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Even with good biosecurity and vaccination plans in place, viral and bacterial co-infections can strike. Encouraging

producers to establish a relationship with you (the veterinarian) to ensure timely and effective treatment using

the correct class of antibiotic is just as important, if not more so, than tailoring management practices and animal

flow when it comes to optimizing herd health. Be ready for your clients with the comprehensive line of injectable

antibiotics from Norbrook®. For more information visit norbrook.com.

Norbrook® now covers five classes of antibiotics.
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BETA LACTAM

Cefenil® RTU (ceftiofur hydrochloride) Injection is

the first veterinarian-prescribed generic ceftiofur
hydrochloride RTU injectable in the market. It provides
the same effective treatment as Excenel® RTU (ceftiofur
hydrochloride), but at a better value. In cattle it treats
acute postpartum metritis, bovine respiratory disease
(BRD) and foot rot, including in lactating dairy cattle. In
swine it effectively treats swine respiratory disease (SRD).

Norocillin® (penicillin G procaine injectable
suspension) is indicated for the treatment of bacterial
pneumonia (shipping fever) in cattle and sheep,
erysipelas in swine and strangles in horses.

MACROLIDE

Tulieve® (tulathromycin injection) is a rapidly absorbed,
long-acting, low-volume dose injectable solution,
providing the same treatment and control indications for
cattle and swine as Draxxin® (tulathromyecin injection)
Injectable Solution. What sets this product apart from
the competition is its unique packaging in plastic bottles
and an exclusive one-liter presentation.

PHENICOL

Norfenicol® (florfenicol) Injection in a plastic bottle
treats and controls bovine respiratory disease (BRD)
with a unique formulation that is less viscous and more
syringeable than Nuflor® (florfenicol) Injection?, and has
a shorter Sub-Q withdrawal time.

QUINOLONE

Enroflox® 100 (enrofloxacin) Injection is the ready-
to-use, broad spectrum, single-dose fluoroquinolone
antimicrobial that treats and controls BRD and SRD.

TETRACYCLINE

Noromycin® 300 LA (oxytetracycline injection), the
versatile, broad-spectrum antibiotic with a unique
formulation, treats 33% more head per bottle (cattle
and swine) with a 33% lower volume dose, when
compared to 200 LA oxytetracyclines.

Oxytetracycline Injection 200 (oxytetracycline injection)
is a broad-spectrum, ready-to-use antibiotic for use in
beef cattle, dairy cattle, calves, veal calves and swine.

Oxytet 100 (oxytetracycline injection) is a broad-
spectrum antibiotic for use in beef cattle, beef calves,
non-lactating dairy cattle and dairy calves.

Macrolide
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=28 find specific product
information and
dosing instructions.




CATTLE

Target Cell Wall Protein Synthesis DNA Synthesis
Class Beta Lactam Macrolide Tetracycline Phenicol Quinolone
Antibiotic Ce;:{lj“@ Norocillin® Tulieve® No;gr:::\in@ 0xyte;r;;;:ycline 0)1(\(;;et Norfenicol®  Enroflox® 100
Eyes v v v
Skin v v v
Gastrointestinal v v 4
Reproductive v v v v
Urinary v v
Feet/Hooves v v v v v v
Lungs Ve v v v v v v v/
Mouth/Tongue v v v

Skin Eyes
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Lungs
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Target Cell Wall Protein Synthesis DNA Synthesis
Class Beta Lactam Macrolide Tetracycline Quinolone
GULLICE ce;?:’"@ Norocillin® Tulieve® No;gg\:iin@ Oxytetzroa;ycline Enroflox® 100
Skin Ve

Gastrointestinal v v v
Reproductive v v

Urinary v/ v

Lungs v v v v v

Gastrointestinal

Reproductive Skin

Urinary
Lungs



See product labeling for full product information.

Tulieve’ (tulathromycin injection)

IMPORTANT SAFETY INFORMATION FOR CATTLE

Do not use in female dairy cattle 20 months of age or older,
including dry dairy cows. A pre-slaughter withdrawal time has
not been determined for pre-ruminating calves. Effects on
reproductive performance, pregnancy and lactation have not
been determined. Tulieve has a pre-slaughter withdrawal time
of 18 days. Tulieve should not be used in animals known to be
hypersensitive to the product.

IMPORTANT SAFETY INFORMATION FOR SWINE. Tulieve has a
pre-slaughter withdrawal time of 5 days. Tulieve should not be
used in animals known to be hypersensitive to the product.

Norfenicol® (florfenicol) Injection

Observe label direction and withdrawal times. Federal law
restricts this drug to use by or on the order of a licensed
veterinarian. For use in beef and non-lactating dairy cattle only.
Not approved for use in female dairy cattle 20 months of age
or older, including dry dairy cows. Animals intended for human
consumption must not be slaughtered within 28 days of the
last intramuscular treatment or within 33 days of subcutaneous
treatment. Do not use in calves to be processed for veal.
Intramuscular injection may result in local tissue reaction which
may result in trim loss at slaughter. See product labeling for full
product information, including adverse reactions.

Enroflox’ 100 (enrofloxacin) Injection

For use by or on the order of a licensed veterinarian. Federal
law prohibits the extra-label use of this drug in food producing
animals. Cattle intended for human consumption must not

be slaughtered within 28 days from the last treatment. This
product is not approved for female dairy cattle 20 months of
age or older, including dry dairy cows. Use in these cattle may
cause drug residues in milk and/or calves born to these cows. A
withdrawal period has not been established in pre-ruminating
calves. Do not use in calves to be processed for veal. To assure
responsible antimicrobial drug use, enrofloxacin should only be
used as a second-line drug for colibacillosis in swine following
consideration of other therapeutic options. Swine intended

for human consumption must not be slaughtered within 5

days of receiving a single-injection dose. Use with caution in
animals with known or suspected CNS disorders. Observe label
directions and withdrawal times. See product labeling for full
product information.

Cefenil’ RTU (ceftiofur hydrochloride) Injection

Observe label directions and withdrawal times. Not for use

in calves to be processed for veal. As with all drugs, the use

of Cefenil® RTU (ceftiofur hydrochloride sterile suspension) is
contraindicated in animals previously found to be hypersensitive
to the drug. See product labeling for full product information.

Norocillin® (penicillin G procaine injectable suspension)
Observe label directions and withdrawal times. Do not use

in calves to be processed for veal. Allergic or anaphylactic
reactions, sometimes fatal, have been known to occur in
animals hypersensitive to penicillin and procaine. Therefore,
animals administered should be kept under close observation
for at least one-half hour following injection. See product
labeling for full product information.

Noromycin® 300 LA (oxytetracycline injection)

Observe label directions and withdrawal times. Not for use in
lactating dairy animals. Adverse reactions, including injection site
swelling, restlessness, ataxia, trembling, respiratory abnormalities
(labored breathing), collapse and possibly death have been
reported. See product labeling for full product information.

Oxytet 100 (oxytetracycline injection)

Observe label directions and withdrawal times. Not for use in
lactating dairy animals or in calves to be processed for veal.
Adverse reactions, including injection site swelling, restlessness,
ataxia, trembling, respiratory abnormalities (labored breathing),
collapse and possibly death have been reported. See product
labeling for full product information.

Oxytetracycline Injection 200 (oxytetracycline injection)
Observe label directions and withdrawal times. Adverse
reactions, including injection site swelling, restlessness, ataxia,
trembling, respiratory abnormalities (labored breathing),
collapse and possibly death have been reported. See product
labeling for full product information.

Veterinary Loyalty
Rewards Program (VLRP)

Not just any generic rewards program
Veterinarians: See why VLRP is anything
but your typical rewards program. Ask
your representative for details.

© 2023 Norbrook Laboratories Limited. The Norbrook logos, Cefenil, Enroflox, Norfenicol, Norocillin, Noromycin and Tulieve are registered
trademarks of Norbrook Laboratories Limited. Excenel and Draxxin are registered trademarks of Zoetis Services LLC. All rights reserved. Nuflor

is a registered trademark of Merck Animal Health.

0922-000-M08A



Cefenil® RTU

[caftiofur hydrochlorida starila saspansion)

Far intramuscular and subcutanaous wse in cattle and inframuscular use
in swina. This product may be used in kactating dairy cattle. Not for uss in
calves to ba processad for veal.

CAUTION: Fadaral (USA) lzw rastricts this drug to use by or on the oedar of
a licansed vaterinarian. Federal law prohibits extra-label use of this drug in
cattle and swine for diseasa prevention purposas; &t unapprovad dosas,
frequencies, durations, or routes of administration; and in unapproved
major food producing specias/production classes.

DESCRIFTION

CEFENIL® RTU {ceftiofur hydrochlorida sterls suspension) is & ready to use
formulation that contsing the hydrochloride salt of coffiofur, which is 8
broad spactrum cephelosporin sntibiofic. Each ml of this ready-io-use
sterile suspension containg ceftiofur hydrochioride eguivalent to 50 mg
ceftiofur, 5.72 my aluminum monastearats, 1.03 mg sorbitan monooleats
and medium chain riglycerides.

Structura:

:T:{':Iﬂl MName aof Ceftiofur
W[gi?]m ]I_-;r[ilu[zl fﬁarb&rpf Iiro ncui[
gratylamio ranylcerbonyl} th
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INDICATIONS

Swyine: CEFEMNIL RTU is indicated for treatment/controd of swine bactaral

WMN [swing bacterial pnaumonial associated with
mxp.l'ﬂrs.i plsuropnsumoniss, Pastaurstla multocids,

)

Safmonella cholerapsws a| W

Catthe: CEFENIL RTU iz indi for tragtmant of the following bactarial

dispazas:

- Biovine respiratory disease [BRO, shipping fever, pnaumonia) essociated
with MMM hesmolytice, Pesteurslis muifocids and Histophius

-Acutu boving interdigitsl necrobacillosis (oot mt, pododarmatitis)
associated with Fusobacterium necrophorum and  Bactonnidss

- Acuta matritis (0 to 14 d st-partum] associated with bacterial
organismes suscaptible to M .

Pﬁmnﬂn tls“tumﬂm lata resuspension before us
seconds to ensure on using.
Swvine: Administer |rlmr|1mul:1?a-tn dosage of 1.36 tn 2 2T mg caffiofur
lraarla'lh{&[lmﬁ.ll wﬂn}lﬂﬂ’ﬂ mL of sterile suspension per 22 to 37
h . Treatment should ba repeated &t 24 h imtervals for & totsl of three
consacutive days.
Cattle: - For bovine respirstory diseese and acute bovine imtsrdigital
necrobacillosis:  administar nIE( intramusculer o subcutaneous
administration at tha dosage of 0.5 to 1.0 mp caftiofur aquivalantsTh {11 to
22 } BW i1 to 2 ml storils suspension per 100 I BW). Administar daily
at 24 rvals for & total of thrae consecutive days. Additional trastmants
may h-u administered on Days 4 and 5 for animals which do not show a
satisfactory response (not racoverad) after tha initial thros traatmants. In
addition, for BRD only, administar intramuscularly or subcutenapusly 10
I:ﬂfl]l:lftlr jvalents/ib (22 mlgmiHerv other day on Days 1and 3
hinterval). Do not inject mora than 15 mL per injoction sit.
Seln[:um of dosage leval i[lSto 10 mﬂh} &nd ragimen/duration {deily or
every other day for BROD only] shou based on an assassment of
smm of diseass N SUSC and clinical respanse.
Fu?hla:mn pustf]m mm'm$|mstar by mmmmw or
subcl.rtanmus administration &t the dossge of 10 caftiofur
equivalents/lb (22 mg/g] BW (2 mL starile suspension per 100 b BW).
Administer at 24 h intervals for five consecutive days. Do not injact mors
than 15 mL per injaction sita.
CONTRAINDICATIONS

As with all d the uss of CEFENIL RTU is contreindicated in animals
previously fo be hyparsansitiva to the dug.

WARNINGS

NOT FOR HUMAN USE. KEEP OUT OF REACH OF CHILDREN.

Panicilling and cephatosporing can cause allergic reections in sensiized
individuals. ]’ug;cnl axposres to such antimicrobials, including caftiofur,
mwnlu:ttmld allargic reactions in some individuals. atad o
profongad expasure mwhudm sensitization. Avoid direct contect of the
product with the skin, eyes, mouth, and clothing. Persons with a known
hyparsensitivity to penicillin or caphalosporing should avoid exposure to
ﬁmpmﬂtags of m:t:ldnanfm BE:pnsum fiush with water for 15
minutes. In case of eccidental skin exposure, wash with soap and watar.
Ramove comtamingted chothing. If allargic reaction occurs (2.9, skdn rash,
hives, difficuit brasthing], zaak medical attantion. Tha safaty data shast

contains more detailed occupational safety information. To raport
suspected adverse drug events, for technical sssistanca or to ofitan &

copy of the & data shaat (SDS), contact Narbrook at 1-856-581-5777.
Far edditional i ahout edversa drug Expariance reparting far
animal , comact FOA &t 1-BB3-FDAVETS or online &t
v fd sportanimalas.

RESIDUE WARNINGS:

Swiine: When used according to ksbel indications, dosage, and routs of
sdministration, treated swine must not be slaughtered for 4 days
followwing the last treatment.

Use of dosages in axcess of thosa indicated or by unapproved
routes of sdmanistration may rasuitin ilagal residuas n adibls Gssuss.
Catthe: When wsed according to label indicetions, dosage and routs
of administration, trasted catte must not be slaughtered for 3 days
following the last treatmant. When used according (o labal
indications, dosage and routs of administration, a milk discard time
t.nutmqumd zas of doseges in excess of those indicated or by
m&pmnd ravtas of administration, such a5 |nhammw$anﬁ

inillegal residues in el tissias and/or milk. A
period has not baan esteblished in pra-ruminating calves. Do not
use in calves to be processed for vesl.

PRECALUTIONS

Tha effacts of ceftiofur on cattle end swine reproductive parformance,
pragnancy, and lactstion hava not been determinad.

Swina: Araas of discoloration aszociated with tha injection site at time
periods of 11 deys or lass may rasult in frim-out of odibla fiszues at
slaugftar. The safaty of cofticfur has not been demonstrated for pregnant
swing or swing intended for braoding.

Cattle: Following intramuscular or subcutansows administration in the
nack, arsas of dscoloration &t tha site may persist beyond 11 dayz
restiting in trim loss of adibla tisswes at slaughter. Follawing intramuscular
gdministration in tha rear leg, arees of discoloration at the injaction site
r:;mrmt beyond 28 days resulting in trim loss of adible tissues at
sla r.

CLINICAL PHARMACDLOGY
Swine: Caftiofur sdministered as seither ceftiofur sodium or caftiofur
hydrochioride is metabolized rapidly to desfuroylceftiofur, tha primary
medabalits. Administration of ceftiofur to swine as either the sodium or
hrydrochioride salt provides effective concentrations of ceftiofur and
desfurnylceftiofur metabodites in plasma sbove the MICy, for the labeled
pathogens: Actinobecilus plevrooneumoniss, Pasteurslls muffocids,
SnrmmmmnmsmﬂemMMmmeﬂhmlh}pmw
betwaan the dosing intarvals. The MiCg for Salmonsila cholaraesuis (1.0
pyml} iz higher then the ofher throe pathopens and plesma
concantrations axcesd this valus for the entire dosing intsrval only aftar
tha 2.27 mygih (5.0 mgkg) body weight (W) dosa.

rative Binavailability Summary
Comparabls plasma concentrations of ceftiofur administared as caftiofur
hydrochiosida sterile suspensian or ceftiofur sodium sterls solution wera
demonstrated after inframuscular adminisiretion of 227 my caffiofur
equivalents/ih (5.0 mgfkg) BW. Sae Table 1 and Figure 2
Tabla 1. Swine plesma concenfrations and related peramsetars ® of
caftiofur and desfuroylcaftiofur metabolites after cefiofur ydrochloride
starile suspansion, 50 mg'ml, or ceftiofur sodium starila powdar, 50 mgimL,
edministarad st 227 myg/ib ceftiofur eguivalents/1b (5.0 mg/kg) BW IM.

Coftiofar hydrochloride Celtiafur sodium
C,, by %1502 27501
b 06520 [rangs) 03320 {rangs)
ALC, , pe-himL: a2 £302 314+551
t“h: 162+156 40122
C,, il 251040 2530791
ﬂmm’rﬁ_' 051820126 0407 = 0067
Ll BE+£798 =T BN
Definitians:

(. - maximuem plasma concantration in pg/mL.
1, - thetime after initial injection to whan Cmex occurs, measurad in hours.
A“D:ﬁ'hm arae under the plasma concentratian vs. tme curve from tima of
injection to tha imit of quentration of the assay {015 pg/mL).
- i plasma half life of the drug in hours.
-the concandration of drag &t 24 h after admintstration.
[1'1h -the concandration of drup &t 72 h after adminéstration.
- tha time fin hours) plasma concentrations ramain abave 0.2 pgfmL.
ug to significant period affect and significant saquance sffact in this study,
dieta from paried 1 only ware used to svalusts thess peramatars.

Figurs 2 Swina plasma concentrations of ceftiofur and desfuroylcsttiofur
metabolitas afier ceftiofur pdrochloride starils suspansion, 50 mg/ml, or
ceftiofr sodium sterile  powdsr, 50 ware  administered
intramuscularly &t 2 27 my ceftiofur equivalentsTh {5.0 mg/g) BW.

Caftiofur hydrochlorids Ceftinfur sodium
1] SC "
C.. ppmL 10+163 856189 44165
h 1-4{range) 1-5 [range} 0330
Lysh B05 627 510+65 07509
AI.IE:'MI-EJU'IT& 160+307 954178 115142
th 120+253 N5+257 95111
C,,, bg/mL 147+ 0380 036 +0%7 086106
C,, baimL 0340=0.010 0271 + 0,086 02500268
Dedinitons:
hn'“‘"%‘““‘mm“fm,,. Bt sty e
mammr:n%&rﬁmdMawn pa'i.u, mmuﬁ
o - The uﬂm 4B b after admisisiration * Mummﬂlum

Figura 3. Cettle plasma concentrations of caftiofur and desfuroyleeftiofur
mitabolites after ceftiofur hydrochloride sterile suspension, 50 mg/ml,
was sdministerad aithar intramusculary or subcutansously or ceftiofur
sodium sterile powdar, 50 rru?’ui, was administerad intramusculary st
1.0 my caftiofur aguivalants/1b {22 mg/kgl BW.

o m W W & B & T B
Tierea (Fuzurs
£+ HET (M) Moan - Na (] Maoan <= HCI {EC) Maan

Tatal residues of cefiofur were measured in the lungs of cettle
administarad radiclabeled coftiofr at 1.0 my ceftiofur equivalants/lb (22
mig/kgl BW at 24 h intarvels for five consecutive deys. Tweive h after the
fifth injection of ceftiofur hydrochioride, total ceftiofur concentrations in
the lung averagad 1.15pg'g, whils tots! ceftiofur concentrations in the lung
8 h aftar the fifth caftiofur sodiem injection avaraged 1.18 pg'g.

CLINICAL MICROBIOLDGY
CEFENILRTU is & raady to uss formulstion that contains the hydrochloride
salt of ceftiofur, which is 8 brogd spectrum cephalosporin anfibiotic active
against gram-positive  and  gram-nagetive  bactorie  including
B-lactamass-producing strains. Like other caphalosporing, ceftichr is
Bactariocidal, iv wifro, rasulfing in inhibition of cell wall synthesis.
Swina: Endmm!rcMhmdummhtudmﬁumdmmmty
against gram-nagative pathogens, including Actinabaciilus (Heemophilus!
Pastourells , Selmonsila choloraeswis, and
the gram-positive pathogen suis, all of which can be
assovigted with swing bacteral respiretory disease — SRD (swine
bactarial pnaumaniel. & summary of tha minimum inhibitory concantration
[MIC) valuas from SR pathogans isolated from clinical fisld effecfivenass
studies is found in Table 3. Hestoric diagnostic laboratory MIC valuos for
RO pathogans from tha US and Canada ara found in Tebla 4.
Cattla: Studias with coftiofur have demaonstrated in vitro and in vivo activity
against Mannheimia heamolyfics, Pestouralls multocids and

_ﬂ_m"m somn, the throe mejor pathopsnic bactsria associstad with hoving
ke Colicha N respiratory diseazs (BRD, pneumonia, shipping fa'unfi and against
I Fusobacterium necrophorum and Bactgroides two of
E = the major anasrobic bactsria sssocisted with acute boving
£ interdigitsl necrobacillosis (foot rot, pododermatitis). A summary of the
1 MIC valuas for BRD and foot rot psthogens isolated from clinical fisld
B effactivenass studies is found in Table 3. Historic diagnostic MIC valees for
I BRD &nd foot rot pathagens from the US and Canata are found in Tabls 4.
L) Antimicrobial Susceptibility
E AN Summaries of MIC data are prasanted in Tables 2 and 4. Testing followed
E "‘g\ Clinical and Laboratory Standards Instituta (CLSI} Guidalings.
e Tahle 3. Coftiofur MIC Values of Bacterial Isolates from Clinical Field
2 i e S— Studies in the USA
) 1 L]
PR R R R R B A Avimal | Orgonism et | et | gy e
im (hers) (/i
Concentrations of totel coffiofur in the lungs of pigs administered | Boving | Mennhsimie 3] 1588 [T EERE
radiolabebod ceftiofur &t 2.27 or 241 mg coftiofur aquivalantsb (5.0 or 75 ﬂﬂWﬂWﬂ' 1082
mgfkg) BW 12 h aftar tha last of three daily intramuscular injections at 4 h
intarvals averaged 356 and 563 pg'p 4 143 005 | 0008003
Cattle: Coftiofur administorad a5 either coftiofur sadium or caftiofur W’
hydrochloride is metabolized repidly to desfuroylceftiofur, tha primary Pastaurslis multocide | 318 1988 -1992) 006 | <002-0.25
medabalits. Administration of ceftiofur to cattla as either the sodium or T :
hrydrochioride salt provides effective concentrafions of ceftiofur and P‘ - wn'm_crda 2 135 <003 | 000015
desfuroylcafiofur matabolitas in plasma sbove tha MICy for the boving Histophilus somni | 108 1588 -1952{ 006 [ <0003
respiratory disease 1BHIJI' lebal pathogans Mannheimia Histophilus somni | 54 1353 10019 norange
Pasteweila muftocids and Histmphivs somm for et least 48 h The -
relgionship  between plasma concentrations of cefbiofur and Fusabactarium T |1 | =008 |norangs
desfurnylcaftiofur matabofites abova the MiC in plasma and efficacy has necraphorum
ot baen established far the treatmant of bovine interdigital necrabacillosis | Swine | Actinobecilius
{Foct rat} associsted with Fusabactarium necrapharum and Bacteroidas piBuropn. ] 1953 <003 | =002-0.06
rative Bioavailability meﬂmnfb@ ™ 1% =003 | =00-0.06
Tha comparahbility of plasme concenirations of coffiofur following Streptococcussws | 4 13 025 | <00E-10
administration of ceftiofur hydrochioride starila suspansion or caftiofur Salmonsla
sodfium sterile solution waes demonstrated after intremuscular or chalsragsus 5] 193 10 1020
subcutaneous administration of ceftiofur hydrochioride and imtramuscular [rET—
sdministration of ceftofur sodium &t 1.0 mg ceftiofur squivalentsth
Cattls plasma con ions and s of cafiigfur Actinabecilus suis i m 1558 00078 | 0.0089-0.0078
and dasfuroyiceftiofur matebolites after coftiofur Aydrochloride starile Hasmaphilus paresuls| 76 1958 006 | 0003H1 TS

suspansion, 50 mg'ml, administered intramuscularly or subcutanaowesly at
1.0 my coftiofur aquivalants Tk {22 myg/q) BW and ceftiofur sodium starile
powvder, 50 sdministerad imtramuscularly af 1.0 my caftiofur
equivalents /Ib (2.2 mgfg) BW.

*linimum inhilsitory concantration (MIC) for 30% of tha isolates



Tabla 4. Caftiofur MIC Values of Bacterial lsolates from Diagnostic
Laboratories® in tha USA and Canada

Tabla 5. Acceptable quality control ranges for ceftiofur against Clinical
anid Labaratory Standards Institute recommandad Amarican typs Culture
Callaction [ATCC) refarence strains

*Tha folowing &7 wine data are available but thedr clinical significance s
unknawm.
**Minimum inhibitory concantration [(MIC) for 0% of the isolates.

Based onthe phamacokinatic studias of caftofur in swine and cattle after
4 single intramuscular injection of 1.36 to 227 myp coftiofur aquivalantslb
(3.0to 5.0 mg/kpl BW {swina) or 0.5 ta 1.0 mg caftiofur aguivalantsb (1.1 to
22 mg/kg) BW icattia) and the MIC and disk (20 pg diffusion data, tha

foliowing braakpoints ere racommended by CLSL
Zone Diamater (mm) INHIC {pgmL} Intarprotation
=7 <20 [8) Suscaptibls
1820 41 {1} Intermediate
=17 =80 IR} Rasistant

A report of "Suscegtibis” indicatas that the pathogan is kaly to be inhibitad
by penerelly achisvable blood levels. A raport of “Intermediate” iz a
technical buffer zone and isolatss falling into this category should be
ratested. Altsmatively the organism may be succassfully freatad if the
infaction is in & body site where drug is physiologically concsnirated. A
rapoet of “Resistant” indicates that tha achievabils drug concantrations are
unlikely o be inhibitory and athar therapy should be sebactad. Standardizad
procadures’ raquirg the use of laboratory comtrol crganisms for both
standardized diffusion tachniques and standardzed diluion tachnigues.
Tha 20 g ceftiofier sodium disk should give the following zone diameters
and the ceftiofur sodism standard referance powder (or disk) should
provids the following MIC values for the raferanca strain. Coftiofur sodium
disks or powedar refarenca standard is approgrista for both ceftiofur safts.

Animal | Organism Number | Data MIC_"* [WIC Rznge
Tested  |Tested  |jpg/ml] | [pgiml] Organism name (ATCCMo) | Zone diamater MIC range
Bovine | Manmheimia 1 1867-1338  [0.06 0035 {mm) {mp/mL}
haamalytica Eschenichia coi(25922) 26-31 02510
Manmheimia 18 1956-1999 |0 | <00305 Stapindococcus
hasmalytica aurpus (29113 - 025-10
Manmhaimia il 1995-2000 |<00@  |<0034002 | | Stsphyiscoccus
haomalytica suraws (75923) -3 -
Mannhefmia ] W0-2001 |=00g =032 Psaudomonas
hasmalytica aamnilmsn (27853 14-18 16.0-640
Pastaurads 17 1957-1988 |0 | <0345
mutocids pfm.u‘npmmmim LS i 0.004-0015**
Pastaursla 18 1596-1899 |[<00@ |=003-05 Histophiius
muktacida s (700025} 306" 00005-0.004**
Pastaurshs i 1995-2000 |0 |<0034012 ) *All testing performed using & 20 pg disk.
mtocids **Quelity control ranges are applicabla only o tests parformad by disk
Pastarada ) W0-200 |=0@ |00z diffusion test using a chocolsts Mueller-Hinton agar, incubated in 5-7% CO,
muRucids fior 20-24 hours.

- ***MIC quality conirol ranges are applcable only to tests performed by
Histophilos 4 19971988 <0 |<D0HE | broth microdilution procedures using veterinary fastidious madium (VEM).
somai

. - CLINICAL EFFICACY
Histophirs & 1996-1939 <003 | <0030135|  Cattie: In eddition to damonstrating comparable plasma concentrations,
saml tha following clinical efficacy data are provided.

Histophiles somni | 77 1999-2000 |00 |<DD3HD06 .ﬁ?ﬂlnlﬁl mdvmu:: m:u:;i mmmrto';mﬂgﬁcm of cug}'mtfttl:r

- ochioride  administer cutanaol frostment: ]
Histopis e of BRO undar natural fisld conditions. Whan urifarm
sam chinical signs of BRO were prasant 60 cattle {111t 207 kg) wera randomiy
Bacfarnides -] 1554 16.0 =05->160) Bsmgmd 0 ane of the following treatment groups: negative control or
fragifs group chioride at 05 or 1.0 ceftiofur equivalenisib (1.1 or 22
B - I T TS mg'lq]l Treatmeants ware administered deily for three consacutive

. PR, . days. Cattl wore evalustod daily and animals that disd or ware
nan-fragils group suthanatized ware necropsied and tha lung lesions scared. On Day 15, all
Paptostreptocaceus| 12 a5y 0 UAES)] surviving snimals wers suthanatized and necropsied and the lung lasions
angerobing scmﬂ%ﬂﬁvmﬁsmﬁ%lﬁanﬂﬂ%hnmm 05mg

Swine |Actnobacilies q 19971398 0@ |norange coftiofr equivalents/ib and 1.0 mg cefiicfur equivalantsib, 1.1 or 12
plsurapn mpkgl HW raspeciivaly. Mortality rates for both ceffiofu "ﬁ:

. tragtmant groups wera lowar than for napative cantrols (P < 00001} Ftamtnl
Actnobeciius m 19901999 (<0 | DO tmpmms M y after third treatmant ware 104.0°F, 102.1°F and 102.8°F
plsarapi pum cnm:rnls, 05 mgﬂ?wegl?m:ﬂ mygflb '{_Ilm'lﬂnrhﬂ mg"kn]-
Actnbacilus | 126 19902000 |<0D3 |<DOA0E | res mparaturas
plsurapn. roups ware Imwr then the nagative controls (P £ QOB Garfnm‘w

m hioride administarad subcutansoushy for thrae consecutive at
Actnohaciips |3 000-2001 <00z (<D0 I}Emmmucm aguivalentslb 1.1 uruvzzrru'kn}mm anu#:“mm
pleurapa. traatmant for the bactarial componant of BRD. A thres-location clinical
Pastaurads i 1997-19% |<002 |<003-10 | field study was conducted to evaluate the efficacy of ceftiofur
muRacids hioride administared intramusculary daily for thraa days or
7 W e |an s mwmm 1 and 3} for tha troatmant of tha hmnnlmmnm

mmm" 4 : naturally occcwrning BRD. Whan uniform signs of BRD were prosant, 250
m beaf crossbred cattle wers randomiy assigned to one of the following
Pastauraiis m 1999-2000 |=003 | =003006 | trestmant groups: negative control, ceftiofur so gt 05 mg ceftiofur
mukocids ;m{g‘nlmhmuﬂ:u}ﬁww for thrae dm wﬁﬁ[:gﬂu:thnda
Pestaursila reg
mukocids o6 B0-2001 |08 | DEHLEZ m:ﬂiuf mg#rﬁwﬂ Ilmgcmnﬁr aquivalants/lo BYW on Days and

3 {every athar All trestments ware administerad intramusculary. All

Sl;l_umfms 106 1997-19%8 |05 =340 [:Bﬂﬂ]f'l' 'll'Bﬁ'i]'ﬂﬂth I? mmcmm and sodi and troatment
s regimens {avary dey end every other day) significantly [P-<0L05) reduced
Streptoeoccs W 9819 o |=pp310 Day 4 rectal tamparaturs s comparsd to the nagative control. Clnical
SuiE SUCCESS On Dnysmmizﬂandmurtnlrt\'mﬂn 28 were not different for
mmundu and sodium) &nd traatment regimans

Stopwococcus |6 1995-200 (006 | <0340 {mmdwm‘g ay). The results of this study demonstrats that
s daily and avary nﬂ'lm dwlﬂm1 and 3) intramuscutar administration of
Stroptococcus 167 M00-2001 |00 0340 coftuafur hilorida ara affactive trastmant regimans for tha bactarial
s component of BRD. An gight location study was conductad under natural
field conditions to evaluats the afficacy of coftiofur hydrochlaride for the

Selmonefe % B0 (10 G0 | jroatmant of acuts post-partum metrits (0 to 14 days post-partuml. Whan
cholaragsuis chinical signs of acute post-partum metritis {ractal tamparatura = 103°F and
Saimonals m meo-2001 |10 0820 fatid vapnal dischargs) ware observed, 361 Inmllnu dairy cows ware
chalgraasuis assignad randomly to treatment o nnr?amn Cattle wers dosad
gither subcutanecusly or intramuscularly, daily for five consecutive days.

On days 1, 5 and 9 aftar the |ast day nf dosa administration, cows warg
evefuatad for clinical signs of acuta post-partum matritis. ' cura was
defined &5 rectal tamperature <102°F and lack of fetid dischargs. Cura rate
for the 1.0 mg cefiiofur aquivalents {22 mpkg) BW dosa group was
significantly improved ralativs to cure rate of tha negative control on day 9.
Tha rasults of this study demonsirate that ceftiofur hydrochlonde
sdministerad daily for fiva consecutive days st & dose of 1.0 mp ceftiofur
puivalontsTh (22 mgikg) BW is an effoctive troatment for acuta
post-partum matritis.

ANIWAL SAFETY
Swine: Results from a five-day tolerance study in normal foedar pigs
indicatad that caftiofur sodium was well toleratad when administarad at 57
mp caftiofur equivelentsh (125 my/kgl (more than 25 Gmes tha highast
recommended daily dosags of 227 mgfb (50 mghgl) BW for five
consacuiive days. Cefiiofur edministarad infremuscularly o pigs producad
o avart advarsa signs of todcity.
To datarmine tha safsty margin in swmn n safatyftonicity study was
conductsd. Five barrows and five wers administarad
ceftiofur sodiem intramuscularly at and 1136 mg ceftiofur
equivalents/ib (0, 5,15,25mmlw.rm5 I:IWS.T'I igiz0, 1,3 and & fimes
the highast recommended dose of 227 (5.0 BW/day and 5
timas recommended traatmant | of 3 days. There ware no
sdvarza systemic offects observed, indicating that caftiofur has a wide
margin of sefaty when injactad intramuscularty into feodar pigs at the
ﬁlmtmurrmnﬂud dose of 237 my coftiofur squivalantsb (5.0 mg/g)
daily for 3 days ar et levels up to 5 times the highast recommandad
doza for 5 times tha recommended langth of treatmant.
A saparats study evalugted tha injaction site tissue tolaranca of ceftiofur
hrydrochioride in swine when administered imtremuscularly in the neck at
1.36 and 277 my ceftiofur equivalents/ih 3.0 to 5.0 mgkpl BW. Animals
were necropsied at intervals to parmit evaluations at 12h, and 3,5,7.9, 11
18, 20, and "E days aftar last injaction. Injection sites wara evalustad
prosshy &t nacropsy. No apparent changes (swalling or inflammation) wara
obsarvad clinically after 12 h p-ust-im Argas of discoboration
gssocigted with the injaction site ware d &t time pariods |ess than
11 days after last injection.

Cattle: Rasults from & five-day tolerancs study in faader calves indicatad
that caftiofur sodium was wall tolarated gt 25 times (25 mg ceftiofur
equivalents/ib {55 m H‘n'-*'lI astlacmnﬁud duswflllrnq
caftiofur aquivala lnlﬁmcmcmm days_ Coftiofur
mmmummmmmm atdvarsa systemic effects. Ina 15-day
safigty/tmdc . five stear and five haifer calves warg
mmm‘u’ sodium iMmusculnnrﬂtﬂ{Micmum 1,35
and 10 times the highest rocommended dosa of 10 mg ceftiofur
equivalentsfib {22 mgkgl BW to dotermine the safaty factor.
mic affects indicating that ceftiofur sodium
has a8 wide mangin of safety when injected intramuscularly inta the feader
calves at 10 timas (10 mg cofliofur eguivalonts/b {22 mgfkg) BW] the
recommended dosa for three times (15 days) the recommended length of
treatmant of threa to five days. Local tissus tolerance to inframuscular
injaction of coftiofur mydrochlorids was avaluated in the following study.
Rasuilts from & fissue toeranca study indicatad that caftiofur ydrochiorida
was wall tolerated and produced no systemic foxicity in catle whan
administarad intramuscukarly in the neck and rear leg at a doss of 10 mg
caftiofur equivalentsIb (22 mgfkg) BW at each imjecfion site. This
reprazants & tofsl dose par amimal of 20 mg cofti aquivalantz/lb
{44 mg/kg) BW. Chnically noted changas (local swelling) at injaction sites
in tha nack were vary infraquant (248 sitos) whareas noted changes in
rear leg sites wars more fraquant (21748 sitas). Thesa changes in tha raar
leg injacfion sites weare genarally evidant on the day following injaction
and lasted from 11 11 days. At nacropsy, injaction sites wara racognizad
by discoloration of the subcutansous tissues and muscls that rasalved in
approvimately 7 to 15 days inthe neck and 1910 28 days in tha rear lag.
Results from another tissua folerance study indicated that ceftiofur

hioride was wall tolerated and ucad no mic tomcity to
mmgn administored mmmm &t 05 m mg CM@
equivalents/ib 1.1 or 2.2 mg/kg) BVW &t 24 h intarvals for 5 deys. Mild and
mIILMnsim, clinically visibla or palpable resctions (locel sweliing)
warg localized at injection sits. At necropsy, injection sitas weara
routingly recognized by edema, limibed increass in thickness end colar
changas of the subeltanaous fssue andyor fascial surface of undarlying
muscla. The fascial suface of the muscle was visibly effectsd in most
casas through 95 days after injaction. Undertying muscle mass was not
involvad. Thare wera no apparant differences in fissus response o
administration of ceftiofur chioride at 05 or 1.0 mp coftiofur
equivalents/ik (1.1 or22 BW.

TISSUE RESIDUE DEPLETION

Swime: A pivotal fissue residus decline study was conductzd i ms{lgm In
this ' pigs received 227 mg of ceftiofur par b body weai mg af
MMIMWE'E hu-ch;lm:lu‘:lilpt:arﬂdn'|rfe1r1.‘rlﬂﬂl’r;|§e1st;l:um:[|jr ﬂa" ?lu
residuss in issuas wars lass than ﬂmmﬂemmusfnrcafnuharmseduas in
fissuas such as kidnay, livar and mlﬁciu'%-ldm after dosing. These data
collactivaly support 8 4-day pre-sleughter withdrewval peried in swine
whan used according to label directions.

Cattle: Two pivotal tissue residue dacine studies wera conducted in
cattia. In tha first study, cattle raceived an intramescular injoction of 1 D mg
of ceftiofur per b body waight {22 mp of caftiofur per kg body weight for
five conzecutive days. Ceftiofur residues in tissuos wero less than the
tolerances for ceftiofur rasidues in tissues such as kidney, livar and
muscle by 3 deys after dosing. In the second study, catile received a
subcutangous injection of 1.0 mg of ceftiofur per b bady weight (2.2 mg of
ceftiofur par kg body weight] for five consacutive deys. Caftiofur residuss
in !Jssuus wiers lass than the tolerances for ceftiofur residues in fissues
such as kidney, liver and muscle by 3 deys after dosing. Thaso dats
collactivaly support 8 3- or withdrawal period in cattle
whan usu-r% al!cmnnﬁlu mﬁh%ﬂa In addition, Bblogd-level
bigaguivalanca smdmsmmcun&mteditcm[mumsmcmm
sdministration and ono using intramuscular administration]. Blood
concentrations of ceftiofur [measured &s coftiofur fres acid squivalants)
wara greater than the enalytical mathod's limit of quentification through 12
hours afier edministration, and thess date damonsirated bioeguivalence
batwaan Cefenil® RTU and tha referenced listed naw animal drug. Thesa
data suppoet & 2aro-day milk discard tima in lactating dairy cows.

STORAGE CONDITIONS

Do not stors gbove 30°C (B5°F). Shake well bafore using. Protect from
fraszim[.iﬂoﬂmm shoubd be used within 42 days after the first dosa is
Temove

HOW SUPPLIED
CEFENILRTU is availabis in 100 mL and 260 mL vials.

1 Chinical end Laborstory Standards Institute (CLSN. Performance
Standerds for Antimicrobial Disk and Dilution Susceptibility Tasts for
Bactana lsolated from Animals; Approved Standard — Second Edition.
NCCLS dncmnthﬂ!-.&lllﬂl,ﬂ-llh‘h‘nswﬂwﬂnd,&in 1400, Wayna,
Pennsyivania 19087-1858, 2002

Approved by FDA under ANADA # 200-616

Mada in the UK

Manufactured by: Norbeook Laboratorias Limited,

Newry, Ca. Dowm, BT35 6PU, Northam Irsland

® Cafenil is 8 ragistarad trademark of Norbrook Laboratories Limited

DO0000401



Approved by FDA under ANADA # 200-495

Enroﬂnx 100

[enrofl

100 mg/mL ﬁnl‘ltlmll:l'ﬂlllil
Injectable Solution

'

Far Subcutaneous Use in Beef Catile And Non-Lactating Dairy Cattle

Far Inbramiggcular or Subcutaneous Use In Swing

Nat for Usa in Famae Dairy Catile 20 Moniths of &ge Or Oider Or In Calves
To Be Processed For Veal

r.lll'l'l[lt
Fedaral {L1.5 4.} law restricts this drug ba use by or on the order of a
vatesinarian.

bce
Federal (U504 ) law prohibits the axtra-labal use of this drug in
food-producing arrnal&

To assure antmr.mhulmguss. enmofigxacin should only be
used a5 a sacond-line dreg for colbacillosis in swine followsng
consideration of ather therapautic opfians.

PRODUCT DESCRIFTION:

Enroflo® 100 s & sterie, -be-use injectable ansmicrobial solution that
contang enrofieacin s ctrum fluoroquinalne antimicrobial agent
Each rnl.ulEnmonIDﬂ containg 100 my of enroficcacin, Exci
L-nrqmlruhns&!lllmg n-husyl abeohal 30 myg, benzd alcahol {25
prm mig ared wiater for injection g.s.

T {4 e
-
mﬂ m«&q’mu:lup:rrm

e
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L

Catile - Single-Dese Therapy: Enroflax 100 is indicated for the treatment
Mbnm&mnmmmdmase[ﬂﬁnbamummm Mannhaimia

STRUCTURE:
|- lucen-1,
i acid.

haemalytics, Pasteureils multocids, Histaphilus sommand Eli]
bovizin beef and non-lactating dairy cattie; and for the ca BRDin
beef and non-Sactating dai s:nnimrmnslmfmmr?ﬂﬂn
assncntsﬂmﬂlhihmm%:a}m’&mdajmm L

Catile - Multiple-Day Therapy: Enrofiox 100 5 indscated for the trestment
nfbmmemplrawwdwasemﬁﬂhmucmmnmmm
haemalytica, Pasteureis mukocids end Histephilug sommin beef and
non-lactating dairy catte,

Swine: Enroflex 10015 mdl:.lted1nr1henaa.lneﬂtand cortrol of swine

wmmwﬁauwisﬂﬂimclahdmh il

parasus,
S&vmwuwmﬂmﬂmﬂahrmn W
hyopnaumantze, Enroflnx 1m|5r|dlcmdfurmewmluftulhs:|hn
in groups or pens of weaned pigs whera colibecilioss as
Eschanchia cowhas been disgnosad.

DOSAGE AND ADMINISTRATION:

Ensoflox 100 provides flaxible dosages and durstions of therapy.
Erm‘mIII]rnm.rh&adﬂlnmmdnmnynmﬁmmmm
treatmet and control of BRD {cattie), for treatmesnt and control of SRD ar
for control of cofbaciboss |swinel, or for muttiple days for BRO teatment
|cattlel. Selectian of the appropriate dose and duration of therapy for BRD
Ireatmant in cattie should be based on an assessmant of the sevesty of e
disease, pathogen susceptibilty and clinical response.

Catile:

Single-Dose (BRD Treatmeantk: Administes, by subcutansous
injection, a single dose uf?.5—115mg’kgufbow |3.4-5.7 i/ 00 k).

vlh!,fw \BRD Treatmeatk Administer daly, a subcutaneous
dose of 25-5m body waight (1.1:23 mL100 1b). Trestmsent should
be repeated at ur imtenvaks for thrae days. Additional freatments may
b given on Diarys 4 and 5 to arsmals that hawe shown cinecal

mmmmhmnmml
ﬁuﬂt.&ﬂmnlm by subeutanacus

Singls-Dose
injuction, a single n of 7.5 mg/eg af bady weight [3.4 mL100 k1.
Examples of conditions that may contribute to calves baing at high risk far
devalaping BRD mclude, but are not irted to, the falowing:

+ Transpartatan with animaks from twa ar more farm arigins.

« An entandad transport time with few ta no rest stops.

* fin erironmental temparatune chunaufaw*dmrulramwﬂmn
* A =30°F range in temperature fluctuation within a 28-hour peni

* Exposure to wet or cold weather conditicns.

* Excessve shrnk (more then would be with a nomal load of caitie).
+ Stragsful armival processin pmnldumleg,cammurdmml .
* Expasure within the prior T2 animals showing clinicel signs of BRD.

Administered dose vlume should nulmesd 20 ml per injection site.

Table 2~ Enroflox 100 Dose Schadule for Swine

Weight {Ib] Do Volume (ml)
15 05
] 10
5 ]
] E
150 H]
] [1]
& &5

Dilution of Enraflax 108 Enrafiox 100 may be dilutad with sterile water
& or to injection, The\imdprudwttuldbewadmﬂﬂﬂrwm
re: diluted solution m amber glass bottes between 4-40°C [36-104°F,

Table 3 - Dilution Schedule®
Swire Weight | mL of Enfioe 100 | ml of sterile water| Muber of dnsss
10k HmL i il 10
15l 51 mL Hml 100
Ay &8 mlL 2ml 100
&l 5 mlL 15mlL 100

*Far 1 ml dose volume from diuted sakition

For the 100 mL vial: Lise within 30 days of first puncture and punciure 2
mmiaimum of 36 rmes. When using a needle o draw-off spie fanger than
16 gauge, dlsnudagmmnnn product immediataly after use.

For the 250 . wiae: Uise within 30 days of first puneture.
Punctura a maximum of 38 times with & needis or dosage delivary device
16 gauge or smaler, or 4 times with a draw-off spike 5 mm or smaber,
Whan using & needle larger than 16 gsuge, or 8 draw-off spike largerthan
5 mm, discard amy remaining product immediately after use,

RESIDUE WARNINGS:

Cattle: Animals intendad for human consumption must not be
slaughtarad within 28 days fnam tha last treatment. This product
isnat prwadfwfanaledaiwuﬂhmmﬁudanaurulder.

incl m& ity cowis. Usa in thes cattle may cause dng

85 in milk andiorin calves bom o these cows.

A withdrawal period has not been established for this product
in pre-ruminating cahees. Ihf]ﬁnntu:im in calves fo be processed
rved
Swine: Animals intended for human consumgtion must not be
slaughtered within 5 days of recelving a single-rjaction dose.

HUNMAN WARNINGS:
Mod for use in humans. Keep out of reach of children.
Huroid contact with eyes. bn case of contact, immediately lush eyes with
copious amounts of water for 15 minutes. In case of dermal contact, wash
skin wish soap and water, [:mmlaph\milrrh'nunr:mhlwrm
ocular or demmal exposures. Individuals with & histony ensitivity i
quinalanes should avoid this prodisct. In hurnsns,ﬂlmun risk of user
phatesensitization within a few hours after excessive exposure fo
5, Ifex:eumacmderlalwusuran:wnﬁmddreﬂ
ol r service, to obtain a copy of the mema‘tISIJS[nrh
raMﬁmmmnmcnIINmmm-ﬁg

PRECAUTIONS:
The effects of enrofloxacin on catthe or swine reproductive performance,
Henmcrnrﬂhmmhmmtbanada quately determined
long-term effects on arficular joint cartilage have nat been
:Ietermmdln:lqsahmmarhat
Subcutaneous injection in cattie ar swine, of imtramuscular injection in
swing, can cause & transient ocal tissue ma:hm'&mmmmtmmm
lass of edible tissue at shaughtar,
En;ﬁMﬁm&alns#ﬁeﬁ_rluc mm;ﬁ«mmm& "
uets. The safiety and offica 5 fommulation in spocies othes than
catthe and swine hawnutb-ssncxatum
(uinalone- :Imd dwuldbeusednihuummnamrrﬂs\\m
knowm or suspacted Central Nervous System [CNS) disorders. In such
animals, quinalones have, n rare mstances, besn associsted with CNS
stimulation which mey lesd to convulsive seizures. Quinglane-class drugs
have bean shown to produce erasions of cartiage of weight-bearing

joints and other signs of arthropaty m immature armals of various
spar:lns.SaaAnmlSa‘Fmsan'ﬁmfmddrllnmllrlmruﬂm
ADVERSE REACTIONS:

No adverse reactions wars abssnved during cinical trigls.

Ta rapms;.spnr.m aduarsa dn rtachnical assistance of to
olrtain & ¢ I:&EI cortact Norbrook at
1-B85-581 Fnuddlnmalnfnmuﬂma advarss drug nmmn

reparting for animal drugs, cortact FDA at 1-888-FDA-VETS or on
wiiw.ida.gowfrepoetanimiala.

CROBIOLOGY:
Enraflcacin is bactaricidal and exerts its antibacterial effact by inhibiting
Bactarial DINA asn[ﬂrpell mmmrmm nnnq DNA
suparrnimqan regibeation whi halktotalldnm umm 3
active ngulnstﬁram negative and Gram-positive bactena.

l'.lli:MmI ofﬂ&:amnih naturally-occurring BRD were treated
with eneofloxacin injection in eight field trials bocated in five cattie-feeding

'havdumealwa been rounded to the nearest 0.5 mL within the dose range.

M'mnlmr wither by intramuscular or subcutaneous |bahind the earl
A&mn a single dose of 7.5 mg/fg of bady weight (3.4 mL100 6.
stered dose volume should not axcead § mL per injection site.

Far the congral af colibacillosis, administratsan should be intizted within

the first B0 days past-weaning when clinical signs are presant in &t keast
2% of tha animals in the group, I naimprovemant is noted wathin
& hours, the diagnosss should be resvalusted.

Tregtment Cantral states. Response to tregtment was compared to non-treated controls,
Single-Dose Mubtiple-Day Smﬂel-dusnand rrl.?:ﬂia'rﬂl rng%ensmrﬁ mluuteﬁBRH and
Therapy mirtality wene signific i ennofisacin-trested cahves. No
15-125mgfhkyg | 25-50mgky 15 rurgfreumr!ww intreated animals.
%Ti Volsme | Dose Volume Desa l::ﬂamﬁﬁdhe“rﬂdﬂn echw&lbﬁacw‘l!mswmww
sa in cattle st in wis eva na
—% 3[5-;5 ﬂiﬂ ':5'. six-focatian ellS, and[!mada A total of 1,150 crossbeed beef
70-110 7505 70 Ic_ahgaﬂh!wns nfnlmlnpnrhg BHIeramnlnﬂnmmdy
ﬂ Tis- 10 i i En injection 7.5 mg/kg EWY or an equivalent volume of sterle
0-75 T T saline was adminisiared as a single subcutaneaus injection within two
—ﬁ b n% A days after amival, Cattie were ohserved daly for cinical signs of BAD and
. were evalwated for success on Day 14 post-ireatment. Treatment success
00 25- 340 10- 185 ?ﬁ_ inthe ar;aﬂumﬁgﬁpmn urwp‘f: nﬂ?ﬁl'm::JT'ﬂnanﬂr
% - - Er an swccess i the salne o rou|
1/5-455 4 ﬁ ia | 52%). In addisian, ﬂummrmret-aa‘hmnuuc:gna;[rhul
s o e QR P i o
11w T5-6L 125550 . ractions were reported.

Swine: A total of 530 pigs were trested with enroficxacin injectian or
sahneunmseparamnmral wiection SAD feld inats. For the treatmert

of SR, the success rate of envoflaxacin-treatad rgmatmrn defined
at smkandlah'ula linerensed respiratory rate, labored or Bie

npressed attitudn and a rectal ismperature =) was

statistica s-;mrﬁmﬂy reater than the success rae of saine-Treated
“sick and febnle” |g:. rthe cantrol of SRD, mean rectal temperature,
rrIthaJm(IwamnI and marbidiny were statisticaly significanty lower for
ennofiomacin-treated pig sﬂfﬂmwmnmunwmmnﬂ sick and
fabrile” pigs compared 1o saline-treatad pigs.

The efectiveness of enrcflaxacin injection administered &t a single 50
dose nﬂ.ﬁmnfl:aﬂWfaHnammandmnﬂdulSHU associaind with
M. hyopnegmanigewas dem n%an induced infection modsl
study and Siree single-site natural inhection field studies. In the model
study, 72 healhy pigs were chabenged with a rey
M. hyopnenmaniae isalate and treated with enroficcacin injaction ar
safina. haﬂmlhs&gnlﬁcaﬂlkﬂﬂnnﬂammlnh mean total
lesion se0re was obsesved inthe envofloxacin injection mdmpllﬂ
cnrnaaradwrmmeaallnHWedgmupli}athmwstmm
In twa figld studies evaluati {I‘P 35 for treatment of SRD, a total of
al]pigsvnml:llmnalmns SR {modarate depression, moderataly
incressed respiratory rabe, and & rectal temperature of = 100 were
anrolled and hnledmﬂnanmﬂmnn:chmnrsalms. AL T days

post-traamet, the cure rate was alty significamthy hi huﬂaar.h
site (P < 0,000} in the enroficocain injectign-tregted m.ﬁ ? and
9% compared with the saine-treated grbq:itﬁﬂ% In ema

field study avaluating effoctivensss for control of SRD), a group Mpqs
inwhich > 15% had :Immai signs af SRO {imoderate depression score,
moderately mereased resgratory rate, and a rectal temperature of = 104°F)
was enrolled and treated with enroflacacin injection or safine. ALT days
ru:tmum me:ureratemmsﬁtalburgmﬁurrﬂ\rh her

P < 0.0007) enrofigxacin in ated grou I| compared
with the saire-treated l-ﬂgl’:l in addsan to yaproumanie,
Lmsulmd n sufficient numbers from thess field

B, bronchisepticawas
studies to be included in the SR frestmert and cantrol indications,

The effectivanass of enraflaxacin injection for the control of calibacillosis
amclmd with E. colf was avaluated in a multi-site natural infection fiedd
Nuhar%nhandlsastﬁhfﬂ'w pigs wera defined as
clmalhaﬁam |prasance of darrhea and either deprassian or
ﬂdmmssl. all pigs were administered enroflaxacin injection as a sngle
daseaf 15 BW ar an equivalent dose volume of safine, At
"E" succass rate was statistically sgnific -ﬂh‘
Inul'nrfm = (.0350) in the enrafioacin injection-treated growep 161.5%;
compared with the saline-treated group [4.7%)

The effectiveness of enoflaxacn mjection uhnmmdasaamh IM
dose of 75 BW for the treatmeant and cantrod of SAD or a5 & single
3C dose of 7 rnq,ﬂuBWlnrﬂucurImlnfmlhcllhstswascnnﬁmad
Iﬁdamnm comparable serum enrofloxacin cone

following IM o Gm}amnwmﬁsm:lm‘hea]ﬂmmals-mfemalam

TOXICOLOGY:
The oral LD50 for laboratory rets wes r than 5000 of body

wiight. Ninety-day feeding studies in dogs and rats i no o sanvable
attverse effects al treatmant rates of 3 and 40 mg'k . Chonie:
g gffiects at 5.3 and

studies in rats and mice revealed no obsenvable
] . Thera was o evidence of carcinogenic effectin

A twit-jenaration rat repeoduction study revealed
ireatments. Mo teratogenic effects were obsenved in
mag/leg o in rate at 5 mglkg.

fabo
maﬁwmmm
raltisatdusawf

Sa'vl&mdmmuwmwlnhedvrwhwwnumdm
af §, 15, and for 15 consacuthe days and

Emnsmmueth-.: o clinical si ufmnrl'merenhemldmenn
dose of S mg'ko was admiritstered for 15 days. Clinical signs of

de on, incoordinatian, and musclnhsulntﬁﬁnnura obsarved in

caives when doses of 15 ar 25 mg/kg were adminesbered for 10 to 16 days.
dlrl:alwwsufd:premn inappetance and incoordination wers

Na drug-related sbnormali u;a;nﬂ:ﬁmdlnram

o drug-relased sbnoermalities in clinic Y parameters were
wdentied, No sricular certla hsmnumahﬁm&daﬁsrmmlmm
nfaﬁﬂs]mrlshnm aremals administered 25 mo'kq for 15 days.

salety study was conducted in 23+ daﬁ-ﬂlﬂ cahves using doses of 5,15,
andﬁmu'tafwlicm:mdm o clinical sagns of toicity or
changes in cinical pathology parameters were observed. No emticular
cartilaga lesions were observed in e stifle joints at ary dose level at
2 ciays and 9 days following 15 days of dnug administration.

An injecticn site study cenductad in feedar cabves demonstrated that the
formul ation miy induce a fransient reaction in the subcutaneous Gssue and
undeﬂmmuscle N painfil responses o administration were observed.

Swime; Subcutaneous Safety. was conducted in 32 pi

vm;hnun |mmh5{knl1ﬁamamnwedwwul 515,06 P
n{«nt 15 consacusive days. bnc mallmanassnhﬁnn

du nmsnhsarvadmaiumps il

Muscyl Inehelmsﬁﬂnmmuhaawad@ﬂmlﬁelﬁarﬂﬁmﬁu

mmmdmldgsappeaﬂngm the secand waek
treatment. Clinical signs of lameness mpi after ireatment ceased
&nd most enimals were chrically normal at necropsy.

& second was conduwcted in two pigs weighing appraximately 23 k
{50 ], tre ﬁmmm;fﬂﬁumgmg HTEHEWEFEIEI !
chrcalsgnsnlmmnrpahﬁmmal:hngﬂa

An injection site study conducted in pigs demonstrated that the
formutation may induce a transiant reaction in the subcutanaous Sssua,
Mo painful responses to administration were observed.

Iml-m.&safa?mﬂpmmrdumdmﬂmnm o
2-d iistered enroficcacin injection 75,
?I.Sand:ﬂ wlq Iry IM injection into the neck once weekly for
3 canseculive Al pigs remained chnically normal throughoat the
shudy. Transicrtt decreases in fend and water consumgtion were
abserved efter each treatment. Mid, transient, post-trestment i
site swellings were abserved in pigs receiving the 375 makg
Injection site inflammation was ndnnpnﬂmmnsumnmmall
enrnioxacin-reated groups.

STORAGE CONDITIONS:

Protect from direct sunfight. Do not refrigerate or freeze. Stare below 7T°F
{25°C). Precipittion may accur dueto cold temperature, To redssole,
wiarm and then shake the vial.

WIIDFI

HOW SUPPLIED:

Enrofio )

100 myfmL 100 mL Bodtle
100 mgfml B ml Bottle
100 mgfmL 500 mL Beatle

REFERENCES: )
1. Hoager, ., Widlsee, . &, Ouinatane Antinicrolial Agares, Ind ed, 8- 75,1588,

Far customer sendce, to obtain 4 nfﬁoﬂafwmmShnt[SDSInr
mmmﬁnﬂamamms,cnllﬂu rook at 1-B65-591-5777.

Resiricted Druy - California. Use Only as Directed.

Made in the UK.

TheNu‘arnuk agus and mmﬁm’mrﬁmm tredemarks
Norbroak Laboratorias Limite

NnmmﬁLaburmmlJmned
Newry, BT35 62U, Co. Down,

Norbrook
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Approved by FDA under
AMNADA # 200-591

Norfenicol”

(florfenicol)

Injectable Solution
300 mg/mL

For intramuscular and subcutaneous use in beef
and non-lactating dairy cattle only.

Not for use infemale dairy cattle 20 months of age
or older or in calves to be processed for veal.

CAUTION: Federal law restriots this drug to use by
or on the order of a licensed veterinarian.

DESCRIPTION: Norfeniool® Injectable Solution
iz @ solution of the synthetic antibiotic florfenicol.
Each milliliter of stenle Norfenicol Injectable
Solution contains 300 myg of florfenicol, 250 mg
2-pyrrolidone, and glyoerol formal gs.

The chemical name for florfenical is

2 2-Dishloro-N-{1-{_voromethyi]-2-hydroxy-2-[4-
(methylsulfornyljphemydjethyllacetamide.

INDICATIONS: Norfenicol Injectable Solution is
indivated for treatment of bovine respiratory
dizease (BRD) azsoociated with Mannheimia
haemolytica, Pasteurella multoeida, and
Histophiius somni, and for the treatment of bovine
interdigital phlegmon (foot rot, acute interdigital
necrobacillosis, infectious pododermatitis)
associated with Fusobaoterium nearophorum and
Bacteroides melaninogemious. Also, it iz indicated
for the oontrol of respiratory disease in oattle at
high nzk of developing BRD assooiated waith
Mannheimia haemolytioa, Pasteurella multocids,
and Histophilus somni.

DOSAGE AND ADMINISTRATION: For treatment of
bovine respiratory disease (BRD) and bovine
interdigital phlegmon (foot rot): Norfenicol
Injectable Scolution should be administered by
intramusoular injection to vattle at a dose rate of
20 mg/kg body weight (3 mL/100 lbs). A zecond
dose should be administered 48 hours later.
Alternatively, Norfenicol Injectable Sclution can be
administered by a single suboutaneous {SC)
injection to oattie at a dose rate of 40 mg/kg body
weight (6 mL/100 lbs). Do not administer more than
10 mL at each site. The injection should be given
only in the neck.

MNOTE: Intramuscular imjection may resultin local
tissue reaction whioh persists beyond 28 days.
Thiz may result in trim loss of edible tissue at
slaughter. Tissue reaction at injection sites other
than the neck iz likely to be more severe.

For control of |ratnr\r disease in cattle at
high-risk of developing BRD: Norfenicol Injeotsble
Solution should be administered by a single
subouteneous injection to cattle at a dose rate of
40 mg'kg body weight (6 mL/100lbs). Do not
administer more than 10 mL at each site. The
injection should be given only in the neck

MORFENICOL INJECTABLE SOLUTION
DOSAGE GUIDE

ANIMAL M sSC
WEIGHT (lbs) DOSAGE DDSAGE
3.0mL/100 Ib 6.0 mL/100 Ib
Body Weight (mL) | Body Weight {mL)
100 30 6.0
200 6.0 120
300 9.0 180
400 120 240
500 15.0 300
60O 180 360
J00 no 420
800 240 48.0
900 270 540
1000 300 600

Recommended Injection Location

Do not inject more than
10 mL per injection site.

¢

PRODUCT Clinioal improvement should be evident in most
INFORMATION trested subjects within 24 hours of iniiation of

treatment. If a positive response is not noted
within 72 hours of initiation of treatment, the
diagnosis should be re-evaluated.

CONTRAINDICATIONS: Do not use in animals that
have shown hypersensibvity to florfenicol.

WARNINGS: NOT FOR HUMAN USE. KEEP OUT OF
REACH OF CHILDREN. This product contains
materials that can be irritating to skin and eyes.
Avoid direot contact with skin, eyes, and clothing.
In oase of accidental eye exposure, flush with
water for 15 minutes. In case of accidental skin
exposure, wash with soap and water. Remove
contaminated clothing. Consult a physician if
irntation persists. Accidental injection of this
product may cause looal irmtation. Consult a
physician immediately. The Safety Data Sheet
{5035} contains more detailed oooupational
safety information.

To report suspected adverse drug events, for
technical azsistance or to obtain a copy of the
Safety Data Sheet (SDS), contaot Norbrook at
1-866-591-5777.

PRECAUTIONS: Not for use in animals intended for
breeding purposes. The effects of florfenicol on
bovine reproductive performance, pregnanaoy, and
lactation have not been determined. Toxioity
studies in dogs, rats, and mice have associated the
use of flarfeniool with testicular degeneration and
atrophy. Intramusouler injection may result in

looal tissue reaction which persists beyond 28
days. This may result in tnm loss of edible tissue at
slaughter. Tissue reaction at injection sites other
than the neck iz likely to be more severe.

RESIDUE WARNINGS: Animals intended for
human consumption must not be slaughtered
within 28 days of the last inframuscular
treatment. Animals intended for human
consumption must not be slaughtered within 33
days of subeutaneous treatment. This product
iz not approved for use in female dairy cattle 20
months of age or older, including dry dairy
cows. Use in these cattle may cause drug
residues in milk and/or in calves bom to these
cows. Awithdrawal period has not been
established in pre-ruminating calves. Do not
use in calves to be processed for veal.

ADVERSE REACTIONS: Inappetence, decreased
water consumption, or diarthea may ooour
transiently following treatment.

CLINICAL PHARMACGOLOGY: The pharmacokinetio
disposition of florfenicol injectable solution was
evaluated in feeder calves following single
intramuseoular {IM) administration at the
resommended dose of 20 mp/kg body weight.
Horfeniool injectable solution was also
administered intravenously (V) to the same oattle
in order to caloulate the volume of distnbubion,
olearance, and peroent bioavailability' (Table 1).

TABLE 1. Pharmacokinetic Parameter Values for
Flarfeniool Following IM Administration of 20
mg'kg Body Weight to Feeder Calves (n=10).

Parameter Median Range
Cmax {pg/mL) 3.07* 143 - 560
Tmax (hr) 3.33 0.75-8.00
T¥(hr) 18.3** B.30-440
AUC {pg-min/mL) 4242 3200 - 6250
Bioavailability (%) 785 58.3 - 106
Vdss (Lkg)*** 077 D68 - 0.85
Cht (mL/min/kg)*** 375 3.17-431
* harmonic mean Cpage Maximum sanem concentration
= maan valua T Time atwihich Gy it obzerved
=& fiflowwing IV admiristretion T2 Biological haff-de
AUC Area under the cunm
Vidgs Volume of distribution at staady stats
1, Tots! bady clearance

Horfenicol was deteotible in the serum of most
animals through 60 hours after intramuscular
administration with a mean conoentration of 0.19
pg/mL. The protein binding of florfeniool was
12.7%, 13.2%, and 18.3% at serum concentrations
of 0.5, 30, and 16.0 pg/ml, respectively.

MICROBIOLOGY: Horfenicol is a synthetio,
broad-spectrum antibiotic active against many
Gram-negative and Gram-positive baoteria
isolated from domestio ammals. It acts by binding
to the 505 nbosomal subunit and inhibiting
baotenal protein synthesis. Horfeniool iz generally
oonsidered a haoteriostatio drug, but exhibits

haotericidal activity against certain bacterial
species. In vitro studies demonstrate that florfenicol
is active against the bovine respiratory dizease
(BRD) pathogens Mannheimia haemolytics,
Pasteurella multogida, and Histophilus somni, and
that florfenicol exhibits bacterividal aotivity against
etrains of M. heemalytica and H. somni Clinical
studies confirm the efficacy of florfenicol against
BRD as well as against commonly isolated bacterial
pathogens in bovine interdigital phlegmon including
Fusobacterium necrophorum and Bacteroides
melsninogenicus.

The minimum inhibitory concentrations (MICz) of
florfeniool for BRD organizsms were determined
using izolates obtained from natural infections from
1990 to 1993. The MICs for interdigital phlegmon
organisms were determined using isolates obtained
from natural infeotions from 1973 to 1997 (Table 2).

TABLE 2. Florfenicol Minimum Inhibitory
Concentration {MIC) Values*of Indicated
ngem Isolated from Matural Infections of

Indicated Yearof | Number |MIC_** | MIC *
Pathogens Isolation | of isolates | (pg/ml) | (pgymLi
Ve
haemalytica 1901993 | 398 il] 1
Pesteurells mufooida | 1990 1998 | 350 (i 05
Histophilus somni | 199010 1993 | 66 0% 05
Fusabactenum
necrmphorum 19731997 | 38 0% | 0%
Baoterowdes
melemnogenicus | 1973 1957 | 20 s | 05

i et

* The
Thuwmmmm unﬂn[hmmumw

ANIMAL SAFETY: A 10X safety study was
conducted in feeder cahves. Two intramuscular
injections of 200 mg/kg were administered at a
48-hour interval. The calves were monitored for
14 days after the second dose. Marked anorexia,
decreased water consumption, decreased body
weight, and increased serum enzymes were
obzerved following dose administration. These
effeots resolved by the end of the study.

AX, 3¥, and 5¥ (20, 60, and 100 mg/kg) safety
study was conducted in feeder calves for 3X the
duration of treatment (6 injections at 48-hour
intervals). Slight decrease in feed and water
vonsumption was observed in the 1X dose group.
Decreased feed and water consumption, body
weight, urine pH, and increased serum enzymes,
were observed in the 3X and 5X dose groups.
Depression, soft stool consistency, and
dehydration were alzso observed in some animals
{most frequently at the 3X and 5X dose levels),
primarily near the end of dosing.

A 43-day controlled study was conducted in
healthy cattle to evaluate effeots of florfenicol
injectable solution administered at the
recommended dose on feed consumption.
Although a transient deorease in feed
oonsumption was observed, florfenicol injectable
solution administration had no long-term effect on
body weight, rate of gain, or feed consumption.

STORAGE INFORMATION: Store at or below 77°F
{25°C). Refrigeration iz not required. Exoursions
permitted up to 86°F {30°C). Brief exposure to
temperature up to 104°F (240°C) may be tolerated
provided the mean kinetic temperature does not
exceed 77°F (25°C); however, such exposure
should be minimized. The solution is light yellow to
straw oolored. Color does not affest potenoy.

Use within 28 days of first vial punoture.

HOW SUPPLIED: Norfenicol Injectable Solution iz
packaged in 100 mL, 250 mL, and 500 mL stenle
multiple-doze vials.

REFERENCE: ' Lobell RD, Viarma KJ, et al.
Pharmacokinetios of florfenicol following
intravenous and intramuscular doses to cattle.
J Vet Pharmacol Therap. 1994; 17: 253-258.

Restricted Drug — California. Use Only as
Directed.

Made in the UK.

Manufactured by: Norbrook Leboratories Limited,
MNewry, BT35 6PU, Co. Down,

Northern Ireland.

The Morbrook logos

and Morfenical &

are regizterad trademarks of e
Morbrook Leborstorias Limited.
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Approved by FDA under NADA # 065-010

NOROGILLIN

{penicillin G procaine injectable suspension)

For use in Cattle, Sheep, Swine and Horses.

ANTIBIOTIC

READ ENTIRE BROCHURE CAREFULLY BEFORE USING
THIS PRODUCT

Description:

Morocillin is a suspension of penicillin G procaine in 100,
250, and 500 mL multiple dose vials. Each mL is designed
to provide 300,000 units of penicillin G as procaine in a
stable suspension. Penicillin G procaine is an antibacterial
agent which has activity against a variety of pathogenic
organisms, mainly in the Gram-positive category.

Indications:

Norocillin is indicated for treatment of bacterial
pneumonia (shipping fever) caused by Pasteurella
multocida in cattle and sheep, erysipelas caused by
Erysipelothrix rhusiopathiae in swine, and strangles
caused by Streptococeus equiin horses.

Directions for Use:

A thoroughly cleaned, sterile needle and syringe should be
used for each injection (needles and syringes may be
sterilized in boiling water for 15 minutes).Before withdrawing
the solution from the bottle, disinfect the rubber cap top with
70% alcohol, The injection site should be similarly disinfected
with alcohol. Needles of 16 to 18 gauge and 1 to 1.5 inches
long are adequate for intramuscular injections.

In livestock intramuscular injections should be made by
directing the needle of suitable gauge and length into the
fleshy part of a thick muscle, such as rump, hip, or thigh
region; avoid blood vessels and major nerves. Before
injecting the solution, pull back gently on the plunger.

f blood appears in the syringe, a blood vessel has been
entered; withdraw the needle and select a different site,

Dosage:

Norocillin is administered by the intramuscular route. The
product is ready for injection after warming the vial to room
temperature and shaking to ensure a uniform suspension.

The daily dose of penicillin is 3,000 units per pound of body
weight (1 mL per 100 |bs body weight). Continue daily
treatment until recovery is apparent and for at least one
day after symptoms disappear, usually in two to three days.

Treatment should not exceed four consecutive days.

No more than 10 mL should be injected at any one site.
Rotate injection sites for each succeeding treatment.

Care of Sick Animals:

The use of antibiotics in the management of diseases is
based on an accurate diagnosis and an adequate course
of treatment. When properly used in the treatment of
diseases caused by penicillin-susceptible organisms,
most animals treated with Norocillin show a noticeable
improvement within 24 to 48 hours. If improvement does
not occur within this period of time, the diagnosis and
course of treatment should be re-evaluated. Itis
recommended that the diagnosis and treatment of animal

diseases be carried out by a veterinarian.

Since many diseases look alike but require different types
of treatment, the use of professional veterinary and
laboratory services can reduce treatment time, costs and
needless losses. Good housing, sanitation and nutrition
are important in the maintenance of healthy animals and
are essential in the treatment of disease.

Residue Warnings:

Exceeding the daily dosage of 3,000 units per
pound of body weight, administering for more
than four consecutive days, or exceeding the
maximum injection site volume per injection site
maK result in antibiotic residues beyond the
withdrawal time. Milk taken from treated dairy
animals within 48 hours after the last treatment
must not be used for food. Discontinue use of
this drug for the following time period before
treated animals are slaughtered for food:

Cattle — 14 days, Sheep — 9 days,
Swine — 7 days.

A withdrawal period has not been established
for this product in pre-ruminating calves. Do not
use in calves to be processed for veal.

Warning:

Do not use in horses intended for human
consumption. Not far use in humans.
Keep out of reach of children.

Precautions:

Intramuscular injection in cattle, sheep, and swine may
result in a local tissue reaction which persists beyond the
withdrawal period of 14 days (cattle), 9 days (sheep), or

7 days (swine). This may result in trim loss of edible tissue
at slaughter.

Allergic or anaphylactic reactions, sometimes fatal, have
heen known to occur in animals hypersensitive to penicillin
and procaine. Such reactions can occur unpredictably with
varying intensity. Animals administered penicillin G
procaine should be kept under close ohservation for at
least one half hour. Should allergic or anaphylactic
reactions oceur, discontinue use of the product and call a
veterinarian. If respiratory distress is severe, immediate
injection of epinephrine or antihistamine following
manufacturer's recommendations may be necessary.

As with all antibiotic preparations, use of this drug may
result in overgrowth of nonsusceptible organisms,
including fungi. A lack of response by the treated animal,
or the development of new signs or symptoms suggest
that an overgrowth of nonsusceptible organisms has
occurred. Insuch instances, consult your veterinarian.

Itis advisable to avoid giving penicillin in conjunction with
bacteriostatic drugs such as tetracyclines.

To report a suspected adverse reaction call
1-866-591-5777.

Storage Conditions:
Norocillin should be stored between 2 to 8°C (36 to 46°F).

Restricted Drug - California. Use Only as Directed.
Made in the UK.

Morbrook Laboratories Limited
Newry, BT356PU,
Co. Down, Morthern Ireland

Norbrook

September 2019
011670103



Approved by FDA under NADA # 141-143

Noromycin®

300 |-/

[oxytetracycline injection)
ANTIBIOTIC

Each ml contains 300 mg of oxyietracycline base (equivalent to
3235 myg of oxytetracychne dihydrate].

For Use in Beef Caitle, Non-lactating Dairy Cattle, Calves,
Including Pre-ruminating (Veal) Calves and Swine.

READ ENTIRE BROCHURE CAREFULLY BEFORE USING THIS
PRODUCT.

INTRODUCTION:

MNOROMYCIN® 300 LA is o sterile, ready to use solution of the
broad-spectrem antibiotic axytetracycling diydrate.
Owytetrecycline is an antimicrebial agent that is sffective in
treatmant of a wide range of diseases causad by susceptible
gram-positive and gram-nugative bacteria.The antiblotic activity
of oxytetracycline is not appreciably diminished in the presence
of bady fluids, serum or exudstes.

INDICATIONS:

NOROMYCIN 300 LA is intended for use in treatment far the
foflowing diseases when due to oxyetracyeline-suscepiible
organisms:

Buaf cattle, non-lactal dairy cattie, calves, including
pra-ruminating fveail ca

NORDMYCIM 200 LA is |n:ir:a‘md iin the treatment of pnaumonia
and shipping fevar complex associatad with Pasieorels spp., and
Histophiius spp. NOROMYCIN 300 LA is indicated for the
treatment of infectious bavine keratocanjunctivitis {pink eye)
causad by Movaxelle bowis, foot-rot and diphtherie caused by
Fusobactarium necroghorum; bactanal enteritis (scours] caused
by Escﬂsnchuco{t wooden tnniuo caused by Actinpbacifius
Nignierasi; | osis caused ; and waund
infactions and acute metritis caused h\fll.l‘ﬂll'lﬂ of staphylococeal
and straptococcal organisms sensitive to oxyletracycline.

Swing:
NORDMYCIN 300 LA is indicatad in the treatment of bacterial
entaritis [scours, colibacilosis) caused tn,- Escherichia coli;

DIRECTIONS FOR USE:

NOROMYCIN 300 LA is intended for use in the treatment of disezse
due to oxyteiracychine- susclﬂpﬂhll organisms in beef catils,
non-iactating dairy catthe and swine. A thoroughly cleaned, ‘starila
neadle and syringa should be used for each in) unuun [newdias and
syringes mey be sterifised h:‘hoilinn in weater for 15 minutes).

In cold weather NOROMYCIN 300 LA should ba warmed to room
temperature before administration to animals, Before withdrawing
the salution from the bottle, disinfect the rubber cap on the bottle
with suitable disinfectant, such as 70 percent alcohol, Tha
injection site should be similarly cleaned with the disinfectant,
MNesdles of 16 ta 18 gauge and 1 to 'th“:h“ long are adeguate
fos i lar ar subi Injections, Needies of 210
Smnhu in length are recommended for infravenaus use.

INTRAMUSCULAR ADMINISTRATION:

Intramuzcular injactians should be made by diracting the needia of
sultable gauge and length into the flashy part of a thick muscle
such snlntha neck, rump, Ilp,nrlhl h regions; avoid blood vessels
and major nervas. Befare mﬁcﬁngt @ salution, pull back ?enﬂr on
the plunger. If blood appears in the syringe, 8 blood vessel b

bean enterad; withdraw the naedia and salect a different site.

Mo more than 10 mL should be injected mtramusculary at any
ane site in adult beef caitle and non-lactating dairy caitle, and
not more than 5 mL per site in adult swine; rotate injection sites
for each succeeding treatment. The volume administered per
injection site should be reduced according to age and body size
%0 that 110 2 mL per ite is injected in small calves,

SUBCUTANEDUS ADMINISTRATION:

Subcutanedus injections should ba mads by directing the needls of
suitable gauge and length throwgh the loese folds of the neck skin
in fromt of the shoulder. Care should be taken to ensure that the tip
af the needla has panatrated the skin but is not ladged in the
muscle. Before injecting the solution, pull back gently on the
plunger. If blond appearsin the , 8 bload vessel has been
enterod: withdraw the needin and select a different site. The
salutian should be injected slowdy into the erea between the skin
and muscles. Mo mora than 10 mL should be injected subcutansously
at amy one site in adult beef cattle and non-lactating dairy catile;
rotate injaction sites for each succeeding trastment. The valuma
administered por infection site should be reduced according to age
and body size so that 1 to 2 mL per site is injected in small calves.

NTRAVENOUS ADMINISTRATION
NDHOM'I'CIN 300 LA may be adménistered intravenously to beef
catthe and non-lactating dairy cattle. As with all highly
concentrated matesals, NOROMYCIN 300 LA should be
administared sowdy by tha intravanous reuts.
of the Animal for Injection;

pneumania causad by Pastaureils and leptaspirosis

causid by Leptospina pomaond.

In sows MOROMYCIN 300 LA is indicated as an aid in control of

Infectious enteritls {baby pig scours, colibacilbosis) in suckling

pigs caused by Eschanichia caf,

DOSAGE AND ADMINISTRATION:

Beef catife, non-lactali ﬂ'lh"ﬂ!lﬂ!. calves, including

pra-ruminating fveai] ¢

A single dosage of § mg of oxytetracyclne per pound of

bodyweight administered intramuscularly or subcutaneously is

recommended in the treatmant of the following conditions:

(1} Bacterial pneumonia caused by Pasteuratis spp (shipping
fever)in cahves and yearlings whare retreatment is
impractical dee to hushandry conditions, such es cattle on
range, or whera their repeated restraint is inadvisable.

(2} Infectious bovine kertaconjunclivitis (pink eye) caused by

welia bovis,

For ather indications MORDMYCIM 300 LA is to be administered

antmmuslzﬂl}lnrlr subcutaneously or |r|dLqu'E|nuu5Irlaha tevel of |

wh oxytetracychine per pound of bodywelght per day. In
trea'rmn:ﬂm uffz'att rat :rfu awan:?d cases ufo‘hlrimdmleu
disaasas, 8 dosege level of & mg per pound of bodyweight per
day is recommended. Treatmant should be continued 24 to

46 hours following remission of disease signs, however, nat to

exceed a total of four [4) consecutive days, If improvement is not

noted within 24 to 48 hours of the baginning of treatment,
diagnaosis and therapy should be re-avaluated by a vetannarian.

Do net administer intramuscularly in the neck of small calves due

to lack of sufficient muscle mass,

Use extreme care when administering this product by intrevenous:

injection. Parwvascular injaction or leakage from an intravendus

injection may couse severe sweling at the injection site,

Swine:
A single dosage of S myg ofnmahacw.:im per pound af
bodyweight admini: ly k= raco d in tha

yweig
treatmant of bacterial preumonia coused by Pasteuraila
muttocida in swine, whare retroatment is impractical due to

husbandry conditions or where repested restraint is inadvisable.

NOROMYCIN 300 LA can also be administared by intramuscular
Injecticn at a bevel of 3t 5 myg of axytetracyeling per pound of
bodyweight par day. Treatment should be continued 24 to 48
hours following remission of diseasa signs; however, not to
exceed a total of four (4) consecutive days. If improvement is not
noted within 24 to 48 hours of the beginning of treatment,
diagnasis and therapy should be re-evaluated by a veterinarian,

For sows, administer once intremuscularly 3 mg of oxytstracycline
r paund of bodyweight apgraximately sight {B) hours before
arrowing of immediately after completon of farrowing as an aid
in the contral of infectious enteritis in baby pigs.

For swine weighing 25 |bs of bedyweight and under,
NOROMYCIN 300 LA should be administared undiluted for
treatment ot 3 mg/lb but showld be administered diluted for
reatment &t 3 or § mafik,

9 myg desage of
"mif":ﬁ‘:mu 1i|3|:5'; ud\";l' :&' LA
Budywaight 9 mg/ih Imgh | Dilstion® | &mgib
5lb 015 mL Daml | FTEmgiml| 0.7ml
101k 130 mL. 0ml | Sdmgiml 1.0mlL
2l .76 mL 10ml | TEmgiml 1.7 mk
*Te prepare dilutions, add one part of NOROMYCIN 300 LA 1o
B{Hnislnnml (7) parts ol the storile water, or 5%

dmmul.limu mﬂuId:ﬂ-dllmd product should be
used immediataly.

ﬁpprnnmm loeation uf\'eln The jugular vein runs in the

jugular groove on each side of the neck from the angle of the

awu ust abave the brisket and slightly above and to the
the windpipe. (Saa Fig 1).

L  HRestraint A stanchion or chuta is ideal for restraining the
animal. With a halter, rope, or cattle leader (nose tongsl,
pull the animal's heed around the side of the stanchion,
cattla chute, or past in such a mannar ta form a baw in the
neck (See Fll , then !nuhthe head securely to prevent
movamant. L rming the bow in the neck, the outside
curvaiure 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 bloed flow. Animals that sre down
prezant no problem sa far as restraint is concamead.

3 Clip hair in area where injection is to be made {over the vein
in thie upper third of tha nack], Clean and disinfect the skin
with alcohel or other suitable antiseptic.

Figura 2

Emtering the Vein and Making the Tﬂlﬂl
1. Rakse the vein. This is accomplished by tying the choke rope
tightly around the neck close to the shoulder, The ropa
should be tied in such a wa 'Ihul: itwill not come kosa and
50 that it can be unfied quic b\'ﬁ lling the lnose end [See
. 21, In thick-necked animals, a block of wood placed in the
jugular grocve between the repe and the hide will help
considerably in applying the desired pressure at the right
ﬁninLThe wain is a soft fexible tuba through which blood
ows back to the heart. Under ordinary cenditions it cannat
be szen or feft with the fingers. Whan the flow of blood is
blocked atthe base of the neck by the choke rope, the vein
becomes entargad and rigid because of the back pressure.
If the choke rope is sufficiently tight, the vein stands out and
can be easily seen and feltin thin-necked animals. As &
further check in idantifying the wvein, tap it with the fingers in
frant of the choke rope. Pulsabions that can be seen of falt
with the fingers in frant of the I:nlrrrllnmgta ppad will confirm
the fact that tha vein is properly distended. It is impossibla to
ut thee needie inta the vein unless itis distended,
erienced operators are able to raise the vein simply by
hand pressure, but the use aof a choke repe s more certain.

2 [Inserting the nasdla. This involves thres distinct steps. Frst,
insert the needle threugh the hide, Second, insert the needle
into the vein. This may reguire two or three attempts before
the vein is entered. The vein has a tendency to roll sway
from the point of the needia, especially if the needle is not

Tha vein can b&itmdlad wiith the thumb and finger of
onerﬁand With the other hand the needle point is placed
diracthy over the vein, slanting it so that its direction is along
the length af the vein, either toward the head or toward the
hesrt. Proparly positionad this way, & quick thrust of tha
needle will ba followad by a spurt of blood thraugh the
needle, which indicates that the vein has been entered.

ird, once in the vain, the needle should be insantad along
the length of the vein all the way ta the hub, exercising
caution to sea that the naedla does not nanwnlnﬂw
opposite sida af the vein, Continuous steady flow of blood
through the needle indicates that the neede is stillin the
wein. [f blood does not flow continuously, the needle is out of
the veln lor clogged] and another attempt must be made.
If difficulty is encountered, it may be advisable to use the
wain on the other side of the nack.

3, While the needie is being placed in proper pasition in the
wvein, 8n gssistant should get the medication ready so that
the injection can be started without delay aftar the vein has
ben ertered.

4, Making the infection, With the reedle in position as
indicated by continuous flow of blood, release the choke
rope by e guick pull an the free end. This is essentil - the
madication cannot flow into the vein whila itis blocked.
Immediately connect the syringe containin
OXYTETRACYCLINE to the nead|e and slowly depress the
plunger. If there is resistance to depression of the phunger,
this indicates that the needla has slipped out of the vein
{or s clogged] and the procedure wll have to be repeated.
Watch for any swelling under the skin near the needle,
which would indicate thet the medication is not going into
the wain. Should this accur, it is best to try the vein an the
opposite side of the neck.

5. Removing the needie. When injection |s complete, remave
needle with straight pull. Then apply pressure over aree of
injection momantarily ta control any bleeding through neadle
puncture, using cotton soaked in alcohol or other suitable
antiseptic.

PRECAUTIONS:

Exceading the highest recommended lavel of drug par pound of
bodyweight per day, administering more than the recommended
number of treatments, andfor exceeding 10 mL intramuscularhy
ar subcutaneously per injection site in edult beef catthe and
nan-factating dairy cattle and 5 mL intramuscularly per injection
sit in aduft swine, may result in antibiotic residues beyond the
withdrawal time.

Consult with your veterinarian prior to administering this product
in order to determing the proper treatment required i the event
of an adverse reaction, At the first sign of any adverse reaction,
discontinue usa of the product and s=ak the advice of your
vetarinarian. Same of the reactions may be atirbutable sither to
anaphylaxs (an allergic reaction or to cardicvascular collapse
af unknawn cause,

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

Az with gl antibictic preparetions, use of this drug may result in
avergrowth of non-susceptible organisms, including fungi. The
absonce of a favourable response following treatment, of the
development of new signs o symptoms may suggest an
overgrowth of non-susceptible organisms, If superinfections
oceur, the usa of this product should be discontinued and
apprapriate specific :Hernw should be instinted.

Since bacteriostatic drugs may imterfere with the bactericidal
action u[&mmilin, it s advizable 1o avoid givin
NOROMYCIN 300 LA in conjunction with penicillin.

STORAGE CONDITIONS:

Store at controlled room temperature 20-25°C (88-T7°FI;
excursions permitied 15 [58-86°F). Protect from freezing.
For 100 mL size: Use within 60 days of first puncture and
puncture 8 maximum of 24 times. For 250 mL and 500 mL sizes:
Use within 60 days of first puncture and puncture a maximum
of 36 times. If using a needle or draw-off spike larger than

16 gauge, discard any remaining product immediately sfier use,

WARNINGS:

Warnings: Discontinue treatment at least 28 days
prior to slaughter of cetde and swine. Not for use
in lactating dairy animals. Rapid intravenous
adménistration may result in nnml mlspﬂ

Dytetracycime should be ad
imtravenausky shewly over a period nfatlasu.‘t
5 minutes.

CAUTION:

Intramuscular or subcutaneous injection mey result in local
tissue reachions which persists beyond the slawghter withdrawal
period. This may result in trim loss of edible tissue at slaughter.

Intremuscular injection in the rump area may cause mild
temporary lameness associated with swelling at the injection
site. Subcutaneous injection in the neck area may cause
swelling at the injection site,

ADVERSE REACTIONS:

Reports of adverse reactions assoclated with axytetracycling
administration include injection site swelling, restiessness,
atexia, rembling, swelling of eyelids, ears, muzze, anus and
wishia {Dr scrotum and shaath in males], msplruhql abnormalities
{labored breathing], frothing at the mauth, collapse and possibly
death, Some of these reactions may be attributed either o
anaphylaxis (en sllergic reaction) or to cardiovescular collapse
of unknawn cause. To report a suspacted adverse reaction call
1-B66-581-5777.

PRESENTATION:
MOROMYCIN 300 LA is aveilable in 100 mL, 250 mL and 500 mL vials.

Livestock Drag - Not for Human Use.
Restricted Drug(s) California. Use Only as Directed.

Distributed by:
Nerbrook, Inc,
Lenexg, K5 66213

MADE IN THE UK.

U.5, Patent No. 6,110,305
U5, Patent Nao. 6,310,053

Rev. August 2021

185670104
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Oxytet 100
(oxytetracycline injection)

ANTIBIOTIC
Each mL contains 100 mg
Oxytetracycline HCL

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

Each mL Contains: 100 mg owytetracychne HCl 5.75% wiv
magnesivm chloride » B H20, 17% whv water for injection, 1.3% wiv
sadum farmaldebyde Sulfoxylsts s & prossrustive snd o 8, with
progylene glycol pH adjusted with monoethanalaming.

Oxytet 10 fakytstracyci )in a starda rend

ytat oxytetracycline injaction) is a starilla ready-to-uze

preparation containing 100 mg/ml crptetracycline 'ECI.. for

g'dmlru‘rmlnn of the broad spectrum antibiotic, noytetracyeling,
injection

ANTIBIOTIC ACTION OF OXYTETRACYCLINE
cycling is effective lgllnst l -mdB range of rurum-m

&nd gram-positive praanis igmg that r unlo. The
antibiotic is primarily bactarinatatic in nﬁim,a = helaved to
its unnmu:rublal action by tha inhibition of microbial prmm

e, The antibiotss sch ulwauaawlmsnmawmhhhf
diminished inthe presence of body fluids, senem or podates. Since
the drugs in the tetracycline class have similar antimicrobial spectra,
organisms can d cross nesstance amang them. 0
ia concerrated tmhlrunr inthe bie and excretad in the uring and
facas at high cancentrations and in a biologically active farm,

WARNING
Discontinue traatmant with Dwytet 100 ot lenst 22 doys:
prior to slaughter of the animal, Not for wse nkectating

I‘.I-Blr'ﬁhlnl'l'l )

A withdrawal periad has not been established for this
product in pre-fuminsting cafves. Do nat uge in calvaz
to be processed far veal.

CAUTION

Aapid infravenous administration may result in animal collapse.
Oxrmtac line should be administered inravencushy siowly over
& peried of &t least § minutes.

i o irnprovesent oeeurs withdn 2410 48 hours, cengulta vetennafian,
Do not use the dmﬁehrrnura than 4 consecutws days. Use beyond
& days or doses highar than maximum recommended dese may rosuk
im &ntibiatie ﬂulm residues beyond the withdrawal period,

PRECAUTIONS

The improper ar eccidental ingeetion of the drueg outside of the vein
will cawsa local tissue irritstion manifested by temporary swelling
and discobaration at the injection sae.

Shortly after injection, treated animals may have a transient
hmnn binurla [darkenad urine).

Consult with your veterinarian prior to sdministering this product
imardar to determing the proper reatment required in the event of
an adverse reaction, At the first sign of any adverse reacton,
discortinue wso of product &nd seek the advice of your veterinarian.
Soma of the reactions may ba attributad aither to anaphylaxs (an
allargic reaction) or tn cardiovascular collapss of unknown causa,

Bacauss bacteriostatic drugs imtarfere with the bactericidal action
mplahmieil-}"gnwmmmnmha ydrae hiorde in comjunction
it peneCifhi,

Ag with ather antibiotics, wee of this drag may result in overgrowth
of non-susceptible nrﬂamum If &ny unusual symptoms oceur ar
in the absence of o favorable response following treatment,
discontinue use immediately and call & veterinarian,

ADVERSE REACTIONS
Raports of adverse reactions sssociated with axytetracyeline
sdministration include injection sits restlessness, ataxa,
trembling, mllmi of uwlld:. wars, muzse, anus and vulva (or
seroium and shesth in males ms?lralor.' abrarmalities {lsbarad
braathingl, frothing atthe and possibly death. Soma
of thase reagtions may be atl bmu wither 1o anaphylaxis (an
allergic rnﬂlminrm:ardmu:nulat collapae of wnknawn cause,
To report suspected adverse drug events, for technical assistance
whuﬂamlcu of the Safety Data Shel (SDS), cortact Norbrook
-ﬁ'ﬂ. For additonal infermation about sdverse drsg
enunna raporting for animal drugs, contaet FDA at
1-B88-FNA-VETS or anbine ot www. fda.gow/reportanimalas.

GEMERAL INDICATIONS FOR USE
Arnmwurmopﬂmn-nsmhwm:mdrﬂm w00 knowe
e susceptible © ooyteracyeling hydrochlonde therapy, Many
strains of organisms, however, hava shown resistance to
oxytetracycline. in the cose of certain wlll‘orms,;‘lr-mn-cu-cu and
staphylocoeci, it may be advisabba to conduct culture and
testing to detarming suacnuhhllﬂl of the mfm:uwmum 1o
mmmllnnln this manner, the likelihood of succ treatment
with Oxytet 100 solution can be determined In advanca.

DNSEASES FOR WHICH OXYTET 100 IS INDICATED
The use of ﬂ::r et 100 13 indiceted in beef cattle, beef calves,
nod-lactating dairy cattle and dairy cabves for treatment of the

DIRECTIONS FOR MAKING AN INTRAVENOUS INJECTION IN CATTLE
Equipment Recommended

1. Choke rope - a rape or cond about 5 feet long, with a leop in one
end, 1o be used as @ tourmiquet.

1. Syringe and neadies; gravity flow intravenous set. [See Fg. 1)

sharp hypodermic needlas, 16-gauge, 134 to
2 inches long, Dull needies will nat work, Exira needles should be
available in case the one being used becomes clogged,

4. Scissors o chppers.
5. 70% rubbing alcohol compaund or ather equally eflective

3. Use new, ve

antisaptic far diginfacting tha skin,

B, The medication to bn given,

PREPARATION OF EQUIPMENT

Thoroughly clean the needies, syrings and infravenous set and
disinfuct tham by boiling inwater for fwenty minutas or by immarsin
in & suitable chamical disinfactant swch &= 0% alcohol for a pario

of not lass than 30 minutes. Warm the bottle of medication to
approximately hody temparsture and keep warm until used.

It is recommanded that the correct dosa be dilsted in water for
injection, spdium chloride injection or other suitable vehicle
|nrmed|.51ez;1pnnr to administration. Doses wp to 50 mL may be

dilutad in 250 mL. Larger doses may be diluted in 500 ml of one of
thi dilsents. Adverse resctions may be minimized and the drug doss
can be betier reguiated by this method of sdminigtraton

Auwoid touching the needle with the hands st all tmes,

Incase of the syul%mnamd of administration, disnfect the vial cap
by wiping with Ieahal ar ether sutable anmiseptic. Toushing &
staribe needha only by the hub, attach i ta the syringe and push the
plunger down the barrel to emply it of ai, Puncture the rebber cap
of tha vial end withdraw tha plungar upward in the syringe to draw
up & volume of Cuytat 100, 100 ma/mL of about § mL mare than is
neaded foringaction. Withdraw from the vial and, painting the neadls

ward, remave all sir bubbles from the syrings by pushing the
pr.lnusrmvardmﬂle wolume required.

If the injection cannot be made mmediately, the Sp of the needle may
ke eovered with cotion zoaked in 70% aleohaol to prevent
cantammation.

PREPARATION OF THE ANIMAL FOR INJECTION

1. Approxmate location of viein, The [uguber viin runs in the jugulsr
grocva on each sde of the neck from the sngle of the jaw to just
abaye e brisket and slightly abave and to the side of the windpipe,
[See Figure 2 and 3.)

Eso
{Gullat)

2. Method of restraint - A stanchion or chute i3 ideal for restraining the
arimal With 8 hater, rope or catfe laades {nose tongs], pull the animel's
head around the side of the stanchion, catle chute or pastin such &
manner a2 o form a bosw in the neck (ses Fgura 4), than snub the kead
securely 1o prevent movement. By forming the bow in the neck, the
outside curvatare of e bow fends to expese the [ugular vein and
make ¥ ansily sccessbla, Caution: Avaid g tight rape or kaler arcund
the throat or upper neckwhich might impede blood flow. Animals that
are down preseet no protblam a3 far as rastroint is concarned,

3. Clip hair in area where injection is to be mada lover the vein in
the upper third of the neck). Clean and disinfact the skin with alcahol
er suitahle antise plic.

DOSAGE FOR INJECTION

ENTERING THE VEIN AND MAKING THE INJECTION
1. Raise the vein: this = accomplished by tying the chake rope tight
arner the neck, clods ta the ehoulder, The rope should batied In guch
wy that @ will not come looss and 5o that it can ba untied quml%g
pulllnn the loags end. {See Figure 4] In thick-necked animals,
:fﬂmndplrdﬂlﬂlmwrnm et mamﬂnmwuam
P Confidaral | ng l:n'lliﬂ.-ﬂ af thir nght pol
The vein is & feaible tuba throu bivod flows ba Iha
har, Uadr ordinary o mlmnnt mﬂnwlsn WNH
\'Ihanﬂulnwufhlmdlu hlocked at the bass of the neck by the
wmmsm and rigid bacause of the back pnﬁsurn.
If1hn|:huham g it suffiziently tght, the vein stands aut ard can be
ni suan ard Tt in the thick-necked animals, As a furthes chack in
the wain, tap £ with the fin la.mlmntnfiha choke rope.
Pulsi.mnsﬂ\lt:mhasacnﬂrfat tha fingers in front of tha
Deing tapped will conlirm the Fact thet the vemn s properly distended. It
s impossible to pit the nesdls info tha vein untass it is distended.
riericed oparators are ablo o raise the vein simply by hand presaurs,
bt the use of a choke rope is mang certain

L Inserting the n-adla I'lumklsmratdmnulmps.ﬁ'st.msarms
needlo through the hide. Secand, insert the neadle into the vein, Ths
may raquire twa or three attempts before the vain is entersd. The vein
has & tendancy to rnll aw.wfrnmml- gﬂlntn‘f memeﬂ. npﬁ:ﬂf II

the neadla is not 'Ehh
finger of ane hand, the omar hand, the muﬂ ulnt is Hmd
directiy over the vein, slanting it so that its direction is along the langth

Of the 'ﬂll';lml Tmrﬂ i hoad or tovwerd the baart, Pro ﬂm‘

oaitiomed this way. & quick thrust of tha needle will be follows
wurx of blood through the neadle, which in ﬁcmﬂlﬁlhv weln hu
I1 oaice in the vein, the needle should be inserted

'?.“’ length ol the vein allthe way to the hub, axeroisig cautian o
a1 the needle doee not penetrate tothe opposite side of the vein
Cantinuous steady flow of Iw;lﬂrnwh the neadlo indicates that the
neediaia atll inthe vein. ¥ blood doss not fiow contineowsly, the neadle
s out of the vain jor thptwd } and anathar asempt must be made. i
ﬁnﬂf 's-anmntubd. ey b advisebie to use the vein on the other
a\h'hilﬂmnuudusbm placed in T pasition in tha vain, an
asustant should ﬂuma&:ﬂunmﬁ?ﬁlmh injaction can he
staried without delay after the vein has been entered. Aemove the rubiber
sanpper from the botile of imrevenows sehetion, connect the sirevanous
tuba to tha neck of the bottle, imeert the bottle and allow some of the
salution o run thesugh the 1ube o sliminate all air bubbles.
4 Making the mgection. With needls in proper pazitan as odicated by
2 continuaus flow of blood, release the choke rope qni:lﬂjllun
the: free end, This is essential - the medicetion cannst vein
wihila tha wein is blockad. Immadiataly connect the intravenous tuba o
the needie, and rame the butke, The sobation wil fow by gravite. (See
Figure %andlr‘anhmmaymcnmalw ucs shock. Administer
e animal should be obseoved st all tmes dl.m?mlnwnﬂun
Br mot 1o give the solution too fast. This may be detarminad bp
mhln the respiratian of the animal and Tesling or listenl
hmbﬂt If the he:art beat and respiration murnmmmkedg‘ alam
af impection should be immesds wupud By nn:f-nu the twhe untd
the animal racovers app its previous respration or haart
boatrate, when tha injection cmhrmm ata slower rata. 1harm
of flow &an be co vy pinching e tube between the thumb and
torefinger or by reising or lowaring the botia.

Bubbles entering the bosile trough the s ke or vaive indicate the
rate at which the medication is ng. [ the flow should this
means that the nesdls has slipped out cn‘ﬂm wein {or i clogged| and
the oparation will have to be re HWU. H using the syringe tnchnigue,
pullhul:ua mmallhngnr bkood flows into the syrings, the needia
N pro oin. Depness the plunger showdy. Ifhr-unnymhmnm
1o the nrasmn Ih'ﬂl!: nger, stop and repaat insestion “r
Thameaistance aither the needls is elogged or it aaﬂppad
outdmenln%arﬁumuﬂm dmmx‘&ﬁ rm
wmhfwawmliummwmrlnnarmma e, wiich would
indicate that the mechzation s net gaing into the vein. Shotld thia azcue,
it is best to try the vesn an Hlt u pnarts :ldt Dﬂha nich Sudden
movemant of the srimal, espec |¥ tha meck or rai
lewring the mnqmmms um ¢ nigdie 1o slip ot o

wam. Tneg:uarl this, the neadle: bt tothe skin of the n-al:kmhnld
the ne never there (8 ary doubst se to the rr:iua
al

nruunum&.mmmu:nanmmlhu mﬂlmawr
the intrevanous tubeto stop flow, |annrl1m'

and re-apply pressure 1o the vein, Free flow of hlmdﬂ!mummnaath
mdicates that it s in nm#ar postion and the |n|n-chun can then be
mu u\l nga ety pull back on the plunger. Blood

rfumgﬂm

Pcws ity
ilhmm-mqmanudh Whnnﬂmrqndmnisnu  remove needle
'mﬁ‘1 a straight pudl, Thln ) m‘rmnasurl ovar the aren of injectsan

omantasily t0 contna through needls punciure, using
cuﬂnnsﬂdndnalnnhlumw: antseptic.
INSTRUCTIONS FOR CARE OF SICK ANIMALS
ﬁanunf libiotics, a8 with most med s i the

& basad on aﬂ:urm dumusls and adequate treatment,

When pro El'hf used in treatment of disesses caused
am:rumllne m:wlhu ganltma animals usually show a
nmahbmmmn howrs. Fmprovemsant does not
aecurwithin Mndufﬂrru.lha dlapnmmd e af ankmal
dmlhluld b carriod out by a wetermarian, The use of Df'lf;;ﬂl]l’ﬁ

Refar o the table belowfor proper dosage according to body wisight nd labaos: aervices can reduce treatmert

Tellpwing d-mu conditions caused by ore or more of the oo e o

L |ndm¢d losges, management, housing, sanitation and rutrition
mmcwrm”"ammpaﬂmﬂ“;m"” firers: which ﬂ{:. inthe cara of arimals mla in tha successhl ragtmant of

usative organismls) ‘Waight of Animals, Lbs Miligrams Daiy 5,
Disgase ] show to Oacytet 100 (Bogf Catsis, Boof Caives, t:-\mi\ﬂ H\ldmnl’lmda Dosageof | PACKAGE INFORMATION
Bgm;:;%m&: Fasteuralid spp ) w e ps“l_}bufgodr ﬂﬂmlm (ytat 100 i& awailable in 500 ml mulidose vizls containing 100 mg
Samoistad nrith P ta spp. Dieiry Cattle, Dairy Cabes] pight per Day mLl axytetracycine hydrochloride per mL.

Bactorisl Ensaritis {scours) Escharfehis ol 50 lbe 300 - 500 my 15-25ml | STORAGE CONDITIONS:

; - ) W W Toepl | Sornad controlled roam temparature 20-25°C (B3-77°F); sxcursions
Necratic Pododermatitis (Foot Ret)  Fusebacterium nacrophorum Ll | —am permitted 15-30°C {59-86°F. Protect from freezing. Use within 80 days
Calf Diphtheeia Fegabactanum frrum M 300 - 50 mg - 10mL %fﬂrﬁmmandrncq#lﬁtmw;fim scad
Wondan Tongus Actinotacilus fgmisresi MWk 30500 mg B-15mL | rmaining praduct i Heftereia T Duae GEGET ATY
Woeund Infections; Ceused by ooytetracyeling- Asute s 0500 g 12—l lhiwl.hl Ihr-u

Moatritis; Traumatic Injury EUECE srains of straptococcal
and staghylucoecal orgaris. 50 bs -5 mg =T ﬁmf“ hw&*“nm
RECOMMENDED DAILY DOSAGES 0 Iy 300500 mg i8-s0ml
Treat at the first clinical signs of disease. e 30— 00 mg TR Made in the LK
The intravenous injection of 3 to & myg of oxytetracycline Approved by AN undar ANADA # 300452
hﬁﬂm:hlnndl per pound of body w:iqht pnr dar {30 5 mL per 1040 & 300 - 500 myg 3050 ml b
S nh-n:h'walnr;ﬂ i the :umr i 120 ks 300—500 mg %—@mL Mnmfacm&?n;?m l.| ~
evins foot-rot and sevare forms of the Indi 5 shel rias Limited
b trested with 5mg per pound of hody weight. Surgical procedures 1400 lbs 305 500 my a2-Toml | Kewry, , BTGP, , Ce. Do,

may be indicated in some forms of foot-rot or ather conditions.
In diseass treatrnent, the dally dose of Duytet 100 should be
condinued 24 ta 48 hours following remission of diseasa ByMpioms;
howesar, notto excaad a total of 4 consecutive days.

CAUTION: If no improvement is rated within 24 to £8 hours consult
a weterinarian.
For intravenous use anly.



OXYTETRACYCLINE INJECTION 200
{oxytetracycline injection)
200 mg/m
ANTIBIOTIC
Each mL comtains 200 myg of exytetracycline

For use in beef cattle; dairy cattle; calves,
including preruminating (veal) calves; and swine.
For animal use anly.

e Insert Carefully Before
Using This Product.

Ouytetracycline Injection 200 (oxytetracycling |r|Ja::Iml1] iEa
starile, ready-to-use solution for the administration of tha
broad-spactrem antibiotic axytatracycline by injection.

Ouxytetracycling Injection 200 does not require refrigeration;
however, 'E Is recommeanded that it be stored at contralled
room temperature 20-25*C (68-77°F); excursions permitied
15-30°C (59-86°F). The amibiatic actity of o cLIme is
not appreciably diminished in the presence

sarum, or exudates.

CAUTIDN: When administered to cettle, muscle discoloration
may necassitate trimming of the injection site(s] and
surrounding tissues during the dressing procedura.

WARNINGS:

Discontinue treatment at least 28 days prior to
slaughiter of cattle and swine. Milk taken from animals
during treatment and for 96 haurs after the last
treatment must not be used for food, Rapid intravenous
administration may resultin animal collapse.
Oxytetracycline should be administered intravenously
slawdy over a period of at least § minutes,

PRECAUTIONS:

Exceading mhlshmrnmmmendad desage leved of drug patlmr

bﬁ:ﬁ#ﬂpr ay, administering more than the recommended
Triatments, andior exce “g‘1EIn1l.|rnmrrmelal:ulaﬂ'.I o

subcutaneously per injection ste in adult beef and dairy cattle, and

5 mL imtramuscularly par injection site in adult swine, may result in
antibiotic residues beyond the withdrewal period.

Consult your veterinarian prior to edminstering this productin arder
ta determine the proper tregtment required in the event of an adverse
reaction. Atmaﬁmsﬂjnnfawaﬂum reaction, discantinue uss of
the product and seek the advice of your veternanian. Some of the
reactions mey ba attributed esthar 1o anaphylaxis (an allargic
reaction) or to cardiovascular collapse af unknown causa.

Shortly akter injection, treated animals may have fransient
hemoglobinuria resulting in darkenad wine,

s with all antihiotic praparations, wsa of this drug may result in
overgrowth of nonsusceptible organisms, including fungl Alack of
respanse by the ireated animal, or the development of new signs,
ma-pwg st that an cvesgrowth of nansusceptible organisms has

, If amy of these conditions occur, consult your vetesinarian,

Since bacteriostatic drugs may interfere with the ba

Read Entire

Inv sowws, Oneytetracycling Injection 200 is indicated as an aid i
the control af infectious enteritis |Imh3rp|g scours, colibacillosis)
in suckling pigs caused by Eschenchia coll

DOSAGE:

Caitle: Dxytetracycling Injection 200 is to be administerad by
intramuscular, subcutaneous |5C, under the skin] of intravenous
injaction to beaf catile; dairy cattle; and calvas, including
preruminating (veal) calves according the Beef Quality
Assurance Guidelines.

A single dasage of § my of Dxytetracycline Injection 200 per |b of
body waight administered intramuscularly or subcutanegusly is
racommended in the treatment of tha following conditions:

(1) bactarial pneumania caused by Pasteorelia spp. (shipping
fever) in calves and yearfings, where retreatment is
impractical dug to hushandry conditions, such as cattle on
range, or where n ted restraint s in

(2 Infectious bovine keratocon]unctivitis (pink eye) causod by
Movaxelia bows.

Omeytatracycling Injection 200 can also be administered by
intravencus, subcutaneous, or intramuseular injection at a level
of 3-5 mg of exytetracycling per Ib of body weight per day. In the
treatment of severe fat rot and advanced cases af other
indicated disaases, a dosage level of & maflb of body weight par
dey is recommended. Treatment should be continwed 24-48 hours
following remission of disease signs; however, not to exceed &
total of 4 consecutive days, Cansult your veterinarian if
impravement is not nated within 24-88 haurs of the baginning of
treatment.

Swine: A single dosage of § mg of Dxytetracycline Injection 200
per Io of body weight administered i n the neck
regian is recommended in the treatment of bacterial preemonia
caused by Pasteurelia muftocids in swine, where re-treatment is
impractical due to husbandry conditions or where repeated
restraint s Inadvisable.

Dwytatracycline Injection 200 cen also be administered by
intramuseular inpection at a level of 3-5 mg of exytetracyclin _&Bf
It of body weight per day. Treatment should be continuad 24
howrs following remission of disease signs; however, natte
axceed a total of 4 consacutive days. Consult your veterinarian if
improvement is not noted within 24-48 hours of the beginning of
treatment.

Fat mws administer once mtramuscularly 7 the neck region
of oaytetracycling par Ib of body waight approximatel

B hnurs betara farrowing or immediataly atter completion of

ferrowing.

For swing 25 ih of body weight and under,

Owytetracycling Injection 200 should be administared undifuted

for treatment at 9 mg/Ib bit should be administered difuted for

treatment at 3 or § moflb.

gciion of paniclin, it is advisable o avoid giving Oxytetracycling
Injection 200 in canjunction with penicillin,

Ra of adva with
perts of advarsa reactions associated oxytatracycling
administration mcluda injection site sweling, restlassness, atass,
trarnbiling, swelling of eyelids, ears, muczle, anus and vulva [or
scrofum and sheath in males), respiratory abnormalities {labored
breathing), frothing at the mouth, collapse and passibly death.
Some of thesa reactions may be atirbuted to anaphylaxis [an
abergic reaction) or to cardiovescular colapse of unknown causs.
To report suspected adverse drug events, for iechnical assistance
or to ohtain @ copy of the Sefety Data Sheet {SDS), contact
Nurhrnnl:al'l-ﬂ—ﬁﬂl-h?ﬂ Far additional information ahouwt
gxparianca reporting for animal :hlus,cnlim:tFDﬁnt
1-H-FDA 5 or enline atwww fda gosreportanimalae.

STORAGE CONDITIONS: Store at controfled room tem
20-25°C [68-T1"Fk; excursions permitted 15-30°C (59-86°F).
Protect from freezing. For 100 mL size: Use within 60 days of
first punctura and puncture & maximum of 36 tmes. For 250 mL
and 500 ml sizes: Use within 60 days of first puncture and
puncture & maximum of 3§ times. If using & needle or draw-off
spike larger than 16 gauge, discard any remaining product
immediately after use.

CARE OF SICK ANIMALS: The use of antibiotics in the
managament of diseases ks based on an accurate diagnosis
and an adequate course of treatment. When properly used

in the treatment of diseases caused by .
oxytetracycline-susceptible organisms, most animals thet
have been treated with Oxytetracychine Injection 200 show &
noticeable improvement within 24-48 hours. It is recommendad
that the diagnosis and trestment of animal diseases be carried
out by a veterinarian. Since many diseases look alike but
raquire different types of treatment, the use of professional
watarinary and laboratory services can reduce treatment tima,
costs, and reedless losses. Good housing, sanitation, and
nutrition are important in the maintenance of healthy animals,
and are essential in the treatment of diseased animals.

INDICATIONS:

Owytetracycling Injection 200 is intended for use in the
treatment of the following diseases in beef cattle; dairy cattie;
calves, including praruminating (veal) calves; and swina when
due to nmam cycline-suscaptible organisms:

Cattle: Oxytetracyching Injaction 200 is indicated in the traatment
of pneumonia and shipping fever complex assaciated with
Pastouradls spp. and flus 5pp.; infectious bavine
keratoconjuctivitis (pink eye) caused by Moraxella bows; foot rot
and diphtheria caused by Fusobacterium necrophorum; bacterial
enteritis (scours) caused by Escherichia -:ufﬂ'mudantunghue
ceused by Actinobacillus hgnieresii leptospirosis caused by
Leptospira pormons; and waund infections and acute metritis
caused by strains of mrhylncnl:r.l end streptococci organisms
sensitive to oxytatracyelin

Swine: 0 wacr:lma Injaction 200 is indicated i |n the treatment
of bacterial anteritis scours, colibacillosis) causad

Escherichia colf, preumenia caused by Pasteuwrells mullocida;
and leptospirosis caused by Laptospira pomona.

ature

S mg/ib 3orSmglb Desage
'I[lllrwdl.lldllmd Volume of Diluted
il ycline Oy yedi
- Injection 200 Imjection 200
Body weight Amgb 3mgfb Dilution® 5mgib
5ib 0.2 mL 0.6 mL 7 1oml
1016 0.5mL 0.8 mL 15 15mL
% 11mL 1.5mL 13 15mL

* To prepare dilutions, add ene part of Oxytetracycling
Injection 200 ta 3, 5, or 7 parts of sterile water, or 5%
dextrose solution as indicated; the diluted product should be
usad mmediataly.

DIRECTIONS FOR USE:

Oxytetracycline Injection 200 is intended for use in the
treatment of disesss due to oxytetracycline-suscaptible
orgenisms in beef cattle; dairy catde; calves, inchuding
preruminating (veal) calves; and swine. A thoroughly cleaned,
sterile needle and syringe should be vsed for each injection
[neadles and .wrlngus may be sterilized by boiling in water for
15 minutes). In cold weather, Dwytetracycline Injection 200
should be warmed to room tamperatura before administration
to animalz, Before withdrewing the solution from the botile,
disinfect the rubber cap on the bottle with suitable
disinfectant, such as 70% alcohol. The injection site should be
simn‘lnﬂr cleaned with the disinfectant, Needles of 16-18 guuge
and 1-1%z inches long are adequate for intramuscular an
subcutaneous injections. Neadles 2-3 inches are
recommanded for intravenous use.

Intramuscular Administration:

Intramuscular injections in swine should be made by directing
the needle of suitable gavge and length into the fleshy part of
a thick muscle in the neck region; 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; withdraw the needle and select a different site.
Mo maore than 10 mL should be injected intramuscularty at a
one sita in adult beef and dairy cattle, and not mare than & m
should be injectad at any one site in adult swine; rotate
injection sites for each succeeding treatment. The volume
administered per injection site should be reduced according to
ag:land body size so that 1-2 mL per site is injected in smal
calves.

Subcutaneaus Administration:
Subcutaneous injactions in beef cattle, dairy cattle, and calves,
including prarumsnating (veal) calves, should ba made by
directing the needle of suitable gauge and length through the
loosa folds of the neck skin in front of the shouldar. Care should
be taken to ensure that the tip of the needle has penetrated the
skin but is not [odged in musche. Before injecti t?It‘rmmllnmn,. pull
back gently on the plunger. If blocd appears in g
blood vessal has been enterad; withdraw the needie and select a
different site. The sclution shouid b injected slowly into the area
hetwean the skin and muescles. Mo more than 10 mL should be
injected subcutanaoushy at any one site in adult beet and dairy
cattle; rotata injection sites for each succeeding treatment.
The volume administered per injection site should be reduced
according to aﬁe and body size so that 1-2 mL per site is
injected in small calves.

Intravenous Administration:

Oxytetracycline Injection 200 may be administered
intravenously W beef and dairy cattle. As with all highly
concentrated materials, Dxytetracychine Injection 200 should
be sdministered showly hvﬂle infravenaus routs.

Preparation af the Animal for Injection:

1. Approximate the location of vein. The jugular vein runs in the
ular groove on each side of the neck from the angle of the jaw

10 just above the brisket and slightly above and to the side of the

windpipe {see Fig. L

2. Restraint, A stanchion or chute is ideal for restraining the
animal. With a halter, rope, or catile leader [nose tongs), pull
the animal’s head arcund the side of the stanchion, cattle
chute, or post in such a manner to form a bow in the neck (sae
Fig. Il}, then snub the head securely to prevent mavemant. By
farming the bowr in the neck, tha outside curvature of the bow
tends fo expose the jugular vein and make it easily accessible,
Caution: Avoid restraining the animal with a tight ropa or
halter around the throat or upper neck which might impede
Hood flow. Animals that are down present no problem so far
o5 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 alcehel or other suitable antiseptic.

Figure |

JUGULAR BROOVE

Entering the Vein and Making the Injection:
1. Raise tha vein. This is accomplished by tying the choke rope
tightiy around tha neck closa to the shoulder. The rope should
be tied in such & way that it will not coma loose snd so that it
can be untied quickly by pulling the loose end |see Fig. I}, In
thick-necked animals, & block of wood placed in the jugular
groove between the rope and the hide will help :nnsdsmhl?l
m applying the desired pressure at the right polnt. The wein is a
soft flexible tuba through which blood flaws back to the heart.
Under ardinary conditions it cannot be seen or falt with the
fingers. When the flow of blood is blocked at the base of the
neck by the cheke rope, the vein becomes enlarged and rigid
because of the back pressure. If the choke rope 1= sufficiently
fight, the vein stands out and can be casily seen and feltin
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 rlnlﬁers in frant of the peint
baing tapped will confirm the fact that the vein is propa
distanded. 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 & choke rope
is more certain.

2. Inserting the neadle. This involves 3 distinct steps. First,
insert the neadle through the hide. Second, insert the needla
imte: 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 neadle, especially if the needle is net sharp. The vain
can be steadied with the thumb and finger of one hand. Whth
tha other hand, the needle paint is placed duracﬂlr ower lha
vein, slanting it so that its direction is along the langth of the
vein, gither towand the head or toward the heart. Properly
positioned this way, @ quick thrust of the needls will be
followed by a spurt of blood through the needle, which
indicates e wein has been entered, Third, once in the
vein, the needle should be inserted along the length of the vein
oll the way to the hub, exercising caution ta see that the
needls doas not penetrate the oppasite side of the vein.
Continugus steady flow aof blood through the neadle indicates
that the needle is still in the vein. If blood does not flow
continuously, the needla is out of the vein (or clogged) and
another atempt must be made. If difficulty is encounterad, it
may be advisable to use the vein an the other side of the neck.

3. While the needle is baing placed in proper position in the
vein, an assistent should get the medication ready so that the
lma:mudn can be started without delay after the vein has been
entered,

&, Making the injection. With the needle in position as
indicatad 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 [ racrclins
Injection 200 to the needle and slowdy depress lunger. If
thare is resistance to depression of the plunger, Ih s indicates
that tha needle has slipped out of the vein {ar is elogged) and
the procedure will have to be repaated. Watch for any
swelling under the skin near the needle, which would indicate
that the medication is not gaing into the vein. Should this
oecur, itis best to try the vein on the opposite side of the neck.

5. Remaving the needle. When injection is complete, remave
needle with straight pull. Then spply pressure over aree of
injection momentarily to contral any bleeding through need|e
puncture, using cotton soaked in alcohol or other suitable
antiseptic.

Not for Human Use.

Restricted Drug - California, Use Only as Directed.
MADE IN THE UK

Approved by FOA under ANADA # 200-306

Manufactured by:
Marbrook Laboratories Limited,
Mewry, BT35 6PL, Co. Down, Northern Ireland,

350670105
October 2021
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Injectable Solution

Antiblotic

100 mg of tulathromycin/ml
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