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FREEDOM OF INFORMATION SUMMARY

GENERAL INFORMATION:

File Number:

. Sponsor:

Established Names:

. Proprietary Name:

. Dosage Form:

How Supplied:

. How Dispensed:

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

. Recommended Dosage:

Pharmacological Category:

. Indications:

. Pioneer Product:

ANADA 200-344

Phoenix Scientific, Inc.
3915 South 48™ St. Terrace
St. Joseph, MO 64503

Drug Labeler Code: 059130

Tiamulin hydrogen fumarate

Tiamulin Soluble Antibiotic

Soluble powder

2.28 0z (64.6 g) and 6.84 oz (193.8 g) foil packets
oTC

45% wiw tiamulin

Oral

Swine/Weighing less than 250 pounds.

Administered in the drinking water for five
consecutive days for the treatment of swine dysentery
associated with Brachyspira hyodysenteriae
susceptible to tiamulin at a dose level of 3.5 mg
tiamulin per pound of body weight daily and for
treatment of swine pneumonia due to Actinobacillus
pleuropneumoniae susceptible to tiamulin when given
a 10.5 mg tiamulin per pound of body weight daily.

Antibiotic

For the treatment of swine dysentery associated with
Brachyspira hyodysenteriae susceptible to tiamulin and
swine pneumonia due to Actinobacillus
pleuropneumoniae susceptible to tiamulin.

DENAGARD Soluble Antibiotic; tiamulin; NADA
134-644; Boehringer Ingelheim Vetmedica, Inc.



Freedom of Information Summary
ANADA 200-344

Page 2

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 Apphcatlon (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 shows the generic product is bioequivalent to the pioneer,

which has been shown to be safe and effective. If bioequivalence is demonstrated through a

o dla
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 Guidance, revised October 9, 2002).

Based on the formulation characteristics of the generic product Phoenix Scientific, Inc. was
granted a waiver from the requirement of an in vivo bioequivalence study for Tiamulin (tiamulin)
Soluble Antibiotic. The generic product is administered as an oral solution, contains similar
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 DENAGARD (tiamulin) Soluble Antibiotic, the subject of
Boehringer Ingelheim Vetmedica, Inc., NADA 134-644, was approved on September 15, 1983.

3. HUMAN SAFETY:

* Tolerance for Residues:
The tolerances established for the pioneer product apply to the generic product. A tolerance
of 0.6 ppm is established for 8-alpha-hydroxymutilin (marker compound) in liver (target
tissue) of swine under 21 CFR 556.738.

* Withdrawal Times:

Because a waiver of the in vivo bioequivalence study was granted, the withdrawal times are
those previously assigned to the pioneer product.

The withdrawal times established for tiamulin soluble powder under 21 CFR 520.2455 are:
1) 3 days before slaughter when given to swine at a dose of 3.5 mg of tiamulin per pound of
body weight for 5 days, and 2) 7 days before slaughter when given to swine at a dose of 10.5
mg per pound of body weight for 5 days.

* Regulatory Method for Residues:
The determinative analytical method (GC) and the confirmatory analytical method

(GC-MS) for determining 8-alpha-hydroxymutilin in swine liver are on file at the
Center for Veterinary Medicine, FDA, 7500 Standish Place, Rockville, MD 20855.
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4. AGENCY CONCLUSIONS:

This Abbreviated New Animal Drug Application (ANADA) filed under section 512(b)(2) of the
Federal Food, Drug, and Cosmetic Act satisfies the requirements of section 512(n) of the act and
demonstrates that Tiamulin Soluble Antibiotic, 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 200-344.

Tiamulin (tiamulin) Soluble Antibiotic

Packet Label — (Front and Back), 2.28 oz (64.6 g) and 6.84 oz (193.8 g) foil packets;

24 x 2.28 oz container label;

12 x 6.84 oz container label,

Package Insert

Pioneer Labeling for NADA 134-644:
DENAGARD (tiamulin) Soluble Antibiotic
Single Packet Label — 2.28 oz (64.4 grams);
20 packet container label;

Package Insert

(Note: The latest nomenclature for the agent associated with swine dysentery, Brachyspira
hyodysenteriae, appears on the generic labeling but the former name, Serpulina hyodysenteriae,
appears on the pioneer labeling. The pioneer product DENAGARD (Tiamulin) Soluble Antibiotic
is not currently marketed so its labeling does not reflect up to date nomenclature. Rather than
copy older nomenclature, CVM recommends that the generic sponsor use the current terminology
for the agent associated with swine dysentery, Brachyspira hyodysenteriae.)



NDC 59130-740-63

TIAMULIN soluble Antibiotic

Active Ingredient:
This packet contains 1.03 oz {29.1 g) tiamulin in an inert carrier.

Treatment of swine dysentery associated with Brachyspira hyodysentenae
susceptible to tiamulin.

Treatment of swine pneumonia due to Actinobacillus pleuropneumoniae
susceptible to tiamulin.

Warning: Withdraw medicated water 3 days before slaughter after use at
3.5 mg per pound and 7 days before slaughter after use at 10.5 mg per pound.
Keep out of reach of children.

Avoid inhalation and contact with the skin. Direct contact with skin or mucous
membranes may cause irritation.

S dry pl bove 37°C (100°F) | ADA 200-344, Approved by FDA
tore in a dry place not above 37° o vedt:
| Net Weight:

. Read complete package insert.
. 2.28 oz (64.6 g)
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Use Directions: TIAMULIN Soluble Antibiotic
is designed to be administered in the
drinking water of swine. This packet contains
29,100 mg tiamulin soluble powder and is
designed especially for convenience of use
with medication proportioners. See package
insert for additional use directions.

Swine  Actinobacillus
Dysentery Pneumonia

Tiamulin, mg/ib daily 35mg 10.5mg
Body weight this packet
will treat for one day 83141b 2,771bb

Required treatment duration 5days  5days
Amount water per packet*  128gal 43 gal

Tiamulin per gallon of water 227mg 677 mg

Packets needed for one gallon

of stock solution for medication
proportioner set to deliver one

ounce per galion 1 3

*Adjust dilution as needed to get required daily drug dose

Caution: For use in animals only-
Not for human use.

Prepare fresh medicated water daily. Use as
the only source of drinking water for 5 days.
Do not use in swine weighing over 250
pounds.

M

Contraindication: Swine being treated with
Tiamulin should not have access to feeds
containing polyether ionophores (e.g.,
monensin, lasalocid, narasin, salinomycin
and semduramicin) as adverse reactions may
occur.

OBSERVE LABEL
TAKE TIME @ DIRECTIONS

Manufactured by
Phoenix Scientific, Inc.
St. Joseph, MO 64503

AmTech?® is a registered trademark
of Phoenix Scientific, Inc.

lss. 1-05 800517

Lot No.

Exp. Date
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NDC 59130-740-65

TIAMULIN
Soluble Antibiotic

Active Ingredient:
This packet contains 3.09 oz {87.3 g} tiamulin in
an inert carrier.

Treatment of swine dysentery associated with
Brachlyspira hyodysenteriae susceptible to
tiamulin.

Treatment of swine pneumonia due to
Actinobacillus pleuropneumoniae susceptible
to tiamulin.

} Warning: Withdraw medicated water- 3 days ‘

before slaughter after use at 3.5 mg per
pound and 7 days before slaughter after use
at 10.5 mg per pound.

Keep out of reach of children.

Avoid inhalation and contact with the skin. Direct
contact with skin or mucous membranes may
cause irritation.

Store in a dry place not above 37°C (100°F)
Read complete package insert.

~ ANADA 200-344, Approved by FDA

_Net Weight:
1 6.84 0z (193.8 g)
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Use Directions: TIAMULIN Soluble Antibiotic is designed to
be administered in the drinking water of swine. This packet
contains 87,300 mg tiamulin soluble powder and is
designed especially for convenience of use with medication
proportioners. See package insert for additional use
directions.

Swine Actinobacillus
Dysentery  Pneumonia
Tiamulin, mg/b daily 35mg 10.5 mg
Body weight this packet :
will treat for one day 24,942 1b 8313 1b
Required treatment duration 5 days 5 days
Amount water per packet* 384 gal 129 gal
Tiamulin per gallon of water 227 mg 677 mg

Packets needed for one gallon

of stock solution for medication

proportioner set to deliver one

ounce per gallon 13 1

*Adjust dilution as needed to get required daily drug dose

Caution: For use in animals only-
Not for human use.

Prepare fresh medicated water daily. Use as the only source
of drinking water for 5 days. Do not use in swine weighing
over 250 pounds.

Contraindication: Swine being treated with Tiamulin should
not have access to feeds containing polyether ionophores
(e.g., monensin, lasalocid, narasin, salinomycin and
semduramicin) as adverse reactions may occur.

Manufactured by

Phoenix Scientific, Inc. menve €€ CJ e L
St. Joseph, MO 64503 ( -
M

AmTech® is a registered trademark S
of Phoenix Scientific, Inc. "‘W@
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Use Ditections: TIAMULIN Soluble Anti-
biotic is dasigned to be administered in
the drihking water of swine. Each packet
contains 29,100 mg tiamulin soluble
powder and is designed especially for
convenience of use with medication
proportioners. See package insert for
additional use directions.

Swine  Actinobacitlus
Dysentery Preumonia
Tiamutin, mg/b daily 35mg  WEmg
Body weight each packet
wilt treat for one day 831416 27711b
Required restment duration Sdays  Sdays
Amount water par packet® 128gal  43gal
Tiamulfin per gallon of water 227mg 677 mg
Packets needed for one galion
of stock solution for medication
proportioner set ta defiver one
aunce par galfon 1 3

NDC 59130-740-63

TIAMULIN
Soluble Antibiotic

Active Ingredient:
Each packet contains 1.03 oz (29.1 g}
tiamulin in an inert carrier.
Treatment of swine dysentery associated
Brachyspira hyodysenteriae

Treatment of swine pneumonia due to
Actinaobacil
tiamulin,

Waming: Withdraw medicated water 3 days before
per pound. and 7 days
fore slaughter after use at 10.5 mg per pound.

}slaughter after use at 3.5

*Adjust dilution as needed 10 get required daily drug dose

Caution: For use in animals only-
Not for human use.

Prepare fresh medicated water daily. Use as
the only source of drinking water for 5 days.
Da not use in swine weighing over 250
pounds.

Store in a dry place not above
37°C {100°F) Read complete
package insert.

AmTech® is a registered trademark
of Phoenix Scientific, Inc.

\

ANADA 200-344, Approved by FDA

Net Weight:
24 x 2.28 0z (64.6 g)

with
stnoepﬁhletothmul‘in.

lus pleuropneumoniae susceptible to

Gréup‘,lncixunl)lfn :

ndication: Swine being treated

. «&mm
with Tiamulin should not have access

1o feeds containing polvether ionophores
{e.q.. monensin, lasalocid, narasin, salin-
omycin and sernduramicin) as adverse
reactions may oceur.

TAKE TIME @ omsERvELABEL

Keep out of reach of children.

Avoid inhalation and contact with the skin.
Direct contact with gkin or mucous mem-
branes may cause irritation.

Manufactured by
Phoenix Scientific, Inc.
St. Joseph, MO 64503

Iss. 1-05 800517

Lot No.
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Use Directions: TIAMULIN Soluble Anti-
biotic is designed to be administered in
the drinking water'of swine. Each packet
contains 87,300 mg tiamulin soluble
powder and is designed especially for
convenience of use with medication
proportioners. See package insert for
additional use directions.

Swine  Actinobacillus
Dysentery Pnaumonia
Tiamuiin, mg/b daily 35mg 105mg

Body weight each packet

will treat for one day 248421b 8313Ib

Required treatment duration Sdays  Sdays
Amount water per packet®  384gal 129 gal
Tiamulin per gallon of water 227mg 677 mg
Packets needed for one galton

of stack solution for madication

proportioner set to deliver one

ounce per galion 13 1

»Adjust dilution as needed to get required daily drug dose

Caution: For use in animals only-
Not for human use.

Prepare fresh medicated water daily. Use as
the only source of drinking water for 5 days.
Do not use in swine weighing over 250
pounds.

Store in a dry place not above
37°C {(100°F) Read complete
package insert.

AmTech® is a registered trademark
of Phoenix Scientific, Inc.

.

NDC 59130-740-65

TIAMULIN N
Soluble Antibiotic

Active Ingredient:
Each packet contains 3.09 oz (87.3 g)
tiamulin in an inert carrier.

Treatment of swine dysentery associated with -
Brachyspira hyodysenteriae susceptible to tiamulfin.
Treatment of swine pneumonia due to

Actinobacillus pleuropneumoniae susceptible to
tiamulin.

slaughter after use at 3.5 mg per pound and 7 days

Warning: Withdraw medicated water 3 days before
befors staughter after use at 10.5 mg per pound. ‘

ANADA 200-344, Approved by FDA

~ Net Weight:
12 x6.84 0z (193.8 g}

Contraindication: Swine being treated
with Tiamulin should not have access

‘to feeds containing polyether ionophores

{e.g., monensin, lasalocid, narasin, salin-
omyein and semduramicin) as adverse
reactions may occur.

marme (LT msmmiee

Keep out of reach of children.

Avoid inhalation and contact with the skin.
Dirett contact with skin or mucous mem-
brangs may cause irritation.

Manufactured by
Phoenix Scientific, Inc.
St. Joseph, MO 64503

Iss. 1-05 800517




ANADA 200-344, Approved by FDA

TIAMULIN
Soluble Antibiotic

) .

Description

TIAMULIN Soluble Antibiotic is a fine, white powder which
contains 45% w/w tiamulin. The active ingredient tlamulin
chemically is 14-desoxy-14-{(2-diethylaminoethyl} mercaptoacetoxyl
mutilin hydrogen fumarate, a semi-synthetic diterpene antibiotic.
TIAMULIN Soluble Antibiotic is designed to be administered in

the drinking water of swine.

Actions

Tiamulin is active against Brachyspira hyodysenteriae and
Actinobacillus pleuropneumoniae. It is readily absorbed from the

gut and can be found in the blood within 30 minutes after dasing.

Indications

TIAMULIN, when administered in the drinking water for five
consecutive days, is an éffective antibiotic for the treatment of
swine dysentery associated with Brachyspira hyodysenteriae sus-
ceptible to tiamulin at a dose level of 3.5 mg tiamulin per pound
of body weight daily and for treatment of swine pneumonia due
to Actinobacillus pleuropneumoniae susceptible to tiamulin when

given at 10.5 mg tiamulin per pound of body weight daily.
Contraindications

Swine being treated with TIAMULIN should not have access to feeds
containing polyether ionophores {e.g., monensin, lasalocid, narasin,

salinomycin and semduramicin) as adverse reactions may ocour.

Warning

Keep out of reach of children. Avoid contact with skin. Direct

contact with skin or mucous membranes may cause irritation.

Withdraw medicated water 3 days before slaughter after treatment
at 3.5 mg per pound and 7 days before slaughter following

treatment at 10.5 mg per pound body weight.
Caution

For use in drinking water of swine only. Prepare fresh medicated
water daily. Not for use in swine over 250 pounds body weight.

For animal use anly - not for use in humans.

Adverse Reactions

Overdoses of TIAMULIN have sometimes produced transitory

salivation, vomiting and an apparent calming effect on the pig.

if signs of foxicity occur, discontinue use of medicated water and

replace with clean, fresh water.

in rare cases, redness of skin primarily over the ham and
underline has been observed during medication. If this occurs,

discontinue medication immediately.

Studiss to evaluate the safety of the water soluble form of

tiamulin in breeding swine have not been done.

Use Directions

The concentration of tiamulin in the drinking water must.be adjusted
to compensate for variation in water consumption due to weight or
size of the pig, environmental temperature and other factors. it Is
important that pigs receive the proper drug dose, 3.5 mg tiamulin
per pound for swine dysentery or 10.5 mg tiamulin per pound for

Actinobacillus pneumonia each day for § consecutive days.

Table 1

Approximate daily water consumption per pig

Pig weight, ib Water intake, gal
20 T 03-05
45 0.4-11
75 0.7-15
125 1.0-2.0
180 1.2-3.0

Note:
1. Prepare fresh medicated drinking water every day for the § day
treatment period.

2, Water medicated with Tiamulin Soluble Antibiotic should be

the only source of drinking water during the treatment period,
Directions for preparing Tlamulin Soluble Antibiotic medicated solutions

1. Pour contents of the Tlamulin Soluble Antibiotic packetis)
into a suitable clean container.

2. Add approximately 4 quarts of water.

3. Stir thoroughly until-the powder is completely dissolved.

4, At'ld thils’ solution to the quantity of drinking water needed and
mix well.

Table 2
Packet size: 2.28 oz { Net Tiamulin contwnt 29,100 mg
Disease to be treatad . Swine Dysentery Actinobacillus
. Pneumonia
Daily Tiamulin dose 35mg 105 mg
quired per pound
Required treatment 5 days. 5 days
duration .
Pig hody ht packet 8A141b 2,771
Yo e g
Number of pigs packet will treat for one day
Pig wt., Iy,
20 418 138
45 184 82
75 1 37
126 87 22
180 48 15
Suggested final dilution 128 gal 43 gal
- of gomenu of one packet* - 9 g
Tiamulin concentration per 227 mg 677 mg
gaﬂon at suggested final
ilution®
_ Packet size: 8.84 oz / Nat Tiemulin 87,300 mg
Disesse ta be treated Swine Dy Y Actinobacilius
Pnoumonia
Dally Tiamulin dose 3Emg 105 mg
required per pound ‘ .
Required treatment & days § days
duration
Pig bady weight packet 4,942 (b 83131
w‘gl trea\éforlgm day - ?
Number of pigs packet will treat for one day
Pig wt., th. ' .
20 1245 414
45 §52 186
75 233 111
125 201 66
180 138 45
Suggested finat dilution 384 gal 129 gsl
o?ggmmof one packet* . 8 B 9
Tiamulin concentration per 227 mg 877 mg
alion at suggested final
flution* i

*Note: Increase or dacredsa dilution rate as required to obtain proper
daily drag dose. .

Directions for using Tlamulin Soluble Antibiotic in miedicated proportioners

2.28 oz packet

The contents of each packet dissolved in ane gallon of water and this stock
solution matered.in a medication proportioner at one fluid ounce per gaflon will
defiver 227 my of tiamulin per gation to a total of 128 gailons of drinking water
for treatment of swine dysentery: Use three 2,28 oz packets dissolved in one
gatlon of water and this stack solution metered in a medication proportioner at
ane fluid ounce per gallon to deliver 682 mg of uamultn”rer gaflon to a fotal of
128 gatlons of drinking water for treatment:of Actinobacillus pneumonia.

6.84 oz patket

The cantents of each packet dissolved in three gallons of water and this stock
solution metered in a medication rgpportiouer at one fluld ounce per gallon wilf
deliver 227 mg of tiamulin per gallon to a total of 128 gallons of drinking water
for_treatmant of swine dysentery. Use one 6.84 oz packet dissolved in one
galfon of water and this stock solution matered in a medication propartioner at
one fluid ounce ger galion to defiver 682 mg of tiamulin I}:er galfon to a total of
128 gallons of drinking water for treatment of Actinobacillus pneumania.

The concentration of tiamulin in-the stock solution and in the drinking
water delivered must be atgxgted to compensate for variation in
water consumption-by pigs 10 body weight, environmentat and
other factors. it is important that the pigs receive the proper drug
dose of 3.5 mg per pound of body weight daily for five days for
treatment of swine dysentery and 10,5-mg per pound of body weight
daily for 5 days for treatment of Actinobacillus pneumonia.

Attention

If no respanse to treatmant is obtained within 5 days, re-establish the
diagnasis. Failure of résponge may be related to the presence of non-
susceptible organisms or other complicating disease conditions.
Because of the tendency for the disease to recur on premises with a
history of swine dysentery or Actinobacilius pneumonia, a control
program should be implemented after treatment. Drugs are not
substitutes for proper sanitary-measures or good management, but
should be used in conjunction with such practices.

How supplied
Package Size: - Active Ingredient
Net Welght
2.28 oz (64.6 g) packet, 1.03 oz {29.1 g) Tiamutin
24 packets per contalner
6.84 oz (193.8 g} packet, 3.09 oz {67.3 g} Tiamulin
12 packets pet container
Store in a dry place not abave 37°C (100°F).
Observe expiration dates,
Iss. 1-05 800617
Manufactured by

Phoenix Scientific, Inc.
8t. Joseph, MO 64503
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‘ Contraindicaﬁont - Swiine being treate;!
- with DENAGARD (tlamulin) should not. .
have accass to feeds contalning polyéther

narasin. salinémycin and semdurémicin)
as advers& reactions may occur.

DENAGARQ“ is aTrademark of

-Boehﬁnger Ingetheim Vétmedica, Inc e o

U.S. PatentNo. 4,278,674 - (tiamulin)

634305F‘00-9802 Code 634311 - Soluble Anﬁbiotic .

Boehringer Ingelhaim Vetmedica, Inc. Active Ingradient:

St ]gsg:her M“g"é,.sos U.S.A. This. packet contains 1,03 0z (29 1 g)
tramulin in-an iniert carrier,

‘NADA 134-644, ApproVed by DA .
Net We;ght: 2.28 0z {64.6 g)

~ Treatment of swine dysentery associated
2 with Serpulina hyodysentenae suscep-
. "tible to tiamulin.

Treatment oiswme pneumoma due
1o Atﬁnobaci)‘ius p!eumpneumomae
| su eptible tc tlamaulin,

b

Waming: Withi ?h‘aw medicateq

3.5 mgper pcund and- 4
T days before slaughter after use
- at 10 5mg per pound

Keep out of reach of children.

Avoid inhalatfon and contactwith the
skin: Direct conmct with skin or mugous
membranes may cause tmtatwn

Stgrein adry place not above
37°C (IOO‘F)

Read ‘Qomplete,packagglnsert.

™ Boeh ‘ngeringelhetm

Use Directions: This packet contains 29; IGOmg
tiamulin-and s designed espec;aﬂy for conve-
nience of use with medication proportioners, See
package insert for use in medicated solutions‘

s
§

Swme Agﬁijqﬁ:géjitus
o dysentery Preumania
T!amqr?n, mi/lh daﬂy , 3. _E mg l05mg. .
Body: 1gbtthis packet <
wﬂm tforoaesﬂizy ikl 2.77ub
~Requimd“h-eatment duration _Sdays . 5days
Amountivater) perpackat‘ A3gal
Tamulin ggrglron of water 677 mg
Packets hseded for one gaﬂon '
of stock soltition for medication
proportioner set to deliver one
© puiice petgalian - R 3

“Adjust dituﬁon as needed 10 get requfted daﬂydrug dose

Caution; For use in animals only-
Not forhuman usé,
h medieated waterdaﬂ)c Useas the

use inrswine weighing over 250 pwnds

mwgﬁmwﬁ‘m“



Active Ingredient:

Each packet contains 1.03 0z (29.18)
tiamulin in an inert carrier.

Caution:

For use in the drinking water of swine only.

Store in a dry place not-above 37°C (100°F)

Y ' \™
E N AG A RD DENAGARD™ is a Trademark of Boehringer

Ingelheim Vetmedica, Inc.

(tiamulin) 634307L-00-9802
Soluble Antibiotic Boehringer Ingelheim
Vetmedica, Inc.

 NADA 134-644, Approved by FDA  st. Joseph, MO 64506 U.S.A.

20 Packets,
2.28 0z (64.6 g) each

RN

25\ Boehringer Ingelh'eim
ll

NOBL

. lotNo.

Exp. Date:




NADA 134-644, Approved by FDA

DENAGARD™

(tiamulin)
Soluble Antibiotic

~\ Boehringer Ingelheim

dlw nosL

Contraindications

Swine being treated with DENAGARD (tiamulin) should not
have access to feeds containing polyether ionophares (e.g.,
monensin, lasalocid, narasin, salinomycin and semduramicin)
as adverse reactions may occur.

Warning
Keep out of reach of children. Avoid contact with skin. Direct
contact with skin or mucous membranes may cause irritation,.

Withdraw medicated water 3 days before slaughter after treat-
ment at 3.5 mg per pound and 7 days before staughter follow-
ing treatment at 10.5 mg per pound body weight.

Caution

For use in drinking water of swine only. Prepare fresh medi-
cated water daily. Not for use in swine over 250 pounds body
weight. For animal use only - not for use in humans.

Adverse Reactions
Overdoses of DENAGARD have sometimes produced transitory
salivation, vomiting and an apparent calming effect on the pig,

If signs of toxicity occur, discontinue use of medicated water
and replace with clean, fresh water.

Description ]
DENAGARD (tiamuiin) Soluble Antibiotic is a fine, white
granular powder which contains 45 % w/w tiamulin. The active
ingredient tiamulin chemically is 14-desoxy-14-[(2-diethy-
taminoethyl) mercaptoacetoxy] mutilin hydrogen fumarate,

a semi-synthetic diterpene antibiotic. DENAGARD Soluble
Antibiotic is designed to be administered in the drinking water
of swine.

Actions -

Tiamulin is active against Serpuling hyodysenteriae and
Actinobacilius pleuropneumoniae. It is readily absorbed from
the gut and can be found in the bloed within 30 minutes

after dosing.

Indications

DENAGARD (tiamutin}, when administered in the drinking
water for five consecutive days, is an effective antibiotic for
the treatment of swine dysentery associated with Serpulina
hyodysenterige susceptible to tiamulin at a dose level of

3.5 mg tiamufin per pound of body weight daily and for treat-
ment of swine pneumonia due to Actinobacillus pleuropneu-
moniae susceptible to tiamulin when given at10.5 mg tiamulin
per pound of body weight daily.

In rare cases, redness of skin primarily over the ham and
underline has been observed during medication. If this occurs,
discontinue medication immediately.

Studies to evaluate the safety of the water soluble form of
tiamulin in breeding swine have not been done.

Use Directions

The concentration of tiamulin in the drinking water must be
adjusted to compensate for variation in water consumption
due to weight or size of the pig, environmental temperature
and other factors. It is important that pigs receive the proper
drug dose, 3.5 mg tiamulin per pound for swine dysentery

or 10.5 mg tiamulin per pound for Actinobacillus pneumonia,
each day for 5 consecutive days.



Directions for using DENAGARD in medicated proportioners

2.28 oz packet

The contents of this packet dissolved in one gallon of water
and this stock solution metered in a medication proportioner
at one fluid ounce per galion will deliver 227 mg of tiamulin per
gailon to a total of 128 gallons of drinking water for treatment
of swine dysentery Use three 2.28 ounce packets dissolved in
one gallon of water and this stock solution metered in a
medication proportioner at one fluid ounce per galion to
detiver 682 mg of tiamulin per gallon to a totat of

128 gallons of drinking water for treatment of Actinobacillus
pneumonia. The concentration of tiamulin in the stock solution
and in the drinking water delivered must be adjusted to
compensate for variation in water consumption by pigs due

to body weight, environmental and other factors. It is impor-
tant that the pigs receive the proper drug dose of 3.5 mg

per pound of body weight daily for five days for treatment of
swine dysentery and 10.5 mg per pound of body weight daily
for 5 days for treatment of Actinobacillus pneumonia.

Attention

If no response to treatment is obtained within 5 days, re-
establish the diagnosis. Failure of response may be related
to the presence of non-susceptible organisms or ather
complicating disease conditions. Because of the tendency

Table 1
Approximate daily water consumption per pig

Pig weight, Ib Water intake, gal
20 0.3~0.5
45 0.4~1.1
75 0.7-1.5
125 1.0-2.0
180 1.2-3.0

Note:

1. Prepare fresh medicated drinking water every day for the
5 day treatment period.

2. Water medicated with DENAGARD should be the only
source of drinking water during the treatment period.

Directions for preparing DENAGARD medicated solutions

1. Pourthe contents of the DENAGARD packet(s) into a
suitable clean container.

2. Add approximately & quarts of water.

. Stirthoroughly until the powder is completely dissolved.

4. Add this solution to the quantity of drinking water needed
and mix well.

W

for the disease to recur on premises with a history of swine
dysentery or with Actinobacillus pneumonia, a contro! program
should be implemented after treatment. Drugs are not sub-
stitutes for proper sanitary measures or good management, but
should be used in conjunction with such practices.

How supplied
pp

Package Size:

Net Weight Active Ingredient

2.28 0z (64.6 g) Packet 1.03 0z (29.1 g) Tiamulin
20 Packets per box

Store in a dry place not above 37°C (100°F).
Observe expiration dates.

DENAGARD™ is a Trademark of
Boehringer Ingelheim Vetmedica, Inc.

U.S. Patent No. 4,278,674 TAKE TME
6343051-00-9802
Code 634311
Boehringer Ingelheim Vetmedica, Inc. ’
St. Joseph, MO 64506 U.S.A. N
Table 2
Packet size: 2.28 0z / Net tiamulin content: 29,100 mg
- Swine - Actinobacilius
Disease to be treated Dysentery Pneumonia
Daily tiamulin dose
required per pound 3.5mg 10.5mg
Required treatmment duration 5 days 5 days
Pig body weight packet will
treat for one day 8,3141b 2,7711b
Number of pigs packet
will treat for one day:
Pig We., ib.
20 415 138
45 184 62
% 111 37
125 67 22
180 T 46 15
Suggested final dilution
of contents of one packet* 128 gal 43 gal
Tiamulin concentration
per gallon at suggested
final dilution™ 227mg 677mg

*Note: Increase or decrease ditution rate as required to obtain proper

daily drug doseé.



