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FREEDOM OF INFORMATION SUMMARY

SUPPLEMENTAL NEW ANIMAL DRUG APPLICATION
~+ NADA 48-761

Aureomycm 50 Granular, Aureomycm 90 Granular and
Aureomycin® 100 Granular (chlortetracyclme)
Type A Medicated Artlcles

"control of porcine proliferative enteropathies (ileitis) caused by Lawsonia
intracellularis susceptible to chlortetracycline"

Sponsored by:
Alpharma Inc.
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GENERAL INFORMATION
NADA Number: : 48-761
Sponsor: Alpharma Inc.
: One Executive Drive
Fort Lee, Nsw Jersey O7Q24
Established Name: chlortetracybline

Proprietary Names: - Aureomycm 50 Granular, Aureomycm 90
‘ Granular, and Aureomycm 100 Granular
(chlortetracycline) Type A Medicated Articles

Marketing Status: : Over-the—counter (OTC)

‘Effect of Supplemerft: - This supplemental application adds the claim for the

control of porcine proliferative enteropathies
(ileitis) caused by Lawsonia intracellularis
susceptible to chlortetracycline.

INDICATIONS FOR USE
Swine: P Control of porcine prohferatlve enteropathles (1leltls) caused by .
gi//d Lawsoma znlracellularzs susceptible to chlortetracychne

Treatment of bacterial enteritis caused by Escherichia coli and
Salmonella choleraesuis and bacterial pneumonia caused by
Pasteurella multocida orgamsms susceptlble to
chlortetracycline.

Increased rate of weight gain and improved feed efficiency.

Reductlon in the 1n01dence of cervical lymphadenitis (jowl
abscess) caused by GToup E Strepz‘ococcz susceptible to
chlortetracychne

Breeding Swine: Control of leptospirosis (reducing the incidence of abortion and
sheddlng of leptospzrae) caused by Leptospzra pomona.

DOSAGE FORM, ROUTE OF ADMINISTRATION AND
RECOMMENDED DOSAGE

A. Dosage Form: Type A Medicated Article

B. Route of Administration: Oral, in feed
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IV.

C. Recommended Dosage In Type C medlcated feed, chlortetracychne to
deliver a daily dose of 10 mg/lb body welght (approx1mate1y 400 grams per
ton) for not more than 14 days.

EFFECTIVENESS

The claim for control of porcine proliferative enteropathies (ileitis) caused by
Lawsonia intracellularis susceptible to chlortetracychne in swine treated with
10 mg chlortetracychne per 1b body welght for up to 14 days in feed was
approved on July 7, 2000 for Alpharma’s ChlorMax™ (65 FR 42881, July 26,
2000).

ChlorMax™ (chlortetracycline, NADA 46-699) and Aureomycin NADA 48-761
were both found to comply with the results of NAS/NRC and DESI evaluation for
effectiveness as published in the Federal Register (61 FR 35949-35958, July 9,
1996). These products approved under the DESI process were found to be
equivalent at the codiﬁed levels for sWine; and other species

Aureomycin® and ChlorMaxTM were shown equxvalent under DESI evaluation.
Alpharma Inc. owns both products. As such Alpharma Inc. may reference data
found in NADA 46- 699 Aureomycm and ChlorMax now have identical

indications. For the purposes of this supplement no new studies were conducted
to establish effectiveness associated with the use of chlortetracycline in swine.

ANIMAL SAFETY

The target animal 1nformatlon is contatned in the FOI Summary for the original
approval of NADA 48-761. No new data were generated for this supplement
because the dosage of CTC for th1s mdxcatlon remains within the approved dose

range for swine.

HUMAN SAFETYf

The current tolerance established for the sum of residues of the tetracyclines,
including chlortetracychne in tissues of swine is 2 parts per million (ppm) in

-.muscle, 6 ppm in liver, and 12 ppm in fat and kidney, as described in

21 CFR 556.150. Chlortetracychne has a zero-day pre-slaughter withdrawal

- period in swine, as described in 21 CFR 558.128.
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VII.

AGENCY CONCLUSIONS

The information submitted in support of this NADA and in the referenced files
satisfy the requirements of section 512 of the Federal Food, Drug, and Cosmetic
Act and 21 CFR Part 514 of the 1mp1ement1ng regulations. The information
demonstrates that Aureomycm Type A Medicated Article when admmlstered in
swine feed is safe and effective when used as described in Section Il and IIT .

The Agency has concluded that this product shall retain over-the-counter
marketing status because adequate directions for use have been written for the
layman and the condmons for use prescrlbed on the label are hkely to be followed
in practice.

In accordance with 21 CFR 514. 106(b)(2)(v) this is a Category II change which
did not require a reevaluation of the safety or effectiveness data in the parent
application. :

The Agency has carefully considered the potential environmental effects of this
action and has concluded that the action is categoncally excluded under

21 CFR 25.33(a)(1) from the requirement to prepare an environmental assessment
(EA). _

Under Section 512(c)(2)(F )(ii1) of the FFDCA, this approval for food-producing
animals does not qualify for marketing exclusivity because the application
contains no new clinical or field 1nvest1gat10ns (other than b10equ1valence or

residue studies) essentjal to the approval of the apphcatlon and conducted or
sponsored by the apphcant

There are currently no U S. patents Aureomycm Type A Medicated Article.
APPROVED PRODUCT LABELING

Copies of facsimile Type A Medicated Artlcle labelmg and specimen (Blue Blrd)
Type B and Type C medlcated feed Iabels are attached to thls document

A. Aureomycin® 50 Granular

B. Aureomycin® 90 Granular

C. Aureomycin® 100 Granular |
D. Blue Bird CTC 40?Type B Swine Feed Medicated o |
E. Blue Bird CTC Type C Swine Feed Medicated

Copies of applicable labels may be obtained by writing to the following:
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Freedom of Information Staff (HFI-35)
Food and Drug Administration, Room 12A16
5600 Fishers Lane =
Rockville, Maryland 20857
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'50 Granular

Chlortetracycline
Type A Medicated Article

Active drug
ingredient

i Ingredients

eeds,

Use directions_ ) Mlx suffrc»ent Aureomycm 50 Granu!ar\Medicaled Arude to supply desired concentrauon of

b o b

Mixing directions Level desired ' 2 1 It recommended that 1 pound of Aureomycin
: grams per ton article per ton® 50 Granular Type A Medicated Article be diluted

10 1751 . with 4 pounds 6f 6ne of the fead ingredients 1o
50 Tih forma’s poundwc ig premix. Use 1 poutid of
100 210 the working premix 1o make a preblend (see Use
200 4t : directians) for 2 ype € feed containing 10 g
400 gin Alreomycin chiorfetracycling 7 ton of feed
500 101k

Chlortauaiyciine "7 e complate faed

Indications i mgperboody | {ndications Chiortetracydine
wt per day - . . g per ton

Cattle h Swine :
Calves (up to 250 Ib): Incredsed rate of weight gain . Increased rate of weight gain and improved feed efficiency. 10-50

and improved feed e‘flqency
Reduction in the incidence of cervical lymphadenitis {owl 50-100

Beef Cattle (over 700 I0): Controf of active 5 abscasses) caused by Group E Stréptococci susceptible to

infection of anaplasmosis caused by Anapfasma chlortetracycline.

marginale susceptible 16 chiortetracyctine.

Breeding Swine: Control of leptospirosis {reducing the

Beef and Non-Laclating Dairy Cattle (over 700 ib): 542, incidence of abaftion and shedding of leptospirae) caused by

Controf of active infactidn of anaplasmosis catsed Leplospira pomona susteptible o cblcnexracyclme

by Anaplasma margmale susceptible 10 feed continuosly for nt thord than 14 days.

chiorietracydine when delivered in a free-choice .

feed. Free-choice feed rnust be manufactured Sheep
\;"de’ a feed mil ficenst utilizing an FOA approved increased rate of weight gain and improved feed efficiency.
formulation.

Ducks

Control and treatment of fowl cholera caused by Pasteurella
muitocida susceptible ta chiortetracyclme Feed irr complete
ration to provide from B to 28 mq per pound of body
weight per day depending Lipan‘age and severity of disease
Feed for not more than 21 days.

Calves, Beef and Non-tactating Dairy Cattle:
Treatment of Bacterial enteritis caused by
Fscherichia colj and bacterial pneumonia caused by
Pasteurelfa multocida organisms susceptible to
chiontetracycline. Feed for nat more than 5 days.

Swine : Chickens
Control of parcine proliferative enteropathies Increased rate of weight gain and improved feed efficiency. 10-50
(leitis) caused by Lawsd acellutaris
susceptible to chlortetrscyctine. Control of infectious sydovitis caused by Mycoplasma 100-200
Treatment of bacteral enteritis caused by syniiae susceptible to chlartetracyciine, Feed continuousty
Escherichia coli and Safmonelia chaléraesuis and for 710 14 days.

bacterial pneumonia caused by Pasteurelia
muftocida susceptible to chlortetracydline. (Note: Control of chronic respiratory disease (CRD) and air sac
this dose s equivalent {0 400 grams per ton, infection caused by Mycopfasma galliseptictm and "~
depending on feed corsumption and body Eschérichia coli Susceptible to chiortetracycling. Féed
weight).” Feéd for not fore than 14 days continuously for 7 10 14 days

Turkeys i . Redicuon of mortality due to Escherichia colf infections
Control of comphcalmg bacterial organisms ‘ suscepuible 10 chiortetracytline, Feed for 5 days.
associated with bluecomb (transmissibte eriteritis;
coronaviral enteritis) st captible to chlortatracycline, Turkeys
Feed continuously for

Increased rate of weight gain and improvec fead efficiency.

st T R mgpernead | Control of infectious synovitis caused by Mycoplasma
Indications i . per day synoviae susceptible 1o chiortetracycling. Feed continuously
* for 7 10 14 days

Cattle -
Calves (250 to 400 Ib}: increased rate of weight
gain and improved feed efficiency.

Control of hexamitiasis caused by Hexamita meleagrides
susceptble to chlortetracyctine. Feed continuously for 7 to
14 days.

Growing Cattle (over 400 Ib}: Increased rate of
weight gain, improved feed efficiency, and
reduction of liver condemnatlon due to liver
abscesses.

Turkey Pouits not over 4 weeks of age: Reduction of
mortality due to paratyphoid calsed by Saimonells
typhimurium susceptidle to chidrigtracycling.

Beef Cattle; Control of bacterial pneuronia . Indications ’ g per g feed
associated with shipping fever complex caused by y .
Pasteurella spp. susceptible to chiortetracycline. - Psxttacme blfds

avian
isa repnnable communicatile d\sease, transvmss«ble
between wild and démestic birds, othet animals and
man. Cantact appropriate public health ‘and regutatory
officials.
Caution: Aspergilfiosis may occur following profonged
treatment

Beef Cattle (under 700 Ip): Control of active
infection of anaplasmasis caused by Anaplasma
marginale susceptible ?o chiortetracycline

Sheep Treatment of psittacine birds (parrots; macaws, cockatoos)
Breeding Sheep: Reduction in the incidence of suspected o7 known to be mfecled with psittacosis caused‘
(vibrionic) abortions ¢alised by Campylobacter fetus by Chlaingdia psittaci sersitive o chioitetracyching. Feed
infection susceptible to chlortetracycline. continuousty for 45 days. Each bird should tonstinie an

” ) amount of medicated fead equal to one-fifth of ifs body
weight daily, During treatment, patrots, macaws, and
cockatoos should be kept individually of in"B&irs in clean
cages.

L A withdrawal period has not baen established for this product in pre-ruminating caives.
Warnmg Do not use in calves to be processed for veal, No! to be fed to ducks or turkeys producing
eggs for human :onsump jon. : i

Markered by TR D
Take Time
Aniinal Health Divisica™~

Alpharma Inc. B [
Gne Executive Dilve [N : Obsetrve Label
fort tee, New Jersey 07024~ Directions

Net wt 50 LB (22 68 kg) :
700334 0108
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90 Granular

Chlortetracycline
Type A Medicated Article

Active dfug £ Chilontetracycline
ingredient .

lngredients : _ Dried Streptomyces sureofaciens Ferfnéntancn Product and Calmum Su!fate

For use in the manufacture of medicated ammai feeds. )
For use in dry feed only. Not for use in liquid type B medicated feeds.

Use directions : Mix sufficient Aureomycin 90 Granular Me
: chisriatracyclineper ton With pirt of the fé
Add the remainder of the ingredients and mix thoroughly For specrﬁc usé leve!s see Inducatmns

Mixing directions : Level des|red Ambunt of medic:ted titis recommendeu zhat 1 pound 2 Gunces of
grams per ton article perton Aureomycin 90 Granular Type A Medicated Asticle
50 - Gy R “be dilutgd with 2’ pounds 14 ouinces of one of the
100 1120z feed ingredients to form a'4 pound working
200 2ib4oz premix. Use 2 pognds pf the working premix to
make a preblend (see Use directions) for & Type'C
400 4bgoz. feed containing 50 g Auregmycin chrovlelracychr*e
500 59 oz d
: . . . . Chlortatracycling . . In compista feed
Indications : mgperibbedy { Inclications . Chiortatiacydling
Wt per day g par ton
Cattle : Swine
Calves (up to 250 |b}: Increased rate of weight gaio 0.1 Increased rate of weight gain and improved fead efficiency. 10-50
and improved feed efficiency”
Reduction in the incidence of cervical lymphadern:tis (jow! 50-100
Beef Cattle {aver 700 lo): Control of active 05 abscesses) caused by Group E Streptococcs susceptible to
infection of anaplasmosis caused by Anaplasma chlortetracycline.
marginale susceptible to chlortetracycline.
Breeding Swine: Control of Ieplosplmsvs {reducing the 400
8eef and Non-Lactating Dairy:Cattle (aver 700 lb) 0:5-2.0 incidence of abortion and shedding B¢ Teptospiraey catsed by
Controf of active infaction of anaplasmosis caused Leptospira’pomona susceptible to chlortetracycline,
by Anaplasma marginale suscepuble to Feed continuousty for not fmaére than 14 days:
chiortetracycline when detivered in a frée-choice
feed. Free-choice feed must be manufactufed Sheep
under a feed mill ticense “'»'“l'"g an FDA approved Increased rate of weight gain‘and improved fead efficiency. 20-50
formulation. i
Calves, Beef and Nen-Lactating Dairy Cattle: 10 DUCkS

Control arid treatment of fow: chelera caused by Pasteurefia 200-400
multocida susceptible to chiortetracycline. feed in complete
ration to provide from'8 16 28 rg per'peind of body
waight per day depending upon‘age and sevemy o( d»sease
Feed Tor hiot more than 21 days. "

Treatment of bacterial enteritis caused by
Escherichia coli and bacterial pneumonia caused by
Pastéurella muftocida organisms suscepuble to
chlortetracycline. Feed for ol iore thin's Hays.™

Swine : ’ ' Chickens

Control of porcine proliferative eriterapathies 10 Incréased rate of weight gain and impfoved fesd efficiency. 10-50
(ileitis) caused by Lawsonia infraceliularis

susceptible to chlortetracycline. Control of infectious synovitis caused by Mycoplasma 100-200
Treatment of bacterial enteritis caused by synoviae susceptible to chiortetracyclinie. feed continuoisly

Escherichia cofi and Salmonefa choleraesuis and for 7 to 14 days.

bacterial pneumonia caused by Pasteurella

multocida susceptible to chioftetracyctine. (Note: Control of chronic respiratory disease (CRD) and air sa¢ 200-400
this dose s equivalent to 400 graiiis per tori, infection caused by Mycopfasiia gaflisépticunt arnd =

deperiding on feed consumption and bady Escherichia cofi susceptible 1o chioftetracycling. Feed

weight). Feed for nof Hide than 14 days. continuously for 7 to 14 days

Turkeys : Reduction of mortality due to Escherichia cofi inféctions 500
Control of complicating baaenal arganisms 25 susceplble to ehlartetracycling. Feed for 5 days.

associated with bjuecornb (transmissible enteritis,

coromaviral enteritis) susceptible to chlortetracycline. Tu rkeys

Feed continugusly for 7 10 14 days.

Increased rata of weighit gain and improved feed efficiency. 10-50
H - mg per head | Control of snfectious synovitis caused by Mycopfasma 200
Indications per day synovize suscepuble to chlortetracycline. Feed cortmuously

for 7 to'14 days.
Cattle

Calves (250 1o 400 [b): lncreased rate of we\ghl 25:70 Control of hexaritiasis caused by Hexamits meleagrides 400
gainand improved feed efficiency susceprivle o chlortetracycline. Feed commucuily 1.7 to”
: 14 days.
Growing Cattle (over 400 Ib)- Increased rate of 70 o )
weight gain, improved feed efficiency, and Turkey Poults not over 4 weeks of age: Reduction of 400
reduction of liver condémnation due 1o fiver mortality due to paratyphoid caused by Salmonellz
abscesses. typhimurium susceptible to chlortatracyciine:
8eef Cattle: Control of bacterial pneumonia 350 indications . ing per g teed
associated with shipping fever comple)g ;aused by
Pasteureila spp. susceptible ta chiorietracycline. Psmacme birds i
Beef Cattle (under 700 Ib): Control of active 350 Warning: i 3"?"3 ydiosis, or ornhhosis
infection of anaplasmasis cased by Anaplasma is areportable disease,

between wild and domestic birds, athér animals and
man. Conta(t appropriate public health and reg Iatnry
officials.

Calition: Aspérgilliosis may occur following profonged
treatment.

marginale susceptible to chlortetracyciine.

Treatment of psittacine birds (parrots, macaws, tockatoos) 10
eduction in the'incidence of 80 suspacted or known to be infected with psittacosis caused
{vibrionic) abortions caused by Campyicbacter fetus by Chiamydia psittaci sensitive to chionetracycline. ‘Feed
infection susceptible to chlortatracycline continuiously for 45 days, Each bird shou'd consifme an

i amount of medicated teed equal to one-fifth of its body
weight daily. Duiing tréatinent, parrots, macaw ; and
cockatoos should be kept individually ar i pairs” in clean
cages.

. A withdrawal perlod Has not been esta
Warnlng ¥ DEot use in calves to be processed for v
eggs for humar constimption.

NADA 48-761, Approved by FDA

Marketed by

2 AL PHARMA,

An imai Heahh Dwvision

Take Time

Alpharma Inc. -
One Executive Drve: 3 R - - Observe Label
Fort Lee, New fersey 07074 Directions

Net wt 50 LB (22.68 kg)
700335 0108
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Aureomycin’
100 Granular

Chlortetracycline
Type A Medicated Article

For use in dry feed only. Not for use in liquid type B medicated feeds.
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100 Granular

Chlortetracycline
Type A Medicated Article

Active drug )
ingredient

Ingredients

For use m the man

‘Use dlrectlons Mix sufficient Aureomycl 00 Grani y
chlortetracydling per ton with part of the feed mgred»enfs to'make a preblend,

Add the remainder of the irigredierits and mix thoroughly. Foqlspe(lch use fevels, see Indications.

Mixing directions Level desired “Amednt of medn:iated €t is recommended that 1 pourd of Aureamycin
grams Qer ton article per ton - 100 Granular Type A Medicated Article be diluted
50 Vel with 3 pounds of ons of the feed ingredignts 16~
100 1o form a 4 poand working premix. Use 2'polinds of
200 21 the warking prerix to Tnake 3 preblend (see Use
400 4l directions) for 4 Type ¢ faéd contaifing 50'g
500 51 ) Aureomycin chlortetracyding / ton of feed,
. . N n Chlartetracydine . R . K e K complets feed
2
Indications = : ) moprinzedy | Indications Choaamyaine
Cattle Pl ; Swine
Calves {up 10 250 Ib): Increased rate of weight gain 01 increased rate of weight gain'and improved feed efficiency. 10-50
and improved feed efficiency.
Reduction in_the incidence of cervical lymphadenitis (jowl 50-100
Beef Cattle (over 700 fb): Controf of active 05 abscessés) caused by Graup E Streptocacei susceptible 16
infecction of anaplasivisis caused by Anaplasma chiortetracyctine
marginale susceptible to chtonetracyclme
: Breeding Swine: Contral of leptospirosis {reducing the 400
Beef and Non-Lactating Dairy Cattle (over 700 fb) 0.5-2.0 inciggence of abortion and shedding of leptospirae) caused by
Contral of active infeciion of anaplasinosis calised Leptospira'pomona susceptible to chilortetracycling.
by Anaplasma marglna/e susceptibleto Feed continuously for not more thar 14 days.
chlortetracycline wheri delivered.in a free-choice
feed, Free-choice feed must by . Sheep
unger 2 feed mill licerse utilizZing a tncreased rate of weight-gain and improved feed efficiency. 20-50
formulation. - . '
Duicks
%ifrieiie;:é‘:c::zl?“:::::K:;gg:‘;gdc:;“e' : e Control and treatment of fow! Eholera caused by 200-400
multocida susceptible to chiortetracyciine. féed
ration to-provide from 8 to 28 mg per pound of bady
weight per day depending upon age and séverity of disease.
chlortetracycline. Feed far not more than 5 days. Feed for not more than 21 days.
Swine Chickens
Control of porcine proiferative énterapathies 10 Increased rate of weight gain and improved feed efficiency. 10-50
(ileitis) caused by Lawisonia intracellulafis
susceptible o chiorterracyciine. Control of infectious synovitis caused by Mycoplasma 160-200
Treatment of hacterial enteritis caused by synoviae susceptible 10 chiortetracyctine. Feed continuously
Escherichia cofi and Salrmonetia choleraesuis and for 710 14 days. ¢ g .
bacterial pneumonia caused by Pasteurella .
multocida susceptible to chiortetracycfine. (Note! Coptrol of chronic respiratory disease {CRD} and air sac 200-400
this dose is equivalent.to 400 grams per ton, infection caused by Mycoplasma gaflisepticum and
depending on feed consumption and body Escherichia coll susceptible 10 éhlorigtracycline. Fééd -
weight). Feed for g han 14 days. continuously for 7 1614 days.
Turkeys * Reduction of mortality due to Escherichia coff infectians 500
Control of complicating bacterial organisms 25 susceptible to chionetracycling. Feed for 5 days. i
assodiated with bluecomb (ransmussible enteritis; .
coronaviral enteritis) suscveprto!e ta chldrtetracycline Turkeys -
feed continuously for' 70 14 days. . )
Increased rate of weght gain and impraved feed efficiency. 10-50
. ¥ : my ger haad Control of infecticus synovitis caused by Mycopfasma 200
Indications SN . gr;' I3y synoviae susceptible to chlortetracyciine. Feed ﬁontwnuousiy
et - for 7 to 14 days. :
Cattle o
Calves (250 to 400 b): Increased rate of weight 2570 Control of hexamitiasis caused by Hexamira meleagrides 400
gain and improved feed efficienicy. © ¥+ iv.és;eouble ta chiprtelracycline. Feed continuously far 7te
ays.
Growing Cattle (over 400 Ib) increased rate of 70 X
weight gain, impraved feed N Turkey Poults not over 4 weeks of age: Reduction of 400
reduction of liver condemnatlon diié 1o lver mortality due'to paratyphaid caused by Saimonella
abscesses. B ; typhimuriem susceptis’é to chioretracyciing.
Beef Cattle; Contra rial pneumonia 350 Indications mg per g feed
associated with shipping fever cofmplex caused by
Pasteurella spp. suscéptible 16 chiortetracycline. P5|ttacme bvrds
Beef Cattle {under 700 Ib): Control of active 350 2 d or arnith
infection of anaplasmosis caused by Anaplasma isa reportable communic hie dvséase, transm sible
marginale susceptibje 1o chlortetracycline between wild and domestic birds, other animals and
. man. Contact appropriate public health and regulatory
officials.
Cautioa: Aspergx!lvosws may occur followinig prolonged
weatment
Sheep R - Teeatmarit of psittacine birds (parrots, macaws, cockatoos) 10
Breeding Sheep: Redyction in the incidence of 80 suspected or known to be infected with piittacais caused
(vibrionic) abortions caused by Campylobacter fetus by Chiamydia psittaci sensitive to chiortetracycline. Feed
infection susceptible 1o chiortetracyciine. continuously for 45, days. Each bird should consume an
amount of medicated feed equat 1o gne-fifth of ks Sody
weight daily. During treatment, parots, macaws, and
cockatoos should be kept mdmdual lly or in'gaits in :\ean
cagas.
. A withdrawal period has not been established for [ ruminating calve: 1
Warning Do not iise i calves to be processed for veal, Not to be fed w du:ks or turkeys pradiscing i
eggs for human consumption, e e
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