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FREEDOM OF INFORMATION SUMMARY

ORIGINAL ABBREVIATED NEW ANIMAL DRUG APPLICATION

ANADA 200-377

LINCOMED Soluble Powder
(Lincomycin hydrochloride)

For use in swine and broiler chickens

LINCOMED is indicated for control of necrotic enteritis caused by Clostridium
perfringens susceptible to lincomycin in broiler chickens and the treatment of swine
dysentery (bloody scours).

Sponsored by:

Cross Vetpharm Group Ltd.

2005 - 200 377 | Fots |/



FREEDOM OF INFORMATION SUMMARY
GENERAL INFORMATION:
. File Number: ANADA 200-377

. Sponsor: Cross Vetpharm Group Ltd.
Broomhill Rd, Tallaght
Dublin 24, Ireland

Drug Labeler Code: 061623

. Established Name: Lincomycin hydrochloride

. Proprietary Name: LINCOMED Soluble Powder
. Dosage Form: Soluble powder

. How Supplied: 1.41 oz (40 gm) packet

25 x 40 gm packaging

2.82 0z (80 gm) packet

25 x 80 gm packaging

2 1b. (907.2 gm) pail

6 x 2 Ib (907.2 gm) packaging

. How Dispensed: OTC

. Amount of Active Ingredients: 1.41 oz (40 gm) packet contains as active
ingredient Lincomycin hydrochloride
equivalent to lincomycin 16.0 g.

2.82 oz (80 gm) packet contains as active
ingredient Lincomycin hydrochloride
equivalent to lincomycin 32.0 g.

2 1b. (907.2 gm) pail contains as active
ingredient Lincomycin hydrochloride
equivalent to lincomycin 400 mg.

. Route of Administration: Oral

j. Species/Class: Swine and broiler chickens

. Recommended Dosage: Administer at a dose rate of 250 mg of
lincomycin per gallon of drinking water.

. Pharmacological Category: Antibacterial



ANADA 200-377
Freedom of Information Summary
Page 3

~ « Withdrawal Times
When a waiver from the requirement of an in vivo bioequivalence study is granted,

August 11, 2002, the withdrawal times are those previously assigned to the pioneer
product.

For this reason, no withdrawal period is required before slaughter of swine or broiler
chickens.

« Regulatory Method for Residues
The regulatory analytical method for detection of residues of the drug is a
microbiological test using Sarcina lutea (ATCC 9341). The method is on file at the
Center for Veterinary Medicine, FDA, 7500 Standish Place, Rockville, MD 20855.

4. AGENCY CONCLUSIONS:

This ANADA submitted 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 LINCOMED (lincomycin hydrochloride) Soluble Powder, when used under its
proposed conditions for use, is safe and effective for its labeled indications.

’

Facsimile géneric labeling and currently approved pioneer labeling are attached as
follows

Generic Labeling for ANADA 200-377:
LINCOMED Soluble Powder;
1.41 oz (40 gm) packet (front panel)
1.41 oz (40 gm) packet (back panel)
25 x 40 gm packaging
2.82 oz (80 gm) packet (front panel)
2.82 oz (80 gm) packet (back panel)
25 x 80 gm packaging
2 1b. (907.2 gm) pail
6 x 2 1b (907.2 gm) packaging

Pioneer Labeling for NADA 111-636:
LINCOMIX Soluble Powder;

1.41 oz (40 gm) packet

48 x 40 gm packaging

2.82 0z (80 gm) packet

24 x 80 gm packaging

5.64 0z (160 gm) label

16.92 oz (480 gm) label
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SWINE: Dirgelions for gae

Tadications: LincoMed Solubris Powder is itnfisaed Sor $ia treatment of swing dyssntery (bomdy sepurs).
Dasaga: Atminister at & doss saie of 250 g of Icomychy per patien of drinking waiar, b\cimvtsmms s gose 1ats
proviged an averagye of 3.5 mi) of incomycin per pound of Judy weight per day.
Treaimenl Petiof The trug shoud be oministersd #o @ mimimims o7 & s bsyari }
sympiams oty stodls) up to o mexknum of 10 conseculive days. Kmymmkasmwmpﬁnrmmm,
finowrmyen Stsatngt program mhmﬁwﬂmimwdnmm&ﬁmnmmmw par fon of complene Tsad
- @5thy Sule rallon avconfing 1o fatef directions
Amigistratiog: mmrmmmmmmamommmwm 5 dose of 38 mp
imomchpwmmdmmymmmmmmbymﬁmmammaltmmtrmumﬁ()mgper
gakon o drinking water whes pigs are consuming 1.5 gallons per mmsmmmmw day. Unier these
circumstznges the sorentration of Rricomyche tequfrad iy menteated walsd may b ajusied lommmsworvanms in
age and weight of anfmals, the natire ang msrm‘o%dhsmsymm and humifity, each of
il uffects water " ¥or use i auh prapsate the siock soluGon by tissoiving two .
pamhmgaaonnsmmmadimmmmwmdM1wauau’mmmimp«wonmmm
Wote:  hiter 2 reatment progrem &mmm‘amﬁmmmmsmmmy&smwm
premix §f 40 grams I P mucmwmasmamm

m&mmmm

Iafisations: mm&wsmmwmmmmmsmmmnmcmmmwc:mwmmmmm
Susceptible to Icamyoin,
Dosagt: Adminisier at 2 dose ralo of B4 my of Ercomyck per galion of driking water
Peried: San X wmasnmmwsmmﬁmamshnmmw ¥ imgirovament is ot poted
wihin 24 1048 houts, cofsalt 8 Foemsad vetarinada or veteiery | ,xudﬁminé"— i, The drug
ghoitd be atiminiistered 1ot 7 eonsecitive Gays. )
Atmiisirgtion: This owewm mmmczso gdﬁms of drinking water prwidh:u 64 mpfyator
Nole: Attar water megk dmrmlwmﬁcmmmuéfmm
!nmmwpmxatzmmmnmmwmofmmmu -
.S 1 Drscard medivates Sinking waiar F not usad within 2 days. Fresh stock sohevion shoukd bo preparil day
2 Welivicd sprs uf bloody scours {waleoy, mwormm;MMmmmmmmsmur
‘mesication, disconiings traavtent and sepetarin e Wagmoes.
3 Dcm\malymneieuBnmmyﬁnmmmwmmmrmwmmmmmwmaMc
swalling of the anvs. On rate oteagions, anmamsmyﬁwmmw»fmsﬁnamkmmw Thesp

mdﬁbnshavebwsett-mm WS tive o wipht days withoul dispon reatment.
4, The sately of uctmyshy bes ot beary demonstrated Tor pragrant swine Eriended lbfb\'m

5. Dy ot alfow eabbils, hamsiers, guinsz plps, horasor m:wmmmmw
. hmﬁmbyﬂmaemmmhmmﬁm -
. Lt .8 wmmwmmwmmmmmm . -
TY TR T YT Retforube e andbreedor hiskens
No drup withdrawat period is required betore slwgm ‘of swing sevaiving LincuMed Sofuble Powder at
"B the approved level of 260 my per gation of drinking wster, nor bafore slauphter of birds rechiving
ummwmmmummmmadﬂwwmmmmmw

Store 2t controlied rwmmamumfzm 10 25°C (66° 1o T7°R),
LikcoMed i a Trademark of Bimeda, inc.
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SWINE: Directions for nse

Indications: LincoMed Soluble Powrder 5 indicated for the treatment of swirre dysentesy | (bloody stours).

Dosage: Administerat g dose tate of 250-mg of Hnsomycin per gallon of dﬂnﬂﬁgwater !ncﬁrica(tmdies t?xisdose rate provided

@n average of 3.8 mg of lingomycin per pound of body weight per day.

Treatment Perlod: ‘The drugshould be administered for a minimum of § consecutive daysbaymd diaavpaaram of symptoms

{bloody siools) up o8 madmum of 10 consatutive days.” I water Ireatriont Is discontinued prior 0 s time, a incottycin

tregtment program may be continued with Sncomycin premix at 100 qmms fincormytin per fon of oomp!atefsad ﬁ!ﬁmm}e ration

aceording o lbel directions.

Avminigtration: This packet will medicals 128 gaflons of dﬁmcm waier providing 250 mg/galion. Adoss ot 3.8 iny nmamynin

per pound of boty weight may bu maintairicd by medicating the drinking Wate! 2t a corcensation of 250 mp. gir Gallonof drinking

water when plgs arabwsumtngm palioms per 100-ibs of boty weight por-day. Under these chcumstanies e concertration of
aquired in medlicated watser mzy be adjusted 1o compansate for varfations ih age wnd mmwm 19 neture and

sovartly of discase symptoms, envitorimarts! tempentture end hursidity, each of wiveh affects Wathr SonSurmtion;, Foruse in

autematic water proportioners, prepara the $tock solution by dissalving oftg packet n omgdlon of water, then ajust e

propottioner to daliver 1 ounce of stock solution per galion of drinking wate

Note: Atiera tmalmant pmgmm s digcontinued, a confrol program rnrswme dysentery may befourmd by fepding Hncomyeln

pretmix at 40 grams § par toy of Zomplste foed as the sole ration.

BROILER ﬂﬂﬂﬁﬁ& Dhoctions for Use

Indications: LincoMedt Solubls Powder 1s indicates for the control o! necrotic eneritis caused by Closhidium periringans
susceptible to tinsomycin,

Dosage: Adminiter al a dose rate of 64 mg of uncm\yctn par gallon of drinking wate

Treatment Periad: Start medication as soon as the dfagnosis of necrotic enistitis is daumined {¢ improvstoant s not noted
., Within 24 1o 48 hours, consull a Hizansed vetsrinarian or veterinary ﬁinmus!ic laboratory to dstérntine dimm ft‘mﬂmq shoyld
* be sdninistéred for 7 consecutive days. o

Aﬁ'mhltiration' This, packst will madicate 500 gallons of drinking water providing 64 mg/gamm

Note: After water metfication Is discontinued, @ racommented control program for necrotic enteritis consists of feqdmg
fincomyein pmm?x at 2 grams lintomycih per ton of complele teed.

CAUTIORS

1. Discard medicated Srinking water 1 nolusod within 2 days, Fresh stock sphion should be prepared dally.
2. ¥ clinical sigys of bioddy scours {watery, mucold or bioudy stosls) havsnmmpmveddumm first € days of spedication,
discontinua treatment and redeterming the

diagnosis.
8 Cocasionally, swine Mﬁmmﬁnm%mﬁmmmwmm 1 dm!ep st\wﬂm Lol

‘of the.anis, ' Dn rare occaslons, some pigs.may show reddening of the sk and fritable behavior. - ﬁwseéon(ﬁﬁom
~baen self-correcting within five 10 eight days without discontinuing the incomycth trestment.
4. The safely of lincomyein has not basn demonstrated for pregnant swine intended for breeding.-
5.. Do not aliow rablits, hamsters, gulnsa pigs, horses or risninants access to watst containing momycm iraanﬁam Ingestion
by thesa specles may result in sevare gestromiastina eftects,
6. Do not use the water Ueatment and the feed trextmints simultaneously.
7. Mot for use In fayer ang brooder chickens.

WABNIRGS

No drug withdrawal pariod is required befurs slaughter of swine recsiving LincoMed Solubls Fawdef atthe apprmd lavel
of 250 mg per galion of drinking water, nor before staugider of birds reseiving Linoked Solubje Powder at the approved
tove! of 64 myg per geflon of diinking water.

Storeat conrolied rom tempertuse 20° to 85°C (B6° 16 77°F)
LincoMed Js a Trademark of Bimeda, inc.
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NDC 0009-0962-13

INCOMIX"

Soluble Powder

lincomycin hydrochioride

agricultural grade)

soluble powder
Antibacterial

TAKE TIME

(&)

OBSERVE LABEL
DIRECTIONS

L A\

Restricted Drug—lIse Only as Directed (California)

- . SWINE: Directions for Use
INDICATION: LINCOMIX Soluble Powder is indicated for the
freatment 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 64 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 fga!lon{s 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 two packets
in one gallon of water: then adjust the proportioner to deliver 1 ounce of stock solution per gailon
of drinking water.

NOTE: After a treatment program is discontinued, a conirol program for swine dysentery may
be followed by feeding fincomycin premix at 40 grams lincomycin per ton of compiete feed 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 fincomycin.
DOSAGE: Administer at a dose rate of 64 myg 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 licensed veterinarian
or veterinary diagnostic laboratory to determine diagnosis. The drug should be administered for
7 consecutive days. I

ADMINISTRATION: Each packet will. medicate 250 gallons of drinking water providing 64 mg/gation.
NOTE: Altet water medication is discontinued, a control program for necrotic anteritis may be
followed by .feeding lincomycih ;premix at 2 grams lincomycin per ton of complete feed.

S o 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 fod l&nconax?lcin may within the first two days after the onset of
treatment develop diarthea and/or swelling of the anus. On rare occasions, some plgs may show
reddening of the skin and irritable behavior. These conditions have been self-correcting within
five to sight days withouit discontinuing the fincomycin treatment. 4. Not for use in swine weighing
more than 250 pounds, 5. Da not allow rabbits, hamsters, guinea pigs, horses, or ruminants
access to water containing lincomycin, Ingestion by these species may resuit 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
LINCOMIX Soluble Powder at the approved level of 250 mé; per gallon of drinking
water, nor before staughter of birds receiving LINCOMIX Soluble Powder at the
approved level of 84 mg per gallon of drinking water.
2. Not for human use. -
Store at Controlled Room Temperature 20° to 25° C (68° to 77° F) [see USP].
Pharmacia & Upjohn Company » Kalamazoo, M 49001, USA 814 632 207

HAER
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NDC 0009-0962-18

LINCOMIX

Soluble Powder

lincomycin hydrochloride
(agricultural grade)
soluble powder

Antibacterial

TAKE TIME

OBSERVE LABEL
DIRECTIONS

Restricted Drug—Use Only as Directed (California)

SWINE: Directions for Use

INDICATION: LINCOMIX Soluble Powder is indi d for the treatment of swine dysentery
(bloody scours). - '
DOSAGE: Administer at a dose rate of 250 mg of fincomycin per gaflen of drinking water. In
clic}io*?l 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 stoois) up to a maximum of 10 consecutive
days: If water treatment is discontinued prior to this time, a lincomycin treatment program may
be cotitifued 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 gallons of drinking water providing 250
mg/gaflon. 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 galfon of drinking water when
pigs are consuming 1.5 gallons'par 100 ibs of body weight per day. Under these circumstances
the doncentration of lincomytin reguired in medicated water may be adjusted to compensate for
variations in age and weight of animatls, the nature and severity of disease symptoms,
envirgnimental temperature; and humidity, each of which affects water consumption.
For usé 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 solition per gation
of driking water. L
NOTE:, After a treatment progfam is discontinued, a controt program for swine dysentery may
g'e foﬂbléwed by feeding fincomycin premix at 40 grams lincomyein per ton of complete feed as

g 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 gallon of drinking water.
TREATMENY 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 faboratory to determine diagnosis. The drug should be administered for
7 consecutive days. .
ADMIP&I:TRAHON: Each packet will medicate 500 gallons of drinking water providing 64
mg/galion,
NOTE: After water medication is disconlinued, a control program for necrotic enteritis may be
followed by feeding 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 soiution 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 diarrhea and/or swelling of the anus. On rare occasions, Some pigs may show
reddening of the skin and irritabile behavior. Thiese conditioris have beeri self-corrécting within
five to ight days without discontinging the lincomycin treatment. 4. The safely of lincomycin has
not been'demonstrated for pregnant swine or swine inténded for breeding. 5. Do not allow
rabbits, han s, gul pigs,. he or rumi aceess to water containing lingomycin,
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 before 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

&pproved level of 64-mg per gallon of drinking water.

2, Notfor humanuyse. * ' .

Store al'Controlled Room Temperature 20° to 25° C {68° to 77° F) [see USP).
Pharmécia & Upjohn Company * Kalamazoo, M 48001, USA 815 935 104E
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Restricted Drug—Use Only as Directed (é-mom "

NDC 0009-0962-35 Oniy as o y
X ; ® INOICATION: LINCOMIX Soluble Powder is lndlequ for the treatment 01‘. swme
dysentery (bloody. scours).
DOSAGE: Administer at a dose rate Mzsumgofﬁnwm = pargauono\‘drlnktng
uble Powder water. In c::rlca! studies. thms;;:;ea provided an average of 3.8 mg of
‘lﬁ"“ mﬁwﬁfﬁ%g gihif‘ﬁ?m d% 8 S ENT fERioD: me’ drug shouid ge ‘(tor a e of 5
incomycin hydrochloride ays b bloody sieols) up to
a rhaxims mohoeonsecutweda lfwat treqhmem discontinued 1
(agricultural grade) soluble powder time, & i s o with incomyc premix at

100 gdrlims lincomyein par ton of oomplete fadd as the sole ration according to

iabel directions.

ADHINISTRATION This bottle will medicate 256 gallons of drinking water

pmvtdlng 250 mglgallon A dose of 3.8 mg Hncomycin per pound of body welght
may be mal g the drinking water at a concentration of 250 mg

per gallon of drinking water when pigs are consuming 1.5 gailons per 100 tbs ol

Antibacterial

BROILER CHICKENS: Directions for Use
INDICATION: LINCOMIX Soluble Powder Is indicated for the control of necrotic
onteritis caused by Clostridium perfringens susceptible to lincomyein.
gOSAGE' Administer at a dose rate of 84 mg of lincomycin per gailon of
rinking wate
TﬁEATHﬁNT PERIOD: Start medication as saen as the diagnosis of necrotic
enteritis is determinad. i lmprovemem is not noted wmhin 24 to 48 hours,
consult & b d to d

diagnosis. The drug should be. adminstared for 7 coneacutive days.
ADMINISTRATION: This bottle will medicate 1000 gallons of drinking water
providing 64 mg/gation. .

NOTE: Aftor wator med is di d, a control p for
enteritis may be ol d by feading i ycin premix at 2 gmms lincomycin
per ton of completa feed. CAl

UTIONS
1. Discard medicated drinking water if not used within 2 days. Fresh stock
solution should be prepared daily. 2. i dlinical signs of bloody scours {watery,
mucmd of bloody stools) have not |mproved during the first G dnys of

body weight per day, Under these circumstances the toncentration of i
required in medicated water may be adjusted to compensate for variations In aga
and weight of animals, the nafure and severjty of disease symptoms.
envitonmenttal

t and redet the d
3.0 ionally, swine fed ycin may within the first two days after the
onset of treatment davalop dlarrhea andfor swelling of the anus. On rare

some pigs may show reddening of the skin and irvitable behavior.

:emperamreandhummy sach of which affects water
For use In stock by d

the
ane bottle in two gallons of water: then adjust ttie proportioner to defiver 1 ounce
of stock solution per gal!on of dﬂnk!ng water
NGTE Aﬁer a troat prog; d, a controf program for swine
y be followed by f ‘" in premix at 40 grams lncomyeln

p«mnmcompaetemasmesomm

j L L

§70009-0962-35 7 =

& 818882001

These conditions have been sen»corrming within five lo eight days without
g the fi y 4. The safety of fincomycin has not
been d d for pregnant swine or swine intended for breeding.
5. Donotaﬂowtabbws,hamsters gumeapags homes or ruminants access o
water by thes: may result in severe
gaslmintesima! eftects. 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
reeeivmg L!NGOMIX 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 levef of
84 mg per gallon of drinking waler 2 Not for human usa

Stors at Controlled Room T ratu &

20° to 25° C (68° to 77° F) [see USP}, Kalamazoo, Mi 49001, USA



NDC 0005-0962-36

LINCOMIX®

Soluble Powder

RS ETE RN B SN SRR T
lincomyein hydrochloride
(agricultural grade) soluble powder

Antibacterial -

v T

Restricted Drug—Use Only as Directed (¢alifornia)

SWINE: Directions for Use .
INDICATION: LINCOMIX Soluble Powder is indicated for the ireatment of swine dysentery
{bloody scours). e e

DOSAGE: Administer at a dose rate of 250 mg oi‘lincomycin per galion of'drinking water. In clinical
studies, this dose rate provided an average of 3.8 mig of lincomycin per pound of body weight per day.
TREATMENT PERIOD: The drug should be administered for a minirium of 5 consacutive days
beyond the disappearance of symptoms (bioody Stools) up to a maximunt of 10 consecutive days.
If water treatment is discontinued prior to this time, a lincomycin tregtment program may be
continued with lincomyein premix at 100 grams, lincomycin per ton of ‘¢ongplete feed as the sole
ration according to label diractions. .

ADMINISTRATION: This bottle will medicate 768 gallons of drinking water providing 250 mg/gallon.
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 naturs and severity of disease symptoms, environmental temperature and
humidity, each of which affects water consumption.

For use in automatic water proportionars, prepare the stock solution by dissolving one bottle in six
gallons of water: then adjust the proportionar to deliver 1 ounce of stock solution per gallon of
drinking water.

NOTE: After a treatment program ig discontinued, a control program for swine dysentery may be followed
by feeding lincomycin premix at 40 grams lincomycin per ton of compilete feed as the sole ration

oy, -

3 0009-0962-36 4 ExP

i

BROILER CHICKENS: Directlons for Use

INDICATION: LINCOMIX Soluble Powder is indicated for the control of necrotic enteritis chused 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 tha diagnosis of nacrotic enterifis is determined.
if improvement is not noted within 24 to 48 hours, consult a ficensed veterinarian or veterinary
diagnostic lahoratory to determine diagnosis. The drug should be administered for 7 consecutive days.
ADMINISTRATION: This bottle will medicate 3000 gallons of drinking water providing 64 mg/gallon.
NOTE: After water medication is discontinued, a control program for nacrotic enteritis may be
followed by feeding 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. 1f clinical signs of bioody scours (watery, mucoid or bloody stoois) 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 diarrhea and/for swelling of the anus. On rare occasions, some pigs may show
reddening of the skin and irritable behavior. These conditions have been seif-correcting within five
1o eight days without discontinuing the lincomycin treatment. 4. The safety of lincomyein has not
been demonstrated for pregnant swine or swine intended for breeding. 5. Do not allow rabbits,
hamsters, guinea pigs, horses, or ruminants access o water containing lincomycin. Ingestion by
these spaties may result in severe gastrointestinal effects. 6. Do not use the water treatment and
the feed treatment simulianeously. 7. Not for use in layer and breeder chickens.

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

Store at Controlted Room Temperature 20° to 25° C (68° to 77° F) [see USP].
Pharmacia & Upjohn Company - Kalamazoo, Ml 49001, USA
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LINCOMIX®

Soluble Powder

lincomycin hydrochloride
(agricultural grade) soluble powder
Antibacterial
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