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FREEDOM OF INFORMATION SUMMARY 

1. GENERAL INFORMATION: 

ANADA Number: 

Original Approval Date: 

Sponsor: 

Generic Name: Oxytetracycline Hydrochloride, USP 

Pioneer Product: 

Trade Name: 

Dosage Form: 

H&w Supplied: 

How Dispensed: 

Amount of Active Ingredients: 

Route of Administration: 

Species: 

Labeled Dosage/Indications for Use: 

200- 154 

May 8,1996 

Pennfield Oil Company 
14040 Industrial Road 
Omaha, NE 68144 

Pfizer Inc., NADA 113-232, Liquamycin’ LA- 
200 
.Pennox’” 200 Injection 

Injectable 

500 mL bottles 

OTC 

Each ml contains 200 mg of oxytetracycline per 
mL 

Intramuscular in swine, Intramuscular, 
Intravenous and Subcutaneous (new) in cattle 

Swine, cattle, calves, including me-ruminatinq 
(veal) calves (new1 

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

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

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

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

3. HUMAN FOOD SAFETY 

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

This is a Supplemental Abbreviated New Animal Drug Application (ANADA) filed under 
section 5 12(b)(2) of the Federal Food, Drug, and Cosmetic (FFD&C) Act. 

Under the Center’s supplemental approval policy (2 1 CFR 5 14.106(b)(2)), these are 
Category II changes providing for the addition of a new route of administration and a new 
class of cattle. The approval of these changes is not expected to have any adverse effect on 
the safety or effectiveness of this new animal drug. Accordingly, this approval did not 
require a reevaluation of the safety and effectiveness data in the parent application. 

Attachment: 

Generic and pioneer facsimile labeling 
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The following revisions will be inserted into the insert as noted and as follows: 

1. ,Calves, Including Pre-rnmiuating (veal) calves, 

2. or subcutaneousIy 

3. BEEF CATTLE, NON-LACTATING DAIRY CATTLE AND CALVES, INCLUDING 

PRE-RUMINATING (VEAL) CALVES 

4. BEEF CATTLE, NON-LACTATING DAIRY CATTLE AND CALVES, INCLUDING 

PRE-RUMINATING (VEAL) CALVES 

5. or subcutaneously 

6. , calves inciuding pre-rnminating (veal) calves, 

7. SUBCUTANEOUS ADMINISTRAT?ON: Subcutaneous injections in beef cattle, non- 

lactating dairy cattle and calves, inciuding pre-ruminating (veal) calves, should be made by 

directing the needle of suitable gauge and length through the loose folds of the neck skinin 

l&m of the shoulder. Care should. be taken to ensure .&at the tip of the needle has 

penetrated the skin but is not lodged in muscle. Before injecting the solution, .pull.-back 

gently on the plunger. If blood appears in the syringe, a blood vessei has been entered, 

withdraw the needle and select a different site. The solution should be injected slowly into 

the area between the skin and muscles. No more than 10 mL should be injected. 

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

injection sites for each succeeding treatment. The volume administered per injection site 

should be reduced according to age and body size so that 1-2 mL per site is injected in 

small calves. 



PENNOX 300 
(OxvtetracYcline Iniectionr 

A&ibiotic ” 
Exch mL. contains 200 mg of osytew’ac~wline Jase as amphotericoxytetracyciine. 

For Use in Beef Cattle. 
Noniacwing Dairy Cattle and Swine 

-1 0 

16 

READ ENTIRE BROCHURE C--FULLY BEFORE USING TIiIS PRODUCT. 

PENNOX LOO (OsyteUacydine injecrion~ k a sterile. ready-to-use solunon for the administmtion of the broad-specsrnm antibiotic oxytetmcvcline bv 
injection. OSyCemWyChIe iS Xl antiillicmbiai agent that is cffecrive in the treatmenf of a wide range of diseases caused by susceptible gram-positive anb 

gram-negative bactena. 
PENNOX 200 does not require refrigerauon: however. it is recommended that it be scored at room temperature. 
si oxytetrac$ine is nor appreciably dimirushed in the presence of body rluids. serum. or exudates. 

\j’-;~)aC (j9a.g6*R. ~~ amibiotic acttvity 

WARNING 

9 

Discontinue treaunenf at least 28 days prior to the slaughter ot’ cattle or swine. Rapid intravenous adminjsttation may 
result in animai collapse. Oxytetracyclie should be administered intrnvenousiy slowly over a Period of at least 5 minutes. 

INot for use in lactating dairy animal. 
c 

AIWJZRSE REACTIONS 
Reports of adverse reactions. associated with oxyteoacydine administration include injection site sweiling, res&sness. a&n. trembling, swelling of eyelids. 
ear.% muule. anus and vulva (Or SCrOtUlll and Sheath in mdes). respiratory abnorm&des (labored brdhgj, frcdling at the mou& collapse and possibly death. 
Some of these reactions may be attributed either to anaphylaxis (an allergic reactionj or to cardiovascular collapse of unknown cause. 

‘;r; 
PRECAUTIONS 

Eweeding the highest recommended dosaflyyel of dyg per pound of body weight per day. administering more than the recommended number of treatments. 
ad/or exceeding IO mL inrramuscuiarl~ per m]ecnon safe in adult beef cattle and nonlact&ng dairy cattle. and 5 mL intramusculdy per injection site in adult 

swine. may result in antibiotic residues beyond rhe witltdrawal period. 
Consult with your veterinarian prior to administering this product in order to dereknine the proper treatment required in the event of aa adverse rexdon. & the 
first sign of any adverse reaction. discontinue tlSe of pmducr and seek rhe advice ,of your veterinarian. Some of the reactions may be anribuIeJ either to 
anaphyiaxis (an aliergic reaction) or to cardiovascular collapse of unknown cause. 
Shock may be observed foilowing intravenous administration. especiaiiy where highly concentrazed materials are invoived. To minimize this occurrence. it is 
recommended that PMNOX 200 be adminiswed sfowl~ by this route. 
Shortly after injection. treated animals may have transient hemogiobinuria resulting in darkened urine. 
4s with ail antibiotic preparations. use of this drug may result in overgrowth of nonsusceptible organistis. including fungi. A lack of response by the treated 
animal. or the deveiopment of new signs. may suggest thar an overgrowth of nonsusceptibie organisms has occurred. If any of these conditions occur. consult 
your vererinahn. 

Since bacteriostatic drugs mai interfere with the bactericidal action of penicillin. it is advisable to avoid giving PEF4NOX 200 in conjunction with peniciilin. 

STORAGE: Store at controlled room temperature. Is”-30°C (59°-~6”F), Keep fmm freezing. 

CARE OF SICX ANIMALS 

The use of ‘antibiotics in the management ol’ diseases is based oil an accurate diagnosis and aa adequate course of treatment. When properly used in the 
treatment of diseases caused by oxytetracycline-suscepdble organisms. most animals that have been treated with PEiVNOX 200 show.? noticeable improvement 
within 23 to 48 hours. It is recommended that the diagnosis and treatment of animai diseases be carried out by a veterinarian. Since many diseases look alike but 
require different types of treatmenf. the use of profeuienal veterinary and laboratory services can reduce treatment time. cost and needless losses. Good 
housing. sanitation and nutrition are imporranr in the maintenance of healthy animals. and are essential in the treatment of diseased animals. 

‘. 

PMNOX 200 is intended for the use in the treatment of the foilowing diseases in bee$ cattle. nonlactating dairy catie and swine when due to oxyretracyciine- 
susceptible organisms. 

-@ 
In cattle. PENNOX 200 is indicated in the treatment of pneumonia and shipping fever complex associated with Pctsmwefiu spp. und Hemapirifus spp.: infectious 
bovine keraroconjunctivids (pinkeye) caused by ~~~t~ru.relfu bovis: foot-rot and diphtheria caused by fifsohuc[erinm necrf.@motn. bacterial enteritis (scours) 
caused by Erchenchiu coli. wooden tongue caused by Acrinobucilluu ii,@eresii: leptospimsis caused by &ptmpiru pornoncr: and wound infections and acute 
metritis caused by strains of staphylococci and streptococci organisms susceptible to oxyretracycline. 

SWINE 
In swine. PEVNOX 200 is indicated in the treatment of bacteriai enteritis iscours. coiibaciilosis) caused by &.w,heric~~iu di: pneumonia caused by fcmeweilu 
muftocidu: and leptospirosis caused by Lrprospiru pornonu. 
In sows. PENNOX 200 is indicated as an aid in the control of infectious enteritis (baby pig scours. colibacillosis) in suckling pigs caused by Eschericlziu cofi. 
-0 il DOSAGE 

PENNOX 200 is to be administered by~intramuscular or intravenous injection to beef cattle and nonlactaring dairy cattle. 

P 
5 

.A singie dosage of 9 milligrams of PENNOX ZOO per pound of body weight administered intramuscularlt s recommended in the treatment of the following 

conditions: (11 bacteriai pneumonia tr~fwd ?wrnfr&r spp. (shipping fever, in calves and yea.riings. where re-treatment is impractical due to husbandr! 
conditions. such as cattle on the range. or where theii repeated restraint Is inadvisable: and (2‘) infectious bovine hratoconjunctivitis (pinkeve) caused by 
.\ lr~trarLiu hovis. .’ 
PEYNOX 100 can also be administered by incmvenous or intramuscular injection at a level of 3 to j milligrams of oxytetracycline per pound of body weight Per 
day. [n the treatment of severe foot-rot and advanced cases of other indicated diseases. a dosage level of 5 milligrams per pound of body weight per day is 
recommended. Treatment should be continued for 14 to 43 hours following remission of disease signs: however. not to exceed a total of four consecutive days. 
Consult your wtennarian if improvement is not noted within 24 to 48 hours of the beginning of weatment. 



” 
In swine. a single dOSage Of 9 milligrams Of PMNOX 100 per pound of body xveight administered intmmuscularlv is ncommended in the treatment of bacteria 

pneumonia caused by F%.~feurefkf r~ll0Cidfl in swine. where re-treatment is impractical due to husbandry conditions or where:repeated restraint is inadvisable 
PENNOX ZOO can also be admuustered by mlnmuscular injection at a levci :..r Iato 5 milligrams of oxytetmcyciine perbound of body weight per day. rrearm& 
should be continued 3-L to 3 hours foilOWing remission of disease signs: ho\vcver. not to exceed a total of four consecutive days. Consult y0l.K Veterinarian i/ 

tmprovement is not noted within 14 to 48 hours of the begtnning of treatment. 

For sows. ndminister once intrtImUSCUk$’ 3 mliligmms of OxytetiXyCfine per pound of body wei$tt approximately 8 hours before farrowing or immediatei, 
after completion ot‘ fat-rowing. 

r-(Jr ., wi,rr waiyirirq .JT lb rj/‘h~& tvriglrf rr~d :M~u. PE:UNOX 200 should be z.dmmistered undiluted for treatment at 9 mglb but should be administered diiuted 

ior :reotment at 3 or 5 mgib. 

Body 
Wcizht 

9 m@lb Dosaee 

Volume of. UNDILUTED 
PEM4OX ‘00 

9 my/lb 

2 or i ~n~?,lh Dosage 

Volume of DILUTED 
P!zMOX TOO 

3 mgAb Dilution+ 5 mgAb 

5 lb 0.2 mL 0.6 mL I:7 
IO lb 

I .O mL 
0.5 mL 0.9 mL I:5 

25 Ib 
I.5 mL 

I.1 mL I .5 mL 1:3 2.5 mL 

*To prepare dilutions. add one part PWNOX 100 to three. five. or seven parts oi sterile water, or 5 percent dextrose solution as indicated: the diluted product 
should be used immediatefy. 

DIRIZCITONS FOR USE 0 La 
PEiNOX 100 is intended for the use in the treatment of disease due to o:yteaacycline-susceptible orgmisms in beef cattie.not&tating dairy ca$&d swine. 
.-\ thoroughly cleaned. sterile needle and syringe should be used for each InJection (needles and syringes may be sterilized by boiling in water’for 15 minutes,. In 
coid weather. PENNOX 200 should be warmed to room temperature before administration to animals. Before withdrawing the solution from the bottle. disinfect 
the rubber cap on the bottle cvirh a suitable disinfectant. such ils 70 percent alcohol. The injection site should be similariy cleaned with the disi~fe’ctant. Needles 
of 16 to 18 gauge and I to 1 ii2 inches long are adequate for intramuscular injections. Needles 2 to 3 inches are recommended for intravenous use.. 

@ 

INTlUMUsC~ .ADMINISTRATION 
Intramuscular injections should be made by directing the needle of suitabie gauge’and length into the fleshy part of a thick muscle such & in the rump. hip. or 
thigh regions: avoid blood vets& and major nerves. Before injecting the soiution. puli’back gently on the plunger. If blood appears in the syringe. a blood vessel 
has been entered: withdraw the needle and setat a different site. No more than 10 mL should be injected intramuscuiariy at any one sire in adult beef cattie and 
noniactatitq dairy cattle. and not more than 5 mi per site in adult swine. rotate injection sites for each succeeding treatment. The volume admini&ered per 
injection site should be reduced according to Te and body size so thar I to 1 mL per site is injected in small caives. 

INI’R4VEXOUS A.DM?NXSTRATION 
PE;‘INOX 300 (osytetracyciine injection) may be administered inttavenousiy to beef cattle and nonlactating daity cattle. As with ail highly concentrated 
materials. PMNOX 200 should be administered slowly by the intravenous route. 

Preparation of the Animai for injection: 
1. Approximate rhe location of a vein. ne jugular vein runs in the jquiar -move on each side of the neck from the angle of the jaw to just above the brisket and 
siightiy above and to the side of the windpipe. ~See Fig. I) 

2. Resrrainr. X stanchion or chute is idaal for restmining the animal. With a halter. rope. or cattle leader (nose tonssj. pull the- animal’s head wound the side of 
the stanchion. cattle chute or post in such a manner to form a bow in the ne& (See Fi g 2): then snub the headzecureiy to prevent movement. By forming the bow 
in the neck. the ourside curvature of the bow tends to expose the jugular vein and make it easiiy accessible. Caution: Avoid resttaini’ng thh animal with a tight 
rope or halter around he throat or upper neck which might impede blood flow. Animals thar. are down present no problem so far as restraint is concerned. 

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

FIGURE 1 FIGURE 11 

Entering the Vein and Making the Injection: 
I. Raise the Vein. This is accomplished by tyins the choke rope tightly around the neck ciose to the shoulder. The rope should be tied in such a way that it will not 
come loose and SO that it can be untied quickly by pullins the loose end f See Fig 2). In thick-necked animals. a block of wood placed in the jueuiar 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-blood flows 
back to the heart. Under ordinary conditions. it cannot be seen or felt with the fingers. When the flow of blood is biocked at the base of the neck by the choke 
rope. rhe vein become enlqed and rigid benuse the back pressure. If the choke rope is sufficiently tight. the vein stands out and can easily be seen and felt i’! 
thin-necked animals. As a Further check in identifying the vein. tap it with the lingers in front of the point being tapped will confirm the fact that the vein is 

properly distended. It is impossible to put the needle into the vein unless it is distended. Experienced operators are able to raise the vein simplv bv hand pressure. _ . 
but the use oi a choke rope is more certain. 

f. Inserting the needle. This involves three distinct steps. First. insert the needle rhroush the hide. Second. insert the needle into the vein. This may require -two or 
three attempts beSore the win is entered. The vein has a tendency to rolI a\~ay from the point of the needle. especiaily if the needle is not sharp. The vein can be 
steadied by the tinger and thumb of one hand. With the other hand. the needle point is placed directly over the vein. slanting it SO is direction is along the length 
of the vein. either toward the head or heart. Properly positioned this :vay. a quick thrust of the needle will be followed by 3 Spurt of blood thrUu$l the needle. 
which indicates rhe vein has been entered. Third. once in the vein. the needle should be inserted aions the length ot’ the vein all the way to the hub. t%%erclsing 
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cxnion co set that dxe needledoes not penazte ‘dx opposite side of the vein. &n&uot&y steady flow OF blood &XI&~ the ii.&ie indicvts that the. oXdie 
scjlt in the vein. If blood does nor tlo\v wX&&w.s~y. the needle is out 01’ the \-pn ,(pr cipggd) and another attempt &jc tit. If difficulty is eocounteed. 
may be dvisabte co use the vein on the other side of the neck. 

. . . . 
2. \niie the n&le IS bnng piaced m proper psmon In the van. ZI CLSSISMC should get the med:caion ready so thatqectton can be SC?IC~ ‘Who~t de&- aftcr 

the vein has been ate&. 

1. .V&jtins the injection. With the needle in position M indicated by the continuous ?low oi blood. rciase the choke mpejv a quick puil on the free end. r,is 
sseoG& the medication cannot flow into the rc& whiie it is b!ocked. !mmcdiaei~ cortnec~ the syringe containing the ?gJNOX 7-00 (oxytetracycline iojecnor; 

to the needle a& slowly depress the piungc. If Ibert is reslstatce IO deyzssion ol‘ the plunger. ihis indicates [he needle has slipped out of rhe vein car i 
ciogg&) yld be pnxedure wtll htwe to be Fed. Watch (Or 3tty swveiling under the skin near the needle. tvhi& would in&ate that the mcctrcl;luon is nc 

going into he vein. Should this occur, it is kst ZLJ try the vein or the opposite side oi the neck. :’ 

j. &moving r&e needle. When ifljeaion is mpiea. move needle Mch sovghr pull. Then YpIy pressure over the~~~~oi the injection momenudy to contra 

my, bie+din,o rhtm@ needle puncture. using cotron soaked in akohol or other suitable antisepttc. 

.: 

Disuiimwi By 

:: 

Made in’Ciia 
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Liquamycin LA-200 (oxytetracycline injection) is a sterile, preconstituted solution of the 
broad-spectrum antibiotic oxytetracycline. Each mL contains 200 mg of oxytetracycline 
base as amphoteric oxytetracycline, and on a w/v basis, 40.0% 2-py!rolidone, 5.0% povi- 
done, 1.8% magnesium oxide, 0.2% sodium formaldehyde sulfoxylate (as a prosorvativo), 
monoethanolamlne and/or hydrochloric acitf as required to adjust pll. 
CAUTtON:.When administered to cattle, muscle discoloration may necessitate trimming 
of the injection site(s) and surrounding tissues during the dressing procedure. 

I) 

Warnings: Oiscontinue treatment at least 26 days prior to slaughter of cattle end 
swine. Milk taken from animals during treatment and for 96 hours after the last 
treatment must not be used for food. 4 

Precautions: Exceeding the highest recommended level of drug per lb of body weight per 
day, administering more than the recommended number of treatments, and/or exceeding 
10 mL intramuscularly or subcutaneously per injection site in adult beef and dairy cattle, 
and 5 mL intramuscularly per injection site in adult swine, may result in antibiotic residues 
beyond the withdrawal period. 

Dosage: 
Cattle: A single dosage of 9 mg of oxytetracycline per lb of body weight 

m (4.5 mL/laO lb) administered intramuscularly or subcutaneously is recom- 
mended in the treatment of the following conditions: 1) bacterial pneu- 
monia caused by Pesteu@le spp. (shipping fever) in calves and yoarlings, 

b whore retreatmont is impractical duo to husbandry conditions, such as 

-o\ 
cattle on range, or where repeated restraint is inadvisable; 2) infectious 

-2 

bovine keratoconjunctivitis (pinkeye) caused by Morsxells bovis. 

Swine: A single dose of 9 mg of oxytetracyclino per lb of body weight 

T 0 
(4.5 mL/lOO Ib) administered intramuscu/er/y is rocommondod in tho 
treatment of bacterial pneumonia caused by Pesleurelle mu/foci&~ in 
swine, where retreatment is impractical due to husbandry conditions or 

m where repeated restraint Is inadvisable. 
- \- Refer to Package Insert for Complete Directions 

N 
= 

Storage: Store at room temperature 15’-3O”C (59”-88°F). Keep from 
b freerina. 

- 00 Restricied Drug (Californiaj- Dlrfdbuted by: 
t Use Only as Directed 

Not For Human Use 
Auimnl IIealth 986 
EMon, PA 18341. USA 79-4984-00-l 

0 U.S. Patent No. 4,018,889 Div. of Wzsr he 
NY, NY 10011 Made in USA 

CJl 
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4697 

(oxyte tra c ycline injec tioti) 

AntiLktic 
Each mL contains 200 mg 
of oxytetracycline base as 
amphoteric oxy-tetracycline. 

For the treatment of disease in 
beef caWc; dairy cattle; calves, 
iucluciing prcnrminatin~ (veal) 
calves; and swine 

For animal use only 

Net Contents: 500 mL 
NAOA I1 13-232, Approved by FDA 

E . 
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LiquamycirP L&200@ .,-$I.& Ajg3 
(oxytetracyche injection) 

NgII.2, ..: 
. d‘.--,-, - ,-,. _ 2*, v 

Antibiotic 
-. . - .‘.W ? :fl 

Each ml contains 200 mg of oxytetracycline base as amphoteric oxytetracycline. 
For use in beef cattle; dairy cattle; calves, including preruminating (vsal] calves; 
and swine 
For animal use only 
Read Entire Package fnsert Carefully Before Using This Product 
Liquamycin IA-200 foxytetracycline injection) is a sterile, ready-to-use solution for the 
administration of the broad-spectrum antibiotic oxytetracycline (Terramycin@>) by 
injection. Terramycin, discove.red by Pfizer scientists, is an antimicrobial agent that is 
effective in the treatment of a wide range of diseases caused by susceptible gram- 
positive and gram-negative bacteria. 
Liquamycin LA-200 administered to cattle or swine for the treatment of bacteria/ pneu- 
monia at an intramuscular dosage of 9 mg of oxytetracycline per lb of body weight has 
been demonstrated in clinical trials to be as effective as 2 or 3 repeated, dairy treat- 
ments of Terramycin Injectable at 3-5 mg/lb of body weight 
Liquamycin LA-200 does not require refrigeration; however, it is recommended that it 
be stored at room temperature, 15”-30°C (59”-66”F). The antibiotic activity of oxytet- 
racycline is not appreciably diminished in the presence of body fluids, serum, or exudates. 
CAUTION: When administered to cattle, muscle discoloration may necessitate trim- 
ming of the injection site(s) and surrounding tissues during the dressing procedure. 

WARNINGS: Discontinue treatment at least 28 days prior to slaughter of cat-tie 
and swine. Milk taken from animals during treatment and for 96 hours after 
the last treatment must not be used for food. 

PRECAUTIONS: Exceeding the highest recommended dosage level of drug per lb of 
body weight per day, administering more than the recommended number of treat- 
ments, and/or exceeding 10 ml intramuscularly or subcutaneously per injection site in 
adult beef and dairy cattle, and 5 ml intramuscularly per injection site in adult swine, 
may result in antibiotic residues beyond the withdrawal period. 
Reactions of an allergic or anaphylactic nature, sometimes fatal, have been known to 
occur in hypersensitive animals following the injection of oxytetracycline. Such 

’ adverse reactions can be characterized by signs such as restlessness, erection of 
hair, muscle trembling; swelling of eyelids, ears, muzzle, anus, and vulva (or scrotum 
and sheath in males); labored breathing, defecation and urination, glassy-eyed 
appearance, eruption of skin plaques, frothing from the mouth, and prostration. Preg- 
nant animals that reqover mav subseauentlv abort. At the first sian of anv adverse . . . . . . 
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reaction, discontinue use oftI6 p;ob‘uct.~nh”administer epinephrine at the recom- 
mended dosage levels. Call a veterinarian immediately. 
Shock may be observed following intravenous administration, especially where highly 
concentrated materials are involved. To minimize this occurrence, it is recommended 
that Liquamycin LA-200 be administered s/owlyby this route. 
Shortly after injection, treated animals may have transient hemoglobinuria resulting in 
darkened urine. 
As with all antibiotic preparations, use of this drug may result in overgrowth of non- 
susceptible organisms, including fungi. A lack of response by the treated animal, or 
the development of new signs, may suggest that an overgrowth of nonsusceptible 
organisms has occurred. if any of these conditions occur, consult your veterinarian. 
Since bacteriostatic drugs may interfere with the bactericidal action of penicillin, it is 
advisable to avoid giving Liquamycin LA-200 in conjunction with penicillin. 
STORAGE: Store at room temperature 15”-30°C (59°-863F). Keep from freezing. 
CARE OF SfCK ANIMALS: The use of antibiotics in the management of diseases is 
based on an accurate diagnosis and an adequate course of treatment. When properfy 
used in the treatment of diseases caused by oxytetracycline-susceptible organisms, 
most animals that have been treated with Liquamycin LA-200 show a noticeable 
improvement within 24- 48 hours. it is recommended that the diagnosis and treatment 
of animal diseases be carried out by a veterinarian. Since many diseases look alike but 
require different types of treatment, the use of professionai veterinary and laboratory 
services can reduce treatment time, costs, and needless losses. Good housing, sanita- 
tion, and nutrition are important in the maintenance of healthy animals, and are essen- 
tial in the treatment of diseased animals. 
INDICATIONS: Liquamycin LA-200 is intended for use in the treatment of the following 
diseases in beef cattle; dairy cattle; calves, including preruminating (veal) calves; and 
swine when due to oxytetracyciine-susceptible organisms: 
Cattie: Liquamycin IA-200 is indicated in the treatment of pneumonia and shipping 
fever complex associated with Pasteurella spp. and Hemophiius spp.; infectious 
bovine keratoconjunctivitis (pinkeye) caused by Moraxella bavis;foot rot and diph- 
theria caused by Fusobacterium necrophorum; bacterial enteritis [scours) caused by 
Escherichia co/i; woodentongue caused by Actinobacillus lignieresitleptospirosis 
caused by Leptuspira Pomona; and wound infections and acute metritis caused by 
strains of staphylococci and streptococci organisms sensitive to oxytetracycline. 
Swine: Liquamycin LA-200 is indicated in the treatment of bacterial enteritis (scours, 
coiibacillosis) caused by Escherichia coli; pneumonia caused by Pasteurella multu- 
cida; and leptospirosis caused by Leptospira Pomona. 
in sows, Liquamycin LA-200 is indicated as an aid in the control of infectious enteritis 
(baby pig scours, coiibaciliosis) in suckling pigs caused by Escherichia co/i. 
DOSAGE: 
Cattle: Liquamycin LA-200 is to be administered by intramuscular, subcutaneous, or ~ . 
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-- tntiakenobs ltiJectIon to beii cattli; Uarry cat&; anb calves, rnclucfrn~ ‘Cjrerumrnatmg - -O 
(veal) calves. 
A single dosage of 9 mg of Liquamycin LA-200 per lb of body weight administered 
intramuscular/y 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 cattfe on range, or where their repeated restraint is inadvisable; 2) infectious 
bovine keratoconjunctivitis (pinkeye) caused by Moraxelia bovis. 
Liquamycin LA-200 can also be administered by intravenous, subcutaneous, or intra- 
muscular injection at a level of 3-5 mg of oxytetracycline per lb of body weight per 

. . day. in the treatment of severe foot rot and advanced cases of other indicated dis- 
eases, a dosage level of 5 mg/lb of body weight per day is recommended. Treatment 
should be continued 24-48 hours following remission of disease signs; however, not to 
exceed a total of 4 consecutive days. Consult your veterinarian if improvement is not 
noted within 24-48 hours of the beginning of treatment 
Swine: A single dosage of 9 mg of Liquamycin LA-200 per lb of body weight adminis- 
tered intramuscularly is recommended in the treatment of bacterial pneumonia caused 
by Pasteur&a muitocida in swine, where retreatment is impractical due to husbandry 
conditions or vvhere repeated restraint is inadvisable. 
Liquamycin LA-200 can also be administered by intramuscular injection at a level of 
3-5 mg of oxy;etracyciine per lb of body weight per day. Treatment should be contin- 
ued 24-48 hours following remission of disease signs; however, not to exceed a total 
of 4 conse’cutive days. Consult your veterinarian if improvement is not noted within 
24-48 hours of the beginning of treatment. 
For sows, administer once intramuscularly 3 mg of oxytetracycfine per lb of body 
weight approximately 8 hours before farrowing or immediately after completion of 
farrowing. 

;. For swine weighing 25 lb of body weight and under, Liquamycin LA-200 should be 
administered undilutedfor treatment at 9 mg/ib but should be administered dilutedfor 
treatment at 3 or 5 mg/lb. 

9 mg/lb Dosage 3 or 5 mg/lb Dosage 
Volume of Undiiuted Volume of Diluted 

Body Liquamycin LA-200 Liquamycin LA-200 
Weight 9 mg/lb 3 mgJIb Dilution* 5 mg./lb 

5 lb 0.2 ml 0.6 ml I:7 1.0 ml 
10 lb 0.5 mL 0.9 ml 1:5 1.5 mt 
25ib 1.1 mL 1.5 ml 7:3 2.5 ml 

*lo prepare dilutions, add 1 part Liquamycin LA-200 to 3,5, or 7 parts of sterile water, or 5% dextrose 
solution as indicated; the diluted product should be used immediately. 
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DlRECTlONS FOR USE: Liquamycin LA-200 is intended for use in the treatment of dis- 
ease due to oxytetracycline-susceptible organisms in beef cattle; dairy cattle; calves, 
including preruminating (veal) calves; and swine. A thoroughly cleaned, sterile needle 
and syringe should be used for each injection (needles and syringes may be sterilized 
by boiling in water for 15 minutes). In cold weather, Liquamycin LA-200 should be 
warmed to room temperature before administration to animals. Before withdrawing 
the solution from the bottfe, disinfect the rubber cap on the horde with suitable disin- 
fectant, such as 70% alcohol. The injection site should be similarly cleaned with the 
disinfectant. Needles of 16-18 gauge and 1-15 inches long are adequate for intramus- 
cular and subcutaneous injections. Needles 2-3 inches are recommended for intra- 
venous use. 
Intramuscular Administration: 
Intramuscular injections should be made by directing the needle of suitable gauge and 
length into the fleshy part of a thick muscle such as in the rump, hip, or thigh regions; 
avoid blood vessels and major nerves. Before injecting the solution, pull back gently 
on the plunger. If blood appears in the syringe, a blood vessel has been entered; with- 
draw the needle and select a different site. No more than 10 mL should be injected 
intramuscularly at any one site in adult beef and dairy cattle, and not more than 5 mL 
per site in adult swine; rotate injection sites for each succeeding treatment. The vol- 
ume administered per injection site should be reduced acccrding to age and body size 
so that l-2 ml per site is injected in small calves. 
Subcutaneous Administration: 
Subcutaneous injections in beef cattle, dairy cattle, and calves, including preruminat- : 
ing (veal) calves, should be made by directing the needle of suitable gauge and Jength : 
through the loose folds of the neck skin in front of the shoulder. Care should be taken 
to ensure that the tip of the needle has penetrated the skin but is not lodged in muscle. 
Before injecting the solution, pull back gently on the plunger. If blood appears in the 
syringe, a blood vessel has been entered; withdraw the needle and select a different 
site. The solution should be injected slowly into the area between the skin and mus- 
cJes. No more than 10 ml should be injected subcutaneously at any one site in adult 
beef and dairy cattle; rotate injection sites for each succeeding treatment. The volume 
administered per injection site should be reduced according to age and body size SO 
that 1-2 mL per site is injected in small calves. 

‘. Intravenous Administration: 
Liquamycin LA-200 may be administered intravenously to beef and dairy cattle. As with : 
all highly concentrated materials, Liquamycin LA-200 should be administered s/&y by 
the intravenous route. 

j 

i 
Preparation of the Animal for Injection: 

. 1. Approximate location of vein. The jugular vein runs in the jugular groove on each 
side of the neck from the angle of the jaw to just above the brisket and slightly above 
and to the side of the windpipe (see Fig. I). 
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2. Restraint. A sranchion or chute is ideai for cesrraining rhe animal. Witi a haiter, 
rope, or cattle leader (nose tongs), pull the animai’s head around the side of the stan- 
chion, cattfe chute, or post in such a manner to form a bow in the neck (see Fig. if), 
then snub the head securely to prevent movement, By forming the bow in the neck, 
the outside curvature of the bow tends to expose the jugular vein and make it easily 
accessible. Caution: Avoid restraining the animal with a tight rope or halter around the 
throat or upper neck which might impede blood flow. Animais that are down present 
no problem so far as restraint is concerned. 
3. Clip hair in area where injection is to be made (over the vein in the upper third of the 
neck). Clean and disinfect the skin with alcohol or other suitable antiseptic. 

Entering tf~e Vein and Making the Injection: 
1. Raise the vein. This is accomplished by tying the choke rope tightly around the neck 
close to the shoulder. The rope should be tied in such a way that it will not come loose 
and so that it can be untied quickly by pulling the loose end (see Fig, II). In thick- 
necked animals, a block of wood placed in the 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 blood 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 enlarged and rigid 
because of the back pressure. If the choke rope is sufficientjy tight, the vein stands 
out and can be easily seen and felt in thin-necked animals. As a further check in 
identifying the vein, tap it with the fingers in front of the choke rope. Pulsations that . 
can be seen or felt with the fingers in front of the point being tapped will confirm the 
fact that the vein is properly distended. 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 certain. 

._. 2. Inserting the needle. This involves 3 distinct steps, First, insert the needle through 
the hide. Second, insert the needle into the vein. This may require 2 or 3 attempts 
before the vein is entered. The vein has a tendency to roll away from the point of the 
needle, especially if the needle is not sharp. The vein can be steadied with the thumb 
and finger of one hand. With the other hand, the needle point is placed directly over 
the vein, slanting it so that its direction is along the length of the vein, either toward 
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the head or toward the heart Properly positioned this way, a quick thrust of the needfe 
will be fallowed by a spurt of blood through the needle, which indicates that the vein 
has been entered. Third, once in the vein, the needle should be inserted along the 
length of the vein all the way to the hub, exercising caution 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 needle is still in the vein. If blood does not flow continu- 
ously, the needle is out of the vein (or clogged) and another attempt must be made. If . 
difficulty is encountered, it may be advisable to use the vein on the other side of the 
neck. 
3. While the needle is being placed in proper position in the vein, an assistant should 
get the medication ready so that the injection can be started without delay after the 
vein has been entered. 

.’ ‘. 4. Making the injection. With the needle in position as indicated by continuous flow of 
blood, release the choke rope by a quick pull on the free end. This is essential-the 
medication cannot flow into the vein while it is blocked. Immediately connect the 
syringe containing Liquamycin LA-200 to the needle and slowly depress the plunger. If 
there is resistance to depression of the plunger, this indicates that the needle has 
slipped out of the vein (or is clogged) and the procedure will have to be repeated. 
Watch for any swelling under the skin near the needle, which would indicate that the 
medication is not going into the vein. Should this occur, it is best to try the vein on the 
opposite side-of the neck. 
5. Removing the needle. When injection is complete, remove needle with straight pull. 
Then apply pressure over area of injection momentarily to control any bleeding 
through needle puncture, using cotton soaked in alcohol or other suitable antiseptic. 
Restricted Drug (California)-- 
Use Only as Directed 
Not For Human Use 
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Liquamyci IA-200 (ox-j~etracycline iniection) is 
a sterile, preconstituted solution of the broad- 
spectrum antibiotic oxfietracyciine. 
Caution: When administered to cattle, muscle ’ 
discoloration may‘necesshate trimming of the 
injection site(s) and surrounding tissues during the 
dressing procedure. 

1 

Warnings: Discontinue treatment at least 28 
days prior to slaughter of cattle and swine. 
IMilk taken from animals during treatment 
and for 96 hours after the last treatment 
must not be used for food. 1. 

Precautions: Exceeding the highest recommended 
level of drug per lb of body weight per day, admin- 
istering more then the recommended number of 
treaunents, and/or exceeding 10 mL intramuscularly 
or subcutaneously per injection site in adult beef 
and dairy cattle, and 5 mL intramuscularly per 
injection site in adult swine, may result in antibiotic 
residues beyond the withdrawal period. 
Refer to Package Insert for Complete Directions 
Storage: Store at room temperature W-30°C f 
(59°-860FI. Keep from freezing, 
Restricted Drug (California)- . . 
Use Only as Directed 
Not for Human Use 
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Liquamycirf . * 
LA-200@ .' 
(oxyletracycline injection) - 
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Cattfe Dosage Guide 
At the first signs of pneumonia or pinkeye,* admin- 
ister a single dose of Liquamycin IA-200 by deep 
intramuscular injection, or subcutaneously, 
according to the following weight categories.* 

Animal Number of Animal 
Weighfllbl ml or cc Weightllb) 

N;dyf 

ia0 4.5 31.5 
200 S.0 ii 36.0 
3ao 15s c 9aa 

ii 
ia0 1w 20’ 

ml 
elm iii 12W 2 

l See pactags insert !nr dosmg insmvaons for odw indfcamd dftsasrr 
m0 Mfpmductinfmmaua~. 
a 00 nor administer MR &An’ %inL at any one injocdo~ sita (1-Z mL par 
she 8” smsll cafvrrl. l . 

* , L 

Discontir& &&nedat least 28 days priorto 
slaughter. -_ 
Swine Dosage Guide 
At the first signs of pneumonia,* administer . 
Liquamycin LA-200 by deep intramuscular . 
injection according to the following weight 
categories.” 

Animal Numbsrof 
Waightllb) 

Animal Numb& of 
ml or cc Weight [lb) : q larcc 

ii 
as 17s 
1.1 i-i 

E E 
isi to:1 

4s E 
11.3 * 

100 124 
125 16 13.5 i 
150 e.a ii: . 14.6 

’ See pactagr insert 101 dortng inrtrucaonr for c&w indicatad dirsasas 
I 

8Ad full product informaoon. 
n 00 not rdmtnismr mm Illan 5 mL at my one inircdon tit& 

Discontinue treatment at least 28 days prior to 
slaughter. 12 
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..-.,+;.z: 
,. -? Each ml conrains ZOO mg 

.‘b- ! . . -_ of axytetfacyclirie base as 
: .< amphoteric oxytetracycline. 
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z-7. 

-a,.- , 
- ‘iy?.., 

..;%;d i ‘.W! For the treatment of disease 
-5 . . . . . . ;- . 

.., -,+; :. i 
in beef c&e; dairy cattle; calves, 

:;a ( 
including prerumina ting (veal) 

. 2;. 4 
calves; and swine 
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For animal use only 
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. .; 3 :. : Net Cuntenis; 500 ml 
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