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0 STy UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

F % ) WASHINGTON, D.C. 20460
%’% <\°3 OFFICE OF
L PRO'@O ) PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

Scott Hathorn III
Regulatory & EHS Manager -
KMG-Bernuth, Inc. MAR 11 2008
9555 W Sam Houston Pkwy S.
Suite 600

Houston, TX 77099

SUBJECT:  Applications for Pesticide Notification — Labeling Changes per PR Notices 98-10

Rabon® 97.3 Oral Larvicide EPA Reg. No. 61483-47
Add Instructions in the Event of Separation of the
Supplemental Mixing and Use Instructions from
Product Container

Permectrin™ Fly & Louse Dust EPA Reg. No. 61483-67
Add Pest Graphics

Applications Dated October 28, 2008

Dear Mr. Hathorn III:

The Agency is in receipt of your Applications for Pesticide Notification under Pesticide
Registration Notices (PRNs) 98-10 for the above products. The Registration Division (RD) has
conducted a review of these requests for their applicability under PRNs 98-10 and finds that the actions
requested fall within the scope of these PRNs. The labels submitted with the applications have been
date-stamped “Notification” and will be placed in our records.

If you have any questions, please call me directly at 703-305-6249 or Terri Stowe of my staff at

703-305-6117.

Sincerely,
I~

Linda Arrington

Notifications & Minor Formulations Team Leader
Registration Division (7505P)

Office of Pesticide Programs
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Please read is on before pleting form Form Approved OMB No. 2070-0080. Approval expires 2-28-98
United States Registration OPP Identifier Number
EPA Environmental Protection Agency Amendment
Washington, DC 20460 X |Other

Application for

Pesticide - Section 1

1. Company/Product Number

2. EPA Product Manager

3. I-Droposed Classification

61483-47 George LaRocca
4 Company/Product (Name) PM# X_JNone [ ]Restricted
Rabon® 97.3 Oral Larvicide 13

KMG-Bernuth, inc.

§5. Name and Address of Applicant (Include Zip Code)

6. Expedited Review. In accordance with FIFRA Section 3(c)(3)(b)(),
my product is similar or identical in composition and labeling to:

9555 W Sam Houston Pkwy S. Ste 600 |EPA Reg. No.
Houston, Texas 77099 v
Check if this is a new address Product Name
Section - Il

I I Amendment - Explain Below.

D Resubmission in response to Agency letter
dated
IX I Notification - Explain below.

| l Final printed labels in response to
Agency letter dated July 27, 2005

"Me Too" Application

I I Other - Explain below.

'The purpose of this notification is to add product specific identification information to the Supplemental Mixing and Use
Instructions. KMG-Bernuth, Inc. includes these instructions with each container but has realized that the instructions could

ecome separated from the product container and if so, would not have sufficient identification to reference the end user
ack to the container. Specifically added is the active ingredient statement, the EPA Reg. No., the EPA Est. No.,
e Keep Out of Reach of Children statement and the Signal Word.

R
Section - 1l
o S e ——
1. Material This Product Will Be Packaged In:
KChild-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of container
Yes Yes Yes Metal
No No No Plastic
* Certification must If "Yes" Unit No. per if "Yes" No. per Glass
be submitted Packaging Wt. container Package Wt container Paper
| ] Other (specify,
3. Location of Net Contents information 4. Size(s) Retail Container 5. Location of Label Directions
Label Container
. Manner in Which Label is Affixed to Product Lithograph Stenciled
r Paper glued Other

| Section - IV

|1 . Contact Point (Complete itens directly below for identification of individual to be contacted, if necessare, to process this application.)

IName
Mr. Scott Hathorn il

Title
Regulatory & EHS Manager

Telephone No. (Include Area Code)
{713) 600-3819

Certification 6. Date Application Received
| certify that the statements | have made on this form and all attachments thereto are true, accurate (Stamped)
and complete. | acknowledge that any knowingly false or misieading statement may be punishable O eucon
by fine or imprisonment or both under applicable law. °
g [ZRVE S ﬁ *]
. Signature 3, Title ©
- / ’ W x‘; ol g 9 ‘6 <
;&,( [% u«u f ﬁ Regulatory 8EHS Manager © ©
) (S :: (P :‘ )
4. Typed Name 5. Date ° oy
JM — Scott Hathorn Il October 28, 2008 Sl .
EPA Form 8570-1 (Rev. 3-94) Previous editions are obsolete White - EPA File Copy (original) Yellow - Applicant Copy Yoeee
WO &
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Wle] October 28, 2008

Document Processing Desk (NOTIF)
Office of Pesticides Programs (7504P)
U. S. Environmental Protection Agency
Ariel Rios Building

1200 Pennsylvania Avenue, N. W.
Washington, D.C. 20460

Re: RABON® 97.3 Oral Larvicide
EPA Reg. No. 61483-47

|
Dear Mr. Larocca:

This notification is a resubmission of the final printed Supplemental Mixing and Use Instructions for the
subject product. This resubmission is being made to alleviate the possibility of misidentification of the
instructions in the event of separation from the product container. Please see Section II of the included
application form for the specifics added to the instructions.

Specifically enclosed in support of this notification are the following documents:
1. EPA Application Form 8570-1 dated October 28, 2008
2. Three (3) copies of the revised Supplemental Mixing and Use Instructions.

We are requesting an expedited review of this submission as well as a stamped copy of the approved
label for use in submitting registration requests to the various states.

“This notification is consistent with the provisions of PR Notice 98-10 and EPA regulations at 40
CFR 152.46, and no other changes have been made to the labeling or the confidential statement of
formula of this product. I understand that it is a violation of 18 U.S.C. Sec. 1001 to 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 1
may be subject to enforcement action and penalties under sections 12 and 14 of FIFRA.”

Thank you for your assistance and if you have any questions, please contact me.

O S ubte p. OVL

— Scott Hathorn III
Regulatory & EHS Manager
Ph. 713-600-3819 o o

KMG-Bernuth, Inc., 9555 W, Sam Houston Pkwy S. Houston,Texs 77099 L {. AT
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Rabomn® 97,3
Oral Larvicioe

NOTIFCATION
MAR 11 2009

ONLY FOR USE IN CATTLE FEEDS

Mixing and
Instructio

Active Ingredient: By Weight
Tetrachlorvinphos (CAS N0. 22248-79-9) . . ... ottt it it iinininens 97.3%"*
OtherIngredients: ... ....cciiiiri it i i et eeeetanraanaananss 2.7%"*

L= - 1 3 100.0%*
*RABON Technical ~ 442 grams per pound :

EPA Reg. No. 61483-47 EPA Est. No. 61483-KS-01

Keep Out of Reach of Children

CAUTION

c——

Manufactured by:
K_N//t@ KMG-Bernuth, Inc.

9555 W. Sam Houston Pkwy. S.
Suite 600

Houston, Texas 77099 000
800-322-8177 o
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RABON 97.3

Oral Larvicide ONLY for Use in Cattle Feeds

Rabon Oral Larvicide prevents the development of Horn Flies, Face
Flies, House Flies and Stable Flies in the manure of treated cattle. The
following information is supplemental to the product label. Prior to

use of this product, also read and observe the precautions on the label

affixed to the product container.

DESCRIPTION

RABON is the registered trade name
forTetrachlorvinphos: 2-chloro-1 (2,
&, 5-trichlorophenyl) vinyl dimethyl
phosphate. RABON Oral Larvicide is a
specially prepared granulated material
designed to provide optimum larvici-
dal activity in the manure. RABON
97.3 Oral Larvicide is available to the
feed manufacturer for formulating lar-
vicidal feeds.

ACTION

When fed to cattle, RABON Oral Larvi-
cide passes through the digestive sys-
tem into the animal’s manure where it
kills fly larvae on contact shortly after
fly eggs hatch. By preventing larval
development, RABON Oral Larvicide
helps to control adult fly populations.

Manure from treated cattle will
remain larvicidal up to six weeks;
manture older than six weeks will not
support fly development uniess it
becomes wet or contaminated with
fresh manure.

TOXICOLOGY

The toxicology of RABON Oral Larvi-
cide has been investigated in exten-
sive field and laboratory studies in
both domestic animals and wildlife.
Cattle of both sexes, various ages and
breeds, and maintained under a vari-
ety of management conditions, have
been treated with many times the rec-
ommended dose. Milk production,
reproduction, growth, and feed effi-
ciency were not adversely affected.
RABON Oral Larvicide can be used in
conjunction with other organophos-
phate insecticides or pyrethroid com-
pounds.

Test animals refused to eat
excessive amounts of RABON Oral

Larvicide. Care must be taken when
feeding RABON Oral Larvicide to new-
born calves. Adverse reactions in
calves are not seen when RABON Oral
Larvicide is fed in the grain portion of
the diet, but intoxication can occur if
excessive amounts are fed through
the milk.

Overdosing with this compound will
result in only slight inhibition of the
enzyme cholinesterase within the ner-
vous system and the neuromuscular
junction. Intoxication can be reversed
by the administration of atropine.

PALATABILITY
RABON Oral Larvicide is palatable to
cattle when used as directed.

EFFECTONTHE ENVIRONMENT
RABON Oral Larvicide does not affect
beneficial insects such as dung bee-
tles or otherinsect predators that nor-
mally inhabit the manure. The manure
from treated cattle may be used
immediately as fertilizer.

To prevent pollution of the environ-
ment, good sanitation practices
should always be followed when dis-
posing of animal wastes.

AREA-WIDE CONTROL

RABON Oral Larvicide prevents the
development of horn flies, face flies,
house flies, and stable flies in the
manure of treated cattle but does not
affect existing adult flies. Since flies
tend to migrate from farm to farm, the
use of a feed additive larvicide shouid
be considered as only a part of the total
fly contro! program. Periodic spraying
of buildings or animals with other
insecticides may be necessary in order
to control invading adult flies.
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FEEDING AND MANAGEMENT

Start feeding RABON Oral Larvicide
early in the spring before flies begin to
appear and continue feeding through-
out the summer and into fall until cold
weather restricts fly activity. The proper
feeding period will vary with climate
and should be determined by the emer-
gence date of flies in previous years for
your area.

Rations containing RABON Oral Larvi-
cide may be fed up to slaughter and to
lactating dairy cows without withhold-
ing the milk from market during or after
treatment.

RABON Oral Larvicide should be

used in conjunction with other good
management and sanitation practices.
All potential fly breeding material such
as manure, old hay, and silage which
contains overwintering fly pupae
should be removed from the premises.
Manure should not be allowed to accu-
mulate around barns, fences, or under
feed bunks during the fly breeding sea-
son.

When starting a feeding program
during the fly season, it is desirable to
use other control measures to reduce
the population of existing adult flies.

In some cases, supplemental fly control
measures may be needed in and around
dry lots, calf pens, and barns to control
adult house flies and stable flies which
can breed not only in cattle manure but
in other decaying vegetable matter or
silage on the premises.

RECOMMENDED FEEDING LEVEL
For effective fly control, it is important
to insure that all cattle on the premises
receive adequate levels of RABON Oral
Larvicide on a daily basis. The recom-
mended feeding level of RABON Oral
Larvicide to cattle is 70 mg per 100
pounds of body weight daily. The
amount of RABON Oral Larvicide con-
sumed by individual anignals On a daily
basis may vary, but fly laivae control
will not be affected. A piactical feeding
regimen can be planned'whereby a sin-
gle feed cagie-fei to all anifnals within
a like groujs. Exarnples are illustrated
below. “<(“‘¢ -
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Growing-Finishing Beef Cattle

A single complete feed containing 26.4
mg of RABON per pound of feed can be
fed to all steers and/or heifers, weigh-
ing from 400 to 1400 pounds, within a
group. As long as the daily feed con-
sumption of the larvicidal feed approxi-
mates that shown in the chart (See Fig-
ure 1), the cattle will be receiving the
larvicide at an acceptable level.

Lactating Dairy Cows

A single concentrate feed containing 66
mg RABON per pound of feed fed along
with roughage can be fed to all lactat-

ing cows within the herd. Aslongas
the daily feed consumption of the larvi-
cidal feed approximates that shown in
the chart (See Figure 2), the cows will
be receiving RABON at an acceptable
level.

Hand-Fed Beef or Dairy Cattle

A common practice in many cattle
operations is to hand-feed a supple-
ment at a given level per head daily. A
single supplement which contains 792
mg RABON per pound of supplement
and which is fed at the rate of 1 pound
per head daily can be fed to cattle

g
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weighing between 400 to 1200 pounds.
Cattle weighing between 1200-1700
pounds should be fed this supplement
at the rate of 1 %z pounds per head
daily.

DIRECTIONS FOR MIXING
LARVICIDAL FEEDS

RABON Oral Larvicide will mix uni-
formly in cattle feeds when good blend-
ing procedures are followed. Blending
studies performed in typical feed mills
indicated that mixer coefficients of
variation of 2 to 8 percent can be
achieved. Directions for mixing various
cattle feeds with RABON Oral Larvicide
are given in Table 1.

Feeds prepared using this product
should not be pelieted unless tests are
conducted to assure adequate RABON
levels after pelleting. Do not mix this
product with feeds containing predom-
inantly pellets due to particle size dif-
ferences and potential segregation.
This product can be used in liquid feed
supplements (LFS) provided recom-
mended guidelines are followed.

STABILITY

Under normal warehouse conditions,
RABON 97.3 Oral Larvicide is stable for
a minimum of 2 years.

RABON Oral Larvicide when mixed with
several typical cattle rations in stability
tests, was found to be stable (<10%
decomposition) for up to 3 months in
complete feeds, for up to 6 months in
protein supplements, and forupto 1
year in mineral mixtures when stored
under normal conditions. Storage of
feedstuffs containing RABON Oral Lar-
vicide at elevated temperatures (ca 100
°F) for an extended period does have a
detrimental effect on the stability of
RABON,; therefore, complete feeds,
protein supplements, and liquid feeds
stored under such conditions should be
fed within 4-8 weeks of manufacture.

ANALYTICAL METHODS

Sampling procedures, analytical proce-
dures, and standards used for deter-
mining RABON Oral Larvicide in vari-
ous feed products are available upon
request from KMG-Bernuth, Inc.
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TABLE 1. Mixing Directions in Dry Feed

RABON in _ Ratio Use Level of - Pounds RABON

o Supplement | Supplement | RABON in Feed 1 97.3% Oral -
Feed : Daily .0t - Larvicide/ Ton
te MG/LB % - Feedstuffs | MG/LB -

Product Feeding ‘Product .

2.6 Ibs ot 0.0059
N/A 132 [ 0.029 1:4 264 0.0059 0.6
Supplementor | N/A 264 | 0.059 - 1.9 264 00059 | . .12
Premix for ]
Preparing N/A 528 10.42 1:19 264 0.005_9 24
Complete Feeds N/A 1056 | 0.24 1:39 264 0.0059 - 48

N/A 2112 1047 1:79 264 0.0059 9.6

Concentrate Fed N/A

1.0 Ibs./cwt. 66 0.015 0.3
with Roughage s

Supplement or

Premmix for ___NA- | 660 |015 19 .| 66 .| 0015| . 30
Preparing N/A 1320 | 0.29 1:19 66 0.015 6.0
gggg:"“a‘e N/A 2640 | 0.59 139 66 0.015 12,0
N/A 5280 | 1.17 1:79 66 0.015 24.0
IR I AR NI SN T T
2.0 Ibs./head 396 10087 | NA wal wa | 18
Supplement for | 1.5 Ibs./head 528 | 0.12 N/A NAl  NA 24
Hand Feeding | 1.0 Ibs./head 792 | 0.18 " NIA NAl  NA | 36
0.5 Ibs./head
400z./head | 3168 |0.71 N/A NAL  NA 14.4
300z/head | 4224 |093 CNIA NA|  NA 192
‘ , 200z/head | 6336 | 1.40 N/A NAl NA 2838
Mineral Mix ; -
100z/2501bs. | 2700 | 0.60 _NIA NA| WA 123
100z/5001bs. | 5400 | 1.19 N/A NA|  NA 24.6
100z/7501bs. | 8100 [179 | NA nAl wA | 389

Note: Calculations presented in this table serve as guidelines in preparing feeds which contain RABON Oral
Larvicide. Some calculation inconsistencies occur in the table due to rounding. A head weight of 1165 Ibs.
was used for these calculations. N/A = Not Applicable




CHARACTERISTICS OF LIQUID FEED
SUPPLEMENTS (LFS)

A great diversity of suspension formu-
lations exist in the liquid feed industry.
The degree of variability in formulation
content is dependent upon which mar-
ket the finished feed product is going to
be used (i.e., pasture beef, dairy cattle
or the feedlot market). Variation in
moisture, sugar, mineral and protein
content as well as the intended con-
sumption rate, all affect the composi-
tion of the finished product. Therefore,
no two LFS possess the same physical
and chemical characteristics. One of
the most important physical character-
istics with respect to ROL in LFS is vis-
cosity, which can vary dramatically.
Viscosity of a given medium plays an
important role in keeping insoluble
particulate matter such as ROL in sus-
pension.

CRITERIA FOR ROL USE IN LFS

In order to successfully use ROL in LFS,
two criteria must be met. First, the ROL
must remain positionally stable in the
LFS with no settling during the feedout
period (6-8 weeks). Second, the ROL
must be chemically stable in the LFS.

SUSPENDABILITY OF ROLIN LFS
Kelflo™ is a high quality xanthan gum
polysaccharide product that has been
specially formulated as a suspending
and stabilizing agent in LFS. Solutions
of Kelflo xanthan gum exhibit pseudo-
plastic (or shear-thinning) flow behav-
ior. That is, stored LFS have excellent
suspension stability. When shearis
applied {mixing, pumping, spraying,
transport, lick wheel movement), the
viscosity decreases, resulting in a free-
flowing liquid. When shearis removed,
the original at-rest viscosity is restored
so that suspension stability is main-
tained. Xanthan gum is routinely used
at 3 Ib/ton LFS by some manufacturers
to suspend drug products.

Laboratory studies have shown that
hydrated xanthan gum at various con-
centration levels will suspend ROL in
LFS. As a general rule, LFS with viscosi-
ties of 400-600 centipoise {cP, Brook-
field viscometer at 20 rpm, spindle No.
3 for 2.5 minutes at 68-72°F) require 3
Ib xanthan gum for LFS to provide posi-
tional stability of ROL.

This amount of xanthan gum increases
the viscosity of the final product above
1900 cP. Xanthan gum must be fully
hydrated prior to the addition of ROL.
In the laboratory, xanthan gum requires
24 hours to become hydrated. For this
reason, we recommend that xanthan
gum be added to the LFS at manufac-
ture, not at the distributor or consumer
level.

For LFS with low viscosities (i.e., 30-55
cP), 9~12 Ib xanthan gum/ton LFS
would likely be required to suspend
ROL. However, the cost/ton of LFS
would most likely be prohibitive.

GUIDELINES
The following steps are recommended
for the successful use of ROL in LFS:

1. The LFS manufacturer should
determine the viscosity of the lig-
uid product being considered
for ROL inclusion. The viscosity
should be performed using a Brook-
field viscometer at 20 rpm, spindle
No. 3 for 2.5 minutes at 68-72°F.
The viscosity reading will establish
the feasibility of adding ROL to the
LFsS.

2. For LFS with viscosity readings of
400-600 cP at 20 rpm, the addition
of 3 ib xanthan gum/ton LFS
appears to adequately suspend ROL.

3. For LFS with very low viscosities, 9-
12 Ib xanthan gum/ton LFS will
likely suspend ROL. Manufacturers
interested in suspending ROL in
such low viscosity LFS should con-
tact KMG-Bernuth, Inc. for techni-
cal assistance or conduct suspend-
ability studies themselves.

4, Addition of xanthan gum to the LFS
must be conducted during manu-
facture in order to ensure full
hydration of the gum prior to the
addition of ROL.

5. ROL and xanthan gum should not
be added to the LFS at the same
time. The ROL will settle out.

6. ROL and xanthan gum should not
be added to the LFS at manufac-
ture. However, ROL could be added

10.

11.

12.

Q0£4

to LFS (previously charged and
hydrated with the proper level of
xanthan gum) at the distributor
level provided adequate mixing of
the ROL is accomplished.

ROL remains stable chemically
when mixed and stored in products
with low pH values (6 or less).

Field trials to determine the posi-
tional and chemical stability of ROL
in LFS should be conducted. Dat-
ing of the product (normally 6-8
weeks) will be based on the results
of the field trial.

LFS containing ROL should be fed
out in 6-8 weeks.

Lick tanks should be emptied prior
to refilling to ensure the maximum
dating of the product. Chemical
stability and efficacy of the product
in the field will be severely compro-
mised if fresh product is mixed with
outdated material.

LFS with ROL must be accompa-
nied with end-use labeling direc-
tions.

ROL can be added to LFS containing
drug products.

DIRECTIONS FOR MIXING IN LIQUID
FEED SUPPLEMENTS

This product is a specially prepared
granulated material designed for use in
cattle Liquid Feed Suppliements (LFS).
The proper positional and chemical sta-
bility of ROL in liquid feeds is depen-
dent upon acceptable physical charac-
teristics and proper blending technique.
Depending on the viscosity of the liquid
feed, it may be necessary to add xan-
than gum.

The Liquid Feed Supplement (LFS) plus
xanthan gum must be fully hydrated
prior to the addition of the RABON Oral
Larvicide.

RABON Oral Larvicide should be fed in
Liquid Feed Supplements (LFS) for cat-
tle (including lactating dairy cattle) to
supply the recommended feeding level
of 70 mg of this product per 100
pounds of body weight daily.
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Al cattle in the area should be treated. | of LFS to be fed per animal per day. Use | surement, for determining the proper
To prepare a larvicidal liquid feed, mix Table 2 below as a guide, depending on | mixing rate.
this product according to the amount the most convenient method for mea-

TABLE 2. Mixing Directions In Liquid Feed Sugglements
: 2 T T

Pounds LFS Cattle Weight 600 Ib. 8001b. (| 10001b.| 1200fb. | 1350Ib.

Consumed/Day
10 850g.| 11349.| 1418g.| 1701g.| 1928g.
15 fa':v'?; :;r';g?:f{’é’é}”a' 624g.| 850g.| 1048g. | 1247g.| 1418g.
ArviEe ‘ 4259.| 567g.| 709g.| 850g.| 964g.

20
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Pounds LFS | Cattle Weight 600 Ib. 8001b.| 10001b.| 12001b.| 1350 Ib.
Consumed/Day . )

1.0 Fluid Ounce Equivalents’of | 34 oz. 45 oz. 56 oz. 67 oz. 76 oz.

15 Rabon 97.3 Oral 25 oz. 34 oz. 42 oz. 50 oz. 56 oz.

Larvicide/TON of LFS® z 0z i i bt

17 oz 23 oz. 28 oz. 34 0z. 38 oz.

P, R

“Mix probortionately for othéf cattle weights or consumption levels.
®Use volumetric measuring cup.




