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GENERAL INFORMATION:

A.

B.

File Number:

Sponsor:

Proprietary Name(s):

Established Name(s):

Pharmacological Category:

Dosage Form(s):

Amount of Active
Ingredient(s):

How Supplied:

How Dispensed:

Dosage(s):
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NADA 141-261

Virbac AH, Inc.

3200 Meacham Blvd.
Ft. Worth, TX 76137

Drug Labeler Code: 051311

WORMXPLUS#* Flavored Chewables
VIRBANTEL Flavored Chewables

Pyrantel pamoate /Praziquantel
Anthelmintic
Flavored Chewable

Small chewable size: 30 mg of pyrantel
pamoate and 30 mg of praziquantel.
Large chewable size: 114 mg of pyrantel
pamoate and 114 mg of praziquantel

WORMXPLUS: Blisters of 2, 4, or 12
chewables.
VIRBANTEL: Bottles of 100 or 250 chewables.

OTC

A minimum dose of 5 mg pyrantel pamoate and
5 mg praziquantel per kg body weight, (2.27 mg
pyrantel pamoate and 2.27 mg praziquantel per
1b body weight), according to the following

- dosing tables.

Note that WORMXPLUS and VIRBANTEL are identical products. The product is
marketed under two trade names. In this FOI Summary, only the WORMXPLUS trade
name will be used for simplicity. Any statements regarding WORMXPLUS apply to the
VIRBANTEL product as well. ‘




K. Route(s) of Administration:

L. Species/Class(es):

M. Indication(s):
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Dog Weight Number of 30 mg Chewables
6.0 t012.0 pounds 1

12.1t025.0

pounds 2 ‘

More than 25 Use the 114 mg size 4‘

pounds v

Dog Weight ™ Chewables

6 to 25 pounds Use the 30 mg size

25.1 to 50 pounds 1 |

50.1 to 100 pounds 2

100.1 1o 150 pounds 3

150.1 to 200 pounds 4

Oral

Dogs and puppies

For the treatment and control of roundworms
(Toxocara canis, Toxascaris leonina);
hookworms (Ancylostoma caninum,

Ancylostoma braziliense, Uncinaria
stenocephala), and tapeworms (Dipylidium

caninum, Taenia pisiformis) in dogs and

puppies.




II. EFFECTIVENESS:

A. Dosage Characterization:
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The minimum dose of 5 mg/kg pyrantel pamoate for dogs 6 pounds and greater is
supported by data contained in Virbac’s approved ANADA 200-281 (pyrantel
pamoate) and in ANADA 200-302 (ivermectin/pyrantel pamoate).

The minimum dose of 5 mg/kg pra21quantel for dogs weighing 25 pounds or greater
is supported by pubhshed literature"**. The minimum dose of 5 mg/kg praziquantel
for smaller dogs is supported by the following dose confirmation study.

D. caninum Dose-confirmation study in dogs weighing less than 15 pounds:

a) Purpose:

- b) Investigator:

¢) Study location:

d). Animals:

e) Groups:

Confirm the effectiveness of the two-way combination of
pyrantel pamoate and praziquantel for the treatment of
tapeworm (D. caninum) infection in dogs weighing less
than 15 pounds

Dawie J. Kok, D.Sc.

ClinVet International (Pty) Ltd
Bloemfontein
Republic of South Africa

5 male and 11 female dogs, of various breeds, weighing
4.63 to 10.58 pounds, naturally infected with D. caninum

Group 1 (n=8): placebo
Group 2 (n=8): pyrantel pamoate 5 mg/kg and
praziquantel 5 mg/kg

1 Georgi JR. Tapeworms. Veterinary Clinics of North America: SmallAnzmal Practice 1987;17(6):1285-

1305.

2 Dey-Hazra A. The efficacy of DRONCIT (Praziquantel) against Tapeworm Infections in Dog and Cat. Vet

Med Rev 1976;2:131-141

3 Kruckenberg SM, Meyer AD, Eastman WR. Preliminary studies on the effect of pra21quantel against
tapeworms in dogs and cats. Vet Med Small Anim Clin 1981;76:689-693.




f) Statistical methods:

2) Study design:

h) Study results:

i) Conclusion:

j) Adverse reactions:

B. Substantial Evidence:

Freedom of Information Summary
NADA 141-261
Page 4

Log worm counts for the treatment group were compared
to log worm counts for the control group by means of an
analysis of variance contrast. Percent effectiveness was
computed as:

(control GM - treated GM) x 100
control GM

where GM = geometric mean worm count

Day -10: applied flea adulticide to all dogs to prevent re-
infection with D. caninum

Day -2: allocation to a treatment group

Day 0: treatment

Day 14: necropsy (worm counts)

Group 1: 8 dogs with D. caninum GM= 10.27 (range: 1-
164)

Group 2: 0 dogs with D. caninum GM=(

Group 2 vs. Group 1* - Effectiveness: 100%
*statistically significant, 0=0.05

Effectiveness of the two-way combination against D.
caninum infection in dogs weighing less than 15 pounds
was demonstrated.

Three dogs (bne from the treated group) had diarrhea
before treatment, and two dogs from each group had
isolated episodes of diarrhea up to 7 days after treatment.

Treatment and control of roundworms (Toxocara canis, Toxascaris leonina) and
hookworms (Ancylostoma caninum, Uncinaria stenocephala, Ancylostoma

braziliense)

1. Dose-limiting Ascarid Study 1:

a) Purpose:

i) Demonstrate the non-interference of praziquantel with
the effectiveness of pyrantel pamoate to treat and control
T. canis (dose-limiting parasite)

ii) Confirm the effectiveness of the two-way
combination for the treatment of roundworm (7. canis)




b) Investigator:

¢) Study location:

d) Animals:

e) Groups:

f) Statistical methods:

g) Study design:

h) Study results:
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infection in dogs
John W. McCall, M.S., Ph.D.

TRS LABS Inc.
Athens, GA

12 male and 12 female parasite naive Beagle dogs,
8-9 weeks old at the time of inoculation

Group 1 (n=8): placebo

Group 2 (n=8): praziquantel 5 mg/kg

Group 3 (n=8): pyrantel 5 mg/kg and praziquantel
5 mg/kg

Log worm counts for the treatment group were compared
to log worm counts for the control group by means of an
analysis of variance contrast. Percent effectiveness was
computed as:

(control GM - treated GM) x 100
control GM

where GM = geometric mean worm count

Day -49: inoculation with 300 embryonated T. canis
eggs per 0s

Day 0: allocation to a treatment group and treatment
Day 7: necropsy (worm counts)

Group 1: 8 dogs with T' canis GM=18.33 (range: 6-56)
Group 2: 8 dogs with 7. canis GM=40.99 (range: 19-66)
Group 3: 2 dogs with " canis GM=0.25

(range: 0-2) ,

Group 3 vs. Group 1* - Effectiveness: 98.6%

Group 3 vs. Group 2* - Effectiveness: 99.4%
*statistically significant, a=0.05




1) Conclusion:

J) Adverse reactions:

. Dose-limiting Ascarid Study 2:
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Effectiveness of the two-way combination against T.
canis infection was demonstrated (> 90%). The non-
interference of praziquantel in the combination was
demonstrated.

None reported

a) Purpose:

b) Investigator:

c) Study location:
d) Animals:

€) G*roups:.

f) Statistical methods:

i) Demonstrate the non-interference of praziquantel with
the effectiveness of pyrantel pamoate to treat and control
T. canis (dose-limiting parasite)

ii) Confirm the effectiveness of the two-way ‘
combination for the treatment of roundworm (7. canis) |
infection in dogs }

John W. McCall, M.S., Ph.D

TRS LABS Inc.
Athens, GA

18 male and 18 female parasite naive Beagle dogs, 9
weeks old at the time of inoculation

Group 1 (n=9): placebo

Group 2 (n=9): praziquantel 5 mg/kg

Group 3 (n=9): pyrantel pamoate 5 mg/kg
Group 4 (n=9): pyrantel pamoate 5 mg/kg and
praziquantel 5 mg/kg

Log worm counts for the treatment group were compared
to log worm counts for the control groups by means of
an analysis of variance contrast. Percent effectiveness
was computed as:

(control GM - treated GM) x 100
control GM

where GM = geometric mean worm count



g) Study design:

h) Study resuits:

i) Conclusion:

j) Adverse reactions:
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Day -49: inoculation with 300 embryonated 7. canis
eggs per 0s

Day 0: allocation to a treatment group and treatment
Day 7: necropsy (worm counts)

Group 1: 9 dogs with 7. canis GM=18.43, (range: 8-59)
Group 2: 9 dogs with 7. canis GM=19.61, (range: 3-65)
Group 3: 6 dogs with 7. canis GM=2.57, (range: 0-11) -
Group 4: 5 dogs with 7. canis GM=1.22, (range: 0-8)
Group 4 vs. Group 1* - Effectiveness: 93%

‘Group 3 vs. Group 1 *- Effectiveness: 86%

Group 4 vs. Group 2 *- Effectiveness: 94%
Group 4 vs. Group 3**

*statistically significant, 0=0.05

**not statistically significant, 0=0.05

Effectiveness of the two-way combination against 7.
canis infection was demonstrated (> 90%). The non-
interference of praziquantel in the combination was
demonstrated.

None reported

Treatment and control of tapeworms (Dipylidium caninum, Taenia pisiformis)

1. Dipylidium caninum Non-interference Study:

a) Purpose:

b) Investigator:

¢) Study Location:

d) Animals:

e) Groups:

i) Demonstrate the non-interference of pyrantel pamoate
(in combination with ivermectin) with pra21quante1 to

" treat and control D. caninum

ii) Confirm the effectiveness of the two-way
combination for the treatment of tapeworm (D. caninum)
infection in dogs

Dawie J. Kok, D.Sc.
ClinVet International (Pty) Ltd
Bloemfontein

Republic of South Africa

9 male and 15 female adult dogs, of various breeds,
naturally infected with D. caninum

Group 1 (n=8): placebo



http:GM=18.43
http:GM=19.61
http:GM=2.57
http:GM=1.22

f) Statistical methods:

g) Study design:

h) Study results:

i) Conclusion:

j) Adverse reactions:

Freedom of Information Summary
NADA 141-261
Page 8

Group 2 (n=8): ivermectin 6 mcg/kg and pyrantel
pamoate 5 mg/kg ’

- Group 3 (n=8): pyrantel pamoate 5 mg/kg and

praziquantel 5 mg/kg

Log worm counts for the treatment group were compared
to log worm counts for the control group by means of an
analysis of variance contrast. Percent effectiveness was

computed as:

(control GM - treafed GM) x 100
control GM

where GM = geometric mean worm count

Day -1: allocation to a treatment group
Day 0: treatment
Day 14: necropsy (worm counts)

| Group 1: 8 dogs with D. caninum GM= 6.95 (range: 2-

51)

Group 2: 8 dogs with D. caninum GM= 23.91 (range: 5-

179)

Group 3: 0 dogs with D. caninum GM= 0
Group 3 vs. Group 1 *- Effectiveness: 100%
Group 3 vs. Group 2 *- Effectiveness: 100%
*statistically significant, 0=0.05

Effectiveness of the two-way combination against D.
caninum infection and non-interference of pyrantel

‘pamoate was demonstrated.

None reported

. Dipvlidium caninum Dose-confirmation Study:

a) Purpose:

b) Investigator:

¢) Study location:

Confirm the effectiveness of the two-way combination -
for the treatment of tapeworm (D. caninum) infection in
dogs

‘Dwight D. Bowman, M.S., Ph.D.

CHK R&D
Stanwood, MI




d) Animals:

e) Groups:

f) Statistical methods:

2) Study design:

h) Study results:

i) Conclusion:

j) Adverse reactions:
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7 male and 9 female dogs of various breeds naturally
infected with D. caninum

Group 1 (n=8): placebo ,
Group 2 (n=8): pyrantel pamoate 5 mg/kg and
praziquantel 5 mg/kg

Log worm counts for the treatment group were compared
to log worm counts for the control group by means of an
analysis of variance contrast. Percent effectiveness was
computed as:

(control GM - treated GM) x 100
control GM

where GM = geometric mean worm count

Day -1: group allocation
Day 0: treatment
Day 14: necropsy (worm counts)

Group 1: 8 dogs with D. caninum GM=12.93 (range: 1-
134) '

Group 2: 0 dogs with D. caninum GM=0

Group 1 vs. Group 2*: 100% effectiveness -
*statistically significant, a=0.05

Effectiveness of the two-way combination against
D. caninum was demonstrated.

None reported

Taenia pisiformis Dose-confirmation Study:

a) Study Purpose:

b) Investigator:

¢) Study location:

Confirm the effectiveness of the two-way combination
for the treatment of tapeworm (7. pisiformis) infection in
dogs

Dwight D. Bowman, M.S., Ph.D.

CHK R&D -
Stanwood, MI




d) Animals:

e) Groups:

f) Statistical methods:

g) Study design:

h) Study results:

i) Conclusion:

j) Adverse reactions:
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8 male and 8 female dogs of various breeds naturally
infected with T. pisiformis

Group 1 (n=8): placebo
Group 2 (n=8): pyrantel pamoate 5 mg/kg and
praziquantel 5 mg/kg -

Log worm counts for the treatment group were compared
to log worm counts for the control group by means of an
analysis of variance contrast. Percent effectiveness was

- computed as:

(control GM - treated GM) x 100
control GM

~where GM = geometric mean worm count

Day -1: group allocation
Day 0: treatment
Day 14: necropsy (worm counts)

Group 1: 7 dogs with T pisiformis GM=3.51 (range: 0-
25)

Group 2: 0 dogs with T pisiformis GM=0

Group 1 vs. Group 2*: 100% effectiveness
*statistically significant, 0=0.05

Effectiveness of the two-way combination against
T. pisiformis infection was demonstrated.

Soft stools on Days 5, 6, 7 and 9 in one dog in the treated
group ‘

. Taenia pisiformis Dose-confirmation Study:

a) Study Purpose:

b) Investigator:

¢) Study location:

Confirm the effectiveness of the two-way combination
for the treatment of tapeworm (7. pisiformis) infection in

-dogs

Allan J. Paul, DVM, M.S.

University of Illinois
Urbana, IL




d) Animals:

e) Groups:

f) Statistical methods:

g) Study design:

h) Study results:

i) Conclusion:

j) Adverse reactions:
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10 male and 8 female dogs of various breeds naturally
infected with 7. pisiformis ;)

Group 1 (n=9): placebo

Group 2 (n=9): pyrantel pamoate 5 mg/kg and
praziquantel 5 mg/kg

Log worm counts for the treatment group were compared
to log worm counts for the control group by means of an
analysis of variance contrast. Percent effectiveness was
computed as:

(control GM - treated GM) x 100
' control GM

where GM = geometric mean worm count

Day 0: group allocation
Day 0: treatment
Day 14: necropsy (worm counts)

Group 1: 9 dogs with T pisiformis GM= 4.4 (range 1-
73)

Group 2: 0 dogs with T. pisiformis GM=0

Group 1 vs. Group 2*: 100% effectiveness
*statistically significant, 0=0.05

Effectiveness of the two-way combination against
T. pisiformis infection was demonstrated.

None reported

III. TARGET ANIMAL SAFETY:

A. Target Animal Safety (1X, 3X, 5X)

(1) Type of Study:

(2) Study Director:

Target animal safety

C. Steve Godin, Ph.D., D.A.B.T.
MPI Research, Inc.
Mattawan, Michigan

3 General Design of the Study:




(@)

(b)

(©)
(d)
©

®
)]

(b)
®
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Good Laboratory Practice Compliance: This study was conducted in
compliance with 21 CFR Part 58.

Purpose: To evaluate the safety of WORMXPLUS (pyrantel
pamoate/praziquantel) Flavored Chewables in dogs. Safety was
assessed after dosing at 1, 3, and 5X multiples of the maximum
potential exposure dose of 11 mg/kg pyrantel pamoate and 11 mg/kg
praziquantel based on product labeling.

. Test Animals: Thirty-two 12-week-old healthy Beagles, weighing

between 2.65 and 4.64 kg at the beginning of the study.” Four male and
four female puppies were randomly assigned to each treatment group.

Control Drug: The placebo was identical to WORMXPLUS (pyrantel
pamoate/praziquantel) Flavored Chewables without the active
ingredients. ' ‘

Dosage Form: Chewable tablets (final market formulation)
Route of Administration: Oral

Dosages: 0, 11 (1X), 33 (3X), and 55 (5X) mg/kg of pyrantel pamoate
and praziquantel each once daily for three consecutive days (Days 1, 2,
3) with a four-day non-treatment interval followed by a second three-
day treatment period (Days 8, 9, 10). The control group received five
placebo chewables at each treatment.

Test Duration: 19 days

Pertinent Variables/Observations: General health observations were
made twice daily during the study period for signs of morbidity,
mortality, injury, availability of food and water, general health,
behavior, and stool character.

Food consumption was measured daily beginning on Day 1 through
Day 17. Body weights were measured on Days -1, 7, and 17. Physical
examinations were conducted on Days -4, 1,4, 7, 11, and 16. Post-
treatment observations were made on Days 1, 2, 3, 8, 9, and 10.
Hematology, clinical chemistry, and urinalysis samples were collected
on Days -6, -4, 4, 11, and 16.

Necropsies were performed on all treatment groups on Days 17 and
18. Macroscopic pathology findings and organ weights were recorded
for all animals. Histopathology was conducted only on the control
group and the 5X treatment group.




)

©)
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Statistical Methods:

For variables measured multiple times, a repeated measures analysis of
variance (RMANOVA) was performed using SAS Proc Mixed. The
model included the main effects dose group, sex, time, and all two-
way and three-way interactions. Single pretest values or the average of
pretest values were used as a covariate. Where appropriate, pair wise
comparisons of the 0X group mean with each treatment group mean
were made. For organ weights an analysis of variance (ANOVA) was
performed using SAS Proc Mixed. The model included dose group,
sex, and dose by sex. Where appropriate, pair wise comparisons of the
0X group mean with each treatment group mean were made. For all
these analyses, the experimental unit was the individual dog.

Results:

(@
(b)

(©)

Mortality: All dogs survived to study termination.
Clinical observations:

Vomiting was the most frequent clinical observation in dogs following
treatment. The incidence of vomiting increased with dose. The
incidence rate dropped as the number of treatments increased in all
dosage groups during the first period (Days 1, 2, and 3) but remained
approximately constant during the second period (Days 7, 8, and 9).
The table below depicts the incidence of vomiting following treatment
among all groups. ‘

Table 1: Incidence of vomiting after treatment

Treatment Group Number of Dogs Affected (n=8)
mg/kg pyrantel & Day Day Day Day Day Day
mg/kg praziquantel 1 2 3 8 9 10
0X (placebo) 1 0 0 1 1 0
1X 11mgkg 2 2 0 1 2 0
3X 33 mg/kg 8 8 3 6 4 5
5X 55 mg/kg 8 7 3 7 8 7

Decreased activity was observed in 7 animals: 1 in the placebo group,
2 in the 1X group, 2 in the 3X group, and 2 in the 5X group. Tremors
were observed following treatment in one dog in each of the 3X and
5X groups. All these signs were mild and transient. No medical care
was required and treatment was not discontinued.

Hematology:
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There were no clinically relevant changes in the hematology variables.
All hematology parameters remained within clinically acceptable
limits throughout the study across all treatment groups.

(<)) Clinical chemistries:

The dose by time effect was statistically significant for alanine
aminotransferase (ALT) (p=0.0163). Two pertinent differences
involving this interaction were significant: The 5X dose on Day 11 and
the 3X dose on Day 16 had significantly higher means than the control
group on their respective days. While elevated, these values remained
within expected ranges.

One 5X female had an elevated creatine kinase (CK) at pretest 2 of
1867 U/L, which droppéd to 441 and 489 on Day 4 and Day 11,
respectively. By Day 16, however the figure had risen again to 810
U/L. This dog experienced vomiting in the first 4 hours following
treatment administration on all six days of treatment, but developed no
other clinical signs of illness. The dog had no vomiting on any of the
non-treatment days. Although the CK rose moderately following
treatment from Day 11 to Day 16, the value actually declined overall
during treatment with the greatest elevation occurring prior to
treatment.

() Post-mortem observations: There were no treatment-related findings
either at necropsy or upon histopathological examination.

(6) Conclusions:

This study demonstrated WORMXPLUS Flavored Chewables are safe when
administered to twelve-week-old puppies at 1, 3, and 5 times the highest
mg/kg level of each dose range (maximum potential exposure dosage of 11
mg/kg) based on the product label. Vomiting was the most common clinical
observation following treatment. The incidence of vomiting increased with
dosage but not with number of treatments administered.

B. Palatability study in laboratory dogs:

(1) Type of Study: Léboratory palatability study

2) Study Investigator:  Lori Carter, B.A.
Stillmeadow, Inc.
Sugar Land, Texas




€)

General Design of the Study:

@

(b)

©

(d
©
®
€9

(0
)

)

(k)

- compliance with Good Clinical Practice Guidance.
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Good Clinical Practice Compliance: This study was conducted in

Purpose: To determine the palatability of WORMXPLUS (pyrantel
pamoate/praziquantel) Flavored Chewables when administered to dogs

- Test Animals: Thirty healthy dogs (17 males and 13 females) of

various breeds, 7 months to 5 years old, weighing 5.7 to 16.8 kg, and
free from conditions that would interfere with chewing or tasting |

Control Drug: None
Dosage Form: Chewable tablets (final market formulation).
Route of Administration: Oral

Dosages: Minimum dose of pyrantel pamoate 5 mg/kg and
praziquantel 5 mg/kg daily for three consecutive days

Test Duration: April 2003 to November 2003

Study Design: Each dog was treated for three consecutive days with |
the test article. The day prior to the sequence of three days, the dog
received a treat. Twenty percent of the dogs (the six lightest dogs)
received the broken form of the test article (two or four halves of a
small tablet, depending on the dog’s body weight).

Pertinent Variables/Observations:

- Palatability: The WORMXPLUS (pyrantel pamoate/pra21quantel)
Flavored Chewables were offered to the dog in a bowl and then by
hand for a maximum total offering time of 5 minutes. A trial was
considered successful if the dog swallowed the chewable(s)
entirely from the bowl or from the hand within the allowed time of
5 minutes.

- General health: All animals were also observed daily for
morbidity, mortality, injury, general health condition and
availability of food and water.

- Body weights: Body weights were measured two days before the
first administration.

- Post-dosing observations: All dogs were observed at the time of
each treatment and hourly afterwards for 4 hours.

Data Analysis:
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To obtain the overall average percent, a percent voluntary acceptance
and an overall average percent voluntary acceptance were calculated
for each dog as follows: ‘

number of trials for which the dog ate the entire dose X 100
total number of trials per dogs '

sum of all the dogs’ voluntary acceptance percentages X 100
total number of dogs.

1)) Results:

The overall average percent voluntary acceptance for the '
WORMXPLUS (pyrantel pamoate/praziquantel) Flavored Chewables
was 47.8%. For five dogs, the test article was offered for less than 5
minutes on one offering day. No adverse reactions were recorded after
the dogs were treated with the WORMXPLUS (Pyrantel
pamoate/praziquantel) Flavored Chewables.

(m)  Conclusions:

Palatability of the WORMXPLUS (pyrantel pamoate/praziquantel)
Flavored Chewables when administered on three consecutive days to
laboratory dogs showed less than 50% acceptance. Because the
laboratory palatability study failed (< 70%), the sponsor conducted a
palatability study in client-owned dogs.

C. Palatability and safety study in client-owned dogs:

(1) Type of Study: Field safety and palatability study

(2) Study Investigators: Kent Cooper, DVM
Grand Prairie, Texas

Mary King, DVM
Arlington, Texas

Robert Lorenz, DVM
Arlington, Texas

(3) General Design of the Study:




(a)

(b)

(©

(D
(@
®
(&

(h)
(@)
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Good Clinical Practice Compliance: This study was conducted in
compliance with Good Clinical Practice Guidance.

Purpose: To determine the palatability and the safety under field
conditions of WORMXPLUS (pyrantel pamoate/praziquantel) Flavored
Chewables when administered to client-owned dogs.

Test Animals: One hundred twenty six client-owned dogs (70 females and
56 males) of various breeds, 13 weeks to 14 years old, weighing 1.45 to 42
kg, healthy and free from conditions that would interfere with chewing or
tasting (like moderate or advanced periodontal disease). ’

Control Drug: None. \
Dosage Form: Chewable tablets (final market formulation) |
Route of Administration: Oral

Dosage: Minimal dose of 5 mg pyrantel pamoate and 5 mg praziquantel
per kg body weight — one administration on Day 0 or Day 1.

Test Duration: February to November 2004

Pertinent Variables/Observations:

- Palatability (voluntary acceptance of the chewable within
5 minutes): For each dog, the dog’s behavior when offering the
tablet was recorded by the owner according to two categories:
success (chewable taken by the dog from hand/bowl and swallowed)
or failure (chewable taken by the dog in the mouth but not
swallowed or not taken at all).

- Physical examination and fecal examination: Performed by the
Study Investigator on Day 0. It also included a visual examination
of the mouth and teeth. :

- Body Weights: Measured on Day 0 by the Study Investigator.

- Post-dosing observations: The pet owner was asked to observe
his/her dog after treatment and to report any abnormal observation
made within the 24 hours after treatment.

(4) Data analysis:

A percent palatability was computed as:

number of dogs that ate the entire dose . X 100
total number of dogs offered the chewable
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(5) Results: |

(a) Palatability: Of the 126 cases, 8 cases were not interpretable for
palatability assessment. Therefore, palatability was evaluated in a
total of 118 dogs. The chewable(s) was (were) presented to the dog by
hand (18 dogs), by hand and in the bowl (12 dogs), or in the bowl (88
dogs). Thirty-three dogs received a broken form of the small chewable
(one or two halves). Eighty-five of 118 trials were a success. The ‘ |
overall palatability of WORMXPLUS (pyrantel pamoate/praziquantel)
Flavored Chewables was 72.0%. '

(b) Safety: Out of the 123 dogs for which post-dose observations were
recorded by the owner, 110 were clinically normal approximately 1
hour and 24 hours after treatment. The owners of six dogs reported
abnormal observations 1 hour after dosing: vomiting (1 dog),
vomiting and lethargy (1 dog), lethargy (3 dogs), and increased thirst
(1 dog). The owners of eight dogs reported abnormal observations 24
hours after dosing: vomiting (2 dogs), diarrhea (2 dogs), vomiting and
bloody diarrhea (1 dog), lethargy continuing from the 1 hour post-dose
observation (1 dog), coughing (1 dog), dry mouth and increased thirst
(1 dog). The dog with vomiting and bloody diarrhea necessitated
treatment and recovered.

(6) Conclusions:

WORMXPLUS (pyrantel pamoate/praziquantel) Flavored Chewables, when
administered to client-owned dogs of various breeds and ages has an overall
palatability of 72%. This product was safe in client-owned dogs when
administered under normal conditions of use. Vomiting, diarrhea (with or
without blood), and lethargy were the most common adverse reactions.

IV. HUMAN FOOD SAFETY:

This drug is intended for use in dogs, which are non-food animals. Because this new
animal drug is not intended for use in food producing animals, CVM did not require data
pertaining to drug residues in food (i.e., human food safety) for approval of this NADA.

V. USER SAFETY:

The product labeling contains the folloWing information regarding safety to humans
handling, administering, or exposed to WORMXPLUS:
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Keep this and all medication out of the reach of children. To obtain product information
including a Material Safety Data Sheet (MSDS), call 1-800-338-3659. (Package insert)

In case of ingestion by humans, contact a physician immediately. Physicians may contact
a Poison Control Center for advice concerning cases of ingestion by humans. (Carton
label) '

AGENCY CONCLUSIONS:

The data submitted in support of this NADA satisfy the requirements of section 512 of
the Federal Food, Drug, and Cosmetic Act and 21 CFR Part 514. The data demonstrate
that WORMXPLUS, when used according to the label, is safe and effective for the
treatment and control of roundworms (Toxocara canis, Toxascaris leonina), hookworms
(Ancylostoma caninum, Ancylostoma braziliense, Uncinaria stenocephala), and
tapeworms (Dipylidium caninum, Taenia pisiformis) in dogs and puppies.

A. Marketing Status:

The drug can be marketed over-the-counter (OTC) because the approved labeling
contains adequate directions for the safe and effective lay use of WORMXPLUS
(pyrantel pamoate/praziquantel) Flavored Chewables.

B. Exclusivity:

Under section 512(c)(2)(F)(ii) of the Federal Food, Drug, and Cosmetic Act, this
approval qualifies for THREE years of marketing exclusivity beginning on the date of
approval because new studies for substantial evidence of effectiveness and target
animal safety studies were conducted.

C. Patent Information:

The sponsor did not submit any patent information with this application.

ATTACHMENTS:

Facsimile Labeling:
WORMXPLUS
Package Inserts (Small Dogs and Puppies)
2 or 12 Chewable Tablets
4 or 12 Chewable Tablets
Package Inserts (Medium and Large Dogs)
2 or 12 Chewable Tablets
4 or 12 Chewable Tablets - .
Blister Labels (Small Dogs and Puppies)
Blister Labels (Medium and Large Dogs)
Carton Labels (Small Dogs and Puppies)




2 Chewable Tablets
4 Chewable Tablets
12 Chewable Tablets

Carton Labels (Medium and Large Dogs)
2 Chewable Tablets
4 Chewable Tablets
12 Chewable Tablets

VIRBANTEL

Bottle Label (Small Dogs and Puppies)
100 count
250 count

Package Insert (Small Dogs and Puppies)
100 count
250 count

Bottle Label (Medium and Large Dogs)
100 count -
250 count ’

Package Insert (Medium and Large Dogs)

100 count
250 count
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(pyrantel pamoate/praziquantel)

WormXPlus™ Flavored Chewables
Package contents: Blisters of 2 or 12 chewables

DRUG FACTS

Active Ingredients (in each chewable): Pyrantel Pamoate

30 mg) and Praziquantsl {30 mg)

Purpose: De-wormer for Small Dogs and Puppies Only (6.0 to 25 pounds)

Uses: For the treatment and control of

o Roundworms ( Toxocara canis, Toxascaris leonina)

» Hookwarms [Ancylostoma caninum, Ancylostoma braziliense,
and Uncinaria stenocephala)

» Tapeworms { Dipyliclium caninum, Taenia pisiformis)

Human Warning: Keep this and all medication out of the
reach of children. To obtain product information, including a Material
Safety Data Sheet (MSDS), call 1-800-338-3658.

When Using This Product:

* Consult your veterinarian for assistance in the diagnosis, treatment, and
control of parasitism.

* Do not de-worm a dog or puppy that is sick. Consult a veterinarian for
diagnosis of the illness.

* WormXPlus Flavored Chewables are safe for use in puppies 12 weeks
or older and adult dogs. Safety in breeding dogs and pregnant bitches
has not been tested. ~

You May Notice: Vomiting, loose stools (with or without blood)
and decreased activity following treatment. If you notice these signs,
contact a veterinarian.

Directions: Each flavored chewable contains 30 mg of pyrantel pamoate
_and 30 mg of praziquantel. The dose for each drug is 2.27 mg per pound of
hody weight {5 mg/kg). Please refer to the following dosing table for help
finding the right dose for your dog.

WormXPlus Flavored Chewables Dosing Table

Dog Weight Number of Chewables
5.00 12.0 pounds 1

12.1 10 25 pounds 2

More than 25 pounds Use the 114 mg size

» You should weigh your dog to make sure you are giving the right dose.

o WormXPlus Flavored Chewables are palatable if offered by hand.
If your dog does not voluntarily eat the chewable, you can hide the
chewable in a small amount of food or place it in the back of the dog's
mouth for forced swallowing.

o Make sure that the dog eats the complete dose.

o Watch the dog for a few minutes after dosing to make sure the
chewable is not rejected.

Other Information: ;
Recommended De-Worming Schedule: Consult your
veterinarian for assistance in the diagnosis, treatment, and control of
parasitism. De-worming schedules may vary depending on the climate
where you live and the activity of your dog.

Re-treatment: Re-treatment of your dog may be necessary as
datermined by laboratory fecal examination and/or if your dog is living
where re-infections are likely to occur. Consult your veterinarian for
assistance in the diagnosis and prevention of re-infection. In case of
re-infection with tapeworms { Dipylicium caninum), consult your veterinarian
for advice on how to remove fleas from the dog and the environment.

Storage: Store at controlled room temperature of 53-86°F {15-30°C).

- Questions? Comments?

To report a suspected adverse reaction, calf 1-800-338-3659.

Manufactured by:

Virbac AH, Inc.

Consumer Brands Division
Fort Worth, TX 76161
1-800-338-3659
www.virbacpets.com
MADE IN USA

NADA 141-261, Approved by FDA. 301625-02
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(pyrantel pamoate/praziquantel)

WormXPlus™ Flavored Chewables
Package contents: Blisters of 4 or 12 chewables

DRUG FACTS

Active Ingredients (in each chewable): Pyrantel Pamoate

(30 mg) and Praziquantel {30 mg)

Purpose: De-wormer for Small Dogs and Puppies Only (6.0 to 25 pounds)

Uses: For the treatment and control of

* Roundworms (Toxocara canis, Toxascaris leonin)

* Hookwarms {Ancylostoma caninum, Ancylostoma braziliense,
and Uncinaria stenocephala)

o Tapeworms (Dipylidium caninum, Taenia pisiformis)

Human Warning: Keep this and all medication out of the
reach of children. To obtain product information, including a Material
Safety Data Sheet (MSDS), call 1-800-338-3659.

When Using This Product:

* Consult your veterinarian for assistance in the diagnosis, treatment, and
control of parasitism.

* Do not de-worm a dog or puppy that is sick. Consult a veterinarian for
diagnosis of the iliness.

* WormXPlus Flavored Chewables are safe for use in puppies 12 weeks
or older and adult dogs. Safety in breeding dogs and pregnant hitches
has not been tested.

You May Notice: Vomiting, loose stools (with or without blood)
and decreased activity following treatment. If you notice these signs,
contact a veterinarian.

Directions: Each flavored chewable contains 30 mg of pyrantel pamoate
and 30 mg of praziquantel. The dose for each drug is 2.27 mg per pound of
body weight (5 mg/kg). Please refer to the following dosing table for help
finding the right dose for your dog.

WormXPlus Flavored Chewables Dosing Table

Dog Weight Number of Chewables
6.0 to 12.0 pounds ‘ 1

12.1 to 25 pounds 2

More than 25 pounds Use the 114 mg size

* You should weigh your dog to-make sure you are giving the right dose.

o WormXPlus Flavored Chewables are palatable if offered by hand.
If your dog does not vohuntarily eat the chewable, you can hide the
chewable ina small amount of food or place it in the back of the dog’s
mouth for forced swallowing.

o Make sure that the dog eats the complete dose.

» Watch the dog for a few minutes after dosing to make sure the
chewable is not rejected.

Other Information:

Recommended De-Worming Schedule: Consult your
veterinarian for assistance in the diagnosis, treatment, and control of
parasitism. De-worming schedules may vary depending on the climate
where you live and the activity of your dog.

Re-treatment; Re-treatment of your dog may be necessary as
determined by laboratory fecal examination and/or if your dog is living
where re-infections are likely to occur. Consult your veterinarian for
assistance in the diagnosis and prevention of re-infection. In case of
re-infiection with tapeworms {Dipylidium caninum), consult your veterinarian
for advice on how to remove fleas from the dog and the environment.

Storage: Store at controlled room temperature of 53-86°F {15-30°C).

Questions? Comments?
To report a suspected adverse reaction, call 1-800-338-3653.

Manufactured by:

Virbac AH, Inc.

Consumer Brands Division
Fort Worth, TX 76161
1-800-338-3659
www.virbacpets.com
MADE IN USA

NADA 141-261, Approved by FDA. 301625-01
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WormXPlus™ Flavored Chewables
Package contents: Blisters of 2 or 12 chewables

DRUG FACTS

Active Ingredients (in each chewahle): Pyrantel Pamoate
(114 mg) and Praziquantel (114 mg)

Purpose: De-wormer for Medium and Large Dogs Only

{Greater than 25 pounds)

Uses: For the treatment and control of

* Roundworms ( Toxacara canis, Toxascaris leonina)

* Hookworms (Ancylostoma caninum, Ancylostoma braziliense,
and Uncinaria stenocephala)

* Tapeworms [ Dipylidium caninum, Taenia pisiformis)

Human Warning: Keep this and all medication out of the
reach of children. To obtain product information, including a Material
Safety Data Sheet {MSDS), call 1-800-338-3659.

When Using This Product:

* Consult your veterinarian for assistance in the diagnosis, treatment, and
control of parasitism.

* [Jo not de-worm a dog or puppy that is sick. Consult a veterinarian for
diagnosis of the illness.

* WormXPlus Flavored Chewables are safe for use in puppies 12 weeks
or older and adult dogs. Safety in breeding dogs and pregnant bitches
has not been tested.

You May Notice: Vomiting, loose stools (with or without blood) -
and decreased activity following treatment. If you natice these signs,
contact a veterinarian.

Directions: Each flavared chewable contains 114 mg of pyrantel
pamoate and 114 mg of praziquantel. The dose for each drug is 2.27 mg
per pound of body weight (5 mg/kg). Please refer to the following
dosing table for help finding the right dose for your dog.

018

WormXPlus Flavored Chewables Dosing Table

Dog Weight. Number of Chewables
6.0 o 25 pounds Use the 30 mq Size

25.1 t0 50 pounds 1

50.1 to 100 pounds 2

100.1 to 150 pounds 3

150.1 to 200 pounds 4

* You should weigh your dog to make sure you are giving the right dose.

* WormXPlus Flavored Chewables are palatable if offered by hand.
If your dog does not voluntarily eat the chewable, you can hide the
chewable in a small amount of food or place it in the back of the dog's
mouth for forced swallowing.

¢ Make sure that the dog eats the complete dose.

¢ Watch the dog for a few minutes after dosing to make sure the
chewable is not rejected.

Other Information:
Recommended De-Worming Schedule: Consult your
veterinarian for assistance in the diagnosis, treatment, and control of

* parasitism. De-worming schedules may vary depending on the climate

where you live and the activity of your dog.

Re-treatment: Re-treatment of your dog may be necessary as
determined by laboratory fecal examination and/or if your dog is living
where re-infections are likely to occur. Consult your veterinarian for
assistance in the diagnosis and prevention of re-infection. In case of
re-infection with tapeworms { Dipylidium caninum), consuit your veterinarian
for advice on how to remove fleas from the dog and the environment.

Storage: Store at controlled room temperature of 59-86°F (15-30°C].

Questions? Comments?
To report a suspected adverse reaction, call 1-800-338-3659.

Manufactured by:

Virbac AH, Inc.

Consumer Brands Division
Fort Worth, TX 76161
1-800-338-3659
www.virhacpets.com
MADE IN USA

NADA 141-261, Approved by FDA. 301626-02
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WormXPlus™ Flavored Chewables
Package contents: Blisters of 4 or 12 chewables

DRUG FACTS

Active Ingredients (in each chewable): Pyrantel Pamoate
(114 mg) and Praziquante {114 mg)

Purpose: De-wormer for Medium and Large Dogs Only

{Greater than 25 pounds)

Uses: For the treatment and control of

* Roundworms {Toxocara canis, Toxascaris leonina)

* Hookworms [Ancylostoma caninum, Ancylostoma braziliense,
and Uncinaria stenocephala)

» Tapeworms { Dipylicium caninum, Tagnia pisiformis)

Human Warning: Keep this and all medication out of the
reach of children. To obtain product information, including a Material
Safety Data Sheet (MSDS), call 1-800-338-3659.

When Using This Product:

+ Consult your veterinarian for assistance in the diagnosis, treatment, and
control of parasitism.

* Do not de-worm a dog or puppy that is sick. Consult a veterinarian for
diagnosis of the illness.

* WormXPlus Flavored Chewables are safe for use in puppies 12 weeks
or older and adult dogs. Safety in breeding dogs and pregnant hitches
has not been tested.

You May Notice: Vomiting, loose stools (with or without blood)
and decreased activity following treatment. If you notice these signs,
contact a veterinarian.

Directions: Each flavored chewable containg 114 mg of pyrantel
pamoate and 114 mg of praziquantel. The dose for each drug is 2.27 mg
per pound of body weight (5mg/kg). Please refer to the following
dosing table for help finding the right dose for your dog.

WormXPlus Flavored Chewables Dosing Table

Dog Weight Number of Chewables
6.0 to 25 pounds Usé the 30 mg Size

25.1 10 50 pounds 1

50.1 10 100 pounds 2

100.1 to 150 pounds 3

150.1 to 200 pounds 4

* You should weigh your dog to make sure you are giving the right dose.

« WormXPlus Flavored Chewables are palatable if offered by hand.
If your dog does not voluntarily eat the chewable, you can hide the
chewable in a small amount of food or place it in the back of the dog's
mouth for forced swatlowing.

* Make sure that the dog eats the complete dose.

o Watch the dog for a few minutes after dosing to make sure the
chewable is not rejected. '

Other Information:

Recommended De-Worming Schedule: Consult your
veterinarian for assistance in the diagnosis, treatment, and control of
parasitism. De-worming schedules may vary depending on the climate
where you live and the activity of your dog.

Re-treatment: Re-treatment of your dog may be necessary as
determined by laboratory fecal examination and/or if your dog s living
where re-infections are likely to occur. Consult your veterinarian for
assistance in the diagnosis and prevention of re-infiction. In case of

re-infection with tapewaorms (Dipylidium caninum), consult your veterinarian

for advice on how to remove fleas from the dog and the environment.
Storage: Store at controlled room temperature of 53-86°F (15-30°C).

Questions? Comments?
To report a suspected adverse reaction, call 1-800-338-3659.

Manufactured by:

Virbac AH, Inc.

Consumer Brands Division
Fort Worth, TX 76161
1-800-338-3659
www.virbacpets.com
MADE IN USA

NADA 141-261, Approved by FDA. 301626-01
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Flavored Chewables Flavored Chiewables E Flavored Ghewables
30 mg Pyrantel Pamoate 30:mg Pyrantel Pamoate : 30 mg Pyrantel Pamoate
/30 mg Praziquantel H /30 myg Praziquantel’ H / 30 mg Praziquantel:
For Small Dogs & PuppiesiOnly | For Small Dogs & Puppies Only ; For Small Dogs & Puppies Only
6.0 to 25 Ibs. H 6.0t0251bs. | 6.0 10 25 Ibs.
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WormX Plus Blister Card
Dotted Lines and Magenta does not print, shows perforation and
for placement only.

4,7286" X 3.1538"
120mm X 80mm
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Consult your veterinarian

for assistance in the diagnosis,
treatment and control of
parasitism.

For use only as directed on package ir and back panel.
NADA 141-261 = Approved by FDA » Net 2 Flavored Chewables
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(pyrantel pamoate/praziquantel)

Flavored Dog De-Wormer Chewables
2 Chewables For Small Dogs and Puppies
(6.0 to 25 pounds)

Dosage, directions for use and complete product safety information: See package insart

Dog Weight Number of Chewables
6.0 10 12.0 pounds 1

121t 25 pounds 2

More than 25 pounds Use the 114 mg size

WormXPlus™ Flavored Chewables are racommended for dogs 12 weeks of age and oldet

PRECAUTIQN: The safety of WormXPlus Flavored Chewables in breeding dogs and pregnant
bifches has not been determined.

KEEP THIS AND ALL MEDICATION OUT OF THE REACH OF CHILDREN.

In case of ingesstion by humans, contact 2 physician immediately. Physicians may contact a Poison Control
Canter for advice concerning cases of ingestion by humans, To oblain product information, including a
Material Safety Data Sheet [MSDS), please call 1-800-338-3559.

Store at cantrolled roam temperature of S9-867F (15-30°C)

Manufactured by

Virbac AH, Inc.

Consumer Brands Division TAREINE:

FotWorth, TX 76161 (

1-800-338-3659 onssnvsuna.

wwowibacpets.com 5019"'17603"" 7
MADE INUSA Product No. 17603

920
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4 Tablets (30 mg each) QIR XFZN I

Flavored Dog De-Wormer Chewables
4 Chewables For Small Dogs and Puppies

(6.0 to 25 pounds)

Dosage, directions for use and complete product safety information; See patkage insert.

Dog Weight Number of Chewables
6.0 10 12.0 pounds ]

12.1 10 25 pounds ?

More than 25 pounds Use the 114 mg size

Worm)Plus™ Flavored Chewables are recommended for dogs 12 weeks of age and older

i{arflhe treatment and control of
roundworms (Toxocara canis,
‘Toxascaris leoninag); hookworms

PRECAUTION: The safety of WormXPius Flavored Chewables in breeding dogs and pregnant
bitches has not been detemnined.

(Ancyl € , Ancyl
braziliense, Uncinaria stenocephala);
and tapeworms (Dipyliditen caninim,
Taenia pisiformis) in dogs and pupples,

KEEP THIS AND ALL MEDICATION OUT OF THE REACH OF CHILDREN,
Incase of ingestion by humans, contacta physician immediately. Physicians may cantact a Poison Control
Center for advice conceming cases af ingestion by iumans. To obtain product information, including a

Active ingredient: Each flavored Material Safety Data Sheet (MSDS), please call 1-800-338-3659,

chewable contains 30 mg pyrantel

pamiateand 30 meprazigtiantel Store at controlled room temperature of 53867 {15-307C)
Consult your veterinarian
for assistance in the diagnosis,
treatment and control of &'Ial}ZUfﬁU;w by:
parasitism. fbacAfInc.
Consumer Brands Division THELNE
Fort Worth, TX 76161
For use only as di D ackage i d back panel. 1-800-338-3659 OBSERVE LABEL
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roundworms (Toxocara canis,

To is leonina); hook ms
(Ancylostoma caninum, Ancylostoma
braziliense, Uncinaria stenocephala);
and tapeworms (Dipylidium caninum,
Taenia pisiformis) in dogs and pupples.

Active ingredient: Each flavored
chewable contains 30 mg pyrantel
pamoate and 30 mg praziquantel.

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

|

For use only as directed on package insert and back panel.
NADA 141-261 * Approved by FDA = Net 12 Flavored Chewables

sa[qomay) 1BuIopm-3q boQq paioav(y

(pyrantel pamoate/praziquantel)

Flavored Dog De-Wormer Chewables
12 Chewables For Small Dogs and Puppies
(6.0 to 25 pounds)

Dosage, directions for use and complete product safety information: See package insert

Dog Weight Number of Chewables
6.0t0 12.0 pounds 1

12.1 10 25 pounds ?

Mare than 25 pounds Use the 114 mg size

- WormXPlus™ Flavored Chewables are recommended for dogs 12 weeks of age and older.

PRECAUTION: Tha safety of WormXPlus Flavored Chewables in breeding dogs and pragnant
bitches has not bean determined.

KEEP THIS AND ALL MEDICATION OUT OF THE REACH OF CHILDREN,

In case of ingestion by humans, contact a physician immediately. Physicians may contact & Poison Control
Canter for advice conceming cases of ingestion by humans. To abtain product information, including a
Maerial Safety Data Shaet (MSDS), please call 1-800-338-3659,

Storg at controlled room temperature of 59-86'F (15-30°C)

1

l i

Meanufactured by: !
Virbac AH, Inc. |
Consumar Brands Division TAKE TIME !
Fort Worth, TX 76161 |
1-800-336-3659 mﬁn@m 95019"17612" 9 |
wwwvirbacpets.com DIRECTIONS i
MADE IN USA Product No. 17612 500514-01 f
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For Medium
and Large Dogs

(Greaterthan 25 pounds)

Tor the treatment and control of
roundworms (Toxocara canis,
i R s e

(Ancyl i, Ancyl
bmzi"lkusc, Uncinaria stenocephala);
and tapeworms (Dipylidium caninum,

Taenia pisiformis) in dogs and puppies.

Active ingredient: Each flavored
chewable contains 114 mg pyrantel
pamoate and 114 mg praziquantel,

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

For use only as directed on packag
NADA 141-261 = Approved by FDA = !

1sert and back panel.
't 2 Flavored Chewables

Sa[qomayD JauLIop-2Qq Boq paloavfy

(pyrantel pamoate/praziuantel)

Flavored Dog De-Wormer Chewables
2 Chewables For Medium and Large Dogs
(Greater than 25 pounds)

Dosage, directions for use and complete product safety information: See package insert

Dog Weight Number of Chewables
6.0 10 25 pounds Use the 30 mg Size

25.1 050 pounds 1

50.1 to 100 pounds ?

100.1 to 150 pounds 3

150.1 to 200 pounds 4

WormXPlus™ Flavored Chewables are recommended for dogs 12 weeks of age and older.

PRECAUTION: The safety of WormXPlus Flavored Chewables in breeding dogs and pregnant
bitches has not been determined.

KEEP THIS AND ALL MEDICATION OUT OF THE REACH OF CHILDREN.,

In case of ingestion by humans, contact a physician immediately. Physicians may contact a Paison Control
Center for advice conceming cases of ingestion by humens. To obtain product information, including
Material Safety Data Sheet (MSDS), please call 1-800-338-3659,

Store at controlled room temperature of 59-86°F {15-30°C)

Manufacured by:

Virbac AH, Inc. e

Consumer Brands Division

Fort Wort, 76161 (9)]

1-800-338-3653 OBSERVE LABEL

wwwyirbacpets.com DIRECTIONS 95019717703
USA  Product No.17703 500517-02

—
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For Medium
and Large Dogs

(Greaterthan 25 pounds)

L}

| For the treatment and control of

| roundworms (Toxocara canis,

| Toxascaris leonina); hookworms

i (Ancylostoma caninum, Ancylostoma
| braziliense, Uncinaria stenocephala);

. and tapeworms (Dipylidium caninuem,
,  Taenia pisiformis) in dogs and puppies.
|

1

'

I

|

!

'

I

[}

|

Active ingredient: Each flavored
chewable contains 114 mg pyrantel
pamoate and 114 mg praziquantel.

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

For use only as directed on package insert and back panel.
NADA 141-261 « Approved by FDA « Net 4 Flavored Chewables

sa[qomat) IaurIop-2q boQq pazoav(y

—

WOR!

(pyrantel pamoate/praziquantel)

Flavored Dog De-Wormer Chewables
4 Chewables For Medium and Large Dogs
(Greater than 25 pounds)

Dosage, directions for use and complete product safety information: See package insert.

Dog Weight Number of Chewables
6.0 to 25 pounds Use the 30 mg Size
25.1 to 50 pounds 1

50.1 to 100 pounds 2

100.1 1o 150 pounds 3

150.1 to 200 pounds 4

1-800-338-3658

WormXPlus™ Flavored Chewables are recommended for dogs 12 weeks of age and older.

PRECAUTION: The safety of WormXP|us Flavored Chewables in breeding dogs and pregnant
bitches has not been determined.

KEEP THIS AND ALL MEDICATION OUT OF THE REACH OF CHILDREN,

In case of ingestion by humans, contact a physician immediately. Physicians may contact 2 Poison Control
Center for advice conceming cases of ingestion by humans. To obtain product information, including a
Material Safety Data Shest (MSDS), please call 1-800-338-3659.

Store at controlled rom temperature of 59-86°F (15-30°C)

Manufactured by:
Vim AH‘ Im‘ TAKE TIME
Consumer Brands Division
Fot Worth, X TG 1(®)]
95019"177083"" 4

No. 17703 500517-01

I
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For Medivm
and Large Dogs
(Greaterthan 25 pounds)
For the treatment and control of
roundworms (Toxocara canis,

1

;

| To is leonina); hook

. (Ancylostoma canintim, Ancylostoma
1

1

1

brazitiense, Uncinaria stenocephala);
and tapeworms (Dipylidium caninum,
Taenia pisiformis) in dogs and pupples.

(pyrantel pamoate/praziguantel)

Flavored Dog De-Wormer Chewables
12 Chewables for Medium and Large Dogs
(Greater than 25 pounds)

Dosage, directions for use and complete product safety information: See package insert.

Dog Weight Number of Chewables
6.010 25 pounds Use the 30 mg Size

25.1 to 50 pounds 1

50.1 10 100 pounds ?

100.1 to 150 pounds 3

150.1 to 200 pounds 4

WormXPlus™ Flavored Chewables are recommended for dogs 12 weeks of age and oldar.

CAUTION: The safety of WormXPlus Flavored Chewables in breeding dogs and pregnant
bitches has nat been determined.

KEEP THIS AND ALL MEDICATION OUT OF THE REACH OF CHILDREN.
In case of ingestion by humans, contact a physician immediately. Physicians may contact a Poison Control

1
1 . |
e it Y Center o afice conceming ases ofigestion by humans Toobainproduc nformaton, incuding |
B T s 138 1 DL, Mataral Saety Data Sheet (MSDS) please cal 1-600:338.3659 :
' 1
: Consult your veterinarian : Stare at controlled room temperature of 53-86F (15-30°C), :
| for assistance in the diagnosis, 3 i
| treatment and control of parasitism. Manufzctured by: :
i Virbac AH, Inc. |
! Consumer Brands Division AT
Fart Worth, TX 76161
For use only as directed on pa 8 panel. 1-00-338-3653 OBSERVE LABEL o Mgsa19l7 771
NADA 141-261 = Approved by FDA « Net 12 Flavored Chewables www.virbacpets.com PRMECTIONS 1
MADE INUSA Product No. 17712 50051801 _;//
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ACCORDIAN INSERT

Indications: For the treatment: and control of roundworms
(Taxocara cans, Touasaarts leoning),

hookworms (Angylsstoma

mmubmzi andUmméansz
mdupewmm(ﬂ:pybdmm caninurm, Taenia pis nms}'
Dosage - Dog weight No. oFG'iewables
6.0to0 12 Ibs

P25 e Dot 2
More than 25 Ibs.. . Use the 114 mg chewable
For complete product information, see @ insert.

Store at controled room temperature of 59-86 'F (15-30°C).

Human warning: Keep this and all medication out of reach
of children. To obtam product information, including a
Material Safety Data Sheet (MSDS), call 1-800-338-3659.

Manufactured by Virbac AH, Inc. * Fort Worth, TX 76137

NADA 1 Approved by FDA

41-201,

Virbac AH, Inc. + Fort Worth, TX 76137 o A

038A

Fort Wowth, TX 76137

NDC-000000-000-00 :
I
~~~~~ o vrbaﬂtEI | Human ? Keep this
Bamoate / praziquantel} | and all medication out of
Lt B | iomen, e
rfor Fas e :
Sm::tldogsal!uiD:(i‘;;:v?'ijsIy 6.0 to 25 Ibs, = E Material Safety Data. Sheet: |
Each chewable contains g | {MSDS), call 1-800-338:3659;
30 mg pyrantel pamoate : -
and 30 mg praziquantel : Mfd. by: Virbac AH, lnc.
I
I
I
|
I

000000-01-

ACCORDIAN INSERT
 Print fext on base iabel

Inhcasiora: for the veament and conrl of

Toundwarm
(Vemocemy o, Towowars fnomis), hocloworms (Anboons ™
& il irbantel
and { e, Taomss ] :
-Dogweight No.of Cheuables (PYTafItEl pamoate | praziquantel)
Ak e i Flavored Chewables
1212 I o na e

Mwelh-:lsln U-lhl"qd-ﬂl

NOC-000000.000-00

dt&nhh

hxm‘bumﬂhmmn
Heeran warming Keep s and ol mediration ot of vech ~ and 30

mfomation, induley &
Naterial Safety Diata Sheet (MSDS), caf 1.800-338:3659.
Marufactured by Visbae AH, Inc. « Fort Worth, TX 76157

Human Warming: Keep this
and all medication out of
reach of chikdren. To cluain
product information, induding a
Material Safety Data Shest
(MSDS), call 1-800-338-3659.,

Mfd. by: Virbac AH, Inc.
Fort Worth, TX 76137

000000-01

1
1
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ACCORDIAN INSERT

Indications: For the treatment and control of NDC-000000-000-00 | | ™
;-‘am;‘t‘l”worms m:nm canis, Tnmc?qns feonina), Virba.nte

ookworms Angdosrm cantnum, myasﬁom . ™
brazifense, and Unciara stenocephala), and tapeworms [y sanreyest Flavored Chewables

(Dipylidium caninum, Taenia rmis).

Dosage - Dog weight umber of Chewables Package contents:

SR TEhe e ;! battle of 250 flavored chewables
More than 25 1bs . . .. ... Use the 114 mg size Drug Facts
f,,;‘:h";."m"'"“ product information, see I mer for Doge Only Active Ingredients (in each chewabie):
Seors_at room tempersaure of Sll'lﬂt.'hﬁll‘ldpl.l’]:!iel--&l)thSI!1 pyrantel pamoate (30 mg) and
$-86°F (1530 gl)'. praziquantel (30 mg)

Human Warning: this_and all Each chewsble contains
medication our of ruch children. To 30 mg pyrants] pamosts

obtain ;,,f,m,ﬂo,, indudi De-wormer for Smali
a
mf% Data Sheet (MSDS),r"c-n and 30 mg praziquants|

Purposa:
Dogs and Puppies Only (8.0 to 25
pounds).

L e e ———— e ——————— |

Mmfaﬂwd by: 000000-01  virhac AH, Inc. Fort Worth, TX 76137
Virbac AH, Inc. « Fort Worth, TX 76137 : Uses: For the treaiment and control of:
ADA 141-261, Approved by FDA R i omt
}
ACCORDIAN INSERT
Print text on base lebel

I. Fﬂ'zbmm_rmdm;:-:)f Nocnooaun-oou-uu E Vi I t‘elm
Rl Eaey RS Virb ™ Flavored Chewables
fwm %M ’ td ante Package conlents:
?b‘fn‘“&ﬂ‘ﬁ;:'t:::::::::::: {pyran | / praziquantel) g botie of 250 flavored chewables
More than 25 1bs .. ..... uud-rumgd- Flavored Chewables : i Drug Fact
]

For complete product informati

package insert. De-wormer for Dogs Only i
Store a5 controlled room tempera Small dogs and puppies - 6.0 to 25 lbs
S086'F (1530°0). o :cf

Human Waming; Keep this and all Each chewable cantains

medication out of reach of children. To 30 mg pyrantal pamoate
obtain product information, includi :
Material 5 Safery Data Sheet (MSOS), call 2nd 30 mg praziquantel

Active ingredients (in each chewahie):
pyrantel pamoate (30 mg) and
praziquantel (30 mg)

Purpose: De-wormer lor Small
Dogs and Pupples Only (6.0 to 25

1-800-338 pounds).
Manufactured by: 00000001 irtiac AH, Inc. Fort Warth, TX 76137
Virbac A, Inc. * Fors Worth, TX 76137 | g PR TOETT )




Virbantel™
Flavored
Chewables
Package contents:
bottle of 100

flavored chewables
Drug Facts

Active Ingredients

(in each chewable):
pyrantel pamoate (30 mg)
and praziquantel (30 mg)

Purpose: De-wormer
for Small Dogs and
Puppies Only (6.0 to
25 pounds).

Uses: For the treatment
and controi of:

) * Roundworms
1 (Toxocara canis,
: Toxascaris leonina)

Hookworms
(Ancylostoma caninum,
brazz/tense and -
Uncinaria stenocephala)

+ Tapeworms
(Dipylidium caninum,
Taenia pisiformis)

Human Warning:
Keep this and all
medication out of the
reach of children. To
obtain product information,
including a Material
Safety Data Sheet (MSDS),
call 1-800-338-3659.

When Using This
Product:

» Consult your veterinarian
for assistance in the
diagnosis, treatment, and
control of parasitism.

« Do not de-wom a dog
or puppy that is sick.
Consult a veterinarian for
diagnosis of the illness.

* Virbantel Flavored
Chewab[es are safe

Prppres—
weeks or older and
adult dogs. Safety in
breeding dogs  and
pregnant bitches has
not been tested.

You May Notice:
Vomiting, loose stools
(with or winout blood)
and lethargy following
treatment. If you notice
these signs, contact a
veterinarian.

e e e e e e b

2

Directions: Each
flavored chewable
contains 30 mg of
pyrantel pamoate and
30 mg of praziquantel.
The dose for each drug
is 2.27 mg per pound
of body weight (5 mg/kg).

following dosing table
for help finding the
right dose for your dog.

and all medication out of
reach of children. To obtain
product information, induding a
Matenial Safety Data Sheet
(MSDS), call 1-800-338-3659.

Mfd. by: Virbac AH, inc.
Fort Worth, TX 76137

! 000000-01
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1
1
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|
1
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i
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|
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Please refer to the !
i
1
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f
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|
]
1
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Human Waming: Keep this !

1

1

1

i
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[
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1
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i

!

|

|

|

|
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1 Virbantel Flavored
I Chewables Dosing Table

Dog Weight/
Number of Chewables

6.0 to 12 pounds:
1 Chewable

12.1 10 25 pounds:
2 Chewables

More than 25 pounds:
Use 114 mg size.

+ You shouid weigh
your dog to make sure
you are giving the right
dose.

+ Virbantel Flavored
Chewables are palatable
if offered by hand. If
your dog does not
voluntarily eat the
chewable, you can
hide the chewable in a
small amoum of food

%

—oF-place-}
t of the dog's mouth for
1 forced swallowing.

i * Make sure that the
| dog eats the complete
! dose.

|

| -Watch your dog for a
few minutes after
dosing to make sure
the chewable is not
rejected.

)
! Other Information:

De-WormIngdgg‘dedul
Consult your veterinarian
i for assistance in the
! diagnosis, treatment,
and  control  of
parasitism. De-worming
schedules may vary
depending on the
climate where you live
and the activity of your
dog.

Re-treatment:
Re-treatment of your
qog mEy e TR

as determined by
laboratory fecal
examination and/or if
your dog is living
where re-infections are
likely to occur. Consult
your veterinarian for
assistance in the
diagnosis and prevention
of re-infection. In case
of re-infection with
tapeworms (Dipylidium
caninum), consult your
veterinarian—

on how to remove
fleas from the dog
and the environment.

e et S L

Manutactured by:
Virbac AH, Inc.
Fort Worth, TX 76137

Storage: Store at
controiled room
temperature of 59-86°F
(15-30°C).

L___

1
l

Questions?
Comments?

To report a suspected
adverse reaction, call
1-800-338-3659.

Last revised 3/16/06

NADA 141-261,
Approved by FDA

Virbantel is a trademark
of Virbac S.A. © 2005
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Virbantel™
Flavored
Chewables
Package confents:
botlle of 100

flavored chewables
Qugfacts
Active Ingredients
{in each chewable):
pyrarttel pamoate (30 my)
and praziquaniel (30 mg)

Purpose: De-wormer
for Small Dogs and
Pupples Only (6.0 fo
25 pounds),

Useoa: For the treatment
and control of:

+ Roundworms

9 caviinum,
raenia pls'olmla)

Human Warning:
Keep fhis and all
medicalion out of lhe
reach of cnudran To
obtai

in
lncludllal'\ogdw; Malarlal

ety h
call 1-800-338- 3559

When Using This
Product:

for assistance In the

d , 116

conirol of parastism.

« Do not de-worm &

or pupw 1hat 1s. slck
rian o]

dlagnosls of the lunm

« Virbantel Flavored
Chewables are sale

Peppi
weeka of older and
adult dogs. Satety In
breeding dogs and
pregnant bitches has
nct been tested.

Vou Mly Noﬂee

Vomiting, stools

{with o wi lthoul biood)

snd lethargy lollnwlng
aiment. If you

ll\ese signs, conIacl a
velerinarian.

Directions: Each
havored  chewable
contalns 30 mg of
pyrantel pamoate and
30 mg of praziquantel.
The dose for each drug
Is 2.27 mg per pound.
of ht (5 mgAg).
Please refer to the
tollowing dosing table
for heip linding ihe
Hight dose for your dog.

i
e

Human Warring: Kesp this
and all medication out of
seach of children. To obtain
productinformaion, including a
Material Safety Data Sheet
(MSDS), call 1800-338.3659.

MFd. by: Virbac AH, Inc.
Fort Worth, TX 76137

000000-01 l

b e e e =

8880

vxrhmd Flavored
Chevables Dosing Tabile

Dog Welght/
Mumbw ‘of Chewabies

%able :
FEE R
Rt

+ You should weigh
your dog lo make sure
you are glving the right
dose.

+ Virbantel Flavored
Chewables are

‘palaiable
it offered by hand. it
¥ does ot
voluniarly eat 1he
chewable, you can
hide the chewable In a
small amount of food
PAace-R-i-the-back
of the dog's mouth for
forced swallowing.
* Make sure hat the
dog eals the complete
dose.

*Watch your dog for a
few minules afler
dosing to make sure
the chewable ls not
rejected.

Cther Information:

ng: 3
‘Consull your velerinarian
lor assistance In the
diagnosis, treatment,
and  oconirol  of
parasiism. De-worming
schedules may vary
depending on the
climate where you live
and Ihe activity of your
dog.

Re-treatment:
Re-ireatment of your
O TGy e TRTR ey
as determined by
laboratory 1ecal
exantinalion and/or i
your dog Is llving
where re-infections are
ikely to occur. Consul
your veterinarian for
assistance In  the
and

diagnosis and prevertion
of re-infection. in case
of re-infection with
tapeworms (Dipylkilum
caninum), consult your

on how lo remove
fieas from the dog
and the environment.

Manufactured by:
Virbac AH, inc.

Fort Worth, TX 76187
Storage: Store al
controlled room
femperature of 59-86'F
(15-30°C).

e6llons|
Comments?
To report'a suspected
adverse reaction, call
1-800-338-3659.

Last revised 3/16/08
NADA 141-261,
Approved by FDA

Virbantef is a trademark
of Virbac $.A, © 2006




Virbantel™

Flavored Chewables

Package contents:
boitie of 250 flavored chewables

Drug Facts

Active Ingredients (in each chewable):
pyrantel pamoate (30 mg) amd
praziquantel (30 mg)

Purpose: De-warmer for Small
Dogs and Pupples Only (6.0 to 25
pounds),

Uses: For the treatment and controt of:

+ Roundworms (Toxocara canis,
Toxascarls leoning)

+ Hookworms (Ancylostoma caninum,
Ancylostoma brazillense, and
Uncinatia stenocaphala)

« Tapeworms (Dipyliclium caninum,
Taenia pisiformis)

Human Warning:

Keép this and all medication out of
reach of children. To oblain product:
infotmation, Including a Material
Satety Data Sheet (MSDS), call
1-800-338-3659.

When Using This Product:

*Consult your veterinarlan for
assistance in the diaghosis,
| -treatment -and control-of- parasiism. ~ |
+ Do not de-worm a dog or puppy
that Is sick. Consult a veterinarian
for dlagnosls of the {liness.

+ Virbantel Flavored Chawables are
gale for use In puppies 12 weeks or
older and adult dogs. Safely in
breeding dogs and pregnant bitches
has not been tested.

You May Notice:

Vomiting, loose stools (with or
without  blood) and lethargy
following treatment. i you notice
these signs, contact a veteninarian,

Directions: Each flavored chewable
contains 30 mg of pyrantel pamoate
and 30 mg of praziquantel. The dose
for each drug Is 2.27 mg per pound
of body welght (6 mg/kg). Please
refer o the following dosing table for
help tinding the right dose for your
dog. ’

000000-01

L dose. .

Virbantel Flavored
Chewables Dosing Table

Doag Weight /
Number of Chewables

6.0 10 12 pounds:
1 Chewable

12.1 1o 25 pounds;
2 Chewables

More than 25 pounds:
Use 114 mg size.

» You should weigh your dog to
make sure you are giving the righ

« Virbantel Flavored Chewables are
palatable i offered by hand. If your
dog .does not voluntarly eat the
chewable, you can hide the
chewable in a small amount of food
or piace i in the back of the dog's
mauth for forced swallowing.

« Make sure that your dog eats the
complete dose.

+Watch your dog for a few minutes
after dosing io make sure the
chewable Is hot rejected.

Other Information:

Recommended

De-Worming Schedule:

Consult your veterinarian for

assistance In  the diagnosls,
“realment, ana coiiral of parasiiism. |

De-worming schedules may vary

depending on the climate where you

Iive and the activity of your dog.

Re-treatment:
Re-treatment of your dog may be
necessary as determined by
laboratory fecal examination and/or
¥ your dog s living  where
re-infections are ilkely fo occur.
Consult your veterinarlan  for
assistance in the dlagnosis and
of re-infection. In case of
re-intection with tapeworms
(Dipylidium caninum), consult your
veterinarian tor advice on how fo
remove fleas from the dog and the
environment.

_Manutactursd by:. . oo
Virbac AH, Inc.
Fort Worth, TX 76137

Storage: Store at controlled room
temperature of 59-86°F (15-30°C).

Questions? Comments?

To report a suspected adverse
reaction, call 1-800-338-3658,

Last revised 3/16/08

NADA 141-261, Approved by FDA

Virbantel is a trademark of Virbac
S.A. © 2005
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Indications: For the treatment and control of
roundworms (Toxocara canis, Toxascaris leonina),
hookworms (Ancylostoma caninum, Ancylostoma
braziliense, and Uncinaria stenocephal), and

- (Dipylidium caninum, Taenia pisiformis).

‘Dosage - Dog weight Number of Chewables
6.0to25%bs........... Use the 30 mg size
251toS50Mbs......... ...l
501tot1001lbs............... 2
100.1t018010bs.............. 3
150.1t02001bs.............. 4

For complete product information, see
package insert.

Store at controlled room temperature of
59-86°F (15-30°C).

Human Warning: Keep this and all

medication out of reach of children. To obtain
roduct information, including a Material Safety
ata Sheet (MSDS), call 1-800-338-3659.

Manufactured by: 000000-01
Virbac AH, Inc, « Fort Worth, TX 76137

145%

l

Virbac AH, Inc. - Fort Worth, TX 76137

NDC-000000-000-00
Virbac

ANIMAL HEALTH

Flavored Chewables

De-wormer for Dogs Only
Medium and Large dogs -
25.1 to 200 Ibs

Each chewable contains
114 mg pyrantel pamoate
and 114 mg praziquantel

NADA 141-261, Approved by FDA

Virbantel™

(pyrantel pamoate / praziquantel)

Virbantel™ Favored Chewables

Pack contents: bottle of 100 flavored
chewables

Drug Facts

Active Ingredients (in each chewable):
pyrantel pamoate (114 mg) and
praziquantel (114 mg)

Purpose: De-wormer for Medium and
Large Dogs Only (Greater than 25 pounds}).

Uses: For the freatment and control of:

» Roundworms (Toxocara canis,
Toxascaris leonina)

+ Hookworms (Ancylostoma caninum,
Ancylostoma braziliense, and Uncinaria
stenocephala)

« Tapeworms (Dipylidium caninum,
Taenia pisiformis)

Human Warning: Keep this and all
medication out of the reach of chiidren.

To obtain product information, including a
Material Safety Data Sheet (MSDS), call
1-800-338-3659.

e e o e et o v - it . —— — — —— = o e i — o

ndications: For the and

i of NDC-000000-000-00

Yy

(e

canis, Toxascaris leonina),

o4

bmzim and Undnaria and
(leidwm caninum, Taenia pmﬁmms)

Manufactured by:

Dosage Number of Chewables .
s0to 25 (:)b‘sb:.ef‘.'f‘. ..... Uree 39 mgoe  (Pyrantel pamoate / praziquantel) 8
to !
501 to 100 Tos . Flavored Chewables
B e o o
rmer for Dogs
For c:em::: product information, see Medium T e d ogs -
Store at controlled room temperature of  25.1 to 200 Ibs
59-86°F (15-30°C). )
Human Waming: Keep this and all Each chewable contains
medccauo?_ out of reach of ohlldr';n Toobtain 114 mg pyrantel pamoate
Pod“ct Qfmaﬂoﬂ l"dud ateﬂa’ Saf!ly -
D reea Sheet (MSDS), call 1-800.336 3650, d 114 mg praziquantel
000000-01

Virbac AH, inc. « Fort Worth, TX 76137

Virbac

ANMIMAL HEALTR

Virbantel™

Virbac AH, Inc. - Fort Worth, TX 76137 -,

NADA 141-261 Approved by FD

l Vrbantelm FlavoredChewabIes
Pmb&cmtents ‘boitie of 100 flavored

Drug Facts

Active Ingredients (in each
pyrantel pamoale (114 mg) and
praziquarte! (114 mg)

Purpose: De-wormer
Large Dogs Only (Greater than 25 pounds).
Uses: For the treatment and control of:

for Medium and

Human Warning: Keep this and all
medication out of the reach of children.

To oblain

product
Malerial Safely Data Sheet (MSDS), call
1-800-338-3859.

information, Inciuding a

LIv0




indications: For the treatment and control of
roundworms (Toxocara canis, Toxascaris leonina),
hookworms (Ancylostoma caninum, An
braziliense, and Uncinaria stenocephala), and tapeworms
(Dipylidium caninum, Taenia pisiformis).

Dosage - Dog weight Number of Chewables
60t025tbs.......... Use the 30 mg size
251t0S0tbs................1
501tc100lbs............... 2
10010 150tbs .. ............ 3
1501 t02000bs.............. 4

For complete product information, see
package insert.

Store at controlled room temperature of
59-86°F (15-30°C).

Human Warmr;g Keep this and all medication
out of reach of children. To obtain product
information, including a Material Safety Data
Sheet (MSDS), call 1-800-338-3659.

Manufactured by: 000000-01
Virbac AH, Inc. * Fort Worth, TX 76137

NDC-000000-000-00
Nrirbac

1Virbantel™

(pyrantel pamoate / praziquantel

Flavored Chewables

De-wormer for Dogs Only

Medium and Large dogs -
25.1 to 200 Ibs

Each chewable contains
114 mg pyrantel pamoate
and 114 mg praziquantel

Virbac AH, Inc.
Fort Worth, TX 76137

ANIMAL HEALTH

e e - " o > T o o e e i O S S Yt S S P YR B H S e i S A o o i e i ]

NADA 141-261, Approved by FDA

Virbantel™ Flavored Chewables

Package conterts: bottte of 250 flavored chewables

Drug Facls

Active Ingredients {in each chmble): pyrantel pamoate

114 mg) and praziquantel (114 mg;
De-womerforMed«wnaMLafgeDogsOnly

(G'ei@'fhan%pomﬂs)

Uses: For the ireatment and omirol of:

Romdwoms(' cams, is &

+H {A
bfazzlmsa and Uncmana stmephala
+ Tapeworms (Dipylidium caninum, Taenia pisiformis}
Human Warming: Keep this and alt medication out of the
reach of children. To obtain product information, including e
Material Safety Data Sheet MSDS), call 1-800-338-3856.
When Using This Product:
+ Consult your veterinarian for assistance in the diagnosis,
freatmertt, and control of parasitism.
< Do not de-worm a that is sick. Consulta
veterinarian for magdnggs ofp uppy
~ Virbantel Flavored Cheuabbs aje safe forusein
12 wesks or older and ad dogsSafetymbreed;rg
and pregnant bitches has not
You May Notice:
Vomiting, loose stools (with or without blood) and decreased
activity following treatment if you nolice these signs,
cortact a velerinarian.
Directions: Each flavored chewable confains 114 mg of
pyrantel pamoate and 114 mg of praziquartel. The dose for
each drug is 227 mg per pound of body weight
{5 mo/ka). Please refer {o the following dosing table for heip
finding the right dose for your dog.

o e e s e e s o 1000 (e i e o s e O S e o e . e e b B e D P o e T Y o e 42t o T




Virbantel™ Flavored Chewables

Package contents: bottie of 100 flavored
chewables

Drug Facts

Actlve Ingredients (in each chewable):
pyrantel pamoate (114 mg) and
praziguantel (114 mg)

Purpose: De-wormer for Medium and
Large Dogs Only (Greater than 25 pounds).

Uses: For the treatment and controi of:

 Roundworms (Toxocara canis,
Toxascaris leonina)

+ Hookworms (Ancylostoma canmum
Ancylostoma braziliense, and Uncinaria
stenocephala)

+ Tapeworms (Dipylidium caninum,
Taenia pisiformis)

Human Warning: Keep this and all
medication out of the reach of children,

To obtain product information, including a
Material Safety Data Sheet (MSDS), call
1-800-338-3659.

When Using This Product:
« Consult your veterinarian for assistance

in the diagnosis, treatment, and control of
parasitism.

+ Do not de-worm a dog or puppy that is
sick. Consult a veterinarian for diagnosis
of the iliness.

+ Virbantel Flavored Chewables are safe
for use in puppies 12 weeks or older and
adult dogs. Safety in breeding dogs and
pregnant bitches has not been tested.

You May Notice: ,

Vomiting, loose stools (with or without
blood) and decreased activity following
treatment. It you notice these signs,
contact a veterinarian.

Directions: Each flavored chewable
contains ‘114 mg of pyrantel pamoate and
114 mg of praziquantel. The dose for each
drug is 2.27 mg per pound of. body weight
(5 mg/kg). Please refer to the following
dosing table for help finding the right dose
for your dog.

225%

Virbantel Flavored Chewables Dosing Table

Dog Weight Number ot Chewables |
6.0 to 25 pounds Use the 30 mg size.
25.1 to 50 pounds 1
50.1 to 100 pounds 2
100.1 to 150 pounds 3
150.1 to 200 pounds 4

* You should weigh your dog to make sure
you are giving the right dose.

+ Virbantel Flavored Chewables are palatabile
if offered by hand. If your dog does not
voluntarily eat the chewable, you can hide
the chewable in a small amount of food or
place it in the back of the dog's mouth for
forced swallowing.

+ Make sure that the dog eats the complete
dose. '

+ Watch your dog for a few minutes after dosing
10 make sure the chewable is not rejected.

Other Information: _
Recommended De-Worming Schedule:
Consult your veterinarian for assistance in
the diagnosis, treatment, and control of
parasitism. -De-worming -schedules -may
vary depending on the climate where you
live and the activity of your dog.
Re-treatment: Re-treatment of your dog
may be necessary as determined by
laboratory fecal examination and/or if your
dog is living where re-infections are likely to
occur. Consuit your veterinarian for
assistance in the diagnosis and prevention
of re-infection. In case of re-infection with
tapeworms (Dipylidium caninum), consult
your veterinarian for advice on how to remove
fieas from the dog and the environment.

Manufactured by:
Virbac AH, Inc. + Fort Worth, TX 76137

Storage: Store at controlled room
temperature of 59-86°F (15-30°C).

Questions? Comments?
To report a suspected adverse reaction, call
1-800-338-3659.

Last revised 3/16/06

NADA 141-261, Approved by FDA
Virbante! is a trademark of Virbac S.A. © 2005
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Virbantel™ Flavored Chewables
gﬁcka&e conlents; bollle of 100 favored
o

Drug Facts
Acl\vs [ngredients {in "wach Ghowable):
pyrantel pamoale (114 mg) and

V’rl:'nl‘l Fhvoud Chuwlblu Dosing T!NC
Do

preziquantal (114 mg)

Purpose: De-wonmer for Medium and
Uarge Dogs Only (Grealer than 25 pounds):

Usos: For the treatment and control of:

+ Roundworms (Toxocara canis,
Toxascaris keonina)

* Hookworms {Ancylostoma caninum,
An, b.stomn bmz/llmse and Uncinaria
sterioce)

. Tapeworms (o:pylk’um ceninum,
Teenia pisHormis)

Human Warning: Keep fthis and all

rmedicatlon out of ihe reach of children.

To obtaln product Information, lmludlnn l

Maileriat Salety Dala Sheet (MSDS). call

1-800-338-3858,

WhenUsing This Product:

+ Consult your velerinarian ftor assislance
Inhe dlagnosts, treatmenl, and conlrol of
parashism.

+ Do not de-worm & dog or puppy thal is
sick. Consutt & velerinarian for dlagnosis
of the liness.

+ Virbantel Flavored Chewables are sale
for use in pupplas 12 weeks or older and
adutt dops, Salety in breeding dogs and
pragnam bitches has not been lested.

You May Notice;
Vomiling, loose stools (with or withoul

(reatment, I you nolice these signs,
contaci a velerinanan,

Dirgctions: Each tlavored chawable
containg 114 mg of pyrantel pamoate and
114 mg of mmuamel The dose lor eaon
diug 18 2.27 mg pel o

(5 makg). Ploase reiar lo the lolm«n
dosing tabra for kelp finding the ngh! dmﬂ
Fot your deg.

blood) and decreased. activity following |-

r=

* You should weigh your dog to make suie
you are ghing the right dose.

+ Vibantel Flavotad Cﬂmm are palalable
1t oftered by hand. if your dog does nol

place 1 In the back o the dog's moulh for
forced swallowing.

» Make sure thal e dog eafs the complele
dose.

* Walch your dog) for a few minutes alter dosing
1o make sure Ihe chewable Is not rejected.
Other information:

Aecommended De-Worming Schedule:
Conautt your veterinarian tor assislance in
the diagnosis, troalment, and control of

parashism. ~De-wothing schedules -mey 1

ing
vaty depending on ihe olimate where you
ive and the aclivity of your dog.

Re-treatment: Re-traaiment of your dog
may be necessary as determined by
Iaboratory fecal examination lndlov [ your

of re-infaction. In case of re-intection with

tapeworms (Dipylidium caninum), consuit
your veterinerian for advioe on how to remove

Iloulram the dog lnd the environmerd.

Manufactured by:

Virbac A, 6, © FOﬂ Wosth, TX 76137

Storage: Store at controlled room

temperature of 5¢-68°F (15-30°C),

Questions? Comments?

To repol a suspected adverse reaction, call

1-800-338-3659,

Last revised /1608

NADA 141-261, Approved by FDA

Vibantel i a iradamark of Vibeo SA. & 2008




438

Virbantel™ Flavored Chewables

Package contents: bottle of 250 flavored chewables
Drug Facts
Active Ingredients (in each chewable): pyrantel pamoate
(114 mg) and praziquante! (114 mg)

Purpose: De-wormer for Medium and Large Dogs Only
(Er'eater than 25 pounds). :
ses: For the treatment and control of:

« Roundworms (Toxocara canis, Toxascarns leonina)

+» Hookworms (Ancylostoma caninum, Ancylostoma
braziliense, and Uncinania stenocephala)

* Tapeworms (Dipylidium caninum, Taenia pisiformis)

Human Watning: Keep this and all medication out of the

reach of children. To obtain product information, including a

Material Safety Data Sheet (MSDS), call 1-800-338-3659.

When Using This Product:

« Consult your veterinarian for assistance in the diagnosis,
freatment, and control of parasitism.

» Do not de-worm a dog or puppy that is sick. Consult a
veterinarian for diagnosis of the iliness.

» Virbantel Flavored Chewables are safe for use in puppies
12 weeks or older and aduit dogs. Safety in breeding dogs
and pregnant bitches has not been tested.

You May Notice:

Vomiting, loose stools (with or without blood) and decreased

activity following treatment. if you notice these signs,

contact a veterinarian.

Directions: Each flavored chewable contains 114 mg of
pyrantel pamoate and 114 mg of praziquantel. The dose for
each drug is 2.27 mg per pound of body weight
(5 mg/kg). Please refer to the following dosing table for help
finding the right dose for your dog.

Ti
Dog Weight Number o Chewables |
6.0 to 25 pounds Use the 30 mg size.
25.1 to 50 pounds 1
50.1 to 100 pounds 2
100.1 1o 150 pounds 3
150.110 200 pounds 4

« You should weigh your dog to make sure you are giving
the right dose.

» Virbantel Flavored Chewables are palatable if offered by
hand. If your dog does not voluntarily eat the chewable, you
can hide the chewable in a small amount of food or place it
in the back of the dog's mouth for forced swallowing.

+ Make sure that the dog eats the complete dose.

+ Watch your dog for a few minutes after dosing to make
sure the chewable is not rejected.

Other Information:

Recommended De-Worming Schedule: Consult your
veterinarian for assistance in the diagnosis, treatment, and control
of parasitism. De-worming schedules may vary depending
on the climate where you live and the activity of your dog.
Re-treatment: Re-treatment of your dog may be necessary as
determined by laboratory fecal examination and/or if your dog is
living where re-infections are likely to occur. Consult your
veterinarian for assistance in the diagnosis and prevention
of re-infection. In case of re-infection with tapeworms
(Dipylidium caninum), consult your veterinarian for advice
on how to remove fleas from the dog and the environment.
Manufactured by: Virbac AH, Inc. « Fort Worth, TX 76137

Storage: Store at controlled room temperature of 59-86°F
(15-30°C).

Questions? Comments? ,
To report a suspected adverse reaction, call 1-800-338-3659.
Last revised 3/16/06 NADA 141-261, Approved by FDA
Virbante! is a trademark of Virbac S.A. © 2005

165%

Virbantel™ Flavored Chewables — ITIEE‘L
Package contents: bottle of 250 flavored chewables spthed0magize. |
Active Ingredients (in each chewable): pyrantel pamosate

(114 mg) and praziquantel (114 mg)

mlge—wonner for Medium and Large Dogs Only
fer than 25 pounds).
: For the treatment and control of: B
* Roundworms {Te canis, T is lgonina)
« Hookworms (/ loma caninum, Ancykstome
ia stencosphals)

Braziliense, and Uncinaria
« Tapeworms (Dipylidium caninum, Taenia pisiformis)
Human Waming: Keep this and all medication out of the
reach of children. To abtain product information, Including a
Material Safety Data Sheet (MSDS). call 1-800-338-3859.
When Uslng This Product:

+ Consult your veterinarian for assistance in the diagnosis,
freatment, and controf of parasitism

= Do not de-worm a dag or uppY that is sick. Consult a
veterinarian for diagnosis of the illness.

+ Virbarritel Flavored Chewabies are safe for use in puppies
12 weeks or older and adult dogs. Safety in breeding dogs
and pregnant bitches has not been tested.

You May Notice:

Voriting, lnose stools (with or without blood) and decreased

activity following treatment. If you notke these signs,

contact a veterinarian, )

Directions: Each flavored chewable contains 114 mg of

pyrantel pamoate and 114 mg of praziquantet. The dose for

each drug is 227 mg per pound of body weight

{5 mgrkg). Please refer to the following dosing tabie for help

finding the right dose far your dog.

4
» You should weigh your dog to make sure you are giving
the right doss.

+ Virbante! Flavored Chewables are palatable if offered by
hand, If your dog does nat voluntarily eat the chewable, you
cart hids the chewable in a smail amourt of food o place it
intha back of the dog's mouth for forced swallowing.
+ Make sure thet the dog eats the complete dose.

Watch your dog for a few minutes after dosing to make
sure the chewable is not refacted.
Other Information:
Aecommended De-Worming Schedule: Consult your
veterinarian for assistance in the diagnosis, treatment, and cantrdl
of ?arasltism, De-wormin? schedules may vary depending
onthe climate where you live and the activity of your dog.
Re-treatment: Re-freaiment of your dol?o:’nay be necessary as
determined by laboratory fecal examination andbr if your dog is
fiving where ‘re-infections are fikely to occur. Consulft your
veterinarian for assistance in the diagnosis and prevention
of re-infection. In case of re-infection with tapeworms
(Di%eflium caninum), consult your veterinarian for advice
onhaw to remove fleas from the dog and the environment.
Manufactured by; Virbac AH, Inc. « Fort Worth, TX 76137
Storage: Store at controlied room temperature of 59-86°F
(1%). per

Questions? Comments?

To report & suspected adverse reaction, call 1-800-338-3659.
Last revised 3/16/06  NADA 141.261, Approved by FDA -
Virbante! is a trademark of Virbac 5.4, © 2005




