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Oxv-TET " 200; Bio-Mycin® 200 GENERAL INFORMATION

I. GENERAL INFORMATION
ANADA Number: 200-008

Sponsor: Boehringer Ingelheim Vetmedica, Inc.
2621 North Belt Highway
St. Joseph, Missouri 64506

Established Name: oxytetracycline injection

Proprietary Names: OXY-TET™ 200
BI0-MYCIN® 200*

Marketing Status: OTC

Supplemental Effect: Establishes a 28-day withdrawal period for subcutaneous
use of this product in cattle and intramuscular use of this
product in swine, thereby establishing a 28-day withdrawal
period for all approved routes of administration in cattle
and swine.

References: Freedom of Information Summaries dated
November 16, 1994, for the original approval, and
May 22, 1996, for the supplemental approval for
subcutaneous use in cattle.

*OXY-TET™ 200 will hereafter denote both OXY-TET™ 200 and Bio-MYCIN® 200.
II. INDICATIONS FOR USE

OXY-TET™ 200 is intended for use in the treatment of the following diseases in
beef cattle, nonlactating dairy cattle, and swine when due to oxytetracycline
susceptible organisms:

BEEF CATTLE AND NONLACTATING DAIRY CATTLE

OXY-TET™ 200 is indicated in the treatment of pneumonia and shipping fever
complex associated with Pasteurella spp. and Haemophilus spp.; infectious
bovine keratoconjunctivitis (pinkeye) caused by Moraxella bovis; foot rot and
diphtheria caused by Fusobacterium necrophorum; bacterial enteritis (scours)
caused by Escherichia coli; wooden tongue 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.
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Oxy-TET " 200; Bio-Mycin® 200 GENERAL INFORMATION

SWINE

In swine, OXY-TET™ 200 is indicated in the treatment of bacterial enteritis (scours,
colibacillosis) caused by Escherichia coli; pneumonia caused by Pasteurella
multocida; and leptospirosis caused by Leptospira pomona.

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

III. DOSAGE FORM, ROUTE OF ADMINISTRATION, AND RECOMMENDED
DOSAGE

A. Dosage Form

OXY-TET™ 200 is a sterile injectable solution available in 100-, 250-, and
500-mL bottles. Each milliliter contains 200 mg oxytetracycline.

B. Route(s) of Administration and Recommended Dosage

BEEF CATTLE AND NONLACTATING DAIRY CATTLE

OXY-TET" 200 is to be administered by intramuscular, subcutaneous, or
intravenous injection to beef cattle and nonlactating dairy cattle.

A single dose of 9 mg of OXY-TET™ 200 per pound 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 repeated restraint is
inadvisable; 2) infectious bovine keratoconjunctivitis (pinkeye) caused by
Moraxella bovis.

OXY-TET™ 200 can also be administered by intravenous, intramuscular, or
subcutaneous injection at a level of 3 to 5 mg of oxytetracycline per pound of
body weight per day. In the treatment of severe foot rot and advanced cases of .
other indicated diseases, a dosage level of 5 mg per pound of body weight per day
is recommended. Treatment should be continued 24 to 48 hours following
remission of disease signs; however, treatment is not to exceed a total of four
consecutive days. Consult your veterinarian if improvement is not noted within
24 to 48 hours of the beginning of treatment.

No more than 10 mL should be injected intramuscularly or subcutaneously at any
one site in adult beef cattle and nonlactating dairy cattle; rotate injection sites for
each succeeding treatment. The volume administered per injection site should be
adjusted according to age and body size so that 1 to 2 mL per injection site is
injected in small calves. |
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OXY-TET " 200; Bio-Mycin® 200 GENERAL INFORMATION

SWINE

A single dose of 9 mg of OXY-TET™ 200 per pound of body weight administered
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.

OXY-TET™ 200 can be administered by intramuscular injection at a level of 3 to

5 mg of oxytetracycline per pound of body weight per day. Treatment should be
continued 24 to 48 hours following remission of disease signs; however, treatment
is not to exceed a total of four consecutive days. Consult your veterinarian if
improvement is not noted within 24 to 48 hours of the beginning of treatment.

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

For swine weighing 25 1b of body weight and under, OXY-TET™ 200 should be
administered undiluted for treatment at 9 mg/lb but should be administered
diluted for treatment at 3 or 5 mg/lb.

No more than 5 mL of OXY-TET "™ 200 should be injected intramuscularly per site
in adult swine; rotate injection sites for each succeeding treatment.
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OXY-TET'" 200; Bio-Mycin® 200 EFFECTIVENESS AND ANIMAL SAFETY

IV. EFFECTIVENESS

Since this supplemental application does not change the species, routes of
administration, or dosages, no additional effectiveness studies were required. Studies
conducted for the original ANADA approved November 16, 1994, and for the
supplemental approval dated May 22, 1996, are summarized in the respective
Freedom of Information Summaries.

V. ANIMAL SAFETY

The supplemental approval does not change the approved dose(s) of oxytetracycline,
the frequency, or routes of administration. Accordingly, no additional studies were
required for animal safety. See the Freedom of Information (FOI) Summaries for the
approval of the original and supplemental applications of OXY-TET™ 200 approved
November 16, 1994, and May 22, 1996, respectively.
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OXY-TET " 200; Bio-Mvcin® 200 HUMAN SAFETY

VI. HUMAN SAFETY

A. Tolerances for residues

The FDA has established tolerances for the sum of residues of
tetracyclines, including chlortetracycline, oxytetracycline, and tetracycline,
in tissues of beef cattle, non-lactating dairy cows, calves, swine, sheep,
chickens, turkeys, and ducks (61 FR 67453, December 23, 1996). The
tolerances established for oxytetracycline under 21 CFR 556.500 are as
follows: 2 ppm in muscle; 6 ppm in liver; and 12 ppm in kidney and fat.

B. Residue depletion studies

1.

Subcutaneous administration in cattle

a.

b.

C.

Study number: 635-0144-91B-004

Investigator: Bill C. Clymer, Ph.D.

Clymer Research
Amarillo, Texas

General design:

)

@
€))
@
&)

©
(7

Purpose: This is a tissue residue depletion study for
oxytetracycline injection, 200 mg/mL, conducted in beef
calves. The study was conducted to comply with Good
Laboratory Practices, 21CFR 58. Tissue analyses were
conducted by Colorado Animal Research Enterprises (CARE),
Fort Collins, Colorado 80524. The statistical analysis was
conducted by Thomas J. Keefe, Ph.D., EnviroStat Associates,
Fort Collins, Colorado 80526.

Animals: 20 healthy beef calves.
Dosage form: 200 mg/mL injectable solution
Route of administration: subcutaneous injection

Dose: a single treatment of 20 mg/kg, administered in the
neck

Test duration: 11 days

Pertinent parameters measured: Approximately 500 g each of
liver (cross-section of each lobe), 500 g each of injection site
and noninjection site (semimembranosus) muscle, 200 g (or
the maximum obtainable) abdominal fat, and both kidneys.
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Oxy-TET ™ 200; Bio-Mycin® 200

HUMAN SAFETY

2.

d.

Intramuscular administration in swine
a.

b.

Results

Residue analyses were conducted at CARE, using an adapted validated
microbiological assay. The data are presented in Table 6.1.

Table 6.1: Oxytetracycline residues (Mean + SD) in bovine tissues
following a single subcutaneous administration of OXY-TET™ 200,

at a dose of 20 mg/kg
Days* Oxytetracycline (ppm)
Liver Kidney = Muscle Fat Injection site
2 3.96+x1.54 8.27+2.41 1.324045 0.20£0.10 603.32+358.73
5 0.43+0.07 1.08+£0.27  0.19+0.02 <LOQ 153.46£135.94
8 0.19+0.16  0.31+0.19 0.21 <LOQ 30.59+42.17
11 0.164£0.09  0.3410.18 0.20 <LOQ 105.75+£208.01

*represents withdrawal time in days
LOQ = 0.1 ppm for kidney; 0.075 for liver, muscle, and fat

Study number: 635-0144-91B-021

Investigator: Diane Fagerberg, Ph.D.
Colorado Animal Research Enterprises (CARE)
Fort Collins, Colorado 80524

General design:

(1) Purpose: This is a tissue residue depletion study for
oxytetracycline injection, 200 mg/mL, conducted in swine. The
study was conducted to comply with Good Laboratory Practices,
21 CFR 58. Tissue analyses were conducted by CARE, Fort
Collins, Colorado 80524. The statistical analysis was conducted
by Thomas J. Keefe, Ph.D., EnviroStat Associates, Fort Collins,

)
€)
4)
©)
©®)

Colorado 80526.
Animals: 24 healthy swine.

Dosage form: 200 mg/mL injectable solution

Route of administration: intramuscular injection

Dose: a single treatment of 20 mg/kg, administered in the neck

Test duration: 28 days
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Oxy-TET™ 200; Bio-Mycin® 200 HUMAN SAFETY

(7) Pertinent parameters measured: Approximately 500 g each of
liver (cross-section of each lobe), 500 g each of injection site and
noninjection site (semimembranosus) muscle, 200 g (or the
maximum obtainable) abdominal fat, and both kidneys.

d. Results

Residue analyses were conducted at CARE, using an adapted validated
microbiological assay. The data are presented in Table 6.2.

Table 6.2: Oxytetracycline residues (Mean £ SD) in swine tissues
following a single intramuscular administration of OxY-TET™ 200, at a

dose of 20 mg/kg
Days* Oxytetracycline (ppm)

Liver Kidney Muscle Fat Injection site
2 1.78+0.48  7.3913.26 1.47+0.54 0.1140.06 566.68+528.04
5 0.41+0.17 1.79+0.80 0.42+0.14 <LOQ 67.93+56.94
8 0.1310.09  0.58+0.21 0.1240.09 <LOQ 26.23+53.56
11 <LOQ 0.28+0.04  <LOQ <LOQ 1.24
21 <LOQ 0.24+0.03  <LOQ <LOQ <LOQ
28 <LOQ <LOQ <LOQ <LOQ <LOQ

*represents withdrawal time in days
LOQ = 0.1 ppm for kidney; liver, muscle, and fat

C. Withdrawal calculations

Withdrawal periods for the intramuscular, intravenous, and subcutaneous use of
OXY-TET™ 200 in cattle, and for the intramuscular use of this drug in swine
have previously been established in the original ANADA dated

November 16, 1994, or in the supplemental application dated May 22, 1996. A
withdrawal period of 28 days was assigned for the use of OXY-TET™ 200 in
cattle via the intramuscular and intravenous routes of administration based on
the blood level bioequivalence study conducted in support of the original
ANADA. Because the study, conducted under CVM’s 1990 Bioequivalence
Guidance, demonstrated blood level bioequivalence, a tissue residue depletion
study was not required to support the approval. A withdrawal period of 42 days
was assigned for the intramuscular use of OXY-TET™ 200 in swine based on a
tissue residue depletion study conducted in support of the original ANADA
approval. A withdrawal period of 36 days was assigned for the subcutaneous
use of OXY-TET™ 200 in cattle based on a tissue residue study conducted in
support of the supplemental ANADA dated May 22, 1996. See the FOI
Summaries for ANADA 200008 dated November 16, 1994, and May 22, 1996,
for additional information.
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OXY-TET " 200; Bio-Mvcin® 200 HUMAN SAFETY

For this supplemental application, the withdrawal periods for the intramuscular
use of OXY-TET™ 200 in swine and for the subcutaneous use of OXY-TET™ 200
in cattle have been recalculated. The recalculations were performed using the
revised tetracycline tolerances (61 FR 67453), and a statistical tolerance limit
algorithm for the 99" percentile with 95% confidence. As a result of these
recalculations, a 28-day withdrawal period is assigned for the intramuscular
administration of OXY-TET™ 200 in swine, and for the subcutaneous use of
OXY-TET™ 200 in cattle. The 28-day withdrawal period for the intravenous and
intramuscular administration of OXY-TET™ 200 in cattle, assigned as part of the
original approval, remains unchanged.

D. Regulatory Analytical Method for Residues

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 found in Antibiotic Residues in Milk, Dairy Products, and Animal
Tissues: Methods, Reports and Protocols, Revised October 1968, Reprinted
December 1974, National Center for Antibiotic and Insulin Analysis, FDA,
Washington, DC 20204.
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Oxy-TET " 200; Bio-Mvein® 200

AGENCY CONCLUSIONS

VIL

VIIIL.

AGENCY CONCLUSIONS

The data submitted in support of this ANADA supplement satisfy the requirements of
Section 512 of the Federal Food, Drug, and Cosmetic Act and 21 CFR Part 514 of the
implementing regulations. As a result of recalculations using the revised tetracycline

tolerances (61 FR 67453), a 28-day withdrawal period is assigned for the

intramuscular administration of OXY-TET™ 200 in swine, and for the subcutaneous use

of OXY-TET™ 200 in cattle. The 28-day withdrawal period for the intravenous and
intramuscular administration of OXY-TET™ 200 in cattle, assigned as part of the
original approval, remains unchanged.

Adequate directions for use of the product to treat cattle and swine have been
written for the layman, and the conditions for use prescribed on the labeling are
likely to be followed in practice. Therefore, the Center for Veterinary Medicine
(CVM) has concluded that this product shall continue to have over-the-counter
marketing status.

The agency has determined under 21 CFR 25.33(a)(1) that this action is of the
type that does not individually or cumulatively have a significant effect on the
human environment. Therefore, neither an environmental assessment nor an
environmental impact statement is required.

Under the Center's supplemental approval policy (21 CFR 514.106(b)(2)(x)), this
is a Category II change. The approval of this change is not expected to have any
adverse effect on the safety or effectiveness of this new animal drug and,
therefore, did not require a reevaluation of the human food or target animal safety
data in the parent application.

OXY-TET™ 200 Injectable Solution is under U.S. patent number 5,075,295, which
expires December 12, 2009.

APPROVED LABELING
A copy of the draft facsimile labeling is attached to this document.
A. B1o-MycIN® 200 - Vial Labels

B. BI10-MYCIN® 200 - Package Inserts
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Each mt contalns 200 mg of base as oxy by

For the trestment of disease in beef cattle, nonlactating dairy cattle and swine.

} Warning: Discontinue treatment for at least 28 days prior to slaughter of cat- ‘
Ue and swine. Not for use In Factating dairy antmals.

Caution: When administered 10 cattle, muscie discoloratibn may necessitate wrim-

ming of the Injection site(s} and surrounding tissues during the dressing procedura. °

Restricted Drug (California): Use only as directed, Keep aut of reach of children. Bio- Mycin 200

For use In animals only. (oxytetracycline) Injection

Referto folded label attached to this container for compiete directions, Antiblotic

Cautlor: Store at controlled room temperature, 15™-30" C (5986 F), Keep fram

freezing. Handle aseptically. - 200 mg/mL

U.S. Patent No. 5,075,298 ANADA 200-008, Approved by FDA

Boehringer Ingetheim Vetmedica, Inc. 3495011-02-9808

St.Joseph, MO 64505 USA. Code 39511 NetContents: 100 mL
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. ) Warning: Dfscontinue treatment for at least 28 days prior to staughter of cattie and ‘

Each mL ins 200 mg of Y base as
For the treatment of disease In beef cattie, noniactating dalry cattie and swine,

swine. Not for use in lactating dairy animals, *

Caution: When admintstered to cattle, muscle discoloration may necessttate trimming of
the injection site(s) and surrounding tissues during the dressing procedure.

Bio-Mycin® 200

Restricted Drug (Callforntak Use only as directsd. Keep out of reach of children. (oxytetracycline) Injection
Antibiotlc
For use in an¥mals only.
Refer to folded tabel attached to this con for | di 5 200 mg/mL
Caution: Store at controlied room temperature, 15°-30" C (59°-86" F). Keep from freez- ANADA 200-008, Approved by FDA
. Ing. Handie asepticalty.
U.S. Patent Na. 5,075,295 Net Contents: 250 mL
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Each mi contalns 200 mg.of Y base as oxyt, P e
Foc (hc traatment of disease in beef cattie, nonlactating dairy cattie and swine.

Canh A single dosage of 9 mg of oxyu!racycllm pef pound of badywﬂyll &.5 mL’1001b)

.13 in the of the lol-
lewing 1 bacleflal uunﬁ by Po spp {shipping 'mr)ln
calves and yeartings, whare s Iy due to Yy such as
cattie On range, or where repaated restraint s 2) bovine
tivitis (pinkeye) caused by Moraxelia bovis,

Swine: A single dosage of 9 m| of nxytelucyclin- pcr pound of body weight {4.5 mL/100 Ib}
of bacterial

ed by In swine, wh s by duet y 3 Iin®
e e ° Bio-Mycin® 200
) Wlm':"lr : Discontinue treatment for at feast 28 days prior to slaughter of cattie and swine,
Not for use in lactating datry animals. . : .
g the highest dosag levet ofdrug per hound of body (oxytetracycline) Injection
Ight per o d than the ber of 1/ Thinti
s lm’l::‘nl. L Rty o m Y per hle:tm sI:: In aduit beel::m:'lnd Antl b] Otl c
nonlactating dairy cattle and 5 mL Intramuscularty In adult swine, may resutt In antibiotic
200 mg/mL

fesidues beyond the withdrawal period,
ANADA 200-008, Approved by FDA

Cautlon: When administered to cattle, muscle discoloration may necessitate trimming of the
Net Contents: 500 mL

injection site(s} and surtounding tissues during the dressing procedure.
Restricted Drug (Callforniad: Use onty as directed, Keep out of reach of chitdren,
For usa in animals only,

Refet ta fotded labet attached to this container for complete directians,

Caution: Store at contratied room temperature, 15°-30° C (59°-85° F), Keep from freezing.
Handle asepticalty,

U.S. Patent No. 5,075,295
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ANADA 200-008, Approved by FDA
Bio-Mycin® 200

(oxytetracycline) Injection
Antlblotic

Each mL contalns 200 mg of oxytetracycline base as oxytetra-
cycline amphoteric.

For the treatment of disease In beef cattle, nonlactating dalry
cattle and swine.

Read entire insect carefully before using this product.

Blo-Mycin® 200 (oxytetracycline Injection) Is a sterile, ready-
to-use solution of the broad spectrum antiblotic oxytetracy-
cline by Injection. Each ml contalns 200 mg of oxytetcacycline
base as 2mphoteric; magnestum oxide 1.7% w/v; sodlum
formaldehyde sulfoxylate 0.5% wiv; polyethylene glycol 400
30% wv; monoethanolamine to adjust pH; water (or Injection
USP gs. Oxytetracycline Is an antimicroblal agent that is effec-
tive in the treatment of a wide range of diseases caused by
susceptible gram-positive and gram-negative bacterla,

Blo-Mycln 200 does not require refrigeration; h L Rtis
recommended that it be stored at controlled room tempera-
ture, 15°-30° C (59°-86° F). The antiblotic activity of oxytetra-
cycline is not appreciably diminished In the presence of body
Nlulds, serum or exudates.

Cautlon: When admiat dto cattle, 1o diceoloration
may nacessitate tlmming of the injection site(s) and sur-
roundlng tissues during the dresslng procedure.

Waming: Discontinue treatment at least 28 days prior to
slaughter of cattle and swine. Not for use In lactating
dalry animals.

Precautions: Exceeding the highest recommended dosage
leve! of drug per pound of body welght per day, administering
more than the ded of and/or
exceeding 10 mL intramuscularly or subcutaneously per injec-
tion site in adult beef cattle and nonlactating dairy cattle, and
S ml intramusculary per Injection site In adult swine, may
result In antiblotic residues beyond the withdrawal perlod.

Reactions of an allerglc or anaphylactic nature, 1
fatal, have been known to occur In hypersensitive animals fol-
lowing the injection of oxytetracycline. Such adverse reactlons
can be characterized by signs such as restiessness, erection of
halr, muscle trembling; swelling of eyelids, ears, muzzle, anus
and vulva (or scrotum and sheath in males); labored breath-
ing, defecation and urlnation, glassy-eyed 2p , equp-
llon of skin plaques. {rothing from the mouth and prostration.

that may b eq ly abort, At the
ﬂut sign of any ad tinue use of this prod-
uct and adminf inephrine at the ded d
fevels. Call a veterinarhn Immedlately.

Shock may be observed followlng § dmiaistrati
especlally where highly concentrated materlals are Involved.

To minimize this ded that Bio-
Mycin 200 be administered slowly by this route.

Shortly afters Injection d animals may have
hemogloblnuria resulting in darkened urine.

As with aff antiblotic preparations, use of this drug may result
n overgrowth of nonsusceptible organtsms, including fungl. A
fack of response by the treated animal, or the development of
new signs, may suggest that an overgrowth of nonsusceptible
organisms has occuired. If any of these conditions occur, con-
sult your veterinarian.

Since bacteriostatic drugs may laterfere with the bactericidal
actlon of penlcillln, it Is advisable to avold ghving Bio-Mycln
200 n conjunction with penicillin.

Storage: Store at lled room temperaturs, 15°-30°C
{59°-86° F). Keep from freezing.

Care of Sick Animals: The use of antiblotics In the manage-
ment of diseases Is based on an accurate dlagnosts and an
deq course of tr When pmpedy used in the
treatment of di dby ycline susceptible
otgan!sms most animals that have been treated with oxytetra-
lon show a noticeable | t within 26 to
48 hours. It Is recommended that the dhgnosis and treatment
of animal diseases be carrled out by a veternariaa. Since
many diseases ook alike but require different types of treat-
ment, the use of professional veterinary and laboratory set-
vices can reduce treatment time, costs and needless losses.
Good houslag, sanitatlon and nutrition are Important in the

malintenance of healthy anlmals, and are essential la the treat-
meant of diseased animals.

1 tar Adivalnl Tan: |, 1

fnjections
should be made by directing the needie of sultable gauge and
length [ato the fleshy part of a thick muscle such as in the
rump, hip or thigh reglons; avold blood vessels and majoc
nerves. Before Injecting the solution, pull back gently on the
plunger. I blood appears In the syringe, a blood vessel has
been entered; withdraw the needle and select a different site. -

No more than 10 mb should be Injected fntramuscularly at any
one sHe In adult beefl cattle and nonlactating dalry cattle, and
not more than S mL per site In adult swhw_-, rotate |nlecﬂon
sites for each ding Thev dmi d
per injection site should be reduced according to age and
body size so that 1 to 2 ml per site Is Injected in smail calves.

Subc Administration: Sub Infections In

beel cattle and nontactating dalry cattle should be made by
directing the needie of suitable gauge and tength through the
foose {olds of the neck skin In front of the shoulder. Care
should be taken to ensure that the tip of the needie has pene-
trated the skin but Is not lodged in muscle. Befose njecting
the solution, pull back gently on the plunger. If blood appears
in the syringe, a blood vessel has been entered; withdraw the
needte and select a different site. The solution should be
Injected slowly into the area bety the skin and d

No more than 10 mL should be Injected subcutaneousty at any
ane site in aduit beef cattle and nonlactating daicy cattle;
rotate Injection sites for each succeeding treatment. The vol-
ume administered per Injectlon site should be reduced
according to age and body size so that 1 to 2 mL per site is
injected In small calves.

Intravenous Adminlstration: Blo-Mycin 200 (oxytetracycline
injection} may be administered Intravenously to beef cattle
and nonlactating dalry cattle, As with all highly concentrated
materials, Blo-Mycin 200 should be administered slowly by
the intravenous route,

Preparation of the Animal for Injection:

1. Approximate location of vein. The Jugular veln runs in
the jugular groove on each side of the neck from the
angle of the Jaw to just above the brisket and stightly
above and to the slde of the windplpe. (See Ag. D.

2. Restraint. A stanchion or chute Is Ideal for restralning
the animal. With a halter, rope, or cattie leader (nose
tongs), pull the animal's head around the side of the
stanchlon, cattle chute, or post In such a mannerto
form a bow In the neck (See Fg. II), then snub the head
securely to prevent movement. By forming the bowin
the neck, the outside curvature of the bow tends to
expose the jugular veln and make It easlly accessible.
Caution: Avold 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 as far as restraint Is concerned.

w

. Clip hair In area where Injection Is to be made (over the
vein in the uppef third of the neck). C(ean and disinfect
the skin wlth hol or ather suitabl

il 1l

Entering the Vein and Making the Injection:

1. Raise the vein.This s accomplished tylng the choke
rope tightly around the neck close to e shoulder. The
rope should be tied In such a way that it will not come
foose and so that It can be untied quickly by pull!ng the
loose end (See Fig. ID. In thick-n d animals, a block
of wood placed in the jugular groove between the rope
and the hide will hel ‘geconslderably [n applylng the
desired pressure at the right point. The vein Is 2 soft
flexible tube through which the bloods flows back to the
heart. Under ordinary conditions, it cannot be seen or
felt with the fingers. When the flow of blood is blocked
at the base of the neck by the choke rope, the vein
becomes enlaried and rgld because o the back rfes-
sure. If the choke rope Is sufficlently tight, the vein
stands out and can be easlly seen and felt {n thin-
necked animals. As a further check in identifying the
vein, tap [t with the fingers In front of the choke ro|
Pulsations that can be seen or felt with the fingers n
front of the point belng tapped will confirm the fact that
the vein is properi{ distended. It Is impossible to put the
needle into the vein unless it Is distended. Experienced
operators are able to ralse the veln simply by hand pres-
sure, but the use of a choke rope is more certain.

2. Inserting the needle. This involves three distinct steps.
first, insert the needle 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 ten-
dency to roll away from the polat of the needle, espe-
cially If the needle Is not sharp. The vein can be steadied
with the thumb and finger of one hand. With the other
hand, the needle polnt is placed directly over the vein,
stanting [t so that its direction Is along the length of the
vein, either toward the head or toward the heart. Prop-
ecly positloned this way, a quick theust of the needle w|ll
be followed by a spurt of blood through the needle,
which indicates that the veln has been entered. Third,
once tn the veln, the needle should be Inserted along




Indlcations: Blo-Myclin 200 is lntended for use in the treat- l
nfent of the fdifowlng diseases la beef cattle, nonlactating
dalry cattle and swine when due to oxytetracycline-suscepti-
ble ocganisms:

Cattle: In cattle, Blo-Mycin 200 Is Indicated In the treatment of
pneumonla and shipping fever complex assoclated with Pos-
teurella spp. and Hoemophllus spp.; infectious bovine kerato-
conjunctivitis (pinkeye) caused by Moraxella bovis; foot-rot
and diphtheria caused by Fusobacterfum necrophorum; bacte-
lal enterltls (scours) caused by Escherichia coll wooden
lonzue d by Ar" bactilus lignleres(i; lep

d by L and wound Infections and
acute metritls caused by s!ralns of staphylococc! and strepto-
coccl organisms sensitive to oxytetracycline.

Swine: In swine, Bio-Mycln 200 {s indicated In the treatment
of bactedal enteritis (scours, collbaclliosls) caused by
Escherichia coll; pneumonta caused by Pasteurella multocida;
and leptospirasls caused by Leptospira pomona.

In sows, Blo-Mycin 200 Is indicated as an ald In the control of
Infectious entaritls (baby pig scours, colibacilosls) In suckling

pigs caused by Escherichia col.

Dosage:

Cattle: BIo-Mydn 200 Is to be adminl. dbyi {
subey injection to beef cattle and
nonlactating da(ry cattle,

- Aslagle dosage of 9 milligrams of Blo-MycIn 200 per pound of -

body weight adminl d intr fy or subc
Is recommended in the treatment of the followlng condltlons

1) bacterlal p d by P spp. (shipplag
fever)in calves and yead} where Is Impractical
due to husbandry condlllons. such as came on range, or
where thelr ¢ 91

bovine § Junctivitis (pinkeye) d by M fl
bovis.

Cattie Dosage Guide

At the frst slp\s of pneumonia or pinkeye® Admlnlﬁtu single dose of
Blo-Mycin® 200 by deep
g to the g weight

Anlmal  Numberof Animal Numberof Animal Numberof
welght{Ib) mlLorce  weight(tb} mlorcc weight{lb) mlorec

100 4.5 500 225 900 405
200 9.0 600 21,0 1000 45.0
300 135 700 315 1100 49.5
00 18.0 800 36.0 1200 560

*See package Insert for dosing tnstructions for other indi-
cated diseases and full product information.
**Do not administer more than 10 mL at any one injection site
(1 to 2 mL per site In small calves).

Discontinue treztment at least 28 days prior to slaughter
of cattle. Not for use in lactating dairy animals.

Bio-Mycin 200 can also be adm!nistered by intravenous, sub-
cutaneous, of Intramuscular Injection at a level of 3 to S mil-
ligrams of oxytetracycline per pound of body weight perday.
In the treatment of severe foot-rot and advanced cases of
other indicated diseases, a dosage level of S milligrams per
pound of body weight per day Is recommended. Treatment
should be continued 24 to 48 hours following remission of
disease signs; however, not to exceed a total of four consecu-
tive days. Consult your veterinarian if improvement is not
noted within 24 to 48 hours of the beglnatng of treatment.

Swine: In swine a single dosage of 9 ml||igrams of Blo—Mydn

200 per pound of body welght adminl Harly is
n the treatment of bacterlal p 1

caused by Pasleurella mu!rodda In swine, where retreatment Is

| due to husbandry conditions or where repeated
restralnt Is Inadvisable,

Swine Dosage Gulde

At the fkstsigns o!paeumonh'u!mhlmuhda dose of Blo-Mycin® 200
by deep g to the foffowing welght cate-
gories™

Animal  Numberof Animal Numberof Animal Numberof
waeight{lb) mlorec welght{ib) mlorcc welght{lb) mlorec

10 0.5 125 5.6 250 11.3

25 1.1 150 6.8 215 12.4

50 23 175 7.9 300 135

75 3.4 200 9.0 325 14.6
100 LS5 225 10.1

*See package insert for dosing Instructions for other indi-
cated diseases and full product information,
**Do not administer more than 5 mL at any one injection site.

} Discontinue treatment 28 days prior to slaughter of swine, (
Blio-Mycin 200 can also be admiai: d byl I
inJection at a level of 3 to § milligrams of oxytetracycline per
pound of body weight per day.

Trealment should be continued 24 to 48 hours followlng

of di signs; h , Rot to exceed a total of
four consecutive days. Consult your veterinarian if improve-

ment Is not noted within 24 to 48 hours of the beglnning of
treatment.

For sows, administer once | lacly 3 milligrams of
oxytetracycline per pound of body welght approximatety

8 hours before f(arrowing or § diately after pletion of
farrowling.

the length of the veln all the way to the hub, exercising
cau(lon to see that the needle does not penetrate the

opposite side of the vein. Continuous steady flow of
blood through the needle Indicates that the needie is
still in the veln, If blood does not flow continuously, the
needte Is out of the veln (or clogged) and another
attempt must be made. If difficulty Is ancountered, it
may be advisable to use the veln on the other side ‘of the
nieck.

3. While the needle Is being placed in proper position In
the vein, an assistant should get the medication ready
s0 that the Injectlon can be started without delay after
the velin has been entered.

4. Making the Injection. With the needle In position as
Indicated by continuous flow of blood, release the
choke sope by a quick pull on the free end. This Is essen-
tial-the medication cannot flow into the veln while it s
blocked. Immediately connect the syringe containin
Bio-Mycin 200 (oxytetracycline Injection) to the needle
and slowly depress the plunger. If there Is resistance to
depression of the plunge, this Indicates that the needle
has slipped out of the veln (or is clogfed) and the proce-
dure will have to be repeated. Watch for any swelling
under the skin near the needle, which would Indicate
that the medication Is not !ﬁlng into the veln. Should

this occur, It Is best to try the vein on the opposite side
of the neck.

S. Removing the needle. When lnjection (s complete,
remove needie with straight puil.'lhen apply| pmssure

over area of In] y to bleed-
|ng lhrough needle puncture, us!ng cotton soaked n
f or other
Package Information: Bio-Mycin 200 |s avallable in 100-
mi, 250-mL and 500-ml botties g 200 mg oxy
cycline permlL.

Keep out of reach of children.
U.S. Patent No. 5,075,295.

349519-02-9808
Code 349531




For swine welghing 25 Ib of body weight and under, Bio-Mycln
200 should be admin!stered undiluted for treatment at 9 mg/ib
but should be adminlstered diluted for treatment at 3or 5
mg/lb. )

9 MGALB DOSAGE 30R 'S MGALB DOSAGE
Voluma of UNDILUTED Volume of DILUTED
Body Blo-Mycin 200 Blo-Mycin 200
Waight 9 mghh Imghtt Difution® - Smg/b
Sib 0.2mlL 0.6mt |5 1.omL
1046 05mL 0.9mt s 1.5mbL
51 LimL 1.5ml 13 2.5ml

*To prepare difutions, add one part Blo-Mycin 200 to three,
flve or seven parts of sterlle water; or 5 percent dextrose
fution as Indicated; the diluted product should be used
Immedlately. ’
Directions for Use: Bio-Mycln 200 s intended for use In the
treatment of di due to oxy ycline susceptible organ-
isms in beef cattle, nonlactating dalry cattle and swine. A
thoroughly cleaned, sterile needle and syringe should be used
for each Injection (needles and syringes may be sterilized by
boillng In water for 15 minutes). In cold weather, Blo-Mycin
200 should be warmed to room temperature before admint:
tration to antmals, Before withdrawing the solution from the
bottle, disinfect the rubber cap on the bottle with a sultable
disinfectant, such as 70% alcohol, The Injection site should be
imilarty cll d with the disinfe Neediesof 16 to 18
gauge and 1 to 1'/ Inches long are adequate for intramuscular
injections. Needles 2 to 3 inches are recommended for Intra-
venous use.




