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FREEDOM OF INFORMATION SUMMARY

Abbreviated New Animal Drug Application

ANADA 200-350

Exodus™ (pyrantel pamoate) Paste

Pyrantel pamoate paste is indicated for the removal and control of
mature infections of large strongyles (Strongylus vulgaris, S.
edentatus, S. equinus); small strongyles; pinworms (Oxyuris

equi); and large roundworms (Parascaris equorum) in horses and

ponies.

Sponsor:

Cross Vetpharm Group Limited
Tallaght, Dublin, Ireland



GENERAL INFORMATION:
a. ANADA Number:

b. Sponsor:

c. Established Name:
d. Proprietary Name:
e. Dosage Form:

f. How supplied:

g. How Dispensed:

h. Amount of Active

Ingredients:
1. Route of Administration:
3 Species:
k. Recommended Dosage:
1. Pharmacological Category:
m. Indications for use:

200-350

Cross Vetpharm Group Limited
Tallaght, Dublin, Ireland

Pyrantel Pamoate Oral Paste
Exodus™ (pyrantel pamoate) Paste
Oral Paste

23.6 gm syringes containing the equivalent
of 3.6 gm of pyrantel base (171 mg pyrantel
base as pyrantel pamoate per mL of paste)

OTC

3.6 grams of pyrantel base in 23.6 g (171 mg
pyrantel base as pyrantel pamoate per mL) of
paste.

Oral, via pre-filled syringe, adjustable to body
weight by 300 pound increments.

Equine

The dose rate is 3 milligrams pyrantel base per
pound of body weight.

parasiticide/anthelmintic

Pyrantel pamoate paste is indicated for the
removal and control of mature infections of
large strongyles (Strongyius vulgaris,

S. edentatus, S. equinus); small strongyles;
pinworms (Oxyuris equi); and large
roundworms (Parascaris equorum) in horses
and ponies.
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1. Pioneer Product: Strongid® (pyrantel pamoate) Paste, Pfizer
Animal Health, NADA 129-831.

2. TARGET ANIMAL SAFETY AND DRUG EFFECTIVENESS:

Under the provisions of the Federal Food, Drug, and Cosmetic Act, as amended by the
Generic Animal Drug and Patent Term Restoration Act, (53 FR 50460, December 15,
1988; First GADPTRA Policy Letter), an Abbreviated New Animal Drug Application
(ANADA) may be submitted for a generic version of an approved new animal drug
(pioneer product). The sponsor has demonstrated in vivo bioequivalence, via clinical
endpoint bioequivalence studies, of the generic product to the pioneer product to
support safety and efficacy of the generic product.

Clinical endpoint bioequivalence studies were considered appropriate for pyrantel
pamoate paste for horses because it is locally active in the intestinal tract, poorly
absorbed into the circulatory system, and blood levels have not been shown to be
reflective of clinical effectiveness. The parasite species selected for the studies below
are among those labeled species more resistant to the effects of pyrantel. Itis believed
that bioequivalence demonstrated against these parasite species provides evidence to
support the bioequivalence of the generic product for all claims found on the labeling.

Two clinical endpoint bioequivalence studies to assess the in vivo bioequivalence of
Cross Vetpharm’s formulation of pyrantel pamoate 43.9% paste, Exodus™ Paste (test
product) in horses compared to Pfizer’s Strongid® Paste (reference product) when
administered at the recommended dosage were conducted. The studies are
summarized below. The investigator for both studies was:

Craig R. Reinemeyer, D.V.M.
East Tennessee Clinical Research, Inc.
Knoxville, Tennessee 37921

a. Study One Summary and Results

Thirty adult male and female horses with natural infections of Cylicocyclus
nassatus, Strongylus edentatus and other large strongyle species were
randomly assigned to three groups containing 10 animals each for a total of
thirty (30) test subjects. The study was conducted as a single period design in
which one group received the test product, Exodus™ Paste and the second
received the pioneer product, Strongid®Paste, and the third group received a
placebo. All products were administered according to label directions.
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Fourteen (14) days later, the horses were euthanized and measured samples of
the gut contents were collected.

The study was completed May 1998 through August 1998. No adverse effects
attributable to the medications given were seen.

The individual worm counts were made and “percent efficacy’”” was calculated
for the groups administered the generic, pioneer, and control products. The
only parasite for which efficacy calculations could be determined was
Cylicocyclus nassatus, a small strongyle. Both the pioneer and the generic
products demonstrated greater than 90 % efficacy and were considered
bioequivalent. Another parasite (Strongylus edentatus) was found in numbers
too small for a valid determination of efficacy to be established.

Nematode Quantitative Exodus Strongid Controls
Parameter

Cylicocyclus Geometric Mean 289.3 342.6 3847.2

nassatus Percent Efficacy 92.5% 91.1% (N/A)

The geometric mean numbers of adult Cylicocyclus nassatus for the generic
and the pioneer products were each significantly less (p<<0.01) than the placebo
control group. The parasite burden was adequate. Percent efficacy against C.
nassatus was greater than 90% and thus no further analysis was undertaken.
The parasite burden for Strongylus edentatus was too low to establish
significance in the study.

Conclusion

The test product, Exodus™ Paste was found to be bioequivalent to the
Reference Product, Strongid® Paste with respect to claims for efficacy against
C. nassatus, a small strongyle species.

Study Two Summary and Results

Thirty-six male and female horses, of mixed breeds, from 6 months to 20 years
of age (34/36 horses were < 20 months of age), with natural infections of
Farascaris equorum were randomly assigned to three groups containing 12
animals each for a total of thirty (36) test subjects. One group received the test
product, Exodus™ Paste, another received the pioneer product, Strongid*Paste,
and the third group received a placebo. All products were administered
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according to label directions. Horses were observed once or twice daily to
assess their health status. Ten to eleven (10 to 11) days later, the horses were
euthanized and measured samples of the gut contents were collected for
parasite counting and identification. Blinding during the study was
accomplished through separation of function by the study employees. Those
employees responsible for making observations and collecting data were
unaware of the treatments given to the horses. The study was completed from
March 2001 to May 2001. No adverse effects attributable to the medications
given were noted.

The only parasite present in adequate numbers for evaluation was Parascaris
equorum. The individual worm counts were made and “percent efficacy” was
calculated for the groups administered the generic, pioneer, and control
products. Both the pioneer and the generic product demonstrated greater than
90 % efficacy against Parascaris equorum and were considered bioequivalent.

Nematode Quantitative Test Reference Controls
Parameter

Parascaris Geometric Mean 1.14 0.95 37.04

equorum Percent Efficacy 96.9% 97.4% N/A

Adult Parascaris equorum geometric mean counts for the generic and pioneer
groups were significantly less (p<0.001) than the placebo control group. The
parasite burden was adequate. Percent efficacy against these nematodes was
greater than 90% and no further analysis was undertaken.

Conclusion
The test product, Exodus™ Paste was found to be bioequivalent to the

Reference Product, Strongid® Paste with respect to the claim for efficacy
against Parascaris equorum.

3. HUMAN SAFETY:

Data on human safety, pertaining to consumption of drug residues in food, were
not required for approval of this ANADA. The drug is approved for use only in
horses that are not to be used for food and is labeled:

"WARNING: NOT FOR USE IN HORSES INTENDED FOR FOOD."
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HUMAN SAFETY RELATIVE TO POSSESSION, HANDLING, AND
ADMINISTRATION

The product labeling contains adequate caution/warning statements.
4, AGENCY CONCLUSIONS:

This is an Abbreviated New Animal Drug Application (ANADA) filed under
section 512(b)(2) of the Federal, Food, Drug and Cosmetic (FFD&C) Act.

Safety and effectiveness for this generic animal drug, Exodus™ Paste, were
established by the demonstration of clinical end-point bioequivalence to the
pioneer product, Strongid Paste®, NADA 129-831.

This generic product and the pioneer product have identical labeling indications for
use in horses. The marketing status, and, route and method of administration, of the
two drugs are identical. Both drugs are administered orally. The generic and pioneer
products contain the same active ingredient in the same concentration.

This ANADA satisfies the requirements of section 512(n) of the Act and demonstrates
that Exodus™ Paste is safe and effective for its labeled indications, when used under
the proposed conditions of use.

S. ATTACHMENTS:
a. Generic Labeling:

Syringe labetl
Carton label
Display carton label
Shipper carton label

b. Pioneer Labeling:
Package Insert

Syringe label
Carton label



Syringe Label
8PYR002 23.6 g

== EXxodus
{pyrantel pamoate)
Equine Anthelmintic Paste

} WARNING: NOT FOR USE IN HORSES INTENDED FOR FOOD <
KEEP OUT OF REACH OF CHILDREN
Active Ingredients: Each syringe contains 3 6 grams pyrantel base in 23 6 grams paste
FOR ANIMAL USE ONLY FOR ORAL USE ONLY ANADA # XXX-XXX Approved by FDA
INDICATIONS FOR USE: For the removal and control of mature infections of large strongyles (Strongylus
vilgans, S edentatus, S equinus), small strongyles, pinworms (Oxyuns equi), and iarge roundworms
{Parascans equorum) In horses and pones
DOSAGE" Exodus™ Paste (py | 1sto be as a single oral dose of 3 miligrams
pyrantel base per pound of body weight The syringe has four weight mark increments Each weight mark
indicates the recommended dose for 300 pounds of body weight

Body Weight Quantity mg Pyrantel NOTE: Posttion ring-gauge over appropniate mark on
Range Base plunger
up to 300 1 144 synnge 900 mg ttis recommended that severely debilitated animals not be
30110 800 Ib 122 synnge 1800 mg treated with this preparation
6010 900 Ib 3/4 synnge 2700 mg
CAUTION: CONSULT YOUR VETERINARIAN FOR
501101200 Ib 1 ful 3600
= —— T ASSISTANGE INTHE DIAGNOSIS, TREATMENT AND
OBSERVE LABEL CONTROL OF PARASITISM
TAKETIME DIRECTIONS
RECOMMENDED STORAGE.
Mendtactured by STORE AT 15-30°C (59°-86°F)
{ b ) Bimada-MTC Anmal Health Inc REFER TO CARTON FOR COMPLETE DIRECTIONS
Manufactured tor
Bimeda g oo 8PYR002 Lot
TM Bimeda inc Exp

Overlap area. Not Varnished
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Exodus™” Paste
T (pyrantél pamoate)
Equine.Anthelmmntic

AI\ADI\JX\(X)\ XXX, Approved By FDA

Exodits™ Paste {pyrantet pemoate)s.a pale”
-yellow 1o butf paste contai
pyran(nl painoate in an nert \JPMC’
syringe contairis 3.6 grams pyrantet base in
23.6 grams paste. Each militer cmuams
171 milligrams pyrante! base a8 pyranie
pamoate.
READ ENTIRE CARTON CAREFULLY
¢ BEFORE USING THIS PRODUCT
COMPOSITION
Pyrantét parmpate is a comgaurid belonging 1o
a family clessitied chermically-as
tetrahydropyrirmidines. (1is @ yellovy. waler-
insolubis crystafine sall of tne
tetrabydropyrimidine base-arid pamoic acid

“containing 34 7% base achvity, The'chemical: .

structure and mante are given below

HO;Gy OH
cﬂecn4</ )]

“Crertical Nathe (EV1.45 6»&etrahyo‘ro-1~
methyl-2{2-(2-thignyl)-vinyll-pyrimidine.
4 4' methylenetis {3-hydioxy-2 naphtholate)

SELE))

{NDICATIONS
For the removal and control of matire
infections of large strongyles (Shrongylus
vulgaris, S. edentaius,-S. equinusy. small
strongyles, pinworms (Oxyuris egu), and
{arge rouridworms (Parascaris equonumyin
horses and pontes
Consull your vetennarian for asst

n R

DOSAGE AND TREATMENT

Expdus™ Pasie {pyrantel par

administered as & singie oral dose ¢l
mifligrants pyran*el tase perpouny o budy
weight. The syrifge has fout v
.Increments. Lach weight

racommended dose f

DOSAGE
Quantity

1 syringd 200 0'g
12 Syangy 1800 mg
314 sytings 2700 ieg

1.{uif syrings 3600 g

897 to 600 o
601 tg 900 ib
S0ito 1260 1 §7

NOTE: Position ring-gauge over appropriate:
mark on plunger.

BPYRUGS:

UPC CODE 80%

Exodus

“tpyrantel pamoate) P Ste

Egquine Anthelmintic

For riaximum control of
parasitism, it s recommended

be.dosed gvery & weer
rininize the potentidh sdwce
ol infection that the mare may.
noséto thefoal, the mar
should be {réated 1 month
prio to anticipated joaling.

of feal Horses ang panies
over 8 months of age shoutd

be routinely dosed‘every [

weeks

Rigvecomnigndad that
severely detilitated anmaly
not be treated with this

" preparation

ADMINISTRATION

After removiRg the cap. thg, o

pasts should be deposited on
xhe dar:um of the'tongue

motth Dl!esl the sytinge
backwards and depress the
plunger to déposi the paste

. ‘onle the fongue. Given in this

maringr, i isuniikely that
rejection of the paste wili
oot Raising the fioise's
head somelimes agsists in the
swalisiving process Wnetonly
partof Ine paste hag been -
used; replace the cap onthe
syringe nozzle

EFFICACY

-~ Outical {wort Count) Studies it

administeréd at tne
rnco'nmrar‘ded dosage was

(69 Y 8 equinus. >90’ 3
Guf {81%):
arum{>90?

n WARN iNG:

NOT FOR USE IN-HORSES
INTENDED FOR FOOD
KEEP THIS AND ALL
MEDICATIONS OUT-OF
REACH OF CHILDREN
FOR ORALUSE ONLY.
FOR ANIMAL USE ONLY
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STRONGID® PASTE

(pyrantel pamoate)
Equine Anthelmintic
NADA #129-831, Approved By FDA

STRONGID® PASTE s a pale yeilow to butf paste contarung 43.9% wiw pyrantel pamoate in
an inert vehicle Each synnge contains 3 6 grams pyrantel base in 23 6 grams (20 mi) paste
Each milhlter contains 180 muligrams pyrantel base as pyrantel pamoate

READ ENTIRE BROCHURE CAREFULLY
BEFORE USING THIS PRODUCT
COMPOSITION

Pyrantel pamoate 18 a compound belonging to a tamily classiied chemucally as tetra-
hydropyrnmidines It 1s a yeliow. water-insoluble crystalline salt of the tetrahydropynmidine base
and pamoic acid containing 34 7% base activity The chemical structure and name are given

below
HO,C OH

30| 8
l

CHy

Chemcal Name® (£)-1,4,5,6-tetrahydro-1-methyl-2-[2-(2-thienyl}-vinyi]-pynimidine
4,4’ methylenebts [3-hydroxy-2-naphntholate] (1 1)
INDICATIONS FOR USE

For the removal and control of mature mfections of large strongyles (Strongylus vulgans, S eden-
tatus, S equinus), small strongytes, pinworms (Oxyuris equi), and large roundworms {Parascaris
equorum) in horses and ponies

Consult your veterinarian for assistance in the diagnosts, treatment, and control of parasitism

DOSAGE AND TREATMENT

STRONGID® PASTE 15 to be administered as a single oral dose of 3 milligrams pyrantel base
per pound of body weight. The syringe has four weight mark increments. Each weight mark -
dicates the recommended dose for 300 pounds of body weight

DOSAGE
Body Weight Range Volume mg Pyrante] Base
up to 300 Ib 114 synnge (5 ml) 900 mg
301 10 600 b 112 syringe (10 mi) 1800 mg

601 to 900 Ib 3/4 synnge (15 mi) 2700 mg
801 to 1200 b 1 fult synnge (20 mi) 3600 mg

NOTE: Position screw-gauge over appropnate mark on plunger. Each milliliter contains 180
milligrams pyrantel base as pyrantel pamoate '

For maximurn control of parasiism, 1t is recormmended that foals {2-8 months of age) be dosed
every 4 weeks. To minimize the potential source of infection that the mare may pose to the foal,
the mare should be treated 1 month prior 10 anticipated foaling date tollowed Dy re-treatment 10
days to 2 weeks after birth of foal. Horses and ponies over 8 months of age should be routinely
dosed every 6 weeks.

ADMINISTRATION

Ahter removing the cap. the paste should be deposited on the dorsum of the tongue. Introduce
the nozzie end of the synnge at the corner of the mouth. Direct the syringe backwards and depress
the plunger to deposit the paste onto the tongue. Given in this manner, it is uniikely that rejection
of the paste will occur Raising the horse’s head sometimes assists in the swallowing process
When only part of the paste has been used. replace the cap on the syfinge nozzie.

EFFICACY i
Critical {worm count) studies in horses demonstrated that STRONGID® PASTE (pyrantel pamoate)
administered at the recommended dosage was efficacious against mature infections of Strongylus

vuigans (>90%), S. edentatus (63%), S. equinus (> 9%, Oxyuns equi (81%), Parascaris equorum
(>90%), and small strongyles (> 90%)

WARNING: NOT FOR USE IH HORSES INTENDED FOR FOOD
KEEP QUT OF REACH OF CHILDREN

It is recommended that severely debilitated animals not be treated with this preparation.
RECOMMENDED STORAGE: STORE AT ROOM TEMPERATURE. 15%-30°C (59°-86°F)

Drstnbuted by

Animal Health

Division of Pfizer Inc, NY, NY 10017
Made in Canada Issued May 1993
23-4345-00-2
12142-11-2
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3 6 grams pyrante! base i 23.6 grams of paste
FOR ANIMAL USC ONLY

FOR ORAL USE ONLY

NADA #129-831, Appraved by FDA

Net Contents: 20 mL(23.6g)

Strongid®Paste " &
(pyromel pamoate) ’

Equine Anthelmintic

Actve Ingredients  Each 20 milliiter syringe contams

INDICATIONS FOR USE. Fos the removal and NOTE. Position suew-ga over appropiiate

control of Mature watections of large siiongyles mark on punger. iter gontains 180

{Strongylus vulgaris, S. edentatus, S. equinus); mulllqrams pyvantel base s pyrantel pamoate,

:sarr?:lh‘a stongyles: pieworms (Oxyuus equtl; 15 rec severely Sebiitated

m; i 1

o hmses 2nd ponies ammals no“ be ealed with this preparation

DOSAGE: Admimister as a single o1at dose ol NOT FDR USE IN HORSES INTENDED

3 miligrams pyrantel base per pound of body FOR FOOD

weight The syninge has four weight mark in- KEEP QUT OF REACH OF CHILDREN

crements Each weuim mark indicates the CAUTION: CONSULT Y(

recommended dose Tor 300 paunds of body FOR ASSISTANCE IN THE DIAGNOSI

weight EATMENT. AND CONTR PA e
RECHMMENDEB STORAGE: STORE Al

Body Waight mp Pyrante! ROOM TEMPERATURE, 59°-86"F i‘lS‘ 30’(1

Range Valume Base REFER TQ PACKAGE INSERT

up to 300 Ib 14 synnge 15wl S0 mg FOR COMPLETE USE DIRECTIONS

3010600 142 syrmge N0 mly 1800 my Distedoted by

60110 900 1b  3/4 synnge {15 mLl 2700 mg ——————

S0 to 1200 ¥ full synnge 120 mLl 3600 mg Animal Health

Drviston of Plizer lnc, NY. NY %0017

3 asmcust  LOT NO
@ DT EXP 84488

HADE N CANADA ‘ 09/01 O

RIZLS Y »4345-001




DOSAGE: Admiruster as a single oral dose of 3 milligrams pyrantel base per pound of body NOTE" Position screw-gauge over appropnale mark on plunger Each milliiter contains 180 ~
= weight. The synnge has four weight mark increments. Each weight mark indicates the milligrams pyrantel base as pyrantel pamoale o
N A recommended dose for 300 pounds of body weight For maximum conlrol of parasitism, i 1s recommended that foals (2-8 months of age) be o
oA Body Weight Range Volume mg Pyrantel Base dosed every 4 weeks To minimize the potential source of infection that the mare may pose 10
.m S up to 300 b 1/4 syringe ( 5mL) 900 mg the foal, the mare should be treated 1 month prior 10 anticipated foaling date followed by re-
o w 30ito  6001D 1/2synnge (10 mL) 1800 mg treatment 10 days (o 2 weeks aller birth of foal Horses and ponies over 8 months of age
60tto  9001b 4 pnnge (15 mL) 2700 mg should be routinely dosed every 6 weeks 2
90Tt 1200 1b ! fulfsyange (20 mt.) 3600 mg It1s recommended that severely debitaled animals not be trealed with this preparation
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.—vj Q.—. _m m,Q m< ._'O Cuum Each 20 mililiter syringe contains 36 grams pyrantel base in 23.6 grams of paste. 4
s S !
B | of mature inf g.<
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