
16 August, 2001 

Dr. Lonnie Luther 
Quality Assurance Support Team (HFV-102) Room 387 
FDA Center for Veterinary Medicine 
7500 Standish Place 
Rockville, MD 20855 

Osmandr IDublin), Eimeda Ireland. 
Bimeda Chemicals Export, 

Bimeda Inc-Le Sueur, MN.,& Kansas, MO., USA 
Bimeda-MTC Animal Health Inc- Ontario. Canada 
Cross Vetpharm Gmq Uk Ud - Anglesey, Wales 
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Broomhill Road, Tallaght, 
Dublin 24, Ireland. 

Tel: (3531-l-4515522 / 4515011 
Fax: 4515803 /4515023 

Dear Dr. Luther, 

Please find enclosed a suitability petition submitted on behalf of Cross Vetpharm Group Limited of 
Ireland. Cross Vetpharm requests consideration of this suitability petition to file an ANADA for 
oxytetracycline 306 mg/mL injection for intravenous use in cattle. 

Please call if you have questions. 

Sincerely, ’ 

94-h hid% 
Anne Nallen 
Head of Regulatory Affairs 
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Directors: 

D.P.N.lierney, R.A.B. ikney, D.T.M. Eemey, L.I. Tuomey, 
N.Mulcahy, K.R. Wall. 

Rcgd. in Republic of Ireland No. 8340 
Regd. Oifice: Broomhill Road, Dublin 24. 

A Company within The Cross Group 



SUITABILITY PETITION 

IDENTIFICATION OF PETITIONER: 

This Suitability Petition is submitted on behalf of Cross Vetpharm Group Limited of Ireland under 
Section 512 (n)(3) of the Federal Food, Drug, and Cosmetic Act. 

ACTION REQUESTED: 

The petitioner requests permission from the Commissioner to file an Abbreviated New Animal Drug 
Application (ANADA) for a generic product that contains a different concentration of the active 
ingredient than the approved pioneer product. The pioneer product is Boehringer Ingelheim’s 
Medamycin@lOO (oxytetracycline hydrochloride) 100 mg/mL Injection, approved by the Food and 
Drug Administration under NADA 108-963. A copy of the pioneer product labeling (package insert) is 
provided (Attachment l), 

The ANADA will provide for the use of a product containing 300 mg oxytetracycline per mL rather 
than the 100 mg/mL concentration utilized by the pioneer product. Additionally, oxytetracycline is 
provided in the generic product as oxytetracycline amphoteric, whereas the pioneer product contains 
oxytetracycline hydrochloride. Both the proposed and the pioneer products are solutions delivered 
via intravenous injection. Both the proposed and pioneer products are provided to affected animals 
at the rate of 3-5 mg oxytetracycline per pound of body weight per day. 

The product labeling will provide for indications, pharmacology, recommended dosages, 
contraindications, precautions and warnings identical to the pioneer product. Draft labeling for the 
proposed product is provided (Attachment II). The proposed product label differs from the pioneer 
product only in listing the active ingredient designation (oxytetracycline amphoteric), concentration 
and subsequent dosing volumes. 

STATEMENT OF GROUNDS: 

The proposed product contains the same active ingredient and will be labeled with the same 
indications, recommended dose rates, contraindications, precautions and warnings as the approved 
pioneer product. The route of administration (intravenous injection) and the dosage form (a true 
solution) are the same for the generic and pioneer products. The bioavailability and subsequent 
clinical effect for the generic product is expected to be similar to that of the pioneer product even in 
the higher concentration of active ingredient. 

Current research on ‘the complex formed between oxytetracycline and magnesium supports the 
similarity of bioavailability and clinical effects regardless of the starting form (hydrochloride salt or 
dihydrate) of the active ingredient. Since both Boehringer Ingelheim’s Medamycin@-100 and Cross 
Vetpharm’s oxytetracycline 300 mg/mL both contain sources of divalent magnesium far in excess of 
the 1 :I stoicheometric, ratio, any effect of the starting active materials is swamped by the 
oxytetracyclinemagnesium complexation effect. For example, the stoichiometry of the 
oxytetracycline: magnesium+2 complex was determined to be (1 :I) independent of pH in the range 
of 7 to 10 and regardless of the percentage of polyethylene glycol 400 in the solution’. 

1. Tongaree S. Goldberg AM. Falagan DR. Proust RI. 
and Technology. 5(2):189-99, 2000 

Pharmaceutical Development 



Furthermore, potentiometric determinations of the formation constant of oxytetracycline 
magnesium+2 over large pH ranges under experimental conditions pertaining to blood plasma 
(37’C, NaCIO.15mol dmW3). Simulations of distributions into the proton and metal complex 
species allow the calculations of the distribution to be calculated. ‘These distributions confirm 
that, in combination with the proton-bound faction of the four tetracyclines [including 
oxytetracycline:magnesiuml, the metal bound fraction represents more than 99% of these drugs 
in plasma, the extent of their free fraction commonly being less than 1 %2. Therefore the 
bioavailability and clinical effects should be equivalent regardless of the starting form of the 
active ingredient. 

As such, the sponsor will request waiver of in viva bioequivalence support because 
bioavailability is self-evident. The sponsor intends to provide results of animal studies 
supporting safety issues for the more highly concentrated generic product. 

ENVIRONMENTAL IMPACT: 

The action of submitting this Suitability Petition and its review by the FDA - Center for Veterinary 
Medicine is not expected to have an environmental impact. The action requested qualifies for 
categorical exclusion under 21 CFR Part 25,30(h) from the requirement for an environmental 
assessment and, to the best of the sponsor’s knowledge, no extraordinary circumstances exist. 

ECONOMIC IMPACT: 

An “Economic Impact” analysis of this action will be provided if requested by the Commissioner. 

CERTIFICATION: 

Cross Vetpharm certifies that this suitability petition contains all information known to them that 
is unfavorable to the petition. 

L&f-M uclJfbz& 
Anne Nallen 
Head of Regulatory Affairs 
Cross Vetpharm Group Ltd., 
Broomhill Road, 
Tallaght, 
Dublin 24, 
Ireland. 

Attachments 

1. Pioneer Product Label 
2. Proposed Product Label 

” 
i t, 2. Berthon G., Brion M. Lambs L. Journal of Inorganic Biochemistry, 19 (1) d-18, 1983 Aug. 



ATTACHMENT 1 

PIONEER PRODUCT LABEL 



INDICATIONS: MEDAMYCIN Oxylelracycline 
Hydrochloride Injection Is lor Ihe Irealmenl 01 dis- 
eases in beef CallIe, bee!&& non-lactating dairy 
callle and dairy calves caused by palhogens sen- 
silive lo Oxyletracycline HCI. 

DOSAGE AND AllMINISTRATION: 3-5 mgilb body 
weigh1 per day lor a maximum of 4 conseculive days 
For inlravenous administratim only. 

See package lnserl lor complete dlreclions and 
wamings. 

I 

WARNING:Disconllnuelrealmenl al 
least 22days prior lo slaughler. NOT 
Iw use In laclatlng dairy cattle. 

A wilhdrawal period has nol been 
eslablished lor lhis producl in pre- 
riimlnatlng calves. Do not use In 
calves 10 be processed lor veal. 

CAUTION: II no lmprovemenl occurs wilhln 24 lo 
48 hours, consul1 a veterinarian. 

06 nol use Ihe drug for more lhan 4 conseculive 
days. Use beyond 4 days or dosage hjghgher lhan the 
maximum recommended dose may r&ult in anlit& 
olicresidua inlhe tissuesbeyond lhetiihdrawallime. 

DSL-26X 9405 

101 No.: Exp. Dale: 

?F FERMENTA, 
ANIMAL HEALTH 

MEDAMYCIN"100 
Oxytetcacycline Hydrochloride Injection 

Antibiolic 
100 mg/mL 

EACH mL CONTAINS: 
Oxylelracycline HCI . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 100 mg 
Magnesium Chloride *@I20 . . 1...I . . . . . . . . . . . . . . . . . . . . 5.75% w/v 
Water for Injec(lon ..,......... I . . . . . . . . . . . . . . . . . (..,..,.....,.. 17.0% v/v 
Propylene Glycol . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . ...’ . . . . . . . . . . . . . . . . . . . . . q.s. 
Wilh Sodium Formaldehyde Sulfoxylale, 1.3% w/v, as a pre- 
servalive and Monoelhanolamlne and/or Hydrochloric Acid for 
pti adjus\menC 

NOTE: Snkdlon may darken on storage hr11 polency remains 
unallocll!d. 

SIorage lemperalure: 59”.86°F 

MEDAMYCIN’ IS a Registered Trademark of Fermenla Animal 
Heallh Company. 

TAKE TIME OBSERVE LABEL 
DIAECTIONS 

Marketed BY: 
Fermenta Animal Health Co. 
Kansas City, MO 64153 
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r&tetracycline HCI jnjemon 
Anfibrotic 

NADA 108-963, Approved by FDA 

For Use in Beef Cattle, Beef Calves, Non-lactating Oak-y Cattle and EJaq Calves Only. 

Each mL contains 100 mg Oxytetra@ine HCI, 5.75% w/v Magnesium Chloride l 6H20. 17.0% v/v Water for 
Injection, 1.3% w&Sodium Formaldehyde Sulfoz@ate as a preseratie andPrc@ene Giycot, q.s. Monoethanolamine 
and/or Hydrochloric Acid may be used for pH adjustment. 

DESCRIPTtON: Oxytetracycline Hydmhloride Injection is asterile ready-to-use preparation containing 100 m@mL 
Oxytetracycline HCI. for administration of the broad spectrum anfibrotic. Oxfietracycline. by injection. 
ANTiBlOTtC ACTION OF OXYTETRACYCUNE: Oxytetracyciine s effectte against a wide range of gram-nega- 
tive and gram-positive organisms that are pathogenic for cattle. The antibiotic is primarily bactedostatic in effect, 
and is believed to exert its antimicrobial action bythe inhibition of microbial protein synthesis. The antibiotic actii- 
ity of Oxyletracycline is not appreciably diminished in the presence of bcq fluids. serum or exudates. Since the 
drugs in the tetracycline dass have similar antimicrobial specfra. orgamsms can develop cross resistanceamong 
them. Oxytetracycline is concentrated by the liver in the bile and ercre?ed in the urine and feces at high con- 
centrations and in a biologically active form. 

b 

WARNING: Discontinue treatment with Oxytetrac&line Hyorccri!oride Injection at least 22 
days prior to slaughter of the animal. Not for use in lactating dairy animals. A withdrawal 
period has not been established for this product in pre-rumtnating caives. Do not use in 
calve to be processed for veaf. , 4 

i CAUTION: Store at 59”- 86°F. 

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

< 
i PRECAtJllONS: The improper or accidental injeaion of the drug outside of the vein will cause local tissue irrf- 

tation manifested by temporzy swelling and discoloration at the injtion site 

Shartry after injection, treated animafs may have a transient hemoglobinuna (darkened urine). 

Reactions of an allergic or anaphyiactic nature, sometimes fafal, have bfzn known to occur in hypersensifie 
animals following the injection of Oxytetrac@ne solLitions, but such reac::ons are rare. 

At the first sign of any adverse reaction or anaphylactfc shock (noted by glass! eyes. increased salivation, grind- 
ing of teeth, rapid breathing, muscular tremors, staggering, swelling of de eyelids or collapse), the product 
should be discontinued. Epinephrine solution at the recommenced dosage ‘cyeis should be administered and a 
veterinarian should be called immediately. 
Because bacter!osUic drugsinterferewkh me bactericioal Zion of Pecdilin. dorotgfve Oxytenacycline Hydrochloride 
in conjunction with Penicillin. 

As with other antrbiotics. use of this drug may resuit m over-grovnh of non-susceptible organrsms. If any unusu- 
al symptoms cccur or in the absence of a favorable response followrng ?eaiment. discontinue use immediately 
and call a veterinarian. 

GENERAL INDKATfONS FOR USE: A great many of the pathogens involvec in cattle diseases are known to be 
susceptible to Oxytetracycline Hydrochloride therapy. Many strains of orgmisms. however, have shown resis- 
tance to Oxytetracycline. In the case of certain mlifoms. streptococci and szohylococci. it may be advisable to 
conduct culture and sensitivity testing to determine susceptibility of the in:Ecng organism to Oxytetracycline. In 
this manner the likelihood of successful treatment with Oxytetrac$ine Hyorcchloride Injection solution can be 
determined in advance. 

DISEASES FOR WHICH OXITIRACYC~E HYDROCHLORIDE INJECTION IS INDICATED: The use of 
Oxytetracyclinekfydrochloride Injection is indicated in beef catlIe, beef calves. non-lactating dairy cattle and dairy 
catves for treatment of the following disease conditions caused by one or more of the Oxytetracycline sensitive 
pathogens listed as fallows: 

Causative Organism(s) Which Show 
Disease Sensitivity to ‘Oxyfetmqcline HCI Injection 

Bacterial Pneumonia and Shipping Fever - Pasteurella spp. 
Complex Fated with Pasteurella spp. 

Bacterial Enteritis (scours) Escherfchia co5 

Necrotic Pododermatitis (Foot Rot) Fusobacterfum necrophorum 
Calf Diphtheria Fusobactedum necrophorum 

Wooden Tongue Actfnobacillus lignieresii 

Wound Infections: Acute Metrftfs; Traumatic Injury Caused by oxytetracycline-susceptible 
strains of sceptoccccal and 
staphylococcal organisms. 

RECOMMENDED DAtLY DOSAGES: Treat at the first clinical signs of disease. 
‘The intravenous injection of 3 to 5 mg of Oxytetracycline Hydmchlonde per pound of body weight per day (3 to 
5 mL per 100 Ibs of body weight) is the recommended dosage. 

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

In disease treatment, the daily dose of Oxytetra~line Hydrochloride Injection should be continued 24 to 48 
hours followktg remission df disease symptoms; however, not to exceed a total of 4 mnsecutive days. 
DIRECTtONS FOR MAKfNG AN INTRAVENOUS tNJECllON IN CATTLEz 

Equipmen! Recommended 
1. Choke rope-a rope or cord about 5 feet long, w&h a loop in one end. to be used as a tourniquet. 
2. Syringe and needles: gravity low intravenous set. (See Fig. 1.) 

c 



1. ChoKe rope-a rope or cord about 5 feel long, with a IXrp in one end, to be use0 as a toumrquet. 

2. Syringe and needles; gravity flow intravenous set. (See Fig. 1.) 

Syringe 
8 Needle 

Choke Rope 

FIGURE 1 

3. Us? new very sharp hypodermic needles, 16-gauge 1 l/z to 2 inches long. Dull needles will not work Extra 
needles should be available in case fhe one being used becomes clogged. 

4. Sc&ors or clippers. 

5. 70% rubbing alcohol compound or other equally effective antiseptic for diiinfectrng the skin 

6. The medication to be given. 
PREPARATION OF EOUIPMENE Thoroughly clean the needles, syringe and mtravenous se: and disinfect them 
by boiiing in water for twenty minutes or by immersing in a suitable chemical diinfecttnt such as ?C% alconol 
for a period of not less Man30 minutes. Warm the bottle of medication to appmxima!eiy body temperature and 
kees warm until used. 

r 

Gravity Flow 
Intravenous Set 

It is recommended that the correct dose be diluted in water for injection, sodium cnionde injectior, or other suit- 
able vehicle immediately prior to administration. Doses up to 50 mL may be diMted in 250 mL larger doses 

-. may M diluted in 500 mL of one of the diluents. Adverse reactions may be minimized ano the mug aose can be 
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better regulated by this method of administration. 

Avoid touching the needle with the hands at all times. 

In tie case of the syringe method of administration, disinfect the vial cap by wiprng with 70% alconol or other 
suita@ antiseptic. Touching a sterile needle only by the hub, attach it to the sy7inge and pJsn the 0:unger down 
the bane! to empty it of air. Puncture the rubber cap of the vial and withdraw me p!unger upward in the syringe 
to maw up avolume of Oxytetracycline HCI Injection, 100 mg/mL of about 5 mL more than is neeoed for injec- 
tion. Whhdraw from the vial and, pointing the needle upward, remove all air bubbles from me symnge by push- 
ing the dunger upward to the volume required. 

If :he :njection cannot be made immediately, the tip of the needle may be covered with cofon scaned in 70% 
alcono; to prevent contamrnation. 

PREPAR4TlON OF ME ANIMAL FOR INJECTION: 

1. Aooroxrmate location o’vein. The jugufarve!n runs in the jugular groove on each site of the nets i-c-n me angle 
ci ze jaw to just above the brisket ana slightly above and to the siae of the ::‘:r!ooic3. Set ‘igz 3 and 3.) 

FIGURE 2 FIGURE 3 i 
2. Memod of restraint-A stanchion or chute is ideal for restraining the animal. Wrch a hake:, rope oi cattle lead- 

er (nose tongs), pull the animal’s head around the side of the stanchion, cattte chute or post in sucn a man- 
ner to form a bow in the neck (see figure 4) then snub the head securely to orevent movement. By forming 
the bow in the neck, the outside curvature of the bow tends to expose the juguiar vein and maKe it easrly 
accessible. Caution: Avoid a tight rope or halter around the throat or upper neckwhicn might imoede blood 
flow. Airmals that are down present no problem so far as restraint is conce.meo. 

3. Ckp hair in area where injection is to be made (over the vein in the upper thirc of the neck). Clean and drsin- 
fed the skin with alcohol or other striible antiseptic. 

DOSAGE FOR INJECTION: Refer to the table below for proper dosage accordjng to body weight of the animal. 
Weight of Animals, Lbs Milligrams of Daily Dosage of 

(Beef Cattle, Beef Oxytebacycline Oxytetracycline 
Calves, Non-Lactating 

‘Dairy Cattte, Dairy Calves) 
Hydrochloride Per 100 Lbs Hydrochloride 

of Body Weight Per Day injection (ml) 

50 lbs 300- 500 mg 1.5 - 2.5 mL 
1OOlbs 300-500 mg 3-5mL 
2oobs 300-500 mg 6-1OmL 
300 Ibs 300-500 mg 9-15mL 
4OOlbs 300-500 mg 72-20mL 
500 Ibs 300-500 mg 15-25mL 
600 Ibs 300-500 mg 18-30mL 
8001bs 300- 500 mg 24 - 40 mL 

11100 Ibs 300-500 mg 30 - 50 mL 
1200 Ibs 300 - 5O&mg 36-6OmL 
1400 Ibs 300 - 500 mg 42-7OmL 

CAUTION. lf no rmprovement is noled within 24 to 48 hours consult a velerrnanan. Fo: rnlravenous L’SB only. 



1. Ratse the vein: thii is accomplish,, d by tying the choke rope tight amund me neck close to the shoulder. The 
rope should be bed tn such a way 3at tt will not come loose,and so mat it can be untied quickly by pulling 
me loose end. (See Figure 4.) In mti-necked animals. a block of wood placed in me jugular groove 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 through which mood flows back to the heart. Under ordinary conditions it Cannot be seen or 
felt wtth the fingers. When the low of blood is blocked at me base of the neck by the choke rope. the vein 
becomes enlarged and rigid because of the back pressure. # the choke rope is sufhcientty tight, the vein 
stands out and can be easily seen and felt in thick-necked animals. As a further check in identifying the vem. 
tap it with the fingers in front of me choke mpe. Pulsations mat can be seen or felt with the fingers in front 
Of the point being tapped will mnfcm the fact that the vein is property distended. It is impossible to put the 
needle into the vein unless it is distended. Experienced operators are able to raise the vein simply by hand 
pressure, but the use of a choke rope IS more certam. 

2. kierting the needte. This involves three distinct steps. First, insert the needle through the hide. Second, insert 
the needle into the vein. This may require two or :hree attempts before the vein is entered. The vein has a 
tendency to roll away from the po:nr of me needle, especially if the needle !s not sharp. The vein can be stead- 
ied with the thumb and finger of ore nand. With the other hand, the needle point is placed direct& over me 
vein, slanting it so that its din&on is along the ien@ of the vein, either toward the head or toward the heart. 
Properly positioned this way, a ouio( thrust of the needle will be followed by a spurt of blood Mmugh the nee- 
dle, which indicates that the vern has been entered. Third, once in the vein, the needle should be inserted 
along the length of the vein ail me “dy to the hub, exercising caution to see that the needle does not pene- 
trate the opposite side of the vein. Conbnuous steady flow of blood through me needle indicates that the nee- 
dle is Still in the vein. ff blood does not flow continuousf$ the needle is out of the vein (or clogged) and anoth- 
er attempt must be made. If dificutr~ is encountered, it may be advrsable to use Me vein on the other side of 
the neck. 

3. While the needle is being placec n oroper position in the vein, an assistant should get me medication ready 
so that the injection can be staneo without delay after the vein has been entered. Remove the tubber stop- 
per from the bottle of inbavenous soiunon, connect Ute intravenous tube to the neck of the borne, invert me 
bottle and allow some of the soimion to run through the tube to eliminate all air bubbles. 

4. Making the injection. Wim neeoaie in proper position as indicated by ccndnuous flow of blood. release the 
choke rope by a quick pull on the free end. This IS essentiai-the meaication cannot flow into the vein white 
the vern is blocked. lmmediatet~ cnnect the irmavenous tube to the needte. and raise the bottle. The solu- 
bon will flow by gravity. (See Figure 5.j Rapid injection may cccas:onatiy produce shock. Admtnister slowly. 
The animal should be observed ar a!1 hmes during the Infectjon in order not to give the solution too fast. This 
may be determined by watchmg tne respiration of Ute animal and feeling or listening to the heart beat. if the 
hea; beat and respirabon increase markedly, the rafe of injechon should be immeoiarely stooped by pinch- 
mg the tube untfl the animal rec3iers appmximatety to its previous respwtron or heart beat rate, when the 
in]ectiin can be resumed at a ~32~ rate. The rate of flw~ can be controiied by pinching Ihe tube between 
the thumb and foreftnger or by raisktg and lowermg Lhe bottle. 

flGURE 4 flGtJRE 5 
5ubbles entering the bottle Mrougn me air tube or waive indicate the rate at which the medication is flowtng. 
R the flow should stop. this means me needle has slipoed out of me vein (or is clogged) and me operadon will 
have to be repeated. tf using the syringe technique, pull back gendy on me plunger: if blood flows into the 
syringe. the needle is in proper position. Depress the p!unger slowty. lf there is any resistance to the depres- 
sion of the plunger, stop and repeat nsertion procedure. The resistance indXates mat either the needle is 
clcgged or it has slipped out of the vein. W3h either menod of admintstraoon, syringe or gravity flow, watch 
for any swelling under the skin nnzr tie needle, which would indicate Ma? the medication is not going into 
the vein. Should this occur, it is best to tiy the vein on me opposite side uf the neck Sudden movement of 
the ammat.especially twisting of me neck or raising or lowering me head, may sometimes cause the needle 
to slip out of the vein. To prevent 31s. tape the needle hub to the skin of the neck to hold the needle in posi- 
don. Whenever there is any do&: as :o ihe position of the needle. this should be checked in the following 
manner: Pinch off the intravenous tuce to stop flow, disconnect the tube frcm the needle and re-apply pres- 
sure to the vein. Free flow of bleed through the needle Indicates that it is in proper position and the injection 
can then be continued. tf using the syringe, gently pull back on the plunger. Blood should flow into the syringe. 

5. Removing the needle. When the injectton is complete, remove the needle with a sbaight pull. Then apply pres- 
sure over area of injection momentadty to control any bleeding thmugh needte puncture, using cotton soaked 
in alcohol or other suitable antisepnc. 

INSTffUCTTONS FOR CARE OF SICK ANIMALS: The use of antibiotics. as with most medications used in the 
management of diseases, is based M accurate diagnosis and adequate trea:ment When properly used in the 
treatmentofdiseasescausedbyoxyietrac~ine-susceptib!eorganisms. animalsusuaftyshowanoticeabteimprove- 
ment within 24 to 48 hours. If imprwement does not occur within this period of time. the diagnosis and treat- 
ment of animal diseases should be carried out bya veteri~an. The use of professional veterinary and’labora- 
tory services can reduce treatment co.%. time and needless losses. Good management, housing, sanitation and 
nubition are essential in the care of animals and in the successfut treatment of disease. 
PACKAGE INFORMATION: OxytetracyZne Hydrochloride tnjecbon is available in 500 mL multidose vials con- 
taining 100 mg Dxytetracycttne Hydrochloride per ml 
RESTMCTED DRUG (Catifomia+USE ONLY AS DIRECTED 
htECAhlYCINa is a Registered Trademam of Fenhenta Animal Health Company. 
Ei~-1%7 9JDS 



ATTACHMENT 2 

PROPOSED PRODUCT LABEL 



INDLCATIONS: Tetroxy@-300 (Oxytetracycline 
Hydrochloride Injection) is for the treatment of diseases 
in beef cattle, beef calves, non-lactating dairy cattle and 
dairy calves caused by pathogens sensitive to 
Oxytetracycline HCI. 
DOSAGE AND ADMINISTRATION: 3-5 mg/lb body 
weioht nei rkiv fnr I) nvwirn~~m n5 * ~nnea-~~+im rlsrsr I .._...... “,,, _. 

EACH rnL CONTAINS: a 
Oxytetracycline base (as dihydrate) . . . 300 mg 
N-Methyl 2.Pyrralidone . . . . . . . . . . . . . . .._.... 40% w/v 
Magnesium Oxide Heavy . . . . . . . . . . . . . . . . . . Z.l%wiv 
Mnnnnthnnnlsmino 11 7rnn,“.L 

- within 24 to 48 hours, consult a 
veterinarian. 

(Oxytetracycline Hydrochloride Injection) 
Antibiotic 

300 mg/mL Sterile 

FOR USE IN ANIMALS ONLY 
RESTRICTED DRUG 

(CALIFORNIA) 

..1.. ““.,‘““y,“‘L”“~ . . . . . . . . . . . . . . . . . . . . . . . . . I I.,. ,,>y,r,,, 
Waterfor Iqect~on . . . . .._................................ q.s. 
with Sodium Formaldehyde Sulfoxylate, 
0.266% w/v as a preservative and Hydrochloric 
Acid for pH adjustment. 

NOfcr: Solution may darken an storage but 
potency remains unaffected. 

Storage Temperature 15~C-3o’C 159-F-86-F). 

5. oeyono 4 my* 
?r than the maximum 

USE ONLY AS DtRECTED 
KEEP OUT OF 

REACH OF CHILDREN 

Manufactured by: 
q Lnnli- E..:^...is&. 

St. Joseph. MO 64503 

Manufactured for. NADA IOO-XXX. Approved by FDA 
Bimeda Animal Health, Inc. 

NET CONTENTS: 500 mL Riverside, MO 64150 

Biimeda 600082 Iss. 3-00 

: 
! 

vxo~wnenoeo dose may result in 
antibiotic residue in the tissues beyond 

i the withdrawal time. 

TAKETIME om;my*~Et 

-+- Lot No.: 

Exp. Date: - 

Animal Health, Inc. 

\ 
CUSTOM;R PROOF l CHECK CAREFULLY! 
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Customer: BIMEDA P.O. #: STEPHANIE 

CYREL #: 28172 Its) :,a$: 3/28/00 4/20/00 5/24/00 6/l/00 6/19/00 

LABEL: tetroxy300 UNWIND #: 4 

SIZE: 3 x 6.75 

VARNISH- q yEs 
.ONO 

q PAITERN FLOOD 

COLORS: 179 red black 

Fax Proofs are intended for proofing of content and placement only, not for exact size or color breaks. 
Every effort has been taken to insure the accuracy and conformance to applicable regulations on this 
proof. However, please check carefully as the final liability rests with the customer. 

Approved by: Date approved: 
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