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Date of Approval Letter: APR 29 2002

' FREEDOM OF INFORMATION -
SUMMARY

SUPPLEMENTAL NEW ANIMAL DRUG APPLICATION
NADA 008-804

I 4

TM-50%, TM-50®D, TM-100%, and TM-100®D Type A Medicated Articles
Contains TERRAMYCIN®

(oxytetracycline )

“removal of withdrawal period for swine”

Sponsored by:

Phibro Animal Health
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" TM-50%, TM-50®D, TM-100%, and TM-100°D Type A Medicated Articles | |

I. GENERAL INFORMATION

II.

NADA Numbers: 008-804
Sponsor: Phibro Animal Health
' 710 Route 46 East
Suite 401

Fairfield, New Jersey 07004
Established Names: Oxytetracycline Type A Medicated Article
Proprietary Names:  TM-50°, TM-100%, TM-50"D, and TM-100°D
Marketing Status: Over-the-counter (OTC)

Effect of Supplement:  This supplement establishes a zero-day withdrawal period for
swine administered oxytetracycline at 10 mg/lb/day for 14 days.

INDICATIONS FOR USE

Chickens: Increased rate of weight gain and improved feed efficiency — 10-50 g/ton
Feed continuously. Control of infectious synovitis caused by Mycoplasma synoviae,

‘control of fow] cholera caused by Pasteurella multocida susceptible to oxytetracychne -
'100-200 g/ton, Feed continuously for 7-14 days. Control of chronic respiratory disease

(CRD) and air sac infection caused by Mycoplasma gallisepticum and Escherichia coli
susceptible to oxytetracychne 400 g/ton, Feed continuously for 7-14 days. Reduction
of mortality due to air sacculitis (air sac infection) caused by Escherichia coli susceptible
to oxytetracycline — 500 ‘g/ton, Feed continuously for 5 days.

Turkeys: For growing turkeys for increased rate of weight gain and improved feed
efficiency — 10-50 g/ton, Feed continuously. Control of hexamitiasis caused by Hexamita
meleagridis susceptible to oxytetracycline — 100 g/ton, Feed continuously for 7-14 days.
Control of infectious synovitis caused by Mycoplasma synoviae susceptible to
oxytetracycline — 200 g/ton, Feed continuously for 7-14 days. Control of complicating
bacterial organisms associated with bluecomb (transmissible enteritis, coronaviral
enteritis) susceptible to oxytetracycline — 25 mg/lb of body weight daily, Feed
continuously for 7-14 days. ‘ S

Swine: Increased rate of weight gain and improved feed efficiency — 10-50 g/ton, Feed
contmuously Treatment of bacterial enteritis caused by Escherichia coli and Salmonella
choleraesuis susceptible to oxytetracycline and treatment of bacterial pneumonia caused
by Pasteurella multocida susceptible to oxytetracycline — 10 mg/Ib of body weight daily,
Feed continuously for 7-14 days. For Breeding Swine for control and treatment of

- Leptospirosis (reducing the incidence of abortion and shedding of leptospirae) caused by
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III.

Iv.

Leptospira pomona susceptible to oxytetracycline — 10 mg/lb of body weight daily, Feed
continuously for not more than 14 days.

Calves 1nclud1n Prerummatm Veal) Calves Beef Cattle, and Non-Lactating Dai
Cattle: For calves (up to 250 Ib) for increased rate of welght gain and improved feed
efficiency — 0.05-0.1 mg/lb of body weight daily, Feed continuously. For calves
(250-400 Ib) for increased rate of weight gain and improved feed efficiency —

25 mg/head/day, Feed continuously. For growing cattle (over 400 Ib) for increased
rate of weight gain, improved feed efficiency, and reduction of liver condemnation

due to liver abscesses — 75 mg/head/day, Feed continuously. For prevention and
treatment of the early stages of shipping fever complex — 0.5 to 2.0 g/head/day for 3

to 5 days before and after arrival in feedlots. Treatment of bacterial enteritis caused

by Escherichia coli and bacterial pneumonia (shipping fever complex) caused by
Pasteurella multocida susceptible to oxytetracycline — 10 mg/Ib of body weight daily,
Feed continuously for 7-14 days.

Sheep: Increased rate of weight gain and improved feed efficiency — 10-20 g/ton, Feed
continuously. Treatment of bacterial enteritis caused by Escherichia coli and bacterial
pneumonia caused by Pasteurella multocida susceptible to oxytetracycline - 10 mg/lb,of
body weight daily, Feed continuously for 7-14 days.

Honey bees: (TM-50®D, and TM-100®D only): 200 mg/colony for control of American
foulbrood caused by Bacillus larvae and European foulbrood caused by Streptococcus
pluton susceptible to oxytetracycline.

Lobsters: Control of gaffkemia in lobsters caused by Aerococcus viridans — 1 g/lb of
medicated feed, Feed for 5 days as the sole ration.

DOSAGE
A. Dosage Form: Type A Medicated Article
B. Route of Administration: Oral (mixed with feed)

C. Recommended Dose: See indications above

EFFECTIVENESS

No further effectiveness data were required for the approval of this supplemental
apphcatlon
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V. ANIMAL SAFETY

No further target animal safety data were required for the approval of this supplemental
application.

V1. HUMAN FOOD SAFETY

A.

Toxicity Studies: NADA 008-804 was originally approved as safe for use as labeled
on May 5, 1970. '

Safe Concentrations of Total Residues: As documented in the FOI Summary dated
May 31, 1996 for NADA 113-232. The safe concentration for total tetracycline
microbiological activity was limited to 1 ppm in the total diet (1.5 mg/person/day)
(61 FR 67453), equal to an ADI of 25 micrograms per kilogram of body weight per
day.

Tolerance for the marker residue: Tolerance for oxytetracycline has been codified
previously under 21 CFR 556.500 (61 FR 67453; December 23, 1996). Tolerances are
established for the sum of residues of the tetracyclines in tissues of beef cattle, beef
calves, non-lactating dairy cattle, dairy calves, swine, sheep, chickens, turkeys, catfish,
lobsters, and salmonids as follows: 2 parts per million (ppm) in muscle, 6 ppm in liver,
and 12 ppm in fat and kidney.

Study establishing the withdrawal period in swine
Pfizer Study Number 2522D-60-97-099

1. Purpose: A tissue residue study was conducted to determine the depletion profile
of oxytetracycline in uncooked porcine liver, kidney, muscle, and fat at various
withdrawal times following treatment for 14 days with oxytetracycline HCl
medicated feed at a dose rate of 10 mg OTC HCVIb BW/day.

2. Investigators: This study was conducted in two phases.

Phase one: Southwest Bio-Labs, Inc.
(live phase) 401 N. 17 Street
Las Cruces, NM 88085
Phase two: Colorado Animal Research Enterprises (CARE)
(microbiological analysis) 6200 E. County Rd. 56
f . o Fort Collins, CO 80524

3. Animals: thirty crossbred swine (15 gilts and 15 barrows)

4. Dosage form and dosage: medicated feed at a rate of 10 mg OTC HCV/Ib BW/day
for 14 consecutive days.
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5. Parameters measured and assay: Oxytetracycline (parent) residues were measured
in liver, kidney, muscle, and fat using the regulatory analytical (microbiological)
method. LOQ for liver and kidney was 100 ppb; for muscle and fat the LOQ was
75 ppb (microassay). ' / ‘

6. Results of tissue residue study:

Table 6.1. Group oxytetracychne (parent) residues (mean + SD) in tissues from
swine treated with TERRAMYCIN® in feed at a dose rate of 10 mg/Ib/day for 14

days
Sacrifice -  Parent oxytetracychne (ppb)
Group  Time (hr) Liver Kidney Muscle | ‘Fat

I 101 379484 1680+468 299+83  16+31
I 24 144 + 33 538+210 * . %
v 48 * 3404104 @ * .
\% 72 * - 162+19 * *

VI 120 % 174 + 27 * *

VII 168 * 126 + 26 * *

tTimes below 12 hours support assignment of a zero-day withdrawal period.
*Values were below the limit of quantitation (LOQ).

Tissue residue depletion data support the assignment of a zero withdrawal period for
swine. ‘

E. Regulatory method

The regulatory analytical method for detectlon of residues of the drug isa
microbiological test using Bacillus cereus var. mycoides (ATCC 11778). The method
is as published by the Food and Drug Administration, "Antibiotic Residues in Milk,
Dairy Products, and Animal Tissues: Method, Reports, and Protocols,” revised
October 1968, reprinted December 1974.

VII. AGENCY CONCLUSIONS

The data submitted in support of this supplemental NADA satisfy the requirements of
Section 512 of the Federal Food, Drug, and Cosmetic Act and 21 CFR Part 514 of the
implementing regulations. The data demonstrate that the use of TM-50°, TM-100°,
TM-50°®D, and TM-100®D Type A medicated articles are safe at a zero—day withdrawal

e
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period when these products are administered to swine for 14 days at a level of 10 mg/lb
body weight/day.

Tolerances are established in 21 CFR 556.500 for the sum of residues of the tetracyclines,
in tissues of beef cattle, beef calves, non-lactating dairy cattle, dairy calves, swine, sheep,
chickens, turkeys, catfish, lobsters, and salmonids, as follows: 2 parts per million (ppm) in
muscle, 6 ppm in liver, and 12 ppm in fat and kidney.

There is reasonable certainty that the conditions of use, including directions on 1abeling
can and will be followed in practice. Accordingly, the Agency has concluded that this
product shall retain over-the-counter marketing status.

In accordance with 21 CFR 514.106(b)(2)(x) this is a Category II change which did not
require 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 categorically excluded under 21 CFR 25.33(a)(1)
from the requirement to prepare an environmental assessment.

-~

Under section 512(c)(2)(F)(iii) of the FFDCA, this approval for food-producing animals
does not qualify for marketing exclusivity because the supplemental application does not
contain substantial evidence of the effectiveness of the drug involved, any studies of
animal safety, or, in the case of food-producing animals, human food safety studies (other
than bioequivalence or residue studies) required for the approval and conducted or
sponsored by the applicant.

APPROVED PRODUCT LABELING (attached)

A. Facsimile label - TM-50%, TM-100°,TM-50°D, and TM-100”D Type A medicated
articles- 50 Ib

B. Facsimile label — Oxytetracycline Type B and C Blue Bird labels

Applicable labels may be obtained by writing to the following:

Freedom of Information Staff (HFI-35)

Food and Drug Administration, Room 12A16
5600 Fishers Lane

Rockville, MD 20857

NADA Gonsor e e
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MEDICATED ARTICLE
CONTAINS TERRAMYCIN®
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CAUTION: For use in manufacturing medicated animat feeds only.

CAUTION: Certain companents of antimal feeds, tncluding medicated possess.
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© ‘persona] hygiene shoutd be observed; wash befors m«m.mmummm
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STORE IN A DRY, COOL PLACE
SEE BACK PANEL FOR COMPLETE MIXING AND USE DIRECTIONS
mthnﬂinh-d&d&nﬁhnin-thnmnnnm-m!
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TYPEA
MEDICATED ARTIGLE
CONTAINS TERRAMYCIN®

Active Drug Ingredient:
Oxytetracyclme (from oxytetracyclme quaternary salt)

equwalent to oxytetracyclme hydrochloride (Terramycin®) ..............50 g/II

'(:AI’ITIO'M;: For use in manufacturing medicated animal feeds only.

R s

- GAUTION Gertain components of animal feeds, meludmg medicated premixes, possess propertne<
 that may be a potential health hazard or a source of personal discomfort to certain individuals whc
= are exposed to them. Human exposure should, therefore, be minimized by observing the general

mdustry standards for occupatlonal health and safety.

ENRS Precautlons such as the followmg should be consndered dust masks or resplrators and protective

clothmg should be worn; dust-arresting equipment and adequate ventilation should be utilized;
. personal hygiene should be observed; wash before eating or leaving a work site; he alert for signs
of allergic reactlons-—seek prompt medical treatment if such reactlons are shspected

STORE IN A DRY, GDOI. PLACE

SEE BACK PANEL FOR COMPLETE MIXING AND USE DIREGTIONS

TM-50 Is a Phibro Animal Health Jegistered trademark for Oxytetracycline HCI
- Phibro Animal Health, Inc., Falrﬂeld, NJ 07004
i Terramycin ls a registered trademark of Pfizer, Inc., licensed to Phibro Animal Health, for Oxytetracycline HCI

Net Welght 50 Ib (22 G kg)

] NADA #8-804 Approved by FDA
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TYPE A
MEDICATED AE’STU@LE

CONTAINS TERRAMYCIN®

o
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OBSERVE LABEL
MIXING AND USE DIRECTIONS DIRECTIONS
Thoroughty mix the amount of this premix according to the directions below with at least
an equal amount by weight of feed formula lngndlania prlor o hlendlng intoa mﬁplate feed.

Indlcations for Use o R yle ycling Amouni b of TH-50/1on

Increased rate of weight gain and improved feed efficiency o T esoghen T T daae
Fead continuously

Coitrof of infectious synovilis caused by Mycoplasma synovias; control of 100-200 g/ton 2-4

fowl cholera caused hy Pasteuralla multocida’ sumpﬂbla to oxytomycllne Fesd m)ntlnunusly tor 7-" dnys ) ‘

Control of chronic raspiratory disease (CRD) and alr gac infection caused by 400 giton 8

Mycoplasma gallisepticum and Escherichia coll susceptible to oxytetracycline  Faed continuously lor 7-14 days ’

Reduction of mortality due to alr sacculitis {alr sac Infection) caused by 500 giton 10

Escherlchila coll susceptible to oxytetracycline Feed continuously for 5 days

WARNING: Al 500 glion lavel, wilhdraw 24 Hoiirs before slaughter. Zero-day wilhdrawal perlod for fowar usa Tovals, ln low’

oatclum feeds withdraw 3 days before slaiighter. Do not administer to uhlukon ) roduelng engn for human conldmptlon.
WWMRKHS = e = : > =
For growing turkeys fos Incroasad rate of walght ﬁain ‘and Improved foed efficiency 10

Feed continuously
Control of haxamitinsis caused by Hexamita malsayrldls susceplible 100 g/ton 2
10 oxytotracyeline Feed continuously for 7-14 days
Control of infectious synovitls cavsed by Mycoplasma synovise 200 glton 4
susceptible to oxyletrgeyciine | Feed continuously for 7-14 days

Contro! of ( with
(transmissible enteritis, coronavirat e enteritis) susceptlhle to oxytatracyellne

WARHING: At 200 gian use level or higher, withdraw 3 days befors slaughter. Zevo-day withdrawal ~
parlod tor lmlm use lavels, Do not administer to luvlwyn wodunlng wgs {or human oonlumptlun.

SWINE S
Increased rate of weight gain and improved feed gﬁliﬁnby R T ) ulum S T%
Feed continuously

Treatment of bacterlal enterjjis caused by Escherichia coll and Seimonella 10 mp/ib 10
choferaesuls susceptibla to oxytetracycline and trealmenl of bacterfal nl body welght dally
pnaumonia caused by Pastourolia mulmlda su:cepllble 1o oxytétracycline Feed conllnuoualy for 7-14 days
For breeding swine for control and treaiment of Leptospirosis (reducing the : 10 mg/lb 10
incidence of abortion and shedding of laptospirac) caused by Leptospira of body weight dally
pomena susceptible to oxytetracycline ’ Faod continuously for

not more than 14 days

CALVES INCLUDING PHE-RUMINATING WEAI.) GAWES, BEEF GR‘I‘I‘LE. A '}

For calves (nn fo 250 ib) for incronsed rnte of welgm galn and im 0.05-0.3 "ni'n'iliu
feed efficlency of body weight dally

: Foed continuously
For calves (250-400 ib} for Increased rate of welght gain and Improved 25 mg/head/day 0.5*
foed efficlancy . Feod contlntously
For growing caltls {over 400 Ib) for increased rata of waight gain, improved 75 mp/head/day 1.5
feed efficlency, and reduction of liver condemnation dia to Bver abscesses “izFopd continuously )
Prevention and treatment of the early stages of shipping fever complex 0.5-2.0 gfhead/day © 10-40*
(Feed 3-5 days before and after arrival in faediots) .
Treatment of bacterial anteritls caused by Escharichla coll and bacterial w10 mglib 100°
preumonia (shipping fever complex) causad by Pasteurolia multocide of body welght daily
suscaptible to oxytstracycline R T W read nuously for 7-14 days

’ WARNING: 8-day withdrawal bielore slaughtar at 10 mig/ib doasge. Whan tised In milk replacars,
the ltallmunl clalm (30 mnllb) Is Dimited to bactarial enterits causad by Eschorichia coll only.

SHEEP DL R e
Increased rate of wolght gain and improved faad éﬂlélém ’ T apghen
o Feed contlnuousty
Treatmant of hacterlal anteritis causad by Escherivhla coli and bacterial 10mglib. 24*
preumonia caused hy Pagteurella multocida suscepﬂblo to nxylelmcycllna of hiody walght daily
Fead continuously for 7-14 days

P WARNING: 5-day withdrawal before staughter at 10 mg/ib dosago. 4

LOBSTERS ’ -
Gontrol of gatikemla in fabstérs catised by Aeracoccus viridans PR g e g
: ) of madicated feod
‘Fead for 5 days as the sole ration

P WARNING: Wuhdnw lrom foed an da mm hiivestin mmm. 4

it bird waighs 10 Ib, consuming 0.6 lh of mmpltta food psr day
%t pig welghs 100 I, consuming 4 tb of complete fesd per day
3If Gall weighs 100 ib, consuming 2 16 of complets ‘starter feed per day

“inciude In feod sunplamnnt hased on consumption of 2 Ib.of supplement per head per day
“I5 animal welghs 500 I, consuining 2 b of supplemant ' haad per day R

*f \amb weighs 60 I, consisming 1 &b of supplement par por day

101-8001-01 FON USE 1N DRY.

£
&

oo




-1

TYPE A |
MEDICATED ARTICLE

CONTAINS TERRAMYCIN®

Active Drug Ingredient:

Oxytetracycline (from oxytetracycline quaternary salt)

equivalent to oxytetracyclme hydrochloride (Terramycm®) cievsaeeaaas . 100 g/ib
CAUTION: For use in manufacturing medicated animal feeds only. .

CAUTION: Certain components of animal feeds, including medicated premixes, possess properties
that may be a potential health hazard or a source of personal discomfort to certain individuals
who are exposed to them. Human exposure should, therefore, be minimized by observing the
general industry standards for occupational health and safety.

Precautions such as the following should be considered: dust masks or respirators and
protective clothing should be worn; dust-arresting equipment and adequate ventilation should be
utilized; personal hygiene should be observed; wash hefore eating or leaving a work site; be alert
for signs of allergic reactions—seek prompt medical treatment if such reactions are suspected.

STORE IN A DRY, COOL PLACE

SEE BACK PANEL FOR COMPLETE MIXING AND USE DIRECTIONS

TM-100 Is a Phibro Animal Health registered trademark for Oxytetracycline HCI
Phibro Anlnal Health, Inc., Fairfield, NJ 07004
Terramycin is a registered trademark of Pfizer, Inc., licensed to Phibro Animal Health, for Oxytetracycline HG!

Net Weight 50 Ib (22.6 kg)

NADA #8-804, Approved by FDA

101-9002-01
Distributed by
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M-1
TYPE A
MEDICATED ARTIGLE

CONTAINS TERRAMYCIN®

MIXIKG AND USE DIRECTIONS

Thoroughly mix the amount of this sremix amrdmu to the directions beluw with at {gast
pridr to

OBSERVE LABEL
THKE THIE @ DIRECTIONS

"WARNING: At 500 G/ton lovel, withdraw 24 hotiré Gietore

#n equial amount by waluht of {eed formula Into a complete feed.
Indications for Use ) ; ‘“ﬁ“ﬁ"’?oﬁi or
CHICKENS )
incransed rate of welght galn and Improved foed atflclancy 1080 gften T

Feed continuously
Control af Infectious synovills caused by Mycoplasma synoviao; contral of 100-200 g/ton 1-2
fowl cholera catiséd by Pastourella multoclda sugceptidle to oxjptatracycline Faed contliuously tor 7-14 days
Contral of chranlc resplratory disaase (CRD) and air sac infection caiisad by 490 gitan 4
Mycop 5sme gwlllnpﬂwm and Escl:arlahln ool susmllhle Y “onFeed for 7-14 days
Reducton of morlnlny dus to alr sacculltis (alrsuc infection) caused by 500 glton 5
Eschorichia coli susceptibie to oxytelracycline - Foeed continuously for § days

%

in low calclum feads wlthdnn 3 chys hefore :hnnﬁlor.

TURKEYS e

For growlng turkeys for Increased rata of welght gain and improved 16-50 grton”
teed afficiency Feed continuoustly
Gontrol of hexamitiasis caused by Hexamita mefeagridls wmpuble 100 g/ton 1
to oxytstracycline Fead continuonsly for 7-14 days
Control of Infectlous synovitls caused by Hycoplasma synovise 200 giton ) 2
suscaptibip to oxytetracycline Fead continuausty for 7-14 days
Control of comp gant wiih 25 mght 83'
enteritis, m(evllh) susceptible ta oxyletracycline’ of body walght datly
Faed continuousty for 7-14 days

pulcl for towsr use tov

’ WARNING: At 200 g/ton usa Tavel or hlgmr. wlllulrm 8 days bafore slaughtar. Zoro-day withdrawal ‘
0t sd) ruys mdunlnn qm far Guman eonsumpunn. 2z

SWINE
Increaset rate of woight gain and mproved fead efficlancy {060 gften T03-05"
Feed continuousty

Trextment of bacterlal enteritis caused by Eschorichia coll and Satmonsil mg/ih §
chaleraesuls susceptible to olymraeycﬂna and treatment of hnc(eﬂal e Ight daly .
pneumonta caused by Pasteursifa multocids SigEaptibe fo y tor 7-14 days
Far breeding swine for cantrol and of L Ing the 10 mg/b 8*
incidance of abortion and aMMlnu of leptusplrae) cauud by laplamlm of body waight dally
pomona susceptible to axytetracycline Fead continucusly for

not aiore than 14 days

For calves (up to 250 1b) lor Incroasou ralo of wa|gh| nnln and | provou

CALVES INCLUDING PRE-RUMINATING (\IEM.) CALVES, BEEF Dﬁ

{aed officlency of body welght dally

. Feed continuously
For catvea (250-400 Ib} for incrensed ma af waIgM gain and |mpmvod 25 mg/head/day 0.25¢
feod efficlancy . Feed continuously
For growing cattle (over 400 ib) for Increasad rate of welght gain, Impmvw 75 mg/head/day 0.78*
toad efficiancy, and of ifver condemnationi dus to tver a 308 Fea
Pravention and treatment of the early stages of shlpplng tever cnmp|ex 0.5-2.0 p/hesd/day “5.20%
(Feed 3-5 days before and after arrlval In feedlots)
Treatmant of bacterlal enteritts caused by Escherichia coll and bactoriat 10 mgflb 50"
pneumonia (shipplag fever complax) caused by Pastourelle muftocids of body welght dally .
gusceptible to oxytetracycline Feod for 7-14 days

’ WARNING: 5-day withdrawat befora sisughter at 10 mg/lb dosage. Whisn used Iii milkc replacers, ‘
the treatmant aisim (w ‘mg/lh) is Wintted to Iumml u\w!llu nuud lw Eschorichla coll only.

SHEEP
Incrensad rata of welght galn and lmpyav}sd foed atficlancy 0402
Feed conllnunusly
Treatment ot hactertat snlamln caused tiy Eschorichia coll and bacterlal 10 mg/ib 12°
ia causad by F d suscaptibla to ‘oxyletracyciing " of body welght dally
Fead contliiously for 7-14 days -
Q WARNIK 6-dw ‘withifrawal before nllunhlnr atio mgllh dosage. ¢
LORSTERS = e T
Control of-gatfkemila In tobsters caused by Aeracoccus viidans B R 20
' "o madicated tead

Faed for 5 days as the sole fation

) wanumn. wmmaw mm tond so dn 3

ore harverting lobsters. 4

"if hirg welghs 10 b, consuming 0.6 th-of oomnlole ued par dav |
i pig wetghs 100 th, consuming 4 I of nompluta teed per day
1 calf waighs 100 16, consuming 2 th of comjilate sfartér faed par day

5t animal welghs 500 i, consuming 2 th of supplement ‘per head per day
* {amb welghs 60 Ib, consuming 1 )b of supptemsit per haad per day

101-8602-01

“nclude In tead cupploment based an mrsumpﬂnn of 2 1b of supplamant | ner tiead per day

FEE] SUPPLEMENTS.
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- TYPEA
MEDICATED ARTICLE

:Activs Drug ingredient:

Oxytatracycline (from oxytetracycline quaternary sait) equivalent to
oxytetracycline hydrochloride (Terramyein®) ....................50g/b
- GAUTION: For use in manufacturing medicated animal foeds only.
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'i(oxytetracycline) -

erramycin’ 50D

TM-50D

TYPE A
MEDICATED ARTIGLE

Active Drug Ingredient: ,
Oxytetracycline (from oxytetracycline quaternary salt) equivalent to
oxytetracycline hydrochloride (Terramycin®) - ( X0 T/ )

GAUTION: For use in manufacturing medicated animal feeds only.

CAUTION: Certain components of animal feeds, including medicated premixes, possess
properties that may be a potential health hazard or a source of personal discomfort to
certain individuals who are exposed to them. Human exposure should, therefore, be
minimized by observing the general industry standards for occupational health and safety.

Precautions such as the following should be considered: dust masks or respirators and

protective clothing should be worn; dust-arresting equipment and adequate ventilation
should be utilized; personal hygiene should be ohserved; wash before eating or leaving a

work site; be alert for signs of allergic reactions—seek prompt medical treatment if such
reactions are suspected.

STORE IN A DRY, COOL PLAGE

SEE BACK PANEL FOR COMPLETE MIXING AND
USE DIRECTIONS AND WARNINGS o
TM-50 Is a Phibro Animal Health registered frademark for Oxytetracycline HCI

Phibro Antmal Health, Inc., Falrfield, HJ 07004 ’
Terramycin Is a registered trademark of Pfizer, Inc., licensed to Phibro Animal Heaith, for Oxytetracyctine HCI

Net Weight 50 Ib (22.6 kg)

NADA #8-804, Approved by FDA
7919000
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Terramycin'5

(oxytetracycline)

; : oy . 4 OBSERVE LABEL
V , e e € S
Mbxing and Use Directions DIRECTIONS
Thoroughly mix the amotint of this premix according to the directions below with at least an equal '
amount By welpht of foad lnrmula lnnudlanu prlov to blandlnn lnto a cnmplm toad,
indlcations for Use ' ' P Oxytotracyciine Amount ib of TM-50D/tan
Increassd rato of walght gain and Improved feed afficlency e B n 10-60gfton
Feed continuousty
Control of Infactious synovitls caused by Mycoplaama synoviae; contro! of fowl cholera 100-200 gfton 2-4
causad by Pasteursiia Ida susceptihle to oxy . ’ . Faed continuously for 7-14 days
Cantrol af chronic utplmofy diseass {CRD) and alr sac infection caused by 400 g/ton 8
M galll fchla coli suscaptible to oxytetracycline Fead contlnuously for 7-14 days
Reduotlon of mwmy dua to alv sacoulitls (alt 886 Infection) caused by 00 g/ton 10
Escherichia colf susceptible to oxytetracycline Feod contlnuonsly for 5 days
WARNING! At 500 g/ton teval, withdraw 24 | ghter, Zaro-tey v i pai svals.
In low calciuim fesds withdraw 3 dln talore Do aot admintster to chickens pmduelnu lus for human oomumpﬁon.
TURKEYS ' z Py =
For growing turkeys for Increased rata of waight gain and improved fead efficlency PTG ghon
. o : : Feed contlnunuﬂy
Controt of hexamitiasis caused by Hexamita moleagridis susceptinle to oxytetracycilne 00 g/ton 2
F ‘ : Fend cnntlmwmlv for 7-14 days
Control of infectious synovitls caused by Mycaplaama synovias susceptible to oxytetracyciing 200 giton 4
Faad continuougly for 7-14 days
Cantre! of compliullng bacterlal organisms associated with biuecamb 25 mg/ib of body welght dally 167
(lransmlulhla enmuls. corormlral cnmltls) mmwtlhlo Ic oxytatracycling o : Foed continuousty for 7-14 days
WARNING: At 200 g/ton use level or highar, withdraw § days bafore siaughter, Zero-diy ‘withdrawsl J—
:mlod for lower use loull. Do not adm!nlnm to hﬂuyn mducluo om for human oonlumpllon.
SWIIIE - Am——— T =
Increased fate of Welght gain and Improved foad eMiclkindy i b “yos0 glion B » 5T
Feod continuously
Treatmant of bacterial enlerltls caused by Eacharlnhla coll and Salmonsile chaleraesuls luwapllble to oxyletracycline 10 mg/ib of body wolght dally 10°
and treatment of caused by F ocldz susceptible to oxytstracycling Foad con!lnmuuly for 7-14 days
Far breedlng swine for contml and troalmont of Leﬂluplrosls (reduclnu the incldance of 1] mnlih of body welnhl dally ’ 10
abortion and shedding of tspfospiras) catised by Laptospirs pomona susceptible ln oxytetracycline Feed contlnuously for not more than 14 days »

CALVES Including pre-ruminating (veal) calves, BEEF came'mu uﬁnucmms mun ATTLE
Forcalves {up to 250 1) for Increasod rate olwoluh! galnand Improvod Lot eﬂlcioncy o ‘ mg

il
Foed continuousty

For calvps (250-400 ib) for increased ralq of weight gain and improved feed efficiency 25 mumudlda"y 0.5'

’ Feed continuously
For grawing catile (over 400 ib) for Increasad ma o' welght naln. Improved feed amclency. nnd mductlon of 75 mg/head/day 15¢
liver condemnation duoe to liver a ! . . Feed continuously X
Pravention and treatment of the eurly mues n! lhlpplng levar complex 0.5-2.0 g/head/day ” 10-40*
(Fead 3-5 days before and after asrival in fegdlots)
Trenmant of bacterlal enterltis caused by Escherichla colf and bacterlal prgumionia (shipping faver camplex) 10 mgflb of bindy welght dally 100°
caused by Pasteurstia mulfovm cumpﬂhlo to oxymm:yc ine ) Foed oontlnumly for 7~14 days

A WARNING: 8-day withdrawal b or at 1 od In mitk ‘
the traatment clalm (10 mullb) 1s Ilmlml to hiactarial enterills uuud by Eacharlahh coll anly.

Incmmd rato of welght gain and improved foad efficlency

10-20g/ton 4 0.2-0.4
. Feed continuously
Troatment of bacterlal enterftis caused by & ichia coll and b la 10 mg/ib of body welght dally » 24*
caused | hy anu ] muno eptlble to oxytatracycllnn Foed continuously for 7-14 days
- ) WARNING: u-m mwumm befors muqnm at 10 mau dolm (
HONEY BEES : = B B e T
Control of Amerlcan Foulbreod caused by Bacilius iarvae, and Euvcpean Foulirood vaused by Straplococcus et “Sea Mikiig
pluton auuupllhle to axytetracycling L ) Diractions below

’ WAHHING. n"“‘““ at loast § wooks pﬂnr 1o maln hou-y fiow. 4
tosstens e b =

Contral of gatikemia i lobsters caused by Aerococcus viridans

Foead for b days as the sole ration
foisters. 4 )

2 WARHING: thdnw from feed 30 days bofaro Barves

" bird weighs 10 Ib, consuming 0.8 (b of complatu feod por day A clude T toad Supplament Basod o consuRiption of 2 1b of supploment par head pef day
it ply welghs 100 ik, cansuming & Ib of cnmplato faod per day . b *It animal wolghs 500 Ib, copsumlnn 2 1b of supplement per head per day
"ll calf walntu 100 1b, cansuming 2 lb oi complota shrter md psr day *i¢ tamb walghs 80'th, cansuming 1 ib of supplement per head per day

FOR USE IN DRY FEEDS JONLY, NOT FOR USE N Llﬂl}lD FEED SUPPI.EMEHTS.

Mixing and Usa Dirsctions for Honsy Beos

Due to the high drug concentration of tifs product, an intermediate mixture must b prepared lor use with bess. To prepare this intermediate mlx(ure add 7 1b of TM-50D to 100 Ib of powdered sugar and
mix welt. This mixture contalns approxtiviatoly 200 mg of oxvlalmvnnnaﬁydmnhlorida activity per oz, ’ - s i SR : =
Dusting Directions: Apply 1 0z (200 mg o!y!emnycllna) of lhls mlxtura per cnlony. Apply the dust on the outer parln of onds of the frames,

Syrup Diractions: Usa 1 oz (200 mg oxytetracyciing) of this mixtire per S Ih jar cnmalnlnn 1:1 gugar syrup (equal parts sugar and water wiw) per nnlony Dissolve in & small quanllty of water before
adding to syrup. Bulk fed the syrup using fesdor paits or dlvlslon bnard feodofs ur hy lllllnn the combs.

Administer In 3 applications of sugar syrup or 3 dustlngs ul 4 o 5-day lntwvals ‘mn drug sh‘ '] tad In tho uwlnn of l‘l
tion of production horisy,
Extsndor Patty Dlrections: Use 4 0z (800 mg oxylelmcynllna) of this mlxture mixed with 185 g of v b Ing (Crisco® or Ivalent) and 330 q ol suuar. Thv pamas aro placed on lha Iop hau nf
the brood mst frames. R e :

WARRING: This mixt uld be !ou 1 ll\l lprlnn or Tall and consumisd by ths baes before tmaln honey flow !uglm to avold cnnhmlnl
during medloation pevicds in combs for surplus honisy should bie removed followlng final medloation of the bee colany and must n s0d for human food, Honsy from bea
colones lkaly to lu Infoated with foutd od for prapasations of medicated wyrisp vupplements since it may ho rintod With spoFes of foulbrood and may
rasult In sproading the disears. Reiovs : Honey How. Do fiot use in a mannar cantrary to stale aplary I-m and regulations. Each stats has spacific
nuumlnno ulnlvu dmna eanml :nu’ muﬂuallnm. canlac! l!m lppmnrlm Hiclal o taws and

Crisco® (s & md-mlrk of Pmtnr l. Gnmbla. cxncmn-u. OH 45202

101-003-01 S P’! ihro

ANIMAL HEALTH

nd conwmed by Iha boas balara maln honaey tlow baglns to avold contamina-

llnn nt pmiuollnn nonoy. nnnay ctamd

v stale nonmnanu of nurlouliu:u for specific lnur- and
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Ter rar -

(oxytetracycline)

TM-100D

Active Drug Ingredient: | | o
Oxytetracycline (from oxytetracycline quaternary salt) equivalent to n
oxytetracycline hydrochloride (Terramycin® .......................100 g/lb
CAUTION: For use in manufacturing medicated animal feeds only. |

CAUTION: Certain components of animal feeds, including medicated premixes, possess properties
that may be a potential health hazard or a source of personal discomfort to certain individuals who

| _are exposed to them. Human exposure should, therefore, be minimized by observing the general

industry standards for occupational health and safety.

Precautions such as the following should be conéidered:jd,ust masks or respirators and protective

clothing should be worn; dust-arresting equipment and adequate ventilation should be utilized;
personal hygiene should be observed; wash before eating or leaving a work site; be alert for signs
of allergic reactions—seek prompt medical treatment if such reactions are suspected.

‘TM-100 Is a Phibro Animal Health registered trademark for Oxytetracycline HCl

Phibro Anmal Health, Inc., Falrfleld, NJO7008
Terramycin is a registered trademark 6’f"Pﬂzfet,‘ Inc,, lic@nsed to Phibro Animal Health, for Oxytetracycline HCI

Net Weight 50 Ib (22.6 kg)

NADA #8-804, Approved by FDA
Taoh -804, Avpraw

101-9004-01



(oxytetracycline)

. 5 - Mixing and Use Directions

‘Thoroughty mix tha amount of this premix according to'the diractions bolow with at least an wqual
amaunt by welght of fead tormuta lnuradlenu prtov to hl-ndlno Into a complota fosd,

“indleatlons for Use ; ! . Oxytolracyolliie Amount ~  ~ Ib of TM-100D/ton
GHICKENS - - ; —— ; SR A T
Increasad rate of welght galn and lmpmvml teod efficlancy ! 10-50 giton : 0.1-05
Feod continuausly
Control of infectious synovltis causad by Mycopfasmir synovias; control of fowd cholera 100-200 g/ton 1-2
caused by Pasteurelis muloclds susceptible to oxytetracyciine Foed continuously for 7-14 days
Control of chumlc ‘rospiratory disease (CRD) and alr siic lnlecuon caised by : 400 ghton 4
My and g coll Feed continuously for 7-14 daye
ncdualhn of mortallty dus to air nccumk {(aly a0 lnlm!m) caused by 500 giton B
Escherichla coll susoeptibia 1o oxytetracycline Feod continuzously far § days
WARNING: AY B0O g/ton lave!, wittidraw 24 hiours befors slaughiar, lln-dny withidrawal garlod lor lower uss lavals
tn low ocalclom Teads withdraw 3 dayn befsre :uughur. Do ot administer to chlokens pmduolun aggs for buman omumpun.
TURKEYS to ) .
For growing Wrkoys for increased rate of welght fain and impraved fead stficlancy : " 10-50 g/tan 0.1-0.5
Feed continuously
" Cantra! of haxamitlasls causad by g to 2 100 g/ton 1
Foed gontinuousty for 7-14 days
N " Control of infectious synovills caused by Mycoplesna synavias susceptibile 1o oxytetracycline : } X 2009/tn 7 2
: . Foed centinuously for 7-14 daye
€Control of complicating bacterlal organisms assoclated with bluocomh i 26 mg/ih of body welght daly 83"
(ransmisaible enterits, coronaviral enterllis) suscaptible to oxytetracycline L T md  continuously for 7-14 days
. 3 WARNING: At 200 g/ton use Jsvel or hlnlur. wllldm B days hllm ‘slaughter, Zero-day withdrawal
N . » poriod for lower use favsls, Do not ndml-lmr to turkiys mductw cul for human consumptien.
. SWIKE SR Seacoie e
tnareased rats of walght galn anid Improved fied efficiancy o o 10-50 gfion R B £~ TR
j : E Faed continuously
Trestment of bacterlal enterilis caused by arichia coll and to oxytatracycling 10 mg/ib of hody welght dally &
- and ; of bacterial pne . used k,‘ Pastours| mullocldl  susceptible to oxylamyclln Fead con_unnpuiw tor 7-14 days *
For hmdlnn swine for mu!rdl and gnt of 1 g the incidence of 16 mg/th of body walght dally §
aborlion di causod by L pamuul llnaapﬁhla 10 oxytatracycline Food continuously for apt more than 14 dlya
” CALVES lneludlnu pre-mmlnatlng (vnal) calves, BEEF GA'I'I'LE. AHD IIONI.A(:TM’IHG nnmv CATTLE
“ For calves (up 1o 250 1b) for Increased ‘rala of waight galn and improved fees alﬂclcm:y 7 0.05-01 mg/ib of body welght daily R 1 X R
Feed continuously
For calves (260-400 Ib) for Increased rate of weight gain and Improved feed efficlency 26 mg/head/day ' 0.25
Fead contlnuausly
- X FN growing cattle (uver 400 Ib) for increased rate of welght galn, Imprwed toed ltﬂchncy, and reduction of 75 mg/head/day 0.75*
. . L ter to liver N Feed continuously
M Puuntl(m and trumunl of tha early slanes ol shipping fever complex 0.5-2.0 g/head/day §-20'
: (Faed 3-8 days before and afier arrival In feediots) .
Treatment of bacterlal enteritis causad by Escherlchla coll and haciorlal prsutiionta (shipping fever complax) "7 10 mg/th of body welght dally . 60°
caused by Pastairsifa multocids suscspiihte to oxylstracycline Feed continuously tar 7-14 days
] : ’ WARHING: 5-day witbirawal belore sikughler at 10 mg/ib dosage. WHen ussd In milk npmm. ‘
» '~= # 3 _ the treatment slalm (m mg@ I: mul lu lmlnul -mml- mud hx uhrlchla a o 1
SHEEP ) ‘ e o
Increasad rato of weight galn and impioved fead sificiency N ) T “10-20 gion
Faod continuously
: : ‘ ! Troatment of bacterlal enteritis caused by Escherichia coff and bacterlas preumania 10 mg/th of body weight daily 12
calisad by Pastouralla multaclda siscaptible to oxytetiacycting Feod continuously for 7-14 days
; § WARNING: 5-day withdrawsal befora stiughiter sl 10‘mg/ib dosage, 4
Contralof Amerioan Fouttrood caused by Bacllius larvas, and Europaan Foulbroad caused by 200 mofeslony T sk Miking
Streptococeus pluton suscaptible to oxytatracycl e

Direotions botow

0 wuauum: Removo st least 8 wesks prm to maln mw flow. 4

LOBSTERS
Contiol of gaftkemia in lobsters causad by Aerdcoceus virdans Ceme . 1 T | foal
: Fuuorsuylnlmuola ration
[ mnumw wmmmu trom food so  days tisfore harvesiing lobstars. ¢
" blm waighs 10 {b, connlmlnn 08 ihiol r.ompla foad par day o : “inciude in feed suppioment baaed on cansumption of 2 6'of supp prmeAt P pa_r hoad | par day
*if plg welghs 100 th; consuming 4 I of complote food per day * ) animes welghs 300 b, eonsuming 2 b of supploment per hoad per day
. 1 calf waighs 100 Ib, Gonsuming 2 th of wmplste Btrter foed per day it tsmb walghs 80 Ib, consuming 't i of aupplemnril per head per m

FOR USE IN DRY FEEDS ONLY, NOT FOR USE IH LIQUID FEED SUPFLEMEH‘I'S.

lllxma and Uso Blracious Tor Honey Bads

Dus to the high drug conceniration of thls product, an In!ermadlale mixture must ha vupaud lw use wlth beul 'h prepm this lnlsrmedlam mlxlum add 1 lb ot m-wnn to 200 bef pnwdmad wnnv and mlx woll

This mixture contalns 200 ing of tns hydrochloride acﬂvl!y ey oz,

Dusting Directions: Apply 1 oz (200 ing olylnlmoyctlne) ot thlt mixture per colony. Apply lhe d\ut oa the ouler parln of ends of the rames.

Syrap Directions: Use 1 oz (200 mg oxytatracyciliie) of this mixtire per 5 1o Jar containing t:1 suger syrap (squal parts sugar and wilsr Wiw) por calony. Disspive In & amall ‘quantity of water bsfnm adding to sysup.

Bulk:faed the syriip'using fasder palis or division board feeders’ of by filting the combs.

Admﬂ:ﬂar In 3 applications of sugar syrup or 3 dustings at 4~ to S-day Intervals, Thu dmu slmuld ha tod in m -prlnn or fall and eanlumcd by lha hess balnu mlln honay flow begins to avold mmmhmlnn of pro-

duol honey.

Extandar Patty Direotlans: Use 4 0z {800 my nxylulucyﬂlna) of th

o8,
wunmn: This mixture should h hd in the'spring or tail and consumed by m Beas lnlnu maln hmy flow begins to “old mhmlnlﬁon of production honsy. Houoy stored
during modioation periods I comba for sarpins honey should be ramoved following final medicaticn ¢f the bee colony and must not be used for human foad. Honey from bes
coloniss likely to be infacted with foulbrood shunld not be used for praparation of medioated syrup supplements since It miay be contaminated with s of foulbrood and may
result In spveadlug the disense. Ramove at [8as) 6 weoks before mala honey flow, Uo uot use In a manner oontrary to stale aplary laws and regulations, !nch stats has spacitio

relative o diseae control and mdlnal(onl. Contact wﬁnpmh ulﬂnlal or mu 01 awlenmm 'nr tpumo lnlu'- and 1aws and
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ATTACHMENT 5§
OXYTETRACYCLINE .
TYPEB
BAG OR BULK
BLUE BIRD
CATTLE FEED
MEDICATED
- ACTIVE DRUG INGREDIENT
Oxytetracycline..............ccoooveenn... evevenneenad et SR i, 20 g/lb
INDICATIONSFORUSE |  OXYTETRACYCLINE | Ibof Type Blton |
AMOUNT L of Feed
For calves (up to 250 Ib) for increased rate of weight 0.05-0.1 mg/Ib of body weight daily 0.25-0.5"
gain and improved feed efficiency Feed continuously
For calves (250-400 1b) for increased rate of weight 25 mg/head/day 1.25°
gain and improved feed efficiency Feed continuously
For growmg cattle (over 400 Ib) for increased rate of 75 mg/head/day 3.75
weight gain, improved feed efficiency, and reduction Feed continuously
of liver condemnation due to liver abscesses
Prevention and treatment of the early stages of 0.5-2.0 g/head/day 25-100?
shipping fever complex (Feed 3-5 days before and ”,
after arrival in feedlots)
Treatment of bacterial enteritis caused by 10 mg/Ib of body weight daily 250°
Escherichia coli and bacterial pneumonia (shipping Feed continuously for 7-14 days
fever complex) caused by Pasteurella midtocida
susceptible to oxytetracycline

WARNING: 5-DAY WITHDRAWAL AT 10 MG/LB DOSAGE., WHEN USED IN MILK REPLACERS, THE
TREATMENT CLAIM (10 MG/LB) IS LIN [ \CTERL
ONLY.
lIfa. calf weighs 100 Ib, consuming 2 1b of complete starter feed per day.
*Include in feed supplement based on consumption of 2 lb of supplement per head per day
*If a calf weighs 500 Ib, consuming 2 b of ; supplement per head per day

GUARANTEED ANALYSIS

- Crude Protein (MI]) ......................................................................................... o L T o R %
Equivalent crude protein from Non-Protein N1trogen (NPN) when added (max) erenenes %
Crude Fat (Min).......... e et sy s s et i

Minimum Selenium in parts per million (ppm) o
Minimum Vitamin A, other than precursors of Vitamin A, in International Units per pound (if added).

INGREDIENTS
(Ingredlents as defined by AAFCO.)
©__1bs(___ kg) NET WEIGHT

BLUE BIRD FEED MILL
Robin, IN 00000

L ENTERITIS CAUSED BY ESCHERICHIA cOLI



ATTACHMENT 6
OXYTETRACYCLINE -
TYPEB
BAG OR BULK

BLUE BIRD
CHICKEN FEED
MEDICATED
ACTIVE DRUG INGREDIENT

Oxytetracychine ............ocoveeeemeeeemersieeerei, kv e S S 20 g/lb

INDICATIONSFORUSE | OXYTETRACYCLINE | Ib of Type Blton

e AMOUNT of feed

Increased rate of weight gain and improved feed 10-50 g/ton 0.5-2.5

efficiency Feed continuously

Control of infectious synovitis caused by 100-200 g/ton 10

Mycoplasma synoviae; control of fowl cholera | Feed continuously for 7-14 days

caused by Pasteurella multocida susceptible to '

oxytetracycline

Control of chronic respiratory disease (CRD) and air - 400 g/ton 20

sac infection caused by Mycoplasma gallisepticum Feed continuously for 7-14 days

and Escherichia coli’ suscepuble to oxytetracycline .

Reduction of mortality due to air sacculitis (air sac 500 g/ton 25

infection) caused by Escherichia coli susceptible to Feed continuously for 5 days

oxytetxacycline

Crude Protein (Mm)

Crude Lysine (Min).. : v
Methionine (Min)............ccoooeeeerereeereeeeien, veseresrress .

Crude Fat (MD)..........cvreeeeceemrmnermnssanssensssrossssesessssssesensens
CmdeFlber(Mm)....y ............................ S— SO
Calcmm (MD) oo,

Phosphorus (Min) ...............c..ve.e. e e ns oot s
Salt, if added (Mm)
Salt, lfadded (Max)

(Minimum and maximum percentage of total Sodium shall be guaranteed only when total Sodium exceeds that
furnished by the max1mum salt guarantee)

INGREDIENT S
(Ingredxents as defined by AAFCO.)
__Ibs(___kg) NET WEIGHT

 BLUE BIRD FEED MILL
Robin, IN 00000



ATTACHMENT 7

OXYTETRACYCLINE
TYPEB B
BAG OR BULK

BLUE BIRD
HONEY BEES FEED
MEDICATED

Oxytetracycline ..........ccoocooorenriiirnnnn. e s s saass 20 @/ID
INDICATIONS FOR USE

Control of American Foulbrood caused by Bacillus larvae, and European Foulbrood caused by
Streptococcus pluton susceptible to oxytetracycline.

Mixing and Use Directions for HoneyBees A
Due to the high drug concentration of this product, an intermediate mixture must be prepared for use with bees. To
prepare this intermediate mixture add 7 Ib of TM-100D to 200 T of powdered sugar and mix well. This mixture
contains approximately 200 mg of oxytetracycline hydrochloride activity per oz. ' , ‘
‘Dusting Directions: Apply 1 oz (200 mg oxytetracycline) of this mixture per colony. Apply the dust on the outer
Syrup Directions: Use 1 oz (200 mg oxytetracycline) of this mixture per 5 b jar containing 1:1 sugar syrup {equal
parts sugar and water w/w) per colony. Dissolve in a small quantity of water before adding to syrup. Bulk feed the
syrup using feeder pails or division board feeders or by filling the combs. ™~~~ -
Administer in 3 applications of sugar syrup or 3 dustings at 4- to 5-day infervals, " The drug should be fed in the

spring or fall and consumed by the bees before main honey flow begins to avoid contamination ‘production honey.

Extender Paity Directions: Use 4 oz (800 mg oxytetracycline) of this mixture mixed with 165 g of vegetable
shortening (Crisco® or equivalent) and 330 g of sugar. ‘The patties are placed on the top bars of the brood nest
frames.

WARNING: This mixture should be fed in the spring or fall and consumed by the bees before main honey flow

begins to avoid contamination of production honey. Honey stored during medication periods in combs for surplus
honey should be removed following final medication of the bee colony and must not be used for human food.
Honey from bee colonies likely to be infected with foulbrood should not be used for preparation of medicated syrup

supplements since it may be contaminated with spores of foulbrood and may result in spreading the disease. Do not

use in a manner contrary to state apiary laws and regulations. Each state has specific regulations relative to disease

control and medications. Contact the appropriate official or state departments of agriculture for specific inter- and
intrastate laws and regulations. o

WARNING: REMOVE AT LEAST 6 WEEKS PRIOR TO M
As required by applicable state law and regulations.

INGREDIENTS
(Ingredients as defined by AAFCO.)

_lbs (___kg) NET WEIGHT

BLUE BIRD FEED MILL
- Robin, IN 00000



ATTACHMENT 8

OXYTETRACYCLINE

TYPEB

BAG OR BULK

LOBSTER FEED
MEDICATED

ACTIVE DRUG INGREDIENT o

Oxytetracycline ..................cocoovevivevvnnnn, N e BT T i 20 g/lb

INDICATIONS FOR USE

AMOUNT

of Feed

Control of gaffkemia in lobsters caused
by Aerococcus viridans

1 g/Ib of medicated feed
Feed for 5 days as the sole

100

WARNING: WITHDRAW ME
LOBSTERS. '

ration

'GUARANTEED ANALYSIS

As required by applicable state law'and“r’egUIakt‘ions.

| INGREDIENTS
(Ingredients as defined by AAFCO.)

_lbsg

kg) NET WEIGHT

BLUEBIRDFEEDMILL
Robin, IN 00000

DICATED FEED 30 DAYS BEFORE HARVESTING



ATTACHMENT 9
OXYTETRACYCLINE
TYPE B
BAG OR BULK
BLUE BIRD
SHEEP FEED
MEDICATED

OXYIELACYCHNE .........ceorenvrienieieriee e ceecsetesese s et teeee oo Ve,

INDICATIONS FORUSE | OX Ib of Type Blton
of feed
Increased rate of weight gain and improved feed 10-20 g/ton 0.5-1
efficiency ' Feed continuously
Treatment of bacterial enteritis caused by Escherzchzq | 10 mg/Ib of body weight daily* 60
coli and bacterial pneumonia caused by Pasteurella | Feed continuously for 7-14 days
multocida susceptible to oxytetracycline
WARNING: 5-DAY WITHDRAWAL AT10 MG/LB DOSAGE
I 4

*If lamb weighs 60 Ib, consummg 11bof supplement per head per day
GUARANTEED ANALYSIS

Crude Protein (Min),
Equivalent crude protem from Non-Protem Nltrogen (NPN) when added (max)
Crude Fat (MIN) ........c.ooveiiiernnirerer oo esoesteeesesesessvonsssestossebonsesses oo ~ i O
Crude Fiber (MaX) .......oooereveeeeeoeeeeeeeoseeveseone
Calc1um (Mm) ..........................................

Salt (MD) ..o v teseanaes

Copper (Max_) .......... OOV SRDRTN .
Vitamin A (Min)

Minimum and maxxmum percentage of total Sodium shall be guaranteed only when total Sodlum exceeds that
furnished by the maximum salt guarantee.

Minimum and maximum Copper in parts per million (ppm) (1f added, orif total copper exceeds 20 ppm)
Minimum Selenium in parts per million (ppm) '

Minimum Vitamin A, other than precursors of Vitamin A, in Intematlonal Units per pound af added)

INGREDIENTS
(Ingredients as defined by AAFCO.)

Ibs ( kg) NET WEIGHT

BLUE BIRD FEED MILL,
Robin, IN 00000




ATTACHMENT 10
OXYTETRACYCLINE
BAG OR BULK
BLUE BIRD '
SWINE FEED'
MEDICATED
ACTIVE DRUG INGREﬁIENT
Oxytetracycline et o
INDICATIONSFOR USE | OXYTETRACYCLI b of Type
AMOUNT of feed
Increased rate of weight gain and improved feed 10-50 g/ton 0.5-2.5
efficiency Feed continuously
Treatment of bacterial enteritis caused by Escherichia 10 mg/1b of body weight daily 25%
coli and Salmonella choleraesuis susce; ptible to Feed continuously for 7-14 days
oxytetracycline and treatment of bacterial pneumonia
caused by Pasteurella multocida susceptible to
oxytetracycline
For breeding swine for control and treatment of | 10 mg/lb of body weight daily 25%  ~
Leptospirosis (reducing the incidence of abortlon and | Feed continuously for not more
shedding of leptospirae) caused by Leptospira ‘ than 14 days
pomona susceptible to oxytetracycline ‘

*If a pig weighs 100 Ib, consurning 4 Ibs. of complete feed per day.

GUARANTEED ANALYSIS

Calcium (Mm) )

SAIt (MN) ..ot sene s SR :

Zine (MN) .....covvevereriveecnieeeeerss s bt S e R

(Minimum and maximum percentage of total Sodium shall be guaranteed only when total Sodium exceeds that

furnished by the maxxmum salt guarantec)

(Ingredients as defined by AAFCO.)

_Ibs (___kg) NET WEIGHT

BLUE BIRD FEED MILL
Robin, IN 00000




, ATTACHMENT 11
OXYTETRACYCLINE | |
BAG OR BULK
BLUEBIRD
TURKEY‘FEED o
- MEDICATED
ACTIVE DRUG INGREDIENT B
OXPLEITACYCHNE ... oo v oo onsss s oo o et e 20 g/lb
INDICATIONSFORUSE | OXYTETRACYCLINE | Ib of Type Blton
AMOUNT of feed
For growing turkeys for increased rate of weight gain 10-50 g/ton , 0.5-2.5
and improved feed efficiency Feed continuously
Control of hexamitiasis caused by Hexamita 100 g/ton 5
meleagrides susceptible to oxytetracycline Feed continuously for 7-14 days
Control of infectious synovitis caused by 200 g/ton 10
Mycoplasma synoviae susceptible to oxytetracycline Feed continuously for 7-14 days
Control of complicating bacterial organisms | 25mg/b of body weight daily 41.5%
associated with bluecomb (transmissible enteritis, Feed continuously for 7-14 days “
coronaviral enterms) susceptxble to oxytetxacychne '

WARNING A T 300 G/TON USE LEVEL oK HIGHER, WITHDRAW
SLAUGHTER. ZERO-DAY WITHDRAWAL, PE OR LOWER USE
ADMINISTER TO TURKEYS PRODUCING EG"CS 1AN
*If a bird weighs 10 Ib, consurnmg 0. 6 Ib of complete feed per day

- GUARANTEED ANALYSIS

Crude Protein (Min). ; ,
Crude Lysine (Min)...............coeevccrnenee. Coarssbvssessens

Methionine (Min)............... ST A s st
CrudeFat(Min) ................................................................ rsiedber e sortine it Sue e r e (s

" Phosphorus (VD) .........oovveeeoooov
Salt, if added (MiD) ...........oovvecrereeersrrinns

Salt, if added (Max) .. " » S

Total Sodium (Min) ..

Total Sodium (Max)

(Mxmmum and maximum percentage of total Sodlum shall be guaranteed only when total Sodium
exceeds that furnished by the maximum salt guarantec)

, INGREDIENTS
(Ingredlents as defined by AAFCO.)
__Ibs(_kg) NET WEIGHT

BLUE BIRD FEED MILL
Robin, IN 00000



% r

ATTACHMENT 12

OXYTETRACYCLINE
TYPEC
BAGORBULK

~ BLUEBRD
'CATTLEFEED
MEDICATED

hR A AR R R R R RN KT S RRT R C RS SRt PO IC o SR AR GO

INDICATIONS FOR U E_
For calves (up to 250 lb) for mcreased rate of wexght gam and 0.05-0.1 mg/lb of body wexght da.llyl
improved feed efficiency Feed continuously
For calves (250-400 Ib) for increased rate of Weight gainand 25 mg/head/day®
improved feed efficiency - ‘ Feed continuously
For growing cattle (over 400 Ib) for increased rate of weight gam, 75 mg/head/day®
improved feed efficiency, and reduction of liver condemnation Feed continuously
due to liver abscesses
Prevention and treatment of the early stages of shlppmg fever 0.5-2.0 g/head/day*
complex (Feed 3-5 days before and afier arrival in feedlots)
Treatment of bacterial enteritis caused by Escherichia coliand 10 mg/Ib of body weight daily’ -
bacterial pneumonia (shipping fever complex) caused by Feed continuously for 7-14 days
Pasteurella multocida susceptible to oxytetracycline

WARNING: 5-DAY WITHDRAWAL AT 10 MG/LB D&OSAGEx WHEN USED IN MILK REPLACERS THE
TREATMENT CLAIM (10 MG/LB) IS LIMITED TO BACTERIA CAUSED BY ESCHERICHIA COLT ™~
ONLY.
'If a calf weighs 100 1b, consuming 2 Ib of complete starter feed per day containing 5-10 g/ton oxytetracychne
Include in feed supplement contalmng 25 gfton oxytetracycline based on consumption of 2 Ib of supplement per head per day.
3If a calf welghs 500 Ib, consuming 2 Ib of supplement per head per day contammg 75 g/ton oxytetracyclme
*Include in a supplement based on consumption of 2 Ibs of supplement per head per day containing 500-2000 g/ton
oxytetracyclme
5If a calf weighs 500 1bs, consuming 2 Ibs of a supplement per head per day contanung 5000 g/ton oxytetmcychne

GUARANTEED ANALYSIS
Crude Protein (Min) - s Y%
Equivalent crude protein from Non-Protein Nitrogen (NPN) when added (max)
Crude Fat (Min) ,

.....................................

Minimum Selenium in parts per million (ppm) I
Minimum Vitamin A, other than precursors of Vltamm A in Intemauonal Umts per - pound (1f added).

INGREDIENTS
(Ingredients as defined by AAFCO.)

Ibs (___kg) NET WEIGHT

BLUEBIRD FEED MILL ™~~~
Robin, IN 00000




TYPEC
BAG OR BULK
BLUE BIRD
CHICKEN FEED
MEDICATED
ACTIVE DRUG INGREDIENT =~
Oxytétracycline : ‘
INDICATIONS FOR USE _ OXYTETRACYCLI
Increased rate of weight gain and improved feed efficiency 10-50 g/ton -
Feed continuously

Control of mfectxous synovitis caused by Mycoplasma 100-200 gfton
synoviae; control of fowl cholera caused by Pasteurella ; Feed continuously for 7-14 days
multocida susceptible to oxytetracycline
Control of chronic resplratory disease (CRD) and air sac 400 g/ton
infection caused by Mycoplasma gallisepticum and : Feed continuously for 7-14 days
Escherichia coli susceptible to oxytetracycline
Reduction of mortality due to air sacculitis (air sac mfectwn) 500 g/ton- ”
caused by Escherichia coli susceptible to oxytetracyclme «Feed continuously for 5 days

WARNING: AT 500 G/TON LEVEL, WITH

HUMAN CONSUMPTION

Crude Protein (Min).. s :
Crude Lysine (Min)............. RSSO
Methionine (Min)............ccccovnrmnennierneirinees

Crude Fat (Mm)

Crude Fiber (Min)............ovevevevererinnn, SR
Calcium (Min) .....cc.coveererrovrrsereenn

Phosphorus(Mm)...........................f .....
Salt, if added (Min)........... et et araens
Salt, if added (Max) ..
Total Sodium (Min) ..
Total Sodium (Max)

(Minimum and maxxmum percentage of total Sodium shall be guaranteed only when total Sodium exceeds that
furnished by the maximum salt guarantee)

- . INGREDIENTS
(Ingredients as defined by AAFCO.)

. Tbs( kg) NET WEIGHT

BLUE BIRD FEED MILL
Robin, IN 00000




OXYTETRACYCLINE ' o
TYPEC
BAGORBULK
BLUE BIRD
HONEY BEES FEED
MEDICATED
ACTIVE DRUG INGREDIENT
Oxytetracycline ............ccooevevvevveererorre, st 200 mg/colony

INDICATIONS FOR USE

Control of American Foulbrood caused by Bacillus larvae, and European Foulbrood caused by

Streptococcus pluton susceptible to oxytetracycline.

Mixing and Use Directions for Honey Bees v , e
Due to the high drug concentration of this product, a diate mixture must be prepared for use with bees. To
prepare this intermediate mixture add 7 Ib of TM-100D to 200 1b of powdered sugar and mix well. "This mixture
contains approximately 200 mg of oxytetracycline hydrochloride activity peroz..

Dusting Directions: Apply 1 oz (200 mg oxytetracycline) of this mixture per colony. Apply the dust on the outer
Syrup Directions: Use 1 oz (200 mg oxytetracycline) of this mixture per 5 1b jar containing 1:1 sugar syrup ¢¢qual
parts sugar and water w/w) per colony. Dissolve in a small quantity of water before adding to syrup. Bulk feed the
syrup using feeder pails or division board feeders or by filling the combs.
Administer in 3 applications of sugar syrup or 3 dustings at 4- to 5-day intervals. The drug should be fed in'the
spring or fall and consumed by the bees before main honey flow begins to avoid contamination of production honey.
Extender Patty Directions: Use 4 oz (800 mg oxytetracycline) of this mixture mixed with 165 g of vegetable
shortening (Crisco® or equivalent) and 330 g of sugar. The'patties are placed on the top ‘of the brood nest
frames. o ‘ ‘

WARNING: This mixture should be fedfin the spring or fall and consumed by the bees before main honey flow
begins 10 avoid contamination of prodction honey. Honey stored during medication periods in combs for surplus
honey should be removed following final medication of the bee colony and m not be used for human food.
syrup

Honey from bee colonies likely to be infected with foulbrood should not be used for preparation

supplements since it may be contaminated with spores of foulbrood and may result in spreading the disease. Donot

use in a manner contrary to state apiary laws and regulations. Each state has specific regulations relative to discase
control and medications. Contact the appropriate official or state departments of agriculture for specific inter- and
intrastate laws and regulations. o D

WARNING: REMOVE AT LEAST 6 WEEKS PRIOR TO
GUARANTEED ANALYSIS
As required by applicable state law and regulations.
INGREDIENTS

(Ingredients as defined by AAFCO.)
Ibs ( kg) NET WEIGHT

" BLUE BIRD FEED MILL
prin, IN 00000 R




ATTACHMENT 15

TYPEC
BAG OR BULK

BLUE BIRD
LOBSTER FEED
MEDICATED“ '

ACTIVE DRUG INGREDIENT

Oxytetracycline ..

Control of gaffkemia in lobsters caused by 1 g/lb of medicated feed
Aerococcus virz‘dqns e Feed for 5 days as the sole ration

LOBSTERS.

As required by applicable state law and regulations.

INGREDIENTS
(Ingredients as defined by AAFCO.)

Ibs (___kg) NET WEIGHT

BLUE BIRD FEED MILL
Robin, IN 00000
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ATTACHMENT 16
OXYTETRACYCLINE
- TYPEC ‘
BAG OR BULK

BLUE BIRD

SHEEP 'FEED

MEDICATED |

ACTIVE DRUG INGREDIENT
Oxytetracycline e e e R S e e e Lot e e S e TS e e b e e e v b e i
INDICATIONSFORUSE______ | OXYTETRACYCLINE AMOUNT
Increased rate of weight gain and improved feed efficiency 10-20 gfton
' - Feed continuously
Treatment of bacterial enteritis caused by Escherichia coli - 10 mg/Ib of body weight daily*
and bacterial pneumonia caused by Pasteurella multocida Feed continuously for 7-14 days
susceptible to oxytetracycline
WARNING: 5-DAY WITHDRAWAL AT S . o e
*If lamb weighs 60 Ib, consuming 1 Tb of supp ‘ pe day contammg 1200 g/ton oxytetracyclme ”
GUARANTEED ANALYSIS

Crude Protem (Mlﬂ) ........................... ‘.....e ..... y...'...’ ..... ;‘.’.\.....: ...... ;.......;..;.......;..f.'..‘.‘.“.‘.’.’..';‘.‘.'.L;:'.'.";.;~.‘..v.'...7 %
Equivalent crude protein from Non—Protem N1trogen (NPN) when added (max) ....... %
Crude Fat (Mm) ................................................................
Crude Fiber (Max).... . et e : . e o
Calcium (M) ..o eeres v svrsesins
Calcium (Max)........ccoooveeeeeereeeeneninas griasesss
Phosphorus (Min) e
Salt (Min)................. e NPT A
Salt Max)................. et e et re s eriveseenreiserivess .
Copper (M) .....oovoveiteeeceereeee e svevsens
Copper (MAX) .......cvovereeeienieeereeieeeesvseeserins
Selenium (Min)..........ccoocreevrecrrrernnnnens

Vitamin A (Min).

Minimum and maximam percentage of total Sodmm shall be guaranteed only when total Sodium exceeds that
furnished by the maximum salt guarantee.

Minimum and maximum Copper in parts per million (ppm) (if added, or if total copper exceeds 20 ppm).
Minimum Selenium in parts per million (ppm)

Minimum Vitamin A, other than precursors of thamm A, in Intemauonal ‘Units per pound (if added).

INGREDIENTS o
(Ingrediats as defined by AAFCO)
. Jbs (___kg) NET WEIGHT -

BLUE BIRD FEED MILL ,
Robin, IN 00000 "
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ATTACHMENT 17
OXYTETRACYCLINE
TYPEC
BAGORBULK
BLUE BIRD
SWINE FEED
MEDICATED
ACTIVE DRUG INGREDIENT

OXYEETACYCHNG ...ttt er e sene S T

INDICATIONS FORUSE | OXYTETRACYCLINE AMOU INT _
Increased rate of weight gain and improved feed efficiency 10-50 g/ton

Feed continuously
Treatment of bacterial enteritis caused by Escherichia coli and 10 mg/lb of body weight daily*
Salmonella choleraesuis susceptible to oxytetracycline and Feed continuously for 7-14 days
treatment of bacterial pneumonia caused by Pasteurella
multocida susceptible to oxytetracycline
For breeding swine for control and treatment of Leptospn’osns ) 10 mg/b of body weight daily* -
(reducing the incidence of abortion and shedding of ™ .| Feed continuously for not more than 14 days
leptospirae) caused by Leptospira pomona susceptible to '
oxytetracycline _ ’
*To deliver this amount tlus feed has to contain 500 g/ton oxytetracyclme and be consumed at the rate of 4% of ammal s body
weight.
| GUARANTEED ANALYSIS

Crude Protein (MAN) ..........oceoovveeervererieereerensessons s e e g PV vae e an e v e ne e e e s R
Lysine (Min)............ rerisirinre st . ' .
Crude Fat (Min)....... N
Crude Fiber (Max)... S -
Calcim QMDY «...oeov. oo
Calcium (Max)......... eetrtereretrete bt toteserene st erensseaeaensien
Phosphorus (Min) serdrereversusisrinararre SR
Salt Min) ................ eveeeeeensinares crerenrerseeretrees —
Salt (Max)................ et aber et to e teaonnaea
Seleniumm (MANY.......ccoov oo eeeeeeee s oeeeessessesenes
ZINC (MN) ...t cicecteesscererereressessse s sssss s rssassreaveneressere fesnsas e s s btsebevasases esesnsan iosse s sas e s Ehsses oo

(Minimum and maximum percentage of total Sodmm shall be guaranteed only when total Sodium exceeds that
furnished by the maximum salt guarantee)

_ INGREDIENTS
(Ingredients as defined by AAFCO.)

Ibs (___ kg) NET WEIGHT

BLUE BIRDFEED MILL
Robin, IN 00000
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| ATTACHMENT 18
'OXYTETRACYCLINE
TYPE C ,
BAG OR BULK ‘
BLUE BIRD o
TURKEY FEED ,
MEDICATED
ACTIVE DRUG INGREDIENT
Oxytetracycling .........co.ovveverereeerecnne. e eenareRee s eSS RO A A S A S
INDICATIONS FORUSE | OXYTETRACYCLINE AMOUNT |
For growing turkeys for increased rate of welght gam 10-50 g/ton
and improved feed efﬁc1ency ; Feed continuously
Control of hexamitiasis caused by Hexamita 100 gfton
meleagrides susceptible to oxytetracycline ; Feed continuously for 7-14 days
| Control of infectious synovitis caused by Mycoplasma 200 gfton
“ | synoviae susceptible to oxytetracycline o Feed continuously for 7-14 days
Control of complicating bacterial organisms 25 mg/lb of body weight daily*
associated with bluecomb (transmissible enteritis, Feed continuously for 7-14 day§
coronaviral ententls) susceptible to oxytetracycline

WARNING: AT 200 G/TON USE’ LEVEE 'OR HIGHER, WITHDRAW 5 DAYS BEFORE
SLAUGHTER. ZERO- DAY,,WI'][‘HD] A

 LOWER USE LEVELS. DONOT

ADMINISTER TO TURKEYS PRODU

*If a bird weighs 10 Ib, consuming 0.6 1b of complete feed per day containing 8300 g/ton oxytetracyclme ST

GUARANTEED ANALYSIS

Crude Protein (Min) SO ORIy esresseenss %
Crude Lysine (Min) ‘ eetereererraensenaeseeasentat et e sraset e rees v %
Methionine (M) .........ocoeeverirerersvesesssieesmsesessesaessrsessesassnsrsnssanssestasessissises ; %
Crude Fat (Min) .........ccoreveeececnmrecrernsraninnnns reeseeseseasnenes vt e en et saenes s %
Crude Fiber (Min) .........cccoeevnne, SRR %
Calcium (Min)........cocovveveenivinivnnneininnnenn %
Calcium (MaK) c...ooreeeee e R Y
Phosphorus (Min) .........cccoceervevsirisiirismnmssossansens %
Salt, if added (MiN) ..c.c.ccovvcmnnrceninrirenierersenees %
Salt, if added (MEX).........oocoosooerrscroeseessssssesesns Ty
" Total Sodium (Min)..........ccceveververeecne reeeererrenereanenrereas %
Total Sodium (Max)

(Minimum and maximum percentage of total Sodium shall be guaranteed only when total Sodium
exceeds that furnished by the maximum salt guarantee) .

INGREDIENTS
(Ingredients as deﬁned by AAFCO))

__Ibs(__k) NET WEIGHT

 BLUEBIRD FEEDMILL -
Robin, IN 00000

g



