Daté of Appéroval':‘ B FEB 13 m .

SUPPLEMENTAL NEW ANIMAjL DRUG APPLIC ATION

Panacur®/Safe-Guard® (fenbendazole) Suspension 10%

“To change the marketing status for use in goats from Preseription (Rx) to Over-The-Counter

(OTC) and revise the Indication Section for goats to update the labeling”

SPONSORED BY: |

NAVA 128-620  FOIS.



Panacur/Safe-Guard® (fenbendazole) Suspension 10%

IL.

GENERAL INFORMATION ™~
NADA Number:  128-620
Sponsor: - Intervet, Inc.

405 State Street
Mlllsboro Delaware 19966 0318

- Drug Labeler Code 057926

Established Name: fenbendazole

Proprietary Names: Panacur®/Safe Guard®

Marketing Status: ‘Currently, Safe- Guard® is OTC for beef and da1ry cattle :
Panacur is Rx for beef and da1ry cattle horses and goats

Effects of Supplement 1) The marketmg status of fenbendazole suspensmn for use, - ’, N

~In goats is changed from prescriptlon (Rx) to over-the- -
~ . counter (OTC) by removmg goats from the Panacur® o
WSuspenswn 10% label and by addmg goats to the Safe-

Guard SuSpensron 10% 'label' Th 'férrnulatlon ofthe two R i

S products is 1dent1ca1

2) The indications for use in goats are rev1sed from “. for ) |

the removal and control of stomach and intestinal worms -
‘ ,Haemonchus com‘ortus and Ostertagza czrcumcmcta” o

..for the rernoval and

SAFE- GUARD ®, fenbendazolew sus ensxon 10%
Beef and daxry cattle: for the remova.l and control of

Lungworm (chtyocaulus vzvzparus)

- Stomach worm (adults): Ostertagza ostertagz (brown stornach worm)

Stomach worm (adults & 4t stage larvae): Haemonchus contortus/placez (barberpole
worm) Trzchostrongylus axei (small stomach worm)

Intestinal worm' (adult and 4th stage larv e): ‘ym phlebotomum (hookworm) /
orm), Cooperia oncophora and

C. punctata (small intestinal worm) Trzchostrongylus colubriformis (bankrupt

‘worm), Oesophagostomum radzatum (noduIar worm)
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III.

IV.

VI

VIIL.

Panacur®/Safe-Guard®

1994,

(fenbendazole) Suspension 10%

Goats: for the removal and control of stomach Worms(adults) Haemonchus contortus
and Teladorsagia circumcincta. ‘ :
DOSAGE

A. Dosage Form: Suspension

B. Route of Adminiétration: Oral, as a drench

C. Recommended Dosage: Beef andDalry Cattle: 5.0 mg/kg(23 mg/lb)
Beef Cattle only (Panacur label): 10 mg/kg (4.6 mg/lb)
Goats: 5.0 mg/kg (2.3 mg/lb)

No further effectivens 4 quikrvcdd‘from the origi'nal approval for goats under
PMF 5118 dated Mar; NAD April 25,1994, This

was a minor species approval. Adequate directions for use have been written for the

Layperson and the conditions of use prescribed on the label are likely fo be followed =~~~

in practice. The indication revision has been made for the follow s01S. |
scientific community has changed the genus name for Ostertagia to Teladorsagia for

the goat parasite. The terminology “and intestinal” has been removed from the
indication as both Haemonchus contortus and T: eladorsagia circu; 1
worms. The term adult has been added since s conducted for the indication
were only in the adult parasite. o i

llowing reasons. The

No further target animal safety data were required from the aﬁgiﬁgl‘“ approvalfor -

goats und,e'r"PMF 5118datedMarch2 , 19"“9{[‘, and NADA 128-620 dated April 25,

b

No further human food safety data were required from th

under PMF 5118 dated March 78, 1991 aﬁdeAD_A 12

, 0 dated Ap

There is a 6-day withdrawal period for slaughter, a w
been established, and fenbendazole suspension is not for use

in Jactating goats.

The information submitted in support of this supplemental NADA satisfies the
requirements of section 5 12 of the Federal Food, Dru tic Ac
implementing regulations at Part 514 of Title 21, Code of Federal Regulations 2

- CFR 514) for Panacur®/Safe-Guard® (fenbendazole) Suspension 10%, to allow for a

NADA 128:620 o o : Page 3

I penpd"fdr“mxlk,has not



Panacur®/Safe-Guard® (fenbendazole) Suspension % N

change in the marketing status for use in goats from Rx to OTC and to revrse the goat ’
1ndlcatlon sectlon

The Agency has concluded that this product shall have over- the -counter ma:rketrng
status because adequate dlrectrons for use have been written for the layperson and the
conditions of use prescribed on the label ; are hkely to be foIIowed in practice.

In accordance with 21 CFR 514, 106(b)(2)(v111) this is a Category It change Whtch -

did not require a reevaluatlon of the safety or effectiveness data in the parent
application.

Under section 512(c)(2)(F)(ii) of the FFDCA thls approval for food-producmg anlmals o

does not qualify for marketing exclusw1ty beglnmng on the date of approval because the

supplemental application does not contain substantial evidence of the effectiveness of the

drug involved, any studies of animal safety, or, in the’ case of food producmg animals,

human food safety studies (other than broequrvalence or residue studies) required for the o

approval of the application and conducted or sponsored by the apphcant
VIII. APPROVED PRODUCT LABELING (attached)

A. Safe-Guard® (fenbendazole) Suspension 10% - IOOO mL (33.8 oz) plastic
container A

B. Safe-Guard® (fenbendazole) Suspension 10% - 3785 mL (1 gallon) plastlc -
container

Copies of applicable labehng may be obtarned by wntlng to:

Freedom of Informatlon Staff (HFI-35)

Food and Drug Admmrstratlon Room 12A16
5600 Fishers Lane

Rockville, MD 20857




Beef, Dairy Cow
and Goat Pictures ’RES,DUE WARNINGS:

Be Added Here ™~~~ R following ‘treatment. A withdrawa ﬂ!period has not been established
To Be Added Here : lf::r this groduct In pre-ruminating calv ; :

ecaus 1 .
| milk has not been established, do not use ln laciatlng goats For
dalry cattle, there Is no milk wlthdrawal period,

CAUTION: Cmsu{tywrveterinadanforassstmcehme s
diagnosis, treatment and

Keep this and all medl
reach of chiidren,

\6979358




INDICATIONS:

Beel and Dairy Cattle - 2.3'mg/b (6 mg/kg) body weight for the
removal and control of: ) .
- Lungworm (Dictyocaulus viviparous); ‘ o ;

- Stomach worm (adults): brown stomach worm (Oslertagia
ostertagi); o ) )

- Stomach worms (adulls and fourih stage larvae): barbemole
worm (Haemonchus contortus and H. placei) and small stom-
ach worm (Trichostrongylus axei); }

-~ Intestinal worms (adults and fourth stage larvas): hookworm

(Bunostomum phlebotomum), ihreadnecked intes linal worm’
(Nematodirus helvetianus), small i
punctata and C. oncophora), banknipt

tum),

Goats - 2.3 mg/ib (5 mgrkg) body weight for the removai and

control of: : ) s o
- Stomach worms (adults): Haemonchus contortus and
Teladorsagia’ circumcindta.

Store at or below 25'C (77°F).
Protect from freezing.
Shake well before use.

e pt worm (Trichostrongylus
colubriformis), and nodular worm (i Oesaphagostomum fadia-

DIRECTIONS: } B g JEU.
Determine the proper dose according to estimated body weight.
Administer arally. The recommended dose of 2.3 mg/b (5 mg/kg) is
achieved when 2.3 mL of the drug are given for each 100 Ib body
weight. B

EXAMFLES: o o
“* Cattle: Wei Amount
B ; 1001h 23 mL
200 Ib 46ml
300 Ib 69mL
b 4001 92mL
e 500 ismL :
1000 1b 230mL
, 1500 Ib 345mL
Goats: Amount
i 2510 0.6 mL
o 801b 1.2'mL
2751 1.7 mL
oeb 2.3 mL
19516 29ml

Under conditions of continuad exposure to parasiles, retreatment
-~ may be 'needed affer 4 16 6 weeks. :

Manufactured by: DPT Laboralories, San Antonio, T)(jg‘é‘ifsf“ o

Distributed by: Intervat inc., Milsboro, DE 19965

NADA ¥ 128-620, Approved by FDA
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Lot:
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Beef, Dairy -
Cow and Goat
Pictures To Be

Added Here

1000 mL (338fl0z)

S

697610-8
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INDICATIONS: = i g e
Beof and Dairy Cafile - 2.3 mgib {5 mg/kg) body veight for the
femaoval and contol of: Lungworm {Dictyocaulus vivparous); Stomach
worm {adults): brown Stomach worm (Ostertagia osfertag)); Stomach
“worms {adults and fotirth slage farvae): barbérpdle worm (Haemonchus
contortus and M. pleced). and small slomach worm {Tnchostrongylus’
agc:]: inestinal warms (adulls and fourth stage latvas); hookworm
ok rasdnec worm

and nodular woem {Oesophagmtwnfm radsrum .
i) body mﬁw;‘d r”'“ y ot

3‘38 i thsepropetdose coording 1o estimatod body Weight,
ermine 8 1 ng ly

Administor orally. The recommended dose of 2.3 mgih (5 mgkg) is

mmzsqumammbMMbwm

EXAMPLES: .~ . ) ;
Cattle: " Bod) '

ikl
1001 23mL
200 45mL
300 b 6amL
4001 92 ml
S0t f15m
1001 ‘anm
1500 H5ml
ot B WG A
i Ao.nsrpp'J _
0l 12m
5l 17mi
100 23m
1250 29m

ﬂ““&?ﬁ‘&“ﬁ%‘:g‘m W l° mues wtmm -

mmtm%mﬂmu

Store st o balow SC 1P,

BRRSE g
EXPECT MORE

LOT NUMBER:

EXPIRATION DATE:

697515-8
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