
FREEDOM OF INFORMATION SUMMA 

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. 



FREEDOM OF INFORMATION SUMMARY 

I. GENERAL INFOWTION: 

a. File Number: ANADA 200-377 

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

Drug Labeler Code: 06 1623 

c. Established Name: Lincomycin hydrochloride 

d. Proprietary Name: LINCOMED Soluble Powder 

e. Dosage Form: Soluble powder 

f. How Supplied: 1.41 oz (40 gm) packet 
25 x 40 gm packaging 
2.82 oz (80 gm) packet 
25 x 80 gm packaging 
2 lb. (907.2 gm) pail 
6 x 2 lb (907.2 gm) packaging 

g. How Dispensed: OTC 

h. 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 lb. (907.2 gm) pail contains as active 
ingredient Lincomycin hydrochloride 
equivalent to lincomycin 400 mg. 

i. Route of Administration: 

j . Species/Class: 

k. Recommended Dosage: 

1. Pharmacological Category: 

Oral 

Swine and broiler chickens 

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

Antibacterial 
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A N A D A 2 0 0 - 3 7 7  
F r e e d o m  o f In fo r m a tio n  S u m m a r y  

P a g e  3  

l W ithd rawa l  T imes  
W h e n  a  wa iver  from  th e  requ i remen t o f a n  in  v iva b ioequ iva lence  study is g ran te d , 
A u g u s t 1 1 ,2 0 0 2 , th e  wi thdrawal  tim e s  a re  those  prev ious ly  ass igned  to  th e  p ioneer  
p roduc t. 

For  th is  reason , n o  wi thdrawal  pe r iod  is requ i red  b e fo re  s laugh te r  o f sw ine  o r  bro i ler  
chickens.  

l R e g u l a tory  M e th o d  fo r  Res idues  
T h e  regu la tory  ana ly tical m e th o d  fo r  d e tec tio n  o f res idues  o f th e  d rug  is a  
m icrobio log ica l  tes t us ing  Sa re ina  E u te a  ( A T C C  9 3 4  1) . T h e  m e th o d  is o n  fi le a t th e  
C e n ter  fo r  V e ter inary  Med ic ine , F D A , 7 5 0 0  S tand ish  P lace, Rockvi l le,  M D  2 0 8 5 5 . 

4 . A G E N C Y  C O N C L U S IO N S : 

This  A N A D A  submi tte d  u n d e r  sect ion 512(b ) (2 )  o f th e  Federa l  F o o d , D rug , a n d  
C o s m e tic A ct sa tisfies th e  requ i remen ts o f sect ion 5  12 (n )  o f th e  A ct a n d  d e m o n s trates 
th a t L I N C O M E D  ( l incomycin  hydroch lor ide)  S o lub le  P o w d e r , w h e n  used  u n d e r  its 
p roposed  cond i tions  fo r  use , is sa fe  a n d  e ffec tive fo r  its l abe led  indicat ions.  

Facs imi le  gener ic  labe l ing  a n d  cur ren tly app roved  p ioneer  labe l ing  a re  a tta c h e d  as  
fo l lows 

Gener i c  Labe l ing  fo r  A N A D A  2 0 0 - 3 7 7 : 
L I N C O M E D  S o lub le  P o w d e r ; 

1 .4  1  oz  (40  g m )  packe t (front pane l )  
1 .4  1  oz  (40  g m )  packe t (back  pane l )  
2 5  x 4 0  g m  packag ing  
2 .8 2  oz  (80  g m )  packe t (front pane l )  
2 .8 2  oz  (80  g m )  packe t (back  pane l )  
2 5  x 8 0  g m  packag ing  
2  lb. ( 907 .2  g m )  pai l  
6  x 2  lb  ( 907 .2  g m )  packag ing  

P ioneer  Labe l ing  fo r  N A D A  1 1  l -636 : 
L I N C O M I X  S o lub le  P o w d e r ; 

1 .4 1  oz  (40  g m )  packe t 
4 8  x 4 0  g m  packag ing  
2 .8 2  oz  (80  g m )  packe t 
2 4  x 8 0  g m  packag ing  
5 .6 4  oz  (160  g m )  labe l  
1 6 .9 2  oz  (480  g m )  labe l  
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Re&ct)d Drug-Use only he Directed (California) 
SWINE: DIrecttons for Use 

INDICATiON: LINCOMIX &uble Powder is indicated for the NDC 0009-0962-I 3 

LINCOMIX” 
treatment of swine dysente,ry (bloody scours). 
DOSAGE: Administer at a dpse rate of 250 mg of lincomycin per gallon of drinking water. In 
clinical Studies, this dose rate provlded 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 IO 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 

Soluble Powder 

lincomycin hydrochloride 
- m 

sole ration according to label directions. 
ADMINISTRATION: Each packet will medicate 64 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 drinklng water at a concentration of 250 mg per gallon of drinking water when pigs are 
consuming 1.5 allons per 100 Ibs of body weight per day. Under these circumstances the 
concentratfon o F kncomycin 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 pmportioners, prepare the stock solution by dissolving two packets 
in one aallon of water: then adlust the proportioner to deliver 1 ounce of stock solution per gallon 

(agricul~ral grade) 
soluble Dowtier 

m 
TAKETIME 

of drfnktng water. 
_ 

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

BROILER CHICKENS: Directions for Use 
INDICATION: LINCOMIX Soluble Powder is indicated for the control of necrotic enteritis caused 
by C/osf&d@n perfringens susceptible to lincomycin. 
DOSAGE: Admihister at a dose rate of 64 mg of lincomycin per gallon of drinking water. 
TREAWENT 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. 
ADMlNl~ATlOk: Each packet’&jjl.medicate 250 gallons of drinking water providing 64 mg/gallon. 
NOTE: Aftat water medication 1s Biscontinued, a control program for necrotic enteritis may be 
followed tav .feedina lincomvcih aremix at 2 arams lincomvcin per ton of complete feed. 

‘ .I ,-, ‘I” 
CAUTibNS - 

1. Discaro medicated drinking &ter 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, swihe fed lincom tin 
treatment develop diarrhea andlor W,elling d the 

may within the first two days after the onset of 
anus. On rare occasions, some pigs may show 

reddening of the skin and irritable behavior. These conditions have been self-corroctfng within 
five to eight days wiiut cfiscontfnuing the lincomycin treatment. 4. Not for use in swine weighing 
more than 250 pounds, 5. Do net allow rabbits, hamsters, guinea pigs, homes, 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 breeds pr chickens. 

WAf?NtNGS 
1. No drug withdrawal period is required before slaughter of swine receiving 

LINCOMIX Soluble Powder at the approved level of 250 m per gallon of drinking 
water, nor before slaughter of birds receiving LINCOMIX 8 oluble Powder at the 
aooroved ievel of 64 ma per aallon of drinkina water. c 

t 2. h&t for human use. - ’ - 1 
Store at Controlled Room Temperature 20” to 2.Y C (6C to 77” F) [see USPJ. 
Pharmacla 81 Upjohn Company l Kalamazoo, Ml 49001. USA 8t4 632 207 
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LINCOMIX~ 
Soluble Powder 
l~nco~cin hyd~chlo~de 
(agricultural grade) 
soluble powder 

OBSERVE LABEL 
.&TM DIREMDhlS 

Restricted Drug-Use Only as Directed (Catifornia) 

SWINE: Directions for Use 
INDICAflON: IJNCOMIX Soluble Powder is indicated for the treatment of swine dysentery 
(blo@ 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 lincomvcin 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 IO consecutive 
days: If water treatment is discontinued odor to this time. a lincomvcin treatment mooram mav 
~co~tiihuad with lincomyck premix at iO0 grams lincomycin perion of cornpIe& f&d as thk 
sole rqtion according to label’ d@&tions. 
ADf#lNI$TRATlON: Each packat will medicate 128 gallons of drinking watar providing 250 
mg/$aflbn. A dose of 3.8 mg# ljricomycln per pound of body weight may be maintained by 
medtc@g the drinking water: ht a concentration of 250 mg per gallon of drinking water when 
pigs r%r(, consuming 1.5 gal!onsi)er 100 Ibs of body wetght per day. Under these circumstances 
the Concentration of IincomyWn required in medicated water may be adjusted to compensate for 
variatidns in age and weight of anima$ the natura and severity of disease symptoms, 
envirqniriental temperature: aqd humidity, each of which affects water consumption. 
For qS& In automatic water proportioners, prepare the stock solution by dissolving one packet 
in one aallon of water: then adiiist-the prooortkxter to deliver I ounce of stock solution oer aallon 
of drititin water. 

. - 

NOTE’ filer a treatment prog& is discontinued a contml program for swine dysentery may 
be fo&vad by feeding lincomycin premix at 40 g&ms lincomyctn per ton of complete feed as 
the so& ration. 

SRO&l CHICKENt? DIrectIons for Use 
INDlCA%OM: LINCOMIX Soluble Powder is indiitsd for the control of necrotic enteritis caused 
by Cfosfridi~m perfringens susceptible to lincomycin. 
DOSAGE: Administer at a dose rate of 64 tig of lincomycin per gallon of drinking water. 
lf?EAT?+lENT 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 diapnostic laboratory to determine dia(fnosis. The drum should be administered for 
7 oonsecutive d&s. 
BII~N~TRATION: Each packet will medicate 500 gallons of drinking water providing 64 

%z:%er water medication is discontinued, a control program for necrotic enteritis may be 
followed by feeding lincomycin premix at 2 grams lincomycin per ton of complete feed. 

1. Discard medicated drinking water if no%s%!%i 2 days. Fresh sto$k solution should be 
oreoared dallv. 2. If clinical sians of bloodv scours (waterv. mucokl or blobdv stools1 have not 
imfjroved d&g the first 6 &ys of medibatian, d&cant&e treatment and redef&mine the 
diagnosis. 3. Occasionally, swine fed lincomycio may within the first two dsys after the onset of 
treatment develop diarrhea and/or swelling of the anus. On rare occasions, some pigs may show 
re&e&n 
fiva to .81 -8 

of the skin antI irrltal%a behav+x. Th&se conizfiiorts have beeh Self-co&ctfti~ w&in 
t days without diintinying the lincomycin tre@ment. 4. Jhe @sty of iincomydn has 

hot been’demonstrated for pfdgilant swine or swine intended for breeding. 5. Do not allow 
rabbits, hamsters, guinea pigs. hprses, or ruminants eccess to water containing lincomycin. 
Ingestion by these species may rasutt in severe gastrotntestlnal effects. 6. Do not use the water 
treatment and the feed treatment bimultaneously. 7. Not For use in layer or breeder chickens. 

WARNINGS 
1. No drug withdraw81 g&d is required before 

$JNCOMlX Soluble Powder at the approved level 
ter of swine receiving 

,vater. nor before slaughter of btrds receiving LINCOMIX 
per gallon of drinking 

@pro& levei of 64.mg per gallon of drinking water. 
2. ,Not for human use. ‘ (j c 

Store aicontrolled Room Tem&$ature 2+ to 25O C (6@ to 77” F) [see USP]. 
Phsrmpia & Upjohn Company l Kalamazoo, Ml 49001, USA 815 935 104E 
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iincom 
(agriCu T 

oin hydroch~eride 
turel grede) soluble powder 

A~tj~~ct~rial &$ 
:$Q,:,;:,:~$ ” \ 

l?estNoled Drug-Use ~~y~~~~~ie~ ,, ‘I, 

INDlcATloNz LlNcoMlx Soklble Powdel is i”&et@d Yor the treatmanf i swine 

100 &me 
label dredtions. 

feed 88 tha sole ratfori ec&rdfng to 

AIMIINISTFtATtON: This bottle sill medicate Z&3 gallons of drlnklng wetar 
pr&Iln(f 250 mg/ga(bn. A d5se of 9.8 “q ll”t%“yd” per p~lnd of body Wqht 
maybemlllntalnedbymsdlcatktgthedrlnMngwe~atecMMeotratronof250mg 
per g8lbn of drtnking w&r v&an pigs era consuming 1,5 geli~~“~~s pf 
body WIghI per ‘lay. under the.6 i%rcu”l8m”c# Ihe WocpMra m 
raquirad in madicaEed water may be adjusted t5 compensate for veriatto”a In age 
end weight of animals. th8 nature end saverlty of dlssase symptoms. 

~~ 
rn~~~~,~~~~W~~. 

3warpr~,pmpmau!asmckMblbnby~“g 
One bottb I” two gaibns of water: the” edjust the pmportl5”ar t5 deliver 15u”ca 
ol stock solmb”‘p%r g&m of ddnkl”g w8mr. 
NOTE: After a treatment program Is d&continued. a control program for swine 
dysbntery may be Obwed by feedlng Uncomycin premb: at 40 grams Unwnycin 
pecMn0fc0mplstefeed~me~t~. 

BROLER GHIGKENS: Dir&io”s for Uas 
INDICATION: UNCOMIX Soluble P&r is hxlioaled for the mntrol of necmtic 
entsritls oausad by Gfosrridum pmfrfngens susceptible to Ilncomycin. 
DDSAGQE: Administer at a dose rata of 84 rng of llncomycln per gallon of 

~~~~: St8rt madbmbn 8s .w3n 8s mS diegno6ls of necrotb 
enthtis is detenninsd. tf lmpcovenmnt is not not& within 24 to 48 hours. 
cOn6utt a Hmmssdveterin M vemrlrmry ukg”Mb laboretoly to dewmine 
diegnoaib. The drug should ba administerad for 7 consecutive days. 
ADMlNIS’i’RATtDN: This bott!+ wiN medkate It330 gallons of drinking we&r 
provM~“u l% “wtgalbn. 
NOT!% After Water “mdkatfon is disconf&ued. a curttrol program for nocrohc 
entadtt~ my be folfowd by feeding lhwmyci” premix at 2 grams lincomyci” 
p8rto”alcTonpbtewed. CAUTIONS 

1. Discard medicated drinking water if not used v&hi” 2 days. Rash stock 
solulfo” Should be prep8md daily. 2. If cdiikal eigns of bloody scours (watery, 
mucoid or bloody stools) have not improved during the first 6 days of 
medication. discontinue treatment end redetarmine the diagnosis. 
9. Ocoesfo”elly, swine fed ltnmmydn may within the first two days after the 
onset of treatment develop d&rhea and/or swelling of the anus. On rare 
-s. son’ta piss “88~ show mddenmg of lha 8kb and irrftabta behavior. 
These condhbns have Lwen Beff-corwttng whftin five to eight days without 
dkcwrtinuing the li”cantycin treatment. 4. The safety of linwmyci” hea not 
bee” demonstrated for pregnant swine or swine internled for breeding. 
5.00 not fdbw rebbita, hamners, guinea pigs. horeaa. w ruminanta access to 
wrdw CMItaining Uncamyol”. &ga&bn by these apwfas may resutt in savars 
gesIr5intesti”al affwts. 6. Do not ~98 the water treatment and tha feed 
treatment eimultaneousiv. 7. Not for use in layer and breeder chickens. 

WARNtNGS . 
1. No drug wimdrawal p&d is required before slaughter of swine 

roeeiving LINGOMIX Soluble Powder et the approved level of 
250 mg per gallon of drlnldrtg water, “or before slaughter of birds 
receiving LINGOMfX Soluble Powder at the approved levet of 
64 ma oar aallon of drinkina water. 2. Not for htiman use. 
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LINCOMIX~ 
l incomycin hydrochloride 
faaticultural arade) soluble nowder 

Restrlcted Drug-Use Only as Directed ($alifornia) 
SWINE: Dltdons for Use 

IWDICATION: LINCOMIX Soluble Powder is’jmdicated for the treatment of swine dysentery 
(blo6dy scours). . 
DOSAGE:  Administer at a dose rate of 250 mg bt.iincomycin per gallon bf~drinking water. in clinical 
studies, this dose rate provided an average of 3. 
TREATMENT PERIOD: The drug should be a mmrstered for a min imom bf 5 consecutive days 1 .’ 

mg of l incomycin per poundof body weight per day. 

beyond the disappearance of symptoms (bto66ybtools) up to a maximum tit 10 consecutive days. 
If water treatment is discontinued prior to this‘time, a lincemycin treatment program may be 
continued with lincomycin premix at 100 grams, jincomycin per ton of +mplete feed as the sole 
ration acc6rding to label directions. .I 
ADMIt4lSTRATtON: This bottle wilt medicate 768,gatIons of drinking water providing 256 mg/gaiion. 
A  dose of 3.8 mg lincomycin per pound of body weight may be maintained by medicating the 
drinking water at a cbncentration of 250 mg per gatlon of drinking watei,when pigs are consuming 
1.5 gallons per 100 tbs of body weight per day. Under these circumstances the concentration of 
l incomycin required in medicated water may tie adjusted to compensate,f& variations m  age and 
weight of animajs. 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 bottle in six 
gallons of water: then adjust the proportioner to deliver 1 ounce of st6ck solution per gallon of 
drinking water. 
NOTE After a treatment program is dtttinued, a cbntrot program for swine dysentery may be fottowed 
by feeding linoomycin premix at 40 grams iincomycin per ton of c6mplete feed as the sole ration 

11 llllllHU ll~llllll 1 
0009-0952-36 4 

LOT 

EXP 

l 818884001 

‘ 1 
BROILER CHICKENS:  Direotlons for Use 

INDICATION: LlNCOMtX Soluble Powder is indicated for the control of necrotic enteritis c&&d by 
Ctostfidium perfringens susceptible to lincomycin. 
DOSAGE:  Administer at a dose rate of 64 mg of l incomycin per gallon of drinking #rater. 
TREATMENT PERIOD: Start medication as soon as the diagnosis of necrotk enteritis is determined. 
If improvement is not noted within 24 to 48 hours, consult a iicensed veterinarian or veterinary 
diagnoskc laboratory to determine diagnosis. The drug shotltd be adminlsteredfor 7 consecuttve days. 
ADMINISTRATlON: This bottle will medttte 3000 gallons of drinking water providing 64 mglgallon. 
NOTE: After water medication is discontinued. a control program for necrotic enteritis may be 
followed by feeding linoomycin premix at 2 prams lincomycin per t6n of complete feed. 

CAUTlONS 
1. Discard medicated drinking water if not used wcthin 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 iincomycin may within the fhst 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 self-correcting within five 
to eight days withbut discontinuing the iincomycin treatment. 4. The safety of tincomyoin has not 
been demonstrated for pregnant swine or swine intended for breeding. 6. Do not allow rabbits, 
hamsters, guinea pigs, horses, or ruminants access to water containing iincomycin. 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 

LINCOMIX Soluble Powder at the approved level of 256 mg per galloh of drinking 
water, nor before slaughter of birds recetving LtNCOMtX Soluble Powder at the 
approved level of 64 mg per gallon of drinking water. 

2. Not for human use. 

Store at Controlled Room Temperature 20” to 25” C (SW to 77’ F) [see USP]. 

Pharmacia &  Upjohn Company - Kalamazoo, MI 49001, USA 
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FOR ORAL’USE IN SWINE AND BROILER CHICKENS ONLY 
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Soluble Powder 

l incomycin hydrochloride 
(agriculiurai grade) soluble powder 
AnZibaclerial 

TM 

NADA #rll i -686, Approved by ‘FD;4 

Pharmacia NET W T . 1.41 OZ 
&Upjohn (40 GRAMS) 


