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FREEDOM OF INFORMATION SUMMARY

. GENERALINFORMATION:

ANADA:

* Sponsor:

Generic Name:
Trade Name:
Dosage Form:

How Supplied:

How Dispensed:

Amount of Active

Ingredients:

Routeof
Adm1n1strat10n

Species:

Labeled Dosage:

Indications for Use:

Phoenix Scientific,Inc.

~ 3915 South 48" Street Terrace

P.O. Box 6457
St. Joseph, MO 64506 0457

* Ivermectin Topical Liquid

Topical S{)lution, ,

250 mL, 500 mL, 1 L, 3. 785 L (1 gallon) Bottles

'5L&25L

5 mg/mL ivermectin

" Topical, on the dorsal midline, withers o tailhead

Cattle
500 mcg/kg (1 mL/22 Ibs) body welght -
Iverrnectm Pour- On apphed at the recommended

dose level of 500meg/kg is indicated for the. effectWe B
control and treatment of these parasites.

-~ Gastrointestinal Roundworms »

Ostertagia ostertagi o (adults and L4)
(including inhibited stage)

Haemonchus placei (adultsand L,)
Trichostrongylus axei ~ (adultsand L,)
T. colubriformis ~ (adultsandL,)
Cooperia spp. "7 adultsand L4)
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~ Strongyloides papillosus
‘ ‘,Oesophagostomum
Trzchurzs spp '

- ‘;(adults)
(adults ai and L4)
(a&ufts

7 Citle Grubs  (pansiticstages)

' Mltes .
g Sarcopz‘es scabzez var bovls

;Llce
LGognathus vituli o
Haematopinus eurysferifiils
8 Damalzma bovzs -

: :Horn Fhes -
e Haematobza zrrztants

i rtagz O radzatum H
nctata and C oncophom )

;PloneerProduct/ .
-~ “Listed Product: _

or " the pioneer product ended on Iune 4 2000 No™
new data was requ1re for the 1ona1 new cla1rns
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3. HUMAN FOOD S AFE’i‘ v

‘When a waiver from the  requirement of an in Vivo bloequlvalence study is granted
the withdrawal times are those previously assigned to the pioneer product The
withdrawal time for ivermectin pour-on is established under 21 CFR 524.1193(d)(3) -

- 48 days in cattle. Therefore, no human food safety mformcmon is required for the
approval of the supplement.

4. AGENCY CONCLUSIbNS‘- |

- This is an Abbreviated New Animal Drug Apphcatlon (ANADA) filed under sectlon ‘
512(b)(2) of the Federal Food Drug and Cosmetlc (FFD&C) Act.

Under the Center’s supplemental approval pohcy (21 CFR 5 14 106(b)(2)) thisisa
Category II change prov1d1ng for the addmon of new cla1ms to the | previous approved
label. The approval of this change is not expected to have any adverse effect onthe
safety or effectiveness of this new animal drug. Accordmgly, this approval did not
require a reevaluation of the safety and effgct;veness data in the parent application.

Attachments:

1. Generic Labeling:
Package Insert
Bottle Label

2. Pioneer Labeling

Package Insert

Bottlé Label
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For the weaunent snv- control of ‘gastrointa
roundworms - linclugi inhibited  Osie
2. Jungs hs o, il

Use only in led areas oy S,

Close container tightly when not iius..,
Catttp should nui by iresiea viveal nair

since réduced £

.

tde Mmuct not by
of slaughter for
tansumption, “Betause
withdrawa! :'me in milk_has ot been -
established, do not'usé in female dairy
cattle of breedin, sge.

This product should not e applied 1o self of others
because it may be irritating to human skin and eyes
and sbsorbed through the' skin. To mipimize- "
accidental skin contact, the user should wear'a long-

5 mgiverm

L Pxrasiticide

’

POUR-ON for Cattle
ectin per mL

Rills; Rusndworms (including Brown |

Co aGi use wi TBiT 1o GA KTt
within six hoin shar traet

[ eas ol il Eing PoeF 5]

06 not give oraliy or parenteratiy.
Cloudingss n the formulation may otcur when
PHOENECTIN™ {ivermectin} Pour-On is stored at
Jemperatures below 32°F. Allowing to werm at roons
tempéraftire “will restore the normal appearance
withouaffacting efficacy. A
Antiparasitic activity of ivermectin 'will be impaired
i the formulation is applied to areas of the skin with
mange scabs or lesions. or with dermatoses of
adherent material.. «.g., caked mud or imenure.

tvérmectin ' has been, associsted ‘with 'sdvérse
hons i iti ; therefore, PHOENE

& > iy . - ok INT
sleeved shirt and rubber gloves. If accidentat skin S:oma.mlswsmn) l.ungworms Gruhs Factions I 3 (-"“?Ts' CTINT
contact Gecurs, wash immediately with: soap and Sucking Lice élﬁn Lice M'an 6 ' g;:m;ﬂ:z%‘;'n%'&im recommended for use in
- water, If‘ s:c:dent?l eye exlposur'el‘ M'tg H i3 i g . g Do feat conamivot tb b ricati N
occurs, flush eyes immediately wit not contaminate water by direct application or by

— vyt and Seek medical stention. ites, Horn Fies the improper disposal of drug o Dispose of

%—-—-—-—_____ ——— Keep this and all drugs out of the
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ation,
tion,
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CYREL #:

CUSTOMER PROOF

PHOENIX SCIENTIFIC

29283 (T8) _ Date 44,55/00
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3X675
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COLORS: _1797RED _ BLACK
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™

Fax Proofs are intended for proofing of content and placement only, not fo
Every effort has been taken to insure the accurac

r exact size or color breaks.

y and conformance to applicable regulations on this

proof. However, please check carefully as the final liability rests with the customer.

Approved by:

.. Date approved:




a
S U WARKING: Ca. %
treated withi days of sl. €

d o e Cloudiness in the formulatize may occur wher,
( . PHOENECTIN™ (ivermectin) Pour-On is stored st
temnperatures below 32°F. Allowing {0 warm & mom .

POUR‘ON for Er————att—l—“‘“‘e ‘ :sap:;r::ar:ﬂ:;lﬂrﬁ:;ge the -normsl appesrance
5 mg ivermectin permL e Jormutatian S oppied v sovee ol 2

mange scabs or lesions, orwii

human * “consimiption. Becaurs g
withdrawal time in milk has not b.en .,
established, do not use in fernale dai ¢
cattle of breeding age.

I’;,E.S;ﬁ“%:g ﬁ‘é’:ﬁfn‘&;ﬁ% Eg ‘:vl-‘):rg;r‘\) ;13‘:1 g;’gt xg . P aras“":ide - i adherent materials, e.g., caked mivi o(z

and absorbed through the skin. To minimize s Al v : . 5

aCCidenta i contact-the ier ShoVId wom s ope Kils: RoundwonadTies 4 reacuons m sonsiies g meviere PN YRS

sleeved shirt and rubber gloves. If accidental skin StomachVWorm), Lungw Rk Mo A e SO9s. therefcre, i

contact occurs, ‘wash immediately with soap “and ck" ¥ B

o by X {ivermectin} Pour-On is not racommended for 1 e

watef. I’f’ a’:‘:cidantal eye “exposure V‘SU M! g l—'ﬁe: Bglmg Lice, Mang& ;Ww: other than ”"’:'- o

~0czurs, flush eyes inwmnediately with 0 not contaminate water by direct -
water and seek medical attention. ites, Horn Flies the improper disposal of drug containers. 3 f -

Kep. this and all drugs out of the - ANADA 200-219, Approved by FL, __ containers in an approved landfil
== mecamons. -~ NET CONTENTS: 250 mL (8.5 i oz) '“

Store at controlled room temperature

15°30°C (S9-86F). Store awsy from v WARNING
excessive hest (104 /4o'cY and - NOT FOR f}g'ewmumﬂs
OISR protect from fight ) ’

0“4_ N | a‘fla(;‘e!:\(x S‘::fl:?'ﬁ? c, Inc

Lt No. ¢ sens. ¥ s I0C.
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proof. However, please check carefully as the final liability rests with the customer.

. Date approired:
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Consult your veterinarian for assistance in the diagnosis,
treatment and control of parasitism,

INDICATIONS:

For the treatment and contro! of gastrointestinal
roundworms (including inhibited Ostertagia ostertagi),
lungworms, grubs, homn. flies, sucking and biting fice,
and sarcoptic mange mites in cattle.

See package insert for complete indications and use
_diractions.

"Recommended Dose: 1 mL per 22 Ib of body weight.

RESIDUE WARNING: Cattle must not be
treated within 48 days of staughter for human
consumption. Because a withdrawal time. in
mitk has not been established, do not use in
female dairy cattle of breeding age.

This jproduct should not be ‘applied to self or others
because it may be irritating to human skin and eyes and
absorbed through the skin, To minimize accidental skin
contact, the user should wear a long-steeved shirt and
rubber gloves. if ‘accidental skin contact occurs, wash
immediately with soap and water. |f accidental eye
expasure occurs, flush eyes immediately with water and
- saek-madical attention.

NDC 59130-681-04

PHOENECTIN™
(ivermectin)

POUR-ON for Cattle
5 mg ivermectin per mL

Parasiticide
Kills; Roundworms {including Brown
Stomach Worm), Lungworms, Grubs,
Sucking Lice, Biting Lice, Mange
Mites, Horn Flies

__ANADA 200-218, Approved by FDA"

Use only in well-ventilated areas or outdoors.
Closa container tightly when notin use.

Cattle should not be treated when hair or hide is wet
since reduced efficacy may be experienced.

‘Do not use when rain is expected o wet cattle within six
hotrs after treatment.

This product s for application to skin surface only. Do
-not give arally or parenterally.

‘Cloudingss in :the formulation may occur when
PHOENECTIN™. {ivermectin} Pour-On. is stored at
temperatures balow 32°F. Allowing to warm at room
temperature will restore the normal appearance without
- affecting efficacy.

Antiparasitic activity of ivermectin will be impaired if the
“formulstion is applied to areas of the skin with mange
“scabs or .lesions, or with dermatoses or adherent
“materials, 6.g., caked mud or manure.

‘Ivermectin has been d with adverse reactions in

sensitive dogs; therefors, PHOENECTIN™ (ivermectin)
:Pour-On is not recommended for use in species other
than cattle,

Do not contaminate water by direct application or by the
~improper - disposal of drug containers. Dispose of

: PRECAUTIONS: .
w Store at controlled room temperature 15°-
| e 130°C (59™-86°F). Store away from excessive
N ‘heat {104'F/40°C) and protect from fight.

“rcontainers'inan approved landfitl or by-incineration. -

NET'CONTENTS: 1L (33.8fl 02)

WARNING! FLAMMABLE! KEEP AWAY FROM
HEAT, SPARKS, OPEN FLAME AND OTHER

; SOURCES OF IGNITION,
! [ HENRNNE ® ‘ WARNING!
: = A NOT FOR USE IN HUMANS
: = Keep this and all drugs out of the reach of children.
: -~ Manufactured By:
== Exp. Date Group;]_m: ENNERER! Phoenix Scientific, Inc.

. St. Josaph, MO 64503
... 500018

185, 1100

( CUSTOMER PROOF » CHECK CAREFULLY! )

Customer: PHOENIX SCIENTIFIC P.O. # STEPHANIE
T Date ‘ o
CYREL #: 29290 (ts) Sent: 11/22/00
LABEL: phoenectin™ UNWIND 2 4
SIZE: 4x8.875
—
LINO =2
COLORS: black 1797 red ; O

[Fax Proofs are intended for proofing of content and placement only, not for exact size or color breaks.

‘Every effort has been taken to insure the accuracy and conformance to applicable regulations on this
Y, proof. However, please check carefully as the final liability rests with the customer.

Date approved:

L " Approved by:
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Consult your veterinarian for assistance in the
diagnosis, trestment and control of parasitism,
INDICATIONS: ) :
For the treatmant and control of gastrointestinal
roundworms  (including inhibited = Ostertagia
gwarms, grubs, horn flies, sucking

ostertagi) \

and biting lice, and sarcoptic mange mites in cattie.

Sea package insert for camplete indications and use

directions. !
r 22 1y of body weight.

Recommended Dose: 1 mL
’ RESIDUE WARNI attla must ndt be ‘

treated within 48 days of slaughter for
human conéimiption. Because 2
withdrawal ti milk has not been
astablished, do nof use In female dairy
cattle of breeding age. = .

This product should not be applied to self of others

because it may ba irritating 1o human skin and eyés -

and ebsorbed through the skin. To minimize
sccidental skin contact, the user should wear a long-
sieeved shirt and rubber gloves, IF accidental skin
contact occiirs, wash immediately with soap”and
- water, If accidental eye exposure
occurs, flush eves immediately with
water and seek medical attenti )

S— PRECAUTIONS:

. Store st tontrolied room temporature

e 15-30°C (59°-86'F). Store” sway from

ONE==_ gxcessive hest {104°F/40°C) and
o protect from light.

O i 1.0t NO.

—

Exp. Date

ated areas of « 01
Close container tightly when not in use

Cattle should not be trasted when hair or hide is wet
since reduced efficacy may be experienced.

Do not_use when rain Is expectsd to wet cattle
within six hotirs after treatment. X

This product is for application to skin surface only.
Do not give arally or parenterally. A
Cloudiness in the formulation may occur when

NDC 59130-681-03

 PHOENECTIN™

. d K » it ’
1 PHOENECTIN™ {ivarmiectin} Pour-On is stored at
(Ive r -~ eCt| “) :emperat!ums bq'lfw 3¥‘F A:h;ldwing to \‘rarm at roxcm
emperature will réstore the normal appearance
POUR N for cattle without affecting efficacy. RS BRe

5 m vermecﬂn permL o - Qr‘wipumsitic activity of ivermectin will be impaireg

he tofmuLaxion is applied to areas of the sk

Syt , or with d
Parasiticide - e o cakd mud or m
Kills: Roundworms (inclu
Stoma L

Sucking Lice, Biting Lice, Mange Spocies othe S

Mites, Hom Flies Do not contaminate water by direct applicatio or by
’ - . the impropar disposal of drug containars. Dispose of

ANADA 200-219, Approved by FDA ) ars i andfil

PR ’ : n an approve [} orby
NET CONTENTS: 500 mL (1691l 02)

[EEa NN
ST ®

“WARNINC
NOT FOR USE INHUMANS
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Phoenix Scientific, Inc.
St. Joséph, MO 84503
500018

Rev. 11-00
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proof. However, please check carefully as the final liability r
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_ NDC 59130-681-37 E—

HERE

- (ivermectin)
POUR-ON for Cattle
5 mg ivermectin per mL
Parasiticide o
Kills: Roundworms (including Brown
Stomach Worm), Lungworms, Grubs,
Sucking Lice, Biting Lice, Mange
Mites, Horn Flies

ANADA 200-219, Approved by FDA™™ "

1] T1 ®

-
-

lllI’H’l_

o6 in the

Consult your veterinarian for ent aﬁ&iédmfbl of parasitism,
INDICATIONS: L , Lo B ,
For the treatment and control of astrointestinal roundworms (including inhibited Ostertagia ostertagi,
lungworms, grubs, hogn {lies, sucl ing and biting lice, and sa;qoptiq mange mites in cattle. . )
See package insert for complete indic nd Use A

Recommended Dose: 1ml per 221b of body

RESIDUE WARNING: Cattle must not be treated within 48 days of slaughter for human ‘ V

consumption. Because g withdrawal time in milk has not been established. do not use

in female dairy cattie of breeding age. ’ ’ e ]
This product should not be applied to salf or others because it may be ifritating to human skin and eyes
and absorbed throu%h the. skin. To minimize accidental skin contact, the tsar should wear a long-
sieeved shirt and rubber gloves. If accidental skin contact occurs, wash immediately with soap and
water, If accidental eye exposure oceurs, flush eyes immediately with water and seek medical attention.
PRECAUTIONS: o . : o e
Store at controlled room temperature 15°-30°C {59"-86'F). Store away from sxcessive heat (104'F/40°C)
and protect from Jight.’ - ) . e N T g
IMPORTANT: This package is inténded for use only with the Applicator Gun provid onal
Applicator Guns are available through your locat retail dealer or through Phoenix Scientific, Inc.
(816) 364-3777. T
Use only in well-veritilated aceas or outdoors.
Close container tightly when not in
Cattle should not be

‘ON 107

e when FHOENECTIN® (ivermectini Pour-0

- . Cloudiness in tha tarihilation T : On s st

temperstures below 32°F. Allowing to warm at room températurs will restore the normal appea
wnhommmgemm‘ \, § ) o g i s A R St e—a—

Antiparasitic sctivity of ivermectin will be iipaired if the formulation is applied to areas of the skin with _—~
mange scabs or lesions; or with dermatoses or adherent materials, e.g., cak d mud or manure. | © r——)
Ivermectin has been associated with adverse reactions in sensitive’ dogs; therefore, PHOENECTIN™ —T0n
{ivermectin} Pour-On is not recommended for use in species other than cattle,

O

Do not contaminate water by direct application of by the improper disposal of drug containers. Disposs %
of containers in an approy;lla‘ndkﬁj‘l,og by mdnerag?;n. s o s :ug i %)
| WARNING! FLAMMABLE KEEP AWAY FROM HEAT, SPARKS, OPEN FLAME AND OTHER SOURCES OF IGNITION.
WARNING!  NOT FOR USE IN HUMANS ™ Keep this and afl drugs out of the reach of children. ""'—"""g
M

ManufaCtured By: FR .
Phoenix Scientific, Inc,” . 500018 Rev. 11-00
St. Joseph, MO 64503 .
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Use only in wall- ventilated areas or outdoors.
Close container tlghtly when not in use.

Cattle should not b treated when hair or hide is wet
since reduced efﬁcacy may be experianced.

Do not use when ram is expected w0 wet cattle
within six hours aftar treatment.

This product is for applncatlon 1o skin surface anly.
Do not give crally of parenterally.

Cloudiness in -the iormulatnon mav oceur when
PHOENECTIN™ (ivérmectin) Pour-On is stored at
temparatures balow 32°F. Allowing to warm at room
temperature will rdstore the normal appearance
without aflecting afﬁcacy

Antiparasitic mwny of ivermectin will be impaired
if the formulation is applied to arvas of the skin with
mange scabs ‘or lestons, or with dermatosas or
adherent materials, e g., caked X
lvermectm has been lssocmted wuh adverse
ENECTIN™
(wermecnn) Four~0n is not tacommandad for uge in
species other than cattle.

Do not contaminate Waiter by diraét’ apphcallon orby
the improper disposat of drug containers, Dispose of
containers in ai g ndfilf or by incineration.

RNINGI
NOT FOR USE N NUMANS

Manufactured By!
Phoenix Scisntific, Inc.
St, Joseph, MO 64503

500018

Rev. 11-00
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ANADA 200-219, Approved by FDA
PHOENECTIN™

(ivermectin)

POUR-ON for Cattle -

Contains 5 mg ivermectin/ml,

Parasiticide

Consult your v

treatment and control of parasmsm

atroducti

i’HOENEC‘I’I!‘I"“I (ivermectin) Pour-On delivers internal

“and external parasite control in ‘one’ convenient low-

vo!uma application. Ivermectin is '» patent antiparasitic
nt whose chemical structure is different from tho:

0 other antiparasitic agents.” R

ca in the di

Indicstions
PHOENECTIN™: Pour-On applied ot the' recommended
dose fevel of 500 mcg/kg &5 indicated for the effective

* comtrol of thesa parasites.

Gastrointestinal Roundworms o N

U.m.‘r(agl. astertag {aduits and L}
{including mlublted stage)

Haemonchus placei {adults and L)
Tnchosfrongylus axei {adults and L4
T. colubnlonms (aduits and L)
Cooperia s, (aduits and L)
Stronvylmdas papillosus, : (adults)
Qesophagostomum radistum  (adults and Ly}
Trichuris P (aduits}

Lungwaems
Dictyocaulus viviparus {adults and L}

Cattla Grubs {parasitic stages)
Hypoderma bovis
H. linestum

Mir

les
Sarcoples scabiei var. bfw'w

incroments. Each 5 mL will treat 110 ibs

Lice
Linognathus vituli
Haematopinus eurystemus
Damalinia bovis
Solenopotes capillatus
Horn Pies .
Haemalobia iritans

Activity

PHOENECT!N'“ Pour-On has been proved to effectively
central infections and to pto(ecz cattle from re-infection
with Ostertagia
Haemonchus placei, fnchostmngylus axei, Cooperia
punctata snd Cooperia oncophora for 14 days sher
trestment.
Trestment for Cattle for Hom Fiies

PHOENECTIN™ Pour-On controls hom Ries {Haematobia
wlr.ms1 for ue"m 2 days after dosing. For best results
PHOEN! hould be part of a parasite
comrol proqram for both mtom.l and extarnal pacasites
basud on the epudemuoloqy of these pmsdes Consult
for the most

effemva timing of applu:mons

The dose rate is 1 mi for each 22 1b of body weight. The
formulation should be applied along the topline in 2
narrow strip extending from the withers to the tailhead.

baspon Cog {250 mi., 500 . and 1 L bottles),

sing m L )

The enclose«? dispensing cap is gradusted in 5 mL
body weight.
When body we-gh( is betwsen markings, use the next
higher increm

Attach the cﬁsponsma cap to the bottle.

Select the correct dase rate by rotating the sdjuster top
in either direction to position the dose mdu:ator to the
appropriate fevel. 2

2026339284 amiech phosnectin 1532400 nsen boskdet iside

Hotd the bottle upright and gently sqUeeie i to deliver 3
shi gestso!me required dose as indicated by the
ation lines.

By ing the pr the dose
to the carrect fovel. Tilt the bottle

off (stop} position will clase the system
Weight
20 Ib (100 kg)
330'1b {150 ky)
440 1 (200 kg} 20mt
550 ib {250 kg} 2B mi,
660 th {200 &g} JomL
7701 {350 kg} 35 mb
mhase  Em
mi
1100 ¥ 1500 g} S0 mt
Mode of Action
lvenn{:cdn as’a m of th;d c.avommn famm:ﬂs
caita oparasites,
mites, lice, honn flies and ather insects. its action s

unique to the avenmectin class of antiparasitic

is action involves o chemical that Serves as & Signal
from one nerve call to another, or from a netve cell to a
muscle cell,
gama-am

in roundworms, ivermectin stimulates the relasse o: )

GAE: from nen;o andings a:'td mmnee:ﬂ?;m g
10’ special vmp neTve jus us
interrupting nerve pulsas thereby mqu and
kminqtm ‘parasite. .

The'en effect pods such

as mites, lice, and horn flies ‘resembles that in

roundworms except | that nerve impulses are interrupted
the hetve and the m

betwenn uscle coll. Again,
this leads to parslysis and death.
3

_This chemical, a neurotransmitter, is called: . /|
acid or GABA.

Ivermectin has no mensurable effect against flukes or
tapeworms, ‘prasumsbly becaise they do not hive
GABA 3s a nerve imputse transmitter,

The princi penphml neurotransmitter in mammnts,
aoatyld\u'&ac'. is_unaffected by ivermectin, vermectin
does not readily pmtrhte the central nervous system of
g‘;mmaxs where GABA funictions as a neurotransmitter,

Studies conducted in the U.SA. have demonstrated the
safety margin for ivermectin, Baged ‘on plasma levots
the toptcolly applied formulation is expected to_be

Jeast a5 ‘well tolerated: by beeeding animals as is me
sibcutaneous fofmulanon which had  no affect on
breeding performanc:

RESIDUE ¥ WARNING: Cattle inast rot b treated
within 43 da;s ‘of slauahw for humli:‘

time
milk has not b«n embrshed, do not use in
female dairy cattle of breedim

WARNING! NOT FOR USE IN HUMANS. ™

This product should not be applied 1o’ seif oF others
becausa it may be irmitating 1o human shnmdwesand

ould wear & lang-sleeved shirt lnd
rubber gioves."If accidental skin contact occurs, ‘wash
immediately wnta “ss%ap mf w:gnrl e'i'v mﬂmw m
eXPoSUre ocCurs, mmedia witer

sook medical attention. ores

PRECAUTIONS
g?F'I' st controlled room temperaturs 15°-30°C (59"

Store sway from excessive heat (IM‘F/‘OC} and
protect from light,

Usa only in weil- vmiimd areas orouldoofs

Close i use.
c:ulashoddnotbem uhawovtmetswewme
ueedefﬁucymnybooupadmd

Do ot usé When eain is expected to wet cattle within
six haurs after treatment.

This product is for application to skin Sisrface’ only. Oo
not give orally or parentorally.

Cloudiness in the formuiation may ooctr when
PHOENECTIN™ {ivermectin] Pour-On is stored st
tompennkes below J2'F. Allowing to warm st room
lemperatire will restore the nomial appearsnce without
affecling dﬁcacy

A e

formulation is apnued to aress of n with mange
scabs or lesions, o with dmnmsés 07 sdherent
materials, #g., caked mud or manure,

Ivermectin has ‘been associsted with adversa resctio

in sensitive mm«e{m. PHOENEC‘!‘IN"‘ Pour«On is
ot recoma for usc in other then cattle,

rest
Pour-On effectively controls alf stages of
cattle grubs. Howaver, proper ummg of treatment is
important. For the most effective results, cittle
be traated 33 so00 88 possible !wmendofmehad
fly {warble fiy) season. Whlh this is pot peculisr to
ma Ioma {cattle

5

grubs) o the period when these grubs are in vital areas
may cause undesirable host-parasite reactions. Killing
Hypoderma lineatum when it is in the esophageal
tissues may cause bloat; killing H. bovis when it is in the
vertebral canal may cause stagoering or parslysis, Cm!e
shauld be treated either before or after these stages of
grub development,
Cattle treated with PHOENECTIN™ Pour-On at the end of
the fly saason may be re-treated with PHOENECTIN™
during the winter “without danger of nmb—related
reactions. For further Information and advice oa
planned parasite control progum, ‘consult your
veterinarian.
Eavi al Ssfety
Studies indicate that when ivermectin comes in contact
with the soil, it readily and tmhﬂpmds:o the soil and
8s inactive over time. Free ivermectin may
adversely fish or certain water-borne organisms
on which they feed. Do not permit cattle to enter lakes,
‘ponds for at least six hours after treatment.
Do not contaminate water by direct application or by the

improper dis; [ of deug containars. Dispose of
comamers mf, m?aﬁnorby
Pocks

mh‘maﬁm o
¢ PUOERECTI e Cur.On s 280 ool S W
o2} Boitie ‘,.soommesawbomni.«saanoz)

bottia with dispensing cap provided, of in
3785!.(1Gll)boﬂlc.tBL(lﬂGz)bacbp&dt.leSL
M!g;t for use with the appropriate sutomatic dosing
apphicator.

29283129284 amitech phoenectin 1332400 onsert booklot Inside ~~ black




Consult your veterinarian for assistance. in the,
diagnosis, treatment and comrol of parasitism.
INDICATIONS: .
For the ueatment and control of gastromtesnnal
Ostertagia
os:enag:), lungworms. grubs, horn flies,” “sucking
and biting lice, and sarcoptic mange mites in cattle.
See pack insert for plete indications and use
directions.

Recommended Dose: 1 mL per 22 Ib of body waeight.

RESIDUE WARNING Cattle must not ba {

48 days of staughter for
hum. mption. Because = a
-thdrawal tima k has not been
established, do da
cattle of breed

This product should not be applied 1o self or others
because it may be irstating to human skin and ‘éyes
ugh the skin. To minimize

, the user should wear a’ long-

“and rubber gloves. If accidental skin

» wash immediately with $08p and

ntal eye exposure

;m:nedme ly . with

Keep this and all drugs out of the

reach of children.

St
n‘lmﬂed room temperature
15 30'0( -86'F). Store” away from
excessive heat (104° FIM)C _and
protect from light.

| LotNo,
: Exp. Date

NDC 59130-631-03

POUR-ON for Cattle

5 mgq ivermectin per mL

Parasiticide

Kills: Roundworms [including Brown
Stomach Worm)}, Lungworms, Grubs,
Sucking Lice, Biting Lice, Mange

Mites, Horn Flies

ANADA 200-219 Appfoved by FDA '

. adherent material

Use onty in well-ventilated areas or outdoors.

Closa container tightly when notiin use.

Cattle should not be treated when hair or hide is wet

since reduced efficacy may be axpariet

Do not ‘use whea rain is expected to wet cattle
ter

This produi ppl

Do not give oral'y or pammeully

CIoudmess m the  fos
PHOENECTIN™ (ivarmectin} Pou

!emperatures below 32°F. Allowing to warm at room

temperature. will g:tore the normal appesrance

i acy:

skin surface only.

occur 'when

B Antlpara i¢ activity of ivermectin will be impaired

if the form n is applied.to areas of the skin with
mange sca  lesions, or with darmatoses or
manuro

!vermecm B en  sssociated adverse
{aacﬂons in sensitive dogs; tharefore, PH OENECTIN"'

¥ Pour-On Is not recommended for use in

nate watar by diréee sppl
r disposal of drug containers. Dispose of

g
cantainers x approved landfilt or by incineration.

wm1mmmrmfm AY FROM
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Consult your veterinarian for assistance in the diagnosis,
treatment and controt of parasitism.

INDICATIONS:

For the treatment and contro! of gastrointestinal
‘roundworms (including inhibited Ostertagia ostertagi),
‘lungworms, grubs, hom fligs, sucking and biting lice,
.and sarcoptic mange mites in cattle,

fSee package insert for complete indications and use
:directions.
¢ Recommended Dose: 1 mL per-22 {b of body weight.

RESIDUE WARNING: Cattfe must not be
treated within 48 days of staughter for human
consumption, Because a withdrawal time. in
‘milk has not been established, do not usain
“female dairy cattle of breeding age.

* This: product should not be applied to self or others
because it may be irritating to human skin and eyes and
- absorbed through the skin. To minimize accidental skin
contact, the user should wear a long-sleaved shirt and
- rubber gloves. !f accidental skin contact occurs, wash
. immediately with soap and water. If accidental eye
7 exposure occurs, flush eyes immediately with water and
=t F:seek- medical attention.. .
| PRECAUTIONS:

Store at controfled room temperaturs 15°-
T 30'C (69'-86'F), Store away from excessive
‘heat {104°F/40°C) and protect from light.

ot

Lot No.

sepmm=nme . Exp, Date
oo

NDC 59130-681-04

PHOENECTIN™
{ivermectin)

POUR-ON for Cattle
‘5 mg ivermectin per mL

Parasiticide .

ills; Roundworms {including Brow
tomach Worm), Lungworms, Grubs,
Sucking Lice, Biting Lice, Mange
Mites, Horn Flies

ANADA 200-219, Approvad by FDA
NET CONTENTS: 1L (338ff oz

NARNEENE

®

111

1111111

Group, Inc.

Use only in well-ventilated areas or outdoors.
Close container tightly when not in use.

Cattte should not be:treatsd. when hair or hide is wet
since reduced efficacy:may be experienced.

Do not use when rainiis expected to wet cattle within six
hours after treatment?

"This product is for application to skin surface only. Do
not give orally or-parenterally.

Cloudiness  in the formulation may occur when
PHOENECTIN™: (ivermectin) Pour-On is stored at
temperatures below 32°F. Allowing to warm at room
temperature will restore the normal appearance without
affecting efficacy.

Antiparasitic activity of ivermectin will be impaired if the
formulstion Is applied to arsas of the skin with mange
“seabs or lesions, or with dermatoses or adherent
!materials, e.9., caked mud or manure,

“:Ivermectin has been associated with adverse reactions in
.sensitive dogs; therefore, PHOENECTIN™ (ivermectin}
“Pour-On is not recommended for use in species other
‘than cattle,

Do not contaminate water by direct application or by the
:improper disposal of drug containers. Dispose of

containers in an approved landfill or by incineration. -

WARNING! FLAMMABLE! KEEP AWAY FROM
HEAT, SPARKS, OPEN FLAME AND OTHER
SOURCES OF IGNITION.

WARNINGI
: NOT FOR USE IN HUMANS
- Keep this and all drugs out of the reach of children.
+ Manufactured By:

 Phoenix Scientific, Inc.
i St. Joseph, MO 64503

/500018 88,1100

/
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NDC 59130-681-37

PHOENECTIN™

(ivermectin)

POUR-ON for Cattle

5 mg ivermectin per mL
Parasiticide ) N

Kills; Roundworms (including Brown

Stomach Worm), Lungworms, Grubs,

Sucking Lice, Biting Lice, Mange
Mites, Horn Flies

ANADA 200-219, Approved by FDA
NET CONTENTS:5L(169fl0z)
IR 1¥ ®

" OPEN
HERE

-
od

Consult yauir veterinarjan for assistance in the diagnosis, treatmént and control of parasitism, .
INDICATIONS: ) . .
For the treatment and contral of astrointestinal rot
lungworms, grubs, hom flies, suc’img and biting

.. e

Ostertagia ostortagi,

p

e
ms

See package insert for compléte indications and use directions, " -

Recommended Dose: 1 mL per 22 1b of body weig

RESIDUE WARNING: Catilé must not be treated within 48 days of slaughter for human g
‘consumption. Because a withdrawal time in milk has niot been established, do not use
in female dairy cattle of breeding age. R o

This product should ngt be applied 6 self o others because it may be irfitating to human skinand eyes T

and absorbed through the skin. To minimize accidental skin contact, the user should wear along-

sleaved shirt and rubber gloves, f accidental skin contact occurs, wash immediately with soap and
water. If accidental eye exposiire decirs, flush eyes immediatefy YV?,"! water and seek medical attention.

Hled robim temperature 15'30°C (59"56'F1. Store sway from excessive heat (104F/40C)
and protect from fight. : T L L S :
IMPORTANT: This package is intended for use only with the Applicator Gun provided, Additional
Applicator Guns are available through your local retail dealer or through Phoenix Scientific, Inc.
883643777, 0 e
Use only in well-ventilated areas or outdoors.
Close container tightly when notia use.
Cattle should not be treated when hair or hide s wet it i
Do not use when rain I expected to wet cattie within six hours after treatment, ~
This product is for application to skin surface only. D not give orally or parenterally.
Cloudingos in the formulation may occur wnen PHOENECTIN™ {ivermectin) PourOn is sforsi
temperatures below 37'F."Allowing to warm at room témperature will restore the nofmal appeai
without affécting efficacy. o o .
Antiparasitic activity of in will be impaired if the Torn
mange scabs or lasions, or with dqrmatosqs ’or'aqf[e‘
b in has been associated With adverse reactions in sensitive dogs; th
(ivermectin) Pour-On is not ded for use in species other than cattle. e NO
Do not contaminate water by direct application or by the improper disposal of drug containers. Dispose %o
of containers in an appraved orbyincineration, —
1 WARNINGY FLAMMABLE! KEEP AWAY FROM HEAT, SPARXS, OPEN 5
WARNING! ~“NOT FORUSE N HUMANS ™ Koep this and all drugs out of the reach of children. =t
Manufactured By: %~ ST R R
Phoenix Scientific, tnc. 500018 Rev, 11-00
St. Joseph, MO 64503 . .
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ANADA 200-219, Approved by FDA
PHOENECTIN™

{(ivermectin)

POUR-ON for Cattle
Contains 5 mg ivermectin/mL

Parasiticide .
Consult your veterinarian for assistance in the diagnosis, treatment and control of
parasitism.

Introduction

PHOENECTIN™ (ivermectin} Pour-On delivers internal and external parasite contro! in
one convenient low-volume application. Ivermectin is a potent antiparasitic agent whose
chemical structure is different from those of other antiparasitic agents. ;

Indications
PHOENECTIN™ Pour-On applied at the recommended dose level of 500 ‘mcg/kg is
indicated for the ‘effective control of these parasites.

Sarcoptes scabiei var. bovis

- Lice :
Linognathus vituli
Haematopinus eurysternus
Damalinia bovis
Solenopotes capillatus

. Horn Flies
Haematobia irritans

oncophorafor 14 days after treatment.
reatment for Cattls for Hom Flies

fter dosing. For best results PHOENECTIN™ Pour-On should be part of a parasite

iming of applications.

osage
The dose rate is 1 mL for each 22 Ib of bod weight. The formulation should be applied
long the topline in a narrow strip extending from the withers to the tailhead.

dministration
pplicator Gun* {5 L backpack)

pplicator gun from Simcro Tech Limited, or equivalent, is recommended. Other

¢ leakage.

Gastrointestinal Roundworms
Ostertagia ostertagi {adults and L4)
{including inhibited stage) ) :
Haemonchus placei {adults and L4)
Trichostrongylus axei (adults and'L4)
T. colubriformis (adults and L4)
= Looperiaspp - - - : “Hadultsandld)y - T
Strong),rloides papillosus “aduits} :
Qesophagostomum radistum {adults and L4)
- Trichuris spp (adults)
. Lungworms k
Dictyocaulus viviparus {adults and L4)
. Cattle Grubs (parasitic stages)
L_ Hypoderma bovis .
. H. lineatum
~ Mites

our-On has been proved to effectively control infections and to
protect cattie from re-infection with Ostertagia ostertagi, Oesophagostomum radiatum;
Haemonchus  placei, Trichostrongylus axei, Cooperia punctats and Cooperia :

PHOENECTIN™ Pour-On controls horn flies (Haematobia. irritans) for up to 28 days 'f

~ control program for both internal and external parasites based on the epidemiology of |
these parasites. Consult your veterinarian or an entomologist for the most effective; |

ecause of the solvents used in PHOENECTIN™ Pour-On, only the FHOENECTIN™. -

policators may exhibit compatibility problems, resulting in tocking, incorrect dosage .

Remove the draw-off cap and the backpack strap from the indentation in the back of
the bottle and refer to the diagram to fit the strap to the bottle.

' Thread the stra;i through the bottle eyelet number 1, then 2, 3, and 4, taking care to
- follow the diagram when connecting the strap to the buckie.

The strap is adjustable by lifting the tab on the buckie.

Slide one of the coil springs over.one end of the draw-off tubing. Attach that end of the
.draw-off tubing to the.stem on the: applicator gun-and slide-the ‘spring up to°the

__connection. Slide the second:coil spring over the other end of the draw-off tubing and

connect that end to the cap that has the stem. Slide the spring to the connection.
Replace the shipping cap with the cap‘having the draw-off tubing attached. Tighten

. this draw-off cap to the bottle. Invert the bottle and use as a backpack.
. Follow the applicator gun manufacturer’s directions for priming the gun, adjusting the

dose,‘ and care of the applicator gun following use.

Weight Dose
2201b{100 kg) 10 mL
330 1b {150 kg) 15mb
440 {b (200 kg} 20 mL
5501b (250 kg) 25mL

- 6601b{300kg) 30'mL
770:1b (350 kg) 35mL

© 8801b:(400 kg) 40mL
990.1b (450kg) 45 mL
1100'1b (500 kg) 50'mL

“Additional Applicator Guns may be purchased from your local retail dealer or through Phoenix
Scientific, Inc. » St. Joseph, MO * (816)364-3777

Mode of Action ;
vermectin as @ member of the avermectin family kills certain parasitic roundworms
nd ectoparasites, such as mites, lice, horn flies and other insects, Its action is unique
o the avermactin class of antiparasitic agents. This action involves a chemical that -
erves as 4 signal from one nerve cell to another, or.from.a nerve cell to 8 muscle cell
his chemical, a neurotransmitter, is called gamma-aminobutyric acid or GABA.

n roundworms, ivermectin stimulates the release of GABA from nerve endings and
nhances binding of GABA to special receptors at nerve junctions, thus interrupting
erve impulses - thereby paralyzing and killing the parasite.

he snhancement of the GABA effect in arthropods such as mites, lice, and horn flies
esembles that in roundworms except that nerve impulses are interrupted between the
erve ending and the muscle cell. Again, this leads to paralysis and death. :

vermectin has no measurable effect against flukes or tapeworms, presumably
ecause they do not have GABA as a nerve impulse transmitter. S
"he principal peripheral neurotransmitter in mammals, acetylcholine, is unaffected by.
vermectin, lvermectin does not readily penetrate the central nervous system of
mammals where GABA functions as a neurotransmitter. B

afety

tudies conducted in the U.S.A. have demonstrated the safety margin for ivermectin.
ased on plasma levels, the topically applied formulation is expected to be at least as:




29290 booklet

PHOENECTIN™ during the winter without
danger of grub-related reactions. For further
information and advice on a planned parasite
control program, consult your veterinarian,

Environmental Safety

Studies indicate that:when ivermectin comes in
contact with the soil, it readily and tightly binds
to the soil and becomes inactive over time. Free
ivermectin may adversely affect fish or certain
water-borne organisms on which they feed. Do
‘not permit cattle to enter lakes, streams or
ponds for at least six hours after treatment. Do
inot contamninate water by direct application or
by the improper disposal ‘of drug containers.
‘Dispose of containers in an approved landfill or
by incineration.

‘Package Information

‘PHOENECTIN™ Pour-On isavailable in a 250

mL (8.5 fl 0z) bottle, a 500 mL (16.9 fl 0z) bottle,
‘a 1L (33.8 fl 0z) bottle for use with the
‘dispensing cap provided, or in a 3.785 L {1 Gal)

bottle, a 5L {169 fl 02) backpack, ora25L
‘carboy for use with the appropriate automatic
‘dosing applicator.

Use only in well-ventitated aress or outdoors.
Close container tightly when not in use.

Cattle should not be treated when hair of hide is wet
since reduced efficacy may be experienced.

Do not use when rainzfls expected to wet cattle within six
hours after trestrment.

This product is for abplication to ‘skin surface only, Do
not give orally or parenterally.

Cloudiness in the formulation may occur when
PHOENECTIN™ (ivermectin) Pour-On is stored at
‘temperatures below 32°F. Allowing to warm at room
temperature will-restore the normal appearance without
affecting efficacy.

‘Antiparasitic activity of ivermectin will be impaired if the
formulation is applied t> areas of the skin with mange
.scabs_or- lesions, or with dermatoses -or adherent
-materials, e.g., caked mud or manure.

i in has'b TP, reactions in
‘sansitive. dogs; therefore, PHOENECTIN™ {ivermectin}
‘Pour-On is not recommended for use in species other
‘than cattle.

:Do not contaminate watar by direct application or by the
Amproper disposal. -of drug containers. Dispose of
‘containers in an approved landfill or by incineration.

WARNING! FLAMMABLE! KEEP AWAY FROM
HEAT, SPARKS, CP:N FLAME AND OTHER
SOURCES OF IGNITION.

WARNING!
NOT FOR USE IN HUMANS
Keep this and all drugs out of the reach of children.
Marnufactured By:

Phoenix Scientific, Inc.
St. Joseph, MO 64503

500018

Rev. 11-00°

ANADA 200218, Approved by FDA

PHOENECTIN™
{ivermectin)

POUR-ON for Cattle

Contains 5 mg ivermectin/mL

Parasiticide
Consult your veterinarian.for assistance in
the diagnosis, treatment and control of
parasitism.

Introduction

PHOENECTIN™  (ivermectin) Pour-On
delivers internal and ‘external parasite control
in one convenient low-volume application.
Ivermectin is ‘a potent antiparasitic agent
whose chemical structure is different from
those of other antiparasitic agents.

Indications

PHOENECTIN™ Pour-On applied at - the
‘recommended dose level of 500 mcgkg is
indicated for the effective control of these
iparasites.

Gastrointestinal Roundworms

Ostertagia ostertagi {adults and Lg)
{including inhibited stage) :

Haemonchus placei {edults and Ly)
Trichostrongylus axei - {adultsand-Ls}
T. colubriformis {adultsand Lg)
Cooperia spp (adults and L} .
Strongyloides papillosus {aduits)
Oesophagostomum radiatum  {adults and L4}
Trichuris spp (adults)

Lungwo! :
Dictyocaulus viviparus (adults and L)

e Grubs {parasitic stages).

Hypoderma bovis
H. lineatum 1

Mites
Sarcoptes scabie
Lict

e
Linognathus vituli
Haematopinus,

ersistent Activity

PHOENECTIN™ Pour-On has been proved to
effectively: control infections and to  protect
cattle from re-infection with . Ostertagia
ostertagi, Oesophagostornum - radiatum,
Haemonchus placei, Trichostrongylus - axgj
Cooperia punctata and Cooperia or
days after tr

Treatment for Cattle for Hom Flies
PHOENECTIN™ Pour-On controls horn flies
{Haematobia -irritans) for up to 28 days after
dosing. For best results' PHOENECTIN™ Pour-
On shoutd be part of a parasite control program
for both internal and external parasites based
on the epidemiology of these parasites. Consutlt
your veterinarian or an ‘entomologist for the
most effective timingiof applications. e

- -Dosage [ .
The dose rate is 1 ml for each 22 Ib of body. .
weight. The formulation should be applied |

along the topline in a narrow strip ‘extending:
from the withers to the tailhead. ‘ ;

Administration -
Dispensing Cap {250 mL, 500 mL and 1 L bottles)
The enclosed dispensing cap is graduated in 5
mL increments. Each mL will treat 110 fbs body;
weight. When body2 weight is between:

D

markings, use the next higher increment.
Attach the dispensing cap to the bottle.

Select the correct dose rate by rotating the
adjuster top in either direction to position the
dose indicator to the appropriate level.

Hold the bottle upright and gently squeeze it to
deliver a’slight excess of the required dose-as
indicated by the calibration lines.

By releasing the pressure, the dose
automatically adjusts' to the correct: level. Tilt
the bottle to- deliver-the dose. The off (stop)
postion will close the system between dosing.

Weight Dose
220 1b (100 kg) 10mL
3301b (150 kg) 15mbL
440 1b (200 kg) 20mL
550 b {250 k) 25miL
660 Ib (300 kg) 30mL
770 1b (350 ka) 35mL
880 1b'{400 kg) 40mb
990 Ib (450°ka) 45mt
1100-1b/(500 kg) 50mL

Mode of Action

Ivermectin as ‘'a member of the avermectin
family kills certain parasitic roundworms and
ectoparasites, such as mites, lice, hom flies and
other insects. Its action is unique to the
-avermectin class of antiparasitic agents. This
action involves a chemical that serves as a
-gignal from one nerve cell to another, or from a
nerve cell to a muscle cell. This chemical, a
-neurotransmitter, is - called gamma-
aminobutyric acid or GABA.

3

In “roundworms, ivermectin stimulates the
release of GABA from nerve endings and
enhances binding of GABA to special receptors
at nerve junctions, thus interrupting nerve
impulses ~ thereby paralyzing and killing the
parasite, :

The 'enhancement of the GABA effect in
arthropods such as mites, lice, and horn flies
resembles that in roundworms except that
nerve impulses are interrupted between the
nerve ending and the muscle cell. Again, this
feads to paralysis and death, - :

lvermectin has no measurable effect against
flukes or tapeworms, presumably because they
do not have GABA as a nerve impulse
transmitter.

The principal peripheral neurotransmitter in
mammals, acetylcholine, is unaffected by
ivermectin. Ivermectin does not. readily
penetrate the central nervous system of

mammals where GABA functions as a

neurotransmitter.

Safety -
Studies conducted

demonstrated the safety margin for ivermectin,

Based on plasma levels, the topically applied -

formulation is expected to be at least as well

tolerated by breeding ‘animals as is the .
subcutaneous formulation which had no effect

on breeding performance..

in the USA. have

‘RESIDUE WARNING: Cattle must not be
treated within 48 days of slaughter for
human consumption. Because a
withdrawal time in milk has not been
established, do not use in female dairy
cattle of breeding age.

. WARNING! NOT FOR USE IN HUMANS.
This product. should not be applied to self or
others because it may be irritating to ‘human
skin and eyes and absorbed through the skin.
To minimize accidental -skin contact, the user
should wear a long-sieeved shirt and rubber
gloves. If accidental skin contact ocours, wash
immediately with soap and water. if accidental
eye exposure ‘occurs, flush eyes immediately
with water and seek medical attention.

Keep this and all drugs out of the reach of children.
WARNING! FLAMMABLE!
KEEP AWAY FROM HEAT, SPARKS, OPEN
FLAME, AND OTHER SOURCES OF IGNITION.

PRECAUTIONS

‘Store at controlled room temperature 15-30°C

:(59°-86°F).

‘Store away from excessive hest (104'F/40'C)

‘and protect from light.

‘Use only in well-ventilated areas or outdoors.

:Close container tightly when not in use.

Cattle should notbe treated when hair or hide is
‘wet since reduced efficacy may be experienced.

Do not use when rain is expected to wet cattle
within six hours after treatment.
5

This product is for application to skin surface:
only. Do :not give orally or parenterally. :

Cloudiness in the formulation may occur when:
PHOENECTIN™ (ivermectin} Pour-On is stored:
at temperatures befow 32°F. .
Allowing to warm at room temperature will’
restore the normal appearance without
affecting efficacy.

Antiparasitic ‘activity of ivermectin -will: be

impaired if the formulation is applied to'areas of

the skin with mange scabs or lesions, or with-

dermatoses or adherent materials, e.g., caked:

mud or'manure.

ivermectin has been associated with adverse
reactions in sensitive dogs; ‘therefore,
PHOENECTIN™ Pour-On is not recom-mended
for use in species other than'cattie.

When to Treat Cattle with Grubs
PHOENECTIN™ Pour-On effectively controls all .
stages of cattle grubs. However, proper

timing of treatment is important. For the most
effective results, cattle should be treated as
soon as possible after the end of the heel fly
(warble fly) season. While this is not peculiar to
ivermectin, destruction of Hypoderma larvae
{cattle grubs) at the period when these grubs
are in vital areas may cause undesirable host-
parasite reactions. Killing Hypoderma lineatum
when it is in the esophageal tissues may cause
bloat; kitling-H. bovis when it is in the vertebral
canal may cause staggering or paralysis, Cattle
should be treated either before or after these
stages of grub development.

Cattle treated with PHOENECTIN™ Pour-On at
the end of the fly season may be re-treated with
s
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Consult your rinarian for assi
treatment and control of parasitism.

INDICATIONS: :

For the treatment and control of gastrointestinal
roundworms ({including inhibited Ostertagia ostertagi),
lungworms, grubs, hom flies, sucking and biting lice, and
sarcoptic mange mites in cattie,

See package insent for complete indications and use
directions.

Recommended Dose: 1 mt. per 22 Ib of body weight.

RESIDUE WARNING: Cattle must not be treated
within 48 days of slaughter ‘for human
consumption; Because a withdrawal time in milk
has not been established, do not use in female:
dairy cattle of breeding age.

This product should not ba applied to self or others because
it may be irritating to human skin and eyes and absorbed
through the skin. To minimize accidental skin contact, the
user should wear a long-sleeved shirt and rubber gloves. if
accidental skin contact occurs, wash immediately with soap
and water, If accidental eye exposure occurs, flush eyes

in the diagnosis,

‘immediately with water and seek medical attention. i

PRECAUTIONS: i
Store &t controlled room temperature 15°-30°C (59°86°F),

 Store away from excessive heat {104’F/40°C}and protect’

. fromlight.

B wpoRTANT: This package is intended for use
only with the Applicator Gun and Draw Tube:
provided with the Applicator Gun. Additional
e Applicator Guns and Draw Tubes are avaliable
through your- local retail dealer or through:
Phoenix Scientific, Inc. (816) 364-3777.

i LotNo.

NDC 59130-681-05

PHOENECTIN™
(ivermectin)

POUR-ON for Cattle
5 mg ivermectin per mL

Parasiticide

ggm?; Roundworms (including Brown
tomach Worm), Lungworms, Grubs,
Sucking Lice, Biting Lice, Mange
Mites, Horn Flies

ANADA 200-219, Approved by)“FDA 7
- NET CONTENTS: 3.785 L (1 Gal)

INNEENN

Use only in-well-ventilated areas or outdoors.
Closa;container tightly when not in‘use.

Cattlé should: not be treatad when hair o hide is wet
since reduced efficacy may be experienced.

Do not use when rain is expected to wet cattle within six
haurs after treatment.

This product is for application to skin surface only. Do
not give orally or parenterally,

Cloudiness 'in the formulation may occur when

PHOENECTIN™ (ivermectin) Pour-On is stored at
temperatures below 32°F. Allowing to warm at room
temperature will restore the normal appearance without
affecting efficacy.

Antiparasitic activity of ivermectin will be impaired if the
formulation is applied:to aress of the skin with mange
scabs or lesions, or with dermatoses or adherent
materials, 8.9., caked mud or manure.

tvermectin has been associated with adverse reactions in;
sensitive dogs; therefore, PHOENECTIN™ (ivermactin)
Pour-On is not 1 ded for use in species other
than cattle.

Do not contaminate water by direct application or by the.
improper- disposal--of drug containers:~ Dispose of
containers in an. approved landfill or by incineration.

WARNING! FLAMMABLE! KEEP AWAY FROM
HEAT, SPARKS, OPEN FLAME AND OTHER
SOURCES OF IGNITION,

WARNING!
NOT FOR USE IN HUMANS :
Keep this and all drugs out of the reach of children.
‘Manufactured By:
Phoenix Scientific, Inc.
St. Joseph, MO 64503
500018

Rev. 11-06;

4 ‘ , ™
CUSTOMER PROOF « CHECK CAREFULLY!
Customer: PHOENIX SEIENTIFIC P.O. #: STEPHANIE
CYREL# _ 29289(TS) D' 14,55/00 12/11/00
LABEL: PHOENECTIN UNWIND #: __ 4
SIZE: 4 X 8.875
.[JyEs [JPATTERN []JFLOOD -
VARNISH: al? %‘:%
COLORS: BLACK 1797 RED U ;

Approved by:

Fax Proofs are intended for proofing of content and placement only, not for exact size or color breaks.

Every effort has been taken to insute the accuracy and conformance to applicable regulations on this
proof. However, please check carefully as the final liability rests with the customer. :

Date approved:
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Use only in well-ventilated areas or outdoors.
Ctose container tightly when not in-use.

Cattle should not be treated when :hair. or hide is wet
sinca reduced efficacy may be experienced.

Do not Use when rein is expected to wet cattle within six
hours after treatment.

This product is for application to skin surface only. Do
not give orally or parenterally.

Cloudiness in the formulation may occur when

PHOENECTIN™ . (ivermectin) Pour-On is stored at
temperatures befow 3Z°F. Allowing to warm at room
temperature will restore the normal appearance without
affecting efficacy.

Antiparasitic activity of ivermectin will be impaired if the
formulation is applied to areas of the skin with mange
scabs or lesions, or with dermatoses ‘or adherent
materials, 8.g., ceked mud-or manure.

;Ivermactin has been associated with adverse reactions in

ANADA 200-219, Approved by FDA

PHOENECTIN™

(ivermectin)
POUR-ON for Cattle
Contains 5 mg ivermectin/mL

Parasiticide
Consult your veterinarian for assistance in the
-diagnosis, treatment and controf of parasitism.

Introduction

PHOENECTIN™ (ivermectin) Pour-On delivers
sinternal and” external parasite control in one
iconvenient low-volume application. tvermectin is
‘@ potent ‘antiparasitic' agent whose chemical
structure is different from those of other
antiparasitic agents.

Indications
PHOENECTIN™ - Pour-On  applied at the
‘recommended dose level of 500 mcg/kg is
indicated for the effective control of these
{parasites.

.sensitive dogs; therefors, PHOENECTIN™ (iveri }
“Pour-On is not recommanded for use in species other
.than cattle. :

Do not contaminate water Oy direct application or by the
‘improper disposal of d;ug containers. Dispose of
‘containers in an approvet “andfill or by incineration.

WARNING! FLAMMABLE! KEEP AWAY FROM
HEAT, SPARKS, OPEN FLAME AND OTHER
SOURCES OF IGNITION,

) WARNINGI
NOT FOR USE IN HUMANS

Keep this and all drugs out of the reach of children,

-Manufactured By:

oenix Scientific, Inc.
t. Joseph, MO 64503

500018 Rev. 11-00

G intestinal Roundworms
:  Ostertagia ostertagi {adults and Ly)

{including inhibited stage)}
Haemonchus placei (aduits and L4)
Trichostrongylus axei {adults and L4}
T. colubriformis {adults and L)
Cooperia spp {adults and L4}
Strongyloides papillosus {adults}

o — -Oosopi agostomum-radiatum-{adults and-Lg}

¢ Trichuris spp {aduits)
‘Lungworms
i Dictyocaulus viviparus
Cattle Grubs
. Hypoderma bovis

H. lineatum
Mites

Sarcoptes scabiei var. bovis

{adults and Lg)
{parasitic stages}

Lice
Linognathus vituli

Haematopinus eury.
Damalinia bovis
Solenopotes capillatus

Horn Flies '
Haematobia irritans

Persistent Activity

PHOENECTIN™ Pour-On has been provea .
effectively control infections and to protect cattle
from re-infection with Ostertagia ostertagi,
QOesophagostomum  radiatum, Haemonchus
placei, Trichostrongylus axei, Cooperis punctata
and Cooperia oncophora for 14 days after
treatment.

Treatment for Cattle for Horn Flies

PHOENECTIN™ Pour-On controls “hora flies
{Haematobia irritans) for up to 28 days -after
dosing, For best results PHOENECTIN™ Pour-On
should be part of a parasite control program for
‘both:internal.and external parasites based on the
iepidemiology of these parasites. Consuit your

iveterinarian or an entomologist for the most
;effective timing of applications.

:Dosage :

‘The dose rate'is 1 mlL for each 22 Ib of body
weight. The formulation should be applied along
‘the topline in a narrow strip éxtending from the
:withers to the tailhead. )

‘Administration
i1 Applicator Gun*
| Because of the solvents used in PHOENECTIN™ |
‘Pour-On, only the PHOENECTIN™ applicator gun -
from Simcro Tech Limited, or equivalent, is !

recommended. Other applicators may exhibit

icompatibility problems, resulting in locking, :
‘incorrect dosage or leakage. :
‘insert the brass end of the draw tube into the:
‘targer hole on the back side of the cap with the -
:stem, Bt

;Slide one of the coil springs over one end of thef? :

‘draw-off tubing. Attach that:end of the draw-o :

‘tubing to the stem on the applicator gun;and slidi
2 . i

kills - certain ) 3
.ectoparasites, such as mites, lice, horn flies and

the spring up to the connection. Slide the other
coil spring over the other end of: the. draw-off
tubing and connect that end to the cap that has
the stem. Slide the spring to.the connection.
Replace the shipping cap with the cag having the
draw-off tubing and draw tube attached. Tighten
this draw-off cap to the bottle. Follow the
applicator gun manufacturer’'s directions for
priming the gun, adjusting the dose, and care of
the applicator gun following use.

Weight Dose
220 1b.(100 kg) W0 mL
330 1b:(150°kg) 15mL
44015 {200 kg) 20 mi
550 b {250 kg) 25mi.
660 1b {300 kg} 30mL
770 15 {350 kg) 35mt
880 1b {400 kg} 40mL
990 b {450 kg} 45mL

1100 1b (500 kg) §0mL
*Additional Applicator Guns and Draw Tubes may be
purchased from your local retail dealer or through Phoenix
Sciantific, Inc. * St. Josoph, MO = (316)36¢-3777
Mode of Action
Ivermectin as a member of the avermectin family
parasitic roundworms and

other insects, lts action is unique to the

‘avermectin class of antiparasitic agents. This

action involves a chemical that serves as a signal
from one nerve cell to another, or from a nerve
cell to a muscle cell. This chemicai, a

‘neurotransmitter, is called gamma-aminobutyric
-acid or GABA.

In roundworms, ivermectin stimulates the release
of GABA from nerve endings and enhances

.binding of GABA to special raceptors at nerve
‘junctions, thus interrupting nerve impulses -

thereby paralyzing and kiilling the parasite.

‘The enhancement of the GABA effect in arthro-
‘pods such as mites, lice, and horn flies resembles
:that in roundworms ex%ept that nerve impulses

Studies . conducted in the

are ihterrupted between the nerve ending and the
:’nus;gle cell. Again, this'leads to paralysis and
eath.

Ivermectin has no measurable effect against flukes
or tapeworms, presumably because they do not
have GABA as a nerve impulse transmitter.

The principal “peripheral neurotransmitter in
mammals, acetylcholine, is ' unaffected - by
ivermectin.’lvermectin does not readily penetrate
the central’ nervous 'system of mammals where
GABA functions as a neurotransmitter.

Safety

¢ 4.5.A.. ‘have
demonstrated tha safety margin for ivermectin.
Based on plasma levels, the topically applied
formulation .is expected ‘to be at least as well
tolerated by breeding animals as is the
subcutaneous formulation which had no effect on
breeding performance.

RESIDUE WARNING: Cattle must not be
treated within 48 days of staughter for human
consumption. Because a withdrawal time. in
milk has not been established, do not use in
female dairy cattle of breeding age.

WARNING! NOT FOR USE IN HUMANS.

This product should not be applied to self or
others because it may be irritating to human skin

:and eyes and absorbed through the skin. To
‘minimize accidental skin contact, the user should

wear 8 long-sleeved shirt and rubber gloves. if
accidental skin contact occurs, wash immediately
with sosp and water. If accidental eye exposure
occurs, flush eyes immediately with water and
seek medical attention.

:Keep this and all drugs out of the reach of children.

WARNING! FLAMMABLE!
KEEP AWAY FROM HEAT, SPARKS, OPEN
FLAME, AND OTHER SOURCES OF IGNITION.

PRECAUTIONS
Stors at controlled room temperature 15°-30°C
{59°-86°F}.

Store away from excessive heat (104'F/40°C) and
protect-from light, :

Use only in-well-ventilated areas or outdoors.
Close container tightly when notin use. ;
Cattle should not 'be treated when hair or hide is
wet since reduced efficacy may be experienced.

Do not use when rain is expected to wet cattle
‘within six hours after treatment.

'.,Th,is; product is for application to skin surface, only.
Do not give orally or parenterally.

Cloudiness in the formulation may occur when
PHOENECTIN™ (ivermectin) Pour-On is stored. at
‘temparatures below 32°F. Allowing to warm at
‘room temperature will restore the normal
‘appearance without affecting efficacy.

Antiparasitic activity of ivermectin: will be
<impaired if the formulation is applied to areas of
the skin with -mange scabs or lesions, or with
.dermatoses or adherent materials, e.g., caked
:mud or manure.

“lvermectin. has been associated with adverse
‘reactions  In sensitive dogs; therefore,
/PHOENECTIN™ Pour-On.is not recommended for
‘use in species other than cattle.

‘Whan to Treat Cattle with Grubs

/PHOENECTIN™ Pour-On- effectively controls all
stages of cattle grubs. However, proper timing of
itreatment is important. For the most effective
esults, cattle should be treated as soon as
ossible after the end of the heel fly (warble fly)
;season. While this is not peculiar to ivermectin,
“destruction of Hypoderma larvae (cattle grubs) at
:the period when these grubs are in vital areas may
<cause undesirable host-parasite reactions. Killing
‘Hypoderma lineatum when it is in the esophageal
i may cause bloat; killing H. bovis when it is

A

{169 fl oz) backpack or a 25 L carboy for use with

in the vertabral canal may cause staggering o
paralysis. Cattle should be treated either befare or>
after these stages of grub development.

Cattle treated with PHOENECTIN™ Pour-On at the:
end of the fly season may be re-treated witht
PHOENECTIN™ during the winter without danger
of grub-related reactions. For further information
and advice on a.planned parasite control program,:
consult your veterinarian.

Environmental Safety

Studies -indicate that when ivermectin comes in .

contact with' the soil, it readily and tightly binds to,
the soil and becomes inactive over time. Free

dvermectin may- adversely- affect fish or certain =

water-borne organisms on which they feed. Do
not permit cattle to enter lakes, streams or ponds
for at least six hours after treatment. Do not
contaminate water by direct application or by the
improper disposal 'of drug containers. Dispose of
containers in an approved landfilt or by
incineration.

.Package Information

PHOENECTIN™ Pour-On is available in 2 250 mL
(8.5 fl oz} bottle, 3 500 mL {16.9 fi oz) bottle, a 1L

433.8 f! 0z) bottle for use with the dispensing.cap

rovided, or in a 3.785 L (1 Gal) bottle, a 5 L

the appropriate automatic dosing applicator.

’
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PHOENECTIN™
(ivermectin)
POUR-ON for Cattle
5 mg ivermectin per mL
Parasiticide
Kills; Roundworms (including Brown

- Stomach Worm), Lungworms, Grubs,
Sucking Lice, Biting Lice, Mange

Mites, Horn Flies ) -
ANADA 200-219; Approved by FDA™ =~

NET CONTENTS: 5L (169floz)
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Consult your veterinarian fof assistarice in the diagnosis, tréatment and control of parasitism,
INDICATIONS: ‘

gastrointastinal roundwdrms (including inhibiied Osiertagia ostertagh,
ing and biting lice, and sarcoptic mange mites in cattle.

RESIDUE WA%INING Cattle must not be treated within 48 days of slaughter for human X
consumption, Because a withdrawal time in mifk has not been established, do not use

in female dairy cattle of breeding age. :
This product should not be applied to self or others beca 3y be irritating to hu
and absorbed theough the skin. To minimize ‘accidental] skin contact, the user she k
sleeved shirt and rubber gloves. If accidental skin contact occurs, wash immediately with*seap and
water. if accidental.eye exposiire octurs, flush eyes immediately with water and seek medic: attention,

Store at controlled room temperature 15-30°C (59-86'F). Store away

and potect om kg S T e
IMPORTANT: This package is intended for use only with the Applicator Gun providis
-Applicatar Guns are available through your loca! retail dealer or through Phoenix Sc

(816) 3643777, o B
Use only in well-ventilated areas or outdoors.

Close cantainer tightly se,
Cattle should not bé treated w ,
Do not use when rain is expected to wet cattie wit
This product is for application to skin surface only. 06 not gi

cy may be expérienced

Cloudiness in the formulation may ‘ecur when PHOENECTIN™ “fiverm
temperatures below 32T, Allowing to warm at room temperature will re: e
without affecting efficacy. ‘ e
.
O
o by direct o E===0x
ved landfill or by incinerati g 3, NN

WARNNG FLAMMABLEI KEEP AWAY FROM HEAT, SPAFIS, OPEN FLAVE AND GTHER SOURGES OF IGNFION.
WA~ o FOA 5 i PR et 2> 3 BToN S
Manufactured By:
Phoenix Scientific, Inc,
St Joseph, MO 64503
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ANADA 200-219, Approved by FDA
PHOENECTIN™

{ivermectin)

POUR-ON for Cattle
Contains 5 mg ivermectin/mL

Parasiticide . .
Consult your veterinarian for assistance in the diagnosis, treatment and control of
parasitism,

Introduction :
PHOENECTIN™ {ivermectin} Pour-On delivers internal and external parasite contro! in
one convenient low-volume application. lvermectin is a potent antiparasitic agent whose
chemical structure is different from those of other antiparasitic agents.

Indications )
‘PHOENECTIN™. Pour-On applied at the recommended dose leve! of 500 mcgkg is
indicated for the effective contro! of these:parasites.

‘Gastrointestinal Roundworms

Ostertagia ostertagi :
{including inhibited stage)
Haemonchus placei
Trichostrongylus axei
T. colubriformis
~Cooperia spp o
Strongz/loides papillosus
Qesophagostomum radiatum
Trichuris spp

. Lungworms

] Dictyocaulus viviparus

. Cattle Grubs

Hypoderma bovis

: H. lineatum

- Mites

Sarcoptes scabiei var. bovis

(adults and- L4)

{adults and L4}
(adults and L4)
{adults and L4}
(adults-and'L4)
adults}
{adults and L4} -
(adults)

{aduhts'and L4}
{parasitic stages)

. Lice '
Linognathus vituli
Haematopinus eurysternus
Damalinia bovis

-Solenopotes capillatus

. Hom Flies
4 -Haematobia irritans
 Persistent Activity ‘

- PHOENECTIN™ Pour-On has: been proved to effectively control infections and to
. protect cattle from re-infection with Ostertagia ostertagi, Oesophagostomum radiatum,

. -Haemonchus . placei, Trichostrongylus - axei; Cocperie punctata and Coaparia‘

- ‘oncophorafor 14 days after treatment. .

. Treatment for Cattle for Hom Flies .
- PHOENECTIN™ Pour-On controls horn flies {Haematobia irritans) for up to 28 days
- -after -dosing. For best results PHOENECTIN™ Pour-On should be part of a parasite
. control program for both internat and external parasites based on the epidemiology of
| these parasites. Consult your veterinarian or an entomologist for the most effective
. timing of applications.

. Dosage

. The dose rate is 1 mL for each 22 b of body weight. The formulation should be applied -

along the topline in'a narrow strip extending from the withers to the taithead.

- Administration
- ‘Applicator Gun® (5 L backpack}

- Because of the solvents used in PHOENECTIN™ Pour-On, only the PHOENECTIN™

applicator ‘gun from Simcro Tech Limited, or equivalent, is recommended. Other
ap?ﬁclgtors may exhibit compatibility problems, resulting in:locking, incorrect dosage
- orleakage.

-enhances binding of GABA to special receptors at nerve junctions, thus interrupting

| The enhancement of the GABA effect in arthropods such as mites, lice, and horn flies:
-resembles that in roundworms except that nerve impulses are interrupted between the

Remove the draw-off cap and the backpack strap from the indentation in the u.
the bottie and refer to the.diagram to fit the strap to the bottle.

Thread the strap through the bottle eyelet number 1, then-2, 3, and 4, taking care to
follow the diagram when connecting the strapto the buckle. :
The strap is adjustable by lifting the tab on the buckle. :

Slide one of the coil springs over one end of the draw-off tubing. Attach that end of the

draw-off tubing to the stem on the applicator gun-and slide the spring:up to-the--}- o

‘connection. Slide the second coil spring over the other end.of the draw-off tubing and
‘connect that end to the cap that has the stem. Slide the spring to the connection.

- ‘Replace the shipping cap with the cap ‘having the draw-off tubing attached. Tighten
. this draw-off cap to the bottle. invert the bottle and use as a backpack. :

- Follow the applicator gun manutacturer's directions for priming the gun, adjusting the

dose, and care of the applicator gun.following use.

Weight Dose
220 1b (100 kg) 10 mL
33010 {150kg) 1B ml
4401b {200kg) 20.mL
560 Ib {250 kg) 25 ml
660 Ib (300 kg) 30mL -
7701b.(350 kg) 35mL
880 1b {400 kg) 40 mL
990:1b:{450 kg) 45 mL
1100'1b(500 kg} 50 mL

! *Additionsl Applicator Guns may be purchased from your local retail dealer or through Phoenix
- “Scientific, Inc. «St. Joseph, MO » (815)364-3777

Mode of Action :
: ‘lvermectin as a member of the avermectin family kills certain parasitic roundworms:: |
“and ectoparasites, such.as mites, lice, horn flies and other insects. Its action is unique -
“to the avermectin. class of antiparasitic agents. This action involves a chemical that

serves as a signal from one nerve cell to another, or from a nerve cell to & muscle cell.i b
. “This chemical, a neurotransmitter, is called gamma-aminobutyric acid or GABA. i

In roundworms, ivermectin stimulates the release of GABA from nerve endings and:

nerve impulses - thereby paralyzing and killing the parasite.

nerve ending and the muscle cell. Again, this leads to paralysis and death. i
Ivermectin has no measurable effect against flukes or tapeworms, presumably.
because they do not have GABA as a nerve impulse transmitter. 2k
The principal peripheral neurotransmitter in mammals, acetyicholine, is unaffected by.
ivermectin. lvermectin does not readily penetrate the central nervous system of
mammals where GABA functions as a neurotransmitter. g

Safety -

Studies conducted in the U.S.A. have demonstrated the safety margin for ivermectin.:
Based on plasma levels, the topically applied formulation is expected to be at least as’’




i1 ‘adversely affect fish or certain water-borne organisms on which they feed. Do not

well tolerated by breeding animals as is the subcuteneous formulation which had no
effect on'breeding performance.

RESIDUE WARNING: Cattle must not be treated within 48 days of
» slaughter for human consumption. Because a withdrawal time in milk has
‘not been established, do:not use in female dairy cattle of breeding age.
WARNING! NOT FOR USE IN HUMANS.
This ;product should not be applied to self or others because it may be irritating to
human skin ‘and eyes and absorbed through the skin. To minimize accidental skin-
contact, the user should wear a long-sleeved shirt and rubber gloves. If accidental skin

‘contact occurs, wash immediately with soap and water. If accidental eye exposure
occurs, flush eyes immediately with water and seek medical attention. L

Keep this and all drugs out of the reach of children.

WARNING! FLAMMABLE} |
. KEEP AWAY FROMHEAT, SPARKS, OPEN
- FLAME, AND OTHER'SOURCES OF IGNITION,

PRECAUTIONS
Store at controlled room temperature 15°-30°C {59°-86°F).

Store away from excessive heat (104°F/40°C) and protect from light.
‘Use only in well-ventilated areas or outdoors. -
“Close container tightly when.notinuse.. -

‘Cattle shouid not be treated when hair or hide is wet since reduced efficacy may be
‘experienced. : .

Do not use when rain is expected to wet cattle within six hours after treatment.
This product is for application to skin surface only. Do not give orally or parenterally.

Cloudiness in the formulation may.occur when PHOENECTIN™ (ivermectin) Pour-Onis. |
stored at temperatures below 32°F. Alfowing to warm at room temperature will restore
the normal! appearance without affecting efficacy.

‘Antiparasitic -activity of ivermectin will be impaired if the formulation is applied to}
areas of the skin with mange scabs or lesions, or with dermatoses or adherent |
materials, e.g., caked mud or manure. ’ : e

Ivermectin_has been associated with adverse reactions in_ sensitive: dogs; therefore; .}
PHOENECTIN™ Pour-On is not recommended for use in species other than cattle. o

‘When to Treat Cattle with Grubs o
PHOENECTIN™ Pour-On _effectively controls all stages of cattle grubs. However,. :
proper timing of treatment is important. For the most effective results, cattle should be:
treated as soon as possible after the end of the heel fly (warble fly) season. While this
‘is not peculiar to ivermectin, destruction of Hypoderma larvae {(cattle %rubs) at the ' |
period when these grubs are in vital areas may cause undesirable host-parasite’ .

:reactions, Killing Hypoderma lineatum when it is in the esophageal tigsues may cause
‘bloat; killing H. bovis when it is in the vertebral canal may caus2 'staggering o
- :paralysis.- Cattle should be- treated either before or -after these stages of grub
development, ¢

Cattle treated with PHOENECTIN™ Pour-On at the end of the fly season may be re- '}
treated with’ PHOENECTIN™ during the winter. without danger of grub-related.
reactions. For-further information and advice on a:planned parasite control program,.
consult your veterinarian.

Environmental Safety . [ |
. ‘Studies indicate that when ivermectin comes in contact with the soil, it readily and” '}
tightly binds to the-soil and becomes inactive over time. Free ivermectin may.

‘permit cattle to enter lakes, streams or-ponds for at least six hours aftér treatment. Do " |
‘not contarninate water by direct application or by the improper disoosal of drug’ -
containers. Dispose of containers in an approved landfill or by incineratic:n.

Package Information v o
{PHOENECTIN™ Pour-On is available in a 250 mL (8.5 fi 0z) bottle, a 500 mL (16.9 fl 0z)
‘bottle, a 1 L {33.8 fl 0z) bottle for use with the dispensing cap provided, orina 3.785 L

NDC 59130-681-37

PHOENECTIN™
(ivermectin)
POUR-ON for Cattle

5 mg ivermectin per mL

Parasiticide
Kills: Roundworms {including Brown
Stomach Worm), Lungworms, Grubs,
Sucking Lice, Biting Lice, Mange
Mites, Horn Flies
ANADA 200-219, Approved by FDA

NET CONTENTS: 5L (169 fl 0z)
IR EENEEAR ® ‘?;
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Gandnd:

Consult your veteriqarian for assistance in the diagnosis, treatment and control of parasitism,

“For the treatment and control of gastroi inal roundh g inhibited Ostertagia ostertagi,
‘lungworms, grubs, horn fiies, suciing and biting lice, and sarcoptic mange mites in.cattle.
‘Recommendad Dose: 1 mL per 22 Ib of body weight, : E :
:’ RESIDUE WARNING: Cattle must not be traated within 48 days of slaughter for human ‘
’ P 8 a withd

‘ in female dairy cattle of breeding age.

‘and absorbed throu%h the skin. To minimize accidental skin contact, the user should wear a long-:
:slegved shirt and rubber gloves. If accidents! skin contact occurs, wash immediately with soap and:
‘PRECAUTIONS: ,
/Store at controlled room temperature 15°-30°C (59°-86°F). Store away from excessive heat {104'F/40°C) ¢

INDICATIONS:
:See package insert for indications and use directions.
[ time in milk has not been established, do not use
“This product should nat be applied to self or others because it may be ifritating to human skin and eyes
‘water. lf accidental eye exposure.occurs, flush eyes immaediately with water and seek medical attention. '
~and protect from fight. *

AMPORTANT: This package is intended for use only with the Applicator Gun provided. Additionat. | .
‘Applicator Guns are available: through your locat retail dealer or through Phoenix Scientific, Inc.. © { =

1816} 364-3777.
‘Use only in well-ventilated areas or outdoors.
‘Close container tightly when notiin use.
-Cattle should notbe treated when hair or hide is wet since reduced efficacy may be experienced.
‘Do not use when rain is expected to wet cattle within six hours after treatment.
This product is for application to skin surface only. Do not give orally or parenteratly. ;
Cloudiness in the formulation may occur when PHOENECTIN™ (ivermactin}) Pour-On is stored at
‘temperatures below 32°F. Allowing to warm at room temperature will restore the normal appearance
‘without affecting efficacy.
Antiparasitic activity of ivermsctin will be impaired if the formulation is applied to areas of the skin with:
mange scabs or lesions, or with dermatoses or adherent materials, e.g., caked mud or manure,

%Iyermectin has heen associated with adverse reactions in sensitive dogs; therefore, PHOENECTIN™
{ivermectin) Pour-On is not r ded for use in species other than cattle.

:Do not contaminate water by direct application or by the improper disposal of drug containers. Dispose'

-of containers in an approved tandfill or by incineration,
| WARNINGI FLAMMABLE! KEEP AWAY FROM HEAT, SPARKS, OPEN FLAME AND OTHER SOURCES OF IGNITION. |

{1 Gal) bottle, 5 L (169 fl oz), backpack or a 25 L carboy for use with the appropriate’ - WARNING!  NOT FOR USEINHUMANS  Keep this and all drugs out of the reach of children.
automatic dosing epplicator. ‘Manufactured By: X
Phoenix Scientific, Inc. © 500018 Rev. 11-00 .
3 St. Joseph, MO 64503 .
25390 « 12/28/99 « phoenix sclentiflc » am tech ph in backpack onsert booktet label inside » black » 1797 red

[
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PHOENECTIN™
(ivermectin)

POUR-ON for Cattle
- 5 mg ivermectin per mL
Parasiticide ' ‘
Kills: Roundworms (including Brown
Stomach Worm), Lungworms, Grubs,
Sucking Lice, Biting Lice, Mange Mites,
Horn Flies

®

Group, nc. I

ANADA 200-219, Approv;d by FDA
; - NET CONTENTS: 25 L (6.6 Gallons)
]

Weight Dose Weight Dose
220 1b (100 kg 10mlL 660 [b (300 k) 30mL
3301b (150kg) 15 mL 7704b/(350 kg) 35mL
440 1b.(200 kg) 20 mtL 880 [b {400 kg} A0mL
550 Ib (250°kg 25 mL 990 Ib (450 kg) 45 mL

: 1100 1b (500 kg) 50-mlL

Mode of Action

tvermectin as 3. member of the avermectin family kills certain ‘parasitic
iroundworms and ectoparasites, such as mites, lice, horn flies and other insects. its
-action is unique to the avermectin class of antiparasitic_agents. This action
involves a chemical that serves as a signal from one nerve cell to another, or from
‘a nerve cell to a muscle cell. This chemical, a neurotransmitter, is called gamma-
‘aminobutyric acid or GABA, .

‘In roundworms, ivermectin stimulates the release of GABA from nerve endings
‘and enhances binding of GABA to special receptors at nerve junctions, thus
‘interrupting nerve impulses - thereby paralyzing and killing the parasite.

‘The enhancement of the GABA effect in arthropods such as mites, lice, and horn

flies resembles that in roundworms except that nerve impulses are interrupted
;betwheen the nerve ending and the muscle cell. Again, this leads to paralysis and

death, .

fivermectin has no measurable effect against flukes or tapeworms, presumably
;because they do not have GABA as a nerve impulse transmitter.

“The principal peripheral neurotransmitter in- mammals, acetylcholine, is
“lunaffected by ivermectin. lvermectin does not readily penetrate the central
inervous system of- mammals where GABA functions as a neurotransmitter.

:Safe

i;S:udtizs conducted in the U.S.A. have demonstrated the safety margin for
ivermectin. Based on plasma levels, the topically applied formulation is expected
‘to be at least as well tolerated by breeding animals as is the subcutaneous
+formulation which had no effect on breeding performance.

3

IMPORTANT: This package is intended for use only with Applicator Guns and Draw
Tubes from Simcro Tech Limited.

Parasiticide K . . . .
Consult your veterinarian for assistance in the diagnosis, treatment and control.of
parasitism.

Introduction

PHOENECTIN™ (ivermectin) Pour-On delivers internal and external parasite
control in one convenient low-volume application. Ivermectin is a potent
‘antiparasitic agent whose chemical structure is different from those of other
antiparasitic agerts.

Indications ;
sPHOENECTIN™ Pour-On applied at the recommended dose level of 500 meg/kg is
indicated for the effective control of these parasites.

tinal F dworms

e
Gastr

.Ostertagia ostertagi {adults and L&)
¢ (including inhibited stage) .
:Haemonchus placei {adults and L4)
“Trichostrongylus axei {adults and L4)
T, colubriformis ‘(aduits and L4}
-Cooperia spp. Aadults and L4}
.Strongyloides papillosus “{adufts)
{Oesophagostomum radiatum “{adults and L4)
Trichuris spp {adults) :
Lungworms
Dictyocaulus viviparus {adults and L4)
iCattle Grubs {parasitic stages)
:Hypoderma bovis
iH. lineatum Lice :
‘Mites : Linognathus vituli
' Sarcoptes scabiei var. bovis Haematopinus eurysternus
‘Horn Flies Damalinia bovis
:Haematobia irritans Solenopotes capillatus
] 1

for human consumption. Because a withdrawal time in milk has not been
established, do not use in female dairy cattle of breeding age. B

WARNING! NOT FOR USE IN HUMANS. :
' This product should not be apptied to self or others because it may be irritating to
rhuman 'skin and eyes and absorbed through the skin. To minimize accidental skin
‘contact, the user should wear a long-sleeved shirt and rubber gloves. If accidental
‘skin contact occurs, wash immediately with soap and water. if accidental eye
igxposure occurs, flush eyes immediately with water and seek medicat attention.
: Keep this and all drugs out of the reach of children.

RESIDUE WARNING: Cattle must not be treated within 48 daYs of slaughter ‘

WARNING! FLAMMABLE!
KEEP AWAY FROM HEAT, SPARKS, OPEN
- FLAME, AND OTHER SOURCES OF IGNITION.

‘PRECAUTIONS
:Store at controlled room temperature 15°-30°C (59°-86°F).

.Store away from excessive heat (104'F/40°C) and protect from light.

“Use only in-well-ventilated areas or outdoors.

‘Close container tightly when not in use.

. Cattle should not be treated when hair or hide is wet since reduced efficacy may
be experienced.
0:not use when rain is expected to wet cattle within six hours after treatment.
his product is for application to skin surface only. Do not give orally or
arenterally. .
loudiness in the formulation may occur when PHOENECTIN™ (ivermectin) Pour-
n is stored at temperatures below 32°F. Alfowing to warm at room temperature
2will restore the normal appearance without affecting efficacy. -

‘Antiparasitic activity of ivermectin will be impaired if the formulation is applied to
sareas of the skin with mange scabs or lesions, or with dermatoses or adherent
‘materials, e.g., caked mud or manure. :

Ivermectin has been associated with adverse reactions in sensitive dogs;
_therefore, PHOENECTIN™ Pour-On is not recommended for use in species other
‘than cattle. )

: 4

‘Enviranmental Safety :
iStudies indicate that when ivermectin comes in contact with the soil, it readily and

‘adversely affect fish or certain water-borne organisms .on which they feed. Do not
‘permit cattle to enter lakes, streams or ponds for at least six hours after treatment. Do
inot contaminate water by direct application or by the improper disposal of drug:

‘containers. Disposa of containers in an approved landfill or by incineration, ‘

‘Manufactured By:

-Phoenix Scientific,.Inc. 500018
-St. Joseph, MO 64503

Lot No.! Rev. 11-00

Persistant Activity

PHOENECTIN™ Pour-On has been proved to effectively control infectic as an. to
protect cattle from re-infection with Ostertagia ostertagi, Oesophagostomum
radiatum, Haemonchus placei, Trichostrongylus axei, Cooperia punctata and
.Cooperia oncophora for 14 days after treatment.

Treatment for Cattle for Horn Flies

PHOENECTIN™ Pour-On controls horn flies (Haematobia irritans) for up to 28
days after dosing. For best results PHOENECTIN™ Pour-On should be part of a
parasite control program for both internal and external parasites based on the
epidemiology of these parasites. Consult your veterinarian or an entomologist for
the most effective timing of applications.

‘Dosage :

The dose rate is 1 mL for each 22 |b of body weight. The formulation should be
apﬁ‘lied along the topline in a narrow strip extending from the withers to the
‘tailhead,

:Applicator Gun :

:Because of the solvents used in PHOENECTIN™ Pour-On, only the PHOENECTIN™

:applicator gun from Simcro Tech Limited, or equivalent, is recommended. Other
‘applicators may. exhibit compatibility problems, resulting in locking, incorrect
«dosage or leakage. - :

"Attach one end of the draw-off tubing, with spring; to the stem on the applicator gun and
‘slide the spring up to the connection, Remove the small snap cap from one of the two draw.

‘tubes attached to the draw-off cap. Attach the other end of the draw-off tubing, with spring,:
ito the stem on the draw-off cap and slide the spring up to the connection. If the second,
‘applicator gun is to be used, repeat these operations. Remove the shipping cap from the:

icontainer and replace it with the draw-off cap with the draw-off tubing and tubes attached.
“Tighten this draw-off cap to the bottle.

Foliow the applicator gun manufacturer's directions for priming the gun,
\adjusting the dose, and care of the applicator gun following use:.

‘When to Treat Cattle with Grubs
'PHOENECTIN™ Pour-On effectively controls all stages of cattle-grubs. However,
.proper timing of treatment is important, For the most effective results, cattle
‘'should be treated as soon as possible after the end of the heel fly (warble fly)
:season. While this is not peculiar to ivermectin, destruction of Hypoderma larvae’
cattle grubs) at the period when these grubs are in vital areas may cause’
.undesirable host-parasite reactions. Killing Hypoderma lineatum when it is in the
:esophageal tissues may cause- bloat; killing H. bovis when it is in the vertebral
‘canal may cause staggering or paralysis, Cattle should be treated either before or.
:after these stages of grub development. .
{Cattle treated with PHOENECTIN™ Pour-On at the end of the fly season may be re-
- treated -with PHOENECTIN™ during the winter without danger of grub-related
‘reactions. For further information and advice on a planned parasite control program,
consult your veterinarian, :

tightly binds to the soil and becomes inactive over time. Free ivermectin may

“Package Information :
:PHOENECTIN™ Pour-On is. available in a 250 mL (8.5 fl 0z) bottle, a 500 mL (16.9 fl 0z)

ibottle, a 1 L {33.8 fl 0z) bottie for use with the measuring cup provided, orina 3.785 L -
(1 Gal) bottle, a 5.0 L {169 I 0z.) backpack and a 25 L (6.6 Gal) carboy for use with the -
:appropriate automatic dosing applicator. :

:Exp. Date:
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leasure-Pour System (8.5 1 o mL |

25 ml. Metening Cup) Sptom

Altach the metering tup to the bottie,

Se!medosebylumlngmelopsecuonoflhewptoaﬁgn
t with the pointer on the knured cap.

When body weight s between markings, use the higher

Hold the botile upright and squeeze 1o deliver a sl’ghl
mss of the required dose as indicated by the’ calibrauon

By releasing the essure,medoseautomatwa adjusts
!oyﬂleoosn?;:tlevgmm wetodeﬁvefﬂw?iyose.'l'he
oﬂ(STOP)poshioowfudosemesysiembehveendoshg
Squeeze-M easure-PmSyslem(aaaﬂodﬂherBoWewim
50 mL Mefering Cup) ——
Attadvmemeiedngwplothebowe

Set the dose by turming the lop section of the fo
the cormed body weight Mmggpoﬁweron l:;umpded“gn
When body weigbt is between markings, use the hlgher

Hold the boitle upright and s«;ueeze Rio denver a
mdl’wmqulreddosa as indicaled by sﬁg

tozmnack)‘
Connect the appncatof gun o the co"apslble pack as

Aftach lhe ‘open end of the draw-olf
(Because o{ the solventsaﬁm
lation, only the Protector Drench Gun from' lnstrument
uppli?'sl.lmhed of equivalent, is recommended. om:
applicators may exhibif W‘N‘? problems resufling
locking, incomect dosage :

Replace the szpbg with the draw-off

down. Attach draw—oﬂnbhgloﬂ\e draw-off cap, .
Gently pime the apphicalor gun,

Foliow the manufacturer’s dir for adjusting

When the Interval beMeen of the applicator gun is

expected to exceed 12 hours. disconnect (he gun and

draw-off ‘from thé product container

p and empty the
product from the gun and tubing back into the roduct
conlaner. To prevent refoval of Iubricants the
Protector Drench’ Gun th gun and tubing must not be

*IVOMEC and Cattia Head Logo are registered trademarks
of Merck & Co, ""«Wufewg"smeﬁ'i USA




]

Mode of Action
Ivermectin as a member of the avermectin family kills

cerlain parasitic roundworms aind ecloparas!tes.‘ssuch as

emiltes, lice, horq fies and other insecls, lts
tomeavemvedindassolammagems This

cell ®o anather, or from a nerve cefl 1o a muscle coll. This
chemical, a newotransmﬂter. is called gamma-amino-
bulydc ag:id or

;emeptmamewe arewem:pte'dbetweenme

nemendingandmemusdeceu.}\aakuwsleadsto

paralysis and

vermectin has no measurable eﬂect ngalnst fiukes or

tapeworms;’ Mnably Uisé they do not have GABA
. ‘asanetve impulse fransmitier,

The pi alpedptmalneurotransmlﬂerhmﬂmmals‘wv
fincke Is unaffected by vermectin, fvermectin

does
not readily penetrate ;{gg,,cgq;mj nervous system of
mammals where GABA 25 & heurotransmitier.”

[ a levels, the
wel Lokated wmuﬁn@uguﬁm
formutation which had no effect ¢ |

vmnmue catue must not be

Sure oceurs, M?';;s mm:aywm'mm?iaseek
medmla
Keepﬂsandaldrmwtoﬂhemd\old\hm
ING! FLAMMABLE1
KEEPAWAVFHOMHEA
moomsasouncesome

21-C



PRECAUTIONS

Store away from excessive heat {1 *
protect froym light. A H04°F/40°C) and

Use only In well-ventilated areas or outdoors,
Closeoontalnerﬁghﬂywhenmthuse
Calﬂeshmﬂdnotbekealedvdwenhalrorﬁdeiswetsinoe
reduced elﬁcacy may be experienced.

Da ndt use when rain is expected 1o wel cattle within
six hoirrs after treatment.
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Amipa‘rasmc of

Ivemuedin has been associated with
sensitive dogs; therelore, IVOMEC
‘ommended for use in  ofher |

- When 1o Treat Cattle' with Grubs

grubs. However,
LT
soon 8s
seasoq.WMeﬁsls © deﬁmcﬁ?)n
of Hypoderma larvae (cattle grubs) af the period when
these grubs ‘are In vital areas may catiss undesirable
reactions. Kneatum when

host-parasite ‘Hypoderma

it is in the geal tissues caise bloat;

H. bovis m Is in lhe ven?l?yral canal may gﬁ:g
stagdering or paralysis. Caitle should be treated either
bedore or afler these glages of grub development.

-+ IVOMEC Pour-On oﬂedm controls a stages ocatie

Cattle freated with IVOMEC Pobr-On at haendofthe iy~ "

season be re-trealed with IVOMEC during the winter

wllhom"d‘aa%ger of grub-related reactions. For further

intormation and advice on & planned paraslte controf
veterinarian,

versely affect fish'or certain wate

which they feed. Do not | it

streams or ponds for at least six hours afler treatment.

not contaminate water by direct application or by the

. improper. d(sposal of drug containers. Dispose of
containers in an approved fand incineration.

tandfil of by
NM«Momaﬁon
Wcmmkava!ayehmBSIummm
a 7

41300,
L bottle with & kil v

33.8 1 02/t & squeaz

(Product 41310A), o n an 64.5 0225 L

(Product 41311A), and a 169 02/5 L collapsible pack
(Product 41350A) Intended for use with appropriate
mnaﬁc dosing equipment.
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