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L.

FREEDOM OF INFORMATION SUMMARY

GENERAL INFORMATION:
File Number

Sponsor:

Established Name:
Proprietary Name:
Dosage Form:

How Supplied:

How Dispensed:

Amount of Active Ingredients:
Route of Administration:
Species/Class:

Recommended Dosage:

Pharmacological Category:

ANADA 200-463

IVX Animal Health, Inc.
3915 South 48" Street Ter.
St. Joseph, MO 64503

Drug Labeler Code: 059130
Amprolium

Amprolium-P 9.6% Oral Solution
Oral solution

32 fl 0z (946 mL)
128 floz (1 gal) (3.785 L)

OTC

9.6% amprolium

Oral

Growing chickens, turkeys and laying hens

Give amprolium at the 0.012% level (8 fl oz
per 50 gallons) as soon as coccidiosis is
diagnosed and continue for 3 to 5 days. (In
severe outbreaks, give amprolium at the
0.024% level.) Continue with 0.006%
amprolium medicated water for an additional
1 to 2 weeks. No other source of drinking
water should be available to the birds during
this time. Use as the source of amprolium.

Make drinking water fresh daily. Stock
solutions for proportioners may be stored
in a clean, closed labeled container for up
to 3 days.

Coccidiostat
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m. Indications: The treatment of coccidiosis in growing
chickens, turkeys and laying hens.
n. Pioneer Product: AMPROL 9.6% Oral Solution; amprolium;

NADA 013-149; Huvepharma, AD
2. TARGET ANIMAL SAFETY AND DRUG EFFECTIVENESS:

Under the provisions of the Federal Food, Drug, and Cosmetic Act, as amended by the
Generic Animal Drug and Patent Term Restoration Act (GADPTRA) of 1988, an
Abbreviated New Animal Drug Application (ANADA) may be submitted for a generic
version of an approved new animal drug (pioneer product). New target animal safety and
effectiveness data and human food safety data (other than tissue residue data) are not
required for approval of an ANADA.

Ordinarily, the ANADA sponsor is required to show that the generic product is
bioequivalent to the pioneer, which has been shown to be safe and effective. If
bioequivalence is demonstrated through a clinical endpoint study, then a tissue residue
study to establish the withdrawal time for the generic product should also be conducted.
For certain dosage forms, the agency will grant a waiver from the requirement of an in
vivo bioequivalence study. (55 FR 24645, June 18, 1990; Fifth GADPTRA Policy Letter;
Bioequivalence Guideline, October 9, 2002).

Based on the formulation characteristics of the generic product, IVX Animal Health, Inc.
was granted a waiver from the requirement of an in vivo bioequivalence study for the
generi¢ product Amprolium-P (amprolium) 9.6% Oral Solution. The generic product is
administered as an oral solution, contains the same active ingredients in the same
concentration and dosage form as the pioneer product, and contains no inactive
ingredients that may significantly affect the absorption of the active ingredient. The
pioneer product, AMPROL (amprolium) 9.6% Oral Solution the subject of Huvepharma,
AD, NADA 013-149, was approved on June 20, 1962.

3. HUMAN SAFETY:

e Tolerances for Residues:
The tolerance established for the pioneer product applies to the generic product.
Tolerances are established as follows for residues of amprolium (1-(4-amino-2n-
propyl-5-pyrimidinylmethyl)-2-picolinium chloride hydrochloride) under 21 CR
556.50:
(a) In edible tissues and in eggs of chickens and turkeys:
(1) 1 part per million in uncooked liver and kidney.
(2) 0.5 part per million in uncooked muscle tissue.
(3) In eggs:
(1) 8 parts per million in egg yolks.
(i1) 4 parts per million in whole egg.
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e Vithdrawal Times:
Because a waiver of the in vivo bioequivalence study was granted, the withdrawal
times are those previously assigned to the pioneer product (21 CFR 520.100).

No withdrawal time before slaughter.

¢ Regulatory Method for Residues:
The regulatory analytical method for detection of residues of the drug is a
fluorimetric test. A description of the regulatory method is filed in the Food
Additives Analytical Manual that is on file at the Center for Veterinary Medicine,
FDA, 7500 Standish Place, Rockville, MD 20855.

4. AGENCY CONCLUSIONS:

This original ANADA submitted under section 512(b) of the Federal Food, Drug, and
Cosmetic Act satisfies the requirements of section 512(n) of the act and demonstrates that
Amprolium-P 9.6% Oral Solution, when used under its proposed conditions of use, is
safe and effective for its labeled indications.

5. ATTACHMENTS:

Facsimile generic labeling and currently approved pioneer labeling are attached as
follows:

Generic Labeling for ANADA 200-463:

Product label 32 fl 0z (946 mL)

Product label 128 fl 0z (3.785 L)

Pioneer Labeling for NADA 013-149:
Product label 16 fl 0z (473 mL)




FOR ANIMAL USE ONLY
To Prepare 60 Gallons of Medicated Water

DOSAGE LEVEL MUOGNG DIRECTIONS

0.024% Add 1 pint {16 fluid ounces) of
Amprolium-P {amprolium) 9.6% Oral
Solution to about 5 gallons of

water in a 50-gallon medication barrel.
Stir, then add water to the 50-gallon
mark, Stir thoroughly.

0.012% Follow same directions as above but use
%2 pint {8 fluid ounces) of Amprolium-P
9.6% Oral Solution.

0.006% Follow same directions as above but use

4 fluid ounces of Amprolium-P 9.6%
Oral Solution.

For Automatic Water Proportioners
For automatic water proportioners that meter 1 fluid ounce. of
stock solution per gallon of drinking water.

DOSAGE LEVEL AMPROLIUM-P 9.6% ORAL SOLUTION
PER GALLON OF STOCK SOLUTION

0.024% 41l oz

0.012% 20.5fl oz

0.006% 10.25 fl 0z

Note: Make drinking water fresh daily. Stock solutions for
proportioners may be stored in e cleen, closed labeled
container for up to 3 days.

3 7759130781218 " 3

NDC 59130812-18

Amprolium-P
(amprolium) 9.6%
Oral Solution

Coccidiostat
Water-soluble treatment for

coccidiosis Treats 200 Gallons
at 0.012% level

Active Ingredient: amprolium 9.6%

ANADA 200-463, Approved by FDA
NET CONTENTS: 32 fl 0z (946 mL)

\

INDICATIONS: Amprolium-P {amprolium} 9.6% Oral Solution is
intended for the treatment of coccidiosis in growing chickens,
turkeys end laying hens. If no improvement is noted within 3 days,
have the diagnosis confirmed and follow the instructions of your
veterinarian or poultry pathologist. Losses may result from
intercurrent diaease or other conditions affecting drug intake which
can contribute to the virulence of coccidiosis under field conditions.

USE DIRECTIONS: Give amprolium at the 0.012% tevel (8 fl oz per
50 gallons) as soon as coccidiosis is diagnosed and continue for 3
to 5 days. (In severe outbresks, give amprolium at the 0.024%
level.) Continue with 0.006% amprolium medicated water for an
additional 1 to 2 weeks. No other source of drinking water should
be available to the birds during this time. Use as the sole source of
amprolium.

WARNING: Keep this and all drugs out of the reach of children.
NOT FOR HUMAN USE.

PRECAUTIONS: FOR ORAL USE iN ANIMALS ONLY. MAY CAUSE EYE
IRRITATION. For irritation, flush with plenty of water; get medical
attention.

Restricted Drug (California) - Use Only as Directed.

STORAGE: Store bstween 5° - 26°C (41° - 77°F} with brief
excursions to 40°C.
Ben2oic acid 0.1% added as preservative,

For questions, please call 1-800-759-3664.

OBSERVE LABEL
TAKE TME @ A-H

Trademarks are property of VX Animal Health, Inc.

Manufactured b

VX Animal Health, Inc.

St. Joseph, MO 64503

Lot No. 500034-18 P

Exp. Date REV1008

B539

Amprolium-P 128 fl oz
: 10/27/08

4" x 8.125"

COLORS: PMS 1205, PMS 300, Black



FOR ANIMAL USE ONLY
To Prepare 50 Gallons of Medicated Water

DOSAGE LEVEL | MIXING DIRECTIONS

0.024% Add 1 pint {16 fluid ounces) of
Amprolium-P {amprolium) 9.6%
Oral Solution to about 5 gallons of
water in a 50-gallon medication
barrel. Stir, then add water to the
50-gallon mark. Stir thoroughly.

0.012% Follow same directions as above but
use ¥ pint (8 fluid ounces) of
Amprolium-P 9.6% Oral Solution.

0.006% Follow same directions as above but
use 4 fluid ounces of Amprolium-P
9.6% Oral Solution.

For Automatic Water Proportioners .
For automatic water proportioners that meter 1 fluid
ounce of stock solution per gallon of drinking water.

DOSAGE LEVEL | AMPROLIUM-P 9.6% ORAL
SOLUTION PER GALLON OF
STOCK SOLUTION

0.024% 41fl oz

0.012% 20.5 fl 0z

0.006% 10.25 fl oz

Note: Make drinking water fresh daily. Stock solutions
for proportioners may be stored in a clean, closed
labeled container for up to 3 days.

3759130781205 " 3

N

NDC 59130-812-05

Amprolium-P
(amprolium) 9.6%
Oral Solution

Coccidiostat
Water-soluble treatment for

coccidiosis Treats 800 Gallons
at 0.012% level

Active Ingredient: amprolium 9.6%

ANADA 200-463, Approved by FDA
NET CONTENTS: 128 fl oz (1 gal) (3.785 L)

INDICATIONS: Amprolium-P (amprolium) 9.6% Oral
Solution is intended for the treatment of coccidiosis
in growing chickens, turkeys and laying hens. If no
improvement is noted within 3 days, have the
diagnosis confirmed and follow the instructions of
your veterinarian or poultry pathologist. Losses may
result from intercurrent disease or other conditions
affecting drug intake which can contribute to the
virulence of coccidiosis under field conditions.

USE DIRECTIONS: Give amprolium at the 0.012%
level (8 fl oz per 50 gallons} as soon as coccidiosis is
diagnosed and continue for 3 to 5 days, {In severe
outbreaks, give amProIium at the 0.024% level.)
Continue with 0.006% amprolium medicated water
for an additional 1 to 2 weeks. No other source of
drinking water should be available to the birds during
this time. Use as the sole source of amprolium.

WARNING: Keep this and all drugs out of the reach of
children. NOT FOR HUMAN USE.

PRECAUTIONS: FOR ORAL USE IN ANIMALS ONLY. MAY

CAUSE EYE IRRITATION. For irritation, flush with plenty of
water; get medical attention.

Restricted Drug (California) - Use Only as Directed.

STORAGE: Store between 5° - 25°C (41° - 77°F) with brief
oxcursions to 40°C.

Benzoic acid 0.1% added as preservative.

For questions, please call 1-800-759-3664.

OBSERVE LABEL
TAKE TIME DIRECTIONS

Trademarks are property of IVX Animal Health, inc.
Manufactured by

IVX Animal Health, Inc.
St. Joseph, MO 64503

Lot No. 500034-05 P
Exp. Date REV1008

J

Job: B522

File: Amprolium-P 128 fi oz

DATE: 10/14/08

SIZE: 5" x 8.5"

COLORS: PMS 1205, PMS 300, Black



(amprolium)

9.6% Oral Solution
Coccidiostat

Water-soluble treatment for coccidiosis
Treats 100 Gallons at 0.012% level

Produdt # 66819

Net Contents: 16 fl. oz (473mL)
Active ingredient; amprolium............... 9,69

Distributed by: g pd
Huvephanma, Inc. 086Gy
500 Wastpack Diive, Sulte 230
Peachires City, GA 30269

¢ HUVEPHARMA

INDICATIONS: AMPROL® (amprolium) 9.6% Oral Solution is intended
for the treatment of coctidiosis fu gowing chickens, urkeys and laying
hens. If no improvement is noled within 3 days, have the diagnosis
confimed and foliow the instructions ol your velerinarian or poultry
palhologul Losses may resull from inlercurrem disease or olher
conditions affecting drug intake which can contribute 19 the virulence
of coccidiosis under lield conditions.

UYSE DIHECTIONS: Give amprolium al the 0.012% level (8 !l 0z per 50
gallons) as soon as coccidiosis is diagnosed and continue for 3 to 5
days. (In severe outbreaks, give ampiolium al the 0.024% level) Continue
with 0.005% amprolium mcdicale waler lor an additional 1 lo 2 weeks.
No other sowrce of drinking water should be available 1o \he birds during
this time. Use 35 Use sole source ol amprolium.

. WARNING: Keep his and all drugs out of the reach of children. NOT FOR

HUMAN USE.

PEECAUTIONS: FOR ORAL USE IN ANIMALS ONLY,

MAY CAUSE EYE IRRITATION, For initation, flush wnh plenty of waler;
ol medical attention.

Euﬁk‘lld Drug (Calilornia) - Use Only as Directed.

mn't::c:. Store between 5° - 25 °C (41° ~ 77 °F) with briefl excursions

&

Banzolc acid 0. 1% added as pressrvalive,

For questions, please call 1-877-4AMPROL.

NADA 013-149,
Appraved by FDA Lot No & Exp Date ¥

1022-2234-01 Rev. 10-2007

FON AMIMAL USE GMLY
ToPicpare S0 Galions of Medicated Wate:

DOSAGELEVEL ¢ = WIKRNG PRECTIONS
Add | pind (16 luid ounces) of AMPROL (smprofium) 9.6% Oral Solulion lo
0.024% about § galons ol wales in a 50-gallon medication batel St then add
wates to the 50-gallon mark. Sur tharoughly.
uOIZH Follaw samie directions as above bul use 1/2 pint (8 Ruid ounces) of
i AMPROL 9.6% Oral Sokition.
0.006% Foliow same ditections as above bul use 4 fuid sunces vf AMPROL 9.6%
: Oral Sollion.

For Automalic Water Piopsrileners

For aulomalic waler proportioness tal meter | Ruid ounce
of slock yolytion per gaklon of drinking wate:.

AMPROL b.6% ORAL SOLUTION PER
DOSAGE LEVEL
00% 4] Boz
0.012% 205fl01
0.006% 102540z
Nole. Make dnnlunsi waler Iresh daily. Slock solulions los propentioners may be stored
in a dean, dosed labeled container for up lo 3 days.

TAXE IME

OBSERVE L ABEL DIRECTIONS llll
3

WAMPROL is & registered 5060416681

wademark @! Huvephaima, Inc.
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