14 of FIFRA.

Enclosed please find the following information to support this request:
+ Completed EPA Form 8570-1
¢ Five (5) copies of the draft labels for each product.

If you have any questions or require any additional information, please contact me at (901) 272-
8258.

Sincerely,
BUCKMAN LABORATORIES INTERNATIONAL, INC.

& CREATIVITY FOR QUR CUSTOMERS A0
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ACTIVE INOREDIENT(S)

Disodium cyanodithioimidoCaArDONAtR. ... ... mremsescse e s esrcsssaarnsenen 14.5%
Sodium N-methyldithiocarb te....... 18.0%
INERT INGREDIENTS. 100.0%
TOTAL 100.0%

KEEP OUT OF REACH OF CHILDREN

DANGER

[

FIRST AID

If in - Heold eyes opsn and rinse slowty and gently with water for 15-20 minutes.

Eyes - Remave contact lenses, if present, afler the first § minutes, then continue
rinsing eye.
- Calt a poison control center or doctor for further treatment advice.

IF on - Take off contaminaled clothing.

Skin, - Rinse skin immadiatety with plenty of waler for 15-20 minules

Clothes | - Call a poison control center for treatmen! advice.

I - Call poison control centar or doctor immediately for treatment agvice.

ingesiad | - Have parson sip a glass of water, if abls 1o swallow.
- Do not induce vemiting unless told to do so by the poison controt cenler or
doclor.
- Do not give anything by mauth to an unconscious person.

tf - Move person to fresh air.

inhaled - If person is not breathing, cail 911 or an ambulance, then give arlificial
respiration, preferably by mouth-to-mouth if possibis.

~ Call a poison control cenier or doctor for furiher treatment advice.

HOT LINE NUMBER

Have the product container or label with you when calling a Poison Contro! Center or doctor
or going for treatment. You may also contact 901-278-0330 or 1-800-BUCKMAN for
emergency medical treatment infarmation.

NOTE TO PHYSICIAN

Probable mucosai damage may contraindicale the use of gastric lavage. Measures against
circulatory shock, respiratory depression, and convulsion may ba needed

Precautionary Statements
HAZARDS TO HUMANS AND DOMESTIC ANIMALS

DANGER: Corrosive. Gauses imeversible eye damage and skin bums May be fatal if
swallowed. Do not get in eyes, on skin, of on clothing. Wear goggles or face shield, rubber
gioves and protective clothing. Wash 1hroughly with sovap and water after handling.
Remove contaminated ciothing and wash before teuse. Lo not take intemally.
ENVIRONMENTAL HAZARDS: This peslicide is toxc to fish Do not discharge effluent
containing lhis product into lakes, sireams, ponds, esiuanes, oceans, or other waters
unless in accordance with ihe requirsments of a National Pollutant Discharge Elimination
Syslems (NPDES) permit and the pamitting authority has been nolified in writing pror to
discharge. Do not discharge effluent containing this product to sewer systems without
previcusly notifying the local sewage treatment plant authority. For guidance cenlact your
Stale Water Board or Regional Offica of the EPA_

Directions for Use

It is a viotation of Federai law to use this product in a manner inconsistent with its labeling.

Busan 1016 is a broad-spectrum microbicide that is sffectve in the conirol of the bactena and fungi lpat cause sucrose losses, slime, and
odors during the manufaciure of raw cane and beel sugar. Busan 1016 is composed of materiais which meet the requiremsnts of 21 CFR
173.320.

CANE SUGAR MILLS: Busan ?0%6;hould be asded to tha cane juice al points where the microbicide wili circulate to all pans of tha gnqding
squipment, lroughs, scresns, and pipes with which the juice comes in conlact. Approximately 35% of tha dosage should be anad {c the jice
from the crusher and the remainder Lo the juice from the next-to-tast mill. Busan 1016 shouid never be added to the maceration waier. Busan
1016 should be fod continuously at a lotal feed rale of 20.0 ppm based on the wsight of the ground cane. This is equivalent to 11.3 mL of
Busan 1016 per minule for each 1000 tonnes of cane ground per 24-hour day (or 0.35 fi oz of Busan 1015 per minute for each 4000 tens of
cane ground per 24-hour day). Do nol exceed a total feed rate of 16.3 L (2.0 kg) of Busan 1016 per 1600 tonnes of cane ground per 24 hours
{or 3.9 galions (19.13 Ib) of Busan 1046 per 1000 tons of cane ground per 24 hours]. THIS PRODUCT 1S NOT APPROVED FOR CANE
SUGAR APPLICATIONS IN CALIFORNIA.

BEET SUGAR MILLS: Busan 1016 can be used in best sugar mills to treal the wash waler, the diffuser system, and Ine raw juice. it is aqaad
to the wash water continuously as it enters the washer al dosages of 4.0-8.0 ppm. This is squivaient t¢ 2.3-4 6 mL of Busan 1016 per minute
for each 1000 tonnes of bests siiced per 24-hour day (or 0.07-0.14 f oz of Busan 1016 per minute for each 10C0 tons of bgets slhcad per
24-hour day). In diffuser systems, Busan 1016 should be added to the diffuser waler suppty at a dosage rals of 20.C ppm This is equivaient to
11.3 mL of Busan 1016 per minute for each 1000 tonnes of beets sliced per 24-hour day (or 0.35 1. oz Busan 4016 per minuie for each 1000
tons of beets sliced par 24 hour day). If the diffuser system isnot treated with Busan 1016 and tha raw juice from he diffuser has to be stored
for 1 lo 3 cays during a shuldown, the raw juice should be treated with 20.C ppm of Busan 1016. Do nol excesd a iotal feed rate of 1634
{20.0 kg) of Busan 1016 par 1000 tonnes of beels siiced per 24 hours [or 3.9 galions (39.5 1b) of Busan 1016 per 1000 tons of beats sliced per
24 hours).
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