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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. 



FREEDOM OF INFORMATION SUMMARY 

1. GENERAL INFORMA TION: 

a. File Number: 

b. Sponsor: 

ANADA 200-452 

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

Drug Labeler Code: 055529 

c. Established Name: 

d. Proprietary Name: 

e. Dosage Form: 

f. How Supplied: 

g. How Dispensed: 

h. Amount of Active Ingredients: 

i. Route of Administration: 

j. SpeciesIClass: 

k. Recommended Dosage: 

1. Pharmacological Category: 

m. Indications: 

Oxytetracycline hydrochloride 

OXYTET 10 Injection 

Injectable 

OTC 

Each mL contains 100 mg of oxytetracycline 
hydrochloride 

Intravenous 

Beef cattle, beef 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 Fusohacteriunz 
necrophorum; wooden tongue caused by 
Actinobacillus lignieresii; and wound infections, 
acute metritis and traumatic injury caused by 
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n. Pioneer Product: 

susceptible strains of streptococcus and 
staphylococcus organisms. 

MEDAMYCIN- 100; oxytetracycline 
hydrochloride; lVADA 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 in fat and kidney for beef cattle, beef calves, non-lactating dairy 
cattle, and dairy calves (2 1 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 5 12(b) of the Federal Food, Drug, and Cosmetic 
Act satisfies the requirements of section 5 12(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. A TTA CHMENTS: 

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 
Oxytetracydine ~ydrochlor ide  lnjection 

ANTIBIOTIC 
Each mL contains 100 mg Oxytetracycline HCl 

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

DESCRIPTION 
Oxytet  10 I n jec t i on  [oxy te t racyc l i ne  
hydrochloride] is a sterile ready-to-use 
p r e p a r a t i o n  c o n t a i n i n g  100 m g l m L  
oxytetracycline HCI, for administration of the 
broad spectrum antibiotic. oxytetracycline, by 
injection. 

ANTIBIOTIC ACTION OF OXYTETRACYCLINE 

oroanisms. If anv unusual svmotoms occur or In d~sease treatment. the dailv dose of Oxvtet 
i n k e  absence ola favorable iesponse t o l ~ o w ~ n ~  
neatment, d l s c o n t ~ n ~ e  use mmed~atelv and 

10 lnlect~on should be contlllued 24 to 48 hdurs 
lo l low~ng remlsslon of d sease svmgtoms. 

call a veterinarian. however,not to exceed a total of 4 consecuuve 
days. 

ADVERSE REACTIONS 
Reoom of adverse reactions associated w ~ t h  DIRECTIONS FOR MAKING AN INTRAVENOUS 

INJECTlON IN  CAllLE 
Equipment Recommended 

o ~ e t r a c y c l ~ n e  admlnlmanon lnciude lnlecuon 
s~ te  swelltng. restlessness, ataxla, trembllnq. 

Oxytebacycllne IS effecnve agalnst a wde range 
of gram-negatlve and gram-poslnve organisms 
that are oathoqen~c for cattle The anbblobc IS 

swellino of eielids. ears. muule. anus andvulva 
1. Choke rope - a rope or cord about 5 feetlong, 
wi th  ,a loop in  one end, to  be used as a 
tourniquet. 

lor s c r h m  and sheath In malesl, resplratnry 
aonormallbes I abored breathngl, trothlng at 
the mouth, collapse and poss~bly death Some 
of tnese reactions may be anr~buted eltner to 
anaphvlax~s Ian a l l e ra~c  reactlonl or to 

pr~mardy'bactei~ostabc In eflecf and IS belleved 
to exefl ns anum~croo~al acbon b the lnnlblbon 
of m~crob~a l  oroteln svntnesls !he  ant~blonc 

2. Syringe and needles; gravity flow intravenous 
set. [See Fig. 1.1 

actNlty of oxytetracycllne 1s not apprec~ab~y 
dlmlnlshea ~n the presence of body fluids, serum 
or exudates Slnce tne druqs In the tetracvcllne 

cardiovascular co l laps iof  unknown cause. 

GENERAL INDICATIONS FOR USE 
A great many of the pathogens lnvolved In cartle 
d~seases are known to be suscept~ble to 
oxvterracvcl~ne hvdrochlor~de tnerapv. Many 

class nave s~mllar a n t h ~ c r o b ~ a l  spectra. 
organtsms can develop crossreslstance among 
them Oxvtetracvcl~ne IS concentrated by me 

strains o f  oroanisms. however. have'shown liver in the bile and excreted in the urinc 
feces a t  high concentrations and 
biologically active form. 

I 
WARNING 
Discontinue treatment with Oxytet 
10 Injection at least 22days 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. 0 0  not use i n  
calves to be processed for veal. 
Rapid intravenous administration 
may result in  animal collapse. 
O x y t e t r a c y c l i n e  shou ld  b e  
administered intravenously slowly 
over a period of at least 5 minutes. 

CAUTION 

i and 
in a resktance to"mytetracycl~ne in thecase of 

ce r ra ln  c o l ~ f o r m s ,  streptococci and  3 Jse new, very sharp hypoderm~c needles. 
16-gauge. 1 'h to 2 Inches long Dull needles w ~ l l  
not work Extra neecles shoulo be available In 

staohvlococci. i t  mav be adv~sable to conduct 
culiute and s e n s ~ r ~ ~ . t y  resttng to determine 
suscept~bll~n/ of the lntectlng organlsm to 
oxvtetracvcl~ne In thls manner. the llkel~hooo 

case the one being used becomes clogged. 

4. Scissors or clippers. 01 succesiiu~ treatmentw~th Oxytet 10 In(ecb0n 
solutlon can be determined In advance 

5. 70% rubbing alcohol compound or other 
equally effective antisentic for disinfectinq the DISEASES FOR WHICH O x t m  10 INJECTION 

IS INDICATED 
The use of Oxvtet 10 lniection is indicated in 

sliin. ' 

6. The medication to be given. beef cattle, beet calves, non-laclat~ng dalry 
cattle and dalry calves tor treatment of the PREPARATION OF EQUIPMENT 

Thoroughly clean the needles, syringe and 
intravenous set and disinfect them bv boilino 

following disease conditions caused by one or 
more of theoxytetracycline sensitive pathogens 
listed as follows: 

Causative 
organismls) which 

In water for twenty mlnutes or by ~ m m e r s ~ n ~  I;; 
a sultable chem~cal dlslnfectant such as 70% 
alcohol tor a per~od of not less than 30 mlnures It nolmpmvemenr occurs wtmln 24 to 48nours. 

consult a veterlnarlan. Do not use the drug for Warm the boitle of medication m approximately 
body temperature and keep warm until used. 

It  is recommended that the correct dose be 
diluted in water for injection, sodium chloride 
iniection or other suitable vehicle immediatelv 

Disease Oxyln 10 Injectioa 
Bacterial Pneumonia Pasreurella spp 
and Shionino 

more than 4 consecutive da s Use beyond 
4 days or doses higher t i a n  maximum 
recommended dose may result in antibiotic 
tissue residues beyond the withdrawal period. 

Fevei'c6k&x 
associated with 
Pact~rrrolla cnn 

PRECAUTIONS 
The improper or accidental injection of the drug 
outside of the vein will cause local tissue 
irritation manifested by temporaryswelling and 
discoloration atthe injection site. 

Shortly atter injection,treated antmals may have 
a transient hemoglobinuria (darkened urine). 

Consult w i th  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 al lergic reaction) or to  
cardiovascular collapse of unknown cause. 

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

As withother antibiotics, use of this drug may 
result in over-growth of non suscept~ble 

. - - . - - . -. . - - 
Bacterial ~nteL& Esche"chia coli 
iscoun) 

Necrotic Pododerrnatitis Fusobacten'om 
(Foot,Rotl necrophorum 

Calf D~phtheria Fusobacterium 
necrophomm 

Wooden Tongue Actinobaci//us lignieiesi 
Wound Infections: Caused by axytetracyclne- 

Acute Mehitis; susceptible strains of 
Traumatic Injury streptococcal and 

staphylococcal 
organlwns. 

RECOMMENDED DAILY DOSAGES 
Treat at the f irst clinical signs of disease. 

pr~or  to aamlnlstratlon. Ooses up to 50 mL mav 
be 01 uted In 250 m ~ .  Larger doses may be dllured 
In 500 mL of one of the dlluents. Aoverse 
reactions may be minimized and the drug dose 
can be better regulated by this method of 
administration. 

Avo~d touching the needle with h e  hands at.all 
times. 

In case of the syrlnge method of administration, 
disinfectthe vial cap by wiping w ~ t h  70% alcohol 
or other suitable antiseptic. Touching a sterile 
needle only by the hub, attech it to the syringe 
and push the plunger down the barrel to empty 
it of air. Puncture the rubber capofthe vial and 
withdrawthe plunger upward in the syringe to 
draw up a volume of Oxytet 10 Injection. 
100 mglmL of about 5 mL more than is needed 
for injection. Withdraw from the vial and, 
pointing the needle uoward. remove all air 

The intravenous inlection of 3 to 5 mg of 
oxytetracycline hydrochloride per pound of 
body we~ght per day 13 to 5 mL per 1W Ibs body 
weight1 is the recommended dosage. 

Severe foot-rot and severe forms of the 
~nd.cateo d~seases shobld be treated w ~ t h  5 mg 
per pouno of boay welgnt Sbrqlcs proced~res 

buob eifrom me synnge by push ng the plunger 
upwara to me volume required. 

If the Injectton cannot be made lmmed~ately, 
the hp of the needle may be coverer1 wlm conon 
soakeo IP 70% alcohc ta orevent contanllnahon 

mav be indicated In s h e  forms of foot-rot or 
other conditions. 



PREPARATION OF THE ANIMAL FOR 
INJECTION 
1. Approximate location of vein.Thelugular vein 
runs in  the jugular groove on each side of the 
neck from theangle of the jawto just above the 
brisket and sl~ghtly above and to the side of the 
windpipe. (See Figure 2 and 3.1 

blood flows back to the heart. Under ordinary 
conditions it cannot be seen or felt with the 
fingers. When the l low of blood is blocked at 
the base of the neck by the choke rope, the 
vein becomes enlarged and rigid because of 
the back pressure. I f  the choke rope i s  
sufficiently tight the vein stands out and can 
be easily seen and felt in the thick-necked 
anirha1s.A~ a further check in identifying the 
veln. tao it with the flnoers in frontof the choke 

Bubbles entering h e  bottle through the air tube 
or valve indicate the rate at which the 
medication is flowing. If the flow should sto-p, 
this means that the needle has sllooed out of 
the vein (or is clogged) and the op&ation will 
have to be repeated. I f  using the syringe 
technique, pull back gently on the plunger: i f  
blood flows into the syringe, the needle is in 
proper position. Depress the plunger slowly. If 
there isanv resistance to the deoression of the 

rope ~ " l s a t  ons that can be seen or felt w t h  
the flngers In front of the polnt belng tapped 
will con1 rm the fact that the veln IS orooerlv 

plunger, stop and repeat .nsen;on procedure 
The resistance nd.cates mat elmer Me needle 
IS clooaeo or 11 has sllooed odt of me vpln Wlth 

d~srended It IS ~rnposslble n putthe needle mto 
the veln un ess 11 IS dlstendec. Experien2ed 

eltheiinethod 01 adm~n~strat~on, syr,nge or 
gravlty flow, watch for anyswelllng under tne 
sklnnear me needle, wh~chwoulo ~ndlcate tbat 

FIGURE 3 

Venebra Muscles 

Jugular Vein Jugular Vein 
Jugular Groove Jugular Groove 

Trachea 
IGulletl Wind Pipe) 

2. Method of restraint- Astanchlon or chute is 
ideal for restraining the animal. With a halter, 
rope or cattle leader (nose tongsl, pull the 
animal's head around the side of the stanchion, 
catUe chute or post in such a manner as to form 
a bow in the neck (see Fiaure 41,then snub the 

operators are ahle to raise the vein simply by 
hand pressure, butthe use of a choke rope is 
more cenaln. 

the medication is not going into the vein. Should 
this occur, 11 is best to try the vein on the 
oooosite side of the neck. Sudden movement 

2. lnsen ng the needle. Tn~s  Involves three 
dlstinct steps. F~rst nson the needle througl~ 
the hide Second, insert me need e into me veln. 

of the animal. erpeclally hulstlng of the neck 
or ralslng or lower~ng the nead, may sornetlmes 
cause the needle to slip out of the vein. To 
prevent this, tape the needle hub to the skin of 
the neck to  hold the needle in  position. 
Whenever there is anv doubt as to the oosition 

This may requlre two or mree attempts before 
the veln IS entered The ve n has a tendency m 
roll awavhomthe ooint of the needle. esoeciallv 
if tne needle 8s not snarp. The veln can be 
steadled rurth the thumb and finger of one hand. 
Wltn the other hand, the needle ooimis da ted  

of the needle, thls snould oe checked In the 
fol low~ng manner. Plncn otf the Intra/elloLs 
tube lo stop flour, disconnect the woe lrom t te  

directlv over the vein. slantind i t  so that its needle and re-apply pressure to the vein. Free 
flow of blood through the needle indicates that 
i t  is in proper position and the injection can 
then be continued. If using the syringe, gently 
pull back on the plunger. Blood should flow into 
the syringe. 

d~recbon IS dong me length of me "om, elther 
toward the head or towaro me heart Droperly 
oositioned this wav. a ouick thrust of the needle head securely m prevemhovement By forming 

me bow in the neck, the outside curvature of 
me bow tends to expose the jugular vein and 
make i t  easilv accessible. Caution: Avoid a baht 

will oe lollowed bv a spun of blood through me 
needle, whlch lndlcates that the deln nas been 
entered ThlriJ, once In the veln, the needle 
should be inserted along the length of the vein 
all the way to the hub, exercising caution to 
see that the needle does not penetrate to the 
oooosite side of the vein. Continuous steadv 

5. Removino the needle. When the iniection is rope or halter around the mroar or upper neck 
whlch m~ght  Impede blood flow. Anlrnals that 
are d o m  oresent no problem as far as restraint 

complete, iemove neeale w t h  a strilght pu. 
Then apply pressure over me area of Intechon 

is concerned. 

flGURE 4 

momentafilv to control anv bleedina th rou~h  
tlbwof blood through the needle md~cates that 
the needle 1s sbll In the veln If blood ooes not 
flow connnuously, the needle IS out of the vean 
(or c.oggedl ana anomer attempt must be maoe 
If dlfllculty 1s encountered, 11 may be advlsable 
to use the veln on the other s~de  01 the neck 

needle punc'ture, using condn soakedyn alco601 
or other suitable antiseptic. 

INSTRUCTIONS FOR CARE OF SICK ANIMALS 
The use of antiblo'lcs, as wthmost nedlcations 
~ s e d  m the management of clrpases. 1s baseo 

3. Clip hair in area h e r e  injection is to be made 
(over the vein in the upper third of the neck). 
Clean and disinfect the skln with alcohol or 
other suitable antisept~c. 

3 Wnlle the needle IS belng placed In proper 
posmon In me vetn, an assistant should get the 
med~cahon reacv so mat the InleCbOnCan be 

on accurate diaanosis and adeouate treatment. 
When properly;sed on the beaafient of dlseases 
caused by o x v t e t r a c y c l . n e - s u s c e p t ~ b l e  
organisms, animals usually show a noticeable 
imorovement wi th in 24 to 48 hours. I f  started w~thout delay atterlhe ;ern has been 

entered Remove the rubber stopper lrom 11 e 
bottle of intravenous solut~on, connect the ~rn{rovement does not occur wml r  thls perloo 

of hme,the j~aonos~r  and treatment of anlmal DOSAGE FOR INJECTION 
Refer to the table below for proper dosage 
according to body weight of the animal. 

intravenous tubeto the neckof the bottle. invert diseases shouldbe carried out bv a veterina~ian. me bottle and allow some of me solut~on m run 
through me tube to e.lmlnate all alr bubbles The Lse o l  profess~onal vetennar) and 

laboramry servlces can reduce uearment costs 
tme  and needless losses Good management. 
housln~, SanltaQon and IIutr Don are essenba 
In the care of anlrnals ana In the successlul 
ueatrnent of dlsease 

Wetghtof bnimalr.Lbr M~ll~prsmr of O a 4  Dosage 01 
(8eetOme.Beef Gxfleuacycline OnftetlO lnjecuon 
Caber,Non-Lactating Hydmchlonde 
DsicyCame.Oalry per lOOlbs at 
Cslverl Body Weight 

4.  Makino the iniection. With needle in orooer 
posltlon ;slnd~;atea hy a conhnJous fio$of 
blooo, release the cnoke rope by a qulck pull 
on the free end.This is essenhal- the medication 

pet Day cannot flow into the vein while the vein is 
blocked. Immediately connect the intravenous 
tube to the needle, and raise the bottle. The 
solution will flow by gravity. (See Figure 5.1 
Rapid injection may occas~onall produce 
shock Administer slowiv.The animayshould be 

PACKAGE INFORMATION 
Oxytet 10 Injection is available in 1W mL, 250mL 
and 5W mL rnultidose vials containing 100 mg 
oxytetracycline hydrochlor~de per mL. 

50 Ibr 
lWlbr 
an lbs 
m l b s  
4 0  lbr 
m l b s  
GWlbr 
BODlbr 
1Md I b r  
1200 Ibs 
1403 Ibs 

Store at conirolled room temperature 15"-30°C 
(59"-86"FI. Protect from freezing. 

3 b s e ~ e d  at all bmes during the Inlec.lon In 
oraer not to glve b e  souhon too fast Ths may 
oe aerermlned bv watcnlna rhe resolratlon of 

For Use i n  Animals Only 
RESTRICTED DRUG (California) - USE ONLY AS 
DIRECTED 

the animal and feelino or l i i ten inot i  the heart 
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 

beat If the heart beat-and resp~ra?ion increase 
markedly, the rate of injection should be 
immediatelv stoooed bv oinchina the tube until 
the anma; re~nvers'approx;mate~y to  I ~ S  
prevlous respirar.on or heart bear rate, wnen 
the iniectioncan be resumed a t  a slower rate. 

1 Ra~re theve~n t h ~ s  IS accomplished bvnllng The rate ot llow can oe controlled oy p,nchlng 
me choke rope bgnt arouna the neck, close 10 h e  tube between me thumb and forefinger or 
the shoulder The rope shou d ne ned ln stlch a bv ralslna or l ower l~~q  the bottle 
way that it will not come loose and so that i t  
can be untied quickly by pulling the loose end. 
(See figure4.1 Inthick-necked animals, a block 
of wood placed in the lu ular groove between 
the rooe and the hide w i i  helo considerablvm 

. - 

FIGURE 5 

@ Norbrooli applylhg the deslred pressure'atthe nght p&nt 
The veln 1s a soft flex~ble tube through whlch 





pdlcaioar 0 et 10 Injection (Oxytetfacycline Hydrochloride ANADA 200-452. Approved by FDA 
@dim) isforTetrpment af bactend pneum'a apd shippi?p 
ever m d e x  assoc~&ed with PnstaureIlas~o. bacienal enterns 

doie may risult n sntikocc fes~due In the bssues beyond the 
wlmdrawal bme @ Norbrooli 

EACH mL CONTAINS: 
Oxyteuacycline HCI 1MI mg 
Magnesium Chloride 6 Hz0 5.75% wlv 
Water tor Injection 17.0% vlv 
Propylene Glycol ' 9,s. 
W& Sodium Formaldehyde Sulfoxylate 1.3% wlv, 
as e oresewatiue and Moooethanolamine foc DH 

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

STORAGE TEMPERANRE Store at conuolled room 
ternpermre 15°-300C (59"-86"F): Protect from freezing. 

Made in UK 
Manufactured for 
Norbrook lnc. 
Lenexa. KS 66219 

Lot Nu.: 

Exp. Date: 



See packone hut for complets d r e c h s  and warnings. 

CAUTION I no im~mvementoccunwimin H t o l  hours. consult 

. . 
as a preservative and Mbnoethandlamine for pH 
adiustment. 

I d i n r  0 et 10 Injection lOxytetracycline Hydrochloride ANADA 200-452. Approved by FDA EACH mL CONTAINS: 
ln jedml  is to rye treabnemof bacterial pneumonia and shipping 
fevar complexwsolated~th Pasreucdaspp, bacterial en!eritis 

Oxytetracycline HCI 
(scoursl mused by E ~ c h ~ c h i a  coli necrotic pododematrbs Magnesium Chloride 6 H20 
Ifoat mt) m d  c% diphtheria caused by Fuso&cterium Water for Injection 

uuodentong~caused byA&obaci&slignimsK Pr&en? Glycol 
=n andlrawnanc injury caused by oxytetracycline od~um Forrnaldehvde SI 
suscsplible Itrains of streptococcd end rtaphgococcal bacteria. 
Dosap a d  Mdab(nGon: 3-5 m b body weight er day for 
a mamum of4 consecutivedays. $intawnous a&inistration 
only. NOTE: Solution may darken on 

~. remains unaffected. 
STORAGE TEMPERATURE: Storc 
temperature 15"-WC (5986°F). 

Norbrook lnc. 
Lenexa, KS 66219 

a veterinarian. 

Do nm usathe drug formorethan 4 co?secuiibe days. Use beyond 
4 days or dosaga higher man the mluwnum recommended dose 
may result in antibiotic residue in the tissues beyondthe 
withdrawal h e .  

irage but potency 

conkolled room 
otect fmm freezing. 

Made in UK 

Manufactured for: 

Lot No.: 

Exp. Date: 



Oxytet 10 Injection is  a sterlie, preconstituted 
solutlon of the broad-spectrum antlbiotic 
oxytetracycline 

Each m L  contains: 100 mg of oxytetracycline 
hydrochloride. 

For the treatment of disease i n  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 L &&r of the animal. Not for use in 
lacFa%n; dairy animals. A withdrawal eriod 

i ha. not been cstabllshed for this om&ct i n  
pre-ruminating calves. DO not us; i n  calves ' t o b P p i i I s s l d  for veal. Rapld Intravenous 

admln~stration may result I n  anlmal collapse 
Oxytetracycline should be administered 

1 slowly over a period of at least 5 minutes. 1 
PRECAUTIONS: 
The improper or accidental in ection of the drug 
outside of the vein will cause locat 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' 
1 5 9 O  - 86' Fl. 
Pmtect from freezing. 

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

Restricted Druglsl ICalifornial, 
Not for Human Use 
Use Only as Directed. 
Made in the U.K. 

Manufactured for: 
Norbrook, lnc. 
Lenexa, KS 6621 9 

CATTLE At thp first DOSABE ri s GUIDE f pneumonia or  scours 

adrnlnistara%k i e  dose of D et 10 ln,iction by 
intravegous ln)e?tion to the fogwing welght 
categories. 

Oxytetracycline Hydrochloride lmgl 

~ t k ~ l ? % b )  I! 
er 100 lbs Number of 
ody welght mL or cc 

*See packa e insert for dosin instructions for 
other indicaed disease and fu!l product 
information. 
Disco tlnue treatment at  Least 22 days prior to 
stauglter. 



&h-&~e. - ~ r j h ~ s  mm*te, m m e ~  p l ~  n w n  
Wpkpnours over uea cd h rn mwnencarity la add q Weedng Ouoogh needle 

&mtdMolhasJnabean6septic FnaRuslogconDn&sdr 

PACXAGE INFORUAnOH 

*%a Hydrochloride I n j m o n  k available In 500 mL mullidose vlals containing 100 
Orl(obr,cline Hydrochloride par m L  

For Uaa In Animal. Onty 

RESTRICTED DRUG (Calltornla) -USE ONLY AS DIRECTED 

NADA 108-963, Approved by FDA 

Oxytetracycline H CI 
Injection 

Each mL contalns 100 mg Oxylelracycllne HCI 

dim h l slerh re t w s e  peparalion conIAning 100 Oxyteaacyche Hydmchbrlde & a- 
m g / m L O ~ e b a c y d i e  HQfor of me spectrum antibiotic. Orylebacyclina. 
by i n j d o n  - 

Disconhue Ireaimen1 with w t r a c y c f i n e  H loride I n i d o n  a1 learl 22 dap pnor lo 
slau hler d me animal No1 for use In h =mals, 
Aungdrawpedod h k t n o l b e e n e s t n b ~ ~ O ( m o  prododm pr-mneting cakes. Donolure 

%ore al5Y-85-F. 
It m hnprovemeni o q ~  urithki 24  (o 48 haas. eonaril a veierinarian Do not use the drug 1~ 
m e M 4  amseamve dap U s s  beymd4 days ordcses higherthanmaximumrecommarded 
d m  may resun In nr&o6c Ussue reddues bayood ths mtMrawal perid. 

PRECAUTlOHS 
T h s L n p r ~ a a a i d e r P a l ~ o t t h e ~ ~ d ~ v m m 7 1 c a u s e l o c a l U s w e l m t a t i o n  
manilesled by (em- rrmlGrg aand &scdorPtbn d me ~~ she. 
S W  aher hiedkw henled animals may have a bansierd hemogbbinuria (darkened urine). 
Read& of an al oc M a c &  n&re. wxnerinaj fatal. have been &w ~c o c ~  h 
~ n s i t k e ~ ~ f ~  m.l~ecSon d O x y l e ~  sdutions. bd ~ ~ c h  
rue. 
Al the fusl sl$m d any n4vei-sa reacticn w s?odr (mled b) g l w  eyes. b e &  
akatlon. gndw d ule teem. rapid brsarmng, m u s a h  O-era% paggeting. wm-q d me 
oy3Gaz 01 Coaap~e). ule produd shoulC td d~wrdirarod. &on al tha r m r  
meoded d-ge l w e k  d o ~ l d  ba administered and aYeim-be caned hunedldehr. 
b c a u a  baaedadabc &~QY Wen, *im (hs becleddal  sctloo of PaniaXn. & not give 
0Wee;lcvcGc-e h coniurdbn PeniclGx 

C M U U L  IHDlCAnOHS FOR USE 

edm Ldudon Can ba detemdrmd h & a m .  w a b a c y d u w ~ a T  

DISEASES FOR WHICH oXYIETRA&CUHE HYDROCHLORlOE 
WJECnON IS INDICATED 



RECQUUENDEO ONLY DOSAGES 
1rsda!mhed~alONo(&== , hbamnws wecb'on d 3 to s mg oi WUI~ H per pwnd of W 
,,.,@dgmdayPto ~ m ~ p e r 1 0 3 ( b s ~ ~ g h ! J h + b m % % % % s a g a  
~ a l d - c o ( u d ~ s e v e n , f a r m r d h k r d k a C e d a M a s s l M b d + a s t e d & S m g p e r  

w e i g K ~ ~ r m y b s l r d c a i a d h r o m s l o m a d F d - R d o r o ( h e r  

h &asa healrneol md dw dose d 0 l+&xNcd3e injection should be 
& d 2 4  Ip48 haasldlomn~ r e m t s s l o n o ~ s y m p l a n s :  hoxww. notloexceed a lolal 
d 4 m e  dayr  

DIRECTIONS M R  W N G  AH IMRAYEHOUS INJECTION IN CA- 
Equtpned Reammended 

1 . C h d t e r o p e - a ~ c * . m r d ~ 5 t e s ( l o n g . w i ( h a b o p i n w e r d . t o b e u s e d a t a  
loumlsvet j i s w e  wd n d ~ ~ :  gravity ax ~ S W S  n (see FQ. I.) 

FIGURE 1 
Usenew veysharph ermicneedlar.lbgauge lYl(c2lncheslong. Dullneedlesvdl rot 

' *ok &a needles s e M  be svalable In tasa &, au, Mng used bemmes dogged. 
Sdrrron cx dppers. 
nn: Wing almholcompound oc o(hec equally eUective an t j~+J~  for dsinldng the skin 
. l i w  m e d i h  to be g ' m  

FIGURE 2 FIGURE 3 FIGURE 4 

DOSAGE FOR IIUECTlON 
Refer lo Ih labb below lor W &sage acmdng lo k d y  weight of me aiirnal. 

WelgM d kjmatt, Lbs 
eel Cam Beef L el. N-ng 

D d y  Came. Dairy 

50bs 
103 bs 
mtn 
3M)b.S 
4M)rD.s 
mbs 
mbs 
8a) mS 
loa] 8x - .1203ms 
1400 tx 

~. 
MiPigmm 01 
ytrarycbne 

r p e r  
1 0rofFkdy 
Welgtd Pac Day 

3 0 0 - m m g  
3 0 3 - m m g  
303-5Wmg 
303-So ma 

Daily Dosage o( 
Oryteaacydine 
Hydrochloride 
lnjeclion [mu  

.- . -  . 
WUTlON: H m bnpfwement is Mted within 24 la &.hours cansun a veterinarian 

For h&~verous use orby. 

EXEBING THE M H  AH0 MAKING THE INJECllOH 
1. Ra i ra~evdn 'WhaaompWbyty ingh&okaropeUgtdarwndtherwc)Cdossto thc  

d w l d e r . l h a r o p e W b e t i e d h % ~ a w a y M i t w i 0 n o t m m e l o o s s a n d s o ~ t t ( w l ~  
d e d  kHjbypudingfhalomeenb SeeFgure4.)lnUi&-n&ed animals a b b a d e  
pia~'C:tha ivgular between he  fope and UM hide HiP help axs id iab ly  in 
Uw dested ptesare al the dgh( point The vein h a soft Baxhle lube through which bbod fm 
b ~ l o ~ h e a r ~ U r d e t ~ n a r y m n d ~ H ~ b a s w n c x 1 d t ~ ~ h 1 ~ 1 e ~ ~ ~  

and dgld because d me bajrpteaure. !I UM chdre rqm is ~ d e n f i y  tight, me v e i n - s w - a r  
and can be easii w n  Pnd lei? h W d e d  arumals. h a tvdt~ac ch& in IdenMling thc 

~ n i m ~ ~ ~ e n h f m r d d h c h o k e r o p e . P v L s a t i a \ s U s I c a n b e ~ ) e n u t e n ~ I h t  
Gogers frwldthspointbeing (appedwiOwn6nnme fadmaf Ihevernis propertydtstwdej 
k Is impassible lo p A  t f re  mtedl0 ld.0 theveln udess if k dderded. Eqmienced operalcrs an 
able lo raku md veln 3kn3(yby hand prenuI8, buttha use d a dmke rope is more - 

3. While (ha neeQe b belng h proper p~silicn h the w.q an assislani should ge( W 
m c d k a h ~ c o t h a l ~ e c i ( o n c a n b e s W + e d ~ d d a y  aNer Ihevelntus 
eftwed R m e  th nk&f s t w  twn UM W e  d htravenxls solution. ne 
haavenwsiubolo neckd tJw b o m e . M l h a  borne and anw sane of the solut~cm tcrun 
~ w g h W ~ t ~ e W n a I e a ~ & b u b b l e ? r .  




