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FREEDOM OF INFORMATION SUMMARY

1. GENERAL INFORMATION:

ANADA Number: 200-154
Original Approval Date: May 8, 1996
Sponsor: Pennfield Oil Company
14040 Industrial Road
Omaha, NE 68144
Generic Name: Oxytetracycline Hydrochloride, USP
Pioneer Product: Pfizer Inc., NADA 113-232, Liquamycin® LA-
Trade Name: ,%’ggnoxm 200 Injection
Dosage Form: Injectable
How Supplied: 500 mL bottles
How Dispensed: oTC

Amount of Active Ingredients:

Each ml contains 200 mg of oxytetracycline per -
mL

Route of Administration: Intramuscular in swine, Intramuscular,
Intravenous and Subcutaneous (new) in cattle
Species: Swine, cattle, calves, including pre-ruminating

Labeled Dosage/Indications for Use:

(veal) calves (new)

Cattle: 3 to 5 milligrams of oxytetracycline per
pound of body weight per day; 5 milligrams per
pound of body weight per day for treatment of
anaplasmosis, severe foot-rot, and advanced cases
of other indicated diseases; 9 milligrams per
pound of body weight as single dosage where
retreatment for anaplasmosis is impractical; 9
milligrams per pound of body weight as a single
dosage where retreatment of calves and yearlings
for bacterial pneumonia is impractical; 9
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milligrams per pound of body weight as a single
dosage for treatment of infectious bovine
keratoconjunctivitis.

Swine: 3 to 5 milligrams of oxytetracycline per
pound of body weight per day; 9 milligrams per
pound of body weight as a single dosage where
re-treatment for pneumonia is impractical. Sows:
Administer once 3 milligrams of oxytetracycline
per pound of body weight, approximately 8 hours
before farrowing or immediately after completion
of farrowing.

Effect of Supplement: The supplement provides for the addition of the
subcutaneous administration of oxytetracycline
injectable solution in beef cattle, non-lactating
dairy cattle, and calves, including pre-ruminating

- (veal) calves.

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 (53 FR 50460, December 15, 1988,
First GADPTRA Policy Letter) an abbreviated new animal drug application (ANADA)
may be submitted for a generic version of an approved new animal drug (pioneer product).
Pennfield Oil Company is supplementing their ANADA for the addition of the
subcutaneous administration of oxytetracycline injectable solution in beef cattle,
nonlactating dairy cattle, and calves, including pre-ruminating (veal) calves. Based upon
the formulation characteristics of the generic product, Pennfield Oil Company was granted
a waiver on from conducting an in vivo bioequivalence study with Oxyteracycline 200
Hydrochloride Injectable. The generic product was approved on May 8, 1996. The three-
year exclusivity period for the additional claims granted to the pioneer product ended on
April 23, 2000. Pennfield Oil Company is supplementing their approved generic product
for the additional claims mentioned above. No new data was required for the additional
new claims.

HUMAN FOOD SAFETY

The previous withdrawal periods and tolerances remain unchanged. Therefore, no human
food safety information is required.

P
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4.

Attachm

AGENCY CONCLUSION:

This is a Supplemental Abbreviated New Animal Drug Application (ANADA) filed under

scction 512(b)(2) of the Federal Food, Drug, and Cosmetic (FFD&C) Act.

Under the Center’s supplemental approval policy (21 CFR 514.106(b)(2)), these are

Category II changes providing for the addition of a new route of administration and a new
class of cattle. The approval of these changes is not expected to have any adverse effect on
the safety or effectiveness of this new animal drug. Accordingly, this approval did not

require a reevaluation of the safety and effectiveness data in the parent application.

1ent:

Generic and pioneer facsimile labeling
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PENNOX 200 .na.aﬁnﬁ___x injection) is a Stenie. preconsunued

soiution of the hroad-st ibiotic. oxy

. Each mL, contains

200 mg of 258»2;5« tase as uagnn:n o?n»a?n__:o andona wv
basts: 40.0% 2-pyrroiidone. 3.0% povidone. {.8% magnesium oxide. 0.2
sodium formatdehyde suifoxviate (as a preservative), aaaonsaa_ea:n
and or hvdrochlone acid as reaured to adiust pH..

WARNING: Disconunue weamment at feast 23

«avs prioe o the siaugiter of cattte or swine. Rapid
% intravenous admuusration may resuit in animai coliapse, é
Oxytetracycline snouid be administered intravenousty

uo__: overa period of at least 5 minutes.
Not for use in laciating dairy animais.

PRECAUTIONS: Esceeaing the hishest recommended lev el of drug per
pound of body weight per day. sdministenng more than the recommended
stumber of treatments, and or exceeding | § mi. intramuscuiariy per insection

site in adult

:Eaﬁnsﬁ_. ‘Per mjection site 1 adult swine. may resuit i1 anebiotic

and_nonlactayne dairv cacle. and 3 m [

resrdues deyond the withdrmwai penod. Consult with your velennanan prios
‘0 admimstenng this proquct 1 order to determine the proper treatment
cequtred in the event of an adverse reaction, At the first s1¢n of any dverse
:eaction. discontinue tse of product and seek the advice of our \elennanan,
Some of the reactions may oe attnbuted esther to anaphyiasis an ailergre
reaction? or 10 cardios ascuar coitapse of unknown cause.

Distriouted by,
Pennfieid Animat Health
Omaia, NE 68144
Not tor Humtan Use. Use Only as Directed.
Restncied Drug 1Califarna)
MADE IN CROATIA

or subcutaneously

intramuscularly will not be underlined

.
.
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The following revisions will be inserted into the insert as noted and as follows:

1.

2.

3.

,Ca;ves, Including Pre-ruminating (veal) caives,
or subcutaneously |
BEEF CATTLE, NON-LACTATING DAIRY CATTLE AND CALVES, INCLUDING
PRE-RUMINATING (VEAL) CALVES
BEEF CATTLE, NON-LACTATING DAIRY CATTLE AND CALVES, INCLUDING
PRE-RUMINATING (VEAL) CALVES |
or subcutanei)ﬁsiy
» calves inciuding pre-ruminating (veal). calves,

SUBCUTANEOUS ADMINISTRATION: Subcutaneous injections in beef cattle, non-
lactating dairy cattle and calves, including pre-ruminating (veal) calves, should be made by
directing the needle of suitable gauge and length through tﬁe loose folds of the neck skin in
front of the shoulder. Care should be taken to ensure that the tip of the needle has
penetrated the skin but is not lodged in muscle. Before injecting the solution, pull -back

- gently on the plunger. If biood appears in the syringe, a blood vessel has been entered;

withdraw the needle and select a different site. The solution should be injected slowly into
the area between the skin and muscles. No more than 10 ml. should be injected

‘subcutaneously at any one site in aduit beef cattle and non-lactating dairy cattle; rotate

injection sites for each succeeding treatment. The volume administered per injection site
should be reduced according to age and body size so that 1-2 mL per site is injected in

small calves.
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PENNOX 200 16
(Oxytetracycline Injection) :
Antibiotic
Each mi.. contains 200 mg of oxytetiacvicline vase as amphoteric oxytetracycline.
For Use in Beef Cattle. ’
Noniactating Dairy Cattle and Swine
et ()

" READ ENTIRE BROCHURE CAREFULLY BEFORE USING THIS PRODUCT.

PENNOX 200 (oxytetracycline injection) is a sterile. ready-io-use solution for the administration of the broad-s
injection. Oxytetracycline is an antimicrobiai agent that is effective in the rreatment of
gram-negative bactera. g

PENNOX 200 does aat require refrigeration: however, it is recommended that it be stored at room temperature, 135°-30°C (59°-86°F). The antibiotic activity
of oxytetracycline is not appreciably diminished in the presence of body rluids. serum. or exudates. ’

’ pectrum antibiotic oxytetracycline by
a wide range of diseases caused by susceptible gram-positive and

WARNING
Discontinue treatment at least 28 days prior to the siaughter ot cattle or swine. Rapid intravenous administration may
» resuit in animaf collapse. Oxytetracyciine shounid be administered intravenousiy slowly over a period of at least 5 minutes. *

Not for use in lactating dairy animals.

ADVERSE REACTIONS

Reports of adverse reactions. associated with oxytetracycline administration inciude injection site sweiling, restlessness. ataxia. trembling. swelling of eyelids.
ears. muzzle. anus and vuiva {or 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 anaphyiaxis (an ailergic reaction) or to cardiovascular coilapse of unknown cause. ’

' @ PRECAUTIONS :
Exceeding the highest recommended dos?éw €vel of drug per pound of body weight per day, administering more than the recommended number of treatments.
and/or exceeding {0 mL intramuscularly per injection site in adult beef catte and nonlactating dairy catde. and 5 mL inramuscularly per injection site in aduit
swine. may result in antibiotic residues beyond the withdrawal period. ] ’
Consult with vour veterinarian prior to administering this product in order w0 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 vour veterinarian. Some of the reactions may be amributed either io
anaphyiaxis (an allergic reaction) or to cardiovascular collapse of unknown cause.
Shock may be observed foilowing intravenous administration. especiaily where highly concentrated materials are invoived, To minimize this occurrence. it is
recommended that PENNOX 200 be administered stow/y by this route,
Shortly after injection. treated animals may have transient hemogiobinuria resulting in darkened urine. .
As with all antibiotic preparations. use of this drug may result in overgrowth of nonsusceptible organisms. including fungi. A lack of response by the treated
animal. or the deveiopment of new signs. may suggest that an overgrowth of nonsusceptible organisms has occurred. If any of these conditions occur. consuit
vour veterinarian.

Since bacteriostatic drugs may interfere with the bactericidal action of peniciilin. it is advisable to avoid giving PENNOX 200 in conjunction with peniciilin.

STORAGE: Store at controiled room temperature, 15°-30°C (59°-86°F). Keep from freezing.

CARE OF SICK ANIMALS
The use of antibiotics in the management of diseases is based on an accurate diagnosis and an adequate course of treatment. When properly used in the
treatment of diseases caused by oxytetracycline-susceptible organisms. most animais that have been treated with PENNOX 200 show a noticeable improvement
within 24 to <48 hours. It is recommended that the diagnosis and treatment of animai diseases be carried out by a veterinarian. Since many diseases look alike but
require different types of treatment. the use of professional veterinary and. laboratory services can reduce treatment ime. cost and needless losses. Good
housing. sanitation and nutrition are important in the maintenance of heaithy animals. and are essentiai in the treatment of diseased animals.

INDICATIONS

PENNOX 200 is intended for the use in the treatment of the following diseases in beef catde, nonlactating dairy canle and swine when due to oxytetracycline-
susceptible organisms.

[n caute. PENNOX 200 is indicated in the treament of pneumonia and shipping fever complex associated with Pastenrella spp. and Hemopitilus spp.. infectious
bovine keratoconjunctivitis (pinkeye) caused by Moraxellu bovis: foot-rot and diphtheria caused by Fusobacterium necrophorum, bacterial enteritis (scours)
caused by Escherichia coli. wooden tongue caused by Acrinobacillus lignieresii: leptospirosis caused by Leprospira pomona: and wound infections and acute
metritis caused by strains of staphylococci and streprococci organisms susceptibie to oxytetracycline.

SWINE

{n swine. PENNOX 200 is indicated in the reamment of bacterial enteritis (scours. coiibaciilosis) caused by Escherichia codi: pneumonia caused by Pasteurellu
mmultocida: and leptospirosis caused by Lepraspira pomona.

in sows. PENNOX 200 is indicated as an aid in the control of infectious enteritis (baby pig scours. colibacillosis) in suckling pigs caused by Escherichia coli.

@ DOSAGE

PENNOX 200 is to be administered by intramuscuiar or intravenous injection to beef cattle and nonlactating dairy catte.

A singie dosage of 9 milligrams of PENNOX 200 per pound of body weight administered imrnmugcula;f\@ecommended in the treatment of the followiny
conditions: (1} bacterial pneumonia caused Pusteurefly spp. (shipping fevery in calves and vearlings. where re-treatment is impractical due to husbandry
conditions. such as cattle on the range. or where their repeated restraint is inadvisable: and (2) infectious bovine keratoconjunctivitis (pinkeye) caused by
Maraxella bovis. .

PENNOX 200 can also be administered by inravenous or intramuscular injection at a level of 3 to 3 milligrams of oxytetracycline per pound of body weight per
day. [n the treatment of severe foot-rot and advanced cases of other indicated diseases. a dosage level of 3 milligrarms per pound of body weight per day is
recommended. Treatment should be continued for 24 to 48 hours fotlowing remission of disease signs: however. not to exceed a totat of four consecutive days.
Consult your veterinarian if improvement is not noted within 24 to 48 hours of the beginning of treatment.
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SWINE i 1 ‘
[n swine. a single dosage of 9 milligrams of PENNOX 200 per pound of body weight administered intramuscularly is recommended in the treatment of bacteria
pneumonia caused by Pusreurellu muitovida in swine. where re-treatment is impractical due to husbandry conditions or where repeated restraint is inadvig c{:ml
PENNOX 200 can also be administered by intramuscular injection at a level . 2»to 3'milligrams of oxytézracyclinc per pound of pbodv wetght per day. Trezu:én

should be C°"Fi"u‘:d 10 “8 hours following remission of disease signs: however. not 10 exceed a total of four consecutive days. Consult your velerinariag jj
tmprovement is not noted within 24 to 48 hours of the beginning of treatment. ’

For sows. administer once intramusculariy 3 milligrams of oxytetracycline per pound of body weight approximately 8 hours before farrowing or immediaeiy
after completion of farrowing. ) . :
For ywine wetgiting 25 (b of oy weight and under. PENNQX 200 should be administered undiluted for treatment at 9 m.

i e g/lb but should be administered dituted
for qreatment at 3 or 3 mg/ib. ) R

9 mg/lb Dosage 3.0t I mellb Dosage

Volume of. UNDILUTED . Volume of DILUTED
Body PENNOX 200 PENNOX 200
Weight 9 mg/ib 3 mgib Dilution= 5 mylb
31b 02mL : 0.6 mi L7 1.0mL
101b 0.5 mL 0.9 mL 1:5 1.5mL
251b 1.t mbL 1.5mL 13 25 mL

“To prepare dilutions. add one part PENNOX 200 to three, five, or seven parts of sterile water. or 3 percent dextrose solution as indicated: the diluted product
should be used immediately. . :

DIRECTIONS FOR USE @
PENNOX 200 is intended for the use in the treamment of disease due (0 oxytetracycline-susceptible organisms in beef cante. aonlactating dairy cam%and swine.
A thoroughly cleaned. sterile needle and syringe should be used for each injection (needles and syringes may be sterilized by boiling in water for |5 minutes). In
coid weather. PENNOX 200 should be warmed to room temperature before administration to animais. Before withdrawing the soiution from the bottle, disinfect
the rubber cap on the boutte with a suitabie disinfectant. such as 70 percent aicohol. The injection site should be similarty cleaned with the disinfectant. Needles
of 16 to 18 gauge and | to 1 '1/2 inches long are adequate for intramuscular injections, Needles 2 to 3 inches are recommended for intravenous hse_.

INTRAMUSCULAR ADMINISTRATION ‘
Intramuscular injections should be made by directing the needle of suitable gauge'and length into the fleshy part of a thick muscle such as in the rump. hip. or
thigh regions: avoid blood vessels and major nerves. Before injecting the solution. pull back gently on the plunger. If biood appears in the syringe: a blood vesset
has been entered: withdraw the needle and setect a different site. No more than 10 mL should be injected intramusculariy at any one site in adult beef catde and
noniactating dairy catle. and not more than 5 mi. per site in adult swine. rotate injection sites for each succeeding treatment. The volume administered per
injection site should be reduced according to age and body size so that | to 2 mi per site is injected in small calves.

. INTRAVENOUS ADMINISTRATION
PENNOX 200 (oxytetracyciine injection) may be administered intravenousiy to beef cattle and nonlactating dairy catde. As with ail highly concentrated
materials. PENNOX 200 shouid be administered slow(y by the intravenous route. :

Preparation of the Animal for Injection:

1. Approximate the location of a vein. The juguiar vein runs in the jugular groove on each side of the neck from the angie of the jaw to just above the brisket and
slightly above and to the side of the windpipe. i See Fig. 1) ’ -

2. Restraint. A stanchion or chute is ideai for restraining the animal. With a halter. rope. or cattle leader (nose tongs). puil the animal’s head around the side of
the stanchion. cattle chute or post in such 2 manner to form a bow in the neck (See Fig 2): then snub the head securely 0 prevent movement. By forming the bow
in the neck. the outside curvature of the bow tends to expose the juguiar vein and make it easily accessible. Caution: Avoid restraining the animal with a. tdght
rope or halter around he throat or upper neck which might impede blood flow. Animals that are down present no probiem so far as restraint is concerned.

3. Clip hair in the area where the injection is to be made (over the vein in the upper part of the neck). Clean and disinfect the skin with alcohol or other suitable
antiseptic.

Jugular Groove
FIGURE I . FIGURE 11

Entering the Vein and Making the Injection: .

1. Raise the Vein. This is accomplished by tying the choke rope tightly around the neck ciose to the shoulder. The rope should be tied in such a way that it will not
come loose and so that it can be untied quickly by pulling the loose end (See Fig 2). In thick-necked animals. a block of wood placed in the jugular groove
between the rope and the hide will help considerably in appiving the desired pressure at the right point. The vein is a soit flexible tube through which blood flows
back to the heart. Under ordinary conditions. it cannot be seen or feit with the fingers. When the flow of biood is blocked at the base of the neck by the choke
rope. the vein become enlarged and rigid because the back pressure. If the choke rope is sufficiently tight. the vein stands out and can easily be seen and feit in
thin-necked animais. As a further check in identifYing the vein. tap it with the [ingers in front of the point being tapped will confirm the fact that the vein is
properly distended. [t is impossible to put the needle into the vein uniess it is distended. Experienced operators are able to raise the vein simply by hand pressure.
but the use of a choke rope is more certain.

2. [nserting the needle. This involves three distinct steps. First. insert the needie through the hide. Second. insert the needle into the vein. This may require ‘Two or
three attempts before the vein is-entered. The vein has a tendency to roll away from the point of the needle. especially if the needle is not sharp. The vein can be
steadied bv the finger and thumb of one hand. With the other hand. the needle point is placed directly over the vein. slanting it so is direction is along the length
of the vein. ither toward the head or heart, Properly positioned this way. a quick thrust of the needle will be followed by a spurt of biood through the needle.
which indicates the vein has been entered. Third. once in the vein. the needle shouid be inserted along the length of the vein all the way to the hub. exercising
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caution @ ses that te needie does not penewrate the oppasite side of the vein. Condnuously steady flow of blood through the heedle indicates that the geedie
still in the vetn. [f blood does nat tlow continucusty. the needle is out of the v

#in (or ciogged) and another attempt must be made. If difficulty is encouncereq.
may be advisable (0 use the vein on the other side of the neck. . .

3. Whiie the needle is being piaced in proper posirion in the vein. an assistanc should get the medication ready 50 that injection can be started without detqy after
the vein has be2n entered. ;

4. Making the injection. With the needle in position as indicated by the continuouns Tow of blood. retease the choke rope by a quick puil on the free end. This
essentiat. the medicatdon cannot flow inw the vein whiie it is blecked. Immediateiy connect the syringe contining the 22NNOX 200 (oxytetracyciine injecuon

to the needle and stowly depress the piunger. [f there is resistance 0 desression of the piunger. this indicates the nesdle has siipped out of the vein (or ;

ciogged) and the procedure will have to be regeated. Watch {or any sweiling under the skin near the needle. whic would indicate that the medication is nc
Joing into the vein. Should this occur, it is best o «ry the vein or the opposice side of the neck.

3. Removing the needle. When injection is compiete. remove heedle witt soraight puil. Then apply pressure over the wrex of the injection momentarily © conto
any bleeding througn needle puncrre. using conon soaked in alcohol or other suitabie antseptic. - :

LIVESTOCX DRUG.NOT FOR HUMAN USE
RESTRICTED DRUG (CALIFORNTA), USE ONLY AS DIRECTED

ANADA 200-i354: Approved by FDA

Distributed By:

| Fﬂlm Fi!

ANIMAL HEALTH

Omana. NE 68144~




.QS OESERVE LABEL

Liquamycin LA-200 {oxytetracycline injection) is a sterile, preconstituted solution of the
broad-spectrum antibiotic oxytetracycline. Each mL contains 200 mq of oxytetracycline
base as amphoteric oxytetracycline, and on a w/v basis, 40.0% 2-pygrolidone, 5.0% povi-
done, 1.8% magnesium oxide, 0.2% sodium formaldehyde sulfoxylate (as a preservative),
monoethanolamine and/or hydrochloric acid as required to adjust pH.

CAUTION: When administered to cattle, muscle discoloration may necessitate trimming
of the injection site{s} and surrounding tissues during the dressing procedure.
Warnings: Discontinua treatment at least 28 days prior to slaughter of cattle and ‘
swine, Milk taken from animals during treatment and for 96 hours after the last
treatment must not be used for food.
Precautions: Exceeding the highest recommended level of drug per Ib of body weight per
day, administering more than the recommended number of treatments, and/or exceeding
10 mL intramuscularly or subcutaneously per injection site in adult beef and dairy cattle,
and 5 mL intramuscularly per injection site in adult swine, may result in antibiotic residues
beyond the withdrawal period.

Dosage:

Cattle: A single dosage of 9 mg of oxytetracycline per Ib of body weight
N (4.5 mL/100 Ib) administered intramuscularly or subcutaneously is recom-
mended in the treatment of the following conditions: 1) bacterial pneu-
monia caused by Pastaurella spp. {shipping fever) in calves and yearlings,
[\~ wherae retreatmoent is impractical due to husbandry conditions, such as
cattle on range, ar whare repaeated restraint is inadvisable; 2} infectious

O bovine keratoconjunctivitis {pinkeye) caused by Moraxella bovis.

————— Swine: A single dose of 9 mg of oxytetracycline per tb of body weight
Im— -3 {4.5 mL/100 1b) administered intramuscularly is recommoended in the
wesmmnney (O treatment of bacterial pneumonia caused by Pasteurella multocida in
——————  swine, where retreatment is impractical due to husbandry conditions or
———=ON where repeated restraint is inadvisable.
e = Refer to Package Insert for Complete Directions

————— (\I Storage: Store at room temperature 15°-30°C (59°-86°F). Keep from
pemesmny [N froezing.

—00 Restricted Drug (California}— Distlbuted by:
Use Only as p"‘"’“’" @ Animal Health 986
Not For Human Use Exton, PA 19341, USA 79-4984-00-1
O U.S. Patent No. 4,018,889 m;m Phet g Made in USA
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Liqguamycin®*
LA-200°

(oxytetracycline injection)
Antibiotic

Each mL contains 200 mg
of oxytetracycline base as
amphoteric oxytetracycline.

For the treatment of disease in
beef cattle; dairy cattle; calves,
including preruminating (veal)
calves; and swine

For animal use only

Net Contents: 500 mL

NADA #113-232, Approved by FDA
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Liquamycin® LA-200
{oxytetracycline injection)

Antibiotic
Each mL contains 200 mg of oxytetracycline base as amphateric oxytetracycline.

For use in beef cattle; dairy cattle; calves, including preruminating {veal) calves;
and swine

For animal use only
Read Entire Package Insert Carefully Before Using This Product

Liquamycin LA-200 {oxytetracycline injection) is a sterile, ready-to-use solution for the
administration of the broad-spectrum antibiotic axytetracycline (Terramycin®} by
injectian. Terramyein, discovered by Pfizer scientists, is an antimicrobial agent thatis -
effective in the treatment of a wide range of diseases caused by susceptible gram-
positive and gram-negative bacteria.

Liquamycin LA-200 administered to cattle or swine for the treatment of bacterial pneu-
mania at an intramuscular dosage of 3 mg of oxytetracycline per Ib of body weight has
been demonstrated in clinical trials to be as effective as 2 or 3 repeated, daily treat-
ments of Terramycin Injectable at 3-5 mg/lb of body weight

Liguamycin LA-200 does not require refrigeration; however, it is recommended that it
be stored at room temperature, 15°-30°C (53°-86°F). The antibiotic activity of axytet-
racycline is not appreciably diminished in the presence of body fluids, serum, or exudates.

CAUTION: When administered to cattle, muscle discoloration may necessitate trim-
ming of the injection site(s) and surrounding tissues during the dressing procedure.

WARNINGS: Discontinue treatment at least 28 days prior to slaughter of cattle
‘ and swine. Milk taken from animals during treatment and for 96 hours after

the last treatment must not be used for food.

PRECAUTIONS: Exceeding the highest recommended dosage level of drug per Ib of
body weight per day, administering mare than the recommended number of treat-
ments, and/or exceeding 10 mL intramuscularly or subcutaneously per injection site in
adult beef and dairy cattle, and 5 mL intramuscularly per injection site in adult swine,
may result in antibiotic residues beyond the withdrawal period.

Reactions of an allergic or anaphylactic nature, sometimes fatal, have been known to
occur in hypersensitive animals following the injection of oxytetracycline. Such
adverse reactions can be characterized by signs such as restlessness, erection of
hair, muscle trembling; swelling of eyelids, ears, muzzle, anus, and vulva (or scrotum
and sheath in males); labored breathing, defecation and urination, glassy-eyed
appearance, eruption of skin plaques, frothing from the mouth, and prostration. Preg-
nant animals that recover mav subseauently abort. At the first sian of anv adverse

jo)



reaction, discontinue use of this productand administer epinephrine atthe recam-
mended dosage levels. Call a veterinarian immediately.

Shock may be observed following intravenous administration, especially where highly
concentrated materials are involved. To minimize this occurrence, itis recommended
that Liquamycin LA-200 be administered slowly by this route.

Shortly after injection, treated animals may have transient hemoglabinuria resulting in
darkened urine.

As with all antibiotic preparations, use of this drug may result in overgrowth of non-
susceptible organisms, including fungi. A lack of response by the treated animal, or
the development of new signs, may suggest that an overgrowth of nonsusceptible

organisms has occurred. If any of these conditions occur, consult your veterinarian.

Since bacteriostatic c{rugs may interfere with the bactericidal action of penicillin, itis
advisable to aveid giving Liquamycin LA-200 in conjunction with penicillin.

STORAGE: Store at room temperature 15°-30°C {5°-86°F). Keep from freezing.

CARE OF SICK ANIMALS: The use of antibiotics in the management of diseases is
based on an accurate diagnosis and an adequate course of treatment. When properly
used in the treatment of diseases caused by oxytetracycline-susceptible organisms,
most animals that have been treated with Liquamycin LA-200 show a noticeable
impravement within 24~ 48 haurs. Itis recommended that the diagnosis and treatment
of animal diseases be carried out by a veterinarian. Since many diseases look alike but
require different types of treatment, the use of professional veterinary and laboratory
services can reduce treatment time, costs, and needless losses. Good housing, sanita-
tion, and nutrition are important in the maintenance of healthy animals, and are essen-
tial in the treatment of diseased animals.

INDICATIONS: Liquamycin LA-200 is intended for use in the treatment of the following
diseases in beef cattle; dairy cattle; calves, including preruminating (veal) calves; and
swine when due to oxytetracycline-susceptible organisms:

Cattle: Liguamycin LA-200 is indicated in the treatment of pneumonia and shipping
fever complex associated with Pasteurella spp. and Hemaphilus spp.; infectious
bovine keratoconjunctivitis {pinkeye) caused by Moraxella bovis; foot rot and diph-
theria caused by Fusobacterium necrophorum; bacterial enteritis {scours) caused by
Escherichia coli; woodenitongue caused by Actinobacillus lignieresii: leptospirosis
caused by Leptospira pomona; and wound infections and acute metritis caused by
strains of staphylococci and streptococci organisms sensitive to oxytetracycline.

Swine: Liquamycin LA-200 is indicated in the treatment of bacterial enteritis (scours,
colibacillosis) caused by Escherichia coli; pneumonia caused by Pasteurella multo-
cids; and leptospirosis caused by Leptospira pomona.

In sows, Liquamycin LA-200 is indicated as an aid in the control of infectious enteritis
(baby pig scours, colibacillosis) in suckling pigs caused by Escherichia cofi.

DOSAGE:
Cattle: Liquamycin LA-200 is to be administered by intramuscular, subcutaneous, or




" Intfavenous injection to beer cawle; dairy cattie; and calves, incliaing prefuminating "
(veal) calves.

A single dosage of 9 mg of Liquamycin LA-200 per Ib of body weight administered
intramuscularly or subcutaneously is recommended in the treatment of the following
conditions: 1) bacterial pneumonia caused by Pasteurella spp. (shipping fever) in
calves and yearlings, where retreatment is impractical due to husbandry conditions,
such as cattle on range, or where their repeated restraint is inadvisable; 2) infectious
bovine keratoconjunctivitis (pinkeye) caused by Moraxella bovis.

Liqguamycin LA-200 can also be administered by intravenous, subcutaneous, or intra-
muscular injection at a fevel of 3-5 mg of oxytetracycline per Ib of body weight per
day. In the treatment of severe foot rot and advanced cases of other indicated dis-
eases, a dosage level of 5 mg/Ib of body weight per day is recommended. Treatment
should be continued 24-48 hours following remission of disease signs; however, not to
exceed a total of 4 consecutive days. Consult your veterinarian if improvement is nat
noted within 2448 hours of the beginning of treatment.

‘Swine: A single dosage of 9 mg of Liquamycin LA-200 per Ib of body weight adminis-
tered intramuscularly is recommended in the treatment of bacterial pneumonia caused
by Pasteurella multocida in swine, where retreatment is impractical due to husbandry
conditions or where repeated restraint is inadvisable.

Liquamycin LA-200 can also be administered by intramuscular injection at a level of
3-5 mg of oxytetracycline per Ib of body weight per day. Treatment should be contin-
ued 2448 hours following remission of disease signs; however, not to exceed a total
of 4 consecutive days. Consult your veterinarian if improvement is not noted within
24-48 hours of the beginning of treatment.

For sows, administer once intramuscularly 3 mgq of oxytetracycline per Ib of body
weight approximately 8 hours before farrowing or immediately after completion of
farrowing.

For swine weighing 25 Ib of body weight and under, Liquamycin LA-200 should be
administered undiluted for treatment at 9 mg/Ib but should be administered diluted for
treatmentat3 or 5mg/lb.

9 mg/lb Dosage 3 or 5 mg/lb Dosage
Volume of Undiluted Volume of Diluted
Body  Liquamycin LA-200 Liquamycin LA-200
Weight 9 mg/lb 3 mg/lb Dilution* 5mg/lb
51b 0.2mL 0.6 mL 1.7 1.0mL
101b ~05mL 0.9mL 1.5 1.5mL
251b 1.imL 1.5ml 1:3 2.5mL

*To prepare dilutions, add 1 part Liquamycin LA-200 to 3, 5, or 7 parts of sterile water, or 5% dextrose
solution as indicated; the diluted product should be used immediately.




DIRECTIONS FOR USE: Liquamycin LA-200 is intended for use in the treatment of dis-
ease due to oxytetracycline-susceptible organisms in beef cattle; dairy cattle; calves,
including preruminating (veal) calves; and swine. A thoroughly cleared, sterile needle
and syringe should be used for each injection {needles and syringes may be sterilized
by bailing in water for 15 minutes). In cold weather, Liquamycin LA-200 should be
warmed to room temperature before administration to animals. Before withdrawing
the solution from the bottle, disinfect the rubber cap on the bottle with suitable disin-
fectant, such as 70% alcohol. The injection site shouid be similarly cleaned with the
disinfectant. Needles of 16-18 gauge and 1-1% inches long are adequate for intramus-
cular and subcutaneous injections. Needles 2-3 inches are recommended for intra-
venaus use.

Intramuscular Administration:

Intramuscular injections should be made by directing the needle of suitable gauge and
length inta the fleshy part of a thick muscle such as in the rump, hip, or thigh regions;
avaid blood vessels and major nerves. Befare injecting the solution, pull back gently

on the plunger. If blood appears in the syringe, a blood vessel has been entered; with-

draw the needle and select a different site. No more than 10 mL should be injected
intramuscularly at any one site in adult beef and dairy cattle, and not more than 5 mL
per site in adult swine; rotate injection sites for each succeeding treatment. The vol-
ume administered per injection site should be reduced accerding to age and body size
so that 1-2 mL per site is injected in small calves.

Subcutaneous Administration:
Subcutaneaus injectians in beef cattle, dairy cattle, and calves, including preruminat-

ing (veal) calves, should be made by directing the needle of suitable gauge and length
through the loose folds of the neck skin in front of the shoulder. Care should be taken
to ensure that the tip of the needle has penetrated the skin but is not lodged in muscle.
Before injecting the solution, pull back gently on the plunger. If blood appears in the
syringe, a blood vessel has been entered; withdraw the needle and select a different
site. The solution should be injected slowly into the area between the skin and mus-
cles. No mare than 10 mL should be injected subcutaneously at any one site in adult
beef and dairy cattle; rotate injection sites for each succeeding treatment. The volume
administered per injection site should be reduced according to age and body size so
that 1-2 mL per site is injected in small calves.

Intravenous Administration:

Liquamycin LA-200 may be administered intravenously to beef and dairy cattle. As with
all highly concentrated materials, Liquamycin LA-200 should be administered slowly by

the intravenous route.

Preparation of the Animal for Injection:
1. Approximate lacation of vein. The jugular vein runs in the jugular groove on each
side of the neck from the angle of the jaw ta just above the brisket and slightly abave

and to the side of the windpipe (see Fig. ).

;
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2. eswaint. A stanchion or chute is ideal far restraining the animal. With a haiter,
rope, or cattle leader (nose tongs), pull the animal’s head around the side of the stan-
chian, cattle chute, or post in such a manner to form a bow in the neck {see Fig. 1),
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
accessible. Caution: Avoid restraining the animal with a tight rope or halter around the
throat or upper neck which might impede blood flow. Animals that are down present
no problem so far as restraint is cancerned.

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

—31

JUGULAR GROOVE
FIGURE | FIGURE I

Entering the Vein and Making the Injection: ‘

1. Raise the vein. This is accomplished by tying the choke rope tightly around the neck
close to the shoulder. The rope should be tied in such a way that it will not come loose
and so that it can be untied quickly by pulling the loose end (see Fig. li). In thick-
necked animals, a block of wood placed in the jugular groave between the rope and
the hide will help considerably in applying the desired pressure at the right point. The
vein is a soft flexible tube thraugh which blaad flows back to the heart. Under ordinary
conditions it cannot be seen ar felt with the fingers. When the flow of blood is blocked
atthe base of the neck by the choke rope, 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 feltin thin-necked animals. As a further check in
identifying the vein, tap it with the fingers in front of the choke rape. Pulsations that -
can be seen or felt with the fingers in front of the point being tapped will confirm the
factthat the vein is properly distended. It is impassible to put the needle into the vein
unless itis distended. Experienced operators are able to raise the vein simply by hand
pressure, but the use of a choke rope is more certain. .

- 2. Inserting the needle. This involves 3 distinct steps. First, insert the needle through
the hide. Second, insert the needle into the vein. This may require 2 or 3 attempts
before the vein is entered. The vein has a tendency to roll away from the point of the
needle, especially if the needle is not sharp. The vein can be steadied with the thumb
and finger of ane hand. With the other hand, the needle point is placed directly over
the vein, slanting it so that its direction is alang the length of the vein, either toward




the head or toward the heart. Properly positioned this way, a quick thrust of the needle !
will be followed by a spurt of blood through the needle, which indicates that the vein ]
has been entered. Third, once in the vein, the needle should be inserted along the i
length of the vein all the way to the hub, exercising caution to see that the needle does

not penetrate the appaosite side of the vein. Continugus steady flow of blood through

the needle indicates that the needle is still in the vein. If blood does not flow continu-

ously, the needle is out of the vein {or clogged) and another attempt must be made. If
difficulty is encountered, it may be advisable to use the vein on the other side of the

neck.

3. While the needle is being placed in proper pasition in the vein, an assistant should

get the medication ready so that the injection can be started without delay after the

vein has been entered.

4. Making the injection. With the needle in position as indicated by continuous flow of

bload, release the chaoke rape by a quick pull on the free end. This is essential—the
medication cannot flow into the vein while it is blocked. Immediately connect the

syringe containing Liguamycin LA-200 to the needle and slowly depress the plunger. If

there is resistance to depression of the plunger, this indicates that the needle has

slipped out of the vein (or is clogged) and the procedure will have to be repeated.

Watch for any swelling under the skin near the needle, which would indicate that the
medication is not going into the vein. Should this occur, it is best to try the vein on the
opposite side of the neck. -

5. Removing the needle. When injection is complete, remove needle with straight pull.

Then apply pressure over area of injection momentarily to control any bleeding

through needle puncture, using cottan soaked in alcohal or other suitable antiseptic.
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Use Only as Directed
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Liquamycin LA-200 (oxytetracycline injection) is
a sterlle, preconstitutad solution of the broad-
specrum antibiotic oxytetracycline.
Caution: When administered to cattle, muscle
discaloraticn may necessitate trimming of the
injection site(s) and surrounding tissues during the
dressing procedure. }
Warnings: Discontinue treatment at least 28
days prior to slaughter of cattle and swine.
Milk taken from animals during treatment
and for 96 hours aftar the last treatment
must not be used for food.

Liquamycin®
LA-200° |

{oxytetracycline injection)

Cattle Dasage Guide

At the first signs of pneumonia or pinkeye,* admin-
ister 3 single dose of Liquamycin LA-200 by deep
intramuscular injection, ar subcutaneously,

" according to the following weight categories.**

: Precautions: Exceeding the highest recommended w’:{:{,’;ﬁb, Number of wﬂ::;m}.,, Rmiiar of

: level of drug per Ib of body weight per day, admin- 0 m 700 35

H istering more than the recommended number of 200 30 300 3640

: treatments, and/or excaeding 10 mL intramuscularly 300 15 _ 900 40.5

:  orsubcutaneausly per injection site in adult beef 400 180 1000 o
and dairy cattle, and 5 mL intramuscularly per ggg g‘g };83 540

injecton site in adult swine, may result in antibiotic
residues beyond the withdrawal periad.

Refer to Package Insert for Complete Directions
Storage: Store at room temperature 15°-30°C
{89°-36°F). Keep from freezing.

Restricted Drug {California)}— : .
Use Only as Directed .

Not for Human Use

© See packaga insert ‘or dosing instructions for ather indicated diseases .
ana fulf product information. .~ .

** 0o nat administer mare than 10 mL at any ane injection sita {1-2 mL per
site in small caivest. - :

Discontinue treatment 3t least 28 days priar to
slaughter.

Swine Dosage Guide

At the first signs of pneumonia,® administer
Liquamycin LA-200 by deep intramuscular
injection according to the following weight
categaries.™ -
Numbet of

’ Animal . Number of Animal
OBSERVE LAGEL Weight(It) mlorce Weight{lb) - mbLorce
TAXE TIME QIRECTIONS
10 05 175 19
. 5 1.1 200 9.0
. : . 50 23 25 10.1
: 75 4 50 1.3
cen 100 45 s 124
Distniduted by: 125 55 200 135
p Animal Health 150 54 5 . 16

Exton, PA 133477 USA 3,
Oiv.of Plizertne  _ .1~
NY.Nvsorr o .

=

© See package insart for dosing instructions for other indicatad diseasas
8nd full product information. . .
** Do not admunistar mara than § mi, at any ona injection site.

Discontinue treatment at least 28 days prior to
slaughter.
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Each mL contains 200 mg
of axytatracycline base as
amphoteric oxytetracycline, !
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For the treatment of disease

in beef catile; dairy cattie; calves,

including preruminating (veal)

calves; and swine » T
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i Net Contents: 500 mL
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