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FREEDOM OF INFORMATION SUMMARY 

1. GENERAL INFORMATION: 

ANADA: 

Sponsor: 

200-340 

First Priority, Inc. 
1585 Todd Farm Drive 
Elgin, IL 60123 

Generic Name: Ivermectin Topical Liquid 

Trade Name: Privermectin TM Pour-On for Cattle 

Dosage Form: Topical Solution 

How Supplied: 250 ml, 1 L, 2.5 L, 5 L and 18.9 L (5 gallon) containers 

How Dispensed: OTC 

Amount of Active Ingredients: 5 mg/mL 

Route of Administration: 

Species: 

Topical, on the dorsal midline, withers to tailhead 

Cattle 

Labeled Dosage: 500 mcg/kg (1 mL/22 lbs) body weight 

Indications for Use: Ivermectin Pour-On applied at the recommended 
dose level of 500 mcg/kg is indicated for the 
effective control and treatment of these parasites. 



Pioneer Product/ Ivomec’ Pour-On for Cattle (Ivermectin) 
“Listed Product: NADA 140-841 (Merial Ltd.) 

Gastrointestinal Roundworms 
Ostertagia ostertagi (adults and L4) 
(including inhibited stage) 
Haemonchus placei (adults and L4) 
Trichostrongylus axei (adults and L4) 
T. colubriformis (adults and LA) 
Cooperia spp. adults and L4) 
Strongvloides papillosus (adults) 
Oesophagostomum radiatum (adults and L4) 
0. venulosum (adults only) 
Trichuris spp. (adults) 

Lungworms 
Dictyocaulus viviparus (adults and L4) 

Cattle Grubs 
Hypoderma bovis 
H. lineatum 

(parasitic stages) 

Mites 
Sarcoptes scabiei var. bovis 

Lice 
Linognathus vituli 
Haematopinus eurysternus 
Damalinia bovis 
Solenopotes capillatus 

Horn Flies 
Haematobia irritants 

It is also used to control infections of 
gastrointestinal roundworms: 0. ostertagi, 0. 
radiatum, H. placei, T. axei, Cooperia punctata, 
and C. oncophora for 14 days after treatment. 



2. TARGET ANIMAL SAFETY and DRUG EFFECTIVENESS 

Under the provisions of the Federal Food, Drug, and Cosmetic Act, as amended by 
the Generic Animal Drug and Patent Term Restoration Act, (53 FR 50460, December 
15, 1988, First GADPTRA Policy Letter) an abbreviated new animal drug application 
(ANADA) may be submitted for a generic version of an approved new animal drug 
(pioneer product). New target animal safety data, drug effectiveness data, and human 
food safety data (other than tissue residue data) are not required for approval of an 
ANADA. Ordinarily the ANADA Sponsor shows the generic product is 
bioequivalent to the pioneer, which has been shown to be safe and effective. If 
bioequivalence is demonstrated through a clinical endpoint study, then a tissue 
residue study to establish the withdrawal time for the generic product should also be 
conducted. For certain dosage forms, the agency will grant a waiver from the 
requirement of an in viva bioequivalence study (55 FR 24645, June 18, 1990; Fifth 
GADPTRA Policy Letter; Bioequivalence Guideline, October 2000). 

Based upon the formulation characteristics of the generic product, First Priority, Inc. 
was granted a waiver on April 7,2000, from conducting an in viva bioequivalence 
study for Privermectin TM Pour-On for Cattle. The generic and pioneer products 
contain the same active and inactive ingredients and are topical solutions. 

3. HUMAN SAFETY: 

TOLERANCES: 

The tolerances established for the pioneer product apply to the generic product. The 
marker residue used to monitor the total residues of ivermectin and its metabolites is 
22,23-dihydroavermectin Bra. The target tissue is liver. A tolerance is established 
for 22,23-dihydroavermectin Bla in liver (target tissue) as follows: 

(0 Cattle: 100 parts per billion [21 CFR 556.344(b)] 

A tolerance is established for 22,23-dihydroavermectin Bia (marker residue) in 
muscle as follows: 

(ii) Cattle: 10 parts per billion [21 CFR 556.344(b)] 

WITHDRAWAL TIME 

When a waiver from the requirement of an in vivo bioequivalence 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(e)(3) - 
48 days in cattle. 
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REGULATORY METHOD FOR RESIDUES 

The official analytical method for residues is an HPLC method with fluorescence 
detection. [The validated regulatory analytical methods for detection of residues of 
ivermectin are filed in the Food Additives analytical Manual on display in FDA’s 
Freedom of Information Public Room (Room 12A-30,560O Fisher’s Lane, Rockville, 
MD 20857) and are on tile at the Center for Veterinary Medicine, FDA, 7500 
Standish Place, Rockville, MD 208551 

HUMAN SAFETY RELATIVE TO POSSESSION, HANDLING, AND 
ADMINISTRATION: 

Labeling contains adequate caution/warning statements. 

4. AGENCY CONCLUSIONS: 

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

Safety and effectiveness for this generic animal drug, Privermectin TM 
Pour-On for Cattle were established by demonstration of chemical equivalence to the 
pioneer product, Merial Limited’s Ivomec@ Pour-On for Cattle (NADA 140-841). 

This generic product and the pioneer product have identical labeling indications for 
use in cattle. The route and method of administration of the two drugs are identical. 
Both drugs are administered topically. The generic and pioneer products contain the 
same active and inactive ingredients. Therefore, in compliance with FDA policy 
promulgated to implement section 5 12(b)(2) of FFD&C Act, no in viva 
bioequivalency studies were necessary or required. 
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This ANADA satisfies the requirements of section 5 12 of the Act and demonstrates 
that Privermectin TM Pour-On for Cattle is safe and effective for its labeled indications 
when used under it proposed conditions of use. 

Attachments: 

1. Generic Labeling: 

Package Insert 

Bottle Labels- 250 mL, 1 L, 2.5 L, 5 L, 18.9 L (5 gal) 

2. Pioneer Labeling 

Package Insert 

Bottle Label- 250 mL, 1 L, 2.5 L, 5 L 



Consult 
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and control of parasitism. 
INDICATIONS: For the treatment and ccntroi of gastmin- 
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ta 
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PRECAuTt0~ 
Store at ccntrotled mom temperature 15--30-C (W-WF). 
Store away from excessive heat (1WF I WC) and protect 
from tight. 
ko‘l-a2 

Privermectin” 
Pour-On far Cattle 

(ivermectin) 
PARASITICIDE 

Kills: Roundworms (including Brown 
Stomach Worm), Lungwotms, Grubs, 

Sucking Lice, Biting Lice. 
Mange Mites, Horn Flies 

5 mg ivermectin per mL 

* 
FIRST PRIORITY. INC. 



FIRST PRIORITY, INC. 

Consult your veterinarian for assistance in the 
diagnosis, treatment and controt of parasittsm. 

Priority 
INMCATIONS: For the treatment and cmtrol of c are (Ir 
gastrointestinal roundworms (including inhibit- 
ed Osterfagia osterta r), lungworms, grubs, 
horn flies, sucking and %  
mange mites in cattle. 

sing lrce and samcptic Privermectin” 
See oackaae insert for comolete indications Pour4Dn for Cattle 
and rise dir&ttons. 

Recommended Dose: 1 mL per 22 lb of 
body weight. 

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 accidentai skm contar& the user 
should wear.a lonp-sleeved short and rubber 
gloves. tf accrdenta skm contact occurs, wash 
rmmediately with soap and water. ff ac&enM 
eye exposure ocuas, flush eyes ‘knmedrately with 
water and seek medical attention. 

PRECAUTIONS: 
Store a! controlled room temperature 15’~3o’C 

tQ-86F). tore away from excess& heat (104’F I4o’C) 
end protect from light. 

(ivermectin) 

PARASITICIDE 
Kills: Roundworms (including Brown 
Stomach Worm), Lungworms, Grubs, 

Sucldfg Lice, Bffing Lice, 
Mange Mites, Horn Plies 

5 mg ivermectin per mL 

Iss: 04-02 
WARNING! NOT FOR USE IN HUMANS. 
Kece’~hendalldNgs~oflhereadlof 

Lot No. Exp. Date 

Fer Animal Use Only l Keep Out of Reach of Childnn 
8 Net Contents: 1 Liter (33.8 fl. oz.) 

ANADA 200-340, Approved by FDA 
Reorder No. TP331 PCARE 

Use only in well-ventilated areas or outdoors. 

Close container tightly whsn not in use. 

Cattteshwldrmtbetreatedwhsnhsirorhk.tefs 
wetshc?reducedefficacymaybe~dGlced. 

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

This product is for ~ptiitton to skin surface 
only. 0 not give oral orparenterally. 

Cloudiness in the formulation ma occur 
when Prtvermectin~ Pour-On for affle IS e 
stored at temperatures below 32% 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 dermatosis or adftetent materials, e.g., 
caked mud or manure. 

lverrnecttn has been assoctatsd with adverse 
reactions in sensftii dogs; therefore, Priver- 
mectir? Pour-On for Cattts b not recommended 
foruseinspe&sotherthsncattle. 

Do not contaminate water by direct appliition 
or by the improper dfsposal of drug containers. 
Dispose of containers m  en approved landfill 
or by incineration. 

WARNING! FLAMMABLEI KEEP AWAY FROM 
HEAT, SPARKS, OVEN FLAME AN0 OTHER 
SOURCES OF K%IlON. 



FIRST PRIORITY, INC. 

Consult your veterinarian for as- 
sistance in the diagnosis, treat- 
ment and control of parasitism. 

INDICATIONS: For the treatment 
and control of gastrointestinal 
roundworms (in&ding inhibited 
Ostertagia ostertag@, kmgworms, 
grubs, horn flies, sucking and 
bitii lice and samoptic mange 
mites in cattle. 

See package insert for complete 
indications and use directions. 

Recommended Dose: 1 ml per 
22 lb of body weight. 

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 immediatelv with 
soap &d water. If accide&l eye 
exposure occurs, flush eyes im- 
mediately with water and seek 
medical attention. 

PRECAUTIONS: 
Store at cmrtrolled room temper- 
ature 15’-30% (59’-86’F). 
Sort away-from excessive heat 
&O$ F I 40 C) and protect from 

Iss: 04-02 

wow-* 

Priority 
G  are * 

Privermectin” 
Pour-On for Cattle 

(ivermectin) 

PARASITICIDE 
Kflls: Roundworms (including Brown 
Stomach Worm), Lungworms, Grubs, 

Sucking Lice, Biting Lice, 
Mange Mites, Horn Flies 

5 mg ivermectin per mL 

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 
efflcacymaybeexpetfenced. 
Donotusawhenrainissc4peoted 
to wet cattle within six hours after 
treatment. 
This product is for application to 
skinsurtaceonly.Donotgiveomily 
or parenterally. 
Cloudiness in the formulation 
may occur when Prtverm&nTH 
Pour-On for Cattle is stored at 
temperatures below 32’F. Allow- 
ing to warm at room temperature 
will restore the normal appear- 
ance 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 dermatosis or adherent ma- 
tertak. e.g., caked mud or manurn. 
lvermectin has e associated 
wfthadverserescbonsinsensibLe 
dogs; therefore. Priverme.ctinTM 
Pour-On for Cattie is not recom- 
mended for use in species other 
ihan cattle. 
Do not contaminate water by di- 
rect application or by the improper 
disposal of drug containers. Dis- 
poseofcomainersinanappKwed 
landfifl or by incinaratkm. 

I WARNING! FLAYMASLEl KEEP 
AWAY FUOU HEAT, SPARKS, DPEN 
sD$D OTNER SOURCES OF 

WARNlNGf 
NOT FOR USE IN HUMANS. 
Keep this and all drugs out of 
the maoh of chffdren. 

Lot No. Exp. Date 

For Animal Use Only l Keep Out of Reach of Children 

6 Net Contents: 2.5 Liter (84.5 ft. oz.) ReorderNaTP332PCARE 
ANADA XKI-340, Approved by FDA 
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Consuft your veterinarian for as- 
sistance in the diagnosis, treat- 
ment and control of Parasitism. 

INDICATIONS: For the treatment 
and control of gastrointestmal 
roundworms (tncluding inhibited 
Lkfen%gia ostertegfi, lungworms, 
grubs, horn flies, sucking and 
bitrrr ,ffm=;kd sarcoptrc mange 

See package insert for complete 
indiitions and use dvectmns. 

Recommended Dose: 1 mL per 
22 ib of body wecght. 

This product shoutd not be apptii 
to self or others because it may 
be irritating to human skin and 
eyes and absorbed through the 
skrn. To minimue accidental skin 
contact, the user should wear a 
long-sleeved shirt and rubber 
gloves. If accidental skin contact 
occurs, wash immedrately with 
soao and water. If accidental eve 
exposure occurs, flush eyes iin- 
mediatek with water and seek 
medical &tention. 

PRECAUTIONS: 
Stare at controtted room temper- 
ature 15’~3o’C (59’48 

c!es% Store away from ex e heat 
(104’F /40%) and protect from 
light. 

WDcI~~-o5 

Priority 
G are Ir 

PrivermecfinTM 
Pour-On for Cattle 

(ivermectin) 

PARASITICIDE 
Kills: Roundworms (including Brown 
Stomach Worm), Lungworms, Grubs, 

Sucking Lice, Biking Lice, 
Mange Mites, Horn Flies 

5 mg ivermectin per mL 

For Animal Use Only l Keep Out of Reach of Children 

Net Contents: 5 Liter (169 ft. oz.) 
ANADA 200-340, Approved by FDA 

Reorder No.TPSSSPCARE 

FIRST PRIORITY. INC. 

Use onty in well-ventilated areas 
or outdoors. 
~lo~~contain8r tightly when not 

Cattte should not be treated when 
hair or hide Is wet since reduced 
efkacymeybeexperienmd. 
Donotusewhanrainisexpectad 
to wet cattle within six hours after 
treatment. 
This product is for application to 
sfdn surface onfy. Do not give orally 
or parenterally. 
Cloudmess in the formulation 
may occur when PrivermectfnTM 
Pour-On for Cattfe is stored at 
temperatures betow 32% Attm- 
ing to warm at room temperature 
will restore the nonnat appear- 
ance without affecting efficacy. 
Antiparasttic activity of fvem+sctin 
will be impaired t the formulation 
is aoc4ied to areas of the skin 
with.rimge scabs or lesions. or 
with dermatoats or adherent ma- 
tedafs, e.g., c&ad mud or manure. 
ivermecttn has been ass&a&d 
withadversereadkmsinsensrtM3 
dogs: therefore, PrivermectinTH 
Pour-On for Cattte is not recom- 
mended for use in species other 
than cattle. 
Do not contaminate water by dF 
rect appMation or by the ‘knProper 
disposal of drug amtattrs. Dir+ 
pos8ofcc!nmnershanapprared 
tandftll or by tnctneratton. 

, I 

WARNlfdGI 
NOT FOR USE IN HUMANS. 
Keep this and all drugs out of 
the math of children. 

LOtNO. Exp. Date 
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FIRST PRIORITY, INC. 

Consult your veterinarian for as- 
sistance in the diagnosis, treat- 
mfmt and control of parasitism. 

INDICATIONS: For the beatmnt 
and control of gastrointestinal 
roundworms (including inhibited 

~~~~~~~~~~ 

See paokage insert for complete 
indications and use directions. 

Recommended Dose: 1 mL per 
22ibofbudyweigM. 

Thkpmdudshouldnotbsapplied 
lo self or others because it may 
be irritating to human skin and 
eyes end absorbad through the 
skin. To minimize accidantal skin 
contact, the user should wear a 
long-sleeved shirt and rubber 
gloves. If accidental skin contact 
occurs, wash immediately wfth 
soap and water. If accidental eye 
exposure occurs, flush syes lm- 
mediately wkh water and seek 
medics) attention. 

PRECAUTIONS: 
Store at controlled room tempsr- 
alum 15*-3OC (59’46T). 
Star? away.from excessive heat 
f;fg& F / 40 C) and protect fmm 

NOW-1 

Priority 
G are Ir 

Privermectin” 
Pour-On for Catfle 

(ivermectin) 

PARASITICIDE 
Kills: Roundworms (indudllg Brown 
Stomach Worm), Lungworms, Grubs, 

Suoking Lice, Biting lice, 
Mange Mites, Horn Flies 

5 mg ivermectin per mL 

Use onfy in wsll-ventilated araas 
or outdoors. 
Ecrr container BgMly when not 

Cattle should not be treated when 
hair or hte is wet since rsducad 
eftioacymsybeaxp&mcad. 
Donotusswhsnratnissxpssted 
to wet cattle within six hours after 
treatment. 
This product ls for application to 
sldneullawonly.Donotgiveorally 
or parenterally. 
Cloudiness in the formulation 
may occur when Prtvernwctk? 
Pour-On for Cattls is stored at 
temperatures below 32’F Allow- 
ing to warm at room temparature 
will m&ore the normal anoear- 
ands without affsuttng effi&y. 
Antlparasitii adlvi& ol ivsrmectin 
will be impaired if the formolation 
is applied to arsas of this skin 
with mange scabs or lasions, or 
with dermaiosis cr adherent ma- 
lerfals, e.g., caked mud or manurs. 
tvemwcttn has bsen assedated 
with advase madions in sensitive 
dogs; therefore, PrivsrmedinT” 
Pour-On for Cattle is not recom- 
mended for use in species other 
than caffle. 
Do not contaminate water by di- 
rect ao0rbtbi or bv the imnmosr 
dispn& of drug c&tainer$. l%- 
paseofcontatnslsfnanappmvsd 
landfiil or by incineration. 

WARNING1 FLAMMABLE! EEP 
AWAY FROM HEAT SPARKS, LN 
FL4MEANDOlHEGSGLtRCSSOF 
IGNITION. 

WARNING! 
NOT FOR USE IN HUMANS. 
KeepthisandaNdnrgsoutof 
the reach of children. 

Fer Animal Use Only. Keep Out of Reach of Children 

7 Net Contents: Five Gallon (18.9 L) Reorder No TP334PCARE 
ANADA 2OC-240, Af~provsd by FDA 
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- pffvemectin” 

mur-Cn for Cattle 

/ (r.ermecttn) 
&ntains 6 mg hfermect[nlmL 

par&icide 
Comun your veterinarian for assistance in 
tr.e dragrxJaS, treatment and control of 
paslt1sm 

I”trcdudi4n 
prrvermectin” Pour-On for Cattle 
(Nermectrn) delrvers internal and external 
pwt-2 control tn one convenient low- 
vdur7-e applrcakon Privermedin” Pour-On 
for Cattle (rverrnectrn) contains rvem-ectrn, a 
unlqx chemrcal enMy 

Indications 
pnvermectin” Pour-On for Cattle 

i 
(~rmectln) applied at the recommended 
dme level of 500 mc@g is indrcated for the 

i effecbve control of these parasites. 

Gastrointestinal Roundwxms 
osterfagia asferfagr (adutts and L) 

(lncludrng rnhrbted stage) 
HaemcxchUS p/acei (adutts and L,) 
Tr7chosbvngylus axei (adutts and L,) 
T CdAnfmnts (adults and t+) 
coopern SPP (aduks. and LJ 
sfr~ylol&s paprllasus (adults) 
o~astcfnum radafum (adu*l and LJ 
Tnchuns spp W W  
Lungvvornxs 
D/ciyaxdus vrviparu~ 
Cattle GNUS 
Hypc&ma bwis 
Ii Lrneatm 
rates 

(adutts and L,) 
(Pa~ifJc ml-) 

sarcoptes stew var. l3uJrs 
Lice 
Lmqnathus wtuti 
Haematqxnis arsystemus 
Camalvva bcvis 
Solenopoes capi//afua 
Horn Flies 
Haematdna b7tans 
Persistent Activity 
Pnvemxzctin” Four-On for Cattle 
(rvemxsctrn) has been proved to effectrvety 
control mnfecttons and to protect caffle from 
re-infectron with O.sMfagia a&rfagi, 
Oesqhqoskxnum BCMWII 
Haemcnchus plz+ T..~yi”s axe-#, 
CocperiapcslctataandCooperra 
orxqhcm for 14 days after treatmant. 
Treabnent for Cattle for Horn Flier 
Privermectin” Pour-On for Cattle 
(rvermectrn) controls horn ffiis (Haematobta 
initans) for up to 28 days after dosing. For 
best results Prtvemctin” Pour-f&for cattle 
(rvem-ectin) shoutd be part of a pare&e 
control program for both internal and 
external oarasites based on the 
epidemologjr of these parasttes. Cons& 
your veterinarian or an entonxrfoglst for the 
n-ml effective timing of appttkatrons 
-ge 
ThedoserateislrnLformch22lbofbody 
weight The fomnrlatfon should be appfled 
along the topkne in a narrow stnp extendtrlg 
fromthewrtherstothetailhead. 
Administration 
Because of the solvents used rn 
Privermectm” Pour-On for Cattle 
(ivermectin), the appkcator gun from 
Genesis Instruments (EZ Doser”) or 
equrvalent is recommended. Other 
applicators may exhibit compatibility 
problems, resulting in locking, incorrect 
ctosageorleakage. 
Operation: Set ths reconuwnded dosage 
by turnlng the adjustment nut To prime the 
system, squeeze the handles repsatedty. 
l lm draws the fttid out of the container and 
mtotheQDoser”barrel. Toexpetairoutof 
the system, hotd the Q Doser” in a vertical 
posrtionandgenttysqueezethehandtesuntil 
the air is purged. Q Doser” is acbv-ated by 
squeezrng handles The pm-set dosewill be 
gwen each bme. The Q Dosei will 
automaticalk refill aftereachuse. 

220% kg) 
CQFxr 
1OmL 

330lb(15Okg) 15ml 
44Olb(2OOkg) 2omL 
550lb(25Okg) 25 ml 
660lb(3IXl kg) 3omL 
TIOlb(350 kg) 35 ml 
660lb(400kg) 4omL 
990lb(459kg) 45mL 
llrXIIb(XrOkg) 50 mL 

Cleanrrg After use, dksconnect the draw off 
cap and pump the medrcant In the system 
back~ntothewntainerthenrlnsethesystem 
wrth clean soapy water by rnsertrng the draw 
hcse unto the water and operate the EZ 
Dc6er”untrlthesystemisthoroughtynnsed 
Lubncatrcn. Recommended lubricant rs 
LLaselrne*. The plunger o-ring needs 
penoda lubicatron, evidence of thus will be f 
the return actron of the plunger becomes 
stuggrsh Lubricate ty unscrewrrgthe barrel 
to expose the plunger and o-ring then apply 
Vasel~ne’around thee-ring surface 
ModeofAction 
lvermxbn as a member of the avermectm 
tam@ krlls certain parasltrc roundworms and 
ectoparasrtes, such as m&s. Irce, horn fires 
ard other msects tts action is unique to the 
avem-ectrn class of antfparasrtrc agents 
Thus acbons mvotves a chemrcal that serves 
as a srgnal from one nerve cell to another, or 
from a nerve cell to a muscle cell This 
chemical, a neurotransmitter, IS called 
gammsanrmobutyricaddorGAt3A 
In roundwoms, ivermedin sbmulates the 
release of GASA from nerve erdrr-gs and 
enhances brndrng of GABA to spedal 
receptors at nerve junchons, thus 
mterruptmg nerve rmpulses - thereby 
paralyzmg and tollingthe parasite 
The enhancement of the GASA effect in 
arthropods such as mites, lice, and horn fkes 
resembles that rn roundworms, exce@ that 
nerve rmpulses are rnterrupted between the 
nerve endIng and the musde cell. AgaIn, 
this leads to paratysrs and death 
tvermcbn has no measurable effect agarnst 
flukes or tapeworms, presumabty because 
theydonothaveGASAasa-rmputse 
tmnsmrtter 
The pnrcrpal peripheral neurotransmitter in 
mammals. acetytcholine, in unaffected by 
Nermectrn lvermectin &es not readily 
penetrate the central nervous system of 
mammals where GAEA funcbons as a 
neurotransmitter. 
safety 
Sidles conducted rn the USA have 
demonstrated the safety margin for 
Nermectrn Based on plasma levels, the 
topicalty applied formulation is expected to 
be al least as well tolerated by bfeeding 
anmats as is tha subcutaneous formulatkm 
which had no effect on breeding 
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WARNING! NOT FOR USE IN 
HUMANS 

This product should not bs applii to s&f or 
others because it my be irntatfng to human 
skin and eyes and absorbed through the 
skin. To mrnimtze acudental skin contact 
the user should wear a tong-sleeved shrrt 
and rubber gloves. If accidental &k-r contact 
axus. wash immediately with soap and 
water. lf a&dental eye exposure cccurs, 
Rush eyes rmmediatety wtth water and seek 
medrcal attention. 
Keepthkandalld~gsoutofther~of 
children. 

WARNINGI FLAMMABLE1 
KEEP AWAY FROM HEAT, SPARKS, 

OPEN FLAME, AND Cl-HER 
SOURCES OF IGNtTlDN 

PRECAUTIONS: 
Store away from excess&e heat (104O 
FM@’ C) and protect from tiiht. 
Useonlyinwdl-ventrlatedamasoroutdoors. 
0osewntamertighttywhennotrnuse 
Cattle should not be treated when harr or 
hick? IS wet srrce reduced efficacy may be 
expenenwd 
Do not use when ram rs expected to wet 
catttewrthinsrxh~ursaftertreatment 
This product is for application to skin surface 
only Do not grve orally or parenteralty 
a0ttdtms rn the formulabon may occur 
when Privermectrn” Pour-On for Cattle 
(iermectrn) is stored at temperatures below 
32” F. Allowmgto warm at roomtemperature 
will restore the normal appearance v&out 
affecbngmcacy 
Antiparasrtic actMy of rvermsckn will be 
Impaired lftheformulatron ts applied to areas 
of the skrn with mange scabs or lesions, or 
wrth dermatosrs or adherent materials, e.g , 
cakedmudormanure 
lvermecttn has been assocrated with 
adverse reactions In sensrtrve dogs, 
therefore, Pnvermectrn” Pour-On for Cattle 
(rvermectrn) is not recommended for use m 
specresotherthan cattle 
When to Treat Cattle with Grubs 
Privermectrn” Pour-On for Cattle 
(iermectrn) effectlvety controls all stages of 
cattle grubs However, proper trmrng of 
treatment IS important For the most 
eS?cOve resuks, cattle shoutd be treated as 
soon as possrMe after the end of the heel w 
(warble Ry) season. While thus is not peculiar 
to iwarmectin, destruction of Hypdsfma 
krvae(cattlegrubs)attheperiodwhenthese 
grubs are in vrtal areas may cause 
undesirable host-parasite reactions Killing 
Hypcderma lineatum when ti IS in the 
esophageal tissuss may cause bloat, killing 
H. bows when it is in the vertebral canal may 
cause Staggering or paralysis. Cattle should 
be treated either before or after these stages 
ofgubdevelopment 
CattletreatedwahPrrvermedln”Pour-Onfor 
Cattle (Nermectn) at the end of the fty 
season may be m-treated with Prttrmectrn” 
Pour-On for Cattle (~ermectin) during the 
winter without danger of grub-related 
re&lonS. For further Information and 
advice on a planned parasite control 
program, wnsultyourvetennanan 
Environmental Safety 
Studies in&ate that when tvennsctin comes 
in contact with the sorl, rt readily and tightty 
birds to the sorl and becomes inactive over 
lima. Free ivermectin may a&em&y affect 
fish or certain water-tome organsms on 
whichfheyfeed. Donotpermitcattfetoenter 
takes, streamsor pondsfor at least srx hours 
after treatment Do not contaminate water 
by direct application or by tim;z~ 
diSpceal of drug contalneffi 
containers in an approved landfill or by 
itineratiin 
Package Illformetlon 
Privermectin” Pour-On for Cattle 
(rvemrn) IS avaibbte rn an 8.5 fl az/ 250 
ml bottle, an 33.6 fl ozll L pa* an 84.5 fl 
ozf2.5 Lpack,anl69flozl5Lpeckrntended 
for use wilh appropriate automsbc dosrng 
equiprnant,anda5gallonbrlkpack 

Priority 
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(hWlWCtin) 

pour-on for cattle 

Contains 5 mg IvermecWmL 
Parasiticide 
ConsulI your velerinartan for assistance in the diagnoses, 
lreabnent end control d parasibsm. 

IVOMEC’ (ivermectin) Pour-On delivers inlernal and 
external parasite control in one convenient low-volume 
application. Discovered and developed by scientists from 
Merck Research Laboratc&s. IVOMEC Pour-On contains 
ivf3mdii, a unique chemical entity. 
lndiions 
WOMEC Pour-On applied al the recommended dcse level 
ofX?0mWMlstilcatedfocl&eftecliveconlrddlhese parasites.- - 
Gastrointestinal Roundeorms 
Osfeitagia m&lagi (adults and L,) 

,(adutts and L,) 
(adults and L,) 
(ad&s and LJ 

Kg?” Ls a 
(adults and La 
iadw 

Lungworms 
(adults and LS 
(parasttic stages) 

IVOMEC Pour-On has been proved to ettectively control 
inlechons and lo protect caltle from re-infection with 
Osferfagia oslertagi. Oesophagostomum radialurn, 
Haemonchus placei. Trichoslrongylus axei. Coaperia 
punctata and Cooperia oncophora for 14 days after 
LreatmnL 
TreatmeMofCatttefortfWnFtii 
NOMEC Pour-on aXWok hom rlies @faemaMia irritarrS) 
for up lo 28 days after dosing. For best results 
IVOMEC 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 
vetennadan or an entomdogiit for the most efte&e timing 
of apprii~. 
Dosage 
ThedoseraleislmLforeach22Ibdbodyweighl.The 
bmwiation ahodd be epplii along lhe tqdii in a narmw 
skip extending lrom the withers lo the taithead. _. 
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Squeeze-Measure-Pour .S@em (8 5 A 0.5250 ml Bottle wilh 
25 mL Mefenng Cup) 
Attach tie mlenng cup lo the bottle 
sel the dose by kmng the lop section of the cup to ahgn 
ti cmacl body weight wtth Ihe pot&r on the knurled cap. 
When body welghl IS belween markings, use the higher 
sellmg. 
Hold the bollle uprighl and squeeze it lo dekver a slight 
excss d lhe reqwed dose as indicated by the catiiation 
lines. 
By releasing Ihe pressure, the dose aulomallcally adjusts 
lo the correct level Till the bottle lo deliver the dose. TM 
cdl (STOP) pxillon mll close the system between dosing. 
Sqwezs-Measure-Poor Splem (33.8 If oz/l Lifer Bonle with 
50 ml Metering Cup) 
Attach the meledng cup lo the bottle 
Sel lhe dose by turning the top section 01 the cup to align 
the wneci body weight with the poinlw on the km&d cap. 
When body welghl is between markings, use the higher 
selfina 
Holdihe bottle uprlghl and squeeze it lo delwer a slight 
excess of the reawed dose as mdwzaled tw the cakbraliin 

By releasmq the pressure. the dose aulomabcallv adiusls 
Id the ox& bv&. Till the bottle lo deliver the d&e. &XI 
220 lb (10 mL) or 330 lb (15 mLt dose is rewired. turn the 
poinle; lo YfTOP‘ befoie dellbering lhe bo& The OH 
(STOP) position will close the syslem between dosing 
CXapsrWe Pa& (84 5 R 02~2.5 L Pa& and 169 17 auS L Pack) 
Connect the applicator gun lo Ihe collapsible pack as 
folk%%5 
Attach the open end oi the draw-oft lubiw lo the doslna 
equipment. &cause of the solvents use; in the fonnu~ 
lation. onlv the Protector Drench Gun from Instrument 
Supplies Limtied. or equivalent, is recommended. Other 
applicators may exhibtt compatibility problems resulting in - 
lacking, incomxl dosaw or leakaqe.) 
Replace the shipping &p with the draw4 cap and tighten 
down. Attach draw&t tubing lo the draw&t cap. 
Gently prime the applicator gun. checking for leaks. 
Follow the manuladure<s direcbons for adjusting the dose. 
When lhe interval between uses of the applicator gun is 
expected to exceed 12 hours, disconnect the gun and 
draw4 tubing from Ihe product container and empty the 
product from the gun and tubmg back into the product 
container. To prevent removal of special lubricants from the 
Proleclor Drench Gun. the gun and tubing must not be 
washed 

‘IVOMEC and Cattle Head Logo are regislered trademarks 
of hied .5 Co.. Inc.. Whilehouse Slabon. NJ., USA 
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Mode of Action 
lvermectin as a member ol the avermecbn lamilv kills 
certain parasitic roundworms and ecloparasites. s&b as 
miles. Ike, horn flies and other insecls. Its action is unique 
lo Ihe avermedin dass of anliirasitic agents. This adion 
lnvoives a dmnlcal lhat servei as a slgnil from me nerve 
cell to another. or from a nerve cell lo a musde cell. This 
chemical. a neutohansmilier. is called gamma-amino- 
bulydc add M GASA. 
In roundwomx. ivenectin stcmuhfes the release of GASA 
horn nerve endings and enhances binding 01 GABA to 
special receolors al nerve iunclicns. thus intenuotino nerve 

except that nerve imp&es are inlerrupied between Ihe 
nerve endino and the muscle ccl!. Aoain. this leads to 
par+sis and-death. 1 
lvermectin has no measurable effect against flukes or 
Qeworms. psurndy because they doeno! have GASA 
as a nerve imoulse lransminer. 
The principai peripheral neurottansmitter in mammals, 
acety!chokne, k unaffected by ivermeclin. lvernnxlin does 
not readily penetrate the central nervous syslem of 
mammals here GAEA functiw as a neurotransmiher. 
srcretu 
Studies conducled in the USA have demonstrated the 
salety margin for ivermectin Based on plasma levels, the 
tWCally applied formuhtion is expected lo be at least a5 
well lolerated bv braedino animals as is the sues 
formulation whii had no>ffed on breeding performance. 

WARNING: Callie must not be treated within 
48 days of slaughter for human consumpbon. 

, , 
WARNING! NOT FOR USE IN HUMANS. 

This product should not be applied lo self or others 
because it mav be rnitabno to human skin and eves and 
absorbed through the skrn To minimize accid&tal 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 expc- 
sure OOXI(S. flush eyes immedrately with water and seek 
medical attention. 
Keepth3andalldrugscutdihereachofchil&en 

WARNING! FWMASLEr 
KEEP AWAY FROM HEAT. SPARKS, OPEN FLAME, 

AND OTHER SOURCES OF IGNITION. 
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PRECALtTtONS 
Store away from excessive heat (lCWF/4O’C) and 
protect from tight 
Use only in well-venttlaled areas or outdoors 
Close container lighliy when no1 in use. 
Cattle should nol be treated when hair (x hide is wet since 
reduced effiicy may be experienced. 
Do not use when rain is expected lo wet cattle within 
six hours after treatment. 
This product Is for appliition to skin surface only. Do not 
give orally or parenlerally. 
Cloudmess in the formulation may occur when IVOMECQ 
(iiemreclm) Pour-On is stored al temperatures below 32’F. 
Allowing lo warm at room temperature will restore the 
normal appearance wtlhoui affecting effii. 
Anliparasilff activity of iveneclin will be impaired if the 
formulation is applied lo areas of the skin with mange 
scabs OI lesions, or v&h demtaloses or adherenl mated&. 
e.g.. caked mud or manure. 
lvemvxtin has been associated with adverse reactions in 
sensitive dogs; therefore, IVOMEC Pour-On is not rec- 
ommended for use in specks other than cattle. 
When to Treat Cattle with Grubs 
NOMEC Pour-On effectivelv controts all staoes of cattle 
grubs. However, proper liming of treatment (s important. 
For the most e&dive results. cattle shoutd be treated as 
soon as possible after the end ol the beet fty (warMe fly) 
season While lhts is nc4 oecutiir lo Nemksclfn. destruction 
of Hypoderma larvae (&Me grubs) al the &ad when 
these grubs are in vital areas may cause undesirable 
host-parasite reactions. Killing t&o&ma Gneafum when 
it is in Ihe 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 devetopment. 
Callle treated with NOMEC Pour-On al the end d the fty 
season may be retreated with lVOMEC during me winter 
without danger of grub-related reactions. For further 
information and advrce on a planned parasite control 
program. consult your veterinarian. 
Environmental Safetv 
Studies indicate that when ivermeclm comes in contact 
with the soil, it readily and tighlly binds lo the soil and 
becomes inactive over lime. Free ivermectin may ad- 
versely affect hsh or certain water-borne organisms on 
which they feed. Do not permit cattle lo enter lakes, 
streams or ponds for at least six hours after treatment. Do 
not contaminate waler by direct application or by the 
improper drsposal of drug containers. Dispose of 
containers man approved hndfill or by indneralkx. 
Packa9etrdormatmn 
NOMEC Pour-On is available in an 5.5 9 oZn50 mL bottle 
with a squeeze-measurepour system (Product 41309A). a 
33.9 fl ozli L bottle wtth a squeeze-measurepour system 
(Produd 41310A). or in an 24.5 R oti.5 L cdlapsibte pack 
(Product 41311A). end a 169 0275 L collapsible pack 
(Product 41350A) intended for use with appropriate 
automatic dosing equipment 
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