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FREEDOM OF INFORMATION SUMMARY

Supp?emental New Animal iDrug Application

ANADA 200-189

LINCOMYCIN SOLUBLE Powder
(lincomycin hydrochloride)

“For Revision of the Approved LINCOMYCIN SOLUBLE Powder Labelmg
Removing a 6-Day Preslaughter Withdrawal Period in Swine; and

Removing a 250-Pound Weight Restriction i m Swine.”

SPONSORED BY:

ALPHARMA, INC.

FOIS]

Dq;,,é;, s

,S/V’ﬂ.ﬁ e i

8‘/0“1/:(2 (n



ANADA 200-189 FOI Summary 2

1. GENERAL INFORMATION: |

a.

b.

o

File Number: L ANADA 200-189
Sponsor: Alpharma Inc.
: One Executive Drive
P.O. Box 1399

Fort Lee, NJ 07024
Drug Labeler Code: 046573

Established Name: Lincomycin hydrochloride

Proprietary Name: : LINCOMYCIN SOLUBLE

Dosage Form: ‘, Soluble Powder

How Supplied: o - 40 g packets and 80 g packets ‘

How Dispensed: oTC

Amount of Active Ingredients: Each 40 g packet contains lincomycin

hydrochloride equivalent to 16 g of lincomycin and
each 80 g packet contains Imcomycm hydroch'onde
equlvalent to 32 g lincomycin.

Route of Administration: . Orally in dnnkmg water
Species/Class: Swine and broilerb chickens
Recommended Dosage:

Swine:

Dosage: Administer at a dose rate of 250 mg of lincomycin per gallon of dnnkmg water.
In clinical studies, this dose rate provided an average of 3.8 mg of lincomycin per pound
of body weight per day.

Treatment period: The drug should be adnnmstered for a minimum of 5 consecutive days
beyond the disappearance of symptoms (bloody stools) up to a maximum of

10 consecutive days. If water treatment is discontinued prlor to this time, a lincomycin
treatment program may be continued with hncomycm premix at 100 g lincomycin per ton
of complete feed as the sole ration according to label directions.

Administration: One 40 g packet will medicate 64 gallons and one 80 g packet will
medicate 128 gallons of drinking water providing 250 mg per gallon. A dose of 3.8 mg
lincomycin per pound of body weight may be maintained by medlcatmg the dnnkmg ‘
water at a concentration of 250 mg per gallon of drinking water when pigs are consuming
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1.5 gallons per 100 pounds of body weight per day. Under these circumstances the
concentration of hncomycm required in medicated water may be adjusted to compensate
for variations in age and welght of animals, the nature and severity of disease symptoms '
environmental temperature and humidity, each of which affects water consumptlon For
use in automatic water proportloners prepare the stock solution by d1ssolv1ng two
40-gram packets, or one 80-gram packet, in 1 gallon of water: then adjust the
proportioner to deliver 1 oz of stock solution per gallon of drinking water.

Broiler Chlckens: ;

Dosage: Administer at a dose rate of 64 mg of lincomycin per gallon of drinking water.

‘Treatment Period: Start medication as soon as the diagnosis of necrotic enteritis is

determined. If improvement is not noted within 24 to 48 hours, consult a licensed
veterinarian or veterinary diagnostic laboratory to determme diagnosis. The drug should
be administered for 7 consecutive days.

Administration: One 40 g packet will medicate 250 gallons and one 80 g packet will
medicate 500 gallons of dnnklng water prov1d1ng 64 mg/gallon.

Pharmacological Category: Antimicrobial

m. Indications: ; Swine: LINCOMYCIN SOLUBLE is indicated for the

treatment of swine dysentery (bloody scours).

Broiler Chickens: LINCOMYCIN SOLUBLE is
indicated for the control of necrotic enteritis caused
by Clostridium perfringens susceptible to

lincomyecin.

n. Pioneer Product: , , LINCOMIX Soluble Powder; lincomycin
hydrochloride; NADA 111-636;
Pharmacia & Upjohn.

c. Effects of Supplement: Removal of the withdrawal period in swine.

Removal of the weight restriction in swine.

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.
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Ordinarily the ANADA Sponsor shows the generic product is bloequrvalent to the pioneer,
which has been shown to be safe and effective. If bloequlvalcnce 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 may grant a
waiver from conducting an in vivo bioequivalence study (55 FR 24645, June 18, 1990; .
Fifth GADPTRA Policy Letter; Bioequivalence Guidance, October 2000; see
http://www.fda.gov/cvm/ gurdance/pubhshed htm#documents )

Based on the formulation characteristics of the generic product, 1.D. Russell Company,
Laboratories (the original sponsor of this ANADA) was granted a waiver from the
requirement for an in vivo broequrvalence study for the generrc product LINCOMYCTN
SOLUBLE (lincomycin hydrochloride). The generic product is a water-soluble powder
administered as an oral solution, contains the same active 1ngred1ent in the same
concentration and dosage form as the pioneer product, and contains no inactive ingredients
that may 51gn1ﬁcantly affect the absorption of the active 1ngred1ent ‘The proneer product
LiNcoMIx® Soluble Powder (llncomycm hydrochlonde) the subJ ect of

Pharmacia & Upjohn NADA l 11-636, was approved on January 28, 1983

The 250—pound welght restmctlon was removed from the pioneer (NADA 111- 636) labehng '
due to swine feeding practices today resulting in heavier werghts being reached in pigs before

, slaughter The statement, “The safety of lincomycin has not been demonstrated for pregnant

swine or swine intended for breedlng,” has been added to the label to caution agalnst use in
these animals. No exclusivity was granted for this change A zero-day withdrawal time was
approved for the pioneer NADA 111-636 on March 18, 1999 (64 Federal Register, Volume
64, pages 13341 — 13342), with a three-year exclusrvrty, which subsequently exp1red Hence,
10 new safety or effectiveness data were requrred for approval of these supplements that
provide for removal of the 250 -pound weight restrlctlon and a reductlon in the preslaughter
withdrawal time to zero days :

HUMAN SAFETY:
Human Safety Relative to Food Consumption:

o Tolerances for Residues:
The tolerances established for the pioneer product apply to the generic product
The following tolerances are establrshed under 21 CFR 556 360.

(a) Acceptable daily intake (ADI) The ADI for total residues of lincomycin is
25 micrograms per kilogram of body werght per day.

(b) Chickens: A tolerance for residues of lincomycin in chickens is not required.

(c) Swine: Tolerances for lincomycin of 0.6 part per million in hver and O 1 part per
million in muscle are established.
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s Withdrawal Time:
When a waiver of the requirement of an in vivo bioequivalence study is granted, the
withdrawal time is that previously assigned to the pioneer product. A Zero
withdrawal time is assigned to swine treated Wlth hncornycm hydrochlorxde soluble
powder, under ANADA 200-189.

e Regulatory Method for Residues:
The regulatory analytlcal method for detection of residues of the drug is a
microbiological test using Sarcina Iutea (ATCC 9341). The analytical method for the
determination of lincomycin residues is on file at the Center for Veterinary Med1c1ne
Food and Drug Adm1n1strat1on 7500 Standlsh Place Rockv1lle MD 20855 o

Human Safety Relative to P_ossessmn, Handlmg and Administration:
The labeling contains adequate caution/waming statements.
AGENCY CONCLUSIONS:

This 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 LINCOMY(‘[N
SOLUBLE (llncomycm hydrochlonde soluble powder) ‘when used under the proposed ‘
conditions of use, is safe and effective for its labeled indications.

.. ATTACHMENTS:

Facsimile Generic Labeling and Currently Approved Pioneer Labeling are attached
as indicated below:

Facsimile packet and box labeling for generic lincomycin hydrocthnde‘powder -
LINCOMYCIN SOLUBLE, water soluble powder: 16 grams hncomycm hydrochlonde per 40-
gram packet, 32 grams hncomycm hydrochloride per 80-gram packet; 25-40 g packets, 25—
80 g packets.

Approved gloneer packet aﬂd box labeling for hncomyun soluble powder -
LiNncoMIX”® Soluble Powder: 32 grams lincomycin hydrochloride per 80-gram packet;
24-80 g packets.
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SWINE: Directions for use

DOSAGE: Administer at a dase rate of 250 mg of lincomycin per gallon of drinking water. In clinical
studies, this dose rate provided an average of 3.8 mg of Imcomycm per Ib of body weight per day.
TREATMENT PERIOD: The drug should be administered for a minimum of 5 consecutive days
beyond the dlsappearance of symptoms {bloady stook) tip to'a maximum of 10 consecutxve days.

If water tréatment is discontinued prior to this time, 2 lincomycin tréatment program may be
continued with lincomycin premix at 100 g lincomycin per ton of complete feed as the sole

ration according to label directions.

ADMINISTRATION: This packet will medicate 64 gallons of drinking water providing 250 mg/galflon.
A dose of 3. 8 mg lincomycin per lb of body weight may be maintained by medncatmg the

" drinking water at a contentration of 250 mg per gallon of drinkirig water when pigs are consuming

1.5 gatlons per 100 lbs of body weight per day. Under these circumstances the concentration of
lincomycin réquired in medicated water may be ad;usted to compensate for variations in age and
weight of animals, the nature and severity of disease symptoms environmental tefnperature and
humidity, each of which affects water consumption. For use in automatic water proportioners, prepare
the stock solution by dissolving 2 packets in 1 gallon of water: then adjust the proportioner to

deliver 1 oz of stock solution per gallon of drinking water.

e LINCOMYCIN

Antibacterial

Soluble

This packet contains as an active ingredyient: v ' Nei Weighi »
Lincomycin HCl, equivalent to 16 g lincomycin 40 grams
Store below 86° F (30° C). (1.41 02)

See back for instructions.

For Oral Use in Swine and Broiler Chickens Only
Keep Out of Reach of Children

INDICATIONS - Swine: Lincomycin Soluble is indicated for the
treatment of swine dysentery (bloody scours).

INDICATIONS - Broiler Chickens: Lincomycin Soluble is indicated
for the control of necrotic enteritis caused by Clostridium
perfringens susceptible to kncomycin. -

WARNINGS:

1. No drug withdrawal period is required .
before slaughter of swine receiving Take Time
Lincomycin Soluble at the approved
level of 250 mg per gallon of drinking
water, nor before slaughter'of birds
receiving Lincomycin Soluble at the Observe Label
approved level of 64 mg per gallon of Directions

drinking water.

2. Not for human use. Restricted Drug

Marketed by Use only as dnrected (CA)

o ALPHARMA., ~ ANADA 200-189, Approved by FDA

Alpharma Inc. .
One Executive Drive List #3901

Fort Lee, New Jersey 07024 ' ) AHF-023 0206

BROILER CHICKENS: Directions for use

DOSAGE: ‘Administer at a dose rate of 64 mg of lincomycin per galion of drinking water.
TREATMENT PERIOD; Start medication as soon as the diagnosis of necrotic enteritis is determined. if
improvement is not noted within 24 to 48 hours, consult 2 licensed veterinarian or veterinary
diagnostic faboratory to determine diagnosis. The drug should be administered for 7 consecutive days.
ADMINISTRATION: This packet will medicate 250 gallons of drinking water providing 64 mg/galion.

CAUTIONS.

1. Discard medicated drinking water if not used within 2 days. Fresh stock solutxon should be
prepared daily.

2. if clinical signs of bloody scours (watery, mucoid or bloody stools) have not improved during the
first 6 days of medication, discontinué tiéatment and redetermine the diagnosis.

3. Occasionally, swine fed lincomycin may within the first 2 days after the onset of treatment develop
diarrhea and/or swelling of the anus. On rare Gccasions, some pigs may show reddening of the
skin and irritable behavior. These conditions have been self-correcting within S to 8 days without
discontinuing the lincomycin treatment.

4. The safety of lincomycin has not been demonstrated for pregnant swine or swine intended for
breeding.

5. Do not allow rabbits, hamsters, guinea pigs, horses or ruminants access to water containing

lincomycin. Ingestion by these species may result in Severe gastrointestinal effects.

. Do not use the water treatriient and the feed treatment simultaneously.

Not for use in layer and breeder chickens.

N




4 x 6 landscape
Black, PMS 307, PMS 1485
AHL-420 0206 :

s Lincomycin

Antibacterial

Each packet contains as an active ingredient: . Take Time
Lincomycin HCl equivalent to 16 g Lincomycin
See packet for additional use and mixing instructions. obsere2tabel
Store below 86° F (30° C). Directions.

Contents: 25 x 40 gram pack Restricted Drug

Marketed by Use only as directed (CA)
e ALPHARMA. ANADA 200-189, Approved by FDA
Alpharma Inc. List #3904
One Executive Drive, Fort Lee, New Jersey 07024 AHL-420 0206

Lot: Exp:



4 x 6 landscape
Black
AHL-421 0206

40 Gram Lincomycin Soluble
Restricted Drug - Use Only as Directed (CA)

SWINE: Directions for Use

INDICATION: Lincomycin Soluble is indicated for the treatment of swine dysentery (bloody scours).

DOSAGE: Administer at a dose rate-of 250 mg of lincomycin per gallon of drinking water. In clinical studies, this dose rate provided an average of 3.8
mg of lincomycin per pound of body weight per day.

TREATMENT PERIOD: The drug should be administered for a minimum of 5 consecutive days beyond the disappearance of symptoms (bloody stools)
up to a maximum of 10 consecutive days. If water treatment is discantinued prior to this time, a lincomycin treatment program may be continued with
lincomycin premix at 100 grams lincomycin per ton of complete feed as the sole ration according to fabel directions. '
ADMINISTRATION: This packet will medicate 64 gallons of drinking water providing 250 mg/galion. A dose of 3.8 mg lincomycin per pound of body
weight may be maintained by medicating the drinking water at a concentration of 250 mg per gallon of drinking water when pigs are consuming 1.5
gallons per 100 Ibs of body weight per day. Under these circumstances the concentration of lincomycin required in medicated water may be adjusted
to compensate for variations in age and weight of animals, the nature and severity of disease symptoms, environmental temperature and humidity,
each of which affects water consumption, For use in automatic water proportioners, prepare the stock solution by dissolving 2 packets in 1 gallon of
water, then adjust the proportioner to deliver 1 ounce of stock solution per gallon of drinking water,

BROILER CHICKENS: Directions for Use

‘INDICATION: Lincomycin Soluble is indicated for the control of necrotic enteritis caused by Clostridium perfringens susceptible to lincomycin.
DOSAGE; Administer at a dose rate of 64 mg of lincomycin per gallon of drinking water.

TREATMENT PERIOD: Start medication as soon as the diagnosis of necrotic enteritis Is determined. If improvement is not noted within 24t 48 hours,
consult a licensed veterinarian or veterinary diagnostic laboratory to determine diagnosis. The drug should be administered for 7 consecutive days.
ADMINISTRATION: This packet will medicate 250 gallons of drinking water providing 64 mg/gallon.

CAUTIONS: 1. Discard medicated drinking water if not used within 2 days. Fresh stock solution should be prepared daily. 2. if clinical signs of bloody
scours {watery, mucoid or bloody stools) have not improved during the first 6 days of medication, discontinue treatment and redetermine the diagnosis.
3. Occasionally, swine fed lincomycin may within the first 2 days after the onset of treatment develop diarrhea and/or swelling of the anus. On rare
- occasions, some pigs may show reddening of the skin and irritable behavior. These conditions have been self-correcting within 5 to 8 days without
discontinuing the lincomycin treatment. 4. The safety of lincomycin has not been demonstrated for pregnant swine of swine intended for breeding.
5. Do not allow rabbits, hamsters, guinea pigs, horses or ruminants access to water containing lincomycin, Ingestion by these species may result.in
severe gastrointestinal effects. 6. Do not use the water treatment and the feed treatment simultaneously. 7. Not for use in layer and breeder chickens.

WARNINGS: 1. No drug withdrawal period is required before slaughter of swine receiving Lincomycin Soluble at
the approved level of 250 mg per gallon of drinking water, nor before slaughter of birds
Teceiving Lincomycin Soluble at the approved level of 64 mg per gatlon of drinking water.
2. Not for human use.

Store below 86° F (30° C). AHL-421 0206



SWINE: Directions for use

DOSAGE: Adniinistér at 3 dose rate-of 250 mg of lmcomycm per gallon of dnnkmg water. ln clinical
studies, this dose tate provided an average of 3.8 mg of fincomycin per Ib of body weight per day.
TREATMENT PERIOD: The drug shoutd be administéred for a minimum of S consecutive days
beyond the dlsappearance of symptoms {bloody stools) up to a raximum of 10 consecutive days.

If water treatment is discontinued prior to this time, a lincomycin treatment program may be
continued with fincomyein premix at 100 g lincomycih per ton' of complete feed as the sole

ration according to label directions. ;
ADMINISTRATION: This packet will medicate 128 gaﬂons of drinking water provndmg 250 mg/gallon
A dose of 3.8 mg lincomycin per Ib of body weight may be maintained by medlcatmg the

drinking wates at a concentration of 250 mg per gallon of ‘drinking water when pigs are consuming
1.5 gallons per 100 lbs of body weight per day. Under these circumstances the concentration of
lincornycin required in medicated water may be adjusted to compensate for variations in age and
weight of animals, the nature and severity of disease symptoms, environmental temperature and
humidity, each of which affects water consumption. For use in automatic water proportioners, prepare
the stock solution by dissolving 1 packet in 1 gallon of water! then adjust the propartioner to

deliver 1 oz of stock solution per gallon of drinking water.

e LINCOMYCIN

Antibacterial

This packet contains as an active ingredient: ' ‘ Nét'Wéight
Lincomycin HCl, equivalent to 32 g lincomycin - 80 grams
Store below 86° F (30° C). (2.82 02)

See back for instructions.

For Oral Use in Swine and Broiler Chickens Only
Keep Out of Reach of Children

INDICATIONS - Swine: Lincomycin Soluble is indicated for the
treatment of swine dysentery (bloody scours).

INDICATIONS - Broiler Chickens: Lincomycin Soluble is indicated
for the control of necrotic enteritis caused by Clostridium
perfringens susceptible to lincomycin.

WARNINGS:

1. No drug withdrawal penod is requ:red : .
before slaughter of swine receiving Take Time
Lincomycin Soluble at the approved
level of 250 mg per gallon of drinking
water, nor before slaughter of birds
receiving Lincomycin Soluble at the Observe Label
approved level of 64 mg per gallon of Directions

drinking water.

2. Not for human use. Restricted Drug

Marketed by Use only as directed {(CA)

2 ALPHARMA. ANADA 200-189, Approved by FDA

s it List #3902
?:rf f::c :‘32&“ JZ:ZI:y 07024 ) AHF-055 0206

BROILER CHICKENS: Directions for use

DOSAGE: Administer at a dose rate of 64 mg of Imcomycln per ga(lon of dnnkmg water,
TREATMENT PERIOD: Start medication as soon as the diagnosis of necrotic enteritis is determined. If
impravement is not nated within 24 to 48 hours, consult a licensed veterinarian or veterinary
diagnostic laboratory to determine diagnosis. The drug shotild be administered for 7 consecutive days.
ADMINISTRATION: This packet will medicate 500 gallons of drinking water providing 64 mg/galion.

CAUTIONS:

1. Discard medicated drinking water if not used within'2 days. Fresh stock solution should be
prepared daily.

2. if clinical signs of bloody scours (watery, mucoid or bloody stools) have not improved during the
first 6 days of medication, discontinue treatment and redetermine the diagnosis.

3. Occasionally, swine fed lincomycin may within the flrst 2 days after the onset of treatment develop
diarthea and/or swelfing of the anus. On rare occasions, some pigs may show reddening of the
skin and irritable behavior. These condmcns have heen self-carrecting within 5to 8 days without
discontinuirg the linconiycin treatment.

4. The safety of fincornycin has not been demonstrated for pregnant swine or swine intended for
breeding.

S. De not allow rabbits, hamsters, guinea pigs, horses or ruminants access to water containing

lincomycin. | Ingestion by these species may resuit in severe gastrointestinal effects,

. Do not use the water treatment and the feed treatment simultaneously.

Not far use in'layer and breeder chickens.

~No




4 x 6 landscape
Black, PMS 307, PMS 1485
AHL-422 0206

T Lincomycin

Antibacterial

Each packet contains as an active ingredient: Take Time
Lincomycin HCl equivalent to 32 g Lincomycin
See packet for additional use and mixing instructions. | Obsore= L abel
StOl’e belOW 860 F (300 C). Directions
| Contents: 25 x 80 gram pack Restricted Drug
Marketed by Use only as directed (CA)
> ALPHARMA. : ANADA 200-189, Approved by FDA
Alpharma Inc. List #3906
One Executive Drive, Fort Lee, New Jarsey 07024 AHL-422 0206

Lot: Exp:



4 x 6 landscape
Black
AHL-423 0206

80 Gram Lincomycin Soluble
Restricted Drug - Use Only as Directed (CA)

SWINE: Directions for Use

INDICATION: Lincomycin Soluble is indicated for the treatment of swine dysentery (bloody scours).

DOSAGE: Administer at a dose rate of 250 mg of hncomycm per gallon of dnnkmg water ln chmcal studles, this dose rate provided an average of 3.8
mg of fincomycin per’ pound of‘body weight per day.

TREATMENT PERIOD: The drug should be administered for a minimum of 5 consecutive days beyond the d.sappearance of symptoms (bloody 5100-'3}
up to a maximum of 10 consecutive days. If water treatment is discontinued prior to this time, a lincomycin treatment prograrm may be continued with
lincomycin premix at 100 grams lincomycin- per ton of complete feed as the sole ration according to label directions.

ADMINISTRATION: This packet will medicate 128 galions of drinking water providing 250 mg/galion. A dose of 3.8 mg lincomycin per pound of body
weight may be maintained by medicating the drinking water at a concentration of 250 mg per gallon of dnnkmg water when pigs are consuming 1.5
95"0"‘ ner 100 Ibs of hody v wmnhf ner ria\l Linder thess circumstances the. concentration of Imrnmvrm required in medicatad water r may ha adiusted
to compensate for variations in age and wefght of animals, the nature and severity of disease symptoms, environmental temperature and hurnidity,
each of which affects water consumption. For use in automatic water proportioners, prepare the stock solution by dissolving 1 packet in 1 galfon of
water, then adjust the proportioner to deliver 1 ounce of stock sofution per galion of drinking water.

BROILER CHICKENS: Directions for Use

INDICATION: Lincomycin Soluble is indicated for the control of necrotic enteritis caused by Clostridium perfringens susceptible to lincomycin.
DOSAGE: Administer at a dose rate of 64 mg of lincomycin-per gallon of dnnkmg water,

“TREATMENT PERIOD: Start medication as soon as the diagnosis of-necrotic enteritis is determined. If improvement is not noted within 24 to 48 hours,

“consult a ficensed veterinarian or veterinary diagnostic laboratory to determine diagnosis. The drug should be administered for 7 consecutive days.

_ADMINISTRATION: This packet will medicate 500 gallons of drinking water providing 64 mg/gallon.

CAUTIONS: 1. Discard medicated drinking water if not used within 2 days. Fresh stock solution should be prepared daily. 2. If clinical signs of bloody
:scours (watery, mucoid or bioody stools) have not improved during the first 6 days of medication, discontinue treatment and redetermine the diagnosis.
:3. Occasionally, swine fed iincomycin may within the first 2 days after the onset of treatment develop diarrhea and/or sweiling of the anus. On rare
occasions, some pigs may show reddening of the skin and irritable behavior. These conditions have been self-correcting within 5 to 8 days without
‘discontinuing the lincomycin treatment. 4. The safety of lincomycin has not been demonstrated for pregnant swine or swine intended for breeding.

5. Do not allow. rabbits, hamsters guinea pigs, horses of ruminants access to water containing Imcomycm Ingestion by these species may result in
severe gastrointestinal effects. 6. Do not use the water treatment and the feed treatment simultaneously. 7. Not for use in layer and breeder chickens.

‘ WARNINGS: 1. No.drugwithdrawal period is required before slaughter of swine receiving Lincomycin Soluble at ‘

the annrovad level of 250 mg per aallon of Annlnng water, nor before slaughter of birds

2. ‘Not for human use.

L J

,, the approved level of 250 mg per gallon of drinking water, nor before slaughter of birds
’ receiving Lincomycin Soluble at the approved level of 64 mg per gallon of dnnkmg water. ‘

Store below 86° F (30° (). ‘ AHL-423 0206
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LINCOMIX®

Solu

lincomycin hydrochloride
(agricultural grade) soluble powder

Antibacterial
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Restrictad Drug—Use Only as Diregtgd {California)

SWINE: Directions for Use

INDICATION: LINCOMIX Soluble Powder icated for the treatmer
(bloody scours). ' i . . .
DOSAGE: Administer at a dose rate of 250 mg of lincomycin per gallon of drinking water. in
clinical studies, this dose rate provided an average of 3.8 mg of lincomycin per pound of body
weight per day. . : )
TREATMENT PERIOD: The drug should be administered for a minimum of 5 consecutive days
beyond the disappearance of symptoms (bloody stools) up to a maximum of 10 consecutive
days. If water treatment Is discontinued prior to this time, a lincomycin treatment’ program may
be continued with lincomycin premix at 100 grams lincomycin per ton of complete feed as the
solé ration ‘according to label directions. e T e
ADMINISTRATION: This packet will medicate 128 galions of drinking water providing 250
mg/galion. A dose of 3.8 mg lincomycin per pound of body weight may be maintained by
medicating the drinking water at a concentration_of 250 mg per gailon of drinking water when
pigs are consuming 1.5 gations per 100 Ibs of body weight per day. Under these circumstances
the concentration of lincomycin required in medicated water may be adjusted to compensate for
variations in age and weight of animals, the nature and severilty of disease symptoms,
environmental temperature and humidity, each of which affects water consumption.
For use in automatic water proportioners, prepare the stock softtion by dissolving one packet in
one gailon of water: then adjust the proportioner to deliver 1 ounce of stock solution per galion
of drinking water.

NOTE: After a treatment program is discontinued, a control program for swine dysentery may be
followed by teeding lincomycin premix at 40 grams lincomycin per ton of complele {eed as the
sole ration.

e dysentery

¥

BROILER CHICKENS: Directlons for Use :
INDICATION: LINCOMIX Soluble Powder is indicated for the control of necrotic enteritis caused
by Clostridium perfringens susceptible to lincomycin.
DOSAGE: Administer at a dose rate of 64 mg of lincomycin per gation of drinking water.
TREATMENT PERIOD: Start medication ‘as soon as the diagnosis of necrotic enterltis Is
determined. If improvement Is not noted within 24 1648 hours, consull a licensed veterinarian or
veterinary diagnostic laboratory to determine diagnosis. Theé drug should be administered for 7
consecutive days. e i :
ADMINISTRATION: This packet will medicate 500 gallons of drinking water providing 64
mg/gatlon. ) :
NOTE: After water medication is discontinued, a control program for necrotic entéritis may be
{ollowed by feeding lincomycin premix at 2’ grams fincomycin per ton of complete feed.

CAUTIONS
1. Discard medicated drinking water if not Used within 2 days. Fresh stock sotution should be
prepared daily. 2. if clinical signs of bloody scours {watery, mucoid or bloody stools) have not
improved during the first 6 days of medication, discontinue treatiitent and redetermine the
diagnasis. 3. Occasionally, swine fed lincomycin may within the first two days after the onset of
treatment develop diarrhea and/or swelling of the anus. On rare occasions, some pigs may show
reddening of the skin and irritable behavior. These conditions have been seff-correcting within
five 1o eight days without discontinuing the lincomycin treatment. 4. The safety of lincomycin has
not been demonstrated for pregnant swine or swine intended for breeding. 5. Do not allow
rabbits, hamsters, guinea pigs, horses, or ruminants access to water containing lincomycin.
Ingestion by these species may result in severe gastrointestinal effects. 6. Do not use the water
treatment and the feed treatment simultaneously. 7. Not for use in layer or breeder chickens.

WARNINGS , :

1. No drug withdrawal ggriod is required before slaughter of swine recelving
LINCOMIX Sciuble Powder at the approved level of 250 mg per gallon of
drinking water, nor before slaughter of birds receiving LINCOMIX Soluble
Powder at the approved level of 64 mg per gailon of drinking water.

2. Not for human use. ) e

Store at Controlled Room Temperature 20° 1o 26° C (68° to 77° F) [see USP].
Pharmacia & Upjohn Company « Kalamazoo, Mi 48001, USA 815 934 004E
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Restricted Drug—Use Only as Directed (California)

SWINE: Directions for Use

INDICATION: LINCOMIX Soluble Powder is indicated for the treatment of swine dysentery
{bloody scours).
DOSAGE: Administer at a dose rate of 250 mg of lincomycin per gallon of drinking water. In
clinical studies, this dose rate provided an average of 3.8 mg of lincomycin per pound of body
weight per day.
TREATMENT PERIOD: The drug should be administered for a minimum of 5 consecutive days
beyond the disappearance of symptoms (bloody stools) up to a maximum of 10 consecutive
days. If water treatment is discontinued prior to this time, a lincomycin treatment program may
be continued with lincomycin premix at 100 grams lincomycin per ton of complete feed as the
sole ration according to label directions.
ADMINISTRATION: Each packet will medicate 128 galions of drinking water providing 250
mg/galion. A dose of 3.8 mg lincomycin per pound of body weight may be maintained by
medicating the drinking water at a concentration of 250 mg per gallon. of drinking water when
pigs are consuming 1.5 galions per 100 Ibs of body weight per day. Under these circumstances
the concentration of lincomycin required in medicated water may be adjusted to compensate for
variations in age and weight of animals, the nature and severity of disease symptoms,
environmental temperature and humidity, each of which affects water consumption.
For use‘in automatic water proportioners, prepare the stock solution by dissolving one packet
in one gallon of water: then adjust the proportioner to deliver 1 ounce of stock solution per galion
of drinking water.
NOTE: After a'treatment program is discontinued, a control program for swine dysentery may
be followed by feeding lincomycin premix at 40 grams lincomyain per ton of complete teed as
the sole ration.

BROILER CHICKENS: Directions for Use
INDICATION: LINCOMIX Soluble Powder is indicated for the control of necrotic enteritis caused
by Clostridium perfringens susceptible to lincomycin.
DOSAGE: Administer at a dose rate of 64 mg of lincomycin per galion of drinking water.
TREATMENT PERIOD: Start medication as soon-as the diagnosis of necrotic enteritis is
determined. If improvement is not noted within 24 to 48 hours, consult a ficensed veterinarian
or vaterinary diagnostic laboratory to determine diagnosis. The drug should be administered for
7 consecutive days.
AD}\M?IMSTRATION: Each packet will medicate 500 gallons ot drinking water providing 64
mg/galion. .
NOTE: After water medication is discontinied, a control program for necrotic enteritis may be
followed by teeding lincomycin premix at 2 grams lincomycin per ton of complete feed.

CAUTIONS :
1. Discard medicated drinking water if not used within 2 days. Fresh stock solution should be
prepared daily. 2. If clinical signs of bloody scours (watery. mucoid or bloody stools) have not
improved during the first 6 days of medication, discontinue treatment and redetermine the
diagnosis. 3. Occasionally, swine fed lincomycin may within the first two days after the onset of
treatment develop dlatrhea and/or swalling of the anus. On rare occasions, some pigs may show
raddening of the skin and irritable behavior. These conditions have been seff-correcting within
tive to eight days without discontinuing the lincomycin treatment. 4. The safety of fincomycin has
not been demonstrated for pregnant swine or swine intended for breeding. 6. Do not aliow
rabbits, hamsters, guinea pigs, harses, or ruminants access (o water containing lincomycin.
Ingestion by these species may result in severe gastrointestinal effects. 6. Do not use the water
treatment and the feed treatment simultaneously. 7. Not for use in layer or breeder chickens.
WARNINGS
1. No drug withdrawal period is required belore slaughter of swine receiving
LINCOMIX Soluble Powder at the approved level of 250 mg per gallon of drinking
water, nor before slaughter of birds receiving LINCOMIX Soluble Powder at the
approved level of 64 mg per galion of drinking water,
2. Not for human use.

Store at Conlrolled Room Temperature 20° to 25° C (68° to 77° F) [see USP].
Pharmacla & Upjohn Company « Kalamazoo, Ml 49001, USA 815935 104E




