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OXTC®-50 OXTC®-100 and OXTC®-200 Type A Medicated Articles ‘,

I. GENERAL INFORMATION

IL

NADA Numbers: 095-143

Sponsor: Phibro Animal Health
710 Route 46 East
Suite 401

Fairfield, New Jersey 07004

Established Names: Oxytetracycline Type A Medicated Article

 Proprietary Names:  OXTC®-50, OXTC®-100, and OXTC®-200

Marketing Status: Over-the-counter (OTC)

Effect of Supplement:  This supplement establishes a zero-day withdrawal period for
swine administered oxytetracycline at 10 mg/Ib/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 fowl cholera caused by Pasteurella multocida susceptible to oxytetracycline —
100-200 g/ton, Feed continuously for 7-14 days. Control of chronic respiratory disease
(CRD) and air sac infection caused by Mycoplasma galltseptzcum and Escherichia coli
susceptible to oxytetracyclme 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.

Swine: Increased rate of weight gain and improved feed efficiency — 10-50 g/ton, Feed
continuously. 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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OXTC®-50 OXTC®-100 and OXTC®-200 Type A Medicated Articles

IIL.

Iv.

Leptospira pomona susceptlble to oxytetracyclme 10 mg/lb of body welght daily, F eed
contlnuously for not more than 14 days.

Cattle: For calves (up to 250 Ib) for increased rate of we1ght gain and improved feed
efficiency — 0.05-0.1 mg/Ib 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/ly of

body weight daily, Feed continuously for 7-14 days.

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
application.

ANIMAL SAFETY

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

VI. HUMAN FOOD SAFETY

A. Toxicity Studies: NADA 095-143 was originally approved as safe for use as labeled
on May 5, 1970.
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OXTC®-50 OXTC®-100 and OXTC®-200 Type A Medicated Articles

B. 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 body weight per day.

C. Tolerance for the marker residue: Tolerance for oxytetracycline has been codified
previously under 21 CFR 556.500. 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.

D. 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 OXTC HCV/1b 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
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 OXTC HCl/Ib BW/day
for 14 consecutive days.

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).

NADA 095113 e , Y



OXTC®-50 OXTC®-100 and OXTC®-200 Type A Medicated Articles

5. Results of tissue residue study:

Table 6.1. Group oxytetracycline (parent) residues (mean + SD) in tissues from swine treated
with OXTC® in feed at a dose rate of 10 mg/lb/day for 14 days. ‘

Sacriﬁceﬂ Parent oxyteuacyclitic (ppb")k

Group Time (hr) : Liver Kidney Muscle Fat
1 10t 379 £84 1680 +468 299 183 16 31
14 24 144 £33 538 £210 * *
v 48 * 340 104 * *
v 7 o 162 +19 . .
VI 120 * 174427 * .
Vil 168 * 126 26 ‘ * *

*Times 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

sSWine. P

E. Regulatory method

The regulatory analytical method for detection of residues of the drug is a
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 OXTC®-50, OXTC®-100,
and OXTC®-200 Type A Medicated Articles are safe at a zero-day withdrawal 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.
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OXTC®-50 OXTC®-100 and OXTC®-200 Type A Medicated Articles

VIIIL.

There is reasonable certainty thaﬁ the conditions of use, including directions on labeling
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 - OXTC®-50, OXTC®-100, and OXTC®-200 Type A Medicated
Articles- 50 1b

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

Copies of applicable labels may be obtained by writing to the:

Freedom of Information Staff (HFI-35)
Food and Drug Administration, Room 12A16
5600 Fishers Lane

Rockville, MD 20857

NADA 095-143 | ~ Page 6



OXTC®-50 OXTC®-100 and OXTC®-200 Type A Medicated Articles

cc:

Courtesy Copy for the Sponsor
HFV-199/NADA 095-143

HFV-2 (Special Mailing List)

HFV-12 (FOI staff)

HFV-102 (GADQC Reserve Copy)
HFV-102 Green Book (NTurner)
HFV-120 Labeling Project (PRyan)
HFA-305 (Dockets Management Branch)
HFR-CE350 (NWJ-DO)

HFV-133:PRCampbell: 12/12/2001:827-7573

ec: CVM Records\ONADEWN095143\C0066foi.sum
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UL NAFAOH TAPE

joxTC 50

TYPE A
MEDICATED ARTICLE

:Aclm Drug ingrodient:
Oxytetracycfine (from oxytetracyeline dihydrate base) equivalent to
‘oxytetracyciine hydrochloride ............coveinirienss vereeneenas 50 g/ib

;m For use in manufacturing medicated animal feeds only,

CAUTION: Certain components of animal fesds, including medicated premixes, possass properties

-that may be a potential heaith hazard orammofpomnaldbeomfmwmm individuals who

_aro exposed to them. Human exp should, be. by g the general
Industry standards for occupationat heatth and safety,

rmmMMasmmmmmmmm dust masks Or respirators and protective
‘clothing should be wom; ventilation should be utillzed;
!pemmnimshoummwm,mhbﬂmnﬂngwkaﬁngamdwhﬂmforﬂnm
-of allergic reactions—seek prompt medical if such p

STORE IN A DRY, COOL PLACE

(aurpAongazfixo)

——= 0S9.J1X0

:: SEE BACK PANEL FOR COMPLETE MIXING DIRECTIONS,
‘;mmecmns,unwmnms

| “OXTC is & Phibso Animal Hea! for Oxy
Phibro Animal Heath, Inc., mmem, NJ 07004

§ Net Weight 50 Ib (22.6 kg)

| NADA #95-143, Approved by FDA
8841000

ANIMAL HEALTH

OXTC

(oxytetracyclme)

T T
m‘-—-o'nm 15 B droetions bolew widh ot Ioasd on smi RECTION
canecnd by weight of ued lccaeie Eroshinis pret o Heriig b 4 U 100c,

* tmdioativen fer Yo Sxybvtrecroios dmaust 1 of G118 $0f00

Phibro

ANIMAL HEALTH

(oxytetracycline)
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71 14108 Feirfioid, KJ 07004




Pa\V4 of il =

OXTC 50

(oxytetracycline) -
TYPE A

VIEDICATED ARTIGLE

Active Drug Ingredient: |
Oxytetracycline (from oxytetracycline dihydrate base) equwalent to - ‘
oxytetracycline hydrochloride ............. ..o, wvaeaa..509/lb

CAUTION: For use in manufacturmg medlcated anlmal feeds onIy

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 indfviduals 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 before eating or leaving a work site; be alert for signs
of allergic reactions—seek prompt medlcal treatment if such reactions are suspected.

STORE IN A DRY, COOL PLACE

~ SEE BACK PANEL FOR GOMPI.ETE MIXING DIRECTIONS,
- USE DIRECTIONS, AND WARNINGS

OXTC is a Phibro Animal Health registered trademark for Oxytetracyclme
Phibro Animal Health, Inc., Fairfield, NJ 07004

Net Weight 50 Ib (22.6 kg)

- . NADA #95-143, Approved by FDA
. 8841000




( oxytetracyclme )

Mixing and Use Directions 4 o o TAKE TIE @ OBSERVE LABEL
Thoroughly miix thie amount of this premix accnrding to'the dlractions halow with at‘least an equal ' DIRECTIONS .

amount by weight of feed formula ingrediants | prio to blendlng into a complate feed. o » s AT
Indicationsforyse = oxvtetracvcune Amount ___ IbofoXrcso/ton '
Increased rate of weight gain and improved feed efficiency ' ' T o-50'ghon 0.21.0
. Fead continuously
Control of infectious synovitis caused by Mycoplasma synovige e 100-200 g/ton 244
fowl cholera caused by Pastouralla multaclda susceptible to oxvtett’ yolins Fead continuously for 7-14 days
Control of chronic respiratory disease (CRD) and alr sac i i V o : " Taoogiton o 8
Mycoplasma Gallisepticum and Escherichia coli susceptible to oxytetra cllna‘ o ' ) Fesd contlnuously for 7-14 days
Reduction of mortality due to air sacei itis (alr sac inlscﬁon) caused by ST T 600 glton ST T e

Escherichia col susceptible to oxylotracycllna Feed contlnuously for 5 days

WARNING: At 500 g/ton Tevel, wllhdnw 2 ghter.’ em—dny withdrawal period for lower use s, ‘
in low calcium feads withdraw 3 dnya hefore |Iaugmer. Do not admilnister to chickens producing egys for human consumption.

TURKEYS ; , s o
For growing turkays for increased rate of welght gain and improved feed efficioncy ~ s "~ 10-50 g/ten
) Feed continuously
Gontrol of hexamitlasis caused by Hexamita meleagridis susceptible to oxytetracyciine 100 g/ton 2
k Feed continugusly for 7-14 days
Control of infectious synovitis caused by Mycoplasma synoviae sisceptible to oxytetracycling =~ " "200 ghon s 4
Feed continuousiy for 7-14 days
Control of complicating bacterial organisms associated with blugcomb R ... 25mpfibof body weight daily I, % 4
(transmissible enteritis, coronavlral enterltis) suscepﬂble lo oxytatracycline . AFeed continuously for 7-14 days ;
WARNING: At 200 g/ton use lavel , f s'holora ‘slaughter. Zero-day withdrawal ‘
pnrlod for lower use levals, I idminister to tirkeys producing eggs for human consumption.
SWINE - e
Increased rate of weight gain and improved feed efficiency = e T Teesbgton T T saaa
) Feed continuously
Treatinent of bacterial enteritis caused by Escharichia coll and Salmonelia ) 10 mg/ib of body weight daily 10
cholsraesuis susceptible to oxytetracycline and treatmeiit of bacierial preumonia Feed continuously for 7-14 days
caused by Pasteursila multocida susceptible to oxytetracycline }
For breeding swine for-coritrol and treatment of Leptospirosis (reducing the o o 10 mg/ib of body welght daily o T
incidenca of abortion and shedding of loplospiras) caused by Loptospira " Fead continuously for not more than 14 days

pomona susceptible to oxyletracycllne

CALVES Including pre-ruminating (veal) calves, BEEF GA'ITLE, AHD NOHI.AGTATINE DAIRY (:ATﬂ.E

For calves (up to 250 1b) for Increased rate of weight gain and improved feed efficlericy =~ 0.05-04 mag/Ib of body weight daily 0.1-0.28
Fead continucusly

For calves (250-400 Ib) for increased raté of welght gain and improved faed afficlenicy U 25 mghheadrday T B X
Fesdvmntlnuously

,For growing cattle {over 400 Ib) for increasad ral ‘of weight gain. improved feed efﬂclency, ) 75 mglheadliiay , ' ’ , 1.5¢

and reduction of liver condemnation due to liver abscesses

Prevention and treatment of the aarly stages of shipplng fevsr complex 10-40*

(Feed 3-5 days before and after arrival in feediots.)

Treatment of baclerial enteritis caused by Escherlchia coll and bacterial pai T 100°

{shipping fever complex) caused by Pastourslla mulrocida suscepllble to oxytelmcycline ) 3

WARNING: s-dav withdrawal before slaughter a! 10 mgllb dosago. When used In milK replacars,’ ‘
he treatmant claim (ll) mg]lh) is llmlhd to bactarial enteritls caused l:y Escharlchia colf only.
SHEEP ‘ , e T
Increased rate of weight gain and improved fesd afficiency ' ' o o 10-20 giton ' h 0.2-0.4
' ’ ) ) : ) : Feed continuously
Treatment of bactarial entaritls causad by Escherichia coli and bacterial ) 10 mgfib of body wéight daily N 24°
" pneumonia caused by Pasteuralla multoclda suscepﬂbla to oxytetracycline _ ) ) Faed cnntln usly for 7-14 days ’
» WARNING: 5-day wmndrawal be!ore slauuhlar at10 mgllh dnsage. 4

'If bird weighs 10 Ib, consuming 0.8 Ib of coriplate faed per day

*If pig weighs 100 lb consumlng 4 Ib of complete feed per day ) o .

I calf weighs 100 lb. consuming 2 Ib of complete starter feed per day -

‘include in feed supplement biased on consumption of 2 b ot supplement per head per day

*If animal weighs 500 Ib, consuming 2 i of supplanient per head per day

°it lamb welghs 60 Ib, consuming 1 Ib of supplement per head per day AN I MA L HEALTH

871 10-8841-00 ~ FOR USE IN DRY FEEDS ONLY. NOT FOR USE' IN'LIQUID FEED SUPPLEMENTS. . " Fairfield. NJ 07004
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OXTC 100
Woxﬁm#na\n:.:&
TYPE A
%m@cﬁbﬂm@ ARTICLE

‘Acttve Drug Ingredient:
+ Gxytetracycline (from oxytetracyciine ditiydrate base) equivalent to

(aua)afo0.0034x0)

HITVIT IVRINY

.................................... 100 g/tb
P08S888 prop :

fort to certain who

be by ob: g the general

+ industry standards for cccupational health and safsty.

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 ohssrved; wash before eating or leaving a work site; be alert for signs
- “of allergic reactions-seek prompt medical if such are

 STORE IN A DRY, COOL PLACE

‘/SEE BACK PANEL FOR COMPLETE MIXING DIRECTIONS,
" USE DIRECTIONS, AND WARNINGS

| {OXTC s a Phibro Animal Heaith reg for
- 3..!6 Animal Health, inc., Fairfield, NJ 07004

_Hza Welght 50 Ib (22.6 kg)
HADA #985-143, Approved by FDA

e Phibro

ANIMAL HEALTH

ANIMAL HBALTH

(oxytetracycline)
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OXTC 100

(oxytetracycline)

cvened ry Prsivaretie motivcics meseptihie b caylevacyctoe o ocntawcouety der 7-14 e
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 (oxytetracyclne)

TYPE A
MEDIGATED ARTH@[LE

Active Drug Ingredient: |
Oxytetracycline (from oxytetracycline dihydrate base) equivalent to
oxytetracycline hydrochloride ............c. e it ennnnnnnnn 100 g/Ib

100

CAUTION: For use in manufacturing medicated animal feeds only.

CAUTION: Certain components of animal feeds, including medicated premixes, possess propertles
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 resplrators 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.

STORE IN A DRY, COOL PLACE

- SEE BACK PANEL FOR COMPLETE MIXING DIREGTIDNS,

USE DIRECTIONS, AND WARNINGS

OXTC is a Phibro Animal Health registered trademark for Oxytetracyclme
Phibro Animal Health, Inc., Fairfield, NJ 07004

Net Weight 50 Ib (22.6 kg)

AR

NADA #95-143, Approved by FDA
8840000
101-9008-01




(oxytetracycline)

Mixing and Use Directlons TAKE TINE ( @ OBSERVE LABEL
Thoroughly mix the amount of this premix according to the directions below with at least an equal DIRECTIONS
amount by weight of fead formula lngredients prior to blending into a complete foed —. ;
Indications for Use V )  Oxylstracycline Amount: Ib of OXTC 100/ton
CHICKENS
Increased rate of weight gain and improved feed efficiency 10-50 g/ton 0.1-0.5
Feed continuously
Control of infectious synovitis caused by Mycoplasma synoviae; contral of fowl 100-200 g/ton 1-2
cholera caused by Pasteurslia multocida susceptible to oxytetracycline Faed cantinuously for 7-14 days
Control of chronic respiratory disease (CRD) and air sac iofootion caused by 400 g/ton ' 4
Mycoplasma gallisepticum and Escherichia coll suscaptible to oxytetracycline " Foed continucusly for 7-14 days
Reduction of mortality due to air sacculitis (air sac infectlon) caused by 500 g/ton 5
Escherichia coil susceptible to oxytetracycline o Feed continuously for 5 days
WARHNING: At 500 g/ton level, withdraw 24 hours before slaugmor. Zoro-dly withdrawal period for lower use levels, ' ‘
in low calcium feeds withdraw 3 days before slaughter, Do not administer to chickens producing eggs for human nonsumpﬂon.
TURKEYS
For growing turkeys for Increased rate of weight gain and improved feed efficiency 10-50 g/ton 0.1-0.5
Feed continuously :
Control of hexamitiasis caused by Hexamita meleagridis susceptible to oxytetracycling 100 d/ton 1
Feed continucusly for 7-14 days
Control of infectious synovitis caused by Mycoplasma synovias susceptibie to oxytatracycline 200 g/ton 2
) : Feed continuously for 7-14 days
Control of complicating bactgrlal organisms associated with bluecomb 25 mg/lb of body weight daily 8.3
(transmissible enteritis, coronaviral enteritis) susceptible to oxytetracycline Feed contlnuously for 7-14 days
WARNING: At 200 gmn use level or higher, wlthdraw 8 days befors slaughter. loro-day withdrawal ~ ‘
period for lower uss lavels. Do not administer to turluys mdunlng nggs for human eonsumptlon.
SWINE )
Increased rate of weight gain and improved feed efficiency 10-50 g/ton 0.1-0.5.
: : B Fead continuously :
Treatment of bacterial enteritis caused by Escherichia coll and Salmonelia 10 mg/Ib of body weight daily [
choleraesuis susceptible 1o oxytetracycline and treatment of bactorial pneumenia Feed continuously for 7-14 days
caused by Pasisurella multocida suscaptible to oxytatracycline ' )
For breeding swine for control and treatment of Leptospirosis (reducing the 10 mg/lb of body weight daily 5?
incidence of abortion and shedding of /eptospirae) caused by l.aptosplm Feed continuously for not more than 14 days
pomong suacopuble to oxytetracycllno
CALVES including pro-mmlnatlng (veal) calves, BEEF cA‘lTLE, Alln HDHI.A(:TATING DAIHY oAms
For calves {up to 250 Ib) for increased rate of ‘weight gain and imgroved feed efficlency ) 0.05-0.1 mgtb of body welght dally 0.05-0.1?
‘ Fead continuously
For caives (250-400 Ib) for increased rate of weight gain and improved feed efficlency 25 mg/head/day 0.25¢
. ) o S Fead continuously
For growing cattia (over 400 ib) for increased rate of weight gain, lmproved foed efﬂoiency, 75 mg/head/day 0.75'
and reduction of liver condenination due to liver abscesses Fead contlnu_ously
Prevention and treatment of the early stages of shipping fever complex. 0.5-2.0 g/hdad/day 5-20°
(Fead 3-5 days before and atter arrival in feedlots.)
Treatment of bactorial enteritis caused by Eschsrichla ‘coll and bacterial pneumonia 10 mg/ib of body welgm dpi!y 50°
(shlpping tever complex) caused by Pasteuralia multaclda suscepﬁblo to oxytetracycline _ Feed contlnuoiiélv' for 7-14 days |
' "WARNING: 5-day withdrawal before ‘slaughtar at 10 mg/ib dosage. When used In milk roplacers, ‘
the treatment claim (10 mg/ih) Is limited fo hactoﬂal ontorllls caused by Eschorlclnla coll only.
SHEEP o ; T
Increased rate of welght gain and improved feed efficiency 10-20 g/ton 0,1-0.2
Fead continuously
10 mg/ib of body weight daily 12*

Treatment of bacterial enteritis caused by Escherichia coli and bacterial pneumonia
caused by Pasteurella multncida susceptible to oxytetracycline

Feed continuously for 7-14 days

» WAI!IIIIIG- S-day withdrawal boforo slaughter at 10 mgllll donga. T4

'1f bird weighs 10 Ib, consuming 0.6 Ib of comploto feod per day

*if pig weighs 100 Ib consuining 4 1b of complete feed per day

3t calf weighs 100 lb, consuming 2 Ib of | complete starter feed per day

“Include in feed supplement based 6n consumption of 2 1b of supplement per head per day
®if animal weighs 500 Ib, consuming 2 Ib of supplement por tiead per day

%if lamb wsighs 60 lb consumlng 11b of supplomoak pe ad per day

.101-9008-01 FOR USE IN DRY FEEDS ONLY. HDT FOR USE w LIQUID FEED SUPPLEMENTS.
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(oxytetracycline)
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XTC 200

( oxytetracyclme )

TYPE A
MEDICATED AIPBT[I@LE

‘Active Drug Ingredient:
Oxytetracycline (from oxytetracycline dihydrate base) equivalent to
oxytetracycline hydrochloride .............. ... ccvvnernesuann...20040/lh

CAUTION: For use in manufacturmg medicated animal feeds only.

'CAUTION: Certain components of animal feeds, including medicated premixes, possess propertles

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 observmg the general
industry standards for occupational health and safety.

 Precautions such as the folldng 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 before eatmg or leaving a work site; be alert for SIgns
of allergic reactrons—seek prompt ‘medical treatment |t such reactlons are suspected

STORE IN A DRY, COOL PLAGE

SEE BACK PANEL FOR COMPLETE MIXING DIRECTIONS,

'USE DIRECTIONS, AND WARNINGS

'OXTC is a Phibro Animal Health registered trademark for Oxytetracycline
~ Phibro Animal Health, |nc Fairfield, NJ 07004

Net Weight 50 Ib (22.6 kg)

NADA #95-143, Approved by FDA
7868000
9812 90-9497-00-1




(oxytetracycline)

Thoroughly mix the amount of this premix according to the directions below with at least an aqual
amount by weight of feed formula Ingredlents prior o blsndlng into 8 complele !eod.

OBSERVE LABEL
DIRECTIONS

Indications for Use T oxytetracyoline Amount b of OX

CHICKENS i
Increased rate of welght gain and improved feed eﬂic{é‘hcqy T 060 glton
‘ : C : : Fead continuously
Control of infectious synovltis caused by Mycoplasma synovise; controf of 100-200 g/ton . 0.5-1
fowl cholera caused by Pasteureila misitocida susceptigle to oxytatracycline Fead conﬂnuously for 7-14 days ’ ’
Control of chronic respiratory disease (CRD) and air sac infection caused by~ ) 400 g/ton 2
Mycopiasma gallisepticum and Escharlchla coll susceptib L xvletracycllne ‘ Feed continuousiy for 7-14 days
Reduction of mortality due to air sacculitis (air sac lnfection) causad by 500 g/ton 2.5

Escherichia coll susceptible to oxytetracycline Feed con!lnuously for5 days

WARNING: At 500 g/ton lavel, withdraw 24 hours before or. Zero-
In low calcium fesds withdraw 3 lays before slaunhfer. fo not ldnlnlmf 1o C

lekqns produc!ng lus fnr human oonsumptlon. ‘

. TURKEYS
For growing turkeys for Increased rate of weight gain and improved feed efficlency ~~  10-50 g/fon
Feed continuously
Control of hexamitiasis caused by Hexamita meleagridis susceptible to oxytetracycline 100 g/ton 05
Feud continuously for 7-14 days :
Control of infoctious synovitls caused by Mycoplasma synoviag susceptible to oxytetracycline 200 g/ton 1

Fead continuously for 7-14 days

Control of complicating bacterial organisms assoclated with bluscomb

4,15
(transmissible enteritis, coranaviral enteritis) susceptible to oxytetracycline e

SWINE
Increased rate of weight gain and Improved feed efficlency -
. ' Feed continuously
Treatment of bacterial entevitis caused by Escherichia colf and Salmonelia 10 mg/b of body welgﬁt daily 2.5
cnalaraasuis susceptiblo to oxytetracycllno and treatment of bacterial pneumonia Feed continuously for 7-14 days
caused by Paslauralla multocida susceptibie to oxytetracydlne o
For breeding swine for control and treatment of Laptospirosis (reducing the ‘ 10 mg/lb of body weight daily 2.5?
incidence of abortion and shedding of Ieptosplraa) caused by Leptospira Feed continuously for not more than 14 days

pamona susceptibie to oxytetracycline

CALVES Including pre-ruminating (veal) caives, nssr CATTLE, AND NONLACTATING DAIRYCATHE — — —— — =

For calves (up to 250 Ib) for Increased rate of welght yain and Improved feed sfficioncy S 0.05-0.1 mg/b of Body weight datly s
‘ Feed continuously
For calves (250-400 Ib) for increased rate of weight gain and improved feed efficlency 25 mg/head/day 0.125*
' Fead continuously
For growing cattle (over 400 Ib) for increased rate of walgm gain, Improved feed emclancy, 75 mg/head/day 0.375*
and reduction of liver condemnation due to liver al 8y :
Pravention and treatment of the early stages of shipping Iever complsx 2.5-10*
{Feed 3-5 days Dbefore and after arrlval in faedlots )
Treatment of bacterial enteritis caused by Escherichia col and bactarial pneumonia 10'mg/Ib of body weight daily 25°

(shipping fever complex) caused by Pasteurelia multoclda susceptible to oxytetracycline Feed continuously for 7-14 days

'WARNING: 5-day withdrawal before siaughter at 10 mg/ib dosage. When used In milk replacers, ‘
the treatment claim (10 mg/ib) is limited to bacterial enteritls caused by Escherichia coll only.

SHEEP
Increased rate of weight gain and improved feed efficiency

U-20 g
Feed continuously

Treatment of bacterlal enteritls caused by Escherichia coll and bacterial ] ) 10 my/ib of body weight daily 6
pneumonia caused by Pastauralla “mulfocida ‘susceptible to oxytatracycfine Feed continuously for 7-14 days

0 mg/ib dosage. ¢

*if bird welghs 10 [b, consmhlng 0.6 th of édmblete leed per day

)¢ pig weighs 100 ib, consuming 4 ib of complete feed per day -~
3t calf welghs 100 Ib, consuming 2 b of complote starter feed per day

“inctude in feed supplement based on consumption of 2 Ib of supplement per head per day ! ’ Q
&t animal weighs 500 Ib, conisuming 2 Ib of suppiement per head per day ANT M. AL HE fL T H

< %i¢ lamb weighs 60 Ib, consuming 1 Ib of supplement per head per day
 anY9 ON.04GT.0A.1 ENR HSF I DRV EEENS ANLY, NOT FOR HSE IN LIOUIA FEED SUP

MEW: Fairfield, NJ 07004




FRR ATTACHMENT 4
OXYTETRACYCLINE

BAG OR BULK
BLUE BIRD
CATTLE FEED
MEDICATED
ACTIVE DRUG INGREDIENT
OXYLEtraCyCINE ....c.eeieeie et cete e st e s Se st en seenresgeenersseens 20 g/1D
INDICATIONS FORUSE OXYTETRACYCLINE Ib of Type B/ton

; AMOUNT _ 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/héad/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 25-1007
shipping fever complex (Feed 3-5 days before and
after arrival in feedlots)
Treatment of bacterial enteritis caused by 10 mg/lb of body weight daily , 250°
Escherichia coli and bacterial pneumonia (shipping Feed continuously for 7-14 days
fever complex) caused by Pasteurella multocida
susceptible to oxytetracycline

WARNING: 5-DAY WITHDRAWAL AT 10 MG/LB DOSAGE. WHEN USED IN MILK REPLACERS, THE
TREATMENT CLAIM (10 MG/LB) IS LIMITED TO ‘BACTERIAL ENTERITIS CA "ESCHERICHIA COLI
ONLY.

'If a calf weighs 100 Ib, consuming 2 Ib of complete starter feed per day.

Include in feed supplement based on consumption of 2 Ib of supplement per head per day
3If a calf weighs 500 Ib, consuming 2 Ib of supplement per head per day

GUARANTEED ANALYSIS
Crude Protein (I ......coveeerrerenseueseeesestisesessesssereisaessmsasnsssssnssserensssessinsasesasas eosasesessassensbeossrasssensinensussssasnsn reveeerennae %
Equivalent crude protein from Non-Protein Nitrogen (NPN) when added (max) ..........cccoceevnnn. %
Crude Fat (Min) , , %
Crude Fiber (Max) %
Caletum (Min)........cccevenes %
Calcium (Max)..........ccee %
Phosphorus (Min) . %
Salt (Min)..........cv...e. %
Salt (Max)............. %
Selenium (Min)...... %
Potassium (Min).... %
Vitamin A (Min) ... S PN

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

INGREDIENTS
(Ingredients as defined by AAFCO. )
Ibs (___kg) NET WEIGHT

BLUE BIRD FEED MILL
Robin, IN 00000




: | A ATTACHMENT 5
OXYTETRACYCLINE

TYPE B
- BAG OR BULK
BLUE BIRD
CHICKEN FEED
MEDICATED
ACTIVE DRUG INGREDIENT
OXYLEITACYCHNE ... oottt ettt s ene st st bt ens eeeran vernenne 20 /1D
INDICATIONS FOR USE OXYTETRACYCLINE | b of Type B/ton
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 muitocida susceptible to ~
oxytetracycline
Controt of chronic respiratory disease (CRD) and air |- 400 g/ton 20
sac infection caused by Mycoplasma gallisepticum Feed contimuously for 7-14 days
and Escherichia coli susceptible to oxytetracycline ;
Reduction of mortality due to air sacculitis (air sac ‘ ‘ 560 gton : 25
infection) caused by Escherichia coli susceptible to Feed continuously for 5 days
oxytetracycline

WARNING: AT 500 G/TON LEVEL, WITHDRAW 24 HOURS BEFORE SLAUGHTER. ZERO-DAY

WITHDRAWAL PERIOD FOR LOWER USE LEVELS. IN LOW CALCIUM FEEDS WITHDRAW 3 DAYS BEFORE e

SLAUGHTER. DO NOT ADM]NISTER TO CHICKENS PRODUCING EGGS FOR HUMAN C

GUARANTEED ANALYSIS

Crude Protein (Min)
Crude LySine (MIN).......coocvriemiineereeimererenseesteiesssecieestsesessonssesssasensans sosns s rsssssrssasssonsorssnsassenennes evenserenen
MEthIONINE (MEIL).....c.veereiieceeeenieeieeteeseeresseesseeseestesesesensesssesesseeseeantesmtsnassersassansesseeisessenszesmonsmsttontentossasss
Crude Fat (MN) ......ccoovvieiiiiirinecsrrenesesereersencerenmscsesossasansons reensresnnnsrsgensn ermreeenrssencases

Crude Fiber (Mm) ....................................................................................................... ereseernenes

PhoSPhorus (M) .........ccevevierieriinsi et e eeeeeereer s .......
Salt, if added (MN)........oooreeiiererieererecreresreseeeeereercenenie et eeereeetareseheteastrene eebeereene st tessnansens it

Salt, if added (Max)
Total Sodium (Min)
Total Sodium (Max)

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

INGREDIENTS
(Ingredients as defined by AAFCO.)
____Ibs(_kg)NET WEIGHT o

BLUE BIRD FEED MILL
Robin, IN 00000




ATTACHMENT 6
TYPE B
BAG OR BULK
BLUE BIRD
SHEEP FEED
MEDICATED
ACTIVE DRUG INGREDIENT

OXYELEACYCHNC v seeeerre oo eseneern e e e e 20 g/Tb

INDICATIONS FORUSE | OXYTETRACYCLINE | Ib of Type Blton
AMOUNT 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 Escherichia | 10 mg/lb 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 AT 10 MG/LB DOSAGE.

*If Jamb weighs 60 Ib, consuming 1 Ib of supplement per head per day.
GUARANTEED ANALYSIS

Crude Proteinl (M) .......ceeverevieseessiernsiesrnasessensuesesnonseseessssstmnesstsmsssosesssossssnessssonssanssssssisssstsesssnnssesssaes %
Equivalent crude protein from Non-Protein Nltrogen (NPN) when added (max) ........................................ %
Crude Fat (IMEIL) ......cvcrivriereeemrerenseesareresssnersessensessensersesseonsaessesns e stonseraseesssnneresassasse JR rresresaeenes eeere

Crude Fiber (Max)

be o he o s esheerebetsener et satEtouseEseet et et ie et EIPETErlsn e arErniet s oteaesseIteIeareaehelitineatretetnorsItarbearbesy

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

Minimum and maximum percentage of total Sodium 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 Vitamin A, in International Units per pound (if added).

INGREDIENTS
(Ingredients as defined by AAFCO.)

_Ibs( kg) NET WEIGHT

BLUE BI.RD FEED MILL
Robin, IN 00000 ‘
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* ATTACHMENT 7

OXYTETRACYCLINE

TYPEB
_BAG ORBULK
BLUE BIRD
SWINE FEED
MEDICATED‘ ,
ACTIVE DRUG INGREDIENT
OXYEETACYCHNE 1o s I s 20 g/lb
INDICATIONS FOR USE OXYTETRACYCLINE | 1b of Type B/ton
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/Ib of body weight daily 25%
coli and Salmonella choleraesuis susceptible to Feed continuously for 7-14 days

oxytetracycline and treatment of bacterial pneumonia
caused by Pastéeurella multocida susceptible to

oxytetracycline

For breeding swine for control and treatment of 10 mg/Ib of body weight daily 25%
Leptospirosis (reducing the incidence of abortion and | Feed continuously for not more

shedding of leptospirae) caused by Leptospira than 14 days

pomona susceptible to oxytetracycline _

*If a pig weighs 100 b, consmning 4 1bs. of complete feed per day.

' "GUARANTEED ANALYSIS

°\o

xR

X

*

X

(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 AAF CO.)

Tos (___kg) NET WEIGHT

BLUE BIRD FEED MILL
Robin, IN 00000
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S | ATTACHMENT 8
OXYTETRACYCLINE | o

s BAG OR BULK
BLUE BIRD
TURKEY FEED
MEDICATED
ACTIVE DRUG INGREDIENT
ORYEOEACYCHIC 1o e sseseeesees s st sssssssnseessereesseroess oo 20 /1
INDICATIONS FOR USE o OXYTETRACYCLINE 1b of Type Blton
AMOUNT ’ of feed _
For growing turkeys for increased rate of weight gam 10-50 g/ton 0.5-2.5
and improved feed efficiency Feed contimuously
Con ol of hexamitiasis caused by Hexamita v 100 g/ton 5
mieleagrides 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 25 mg/lb of body weight daily 41.5*
associated with bluecomb (transmissible enteritis, Feed continuously for 7-14 days
coronaviral entgnns) suscgpnble o oxytet:acychne _

© Total Sodium (Max)

R, WITHDRAW 5 DAYS BEFORE
R LOWER USE LEVELS DO NOT _

WARNING: AT 200 G/TON USE LEVEL
SLAUGHTER. ZERO-DAY WITHDRAWV A
ADMINISTER TO TURKEYS PRODUCING E
*If a bird weighs 10 Ib, consuming 0.6 1b of complete feed per day

GUARANTEED ANALYSIS

Crude Protein (Min)
Crude Lysine (Min) ; ' ‘
Methionine (Min)......c..occvvevveerererenenienreniissincissns trenhesessereetensenarteesarenera te st et s e s e
Crude Fat (M) ....cecveereeveververecirecvecsneanes eerseesnesiesrestessesasesneerersaesteeaeaesetsresrasentosroseesies
Crude Fiber (Mm) , X ‘

Phosphorus (Min) ‘ ,
Salt, if added (VN ......c.oeiveeeeeereirereesrmrerinsencesessemnsssneresimsssnsssasassssens srepsnnsenss wereeeneenans reertenrereens ,
Salt, if added (Max) .. : ’ srinssnenserassnstatass et
Total Sodium (Min)

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

INGREDIENTS
(Ingredients as defined by AAFCO)
1bs kg) NET WEIGHT

BLUE BIRD FEED MILL
“Robin, IN 00000
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 ATTACHMENT 9

: » — : OXYTETRACYCLINE
- - TYPEC
' “‘BAG OR BULK
BLUE BIRD
CATTLE FEED
- MEDICATED
“ACTIVE DRUG INGREDIENT
OXYELTACYCHNG ........oeovorereersie e essenesess b st nesnsocnss reeierennerenen JOTSTR
INDICATIONSFORUSE OXYTETRACYCLINE AMOUNT
For calves (up to 250 Ib) for increased rate of weight gain and 0.05-0.1 mg/lb of body weight daily'
improved feed efficiency . Feed continuously
For calves (250-400 Ib) for increased rate of weight gain and 25 mg/head/day®
improved feed efficiency Feed continuously
For growing cattle (over 400 1b) for increased rate of weight gain, - 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 shipping fever 0.5-2.0 g/head/day*
complex (Feed 3-5 days before and after arrival in feedlots)
Treatment of bacterial enteritis caused by Escherichia coli and 10 mg/1b of body weight daily®
bacterial pnesmonia (shipping fever complex) caused | by v Feed continuously for 7-14 days
Pasteurella multocida susceptible to oxytetracyclme o L

* Salt (Moo

TREATMIENT CLAIM (10 MG/LB)IS L

ONLY.

'If a calf weighs 100 Ib, consuming 2 Ib of complete starter feed per day containing 5-10 g/ton oxytetracycline.

Include in feed supplement contammg 25 g/ton oxytetracycline based on consumption of 2 1b of supplement per head per day.

3f a calf weighs 500 1b, consuming 2 1b of supplement per head per day containing 75 g/ton oxytetracycline.

*Include in a supplement based on consumptxon of 2 Ibs of supplement perhwd per day containing 500-2000 g/ton
oxytetracycline.

5If a calf weighs 500 Ibs, consunung 2 1bs of a supplement per head per day contauung 5000 glton oxytetracyclme

GUARANTEED ANALYSIS | - -
Crude Protein (Min) ......ccccemimninininminiieninesissre e ise e s ssmessssasesessasensensae . " eesessesnsrsrrees %
Equivalent crude protein from Non-Protein Nitrogen (NPN) When added (8K ........ov..o.vvemreeemmeenssansessssisessssssnssssess %
Crude Fat (MIN) ......coecievenineecemriirsiee e esesss e vsesss s sessensarensannas enrsasnssss nrnrssesseessraenoes — %
Crude Fiber (Max) ..... - .

Phosphorus (Min)........c........

Sait (Max)

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

~JNGREDIENTS
(Ingredients as defined by AAFCO. )

Tos ( kg) NET WEIGHT

BLUE BIRD FEED MILL
Robin, IN 00000




 ATTACHMENT10

synoviae; control of fowl cholera caused by Pasteurella

multocida susceptible to oxytetracycline

Control of chromnic respiratory disease (CRD) and air sac
infection caused by Mycoplasma gallisepticum and

Escherichia coli susceptible to oxytetracycline

Reduction of mortality due to air sacculitis (air sac infection) 500 g/ton
caused by Escherichia coIz susceptxble to oxytetracychne Feed contmuously for 5 days

OXYT ETRACYCL]NE
- TYPEC o
BAGORBULK
BLUE BIRD
CHICKEN FEED
MEDICATED
~ACTIVE DRUG INGREDIENT
 OXYAELrACYCHNE ..o ettt et
INDICATIQNS“EQR USE S OXYTETRACYCLINE AMOUNT
Increased rate of weight gain and improved feed efficiency 10-50 g/ton
Feed continuously
Control of infectious synovitis caused by Mycoplasma 100-200 g/ton

Feed continuously for 7-14 days

400 g/ton
Feed continuously for 7-14 days

DAYS BEFORE SLAUGHTER. DO NOT ADMINISTER TO CHICKENS PRO

HUMAN CONSUMPTION.

GUARANTEED ANALYSIS

Crude Protein (Min)............coce..... eeereeeraesirt et obentoseraeensanasrreesenaen erererereernaenrreneenn tresreriaaenreatesosarerrense
Crude Lysine (MIM)........ccourercerermmerinnnesnsesniissiesssessessonguesessmsssserasszsssssns erroasesrsessnarens eresreensenesnn
Methionine (MIIN)........cocvivvirrereererierseseeseesssrseessecssensssssesesssssnionssnsssnssbeoresssssnnens e ireseermereseesnsesss .
Cride FAt (MIDN) ....ooveveeieeieiereriercrecrreiereressesnreessesestassseosssconesenssasstntosensensssorsasontrasensonsoresns eeenereens

Crude FIber (MN)........ocuomrmemeiinsisirirnseressen s ssssasssssssss s siss sasesaessssessensss
Calcium (MN) ......ooveereeeiirereieisserrsis e e ssaes e reveriepeneesresssnesinnsseises isruieerhessasesnerertessnsess
Calcium (Max).......cooveemecrmeveriniresnscseisresrenessses eteeriaeriersrssseerteseseresaresrese e s eaestE e n ettt e et et s en st s sasess
PhoSPhOrus (VI ....cccvvvemreririiieriis e essabssss e sesssaesenns st stsas st snssssogsssiscnnss s oens s

Salt, if added (Min).......cccoimrivercenrinnens reneeees e bR e s s s
Salt, if added (MAX) .....oooreeeerreiriiniienires s iesnsssseretsessasesrs s sensssnans

Total Sodium (Min) ...........c.coooeeeer. e ees oottt e eevreseaseeesnessens
Total SOAIUIM (MAX).......eoveeeeereeererieereeeraeeiaesssssarnssonsssaesssssensestessesatsstasassssssssss ssestesranssronasssnssseserasensone

(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 (___kg) NET WEIGHT

BLUE BIRD FEED MILL

Robin, IN 00000




ATTACHMENT 11

. B OXYTETRACYCLINE
_TYPEC
BAG OR BULK
BLUE BIRD
SHEEP FEED
. MEDICATED
ACTIVE DRUG INGREDIENT
Oxytetracyching ..........ccovcevveeecnrennses vereren cebereaeenrnshre et naen e an s vttt ens e s
INDICATIONS FORUSE _ i 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/1b of body weight daily*
and bacterial pneumonia caused by Pasteurella muitocida Feed continuously for 7-14 days
susceptible to oxytetracycline

WARNING: 5-DAY WITHDRAWAL AT 10 MG/LB DOSAGE. ,
*If lamb weighs 60 Ib, consuming 1 b ‘of supplement per head per day containing 1200 g/ton oxytetracyclme F

GUARANTEED ANALYSIS
Crude Proteinl (VD) .........coveirereeereereesseesioeeserssreiesssrssissssesssnsssstasssassnensassesesasonsstosisentansossnansbrorsssizsstonssses
Equivalent crude protein from Non-Protein Nitrogen (NPN) when added (max)
Crude Fat (MIN)....c..ocoevveeriveeirecencciiesernanenns e s eevraeeseeresnesantrasaecs

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

Minimum and maximum percentage of total Sodium 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 Vitamin A, in International Units per pound (if added).

INGREDIENTS
(Ingredients as defined by AAFCO.)

Ibs (___kg) NET WEIGHT

BLUE BIRD FEED MILL
Robin, IN 00000




e v

 ATTACHMENT 12

OXYTETRACYCLINE
TYPEC
BAG OR BULK
BLUE BIRD
SWINE FEED
MEDICATED
ACTIVE DRUG INGREDIENT
OXYLEtracyCline .......ooveveeeeerricisccecriniieee e eteerersorsersaabernesresesnesrnesesn et se st ses e nnsaerare
INDICATIONS FORUSE T OXYTETRACYCLINE AMOUNT ”
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 Leptospirosis 10 mg/Ib of body weight daily*
(reducing the incidence of abortion and shedding of Feed continuousty for not more than 14 days
leptospirae) caused by Leptospira pomona susceptible to
oxytetracycline .

*To deliver this amount, this feed has to contain 500 g/ton oxytetracycline and be consumed at the rate of 4% of animal’s body
weight. ‘

GUARANTEED ANALYSIS

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

INGREDIENTS
(Ingredients as defined by AAFCO.)

Tbs ( kg) NET WEIGHT

BLUE BIRD FEED MILL
Robin, IN 00000




ATTACHMENT 13

BAG OR BULK

BLUE BIRD
TURKEY FEED
MEDICATED

ACTIVE DRUG INGREDIENT

OxytetracyCling .......ocoeveveveevrevrerenienaens restnererereveierteseentateneser s e saeesresaeereasaeresnees rerereienterernebeennenrerees ‘

INDICATIONSFORUSE | OXYTETRACYCLINE AMOUNT _
For growing turkeys for increased rate of weight gain =~ 10-50 g/ton ‘
and improved feed efficiency , Feed continuously

f hexamitiasis caused by Hexamita 100 g/ton

&5 susceptible to oxytetracycline Feed continuously for 7-14 days
Control of infectious synovitis caused by Mycoplasma 200 g/ton
synoviae susceptible to oxytetracycline Feed continuously for 7-14 days
Control of complicating bacterial organisms 25 mg/1b of body weight daily*
associated with bluecomb (transmissible enteritis, Feed continuously for 7-14 days

coronaviral enteritis) susceptible to oxytetracyclmc ,
WARNING: AT 200 G/TON USE_ . OR HIGHER, WITHDRAW 5 DAYS BEFORE
SLAUGHTER. ZERO-DAY WI: AL P ' '
ADMINISTER TO TURKEYS PRODUCING EGG! [PTIC o
*If a bird weighs 10 Ib, consuming 0.6 1b of complete feed per day contalmng 3300 g/ton oxytetracychne b

GUARANTEED ANALYSIS
Crude Protein (IMAN) ........coovvmiveiiiveienie e et cerce et seneme e nenaess pereerenss rerereerrenreraranaeass %
Crude Lysine (Min).......ccccovievesiniininnninninennens reresesnannrasesenne e etreeneerareeaneeeeneesarnsesnteessantaenses %
Methionine (Min) : - S e
Crude Fat (Min) .............. A eeterireransesreenneenreenareseptenarees

Crude Fiber (Min) :

CalIUm (IMED).....c.ooviivivinierroriesiensessaesseeeseseeseesnesassnemtgne st orserssresazssessesshnnstassnsasans i reenrenrssees

Caloiuin (MAX) ......oeovieeeceeireiee et sttt ee e s arasesnsen s eerreereeengenans S

Phosphorus (Min) o, sresseens —

Salt, if added (MID) .....c.oovvieereirercrieee et e res s sttt nen erre et a e anesenaee %
 Salt, if added (Max).......ccorevereeemiiiiinen e s e eseseanseneeresn %

Total SOMIUIM (M) .......voververeiseritesses e seeebe e es s s s s e o s snas e snssas s os et s bs s e %

Total SOdIUM (MAX) .....ovooeieerieiiimeierereeree et et ese e eeac s sasas s esbeassr e sases SRS %

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

: INGREDIENTS
(Ingredlents as deﬁned by AAF C0)
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