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Date of Approval:

FREEDOM OF INFORMATION SUMMARY

ORIGINAL ABBREVIATED NEW ANIMAL DRUG
APPLICATION (ANADA)

ANADA 200-333

PRIMEX Equine
(50 mg of pyrantel base as pyrantel pamoate per mL)

Anthelmintic Suspension

For the removal and control of mature large strongyles (Strongylus vulgaris, S.
edentatus, S. equinus); pin worms (Oxyuris equi); large roundworms
(Parascaris equorum) and small strongyles in horses and ponies.

Sponsored by:

First Priority, Inc.
1585 Todd Farm Drive
Elgin, IL 60123-1146

ANADA =zoo- 353 FOIS



ANADA 200-353

FREEDOM OF INFORMATION SUMMARY

1. GENERAL INFORMATION:

a. File Number: ANADA 200-353

b. Sponsor: First Priority, Inc.
1585 Todd Farm Drive
Elgin, [L 60123-1146

Drug Labeler Code: 058829

c. Established Name: Pyrantel pamoate

d. Proprietary Name: PRIMEX Equine

e. Dosage Form: Suspension

f. How Supplied: 32 fl. 0z. (960 mL) bottle

g. How Dispensed: Rx

h. Amount of Active Ingredient: 50 milligrams of pyrantel base as pyrantel pamoate
per mL.

i. Route of Administration: Oral

J. Species/Class: Horses and ponies

k. Recommended Dosage: Administer 3 mg pyrantel base per pound of body
weight (6 mL PRIMEX Equine per 100 Ib body
weight).

. Pharmacological Category: Anthelmintic

m. Indications: For the removal and control of mature large

strongyles (Strongylus vulgaris, S. edentatus, S.
equinus); pin worms (Oxyuris equi); large
roundworms (Parascaris equorum) and small
strongyles in horses and ponies.

n. Pioneer Product: STRONGID T (pyrantel pamoate); NADA 91-739;
Pfizer Inc.
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through a clinical endpoint :
the generic product should also be conducted.
waiver from the requirement of an in vivo bioequivalence study.

Fifth GADPTRA Policy Letter; Bioequivalence Guideline, October 9, 2002)

Based on the formulation characteristics of the generic product, First Priority, Inc. was granted a
waiver from the requirements for an in vivo bioequivalence study for the generic product
PRIMEX Equine (pyrantel pamoate). The generic product is administered as an oral suspension,
contains the same active ingredient in the same concentration and dosage form as the pioneer
product, and contains no inactive ingredients that may significantly affect the absorption of the
active ingredient. The pioneer product STRONGID T (pyrantel pamoate), NADA 91-739, was
approved on October 19, 1973.

3. HUMAN FOOD SAFETY:

This drug is indicated for use only in horses and ponies, which are non-food animals. Because
this generic animal drug is not intended for food-producing animals, data on human safety
pertaining to drug residues in food were not required for approval of this ANADA.

Human food safety and human exposure warning statements are provided on the product label as
follows: “For Animal Use Only * Keep Out of Reach of Children.” “Not For Horses Or

Ponies Intended For Food.”

4. AGENCY CONCLUSIONS:

satisfies the rea nen S ) of the Act and demonstrates that PRIMEYX Eanine

satisties the requirem S 1 n) of the Act and demonstrates that PRIMEX Fquine,

when used under its nronosed conditions of use. is safe and effective for ite laheled indicatione
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Anthelmintic Suspensi
(pyrantel pamoate)

Active ing Pyrantel
Base as L

FnrAnimawsoﬂnly-Kupﬂlmnu
Net Gont ants: 32 oz (

INGREDIENTS: 50 mg otpyranblbase
as pyraniel pamoate per mL.

WARNING: NOT FOR HORSES OR
PONIESINTENDEDFORFOOD

READ ACCOHPANWNG PROFES-
SIONAL INFORMATION.

CAUTION: THIS PRODUCT IS A 8US-
PENSION AND AS SUCH WILL
SEPARATE. TO. :INSURE  UNIEORM

-S ACHIEVE




Primex™ Equine

Antheilmintic Suspension
(pyrantel pamoate)

FOR ANIMAL USE ONLY

Primex™ Equine is a suspension of pyrantel |
pamoate in a palatable mint-flavored vehicle. |
Each mL contains 50 mg of pyrantel base as

pyrantel pamoate.

Pyrantel pamoate is a compound belonging to a
family classified chemically as tetrahydropyrim- :
idines. 1t is a yellow, water-insoluble crystalline |

salt of the tetrahydropyrimidine base and pamoic

acid containing 34.7% base activity. The chemi- .

cal structure and name are given below:
(e, o

R etsil

(E)-1.4,5,6-Tetrahydro-1-methyl-2-[2-(2-thienyl) |

vinyl} pyrimidine 4,4’ methylenebis [3-hydroxy-2-
naphthoate] (1:1)

INDICATIONS: For the removal and control of
mature infections of large strongyles (Strongylus
vulgaris, S. edentatus, S. equinus); pinworms
(Oxyuris equi); large roundworms (Parascaris
equorum); and smali strongyles in horses and
ponies.

DIRECTIONS FOR USE: Primex™ Equine may
be administered by means of a stomach tube,
dose syringe or by mixing into the feed.
Administer 3 mg pyrantel base per pound of body
weight (6 mL Primex™ Equine (pyrantel
pamoate) per 100 Ib body weight). It is recom-
mended that severely debilitated animals not be
treated with this preparation. For maximum con-
trol of parasitism, it is recommended that foals (2-
8 months of age) be dosed every 4 weeks. To
minimize potential hazard that the mare may
pose to the foal, she should be treated 1 month
prior to anticipated foaling date followed by
retreatment 10 days to 2 weeks after birth of foal.
Horses over 8 months of age should be routinely
dosed every 6 weeks.

Stomach Tube - Measure the appropriate
dosage of Primex™ Equine and mix in the
desired quantity of water. Protect drench from
direct sunlight and administer to the animal
immediately following mixing. Do not attempt to
store diluted suspension. Primex™ Equine is
inactive against the common horse bot
(Gastrophilus spp). However, Primex™ Equine
may be administered concurrently with carbon
disulfide observing the usual precautions with
carbon disulfide.

FRONT

Dose Syringe - Draw the appropriate dosage of
Primex™ Equine into a dose syringe and admin-
ister to the animal. Do not expose Primex™
Equine to direct sunlight.

Feed - Mix the appropriate dosage of Primex™
Equine in the normal grain ration. Fasting of ani-
mals prior to or following treatment is not
required.

STORAGE: Store at room temperature between
15°-30°C (59°-86°F).

CAUTION: THIS PRODUCT IS A SUSPENSION
AND AS SUCH WILL SEPARATE. TO INSURE
UNIFORM RE-SUSPENSION AND TO ACHIEVE
PROPER DOSAGE, IT IS EXTREMELY IMPOR-
TANT THAT THE PRODUCT BE SHAKEN AND
STIRRED THOROUGHLY BEFORE EVERY
USE.

WARNING: Not for horses or ponies intended for
food. Keep out of the reach of children.

SAFETY AND EFFICACY: Primex™ Equine is
well tolerated by horses and ponies of all ages.
Adverse drug response was not observed when
dose rates up to 60 mg pyrantel base per Ib of
body weight were administered by stomach tube
nor when 3 mg base per Ib was given by intratra-
cheal injection. The reproductive performance of
pregnant mares and stud horses dosed with
pyrantel pamoate suspension has not been
affected. Critical (worm count) studies in horses
demonstrated that pyrante! pamoate suspension
administered at the recommended dosage was
efficacious against mature infections of
Strongylus vulgaris (>90%), S. edentatus (69%),
S. equinus (>90%), Oxyuris equi (81%),
Parascaris equorum (>90%), and small
strongyles (>90%).

CAUTION: Federal law restricts this drug to use
by or on the order of a licensed veterinarian.

PRESENTATION: 32 fi 0z (960 mL).

GRIERVE LABEL
TAETE @ BiRECTIONS

Iss. 06-03
| .
Priority y
Care
Manufactured By: ANADA 200-353,
FIRST PRIORITY, INC. Approved by FDA

Elgin, 1L 60123-1146
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Strongid°T
(pyrantel pamoate) &
Equine
Anthelmintic
Suspension

Active Ingredient: 50 mg of pyrantel
base as pyrantel pamoate per mL

Caution: Federal law restricts this
drug to use by or on the order of
a licensed veterinarian,

Net Contents: 1 quart (946 mL)

NADA #91-739, Approved by FDA
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Strongid® T

(pyrantel pamoate)

Equine Anthelmintic Suspension p /&?M/

Strongid T is a suspension of pyrantel pamoate in a palatable
caramel-flavored vehicle. Each mL contains 50 mg of pyrantel
base as pyrantel pamoate.

Pyrantel pamoate is a compound belonging to a family classi-
fied chemically as tetrahydropyrimidines. It is a yellow, water-
insoluble crystalline salt of the tetrahydropyrimidine base and
pamoic acid containing 34.7% base activity. The chemical
structure and name are given below:

HO,C oH

00| &1

Hy

e e Z

Q.

(E)-1,4,5,6-Tetrahydro—l-methyl—Z-{Z-(Z-thienyl) vinyl] pyrimidine
4,4 methylenebis[3-hydroxy-2-naphthoate] (1:1)

INDICATIONS FOR USE: For the removal and control of mature
infections of large strongyles (Strongylus vulgaris, S. edenta-
tus, S. equinus); pinworms (Oxyuris equi); large roundworms
(Parascaris equorum); and small strongyles in horses and
ponies.

DOSAGE AND TREATMENT: Administer 3 mg pyrantel base per
b of body weight (6 mL Strongid T per 100 Ib of body weight).
For maximum control of parasitism, it is recommended that
foals (2-8 months of age) be dosed every 4 weeks. To minimize
potential hazard that the mare may pose to the foal, she
should be treated 1 month prior to anticipated foaling date fol-
lowed by retreatment 10 days to 2 weeks after birth of foal.
Horses over 8 months of age should be routinely dosed every
6 weeks.

DIRECTIONS FOR USE: Strongid T may be administered by
means of a stomach tube, dose syringe or by mixing into the
feed.

Stomach Tube: Measure the appropriate dosage of Strongid T
and mix in the desired quantity of water. Protect drench from
direct sunlight and administer to the animal immediately fol-
lowing mixing. Do not attempt to store diluted suspension.

Strongid T is inactive against the common horse bot (Gas-
trophilus spp.) However, Strongid T may be administered con-
currently with carbon disulfide observing the usual precau-
tions with carbon disulfide.

Dose Syringe: Draw the appropriate dosage of Strongid T into
a dose syringe and administer to the animal. Do not expose
Strongid T to direct sunlight.

Feed: Mix the appropriate dosage of Strongid T in the normal
grain ration. Fasting of animals prior to or following treatment
is not required. 0012

75-7972-01
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: CAUTION: THIS PRODUCT IS A SUSPENSION AND AS SUCH

WILL SEPARATE. TO INSURE UNIFORM RESUSPENSION AND
TO ACHIEVE PROPER DOSAGE, IT IS EXTREMELY IMPORTANT
THAT THE PRODUCT BE SHAKEN AND STIRRED THOROUGHLY
BEFORE EVERY USE.

EFFICACY: Critical (worm-count) studies in horses demonstrat-
ed that Strongid T administered at the recommended dosage
was efficacious against mature infections of Strongylus vul-
garis (>90%), S. edentatus (69%), S. equinus (>30%), Oxyuris
equi (81%), Parascaris equorum {>30%), and small strongyles
(90%).

SAFETY: Strongid T is well tolerated by horses and ponies of
all ages. No adverse drug response was observed when dose
rates up to 60 mg of pyrantel base per Ib of body weight were
administered by stomach tube nor when 3 mg base per Ib was
given by intratracheal injection. The reproductive performance
of pregnant mares and stud horses dosed with Strongid T has
not been affected.

‘ WARNINGS: Not for horses or ponies intended
for food. Keep out of reach of children.

CAUTION: Federal law restricts this drug to use by or on the
order of a licensed veterinarian.

Itis recommended that severely debilitated animals not be
treated with this preparation.

RECOMMENDED STORAGE: Store below 30°C (86°F).
NADA #91-739, Approved by FDA
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THETIE DRECTIONS

Distributed by:

@ Animal Health
Exton, PA 13341, USA

Div. of Pfizer Inc
NY, NY 10017
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75-7972-01
Printed in USA



