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Registration
Amendmaeant
v | Other

OPP Identifiar Number

!15

Application for Pesticide - Section |

773-74

1. Company/Product Number

2. EPA Product Manager
George LaRocca

3. Proposed Clsssification

l None , Restricted

4. Company/Product (Name}
Saber Pour On Insecticide

PM#
13

I:I Check if this is a new address

5. Name and Address of Applicant {include Z/IP Code)

Schering-Plough Animal Health Corp.
1095 Morris Avenue
Union, NJ 07083

ta:
EPA Reg. No.

6. Expedited Raveiw. In accordance with FIFRA Section 3(c)(3)
{(b)(i}, my product is similar or identical in compaosition and fabeling

Product Name

Section - Il

—
] Amandment - Explain below.

D Resubmission in response to Agency letter dated

Notification - Explain below.

]
L]
L]

Agency [atter dated
"Me Too" Application.

Other - Explain below,

Final printed labels in repsonse INOTIFICATION

AUG 05 2002

Explanation: Use additional page(s] if necessary. (For section | and Section Ii.)

Notification to [abeling as per PR Notice 98-10. Inclusion of clarification of season-long lice control - Season-long lice control from
January-April.

Section - il

1. Material This Product Will Bs Packaged In:

Child-Resistant Packaging

* Certification must
be submitted

Unit Packaging

- Yes
No

Yes
No

Water Soluble Packaging

. Yos
No

2. Type of Container

Matal

v

Plastic

if "Yas"

Unit Packaging wgt.

No. per
container

If "Yos"
Package wgt

No. per

Glass
Papar

container

Other {Specify)

3. Location of Net Cantents Information

L_ Label

l Container

4. Size{s) Retail Container

1 gallon, 30 fi oz

L4

5. Location of Label Directions

8. Manner in Which Label is Affixed to Product { v ]

Paper

Lithograph

lued

Stanciled

[ ] other

Section - IV

1. Contact Point [Complate items directly below for identification of individusi to be contacted, if

ssary, to pri

this application.]

Name

Diane deBruin

Tite

Manager, Regulatory Affairs

Telephons No. {irciude Area Code)
908.629.359

8. Dat~ Appilication

VTN

Manager, Regulatory Affairs

Certification Lo _
I certify that the statements | have made on this form and all sttachments thereto are true, accurate and complete: ;F"'“*"'?d
| acknowledge that any knowlinglly false or misleading statement may be punishable by fins or imprisonment or - : *  {Stamped)
both under applicable law. . . .
3, Titde .':“ ‘t"-‘
s 4o »

4, Typed Name
Diane deBruin

5. Date

Joly 90, ac03

EPA Form 8570-1 (Rev. 3-84) Previous editions are obsolets.

White - EPA Flle Copy [original)

Yellow - Applicant Copy
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¢ Animal Health

1095 Morris Avenue
PC Box 3182

Unien, New Jersey 070832-1982

Telephone (908} 298-4G00

Mr. George T. LaRocca

Product Manager Team #13

EPA — OPP-RD-IB

Crystal Mall #2, Second Floor July 22, 2002
1921 Jefferson Davis Highway

Arlington, VA 22202

SUBJECT: Notification of label change for SABER PCUR ON INSECTICIDE
(EPARN 773-74) as per PR Notice 1998-10

COMPANY: Schering-Plough Animal Health
1095 Morris Avenue (U-23-3)
Union, NJ 07083-7143 ~

CONTACT: Diane deBruin
Regulatory Affairs Manager

PRODUCT: Saber Pour On Insecticide EPARN 773-74
Dear Mr. La Rocca:

In compliance with 40 CFR 152.46 please find enclosed a label revision for
Schering-Plough’s Saber Pour On Insecticide. In this label revision we have
added the statement on the back label “*— Season- long lice control from
January-April” to clarify the claim on the front label “Season-long lice Control with
One Application”.

As this revision does not increase or modify the use of the product for control of
lice on cattle, it is in compliance with 40 CFR 152.56.

This modification is consistent with the provisions of PR Notice 98-10 and EPA
regulations 40 CFR 152.46, and no other changes have been made to the
labeling or the confidential statement of formula of this product. | understand that
it is a violation of 18 U.S.C. Sec. 1001 to willfully make any false statementto  *'
EPA. | further understand that if this notification is not consistent withr the terms’,
of PR Notice 98-10 and 40 CFR 152.486, this product my be in violatiom of FIFR‘A
and | may be subject to enforcement action and penalties under sectmn 12 ard
14 of FIFRA. !

'.
L3
LR

U
*

s

Schering-Plough Amimal Health Corgperation
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Please provide Schering-Plough with a response that this notification is
acceptable (i.e. stamped approved labei).

Should you have any questions with this submission, piease do not hesitate to
contact me by email at diane.debruin@spcorp.com or by phone at (808) 629-
3598.

DA

Diane deBruin B.Sc., M.B.A.
Regulatory Affairs Manager
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3/19/02 - SABER POUR-ON FRONT LABEL -+ RIC #23590921 + PDR #10539

5" x5.5" « QUTPUT @ 100% BY AJU/AM
NOTIFICATION

AUG 05 2002

U N O
A

POUR-ON INSECTICIDE FOR
BEEF CATTLE & GALVES

Foi Control of
Hoen Flies and Lice
S¢ Long Lice Lontrol

e Apphcation
': '[""i.”.' I?"""l“:' :I Ilsl:‘l.llil\l: IR

Kecp Outof Keach of Children
CAUTION

_ PACKAGING COMPONENT APPROVAL
| ' S
SUBMISSICN + 3

EXAMINE BLACK & WHITE COPY AND ACCOMPANYING COLOR BREAK,

APPROVED NOT APPROVED DATI i i
DESKNER O = PARTDNE Sl 0
COPY EDITOR [} &2 JE . H
MEDICAL . | n CVAN
TRADEMARKS L3 m} MAGENTA
PACKAGING [} 1 _ =
SPECIFICATIONS [} m} e
MARKETING [ a
REGULATORY [} 1
ARTDUEDATE: . . .. e NV, LOCATION: —._

SQA:
APPROVAL VERIFIED: ... - . DATE:



3/19/02 - SABER POUR-ON BACK LABEL -+ RIC #23590824 - PDR #10540
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5" x 5.5” « OUTPUT @ 100% BY AJU/AM

POUR-ON INSECTICIDE FOR BEEF CATTLE &

DIRECTIONS FOR USE
I i & violation of Federal law to use this product in a marer incortsistant with its labeling. -
READY TO USE - No diution necessary. Do nol apply (o lactating or dry dairy cows. 00 niot apply thés produict i face of bieef cattle o caves. F
Apply To Targel Insacts Dosage Es S s
Beed Caltie Lice, Hom Fles Al down the backine at g rale of -
nd Caves Mﬂlﬁmhﬁ H E = g
10mL (17307 AT B Lo
Rapat Foalmien as noedct PXowetar, o notappy mor han onoa evary 2 weks d da ol apply mareoten then fx times it any 6-moreh period. | I § I
Spacial Note: SABER™ Pour-On s ol recommended for se on vl cabves. SABER Paur-On s not efective i1 contralling cattle grubs. Treeefore, this | 0 :‘; e
m‘ummwquubﬁnmduwwmfwdmm‘mwmmymmdwm treatment products. SABR | = T = &
-0n shoukd e 1sed in an integrated Wﬁﬁn&nﬂwmﬂmﬂhwdﬂnmﬂmmmm = =o
Continue! umnamwﬁm cide, (eg, pyrefeoids or organophosphates) mey leed o the deveiopment of resittance 10 | —
that cless of insecticide. In orcler 1o reduce the po: of horn flies cleveloping resistancs, it is important 1o rotate, on a seasoral basis, the dass of =™
insocticica ysed anior the method of hom fly corirol. Far scvice conpaming cument controf praciices, with relaion to speciiic local conditiors, cansut

resouroas in ressstance managemant prograims and your Cooparative Agricuiral Exlension Service,
PRECAUTIONARY STATEMENTS, HAZARDS TO HUMANS. AND DOMESTIC ANIMALS
cum-uunmrmmu‘mmmmemmorrmdcmmm’gmwﬁmmmmmaymnmmlmm o cloth
ng. Remove comaminated clohing and wash reuse. Wash thoroughly with soap wmmm%mmt eyes‘mnmaornorwrmg:fpmm
(oves when apptying this product” Dala incicate this product $ be a contact allergani, Do not apply procLct ke face of catie,

FIRST AID

ltlldld-mwepersmlofreshai.-pra'sonismtlxeamhgulsnwmammmwwwmrewwmpre.ferauynumnt_unomirFossbb.-Calla
poison conol cenr or doctos for Rarher Yaatment advice. If On Sidn O -hkedfmmmnbm,-Rm*thZMMQmrms-m
mirutes, + Call & potson conlrol verter or docior for reatment advice. W In Eyes « wgz&mmmmymngWMMMu?mm:oﬂmnm
tersses, f prosent, after the first 5 minutes, then continue rinsing eye, - Calk 4 polson conker or doctor Ky reatment ackie. If Swallowed + Call 8 poison conirol oanier
or doctor immediauely for reatment advice. » Have person 5 a gless of water i able 1o swallow, « Do not induce vomiting Lnless told to do 50 by the paksan conirol cnter
or dector. + Do it give anything by motth 10 an IACONSCieUS parson.

HOT LINE NUMBER

Have the product corlaines or label with you when (] corrol oenter or doctor, or going for trealment. Yo may akso contact the Mountzin Poison Contar

msgsmummmmwxm' k] Edsm ©r ™ Rody

wpmm exlrmyDS fish. Use with wr-mw of Do ot add direc Do by cheaning of
icide &5 Tonic o ith care ing inaress o water, Do not 1o waler, Do not conlamiriaie water o

equoment o disposal of rinsa waler. Apply this product only a5 spec mhm‘ ybod 4

PHYSICAL OR CHEMICAL HATARDS

Do nol use or store near heat or open flame.

STORAGE AND DISPOSAL

Do not contaminels wetar, food, or feed by srage or dispesal,

Storage: Kesp contaimer sexed when not in use. Do nol store near food or feed.

Posticide Disposal: Wastes resullng from the use of this product may be disposed of on-site or at an approved waste dispesal facility.

Container Disposal: Triple rinse {or equivalen). Then offer for recycing or recondtioning or punciure and di of in a sanitary lenckill or incheration, or, if alkowed by State and

mm\mmwmglmm?mwmm, o e "

t Season-bng kce control from January-April.

NOTICE OF WARRANTY

SCHERING-PLOUGH ANIMAL HEALTH CORPORATION MAXKES NO WARRANTY OF MERCHANTARILITY. FITNESS FOR ANY PARTICULAR PURPOSE, OR OTHERWISE
EXPRESSED OR IMPLIED, CONCERNING THIS PROOUCT OR ITS USES WHICH EXTEND BEYOND THE USE OF THIS PRODUCT UNDER NORMAL CONDITIONS AND IN
ACCORDANCE WITH THE STATEMENTS ON THIS LABEL.

. . Capyright © 1997, 1998, S Pl fwral Health Cixp, 1085 Mot A, Usion, H) 07085,
* Schering-Plough Animal Health 8¢5 Co0 et s 2100624 Rev. 1101

_ PACKAGING COMPONENT APPROVAL
‘ SUBMISSION # 3
EXAMINE BLACK & WHITE COPY AND ACCOMPANYING COLOR BREAK.
APPROVID  HOT APPROVED DATF

DESIGNER . 3 'l S
COPY EDITOR _ I 1
MEDICAL L1 ]
TRADEMARKS 1l [l e
PACKAGING 1l L1 S
SPECIFICATIONS il [}
MARKETING 1] I .
REGULATORY M M P
ART DUE DATE: - - iNV. LOCATION:
S0A:

APPROVAL VERIFIED: - SR | | | T —

I5



