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NADA 141-244

Pfizer, Inc.
235 East 42d St.
New York, NY 10017

Drug Labeler Code: 000069
DRAXXIN Injectable Solution
Tulathromycin

Antimicrobial

Sterile injectable solution

100 mg/mL

50 mL, 100 mL, 250 mL, and 500 mL glass vials
Rx
2.5 mg/kg body weight (BW), administered once

Subcutaneous (cattle) or intramuscular (swine)
injection in the neck

Beef and non-lactating dairy cattle, and swine

Cattle: DRAXXIN Injectable Solution is
indicated for the treatment of bovine respiratory
disease (BRD) associated with Mannheimia
haemolytica, Pasteurella multocida, Histophilus
somni (Haemophilus somnus), and Mycoplasma
bovis, and for the control of respiratory disease
in cattle at high risk of developing BRD
associated with Mannheimia haemolytica,
Pasteurella multocida, Histophilus somni, and
Mpycoplasma bovis.

Swine: DRAXXIN Injectable Solution is
indicated for the treatment of swine respiratory
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disease (SRD) associated with Actinobacillus
pleuropneumoniae, Pasteurella multocida,
Bordetella bronchiseptica, and Haemophilus
parasuis.

N. Effect(s) of Supplement: This supplement provides for the addition of

Mycoplasma bovis to the list of target pathogens
for the BRD control “at high risk™ indication.

EFFECTIVENESS:

A. Dosage Characterization:

This supplemental approval does not change the previously approved dosage. The
FOI Summary for the original approval of NADA 141-244 dated May 24, 2005,
contains dosage characterization information for cattle.

Substantial Evidence:

Effectiveness of tulathromycin for the treatment of bovine respiratory disease (BRD)
associated with Mannheimia haemolytica, Pasteurella multocida, and Histophilus
somni (Haemophilus somnus); and for the control of respiratory disease in cattle at
high risk of developing BRD associated with Mannheimia haemolytica, Pasteurella
multocida, and Histophilus somni was previously demonstrated in the original
approval, and is summarized in the FOI Summary for DRAXXIN Injectable Solution
(NADA 141-244) dated May 24, 2005.

Effectiveness of tulathromycin for the treatment of BRD associated with Mycoplasma
bovis was demonstrated using two experimentally-induced infection model studies
and examining M. bovis data from cattle used in the BRD treatment studies conducted
for the original approval of DRAXXIN Injectable Solution. These data are
summarized in the FOI Summary for DRAXXIN Injectable Solution

(NADA 141-244) dated August 18, 2006.

Effectiveness of tulathromycin for the control of respiratory disease in cattle at high
risk of developing BRD associated with M. bovis was further demonstrated by
examining M. bovis data from cattle used in the BRD control studies conducted for
the original approval of DRAXXIN Injectable Solution.

1. Identification of Mycoplasma bovis in Cattle Enrolled in BRD Control
Studies

The presence of M. bovis in calves enrolled in the BRD control studies
(1133C-60-99-310, 1133C-60-99-311, and 1133C-60-99-312) summarized in the
FOI Summary for DRAXXIN Injectable Solution (NADA 141-244)
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dated May 24, 2005, was examined. None of the isolates obtained from the Texas
site (1131C-60-99-309) survived transport to the laboratory.

M. bovis was identified by fluorescent antibody (FA) test from samples which
were cultured from nasopharyngeal swabs of saline-treated non-responders and
from lung swabs or lung tissue of saline-treated calves that died during the
studies. A total of SO FA-positive isolates were identified, as shown in Table 1.

Table 1. Number of isolates from cattle with naturally-occurring BRD which
were positive for M. bovis by FA test.

: No. of Isolates Positive for
\ Study Number and Location M. bovis by FA
{ 1133C-60-99-310 Idaho 11
- 1
1133C-60-99-311 Nebraska 4
1133C-60-99-312 California B 35
Total 1 50

. Determination of Minimum Inhibitory Concentrations (MICs)

The MICs of tulathromycin were determined for M. bovis isolates obtained from
calves enrolled in BRD treatment and control field studies in the U.S. in 1999. In
the treatment studies, isolates were obtained from pre-treatment nasopharyngeal
swabs from all study calves and from lung swabs or lung tissue of saline-treated
calves that died. In the control studies, isolates were obtained from
nasopharyngeal swabs of saline-treated non-responders and from lung swabs or
lung tissue of saline-treated calves that died. MICs were determined using
methods recommended by the Clinical and Laboratory Standards Institute
(M31-A2). The results are shown in Table 2.

Table 2. Tulathromycin minimum inhibitory concentration (MIC) values*
for M. bovis isolated from field studies evaluating BRD in the U.S.

Date | No. of {MICsy | MICo | MIC range
isolated | isolates |(ng/mL)| (ng/mL)| (png/mL)
< 0.063 to
| > 64

* The correlation between in vitro susceptibility data and clinical effectiveness
1s unknown.

** The MIC to encompass 50% and 90% of the isolates, respectively.

Indicated pathogen

Mycoplasma bovis Ll 999 43 0.125 1
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II1. TARGET ANIMAL SAFETY:

Iv.

CVM did not require target animal safety studies for this supplemental approval. The
FOI Summary for the original approval of NADA 141-244 dated May 24, 2005, contains
a summary of target animal safety studies for cattle.

HUMAN FOOD SAFETY:
A. Toxicology:

CVM did not require toxicology studies for this supplemental approval. The FOI
Summary for the original approval of NADA 141-244 dated May 24, 2005, contains a
summary of all toxicology studies.

B. Residue Chemistry:

CVM did not require residue chemistry studies for this supplemental approval. The
FOI Summary for the original approval of NADA 141-244 dated May 24, 2005,
contains a summary of residue chemistry studies for cattle.

C. Microbial Food Safety:

The impact of the proposed change in the control indication for tulathromycin in
cattle from “For the control of respiratory disease in cattle at high risk of developing
BRD associated with Mannheimia haemolytica, Pasteurella multocida, and
Histophilus somni (Haemophilus somnus)” to “For the control of respiratory disease
in cattle at high risk of developing BRD associated with Mannheimia haemolytica,
Pasteurella multocida, Histophilus somni, and Mycoplasma bovis” on microbial food
safety was carefully considered by the Agency. The Agency determined that this
change should not significantly impact public health, and therefore an evaluation of
microbial food safety regarding this change was not necessary at this time.

D. Analytical Method for Residues:

The FOI Summary for the original approval of NADA 141-244 dated May 24, 2005,
contains the analytical method summaries for tulathromycin in cattle.

USER SAFETY:

The product labeling contains the following information regarding safety to humans
handling, administering, or exposed to DRAXXIN Injectable Solution:

For use in animals only. Not for human use. Keep out of reach of children.

To request a material safety data sheet, call 1-800-733-5500.
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AGENCY CONCLUSIONS:

The data submitted in support of this NADA satisfy the requirements of section 512 of
the Federal Food, Drug, and Cosmetic Act and 21 CFR Part 514. The data demonstrate
that DRAXXIN Injectable Solution, when used according to the label, is safe and
effective for the control of respiratory disease in cattle at high risk of developing BRD
associated with Mycoplasma bovis. Additionally, data demonstrate that residues in food
products derived from cattle treated with DRAXXIN Injectable Solution will not
represent a public health concern when the product is used according to the label.

A. Marketing Status:

Labeling restricts this drug to use by or on order of a licensed veterinarian. This
decision was based on the following factors: (a) adequate directions cannot be
written to enable lay persons to appropriately diagnose and subsequently use this
product to treat BRD, and (b) restricting this drug to use by or on order of a licensed
veterinarian should help prevent indiscriminate use which could result in violative
tissue residues.

B. Exclusivity:

Under section 512(c)(2)(F)(ii1) of the Federal Food, Drug, and Cosmetic Act, this
approval qualifies for THREE years of marketing exclusivity beginning on the date of
the approval. The three years of marketing exclusivity applies only to the control of
respiratory disease in cattle at high risk of developing BRD associated with
Mycoplasma bovis for which this supplement is approved.

C. Supplemental Applications:

This supplemental NADA did not require a reevaluation of the safety or effectiveness
data in the original NADA (21 CFR §514.106(b)(2)).

D. Patent Information:

Tulathromycin is under the following U.S. patent numbers:

U.S. Patent Number Date of Expiration
6,329,345 November 18, 2019
6,420,536 May 29, 2018
6,514,945 January 24, 2021
6,583,274 May 2, 2020

6,777,393 May 29, 2018
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VII. ATTACHMENTS:

Facsimile Labeling:

S®R ™m0 o0 oW

[N

—_— T

DRAXZXIN Injectable Solution — 50 mL vial label and insert
DRAXXIN Injectable Solution — 50 mL carton

DRAXXIN Injectable Solution — 50 mL shipper label
DRAXXIN Injectable Solution — 100 mL vial label and insert
DRAXXIN Injectable Solution — 100 mL carton

DRAXXIN Injectable Solution — 100 mL shipper label
DRAXXIN Injectable Solution — 250 mL vial label and insert
DRAXXIN Injectable Solution — 250 mL carton

DRAXXIN Injectable Solution — 250 mL shipper label
DRAXXIN Injectable Solution - 500 mL vial label and insert

. DRAXXIN Injectable Solution — 500 mL carton

DRAXXIN Injectable Solution — 500 mL shipper label
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,Mbamﬂotllﬁcdmcum pre-
atment nasopharyngesl swabs. Ofthe |
SZDMIMMMWDI.Z%) :

treated caives, 4{ 14.8%) calves were
‘categorized as cures and 23 (85.2%)
icalves wern trestment faikures.
Twoinduced infection modsel studies
‘wess conductsd to confirm the
jeffectiveness of DRAXOGN agsinst

M. bovis. A total of 166 calves were
linoculated intratrachssily with fisld
strains of M. bovis, When calves became :
mncmdhldabmndnwn

Mhmnﬁﬁbhudm
poa-nmﬂunmulhmod
‘and nacropsied. ia bath smdhs,mun

{lung lgsion percentages wers stxtist
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(tulathromycin)

Antbioti
I(I)nuofmhthmmydn/mL
Forsmmm:mcmmbnfm :
non-actating dairy cettle !
hﬂunmulsmcommmcwly R
mnoummwwuwnm
this drug to use by or on the arder of 3
Jicensed veterinarian.

DESCRIPTION
DRAXXIN injectable Solution is aready- |

*DRAXXIN consists of an nquilhuud !
imixture of two isometic forms i

#9:1 ratio. S of :
hhcnomrsnmhobw

Figwe t.
-

: ¢
-l

Q

@Tj\%

8¢

! »'«1 1
-

Mcmwnmnmn isomers ore

mus AR 58,8R,10R,11R,125,138,
48}-13-{[2.6-didsoxy-3-C

“mett3-0- .
pmmi(ww«mnma-u :

lrMmy-SMW,IZIM
Wﬂm

2s.as SR BR9R.108, ns mm.uw
dideoxy-3-C-metin-3-O-metftyl-4-C-

‘Emwﬁm}-wimu-
1-methylbutyl}-8-hydroxy-

Wlﬂ.la_l-rmw.l.&
trideoxy-3-{di no}--D-xylo-
1-oxad .

INDICATIONS
Canle

DRAXXIN injectable Solution is l!d!cmd

for the trestment of bovina respicatory
ﬂmm(BﬂD)Wwﬂl

numdc,lﬁmpﬂwm :
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_— treated calves comparad with saling- _— DMXXINln sﬂlm,,m,cm
Troatad caives (11.3% vs. 9%, P=D.000I | actabie Y
and 15.0% v3. 30.7%, P<0.0001). : dmm {SRD} omcuumh ‘
Swise Actinabacibus ),

i m fiald %6pigs |
mnmuﬂ)—loc n gﬂ%w:w : mm"‘mn
mmmnmmn Hc:pwusm jparasuis.
ToatMNt were comp afed a8’ nnmsmnmmmsmnnu
2 pig with a normal attitude, normal o H Injoct sub ly a8 a single o in‘
anda ; T | theneckatadosageof 25 mg/kg
i<104°F on Day 7. Tho treatment success 1.1 m/100 i} body weight (BW). Donot |
rDBmWNN Mﬂoﬂm""“% injoct more than 10 md. per injection site.
m"‘,f,,,“, Pidortd g : el 1. DRAIIN Cattie Dosing Guide
'A)HN SAFETY ' Animal Weight Dose Volume
iCatte Pounds) {mL}
Sahtymdnsmuconductadmhmr 106 11
calv-srmmgunﬁswbcmom r 00 13
,dosa of 25 mg/kg BW, or 3weel i [ 300 34
ftrestments ot 25,7.5, or 125 8W. | T 5
ludmmmcmdmm ‘ T 57
‘after injection wera saen, including head o <
ishaking and pawing etthe ground. x :g
mmmummm 800 g_’]
'sits and corresponding hi ic %00 02
:changes were seen in animots in all 3000 A
m-mmmm !
signs of resalving over time. No other
dmo-rdmdlommohs-vad ; inpnmnusouluwuamghdmcm
pICally of pealy. . the neck at a dosage of 25 mg/ky
iAn exp y study in | 1025 mL/22 b} BW. Do not inject more
‘feeder calves r;::’iv:;g' & a";gla ! than 25 ml per injsction site. :
isubcizansous or :

- '15 mo/kg BW. Macroscopicall, no i _ TONQZDRA)OUNSmanmgGmdl ;

Josi wvore ob d. M ically, | Animal Weight Oose Volume
f i my 4 g : Pounds| mi
iwas seen i ane of six calves : 15 22
;administered 125 mg/kg BW sndtwo of 30
isix calves administered 15 mg/kg BW. I )
iA safety study was conductsd in caives | I 7 y
flSmﬂdmofmnc.ivingSmm . [— % 0
BWor 7.5 mg/kg BW once . =
wmm jon of [ o 13
i — | 130 15 —_—
mdmg-mmwmormr [ 150 17
lwonsmnnbsuvodm-croscop-caly T 19
or microscopically. % 22
Swise . 210 24
:Safety studies were conducted in pigs 50 28
recsiving 8 single intramuscular dosa of |
25 mg/kg BW, or 3 weekly intramuscular | 250 28
Idoses of 25, 7.5, or 125 mg/kg BW. Inail | a1 31
grmps,mmmﬁcmolpenm 20 33
mpcuonwnuucn ncludng o o ‘
T d briefly i imal lhluungMINhjochhhSo.hﬁon :
iraceiving 7.5 mg/kg BW. Discoloration § dicated in animals p ¥
'Mod-mofnmmmum : found to be hypersensitive tothe drug.
WARNINGS !
wmummmhnddnuonwl i N ANIMALS ONLY. NOT FOR
'resolved over tima, mmm«um{ FOIIISE o
lszions were ohserved macroscopically | - ua'mnwmomuumm
lor microscopicaly. : NOT FOR USE IN CHICKENS OR
STORAGE CONDITIONS ; TURKEYS.
;Store at or below 25°C {T7°F) : mtgw‘mum
:HOW SUPPUED !
-nmulmmmumm Emmndudforhunancu\wmpm
«inthe following package sizes st not be sisughtered within 18 days
h— © S0miviel —_ from the last irestment. Do not use in
100 mL vial female dawy cattie 20 months of ageor
250 mL vial pider. A withdrawa! period has not been
500 i vial ! -nmmm&mnmm-m .
salves. Do not use in calves to |
U8, Patants: Seo US 6,320.345; Jumineting
USEAZLE0 US 514 5 US 6500204 Deprocessed for veal .
juse. Swine intended for human consumption
;NADAM!Z“.WWFDA st notbe staugiered within5days |
: Diatrated by: from the last trestment. ‘
w Div. of Pigar tnc. N WY 10077 : m.mu 1oNs )
1 The effects of DRAXXIN on bovine |
To report @ suspocted adverse reaction : 0t lactotion have At besn A
‘ot 1-990-366-5208 ;
Torsaesamaal sty cita ot ey
scall 1-808-733 5500 yosukinwim loss of dibletissuest |
1For additional DRAGUN product slaughter. :
“information call: : Swins '
11-888-DRAXXIN ‘The stfscts of DRAXXIN o porcing
*or §o 1D wiww.DRAXXIN.com P 7
; iand lactation have not been d ined.
: IntramusCuiar injection can cause a i
jont local tissue reaction that may
X resukin trim loss of adible tissus et ;
: ‘slaughter. :
- @ — ADVERSE REACTIONS ;
] ‘ nons fied study, two calves troated with!
nmunummnwm
799347 transient hypersalivation. these
JW% calves also exhibited transient dysproa, :
Modeinfrones  MOCKIZA ich vy have been relatad to
—_ _— Swine
inons field study, ons out of 40 pigs
nundwnhDM)O(!NnUmMBw
-assﬁunfmﬂmn " ‘
CLIMICAL PHARMACOLOGY
#tphysiological pH infa
‘wealk base) is approximately 50 times
mora soluble in hy, then
hydrophobic media. This solubility i
S consistent with the sxtraceliular :
th ivity typi
with the macrolides.) Markediy higher
ulathromycin concemrations are
mdmmlung:nmnodmmr
sma. The extent to which i
cmumuwo-mmchcnval
‘drug was not exemined. Tharafore, the
chnicel ralevance ofthess sleveted Iung
Toncentrations is undstarmined. :
p " !
W’""‘?"m‘“"m”. "g
s antimicrobial effects hesnotbeen
o zed. 838 r'y
Tond i be primarily bacteriostatic, but
may be bactsricidal against some !
pathogens.2 They aiso tend to st |
concantration independent kiling: the
m of hmnd eradication does not
Teach2 Zmznmum MICof the targeted |
. Under these conditions, the l
that serum concontrations remein |
sb(m!holll(:h-wmmumnt
Macrolides siso axhibit s w;wnimmm'
efiect{PAE), the duration of which ta nda
0 be bath drug and dependent.
lnguml,bymrnmg mnmld:h
8
Puﬂummummmd .
Huration. Of the two vasisbles, ;
Foncommon-u!mmmu drug
the most j
wmm«ummw ,
;mmmnyciniuimhmmmbow _
'Cldmn.c Iﬂ.l’lmmucmcmmal b
Macraides, Araides and ;
'Straptogramins: Effect on Extraceluisr
P Clin infect Dis, D:2832
¥ Nightingale, C..J. 1997. !
ﬁmmwhmm:und
FPharmacodynamics of .
Waa‘aﬁks.hdiamldaﬂbd.}., '
840,
mm:utiofhodarcdvuaaﬂonoo
0f25 mp/kg BW, is rapidly |
nanWcomplmNMcd.Puk !
concentrations #yoccur
mtsmmm !
relative bipaveilebility excesds |
.rr_nlsymmndntmm :
Bppru 70 mL/he/kg.
Mymmu,lsw::ldmcudwvnhmool i
1|Uksnhummmhmuhu.-"
Icrnon forthe: i
slimination half-Ffe of this compound
[appmhmlyz.ndw;hmaum }
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{tulachromycin)
) Injectable Solution

Draxxine
(tulathromycin)
] ¥}, ¢ iecable oluton

i e
¥| Andbiotic
{ 100 mg of tulathromycin/mL

Antibiotic
100 mg of wlathromycin/mlL
] For subcutansous injaction in baef and

non-actating dairy cattle end intramuscuter s Pfrrcr
injaction in swine only. 2

For subcutaneous injection in beef and
non-lactating dairy cattie and inramusculer
injection in swina only.

CAUTION: Faderal {(USA] law rastricts
this drug to use by or on tha ordar of
a licensad vaterinarign.

CAUTION: Fedaral (USA) tew restricts
this drug to usa by or on the order of
8 licensad vetarinarisn.

Net Contents: 100 mL Net Contents: 100 mL

NADA 141-244,
Approved by FDA

f  NADA 141-244,
d Approved by FDA

Safety Label
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{approximately 2.75 days in the plasma (based on quantifiable terminal plasma |
idrug concentrations) versus 8.75 days for total lung concentrations {based on
data from heatthy enimals)). Lingar phermacokinetics are observed with
subcm"eou: dosss ranging from 1.27 mg/kg BW to 5.0 mg/kg BW.

No ph diff are observed in castrated male versus female |
calves

2 Cle nd valume esti are based on intarsubject comparisons of
25 mg/kyg BWadmmsmrad by either subx or )

Swin

,.... 1

to feeder pigs at a dosage of 2.5 mg/kg

letoly and rapidly absorbed (Tmax -0.25 hour). :
Subuquenﬂy the dmg rap-dy distributesinto body tissues, achieving a volume
'of distribution exceading 15 L/kg. The free drug is repidly cleared from the i
'systemic circulation (CLsystemic = 187 mL/hr/kg}, However, it hes a long terminal
afimination haff-ife (60 to 30 hours} owing to its extensive valume of distribution,
‘Although pulm ere sub: hlgherthan
‘concenmrations obssmdm the plasma, the clinical significance of these 4‘
'ﬁl\ﬁi‘ﬂs is undc[anmnod There are no gender differences in swine

B yetip

IMICROBIOLOGY
Cattle :
In ",ui lath hasbeen d against Mannheimia
i istophilus somni, and Mycoplasma bovis,
four paﬂmgens associated with BRD.
Thamlmmummhhnmy ions (MICs) of tulathromyci agm'ns‘t
d BRD thad bvthe

were using
iClinical and Laborstory Standerds Institute (M31-A2). Al MIC values were
‘determined using the 9:1 lsomarratw of this compound.
The MICs of d ined for BRO isolates obtained from
-calves enrolled in Mpﬂmc and at-risk field studiesin the U.S. in 1999 lnthe
therapeutic studies, isplates were obtained from pr
‘swabs from ali study calves and from lung swahs orlung nssue ofsalms-trsmd
caives that died. In the at-risk studies, isolates wers obtsined from
‘nasopharyngesl swabs of saline-treated non-responders and from lung swabs
.oriung tissue of salme-mmed calves that died. Tha results ara shown in Table 3.,

Tabled T i inhibitory ion {MIC) values* for
indicated pathogensusoletad from field studies evaluating BRD in the U.S.

No. of et | Wic
o | gt} |
642 2 2 051064
pil 05 ! 05164
> 4 4 1104
8 | uz | 1|06
* The cosrelation betwesn i data and clinical i isunk
** The MIC to mcnmpusm lnd %% oﬁm isolates, respactively. :
Swll- .
In vitroactivity oftuiathmmvcm has heen demonstramd agamst Actinobacillss |
‘pleuropnaumonias, P iia and :
Haemophilus g ly isolated pathogens associatad with SRD.

‘The MICs of dathromycin againstindicated SAD pathogens were detarmined
‘using methods racommended by the Clinical and Laboratory Standards Institute ;
{M31-A2}. All MIC values were determined using the 91 isomer ratio of this :
compound. 1solates were obitained from lung semples from saline-treated pigs
:and non-treated sentinel pigs enrolied in SRD field studies in the U.S. and
‘Canada between 2000 and zooz The ruuns are shown in Table 4.

Tabled T ion {(MIC) valuas® for
indicated pamogens isolated from fieid studies evaluating SRD inthe U.S. and
Conada.

[

findicated pathogen umd nu:h:s &" - an

S UDDABUMONiaE 2000-2002 | 135 16 ” B2
{Haemophiius parasuis 20002002 3 1 2 025t > 64
{Pastourgha multocids | 20002002 | 55 1 2 05t >64

iBoniMl bm@ A 4 8 2t8

* The correlation between in viD su! uiqdmmﬂclnml dlncvmsm unknown,
* The MIC 1o a0 80%
[EFFECTIVENESS X
Cattle :

:n a multi-location fiald study, 314 calves with naturally occurring BRD were
treated with DRAXXIN. Responses tp treatment were compared to saline-
treated controts. A cure wes defined as a calfwith normat sttitude/activity, ;
normal respiration, and a rectal temperature of < 104°F on Day 14. The cure rate
was significantly highar {P= 0.05)in DRAXXIN-treated calves (78%) comparedto :
‘saling-treated calves (24%). There were two BRD-related deaths in the
IDRAXXIN-treated calves compared to nins BRD-related deaths in the saline-
itraatad calves.

"In another mutti-ocation field study with 399 calves at high risk of devsloping
:BRD, administration of DRAXXIN resulted in a significantly reducedincidence of :
IBRD (11%) compared to saline-treated calves {%9%). Effectivaness evaluation
:was based on scored clinical signs of nommal attitude/activity, nosmal
raspiration, and a rectal temperature of < 104°F on Day 14 There wera no BRD-
related deaths in the DRAXXIN-treatad calves compared to two BRD-relsted |
ideaths in the saline-treated calves. Fifty saline-treated calves classifed as non- |
‘responders in this study had M. bovis identified in cultures of post-treatment
inasopharyngeal swabs of lung tissue.

'Fifty-two DRAXXIN-treatad calves and 27 saline-treated calves from the multi-
Jocationfieid BRD treatment study had AL bovis identified in cultures from pre- -
itreatment nasopharyngeal swabs. Of the 52 DRAXXIN-treated catves, 37 (71.2%) |
‘calmwsm categorized as cures and 15(28.8%) calves were categorized as
itreatment failures. Of the 77 saline-treated calves, 4{14.8%) calves were
‘categorized as cures and 23 {85.2%) calves wera trestment failures.

Two induced infection mode! studies were conducted to confim the
ieffectivaness of DRAXXIN against M. bowis. A total of 188 calves wera
inoculsted intratracheally with field strains of M. bovis When caives became
\pyrexic and had abnormal respiration scores, they were trested with either
DRAXXIN (2.5 mg/kg BW SC) or an equivalent volume of sakine. Calves were
iobserved for signs of BRD for 14 days post-treatment, then were euthenized and
‘necropsied. in both studies, mean kung lesion percentages were statistically
significantly lower in the DRAXXIN-treated calves compared with saline-treated
calves (11.3% vs. 28.9%, P=0.0001 and 15.0% vs. 30.7%, P<0.0001).

Swine

Ina mutti-location field study, 266 pigs with naturalty occurring SRD were

treated with DRAYOUN. Responses to treatment were compared to saline-
‘treated controis. Succass wes defined es a pig with a narmal attitude, normal
respiration, and a rectal temperature of <104°F on Day 7. The treatment success
[rate was significantly greater {P< 0.05)in DRAXXIN-treated pigs (70.5%)
:compared to sakine-treatad pigs (45.1%).

'ANIMAL SAFETY

‘Catde
‘Safety studies were conducted in feeder calves receiving a sinple
{subcutaneous dosa of 25 mg/kg BW, or3 woeklytmmem:of 7.5 15,08
:12.5 mg/kg BW. Inall groups, i ions of pain after inj were
‘seen, including head shaking and pnwmg atthe ground. Injection site swelling, '
dnscolomnon of the subcmamus tissues atthai injection site and

waere saen in animels in all dosage
gmup: ¢ Thesa lesions showed sunsof resolving over ime. No ather drug-
related lesions were ohserved macroscopically or microscopicaty,
An y study was din feeder calves receiving a single
subcutmoousdou of 10, lZﬁ, or 15 mg/kg BW. Macrmopcally,nolesuons
‘were ob to mild wa!
seenin one of six calves administerad 125 mg/kg BW and two of six calves
‘administered 15mg/kg BW.

‘A safety studywas conducmd in calves 13m27 days of age receiving 2.5 mg/kg :

BWorTSmw BW once sly. With the pti oflmumellnmlld‘

|macnon sito reactions, o dmu—mlamd cllmcal signs or gther lesions were :
yor pcaky.

Swine

‘Safety studies were conducted in pigs iving a single intr dar dose of .

‘25 mg/kg BW, or 3weekly intramuscular doses of 25, 7. 5, or 125 mg/kg BW. In aII
groups, tmnstem indications of pam after injection were sean, including

jon. Tremors d briefly in one animal ©
receiving 7. 5 mm aw D|scolomnon and edema of injection site issuesand
cor ge's were seen in animals at all dosages and

‘resoes overtime. No other ¢ druq-mlmd haons wera observed
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Draxxin-
(tulathromycin)

: Injectable Solution
Antibiotic
100 mg oftulathromycm/ mL :
Farsub jaction in beef and non-k g deiry cattle and ,

lnmmuscularm;ecmn in swine only.

ICAUTIOM: Federel (USA) law rastricts this drug to use by or onthe order of a
llcensedvetennnnan

DESGNPIIDN

DHAXXJN lqamble Sdut.mn isa readv to-use sterile paranteral preparation
lide antibiotic of the subclass

iamiiide. Each mLofDRAXXIN ins 100 mg of in as the free

tasa in @ 50% propylene glycal vehicle, thioglycerol (5 mglmu with citric |

and hydchonc acids added to adjust pH. :

OHAXXIN consists of an equilibrated mixture of two isomeric forms of :

ycinina %} ratio. Stry of the ore shown below. :

Figure 1. i
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STORAGE CONDITIONS
Store ator below 25°C {77°F)

HOW SUPPLIED
DRAXXIN injectable Solution is avaitable in the foll g package sizes:
50 mL vial
100 mL vial
250 mLvial
500 mL vial
U.S. Patents: See US 6,329,345; US 6,420,535; US 6,514,945; S 6,583,274
US 6,777,383
NADA 141-244, Approved by FDA
Distributed by

Pfizer Animal Health

Oiv. afPﬁzer Inc, NY, NY 10017

To report a suspected adverse reaction cail 1-900-366-5288
To request 2 matenial safety data sheet call 1-800-733-5500

For addrtional DRAXXIN product information cali:
1-888-DRAXXIN or go to www.DRAXGN.com
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{[2,6-dideoxy-3-C-methyi-3-O-methy!-4-C-{{propylaminojmethyl]-c:-L-ribo-
hexopyrano- syl]oxv] 2- avhyl -34, 10 mhvdmxv -358,10,12, U -hexamethyl-11-

{£3,4,8-trid 8-D 1}-oxy}-1-axa-6-
adecan-15-one and (zs,ss sn,sa R, ms ns 12R}-114(26-dide oxy-
3-C- methy‘ 3-O-methyl-4-C-{{pr -a-L-ri
syI]oxv] 2 ((IR ZR) 1 Z dlhvdroxy l—memylhutyll-ﬂ-hvdmxv-s 68, 10 12~
D-xylo-hexopy vijoxy}-
H:xa-4—« Y lotrid —13—one resp ly.
INDICATIONS
Cattie
ORAXXIN Injectable Solution is ind| dfor the dbovme respiralurv
dusease(BRD) iated with Mannheimii y
hilus somni (He hil ), and Mycopl: bms and for the
control of respiratory dlsease in catﬂe at hngh nsk of dovalopmg BRD associated
with A lytica, P: ilus somni, and
Mycopiasma bovis.
Swine
DRAXXIN Injectable Solutionis ind| d for the tr of swine respiratory
disease [SRD} iated with Actinobaciflus plour a6, P:
itocida, Bordetelia br iseptica, and H: philus parasuis.
DOSAGE AND ADMINISTRATION
Catthe

inject subcutaneously as a singie dose in the neck at a dosage of 2.5 mg/kg
{1.1 mL/100 b} body weight (BW}. Do nat inject more than 10 mL per injection site.

Table 1. DRAXXIN Cattle Dosing Guide

Animal Weight {Pounds] DoseVolums(ml) |
100 11
200 23
300 34
00 45
500 5.7 ]
600 5.8 |
700 8.0
800 9.1
300 102
1000 14

Swine
Inject intramuscularly as a single dase in the neck at a dosage of 2.5 mg/kg
{0.25 m1/22 b} BW. Do notinject mare than 2.5 mL per injection site.

Table 2 DRAXXIN Swine Dosing Guide

Anima! Weight {Pounds) Dgse Volume {mL}
15 02
30 0.3
0 0.6
70 0.8
9 10
110 1.3
13 1.5
150 1.7
170 1.9
190 2.2
210 24
230 26
250 28
270 31
290 33
CDNTRAINDICATIONS

The use of DRAXXIN Injectable Solution is contraindicated in animals previously
found to be hypersensitive to the drug.

WARNINGS

FOR USE IN ANIMALS ONLY. NOT FOR HUMAN USE.

KEEP QUT OF REACH OF CHILDREN.

NOT FOR USE IN CRICKENS OR TURKEYS.

RESIDUE WARNINGS

Canle

Catte ded for human ption must not be slaughtered within 18 days

from the fast treatment. Do not use in female dairy cattle 20 months of age or
older. A withdrawa} period has not been established for this productin pre-
ruminating calves. Do not use in calves to be processed for veal.

Swine i ded for human cc ption must not be slaug| dwithin 5 days
from the last treatment.

PRECAUTIONS

Cattle

The effects of DRAXXIN on bovine reproductive perfi y,and

{actation have not been determined. Subcitaneous inje ction can ca usea
transient local tissue reaction that may result in trim loss of edible tissue at
slaughter.

Swine

The effe cts of DRAXXIN on porcine repraductive performance, pregnancy, and
lactation have not been determined. intramusclar injection can cause &
transient local tissue reaction that may result in trim loss of edible tissue at
slaughter,

ADVERSE REACTIONS

Cattle

In one field study, two calves treated with DRAXXIN at 2.5 mg/kg BW exhibited
transient hypersalivation. One of these caives also exhibited transient dyspnea,
which may have been rejated 1o pneumonia.

Swine

Inone field study, one out of 40 mgsuea!ed with DRAXXIN at 2.5 mg/kg BW

hibited mild sali tved in less than four hours.
CIJNI(:AL PHARMACOLOGY
iological pH, h in {a weak base) is approximately 50 times more
soiuble in hydmphlhc than hydrnphnblc media. This solubllny profile is consistent
with the extraceliul h activity typically d with the macrolides.

Markedly h|ghertulathromycm concentrations are observed in the lungs as
compared to the plasma. The extentto whichiung concentrations represent free
(active) drug was not examined. Therefore, the clinical relevance of these
elevatad lung concentrations is undetermined.

Although the hip b tulathromycin and the characteristics of its
annmlcrublal eftects has notbeen charactenzed ase class, macrolides tend to
be p b ic, but may be b | against some pathogens.2
Thev alsotend to exhibit cancentration independent killing; the rate of bactenal
eradication does not change once serum drug concentrations reach 2to 3times
the MIC of the targeted pathogen. Under these conditions, the time that serum
concentrations remain above the MIC becomes the major determinant of
antimicrobial actvity. Macrolides also exhibit a post-antibiotic effect (PAE), the
duration of which tends to be both drug and pathogen dependent. In general, by
increasing the macrolide cnncemranon and the exgosure time, the PAE will

10 some maxi jon. Of the two variabi and
exposure ime, drug concentration tends to be the most powerful detenminant of
the duration of PAE.

Tulathromycin is eliminated from the body primarily unchanged via biliary
excretion.

1 L‘arbon C. 1998, Pharmacodynamics of Macro/:das, Azalides, and

Stregtog Eﬂecfon flular P: Clin. Infect. Dis, 27:.28-32
2Nightingals, C..). 1997. P| kingtics and Ph. dy ics of Newer

Macmlides, Pediatz Infect. Dis. J., 16:438-443.

Foliowi h Amin.

intothe neck of feeder calves ata
dosage of25 mg/kg BW, tulathromycin is rapidly and nearly completely
absorbed. Peak plasma concentrauons genara“y occur within 15 minutes after

dosing and product relatve bi ds 930%. Tutal

clearance is appraximatety 170 mi/he/kg. Tulathromy vely
into body tissues, as evidenced by volume of distribution valuss of appre y
11 Lfkg in healthy ruminating calves.3 This ive volume of distrib is

largely responsible for the long elimination half-life of this compound
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Draxxin

(tulathromycin)
Injectable Solution

tibiotic
00 mg of tulathromycin/mL

r subcutaneous injection in beef and non-lactating dairy cattle and intramuscular injection in swine only.
N: Federat {(USA) law restricts this drug to use by or an the order of a licensed vetsrinarian.

RAXXIN Inieclahle SoMion isg mady» stevile p

seami-sy belass triamilid: &cthdDM)O(INconmnsmmg

sath basuusfm .,,' ghycol vehi {5 mg/mL), with citric and

‘hvdroch!onc acuds addodtn adjust pH.

RAXXIN consists of an squilibreted mixturs of two isomeric forms of tulsthromycin in e &:1 retio. Structurss of
isomers are shown below.

gure 1.

|
]
I
|

|

[The chemical names of the isomer s are (ZR,35 4R 5R,8R, 10R, 1 1R, 128, 135, 14R}- 13-{[25-dideoxy-3-C-methy-3-0-
Imethyt-4-C-[{proj ohnﬂM\m-Lmnqxwmo-Mhy}zm mu»mmuy-a.sn,w lz,u'

! D-sevk

Jiing -...-u.,

lmm(zs,ss 05115, 12K m&m&wdmmc-n Jmethy-
-L-rib haxqmmoﬂlhuy -2-{{1R,2R)-1,2-dhtrydroxy-1-methylutyf}-8-hydroxy-36,3, ) llﬂmmdlvl-s—
illu,&i:dxxy dunomylnu}n’mo)-p—%n-ryio—lmovmnosvﬂmv}l mmwmoun-lm -

INDICATIONS

IRACUN lr_\jnhc‘m ble Sokstion is indicated for w:uammmof bovine ;:sptmory disease lafz)nassociamd with
nnheimia haemolytica, multpcida, Histophilus somni (Heemophilus somnus) opissma
lbovis; and for the control ofiupirmydunson?‘:ﬂn 8thigh nsluldovdopm' BRD associated with

P F

BMXXM jectable Sokstion is indi for the of swine respiratory disease {SRD) associsted with
Actinobacillus ple ise, P s muitocida, Bordatells bronchiseptica, end Haemophilus

mm ADMINISTRATION

nlectsubcummoudyasa single dose in the neck at a dosage of 2.5 mg/kg {1.1 mL/100 b} body weight{ BW). Do
motinject more than 10 mL per njection site.
[Table 1. DRAXXIN Cattla Dosing Guide
Animal Weight {Pounds) Dose Volume {mL}
100 1.1
200 23
300 34
400 45
500 5.7
600 6.8
700 8.0
800 9.1
SO0 102
1000 14
Swise
injectintremuscularly as smuledose inthe neck ata dosaga of 25 mg/kg (0.25 mL/22 ib} BW. Do natmject
oruhanz.s mL per injection site

ahle 2 DRAXXIN Swine Dosing Gmdo
Animal Weight (Pounds) Dose Yolume {mL}
15 0.2
30 03
50 0.6
pi 08
90 1.0
110 1.3
130 15
150 1.7
170 1.9
190 2.2
210 24
230 26
250 28
N0 3
290 33
CONTRAINDICATIONS
:’hha m of DRAYXIN Inj le Sclutionis indicated m animals previously found to be hypersensitive to
IBE N ANBMALS ONLY. NOT FOR HUMAN USE.
EP OUT OF REACH OF CHILDREN.
FOR USE IN CHICKENS OR TURKEYS.
IDUE WARNINGS

Catls witended for human corsumption must notbe ﬂmd within 18 deys from the fast reatment. Do not
usemlmahuwcmmmm:ofagowm A 8l period has not been established for this
gr oductin pre-fumineting calves. Do not use in calves t be processed for veal.

ISwine imended for human jon must not be sleughtered within 5 days from the last treatment.
PRECAUTIONS
ThoeﬂectsofDRAXXIN ot bovine reprod rh and Jactation heve notbean
can cause e ransient local tissue reaction thatmey resultn trim 1oss of
ledible tissue at siaughtar.
oaﬁactxofDRAXXlN onporc'm D i y. and lactation have notbeen
jection can cause anmmnlocafmwe reaction thatmay resultin trim loss of
qumutslauwer
REACTIONS
n one field study, two celves treated with DRAXXIN et 25 mg/kg BW exhibit ient h iwation. One of

ese calves oiso exhibited ransient dyspnes, which may hm%nn reloted to pneumonil'.

n one fisld study, one out of 40 pigs treated with DRAXXIN st 25 mg/kg BW exhibited mild salivation thet
resolved in less then four hours.

CLINICAL PHARMACOLOGY

At v:wsmcd pH, mhﬁmn!&m {a week base)is appmxvnnmlywunes more sohblenhydmph:llt':y than
ssso?mdmthe macrokides.! 9& mm a-;‘y;n CORContrations are ohwvedmﬂuagsas
compaudmme ssma. The axtent to which ing concertrations represent free {active) drug was nat

,tho clinical rolwance of these elevated iung concommwns is undmmm«l

ﬂm PITINY i and the ch FEPry . !
ctonud uachu,murohdnmdm bomemmc.bmmbohmmdaI
somnpﬂhwenslmwabohndmu killing; the rate of bactsrial era

on
'‘does not change once serum drug concentrations reach 2to 3tnes the MIC ohhom!:nd pathogen. Under
thase conditions, the time thet serur concentsations remain sbove the MIC become: detsrminant of
mmcmbu:’amty Mwﬂdgsmmmlp&m dhct(PAEl,thumm dml‘:‘l:.mndsmba
n general, In

bme, the PAE willincrease to some mmmnldaxm' Of the two verisbles, concentration and exposure time,
drug concentration tends to be the most powerful detarminant of the duretion of PAE.

Tulsthromycin is eliminated from the body primasit d via biliery excretion. |
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T Carbon, . 1996 Phomcadynmcs of Macrolides, Azalides, and Stre EffectonE Jhilar
Pathogens. Clin. infect Dis., 7-28-32

E Nightingals, C.J. 1997. Ph d Ph of Newer Macrolides. Pedistr. Infact. Dis. J.,
430443

llowing dministration into the neck of feeder calves ata dosage of 25 8W,
mmkumﬂmmmwmrmmammg occur within
D is

b

5 afte i Hobility ds 90%. Total

- 170 . Tuk
mem%w 11 Ukg in hoakhy ruminating calres. 3Thi dama of i
largely responsible for the long elimi half-life of this compound [approuim:

w-.u.; of

s . 175dlys|nﬂuplwm

based on quentifiable torminat wmadmgcommmlwmsﬂﬁmmm

based on d"& from healtiry animsis)]. Linesr dosas TRnging:

mmwmmuwmnmmewmmmncm«t otmvndn versus |

JUunmundmmmmmMsudmmnubpamnmdumhﬂmeby
weither subciAsneous or intravenous infection.

Swine

Following intramusc hradmmnmmmdef atadosage af 25 BW, wiathromycin is completely
minpj'ymdﬂ .25 hour). Sdtsequ?r?;(m Mw%mmmcﬂcm“
CLuu:: 187 m leﬂm::r m:l:;n“:run‘unm;:mhm'lwmmhwd toits
= ow!
d%ngu Although . Mh

pxtensive vokume of pﬂhnonu talgthromycin concentrsions lqll_v:!
Hhan esmtenti Wﬂquﬁmccoﬁhmhﬂnﬂmundmd ere
lbre no gender di mcunmﬁdﬂmwmplmmc
Bllll . M R

hashann d st heimia heemolvtice, P
mmnmmmm,mu o m.u:m‘ g inted with BRD.

nummuwMycmmmmdm mmmmmsnnmwmm ;
Wetermined using methods recommended by the Clinical and Laboratory Standards Institute (M31-A2). All MIC
es were determined using the 3:1 isomer rrtio of this compound.

e MiCs ﬁnlmwmnm Getermined for BRD isolatea obtained from caives enrolled in therapeutic and
l!mkiolmdm U.S. in 199, inthe studies,
hasopharyngesl swabs mﬁmhngwmmwwnfmrmdcmm
m Inthe at- mnm;mmcubmoﬂmmm:h eal swabs of seline-teated non-rasponders
mmwlungmnfmnmdcams at died. The results are shown in Table 3.

T-tlol : y ion {MIC) values*® for indicated pathogens isolated from
MWMMWBHDnﬂnUS
pothogen Date isolated [Mo. of isolates]MIC,™* {yp/ml)[MIC, " [ppiml}] MIC remge (poiel}
Mannheinis ica 1938 842 2 2 0510 64
stnurelly multocids 1999 pri] 05 1 0.2510 64
sonn 1999 36 4 4 1tod
bovis 1998 4 O.IE 1 =0.063 tn >84
The corvlation betwe and clinical is i
liChwmaMMMhuﬂmrmmm
Swise
Y vitrg activity of tule mhashwn d against Actinobacilis p v Pi
inudtocids, Sy phius p ¢ lyisolated pathog isted
with SRO.
The MICs ofwmmy:'n aolinstildicamd SRD jens were determined using methods recommended by
the Clinical and {sborstory Standards {nstitute { . ABMIC veiuss were determined using the 3.1 isomer

rmndmmdbﬂm were obtained fr omlu samplas from sakne-treated pigs and non-treated
‘mwmmmﬂmmmmmcus Canada between 2000 and 2002. The results sre shown |
Table 4T ion (MIC) valies® for indi thogens isolated from
mmmmsnonmus mﬂ:anau

Badicsted pathogen Date isolated No. of i MaC, ™ W"W WHC range (pg/ml)
2000-2002 135 16 k] BoR
2000-2002 3t 1 2 0255 >64
2000-2002 55 1 2 0510>64
i 2000-2002 [ v] 4 8 2108
The correlation between in vitro suge: data and clinical effectiveness is unknown,

optibility
I The MIC to encompass 50% and 90% of the isolates, respectively.

Cattte

n o multi-location field study, 314 calves with lh g BRD ware d with DRAXXIN. R
'mmmmtv:.n :unpmmsﬁn—tnnd cmnl;Afnu:FmsDﬁf?:ﬁu calfwith normal attitude; /h "
BCtvity, Rorm rectal temporatire of < on @ cure rate was significantly highes|
P< 005 in Dm eahruM)wmndmuho-nn.zm(Ml There were two BRI

releted deaths in the DRAXIN-trestad calves compared to nine BRD-relatsd deaths in the saline-trested
=

n engther multi-location field stady with 393 caives at high risk of developing BRD, sdministration of DRAJOUN
Mnnmicmmdm‘dﬂnuoﬁﬂb(ll cnnpandmnkn—vumduhs(ﬁ&%t

wiis based on scored chuln%u respirstion, and
amadmmvof:\ﬂ‘l’mﬂtyu‘l’huem nn-mlmm-;mmu-«macms
ated calves. Fifty swhm—nudcmesdwuﬁ:dasnm
mpmlmmmmayhndumnmwodncmumw_ bs or lung

2.'*«,‘::«““‘”“»&‘&'&‘;5“&2‘;..’?’"“”‘“ wostment escpmrynges mabe. 0102 DRAOUN yosod
m 8atment |

calves, 37 {71.2%) e d lS(W

falures. Of the 27 soline-treeted caives, mu%) celves wers catsgorized s cures and 23 152%) calves were
trosunent failures.

Fwo induced infection model Mumcmdmsdmcmﬁmmammenmdmmgmﬂ
bovi. A toral of 166 caives wene inoculoted intratracheally with field strsing of M. bovis When calves
mwmcmdhshhmmd scores, they were trented with eikher DRAXGN (2.5 mg/kg BW
umuwvdmvdu ull':em ware observed for signs of BRD for 14 deys post-treatment, then

antly
mheDIWXlN—!rmdmcmmdw‘sdn&nmmnﬂnzmwu
Vs 30.7%, P<0.0001).

Swine

nnmh-locmnﬁvldm 266 pigs with naturally oceurring SRD were treated with DRAXXIN. ﬂnsponsssto
y wmdcgfm‘?‘z.*m%s;rudeﬁmdnammnnmlm o,
Rormal respivation, snd 8 rectal tempersture of <104°F on o Y
broator (P2 0.051 i DRAXN-ested pgs 70.5%) compared 1o same- Togted pigs (46151, |

SAFETY

di d infeeder calves receiving 8 single subcutaneous dose of 25 mg/kg BW, or 3
‘mﬂymmdu 15, orllSuWBw inel gmups,mmtndesdpmllur?monwere
semmchdim shaking and pswing atthe g y sitp

the mjection site and ding histopathologic cs a0 it animals in
ﬂdoagomxmmm:pdremuwﬂmc Nomhwd:uw—mlmdluwuwera

™ study wes conducted in faeder colves recsivi soge ssho dose of 10,125, 0r 15 mg/
kg BW. Macroscopical i b dv, to mild myocardial degeneration
mmnnmo(axcolm-dmﬂﬂjmmBWmdmmmcmmww!sm BW.

safety vnscmﬂmndncdvu\:mz‘ldn of reeavm‘)_im BW or7.5 mg/kg BW once

ﬁ M m-uml vs 39' M?mdrw—nlndc al gigns or
-'luomm pically or P

mmdusmcondmmdn Pigs recedvin, wﬁlommuscular doseof 25 mm BW, or:!wsakly
dvdousdzs.u.orlzsmykaﬂ transient indications of pain sfter injection were

, m:ludnu . ; Tromou occurred brieflyin onemmal f8ceiving

5 mg/kg BW. . ¥ sitg tissues and cor

seenin nmmlsttnﬂ dmguand resn overtime. Nodhet dmg-rahmd]mnswera observed

CONDITIONS
ator helow Z5°C(TT°F)
SUPPUED ~
IN I Sohution is aveilsbie in tha following package sizes:
S0ml visl
| 100miviel
250 mi. vial
500 mL vial

.S. Petents: See US 6,329,345; US 6,420,536; US 6,514,345; US 6,583,274; S 6,777,193
141-244, Approved by FDA
f by

Phizer Animal Health ,

Div. of Phzer Inc, NY, NY 10817

Toreportasuspected adverse reaction call 1-800-366-5288
Torequeste matenial safety data shoatcoll 1-980-733-5300

For additions! DRAOUN pmtnnfu'mmn call:
-$88-DRAJIN

or 90 t0 www.DRAXN com
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(culathromycin) (tulathromiycin)
Injectable Solution % > Injectable Solution
’;‘ - t’n
Antibiotic Antibiotic
100 mg of tulathromycin/mL 100 mg of tulathromycin/mlL

l'/flt.'r

For subcutaneous injection in beef and non-lactating

For subcutaneous injaction in beef and non-lactating
dairy cata and intramuscular injection it swine only.

deiry cattie end intraruscular injgction in swine only.

CAUTION: Fadaraf (USA) law restricts
this drug 1 usé by or on the order of
« licensad vaterinarian.

CAUTION: Fedaral {USA) lew raswicts
this drug 1 use by o on the order of
a licansed vetarinarian.

Net Contents: 500 mL Net Contents: 500 mL

NADA 141-244, Appraved by FOA
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