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FREEDOM OF INFORMATION SUMMARY

ORIGINAL ABBREVIATED NEW ANIMAL DRUG
APPLICATION

ANADA 200-452

OXYTET 10 Injection
(oxytetracycline hydrochloride)

Indicated in beef cattle, beef calves, non-lactating dairy cattle and dairy
calves for the treatment of the following disease conditions caused by one
or more of the oxytetracycline sensitive pathogens listed as follows:
bacterial pneumonia and shipping fever complex associated with
Pasteurella spp.; bacterial enteritis (scours) caused by Escherichia coli;
necrotic pododermatitis (foot rot) and calf diphtheria caused by
Fusobacterium necrophorum; wooden tongue caused by Actinobacillus
lignieresii; and wound infections, acute metritis and traumatic injury
caused by susceptible strains of streptococcus and staphylococcus

: organisms.

Sponsored by
Norbrook Laboratories, Ltd.
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FREEDOM OF INFORMATION SUMMARY

GENERAL INFORMATION:
File Number:

Sponsor:

Established Name:
Proprietary Name:
Dosage Form:
How Supplied:
How Dispensed:

Amount of Active Ingredients:

Route of Administration:

Species/Class:

Recommended Dosage:

Pharmacological Category:

Indications:

ANADA 200-452

Norbrook Laboratories, Ltd.
Station Works, Newry BT35 6JP,
Northern Ireland

Drug Labeler Code: 055529
Oxytetracycline hydrochloride
OXYTET 10 Injection
Injectable

100 mL, 250 mL, & 500 mL
OTC

Each mL contains 100 mg of oxytetracycline
hydrochloride

Intravenous

Beef cattle, becf calves, non-lactating dairy cattle,
and dairy calves

3-5 mg/mL body weight per day for a maximum of
4 consecutive days. For intravenous
administration only.

Antimicrobial

The use of OXYTET 10 Injection is indicated in
beef cattle, beef calves, non-lactating dairy cattle
and dairy calves for the treatment of the following
disease conditions caused by one or more of the
oxytetracycline sensitive pathogens listed as
follows: bacterial pneumonia and shipping fever
complex associated with Pasteurella spp.;
bacterial enteritis (scours) caused by Escherichia
coli; necrotic pododermatitis (foot rot) and calf
diphtheria caused by Fusobacterium
necrophorum, wooden tongue caused by
Actinobacillus lignieresii; and wound infections,
acute metritis and traumatic injury caused by
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susceptible strains of streptococcus and
staphylococcus organisms.

n. Pioneer Product: MEDAMYCIN-100; oxytetracycline
hydrochloride; NADA 108-963; Boehringer
Ingelheim Vetmedica, Inc.

2. TARGET ANIMAL SAFETY AND DRUG EFFECTIVENESS:

Under the provisions of the Federal Food, Drug, and Cosmetic Act, as amended by the
Generic Animal Drug and Patent Term Restoration Act (GADPTRA) of 1988, an
Abbreviated New Animal Drug Application (ANADA) may be submitted for a generic
version of an approved new animal drug (pioneer product). New target animal safety and
effectiveness data and human food safety data (other than tissue residue data) are not
required for approval of an ANADA.

Ordinarily, the ANADA sponsor is required to show that the generic product is
bioequivalent to the pioneer, which has been shown to be safe and effective. If
bioequivalence is demonstrated through a clinical endpoint study, then a tissue residue
study to establish the withdrawal time for the generic product should also be conducted.
For certain dosage forms, the agency will grant a waiver from the requirement of an in
vivo bioequivalence study (55 FR 24645, June 18, 1990; Fifth GADPTRA Policy Letter;
Bioequivalence Guideline, October 9, 2002).

Based on the formulation characteristics of the generic product, Norbrook Laboratories,
Ltd. was granted a waiver from the requirement for an in vivo bioequivalence study for
the generic product OXYTET 10 Injection. The generic product contains the same active
and inactive ingredients in the same concentrations and dosage form as the pioneer
product and is a sterile solution intended for intravenous use in cattle. The pioneer
product, MEDAMYCIN-100 (oxytetracycline hydrochloride), the subject of Boehringer
Ingelheim Vetmedica, Inc., under NADA 108-963, was approved on

December 12, 1978.

3. HUMAN FOOD SAFETY:

* Tolerance for Residues
The tolerances established for the pioneer product apply to the generic product.
Tolerances are established for the sum of residues of tetracycline including
oxytetracycline in uncooked edible tissues as follows: 2 ppm in muscle, 6 ppm in
liver, 12 ppm 1in fat and kidney for beef cattle, beef calves, non-lactating dairy
cattle, and dairy calves (21 CFR 556.500(b)). The Acceptable Daily Intake for
oxytetracycline is 25 micrograms per kilogram of body weight per day.
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*  Withdrawal Time
Because a waiver of the in vivo bioequivalence study was granted, the withdrawal
times are those previously assigned to the pioneer product.

The withdrawal time is at least 22 days prior to slaughter.

*  Regulatory Method for Residues
The analytical method for the detection of residues of oxytetracycline is a
microbiological test using Bacillus cereus var. mycoides. This method is found on
file at the Center for Veterinary Medicine, 7500 Standish Place, Rockville, MD
20855.

4. AGENCY CONCLUSIONS:

This ANADA submitted under section 512(b) of the Federal Food, Drug, and Cosmetic
Act satisfies the requirements of section 512(n) of the act and demonstrates that
OXYTET 10 (oxytetracycline hydrochloride) Injection, when used under its proposed
conditions of use, is safe and effective for its labeled indications.

5. ATTACHMENTS:

Facsimile generic labeling and currently approved pioneer labeling are attached as
follows:

Generic Labeling for ANADA 200-452:
OXYTET 10 — Container Label; Box Label; Package Insert

Pioneer Labeling for NADA 108-963:
MEDAMYCIN-100 — Container Label; Package Insert




ANADA 200-452, Approved by FDA

OXYTET 10 INJECTION

Oxytetracycline Hydrochloride Injection

ANTIBIOTIC

Each mL contains 100 mg Oxytetracycline HCL

For use in Beef Cattle, Beef Calves, Non-lactating Dairy Cattle and Dairy Calves Only

DESCRIPTION

Oxytet 10 Injection foxytetracycline
hydrochloride] is a sterile ready-to-use
preparation containing 100 mg/mL
oxytetracycline HCl, for administration of the
broad spectrum antibiotic, oxytetracycline, by
injection.

ANTIBIOTIC ACTION OF OXYTETRACYCLINE
Oxytetracycline is effective against a wide range
of gram-negative and gram-positive organisms
that are pathogenic for cattle. The antibiotic is
primarity bacteriostatic in effect, and is believed
to exert its antimicrobial action by the inhibition
of microbial protein synthesis. The antibiotic
activity of oxytetracyciine is not appreciably
diminished in the presence of body fluids, serum
ar exudates. Since the drugs in the tetracycline
class have similar antimicrobiat spectra,
organisms can develop cross fresistance among
them. Oxytetracycline is concentrated by the
liver in the bile and excreted in the urine and
feces at high concentrations and in a
biologically active form.

WARNING

Discontinue treatment with Oxytet
10 Injection atleast 22 days prior to
slaughter of the animal. Not for use
in lactating dairy animals.

A withdrawal period has not been
established for this product in pre-
ruminating calves. Do not use in
calves to be processed for veal.
Rapid intravenous administration
may resuit in animal collapse.
Oxytetracycline should be
administered intravenously slowly
over a period of atleast 5 minutes.

CAUTION

I no impravernent occurs within 24 to 48 hours,
consult a veterinarian. Do not use the drug for
more than 4 consecutive days. Use beyond
4 days or doses higher than maximum
recommended dose may result in antibiotic
tissue residues beyond the withdrawal period.

PRECAUTIONS

The improper or accidental injection of the drug
outside of the vein will cause local tissue
iratation manifested by temporary swelling and
discolaration atthe injection site.

Shortly after injection, treated animals may have
a transient hemogicbinuria {(darkened urine).

Consult with your veterinarian prior to
administering this product in order to determine
the proper treatment required in the event of
an adverse reaction. At the first sign of any
adverse reaction, discontinue use of product
and seek the advice of your veterinarian. Some
of the reactions may be attributed either to
anaphylaxis (an allergic reaction) or to
cardiovascular collapse of unknown cause.

Because bacteriostatic drugs interfere with the
bactericidal action of peniciliin, do not give
oxytetracycline hydrochforide in conjunction
with penicillin.

As with other antibiatics, use of this drug may
result in over-growth of non susceptible

arganisms. {f any unusual symptoms occur or
in the absence of a favorabie response following
treatment, discontinue use immediately and
call a veterinarian.

ADVERSE REACTIONS

Reports of adverse reactions associated with
oxytetracycline administration include injection
site swelling, restlessness, ataxia, trembling,
sweliing of eyelids, ears, muzzle, anus and vilva
for scrotum and sheath in males), respiratory
abnormalities {labored breathing), frothing at
the mouth, collapse and possibly death. Some
of these reactions may be attributed either to
anaphylaxis lan allargic reaction) or to
cardiovascular collapse of unknown cause.

GENERAL INDICATIONS FOR USE

A great many of the pathogens involved in cattle
diseases are known to be susceptible to
oxytetracycline hydrochloride therapy. Many
strains of organisms, however, have shown
resistance to oxytetracycline. In the case of
certain coliforms, streptococci and
staphylococci, it may be advisable to conduct
culture and sensitivity testing to determine
susceptibility of the infecting organism to
oxytetracycline. In this manner, the likelihood
of successful treatment with Dxytet 10 Injection
solution can be determined in advance.

DISEASES FOR WHICH OXYTET 10 INJECTION
IS INDICATED

The use of Oxytet 10 Injection is indicated in
beef cattle, beef calves, nan-lactating dairy
cattle and dairy calves for treatment of the
following disease conditions caused by one or
more of the oxytetracycline sensitive pathogens
listed as follows:

Causative
organismis) which
show sensitivity ta
Disease . Oxytet 10 injection
Bacterial Pnéumonia  Pasteurella spp
and Shippinf;
Fever complex
associated with
Pasteurella spp.
Bacterial Enteritis Escherichia coli
{scours}
Necrotic Padedermatitis Fusobacterium
(Foot Rot) necrophorum
Calf Diphtheria Fusobactenium
necrophorum X
Wooden Tongue Actinobacillus lignieresi
Wound Infections; Caused by axytetracycline-
Acute Metritis; susceptible strains of
Traumatic Injury streptococcal and
staphylocaccal
organisms.

RECOMMENDED DAILY DOSAGES
Treat at the first clinical signs of disease.

The intravenous injection of 3 to § mg of
oxytetracycline hydrochloride per pound of
body weight per day (3 to 5 mL per 100 Ibs bady
weight) is the recommended dosage.

Severe foot-rot and severe forms of the
indicated diseases should be treated with 5 mg
per pound of body weight. Surgical procedures
may be indicated in some forms ot foot-rot or
other conditions.

In disease treatment, the daily dose of Oxytet
10 Injection should be continded 24 to 48 hours
following remission of disease symptoms;
however, not to exceed a total of 4 consecutive
days.

DIRECTIONS FOR MAKING AN INTRAVENOUS
INJECTION IN CATTLE .
Equipment Recommended

1. Choke rope - arope or cord about § feetong,
with a loop in one end, to be used as a
tourniquet.

2. Syringe and needles; gravity flow intravenaus

set. (See Fig. 1.}

_ FIGURE 1
3. Use new, very sharp hypodermic needies,
16-gauge, 1% to 2 inches long. Dull needtes will
not work. Extra needles should he available in
case the one being used becomes clogged.

4, Scissors or clippers.

5. 70% rubbing alcohol compound or other
ee}jally effective antiseptic for disinfecting the
skin.

6. The medication to be given.

PREPARATION OF EQUIPMENT

Thoroughly clean the needles, syringe and
intravenous set and disinfect them by boiling
in water for twenty minutes or by immersing in
a suitable chemical disinfectant such as 70%

alcohol for a period of not less than 30 minutes.”

Warm the bottle of medication to approximately
body temperature and keep warm until used.

It is recommended that the correct dose be
diluted in water for injection, sodium chloride
injection or other suitable vehicle immediately
prior to administration. Doses up to 50 mL may
be diluted in 250 mL Larger doses may be diluted
in 500 mL of one of the diluents. Adverse
reactions may be minimized and the drug dose
can be better regutated by this method of
administration.

Avoid touching the needle with the hands at.all

times. .

In case of the syringe method of administration,
disinfect the vial cap by wiping with 70% alcohol
or other suitable antiseptic. Touching a sterile
needle only by the hub, attach it to the syringe
and push the plunger down the barrel to empty
it of air. Puncture the rubber cap of the vial and
withdraw the plunger upward in the syringe to
draw up a volume of Oxytet 10 Injection,
100 mg/mL of about 5 mL more than is needed
for intection. Withdraw from the vial and,
pointing the needle upward, remove all air
bubbles from the syringe by pushing the plunger
upward to the volume required.

If the injection cannot be made immediately,
the tip of the needle may be covered with cotton
soaked in 70% alcohol to prevent contamination.

gpogo4
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PREPARATION OF THE ANIMAL FOR
INJECTION '

1. Approximate location of vein. The jugular vein
runs in the jugular groove on each side of the
neck from the angle of the jaw to just above the
brisket and slightly above and to the side of the
windpipe. (See Figure 2 and 3

Jugular Groove

Esophogus Trachea

{Gutlet) {Wind Pipe}
2. Method of restraint - A stanchion or chute is
ideal for restraining the animal. With a haiter,
rape or cattle leader (nose tongs|, pull the
animal's haad around the side of the stanchion,
cattle chute or post in such a manner as to form
a bow in the neck {see Figure 4), then snub the
head securely to prevent movement By forming
the bow in the neck, the outside curvature of
the bow tends to expose the jugular vein and
make it easily ac cessible. Caution: Avoid a tight
rope or halter around the throat or upper neck
which mightimpede blood flow. Animals that
are down present no problem as far as restraint
is concerned.

Jugular Groove

FAGURE 4

3. Clip hair in area where injection is to be made
{aver the vein in the upper third of the neck).
Clean and disinfect the skin with alcohal or
ather suitable antiseptic.

DOSAGE FOR INJECTION
Refer to the table below for proper dosage
according to body weight of the animal.

Weight of Animais, Lbs  Miligrems of  Daily Dosage of
{Beet Cattle, Beet Oxytetracycline Oxytet 10 (njection
Catves, Noa-Lactating  Hydrochloride

Dairy Catde, Dairy per 100 Ibs of
Calves} Body Weight
per Day

50 1bs 300 ~ 500 mg 15-25mbL
100 bs 300-500mg  3-5Sml
M ivs 3 -500mg  6-10mL
300 Ibs 300-500mg  9-15mL
400 [bs W0-500mg  12-20mb
500 ibs 300-500mg  19-25mb
00 ibs 300-500mg  18-30ml
800 [bs 300-500mg 24-40ml
1000 lbs 300-500mg  30-50 mb
1200 Ibs 300~500mg  36-60ml
1400 s 300 - 500 mg 42 -70mt

CAUTION: If no improvement is noted within 24
to 48 hours consult a veterinarian.
For intravenous use only.

ENTERING THE VEIN AND MAKING THE
INJECTION -

1. Baise the vein: this is accomplished by tying
the choke rope tight around the neck, close to

the shoulder, The rope should be tied in such a

way that it will not come laose and so thatit
can be untied quickly by pulling the ioose end.
(See Figure4.) Inthick-necked animals, a black
of wood placed in the ju?ular groove between
the rope and the hide will help considerably in
applying the desired pressures at the right point.
The vein is a soft flexible tube through which

blood flows back to the heart. Under ordinary
conditions it cannot be seen or felt with the
fingers, When the flow ot blood is blocked at
the base of the neck by the choke rape, the
vein becomes enlarged and rigid because of
the back pressure. If the choke rope is
sufficiently tight, the vein stands out and can
be easily seen and felt in the thick-hecked
animals. As a further check in identifying the
vein, tap it with the fingers in front of the choke
rope, Pulsations that can be seen or felt with
the fingers in front of the point being tapped
will confirm the fact that the vein is properly
distended. tisimpossible o putthe needie into
the vein unless it is distended. Experienced
operators are able to raise the vein simply by
hand pressure, but the use of a choke rope is
more cenain.

2. Inserting the needie. This involves three
distinct steps. First, insert the needle through
the hide. Second, insert the needle into the vein.
This may require twa or three attampts before
the vein is entered. The vein has a tendency to
roll away from the point of the needie, especially
if the needle is not sharp. The vein can be
steadied with the thumb and finger of ona hand.
With the other hand, the needle point is placed
directly over the vein, slanting it so that its
direction is along the {sngth of the vein, either
toward the head or toward the heart Properly
positioned this way, a quick thrust of the needie
will be followed by a spurt of blood through the
needie, which indicates that the vein has been
entered. Third, once in the vein, the needle
should be inserted along the iength of the vein
all the way to the hub, exercising caution to
sea that the neadle does not penetrate to the
opposite side of the vein. Continuous steady
fiow of bicod through the needle indicates that
the needie is still in the vein. If blood does not
flow continuously, the needle is out of the vein
{or clogged) and another attempt must be made.
If difficulty is encountered, it may be advisahle
10 use the vein on the other side of the neck.

3. While the needle is being placed in proper
position in the vein, an assistant shoutd get the
medication ready so that the injection can be
started withaut delay after the vein has been
entered. Remove the rubber stopper from the
bottle of intravenous solution, connect the
intravenous tube to the neck of the bottle, invert
the bottle and allow some of the solution to run
through the tube to eliminate all air bubbles.

4. Making the injection. With needle in proper
position as indicated by a continuous flow of
blaod, release the choke rope by a quick pull
on the free end. This is essential - the medication
cannot flow into the vein while the vein is
biocked. Immediately connect the intravenous
tube to the needle, and raise the bortle. The
solution will flow by gravity. {See Figure 5.
Rapid injection may occasionally produce
shock. Administer slowly. The animal should be
observed at all times during the injection in
order not to give the solution too fast. This may
be determined by watching the respiration of
the animal and feeling or listening to the heart
beat. if the heart beat and respiration increase
markedly, the rate of injection should be
immediately stopped by pinching the tube until
the.animal recavers approximately to its
previous respiration or heart beatrate, when
the injection can be rasumed at a slower rate.
The rate of flow can be controlled by pinching
the tube between the thumb and forefinger or
by raising or lowering the bottie.

Bubbles entering the bottle through the air tube
or valve indicate the rate at which the
medication is flowing. If the flow should stop,
this means that the needle has slipped out of
the vein {or is clogged} and the operation will
have to be repeated. If using the syringe
technique, puli back gently on the plunger: if
blood flows into the syringe, the needle is in
proper position. Depress the plunger slowly. if
there is any resistance to the depression of the
plunger, stop and repeat insertion procedure.
The resistance indicates that either the needle
is clogged or it has slipped out of the vein. With
either method of administration, sytinge ot
gravity flow, watch for any swelling under the
skin near the needle, which would indicate that
the medication is not going inta the vein. Should
this occur, it is best to try the vein on the
opposite side of the neck. Sudden movement
of the animal, especially twisting of the neck
or raising or lowering the head, may sometimes
cause the needle to slip out of the vein. To
prevent tiiis, tape the needie hub to the skin of
the neck to hotd the needle in position.
Whenever there is any doubt as to the position
of the needle, this should be checked in the
following manner: Pinch off the intravenous
tube to stop flow, disconnect the twbe from the
needle and re-apply pressure to the vein. Free
fiow of blood through the needle indicates that
itis in proper position and the injection can
then be continued. If using the syringe, gently
pull back on the plunger. Blood should fiow into
the syringe.

5. Removing the neadla. When the injection is
complete, remove needle with a straight pull.
Then apply pressure over the area of injection
momentarily to control any bleeding through
needle puncture, using cotton soaked in alcohol
ar other suitable antiseptic.

INSTRUCTIONS FOR CARE OF SICK ANIMALS
The use of antibiotics, as with most medications
used in the management of diseases, is based
on accurate diagnosis and adequate treatment.
When properly used in the treatment of diseases
caused by oxytetracycline-susceptible
organisms, animals usually show a noticeable
impravement within 24 to 48 hours. M
improvement does not accur within this period
of time, the diagnosis and treatment of animal
diseases should be carned outby a veterinarian.
The use of professional veterinary and
taboratory services can reduce treatment costs,
time and neediess iosses. Good management,
housing, sanitation and nutrition are essential
in the care of animals and in the successful
treatment of dise ase.

PACKAGE INFORMATION

Qxytet 10 Injection is available in 100 mL, 250mL
and 500 mL multidose vials containing 100 mg
oxytetracyclineg hydrochloride per mL.

Store at controlled room temperature 15°-30°C
{59°-86°F). Protect from freezing.

For Use in Animals Ont

y .
RESTRICTED DRUG (Californial - USE ONLY AS
DIRECTED

‘@ Norbrook ¥
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s, For only.
Sea packaga insertfor complets directions and warings.

ING: Discontinute treatmant at feast 22 days pror
ter. NOT for use in lactating dairy aattle.
wel periad has not been established for this

ymdumn pre-ruminating celvss, Do not use in calves

to be pracessed for veal Rapid intravenous
administration may rasult jn animal collapse.

Oxytairacycine shauld be administersd intravanos

slowly over & period of at least & minutes.

CAUTION: ¥ no improvament accurs within 21 to 48 hours, consekt
& veterinacian,

Da not use the dmglnrmr- than 4 consacutive days. Usa beyond
idu‘ur munmnw\dd dnun:v
¥

XYTET 10 INJECTION

Oxytetracycline Hydrochloride Injection

AVTIE'DT
100 mg/
Steriln

1 NET CDNTENTS 00 mL |

/@ Norbrook =

( i drochlorid
ANADA 200-45. roved by FDA EACH mL CONTAINS:

inhmlsfmhmmﬂvi acteriel M\mom und|thmg 2, App by Oxytatracycline HCI 100 mg
faver complex associated with Pacteur mc bacterial enteriis Magnasium Chioride « 6 4,0 £.75% wiv
Mhnd calf diphthsria caused ; Water for Injection 17.0% viv

mm um\ﬂr{ Actingbacifiv s hignieresd, yound Pr:mylane Blycot qs.

infection and traumat ""‘V""“:";Y W'"“V"""b . Sodium Formaldehyde Sulfaxylata 3% wiv,
Dosaye and 4 “MMWW*Y‘«: 2. as a praservative and Monoethanalamine for pH

adjustment.
NOTE: Solution ma:
femains unaffects!
STORAGE TEMPERATURE:
Store atcontrolled room temperature 15°-30°C {59°-
85°F). Protect from freezing.
Made in UK
Manufactured for:
Norbrook, Inc.
Lenexa, KS 66219 LotNo:

Exp. Data;

J darken on storage but potency

0060086
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Indications: Ox‘tet 10 Injection (Oxytetracycline Hydrochloride
ion) is for the ofb iat ia and shippi

Y P n
fever complex associated with Pasteurella spp, bacterial enteritis
H ) caused by Escherighia col; B odaderneaiitis
{foatrot} and calf diphtheria caused by A )
necro wooden tongue caused by Actinobacillus lignieresi,
wound infection and traumatic injury caused by oxytetracycfine
ible strains of strep tand staphyl | bacteri
and Administration: 3-6 mF%IIb body weightdpe‘r day for
of 4 ive days. For administration

puscep
Dosage
a

only.

See package insert for complete directions and wamings.

WARNING: Discontinue treatment at least 22 days prior
to slaughter. NOT for use in Iactuting dairy cattle,
A withdrawal periad has nat been established for this
gmdnc’(in pre-ruminating calves. Do not use in calves to

e processed for veal. Rapid intravencus administration
may result in animal collapse. Oxytetracycline shauld he
administered intravenously slowly over a period of at
least 5 minutes.

CAUTIOR: if no improvement oc curs within 24 to 48 hours, consult
a veterinarian.

Do not use the drug for more than 4 consecutive days. Use
heyond 4 days or dosage higher than the maximum recommended
dose may resuit in entibiotic residue in the tissues beyond the
withdrawal time.

~
ANADA 200-452, Approved by FDA EACH mL CONTAINS:
Oxytetracycline HC 100 mg
Magnesium Chloride « 6 H,0 5.75% w/v
Water for Injection 17.0% v/v

Propylene Glycol ' gs.

With Sodium Formaldehyde Sulfoxylate 1.3% w/v,
as 8 preservative and Monoethanolamine for pti
adjustment.

NOTE: Solution may darken on storage but potency
remains unaffected.

STORAGE TEMPERATURE: Store at controlled room
temperature 15°-30°C (59°-86°F). Protect from freezing.

Made in UK

Manufactured for:
Norbrook, Inc.
Lenexa, KS 66219

OXYTET 10 INJECTION

Oxytetracyctine Hydrochloride Injection

ANTIBIOTIC
100 mg/mL
Sterile

FOR USE IN ANIMALS ONLY
RESTRICTED DRUG [CALIFORNIA]
USE ONLY AS OIRECTED

KEEP OUT OF REACH OF CHILDREN

@ Norbrook >

Lot No.:
Exp. Date:
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Indications: Oxytet 10 Injection (Oxytetracycling Hydrochtoride ~ ANADA 200-452, Appraved by FDA EACH mL CONTAINS:

In a )is for the tre ‘wiw ] ey and | stipping (&xyien'acvclir;]e; HCI 100 r;zg
lagnesium Chiloride « 6 H,0 5.75% wiv

(:::turs) c::as::'hyﬁschsqclcm coli, necrotic pododennmzus Water for Injection ’ 17.0% v/v

on tongue caused by Acmobactllus lignieresi,

wound infection and traumatic ln]ury caused by oxynemcvclme
suscemﬂ:ls strains
Dosage aad A:ninmtml 3-5m; thflb body werght per day for

days.
onlv
See package insert for lete directions and

WARNING: Discontinue treatment at least 22 days prior

Prgﬁvlene Glycol qs.

Sodium Formaldehyde Sulfoxylate 1.3% w/v,
as a preservative and Monoethanolamine for pH
adjustment.

OXYT ET 1 0 I N J E TI 0 N NOTE: Solution may darken on storage but potency

Oxytetracycline Hydrochloride tnjection

remains unaffected.
STORAGE TEMPERATURE: Store at controlled room

to slaughter. NOT for use in lactating dairy cattle. C H
A mmdgmwul period has not been estaglmhe for this ‘1\8( OTE éo;l[ temperature 15°-30°C (53°-86°F). Protect from freezing.
g?ducthpm—mnﬁnmng calves. Do not use in calves to Sterit N Made in UK
proce;sled for velal. :}apld »%traveggus ct:‘dmm't‘strludngn erne
may result ln animal collapse. 4 ine shoul e .
administered intravenously sloxxtl; over 8 PR | FOR USE IN ANIMALS ONLY ng‘a“gaau‘l:d for:
least § minutes. RESTRICTED ORUG {CALIFORNIA} L neraoKSS%.ZIQ
o USE ONLY AS DIRECTED enexa,
CAUTION: if no impravement occurs within 24 to 48 hours, consult ~
5 veteringrian. KEEP H OF CHILDREN
Do not use the drug for more than 4 consecutive days. Use beyond LotNo.
4 days or dosage higher than the maximum recommended dose Exp. Date:

may rasult in antibiotic residue in the tissues beyond the

R %Norbrook%
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/‘ﬂ Oxytet 1D injection is a sterile, preconstituted

solutlon of the broad-spectrum antibiotic
oxytetracycline.

Each mL contains: 100 mg of oxytetracycline
hydrochloride.

For the treatment of disease in beef cattle, beef
calves, non-lactating dairy cattle, and dairy calves.

CAUTION: If no improvement occurs within 24 to 48
hours, consult a veterinarian.

WARNING:

Discontinue treatment at least 22 days prior to
staughter of the animal. Not for use in
lactating dairy animals. A withdrawal period
has not been established for this product in
pre-ruminating calves. Do not use in calves
to be processed for veal. Rapld intravenous
administration may result in animal collapse.
Oxytetracycline should be administered
slowly over a period of at least 5 minutes,

PRECAUTIONS:

The improper or accidental In{ectlon of the drug
outside of the vein will cause local tissue irritation
manifested by temporary swelling and discolor-
ation at the injection site.

Refer to Package Insert for Complete Directions
and Warnings

Storage:

Store at controlled room temperature 15° - 30° C
(59° - 86° Fl.

Protect from freezing.

Note:
Solution may darken on storage but potency
remains unaffected.

Restricted Drugls) (Californial,
Not for Human Use

Use Only as Directed.

Made in the U.K.

Manutactured for:
Norbrook, Inc.
Lenexa, KS 66219

Oxytet 10 Injection

Oxytetracycline Hydrochlonde injection

AN
Multipls vl T g/t
Each il cone vpteteary

hydrar i

Forthe treatment ot dicc veon fooatth
beef calves, mon tactating dany cattte, and
dasry

ANADA 200-45
Approved by | DA

‘@ Norbrook =:

CATTLE DOSAGE GUIDE
At the first "%f" ?f pheumonia or scours,*
administer a single dose of OXKzI( 10 Injection by
intravenous injection to the following weight
categories.
Oxytetracycline Hydrochloride (mg)
Weighite  Badyeaigm  "mierce!
50 300 - 500 1.5-2.5
100 300 - 500 3-5
200 300 - 500 6-10
300 300 - 500 9-15
400 300 - 500 12-20
500 300 - 500 15-25
400 300 - 500 18-30
800 300 - 500 24-40
1000 300 - 500 30- 80
1200 300 -500 36- 60
1400 300 - 500 42-70

*See package insert for dosing instructions for
othtrpindlcaq.ed disease and full product

information.
Discogtlnue treatment at least 22 days prior to
slaughter.
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FIGURE 5

ring moMemghuwakmbe«vmemuu\emmumm
Isﬂovd Hmﬂowstmldstopwsnwnmmn&oda sfipped out of the vein

operation will have (o be repeatad. K using thes syrings technique, put
m&mplwg«:!bbodﬁmkﬂohsyr‘mge.hemedé‘kh positiorn.

 plunger sigwty. H there Ls any resistance to tha depression of the nger, siop and
procedurs. The resistance Indicates that either the neodle Is clogged or ¢has

out of the veln. With eithet method of administration, o gravity flow, watch [or
under the skin near the needle, which would ta that the medication Is not

the vela Should this occue, llsba:tlotyﬂwmmﬁnoppod(es&deolhmd&
movemedat of tha animal, e
3lip out of the veln. To prevert this, lape the neadie hub 1o

o in position. Whenever thera s any,doubt as 1o the

ﬂnmhgmneedie Vhea the Injectionls wmplete.mmeneediemﬂmstalghtpu!.%n
tpply pressure over area of h[zcnon momectasily to cocttrol any bleeding thyoagh nesdie
pmcure, using cotton soaked in alcohol or o!har suftable antisaptic.

IHSTRUC‘HONS FOR CARE OF SICK ANIMALS

ettt of animal disease s should be carried out by & vetadnanan The usa of professional
andt sacvices can reduce treatment costs, time and needless losses. Good

e ngsammmandmmruonareessondalhmweo(mmalaandhme
st reatment of dissasa.

PACKAGE INFORMATIOR

ditracycling Hydrochlocida Injection Is avaltable in 500 mL muttidose vials containing 100
o‘mhcychne Hydrochlodda per mL

Foc Use in Animals Only
RESTRICTED DRUG (Califomis) — USE ONLY AS DIRECTED

speclally twisting of the neck or raising or lowering the head, -

000018
14

NADA 108-963, Approved by FDA

Oxytetracycline HCI
Injection

ANTIBIOTIC
Each mL contalns 100 mg Oxytetracycline HC!

For Use in Beel Cattie, Beof Calves, Norrlsctating Qairy Catte and Dairy Catves Only

DESCRIPTION
omeuacycnne Hydrachlorde on is & te -ta-use preparation containing 100
mgimLOxyletracydme HCY, 1or:g.mwsn=mn spactrum antibiotic, Oxy1e|racygcrne

by Injection

AKTIBIOTIC ACTION OF OXYTETRACYCLINE

Oxytetracyciine ls effoctive agalnst a wide rangco(gmm—negaﬁv gram-poslttv
mArepaﬁwgemcicrcaﬁe.mmﬂbbch ﬁcheﬂed.andlsboaevedto

oxent is antimicroblal action by the inhibition sis. The antiblotic activity
of Oxytatracycline lsnot d Inthe presence of tiulds, serum or exudates.
Smemdmgslntmlehacydlm antimicrobial ammcandevdop

cross resistance amoag thern. Oxyiah-acycﬁrw wmwmedbyxﬂverhmweandmeisd
In the urine and feces & high concentrations and in a blologically active form

WARNING

Discontinua treatment with Oxyletr: cydina demdxlonde Injoction a1 leasf 22 da: or 10
staughter of the animal_ Not for use in la z:u_un? s p

wra'sdnwal period has not been established lor this product in pre-tuminaling calves. Do notuse
n calves o be processed for veal.

CAUT)ON
Store at 53°-86°F.
I noh\pwvemen(oca.nmmk\umlahours.conssmave\emanmbonoluseme drug for

more than 4 consecutive days. Usa bayond 4 dsysordoseshlgher!hanmaﬂmumlmnmended
dose may resutt in antibiotic issue resldues beyond the withdrawa! period

PRECAUTIORS
The impcoper oc accidental k\}ed!onoﬂhedmgomssdedﬁwvemwm:ausetocal tissue Imtation
manifested by temporary swelfing and discoloration al the Injection site.
Shortly atter iijection, teated animals may have & transient hemoglobinurda {darkened uring).
Reactions of an afi or sndphylactic nature, sometimes fatal, have been known to occur in
hypersensitive {ollowing the inJection of Oxytetracycine solutions but such reactions ara
fare.
Al the fust sign of any adverse reaction or anaptylactic shock (noted by glassy eyes, increased
saivation, gnnding of the teeth, rapld bfea.wng muscular Femocs, staggering, sweﬂing of the
eyelids o collapse), the product shoukd be discontinued. Epinepluine solution Tecon-
mended dosage levels should be administered and a veterinarian should be called Kmmodla!e?y
Bacause bacieriostatic drugs ntadfore with the bacterckdal action of Penicillin, do not
Oxyletracyciine Hydrochloride In conjunction with Peniclin. give
As with ctheuntzhioda.lse of this &mgrasuﬂhov«-qm%dnamsoeruble

H any unusuaf toms oceur oc ln senceo(umnbleraspoasa{olowl treatm
discoatinue use ediate!yandalnv ™ et

GENERAL INDICATIONS FOR USE
Agrodmuwdmpaﬂwgemkwo&odhcaﬁefweasosuuhmnlab&susoembloh

Oxyts! Many o ocganisms, however, h shown
msnsunca emhhwdmﬂngim nd b

straptocoeci and
conduct cufture lnd sonsd'vay hshng o delermine wmmﬂw.ﬁm
h!ecnng Wmm Iikoﬂhoodo(mstul reatment with
onsoiuﬂonmbe determined In adv:

DISEASES FOR WHICH OXYTETRACYCUNE HYDROCHLORICE
HJECTIOM IS lNDiCATED

The use of ehn@dmmwiorﬁa s indicaled In beal cattie, beel calves,
non-laaaungmea o and 10fmtmomdﬂwfoﬂow1r\gcﬂsoaseoondtu°nswsod

by one or more of tha Oxptetracyciine sensitive pathogens ksted as Tollows:



Causativ Which Show Sensitv-
) Organls:‘ne(s)

Disease. }y to Oxyte HC fofection
erlal Pneumonia ard S Pasteureila spp ’
Badeef Complex
Pasteurelia spp.
gacledal Enlenﬂsspfsmsl Eschecichla coll
Nacrotic Pododermatitis (Foot Rot) Sphetophorout necrophorus
calf Diphtheria Spherophorous horus
Wooden Toague cifiue Rgnlerestl
wc(-i\_nd infections; Aculs Metris; Car ino-suscopti
Tal

RECOMMENDED DAILY DOSAGES

real &t the first clinkal signs of fiseasa. . )
travenous lnjection of 3 10 5§ mg of etracycling Hydrochlodde nd of bady
T per cay (342 smw_xmmmmmam Tcammenaas dosaga

Walod«dmdﬁwsewnlwmd&whdmddgnmdmﬂdbekeatedwﬁ&xsmp&
pumalbodywelgu.&mlalmcadmmaybelfdaiodhsonwlmo(Foc(-Rotoro(her
coaditions.

dsease tealment, the daily doss of Oxylstracyciine Hydrochloride Injection should be
:‘xﬁrﬂedﬂ 10 48 hours following remission of diseasa symploms; however, not o exceed a lotal
o 4 consecutive days.
DIRECTIONS FOR MAKING AN INTRAVENOUS INJECTION IN CATTLE
Equipment Recommended

1. Choke 1ope — & fope o cord abaut 5 feet bong, with 8 boop ia one and, to ba used 85 a
ourniquet.

" 2. Syinge and needles: gravity flow lntravencus seL (See Fig. 1)

FIGURE 1
Usenew, very sharph ormic neadles, 16-gauge, 11 102 Inches long. Dull needles will not
} woric

J Extra needles shoukd be available in case tha one being used becomes dogged.
{ Sdssors or clippers.

5 70% fubbing alcohol compound of othar equally eflective antiseptic for disinfecting the skin.
6. The medicalion 1o be given.

PREPARATION OF EQUIPMENT

Thoroughly clean the needies, syringe end Inlravenous set and disinfed! them by boiling inwater
 krtwacty micustes or by immersing ina suitable chemical disinfectant such as 70% alcohl for 2
m notl less than 30 minrdes. Wamm the bottie of medication to approximately body

ture and keep warm untll used.

s recommended that the comrect dose be diluted Inf waler for Injection, sodium chloride
o other suitable vehicle immediately prior to administration. Doses up to 50 ml may

ba diuted in 250 mL. Larger doses may ba diluted in 500 ml of one of the diluents. Adverse

feacfions may be minimized and the drug dose can ba baetier-regulaled by this method of

admhisyation .

Avoid touching the needle with the hands ef all imes.

Inthe case of the syringe method of administration, disinfect the vial cap by wiping with 70%
teohal oc other w&le antiseptic. Touching @ sterile needie only by the hub, attach it w the
syinge andd push the plunger down the barrel Lo ampty &t of alr. Puncture the rubber cap of the
‘nal and withdraw the plunger upward in the syringe Lo draw up & voluma of Oxtetracycline HCI
Iaction, 100 mgfmL of abourt § ml miors than ks neaded foc Injection. Withdraw from the vial
04, poining the needle upward, move all alr bubbles from the syringe by pushing the plinger
Upward o the voluma required. - i

¥the on cannot be mada mmediately, the tip of tha needle may be covered with cotion
Soaked I 70% atcotiol 10 prevent contamination.

’ ~PREFARATION OF THE ANIMAL FOR IJECTION
1. m&&mﬁm of veln The jugular veln runs in the Jugular groove oa each side of the

fe of the jaw Lo just ebove the brisket and slightly above and 1o the sida of the
wirdplog. (See Figure 2 and 3.) :

N
V‘s

FIGURE 3 FIGURE 4

2. Metmdolrestrald—Asizndﬂmordmelsldeal-(ormstmiringma:imal.wmahanar_ropc
of cattia feadar (nosa toags), pul the animal's head around the side of the stanchion, catte,
chuds or In such & manaes  form a bow bn the neck (see Figura 4), then saub the begy
securaly 10 prevent movemerid. By forming the bow ln the neck, the oulside curvature of the bow
Lands Lo exposs the jugutar veln and alts sccessibla, Caution: Avold a tight rope <~
halter around tha thioat o upper neck which might impede blaod fiow. Animals that are down
_peasant no problem €0 far as restraict ks concemed.

a. Cﬂphakhueawh«etmmhwbemade(whevﬁnmLheupper third of the neck
Clean and disirifect the with alcohot or other sulable antiseptic. -

. DOSAGE FOR INJECTION
Refer to the table below foc proper dosage according \0 body weight of the animal,

Welght of Animats, Lbs Miligrams of . Daily Dosage of
eef Cattie, Bee! Oxyletracycline : Otytyelracygﬂne
B i o omaeid” e
y ! i
) Weight Pec Day njection {ml}
%0 bs 300 - 500 mg TX5-25mL -
100 s 300 - 500 mg ‘§.§nt“
200 bs 309 - 500 mg 6-10mL
300 bs 300 - 500 mg 9-15mL
400 Ibs 300 - 500 mg 12 - 20 mL
500 bs 300 - 500 mg 15 -25mL
600 bs 300 - 508 mg 18 -30 mbL
B0O tos 309 - 500 mg 24 - 40 mL
. 1000 bs 200 -'$00 mg 30 -S5O mb
. 1200 bs 300 - 500 mg a6 - 60 mb
1400 s 300 - 500 mg

42 70 mi
CAUTION: It no improvement is noted within 24 to 48 baurs consull 2 veterinarian,

Foc intravencus use onty.

ENTERING THE YEIN AND MAKING THE INJECTION

1. Raisa the vein: thisls accomplshad by tying the choke rops tight around tha neck, ciose to the

shoulder. Tha rope should ba tied in such & way that il willnot come loose and 50 thal tcznbe
untied quickly by pulling the locse end. {Ses Figure 4.) In thick-necked animals, a block of wood
placed In the kegular groove betwean the rope and the hide will help considerably in 2pcdying
tha desired prassure at the sight point. The vein is a soft fiexible tuba through which blood fowr
back o tha heart, Under ordinary conditions Neannot ba seea or felt with tha fingers. Wheathe
fiow of blood is blocked a1 the base of the neck by the choke rope, the vein becomes enlanyed
and righd Decauso of the back pressure. f the choke rope is sufficientty tight, the vein-stancs out
and can be easily sean and feit in thick-necked animals. As a further check in ldentitying th
vein, tap it with tha fingers in front of the choke rope. Putsations that can be seen or fell with the
fingers la front of the point being tapped will confirn the fact that the vein is propedy distended
Y Is impossibila Lo put the needle Into the vein unless it ks distended. Experienced operators an
abla o raisa the veln sknply by hand pressurs, tutthe use of a choke rope is mare certn.
Insertingthe needie. Thisinvotves three distind steps. First, Insert the neexdta twough Ihe hae
Second, Insen the needlelnlo the vein. This may require two octives atiempils before the veir
Is entered. The vein has a tendency to roll away from the point of the needie, espeda.\l:’ ¥ the
needia is not sharp. Tha veincan be steadied with tha thumb and finges of one hand. With the
other hand, the needle poket ls placed directly over the veln, slanting 1t so that its direction is
along the length of the vein, either toward the head o toward the hean. Properly positioned this
way,  quick thrust of the neadle will be followed by a spud of blood through the needle, which

icates that tha veln hashean entecad. Thind, cace in the vein, the needia should be insenec
along the length of the veln af the way 1o the hub, exercising caution1o se< thatthe needle does
nat penetrate He side of the vein Continuous steady fiow of bood through the neectie
Indicales that the needie Is stillintha veln. It blood doas nat fiow continuodsty, tha needle ks out
oimevoln(ordog&eed)andman must be made_Hf ditficulty s encountered, R may be
advisable io vsa the vein o the other sxde of the neck,

3. White the needla Is belag In proper position In the vein, an assistant should get the
medication faady 5o thal te njection can be started without delay after the vein has beea
antecod. Remave the rubber siopper from the bottle of intravenous solution, conneQ te
ktravencis iube Lo the neck of the bottle, invert the bottle and attow some of the solution te run
through the tube to eBicninate alt el bubbles.
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{NDICATIONS: MEDAMYGIN Oxytetracyctine
:(adtvdﬂodde ln]aaioﬂ s Io(m treatment of
wu e calved, aon-
uky Calves Caused
bypmogemxeasi&wtoommcycﬁneﬂu
DOSAGE AND ADMIKISTRATION: 3-5
welght per day foc @ maxmum of {
mec"uﬁﬂve ye. Foc Intrzvenous admindstra-

See package insenloroomclm directions and
warmings.

pines S i
mhm%"“m;:u
mw 1 it been estab-
umouumhmnbam
cassed fx vedl.

CAUTION: i no Improvement occurs within 24

10 48 hours, consull 4 vetetinardan.

23 ms% the dug nLn: more m;n 4 ccr;lslegu
T se or dosage higher

than the mvdmct{:r recodr:gmded d%sc gnzy

result In antibioic residue tn the fissues

beyond the withdrawal ime.

Lot o Exp. Date:

TechAmerica™
MEDAMYCIN®-100

OXYTETRACYCLINE
HYDROCHLORIDE INJECTION

ANTIBIQTIC
100 mg/ml
Sterile

FOR USE IN ANIMALS ONLY
RESTRICTED DRUG (CALIFORNIA)
USE ONLY AS DIRECTED

KEEP OUT QF REACH OF CHILDREN
NADA 108-963, Appeaved by FDA
NET CONTENTS:

500 mL

N
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EACH ml CONTAINS:
Oxylatracycting HO 100 m

: Macmslum Chhdda 20 s, wN
Wam m .......... 17.0% viv

it Sodlum 2iGehyde Sultosytats, 13%
W, 251 peeservative and Wi onomnou
for pK 1djustment. ine

NOTE: Solutlen may darken 0a storage but
potency remalas ynaffected

Storage Tempenture: SQ‘-&S‘F

P GSemE Liser
TAXE Tixe m&zmm

DSL-265B 92039

.- Marketed By:

Fermenta Animal Health Co.
Kansas City, MO 64153
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