VALBAZEN- albendazole suspension
Zoetis Inc.

Valbazen®

Suspension
Broad-Spectrum Dewormer

Oral Suspension for Use in Cattle, Sheep, and Goats for removal and control of liver flukes, tapeworms,
stomach worms (including 4th stage inhibited larvae of Ostertagia ostertagi), intestinal worms, and
lungworms in cattle and sheep and for the treatment of adult liver flukes in nonlactating goats

Active Ingredient:
Albendazole .
(Equivalent to 113.6 mg/mL) 11.36%

Indications:

Cattle and sheep: Valbazen is a broad-spectrum anthelmintic effective in the removal and control of
liver flukes, tapeworms, stomach worms (including 4t stage inhibited larvae of Ostertagia ostertagi),
intestinal worms, and lungworms as indicated below.

Goats: For the treatment of adult liver flukes in nonlactating goats.

Parasite Cattle Sheep Goats
Fasciola hepatica, Fascioloides Fasciola
Adult Liver Flukes Fasciola hepatica magna hepatica

Common Tapeworm (Moniezia
Moniezia benedeni, M. expansa expansa), Fringed Tapeworm
(Thysanosoma actinioides)

Heads and Segments
of Tapeworms

Brown Stomach Worm,
including 4th stage inhibited
Adult and 4th Stage larvae (Ostertagia ostertagi),
Larvae of Stomach Barber Pole Worm
Worms (Haemonchus contortus, H.
placei), Small Stomach Worm
(Trichostrongylus axei)

Brown Stomach Worm (Ostertagia
circumcincta, Marshallagia
marshalli), Barber Pole Worm
(Haemonchus contortus), Small
Stomach Worm (Trichostrongylus
axei)

Thread-necked Intestinal Worm
(Nematodirus spathiger, N. filicollis),
Cooper's Worm (Cooperia
oncophora), Bankrupt Worm
(Trichostrongylus colubriformis),
Nodular Worm (Oesophagostomum
columbianum), Large-mouth Bowel
Worm (Chabertia ovina)

Thread-necked Intestinal
Adult and 4th Stage Worm (Nematodirus spathiger,
Larvae of Intestinal N. helvetianus), Small Intestinal
Worms Worm (Cooperia punctata, C.
oncophora)

Hookworm (Bunostomum
phlebotomum), Bankrupt Worm
(Trichostrongylus
colubriformis), Nodular Worm
(Oesophagostomum radiatum)
Adult and 4th Stage

Larvae of Dictyocaulus viviparus

Adult Stages of
Intestinal Worms



Lungworms

Adult and Larval

Stages of Dictyocaulus filaria
Lungworms

Dosage and Adminis tration: Valbazen Suspension should be administered to cattle and goats at the
recommended rate of 4 mL/100 Ib of body weight (equivalent to 4.54 mg of albendazole/lb, 10 mg/kg)
and to sheep at the recommended rate of 0.75 mL/25 1b of body weight (equivalent to 3.4 mg of
albendazole/lb, 7.5 mg/kg). The following table indicates recommended dosing schedules.

Cattle Sheep Goats
Body Weight Dosage Body Weight Dosage Body Weight Dosage
250 1b 10 mL 251b 0.75 mL 251b 1 mL
500 1b 20 mL 50 1b 1.5 mL 50 1b 2 mL
750 1b 30 mL 751b 2.25 mL 751b 3 mL
1000 1b 40 mL 100 1b 3.0 mL 100 1b 4 mL
1250 1b 50 mL 2001b 6.0 mL 1251b 5 mL
1500 1b 60 mL 3001b 9.0 mL 150 1b 6 mL

Cattle: 1 liter of Valbazen 11.36% Suspension will treat 50 animals weighing 500 Ib.
Sheep: 1 liter of Valbazen 11.36% Suspension will treat 664 animals weighing 50 1b.
Goats: 1 liter of Valbazen 11.36% Suspension will treat 500 animals weighing 50 1b.

Valbazen 11.36% Suspension should be given orally using any type of standard dosing gun or dose
syringe.

Important: Accurate estimates of the weight of the cattle, sheep, and goats to be treated are essential
for most effective results with this product. Animals constantly exposed to internal parasites should be
retreated as necessary.

Residue Warnings: Cattle must not be slaughtered within 27 days following last treatment. Sheep and
Goats must not be slaughtered within 7 days following last treatment. Because a withdrawal time in milk
has not been established, do not use in female dairy cattle of breeding age. Do not use in lactating does.

Precaution: Do not administer to female cattle during first 45 days of pregnancy or for 45 days after
removal of bulls. Do not administer to ewes or does during the first 30 days of pregnancy or for 30
days after removal of rams or bucks. Consult your veterinarian for assistance in the diagnosis, treatment,
and control of parasitism.

Keep This and All Medication Out of Reach of Children

Shake Well Before Using

For Use in Animals Only

Store at Controlled Room Temperature 20° — 25°C (68° — 77°F)
Protect From Freezing

Not for human use

Restricted Drug (California) - Use only as directed

TAKE TIME (@)

OBSERVE LABEL
DIRECTIONS




Distributed by:
Zoetis Inc.
Kalamazoo, M1 49007

8784000
13945200

LOT
EXP

PRINCIPAL DISPLAY PANEL - 1L/33.8 fl oz Bottle Label

VALBAZEN®
(albendazole)

Broad-Spectrum Dewormer

Oral Suspension for Use in Cattle, Sheep, and Goats
for removal and control of liver flukes, tapeworms,
stomach worms (including 4 stage inhibited

larvae of Ostertagia ostertagi), intestinal worms,
and lungworms in cattle and sheep and for the
treatment of adult liver flukes in nonlactating goats

Active Ingredient
Albendazole

(equivalent to 113.6 mg/mL)
11.36%

1L/33.8floz(1qt1.8floz)
NADA #110-048, Approved by FDA

8784000
13945100

zoetis



\INBMZEN'

(albendazole)

Broad-Spectrum Dewormer

Oral Suspension for Use in Cattle, Sheep, and Goats
for removal and control of liver flukes, tapeworms,
stomach worms (including 4th stage inhibited
larvae of Ostertagia ostertagi), intestinal worms,
and lungworms in cattle and sheep and for the
treatment of adult liver flukes in nonlactating goats

Active Ingredient
Albendazele « w s v s semen vumm: poes s 11.36%
(equivalent to 113.6 mg/mL)

1L/33.8 fl 0z (1 qf 181 OZ) 8784000
NADA #110-048, Approved by FDA 13945100

Zoetis
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Broad-Spectrum Dewormer
Oral Suspension for Use in Cattle, Sheep, and Goats for removal and control of Indications:
liver flukes, tapeworms, stomach worms {including 4th stage inhibited larvae of  Cattle and sheep: Valbazen is a broad-spectrum anthelmintic effective in the
Ostertagia ostertagi), intestinal worms, and lungworms in cattle and sheep and  removal and control of liver flukes, tapeworms, stomachworms (including

\INBNZEN® \

(albendazole) \

for the treatment of aduit iver flukes in nonlactating goats &h stage inhibited larvae of Ostertagia ostertagl), intestingl worms, and lungworms
Active Ingredient: as indicated below.
Albendazole ... ... ... . it i aieiaiaiaiaeaeaee... . 11.36%  Goats: For the treatment of adult liver flukes in nonlactating goats.
{Equivalent to 113.6 mg/mL)
Parasite Caiile Sheep Goats
Adult Liver Flukes Fasciola hepatica Fasciola hepatic s, Fascioloides magna Fasciola hapatica
Heads and Segments Monigzia benedeni M. expansa Commaon Tapeworm (Moniezia expansal, Fringed Tapaworm
of Tapeworms {Thysanosoma actinioidas)




Adult and 4th Staga Brown Stomach Worm, including #th stage
Larvae of Stomach
Worms Worm (Hasmonchus contortus, H placei) Small

Stomach Worm (Trichostrongylus axei)

Brown Stomach Worm (Ostertagia circumcincta, Marshallagia
inhibited larvae fﬂsiertagaa ostertagi), Barber Pole | marshall), Barber Pole Worm (Hasmonchus contortus) Small
Stomach Worm (Trichostrongylus axei)

Adult and 4th Staga Thread-necked Intestinal Worm (Mematodirus
Larvae of Intestinal spathiger, N. halvetianus), Small Intastinal Worm
Worms {Cooparia punctats, C. oncophora)

Thread-necked Intestinal Worm (Nematodirus spathiger, N. filicollis),
Cooper's Worm (Cooparia oncophora), Bankrupt Worm
{Trichastrongylus colubriformis), Nodular Worm (Desophagostomum
columbianum), Large-mouth Bowel Worm (Chabertia ovina)

Adult Stagos of

: Hookworm (Bunostomum phlsbotomum), Bankrupt
Intestinal Worms

Worm (Trichostrongyius colubnformis), Nodular
Worm (OQesophagostomum radiatum)

Adult and 4th Staga
Larvan of Lungworms

Dictyocawlus viviparus

Adult and Larval
Stages of Lungwaorms

Dictyocaulus filania

Dosage and Administration: Valbazen Suspension should be administered to cattle and goats at the recommended rate of 4 mL/100 |b of body weight lequivalant to 454 mg of
albandazole/lb, 10 mg/kg) and to sheep atthe recommended rata of 0.75 mL/25 |b of body weight (equivalentto 3.4 mg of albendazolellh, 7.5 mgfka). The following table indicatas

recommanded dosing schedules.

Cattle Sheep Goats
Body Weight Dosage Body Weight Dosage Body Weight Dosage
250 Ib 10mL 25 b 0.75 mL % b 1mL
500 |b 20 mL 501b 1.5mL 50 b 2mL
750 |b 30mL 75 b 225 mL 75 b amlL
1000 Ib 40 mL 100 b 30mlL 100 Ib 4mlL
1250 Ib 50 mL 200 Ib 6.0 mL 125 |b 5mL
1500 Ib 60 mL 300 b 9.0mL 150 Ib GmL

Cattle: 1 liter of Valbazen 11.36% Suspension will traat 50 animals weighing 500 |b.
Sheap: 1 litar of Valbazan 11.36% Suspansion will treat 684 animals weighing 50 1b.
Goats: 1 liter of Valbazen 11.36% Suspension will treat 500 animals wai ﬂ'nng 50 |b.
Valbazen 11.36% Suspension should be given orally using any type of standard dosing
gun or dosa syringe.

Important: Accurate estimatas of the waight of the cattle, sheep, and goats to be
treated are essential for most effactive results with this producL Animals constantly
oxposed to intarnal parasitas should be retroatad as necaessary.

treatment. Sheep and Goats must not be slaughtered within 7 days following
last treatment. Becausa a withdrawal time in milk has not been established,

Precaution: Do not administar to female cattle during first 45 days of pragnancy or
for 45 days after ramoval of bulls. Do not administer to ewes or does during the first
30 days of pragnancy or for 30 days aftar removal of rams or bucks. Cunsu?t your
watarinarian for assistance in the diagnosis, treatmant, and control of parasitism.
Keep This and All Medication Out of Reach of Children

Shake Well Before Using
For Use in Animals Only
Store at Controlled Room Temperature 20° - 25°C (68— 77°F)
UBSERVE LAREL
Mot for human use THKE TIHE ORECTIOHS

Restricted Drug (California) - Use only as directed

do not use in female dairy cattle of breeding age. Do not use in lactating does.

Zoetis “|_1$$Tﬂ$ﬁld‘“
Distributed by:

Zoetis Inc.

Kalamazoo, MI 43007

e 8?21 01421

’ Residue Warnings: Cattle must not be slaughtarad within 27 days following last ‘ Protect From Freezing

LOT
EXP

PRINCIPAL DISPLAY PANEL - 5 L/169 fl oz Bottle Label

VALBAZEN®
(albendazole)

Broad-Spectrum Dewormer

Oral Suspension for Use in Cattle, Sheep, and Goats
for removal and control of liver flukes, tapeworms,
stomach worms (including 4t stage inhibited

larvae of Ostertagia ostertagi), intestinal worms,
and lungworms in cattle and sheep and for the
treatment of adult liver flukes in nonlactating goats

Active Ingredient
Albendazole

(equivalent to 113.6 mg/mL)
11.36%

5L/169 floz (1 gal 1 qt 9 fl 0z)
NADA #110-048, Approved by FDA

8785000
13945600

zoetis




\INBMZEN' -

(albendazole)

Broad-Spectrum Dewormer

Oral Suspension for Use in Cattle, Sheep, and Goats
for removal and control of liver flukes, tapeworms,
stomach worms (including 4th stage inhibited
larvae of Ostertagia ostertagi), intestinal worms,
and lungworms in cattle and sheep and for the
treatment of adult liver flukes in nonlactating goats

Active Ingredient
Albendazole............ ... ... ... ... ..... 11.36%
(equivalent to 113.6 mg/mL)

5L/169fl 0z (1 gal 1 qt 91l 0z)

8785000

NADA #110-048, Approved by FDA 13945600
zoetis

\INBNZEN*

(alb endazoie)
| Broad-Spectrum Dewormer

Oral Suspension for Use in Cattle, Sheep, and Goats for Indications:



removal and control of liver flukes, tapeworms, stomach

waorms (including 4th stage inhibited larvae of Ostertagia

ostertagi), intestinal worms, and lungworms in cattle and
sheep and for the treatment of adult liver flukes in

nonlactating goats
Active Ingredient:

Albendazole. ......

(Equivalent to 113.6 mg/mL)

Cattle and sheep: Valbazen is a broad-spectrum

anthelmintic effective in the removal and control of liver
flukes, tapeworms, stomach worms (including 4t stage
inhibited larvae of Ostertagia ostertagi), intestinal worms,

and lungworms as indicated below.

Goats: For the treatment of adult liver flukes in

nonlactating goats.

Parasite

Cattle

Sheep

Goats

AdultLiver Aukes

Fasciola hepatica

Fasciola hapatica, Fascioloides magna

Fasciola hapatica

Heads and Segments
of Tapeworms

Monigzia benedeni, M. expansa

Common Tapeworm (Moniezia expanss), Fringad
Tapaworm (Thysanosoma actinioides)

Adultand 4th Staga Larvaa
of Stomach Waorms

Brown Stomach Worm, including 4th staga inhibitad
larvae (Ostertagia ostertagil, Barbar Pole Waorm
(Haemonchus contortus, H. piaceil, Small Stomach
Worm (Trichostrongylus axai

Brown Stomach Worm (Ostertagia circumeincts, Marshallagia
marshaliil, Barbar Pola Worm (Hasmonchus contortus), Small

Stomach Worm (Trichostrongylus axei

Adult and 4th Stage Larvae
of Intestinal Worms

Thraad-necked Intestinal Worm (Nema todirus
spathiger, N. halvetignus), Small Intestinal Worm
{Cooperia punctats, C. oncophora)

Thread-necked Intastinal Wom (Nematodirus spathigar,
M. filicoflis ) Cooper's Worm (Coopenia oncophoral, Bankrupt

Worm (Trichostrongyius colubriformis), Nodular Worm

{Desophagostomum columbianum), Largs-mouth Bowel Warm

{Chabartia ovina)

Adult Stagas of Intestinal
Wormms

Hookworm (Bunostomum phiebotamum), Bankrupt
Worm (Trichostrongylus colubriformis), Nodular
Worm (Oesophagostomum radiatum)

Adult and 4th Staga Larvas

Dictyocaulus viviparus

of Lungworms

Adultand Larval Stages
of Lungworms

Dictyocaulus filaria

racommendad dosing schedules.

Dosage and Administration: Valbazen Suspension should ba administerad to catfe and goats at tha racommanded rate of 4 mLM100 Ib of body weight (s quivalent to 4.54 mg of
albandazole/Tb, 10 mg/ky) and to sheap at the recommandad rate of 0.75 mL/25 b of body waight (aquivalant to 2.4 mg of albandazole/Ib, 7.5 ma/kg). The following table indicatas

Cattle Sheep Goats.

Body Weight Dosage Body Weight Dosage Body Waight Desage
250 1b 10mL 25 b 0.75 mL 251b TmL
500 1b 20mL 50 b 1.5mL 501k 2mL
750 1b 0 mL 75 b 225mL 751k amL
100018 40mL 100 Ib 20mL 100 b 4mL
1250 1b 50mL 200 |b 6.0 mL 1251b 5mL
150016 B0mL 300 b 9.0 mL 150 Ib BmL

Shake Well Before Using
For Use in Animals Only

Protect From Freazing
Not for human use

not be slaughtarad within 7 days following last treatment Because a withdrawal time in milk has not baen
established, do not use in famale dairy cattla of breading age. Do not usa in lactating doas.

Precaution: Do not administer to famale cattle during first 45 days of pragnancy or for 45 days aftar remowval of bulls. Do not
administer to eweas or doas during the first 20 days of pregnancy or for 30 days after removal of rams or bucks. Consult your
vetarinarian for assistance in the diagnosis, treatment, and control of parasitism.

Keep This and All Medicatien Out of Reach of Children

Stero at Contrelled Room Temperaturs 20° — 25°C (68" — 77°F)

Restricted Drug (California) - Use only as directed

Cattle: 5 liters of Valbazen 11.36% Suspansion will treat 250 animals weighing 500 1b.
Sheep: 5 liters of Valbazen 11.36% Suspension will treat 3320 animals weighing 50 Ib.
Goats: §liters of Valbazen 11.26% Suspansion will traat 2500 animalswaighing 50 1h.

Valbazen 11.26% Suspension should be given orally using any type of standard dosing gun or dose syringa.

Important: Accurate estimatas of the weight of the cattle, sheep, and goats to be treated are essantial for most effactive results
with this product. Animals constantly exposed to internal parasites should be retreated as necessary.

’ Residue Warnings: Cattle must not be slaughtered within 27 days following last treatment. Sheep and Goats must ‘

QBSERVE LABEL
TARETHEE @ HRECTING

0""87219°01424"" 0

zoeti
Zocw 8785000
Kalamazoo, Ml 48007 13945500

PRINCIPAL DISPLAY PANEL - 500 mL/16.9 fl oz Bottle Label

VALBAZEN®
(albendazole)

Broad-Spectrum Dewormer

Oral Suspension for Use in Cattle, Sheep, and Goats
for removal and control of liver flukes, tapeworms,
stomach worms (including 4th stage inhibited larvae of
Ostertagia ostertagi), intestinal worms, and lungworms
in cattle and sheep and for the treatment of adult liver

flukes in nonlactating goats

Active Ingredient:
Albendazole



(Equivalent to 113.6 mg/mL)
11.36%

500 mL/16.9 fl oz (1 pt 1 fl 0z)
NADA #110-048, Approved by FDA

zoetis
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11.36%

stomach worms (including 4t stage inhibited larvae of
Ostertagia ostertagi), intestinal worms, and lungworms
in cattle and sheep and for the treatment of adult liver

Oral Suspension for Use in Cattle, Sheep, and Goats
flukes in nonlactating goats

for removal and control of liver flukes, tapeworms,

{(Equivalent to 113.6 mg/mL)
500 mL/16.9 fl oz (1 pt 1 fl 0z)
NADA #110-048, Approved by FDA

Albendazole iiissaiiimmisaasaaerse i

Broad-Spectrum Dewormer

\INBAZEN

Active Ingredient:

Indicati ons:

Cattle and sheep: Valbazen is a broad-spectrum anthelmintic effective in the removal and control of liver flukes, tapey
stomachworms (including 4th stage inhibited larvae of Ostertagia ostertagh, intestinal worms, and lungworms as indit
Goats: For the treatment of adult liver flukes in nonlactating goats.

Large-mouth Bowel Worm {Chabertia ovina)

Parasite Cattle Sheep Goals
Adult Liver Alukes Fasciola hepatica Fasciola hepatica, Fascioloides magna Fascio
Heads and Segments | Moniex'a beneden] M. expansa Common Tapeworm (Monieza expansa),
of Tapeworms Fringed Tapeworm (Thysanosoma actinioides)
Adult and 4th Stage | Brown Stomach Worm, including Brown Stomach Worm (0stertagiz
Larvae of Stomach | 4th stage inhibited larvae circumcincta, Marshallsgia marshali),
Worms (O'stertagia ostertagi), BarberPole | Barber Pole Worm (Haemonchus contorius),
Worm (Haemonchus contortus, Small Stomach Worm (Trichostrongyius axei)
H placei) Small Stomach Worm
(Trichostrongyius axsi)
Adult and 4th Stage | Thread-necked Intestinal Worm Thread-necked Intestinal Worm (Nematodirus
Larvae of Intestinal (Nematodirus spathiger, spathiger, N. flicolfis), Cooper's Worm
Worms N. helvetianus ), Small Intestinal (Cooperia oncophora), Bankrupt Worm
Worm {Cooperia punctata, (Trichostrongylus colubriformis), Nodular
C oncophora) Worm (Oesophagostomum columbianum),

Adult Stages of Hookworm {Bunostomum
Intestinal Worms phiebatomum), Bankrupt Worm
(Trichostrongyius cokibriformis),
NodularWorm (Oesophagostomum
radistum)
Adult and 4th Stage | DVefyocaulus viviparus
Larvae of Lungworms
Adult and Larval Dictyocauius filaria
Stages of Lungworms

slaughtered within 7 days following last treatment. Because a withdrawal time in milk has not been established,

' Residue Warmings: Cattle must not be slaughtered within 27 days following last treatment. Sheep and Goats mus

usein female dairy cattle of breeding age. Do not use inlactating does.

Precantion: Do not administer to female cattle during first 45 days of pregnancy or for 45 days after removal of

bulls. Do not administer to ewes or does during the first 30 days of pregnancy or for 30 days after removal of

rams or bucks. Consult your veterinarian for assistance in the diagnosis, treatment, and control of parasitism.
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VALBAZEN
albendazole suspension
Product Information
Product Type OTC ANIMAL DRUG Item Code (Source) NDC:54771-8783
Route of Administration ORAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
albendazole (UNI: F4216019LN) (albendazole - UNILF4216019LN) albendazole 113.6 mg in 1 mL
Inactive Ingredients
Ingredient Name Strength
CARBOXYMETHYLCELLULOSE SODIUM (UNIL: K6790BS311) 6 mg in 1 mL
GLYCERIN (UNIl: PDC6A3C00X)
POTASSIUM SORBATE (UNIL: 1VPU26JZZ4)
POLYSORBATE 80 (UNI: 60ZP39ZG8H)
BENZOIC ACID (UNIL: 8 SKNOB0MIM)
Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:54771-8783-1 500 mL in 1 BOTTLE
2 NDC:54771-8783-2 1000 mL in 1 BOTTLE
3 NDC:54771-8783-3 5000 mL in 1 BOTTLE

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
NADA NADA110048 06/13/1989

Labeler - zoetis nc. (828851555)

Establishment
Name Address ID/FEI Business Operations
Zoetis LLC 039055157 MANUFACTURE



UQUIFA Mexico, S.A. DE C.V. 810105874 API MANUFACTURE

Revised: 5/2014 Zoetis Inc.
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