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FREEDOM OF INFORMATION SUMMARY 

SUPPLEMENTAL ABBREVIATED NEW ANIMAL 
DRUG APPLICATION 

ANADA 200-437 

NOROMECTIN (ivermectin) 
Injection for Cattle and Swine 

Indications for use: For the treatment and control of 
gastrointestinal roundworms (including inhibited Ostertagia 

ostertagi), lungworms, grubs, sucking lice, and mange mites in 
cattle; for the treatment and control of gastrointestinal 

roundworms, lungworms, lice, and mange mites in swine; for the 
treatment and control of warbles (Oedemagena tarandi) in 

reindeer; and for the treatment and control of grubs (Hypoderma 
bovis) in American bison. 

Sponsored by: 

Norbrook Laboratories, Ltd. 



FREEDOM OF INFORMATION SUMMARY 

1. GENERAL INFORMATION: 

a. File Number: ANADA 200-437 

b. Sponsor: 

US Agent: 

c. Established Name: 

d. Proprietary Name: 

e. Dosage Form: 

f. How Supplied: 

g. How Dispensed: 

h. Amount of Active Ingredients: 

i. Route of Administration: 

j . Species/Class: 

k. Recommended Dosage: 

Norbrook Laboratories, Ltd. 
Station Works 
Newry BT35 6JP 
Northern Ireland 

Drug Labeler Code: 055529 

Norbrook, Inc. 
Bill Zollers, Ph.D. 
Directory of Regulatory Affairs - USA & 
Canada 
9733 Loiret Boulevard 
Lenexa, KS 66219 

Ivermectin 

NOROMECTIN Injection for Cattle and 
Swine 

Sterile solution 

50 mL rubber-capped bottle; 100 mL, 250 
mL, and 500 mL rubber-capped bottles 
designed for use with automatic syringe 
equipment . 

OTC 

Injection 

Cattle (exception: not approved for use in 
lactating dairy cattle and pre-ruminant 
calves); Swine; Reindeer; American Bison 

Cattle: 1 mL per 110 lbs (50 kg) body 
weight, or 200 mcglkg, given 
subcutaneously under the loose skin in 
front of or behind the shoulder, with a 
maximum of 10 mL per injection site. 



1. Pharmacological Category: 

m. Indications: 
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Swine: 1 mL per 75 Ibs body weight, or 
300 mcglkg, given subcutaneously under 
the skin immediately behind the ear. 

Reindeer: 200 mc&g body weight, 
subcutaneously. Follow use directions for 
cattle as described under Administration. 

American Bison: 200 mcglkg body weight, 
subcutaneously. Follow use directions for 
cattle as described under Administration. 

Parasiticide 

Cattle: NOROMECTIN Injection is 
indicated for the effective treatment and 
control of the following harmful species of 
gastrointestinal roundworms, lungworms, 
grubs, sucking lice, and mange mites in 
cattle: 

Gastrointestinal Roundworms (adults and 
fourth-stage larvae): 
Ostertagia ostertagi (including inhibited 0. 
ostertagi) 
0. lyrata 
Haemonchus placei 
Trichostrongylus axei 
T. coluhriformis 
Cooperia oncophora 
C. punctata 
C. pectinata 
Oesophagostornurn radiatum 
Bunostomum phlebotomum 
Nematodirus helvetianus (adults only) 
N. spathiger (adults only) 

Lungworms (adults and fourth-stage 
larvae): 
Dictyocaulus viviparus 

Cattle Grubs (parasitic stages): 
Hypoderma bovis 
H. lineatum 
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Sucking Lice: 
Linognathus vituli 
Haematopinus eurysternus 
Solenopotes capillatus 

Mites (scabies): 
Psoroptes ovis (syn. P. cornmunis var. 
bovis) 
Sarcoptes scabiei var. bovis 

Persistent Activity 
Ivermectin injection has been proved to 
effectively control infections and to protect 
cattle from reinfection with Dictyocaulus 
viviparus and Oesophagostomum radiatum 
for 28 days after treatment; Ostertagia 
ostertagi, Trichostrongylus axei, and 
Cooperia punctata for 2 1 days after 
treatment; Haemonchusplacei and 
Cooperia oncophora for 14 days after 
treatment.. 

Swine: NOROMECTIN Injection is 
indicated for the effective treatment and 
control of the following harmful species of 
gastrointestinal roundworms, lungworms, 
lice, and mange mites in swine: 

Gastrointestinal Roundworms: 
Large roundworm, Ascaris suum 
(adults and fourth-stage larvae) 
Red stomach worm, Hyostrongylus rubidus 
(adults and fourth-stage larvae) 
IVodular worm, Oesophagostomum spp. 
(adults and fourth-stage larvae) 
Threadworm, Strongyloides ransomi 
(adults) 

Somatic Roundworm Larvae: 
Threadworm, Strongyloides ransomi 
(somatic larvae). Sows must be treated at 
least seven days before farrowing to 
prevent infection in piglets. 

Lungworms: 
Metastrongylus spp.(adults) 



n. Pioneer Product: 

o. Effect of Supplement: 
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Lice: - 
Haematopinus suis 

Mange mites: 
Sarcoptes scabiei var. suis 

Special Minor Use: 

NOROMECTIN Injection is indicated for 
the effective treatment and control of 
warbles (Oedemagena tarandi) in reindeer. 
Follow use directions for cattle as 
described under Administration 

NOROMECTIN Injection is indicated for 
the effective treatment and control of grubs 
(Hypoderma bovis) in American bison. 
Follow use directions for cattle as 
described under Administration. 

IVOMEC Injection for Cattle and Swine; 
ivermectin; NADA 128-409; Merial Ltd. 

This supplement provides for extension of 
persistent effect indications as claimed by thc 
pioneer sponsor. Specifically, the package 
insert has been revised as follows: Persistent 
activity against Oesophagostomum radiatum 
changed from 14 to 28 days and that of 
Trichostrongvlus mei and Cooperia punctat~ 
from 14 to 21 days. 

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 (GADPTRA) of 1988, 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 and 
effectiveness data and human food safety data (other than tissue residue data) are not 
required for approval of an ANADA. 

Ordinarily, the ANADA sponsor is required to show that 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 vivo bioequivalence study (55 
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FR 24645, June 18, 1990; Fifth GADPTRA Policy Letter; Bioequivalence Guideline, 
October 9,2002). 

Based on the formulation characteristics of the generic product, Norbrook Laboratories, Ltd. 
was granted a waiver from the requirement of an in vivo bioequivalence study for the generic 
product NOROMECTIN Injection for Cattle and Swine (ivermectin). The generic product is 
administered as a sterile solution, contains the same active ingredients in the same 
concentration and dosage form as the pioneer product, and contains no inactive ingredients 
that may significantly affect the absorption of the active ingredient. The pioneer product, 
IVOMEC Injection for Cattle and Swine (ivermectin), the subject of Merial, Ltd., NADA 
128-409, was approved on February 13, 1984. 

3. HUMANSAFETY: 

Tolerances for Residues: 

The tolerance established for the pioneer product applies to the generic product. 
Tolerances of 100 parts per billion (ppb) and 10 ppb are established for 22,23- 
dihydroavermectin Bla (marker residue) residues in the liver (target tissue) and 
muscle, respectively, of cattle under 21 CFR 556.344. A tolerance of 20 parts per 
billion (ppb) is established for 22,23-dihydroavermectin Bla residues in the liver and 
muscle of swine under 2 1 CFR 556.344. Tolerances of 15 parts per billion (ppb) are 
established for 22,23-dihydroavermectin Bla residues in the liver of reindeer and 
American bison under 21 CFR 556.344. The Acceptable Daily Intake (ADI) for total 
residues of ivermectin is 1 microgram per kilogram of body weight per day. 

Withdrawal Times: 

Because a waiver of the in vivo bioequivalence study was granted, the withdrawal 
times are those previously assigned to the pioneer product. 

The withdrawal time of 35 days has been established for ivermectin in cattle, 18 days 
withdrawal has been established in swine, 56 days in reindeer, and 56 days in 
American bison (2 1 CFR 522.1 192). Withdrawal periods for milk and for pre- 
ruminating calves have not been established. 

Regulatory Method for Residues: 

The analytical methods for detection of ivermectin in tissues are HPLC methods with 
fluorescence detection. The methods are found on file at the Center for Veterinary 
Medicine, 7500 Standish Place, Rockville, MD 20855. 
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4. AGENCY CONCLUSIONS: 

This ANADA submitted under section 5 12(b) of the Federal Food, Drug, and Cosmetic Act 
satisfies the requirements of section 5 12(n) of the act and demonstrates that the injectable 
product NOROMECTIN Injection for Cattle and Swine, when used under its proposed 
conditions of use, is safe and effective for its labeled indications. 

5. A TTA CHMENTS: 

Facsimile generic labeling and currently approved pioneer labeling are attached as follows: 

Generic Labeling for ANADA 200-437: 
NOROMECTIN Injection for Cattle and Swine (ivennectin) - container and carton label - 
50 rnL, 100 mL, 250 rnL, 500 mL; insert 

Pioneer Labeling for NADA 128-409: 
IVOMEC Injection for Cattle and Swine (ivennectin) - container and carton label - 50 mL, 
200 rnL, 500 mL; insert 



- - 

WARNING 
NOT FQR USE IN  HUIUNS. 

Kmep hi lad mU 
ma* o~c%a?oftk 

RESIDUE INMRMlTl0W:Oa notrrnal 

not bmsn nrubliihtd, dowlus. in 
foaele dain canla of brsed'n .pa 
Awithdnwalpnnbd hnrnot%?on' 

o r l a b k h ~ d l o r ~ r  pmductm 
prr.rurntnrting cakor. 

Oo w l  urr in eahrr lo ba 
processed forvaal. 

Oo wrtraat swina wifhin 
I s d a p o l  slaughter 

P lECIUl lO lS  
For nlbculanoovr in .=roo 10 canle and rnne 
o d y  ~ m l a c t  produs~tan  I q k .  
Sma a1 IS-I Ia C 159-86.6) 
Mad. In tho UK 

k%22;:G:i:;k;?;'::la"d. 
Lol No & Exp Dale V 



Courll ~ o a r v ~ r i a a r i s n  lor a u i n m c e  in 
thm dia oais, M . b n a a  and comml of 
o.ral(ru. Do not contanunate water. 
6isoose of containers ~n an aooroved landhll 
or b;y incineration 

INOlCATlONS 
Forthe Uealment and control of 
panolncclstinel roundworms, lungwqrms, 
Ice, and mange mites. See package Insen 
for complete indications, p~ecaufions, 
warnings,residue mformatlon, and use 
directions. 

RECOYMEWED DOSE 
C d r  1 mlper 110Ib body wei M 
 wins: 1 mL per 75 Ib body weigat 

WARMING 
NOT FOR USE IN HUMANS. 

Keen this and all dmos out d the 
' reach d cbildrsn. 

RESIOUE INFORMATION: Do not ueat 
cattle within 35 days of slaughter. 

Because a withdrawal cime in milk hes 
not been entabl~shed, do not use In 
female de~ry cattle of breed~n age 
4 A d r a w a l  enod her not teen 

eotabllshed !or 61s product an 
pre-rununallng c a b s  

Do not use In calves to be 
processed far veal 

00 nottreal smne wnhln 
18 days of slaughter 

PRECALITIONS 
Use automatic syringe equipment in swine. 
For subcuteneous inlection in came end 
swine only. Protect product from light 
Store at 15-30" C (59-86' FI. 
Made in lhe UK 
NorbrookLaboratories Limited, 
Newry, Co. Down. Northern Ireland. 
Lot No & Exp Date V 



Consult your veterinarian for 
assistance i n  the diagnosis. 
treatment, and control of 
parasitism. 00 not contaminate 
water. Oisoose of containers in an 
approved iandfill or by 
incineration. 

INOICATIONS 
For the treatment and control of 
gastrointestinal roundworms, 
lungworms, lice, and mange 
mites. See package insert for 
complete indications, 
precautions, warnings, resldue 
~nformation, and use direcoons 

RECOMMENDED DOSE 
Cattle: 1 mL per 110 Ib body weight 
Swine: 1 mL per 75 Ib body weight 

WARNING PRECAUTIONS 
NOT FOR USE IN HUMANS. Use automatic svrinae eauioment 

Keep this and all drugs out of the only. For subcutane<us irijection 
reach of children. in cattle and swine onlv. Protect 

product from l~ght 

1 ~ ~ S ~ ~ , " ~ ~ ~ ~ ~ \ ~ f p h ~  1 Store at 15-SOo C 159-86'' F) 
35 days of slaughter. 

Because a withdrawal 
time in milk has not been 

established, do not 
use in female dairy cattle / of breeding age. A 
withdrawal period has not 
been established for this 
product in pre-ruminating 

calves. Do not use in calves 
to be processed for veal. 

Do not treat swine 
within 18 days of slaughter. 

Made in the UK 
Norbrook Laboratories Limited, 
Newry, Co. Down, 
Northern Ireland. 
Lot No & Exp Date V 



Consult vour veterinarian for 
assismice in  the diagnosis, 
t naben l ,  and control of parasitism. 
Do not contaminate water. Dlspose 
of containers in an approvec andfi,. 
or by ncineration. 

INDICATIONS 
Catcle: For the treatment and control 
of gastrointestinal roundworms 
{including inhib~ted Osterragia 
ostertagil. lungworms, grubs lnote 
insert precautions), sucking lice, and 
mange mites in caale. 
Swine: For the aeatment and control 
of gastrointestinal roundworms. 
lungworms, lice, and mange mites in 
swine 
See package insert for complete 
indications, precautions, warnings. 

Cattle: 1 m l  pe j  110 lbbod\ we~ght 
Sw~ne: 1 m. per 75 Ib body weqght 

WARNING 
NOT FOR USE IN HUMANS. 

Keep thi and a l l  dmp out of the 
reach of childmn. 

RESlDUE INFORMATION: 
00 not treat cattle within 

35 daysof slaughter. Because 
a withdrawal time in milk has 
not been established, do not 

use in female dairy caale 
of breed~ng age. A 

withdrawal eriod has not 
been estabEshed for this I 1 
product in pre-ruminating 

calves. DO not use in calves 1 

PRECAUTIONS 
Use automatic syringe equipment 
only. For subcutaneous injection in 
cattle and swine only. Protect 
product from light. 

Store at 15-30" C (59-86"Fb 

Made in the UK 
Norbrook Laborator~es Llm~red. 
Newry, Co. Down. Northern Ireland. 

Lot No & Exp Date V 
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. residue information, and use I 3Norbroolr: a to be processed for veal. 
directions. 00 not treat swine 

within 18 days of slaughter. 



ANADA ZMI-437. Approved by the FDA 

Noromectin' 
1% Sterile Solution 

A Pamrkicida for (ha Tmbnm m d  C o n d  of 1nt.m.l and Ehtemal 
Pemkes d C d e  and Swina 

Consdl pu vau im t i an  la mdstamw in the d i d # .  ~~ and 
o a a a l  d pm.r(iun. 

Noromectin fmrmectinl lnjecaon is an injectable paradcidefor canie 
and wine. One lovrvdume dose effecOvdyoeab and c m o k t h e  folomng 
inbrnal and external arasitesthat ma Impair the heallh of came and 
swine: pastromntes(ina~rmndwarms lincrudinp hrh~bded Onenagia menag, 
in  cde),lunaworms, grubs, suckinp lice, and mange mitss of cattk; and 
gastrointednal r o u n d h s .  lungviirms. lica. and manga mites of swine. 
Ivsrmectitis convenience. broa&rpeawn efficacy and safely margin make 
Noromectin Injection a unique product for parasite c o n t d  it catile and 
swine. 

PROWCT D-ON 
lvermectin is derived fromthe avermecuns, a family of potent broad- 
spacisurn antiparasitic agents isolated from fermentation of Snaptomyces 
avermitilis 

Noromectin lnjaction is a clear, rea&to-use. sterile solution containing 
1% iuermectin, 40% g)ycemlformal, and prop ens glycol q.s ad IN%. 
Noromectin Iniection is formulated t o  deker  l e  recommended dose level 
of m0 mcg ~vermecPniklogram of body weight in  catrle when given 
subcutaneously atthe rate of 1 mU110 Ib 150 kgl. In Svrine, Noromectin 
!njection is formulated to deliver the recommendad dose level of 300 mcg 
wermectiwkiiogram body weight when givsn subcutaneously in  the neck 
atthe rate of 1 mL per 75 Ib (33 kgl. 

YOOE M ACTION .- - - - - . . . - . . - . - 
lvenectin b a member ofthe macrocyclic lactme class of endectocides 
w h ~ ~ h  have a unique m d e  of amon. Compounds !Lhe &as bind s$ecbvelq 
and rrim high affinitym dullmate-pated c*de m c h a ~ e k w h ~ c h  occur 
In invertebrate nerve and muscle c e b  Thls leads to an Increase In the 
pe rmeab i i  of tha cellmembrane to chloride jons wi(h hyperpolarization 
d the  nerve or m u c k  cell. resulting In paralysis and death of the parasite. 
Compounds d this class may also interact ruiUl other Sgand-gated cnlor~de 
channak,such asthose gated bythe neurmanmictagamma-aminduNric 
acid IGABAI. 

The margin of safety for compounds of this class is mibutable to the fact 
thatmammals do not have glutamate-gated chlorida channels, me 
macrocyclic lactones have a low f i n '  for atha mammalian ligand-gated 
chloride channels andthey do notrea%ycrossthe blood-brain barrier. 

INMCITIONS 
Cd(lls: Noromectin Injection is indicated for the effective treatment and - 
corn01 ofthe followinti harmful soecies of aaaointestinal roundworms. 
lunaworms, grubs, suckng lice, and mangemites in  cattle: 

6-4 ~ohp !aduh and fourth-stage larvael: 
OJfeRagia ostertagcl~nclud~ng lnhlbrted 0. oste~tagd 
0. t"Tat.3 
Haemonchus olacei 
~r6hossong&s &i 
Z colub,rifonnis 
Cwpena oncophora 
C. puncfata 
c  tiru rut., -. - - - . . - .- 
Oesophqostomum radralum 
Bunnstomum phlebolomum 
Nematodim heheadnus (adults only1 
N. spathigcrladults only) 

hgwamn (adults and fourth-stage larvael: 
OicrVocaulus nvcparuc 

C a t h  Gn rb  (parasitic stagesl: 
Hypodsrma bovis 
H lineaturn 

&d6ngLica 
Linog8mus v&Ii 
Haemampinus eurys(ernus 
Solenopotes capillatus 

W i  (scabesl: 
Psomptes OVIS 1 ~ .  f! communisvar. bovid 
Sarcopres scabie~var. bov~s 

. -. - . . . , 
lvermectin 1njec0'm has been proved to ellactively control tnfecdons and 
to protect c d e  from re~nfedon with Dictyocaulds sinparus and 
OesophagmWmm radidQhnhrB days utter D e m e n t  Ostsrtspe artertagi 
Tricchosao+ aneiand Cwperia puncralafor 21 days after Veament 
Haemonchisplacei, and h a p r i a  oncophorafor 14 days after treatment 

9 Noromectin Injection is indicated forthe eflective treatment and 
convo of the following harmful sDecles of garnointestinal roundworms. 
lungworms, lice, and mange mites in swine: 

6arbeiatnt iaal Roundwema: 
Large roundworm Arcrrissuum 
laduks and fourth-xta e larvael 
Red stomach worm, iyostrong us rubidus 
l aduh  and fourth-naao larvaer 
Nodularworm 0esofhe ostomumspp 
laduks Threadworm. and fo~;rth-stageJarvael Sbongylordes ransomiladuhsl 

s r u i c  I*udwam b n r * :  
Threadworm. SImngyldes ransomilsomatic l a ~ a e l  
SOWS mus  be meted 11 leas( seven days before farrowing to prevent 
infection in piglets 

br.#woms: 
Meramngfiusspp. (adults1 

Lice: 
Haematopinus suis 

Ma y e  lli(a: 
Sarcopres scabieivar. suis 

Nmmectin Injection should be given onlybysubcutaneous injection 9' un er the loosa skin infront of or behind the shoulder atthe recommended 
dose level of 100 mcq divermectin per kiiopram of body welghL Each mL 
of Noromectin lnjemon comains 10 mg of ivermectin, sufficient to treat 
110lb (50 kg) of body welpht lmadmum 10 mL per injection SRel. 

%= Norannctin lniectionshould be given onEy by subcutaneous injection 
In aneck of avins atthemcommended dose l a d  of300 mcg of ivermectin 
per kilogram ILZIbl of bod? weigMEach mL of Noromectin lnje,a'on 
contalns 10rng of ivermectm, sac ten t  to Vent 75 Ib of body wetpht 

Waigkt IIbl D m r  Volunm ImL) 
Growing Pigs 19 '14 

38 '12 
15 I 
150 2 . - ~ -  

Breeding Animals ZZ5 3 
(Sows. Gilts. and Boars) 3W 4 

375 5 
450 6 

Whan using the 250 or 500 mL peck size. use only eutomafic syringe 
equipment 
Use sterile equipmentand sanitize the injection site by epp)ying e suitable 
disinfectent Clean, property disinfected needles should be used to reduce 



the patential for injecrion site infections. 
No special handling or protective clothing is necessary. 

N o ~ e c t i n  (ivemtectin) lnjedon is to be given subcutaneousb in 
the neck Any& shwld ba appropriately restrained m achievetha pmpar 
route d admtntsfraoon. Use of a 16- or l&gauge needle s suggestad for 
sows and boan,whila an lk or *gauge needle maybe appropriate for 
vatlno animals. lniact under the sbn, immadlately behmd the ear Isen 

When using the lm M or 500 mL pack size. use only automatic syringe 
equipment As wth'any iniection sterile equipment should be used. The 
injection dte should be cleaned a i d  disinfected % alcohol before idection. 
The rubber s t o p p ~  should also be dislnfscted wth akohd m prevant 
contamination ofthe contents. Mild and transient pain reactions may be 
;;&i" &no following subcutaneous administration. 

Rmc.mmd.1 T n . h r r  
Atthetime of iniciatinp any raaite control pro ram, itis'mpotiant 

to seat 9 breading animals In thnErd. After the i n d  LreaQnent use 
N o r m e l n  In'ection regulafkf as fdlows: 
I"Emrn6 A w  
lorn: Treltprior to farrowing, preferably7-14dayr before, to mininize 

Infaction of Dial- 
9 1 6  TR;~ 7-14 dayi pnor to breeding. 

Tram 7-14 d a y  prior to farrowing. 
8.ar haouancv and need for weatmentt are dependent upon 

ROE 
11) Noromactin Inladon h w  rn panistam drug level aufficiantto control 

mh, I n fe~onsUt rou~hou t tha  a g to sddt life c do. Howaver, since 
tha k.rnudn mffaotk natiwuna&ta cart must&tabne prnvam 
rainfsrtation from axpowre to umreahd anlrnslr or contaminated 
facl ias. Ssnsralty, pip1 rhould not ba moved to clean quarten or 
exposed to uninkatad pigs for apprm6matelyone m n k  aftar Peaunem 
Sows should be heated at least one week bafme farr&o to minimize -. 
bansfar of mites to newborn baby pigs. 

12) husa  eggs are unaffactnd by Noromedn Injection and may require 
uptothrea wseksm hatch Louse infestations developing from hatching 
eggs may requlre r e u e m e n t  

131 Consuh a veterinarian for aid i n  the diagnosis and control of imernal 
and anernal parasites of swine. 

Wll U i m r  k e  
For the treatmem and control d warbles IOedma#ena tarand]) 

inraindaer, ininct2Ul micrograms ivarmedn per Hogram of body weight --gb.llaw use directions for came as described under 

For the s a a m m  and control of grubs IHndorma bond p . .  
ancan bson. Inject ?a) micrograms Nanactin per kilogram of body 

might. subcutaneouaty. Fdbw use direcoonsfor catda as descnhed unaer 
IMMIIIsllunOW. 

RESIDUE ! N F O ~ T I M I :  Do notbeat reindeer or 
American b~son vnthln 8 weeks (56 days1 of daughter. 

wm H 1 R u s E i i i i w s .  
Y n ,  *is r d  a0 dm@ on d &a ruch sf shilima. 

The Matanal Safetv Data Sheet IMSDS) conta ns more deraled occupational 
safety informaaon To teport adverse effeck, omaln an MSDS or fur 
assistance. contact Norbrook. Inc at 1-913-5995177 

L ReslDUE INfOlWMMN: Do nottrsat cattle within 
35 days of dauphter. Because a wrimdrawal time 

In mllk has not been emablislied, do nut use in female ) dain cad. ,breeding ape. A withdrawal period has not 
been established for th~s product In preiumtnaonp cdlver 

Do not use in cakes to be processed for vaal. 
Do nottreat swine with~n 18days of Jaugtaor. 

. . . - -. . - . . -. - - 
Transnory dlscomfon has oeen obserwcd In somu cattle following 
s.lbcuteneods admlnlstranon A lw lnc~dence  of softt~ssue swelling at 
rhe lnlectlon slte has been observed These reactions have doappearea 

without treatment For cattle, di i~de doses greater lhan 10 mL beween 
tvvo iniectian sites to reduce occasional d.scon~fon or rite reaction. 

Usa starile equipment and sanme the iniecuon sit8 b apptvinp a suitable 
dinnfectanl Uoan, propsrfy disinfacted needles should be ~ s e d t o  reduce 
the potential for inledon site infections. 

Observe catlla for injaction s b  reaaona Readommay be due to clomidnal 
~ntecoon andshould pa aggresswelytraated with approprlce antib.ofics. 
ll inisction see infecttons are s~speclad. consult mur vetorlnarlan 

This product is not for intravanous or insamuscufar use. 
Protect productfrom light 

Noromem lnlscbon for Came and Swine has been developed speclficallv 
for use m cattle, d n e ,  reindear, and American blson only. This p r o d ~ ~ n  
snould n d  be draa In nthar anlmal eecles as severe adversereactens. 
including fatales in dogs, may result 

WhnmTh.1C.(dmwithGrrk 
Noromedn In(ac6.m ~~ c m l s  a l  Ngesof  cattle grubs However, 
propar timing of beabnnntis impatant For most effective resub, catde 
should ba beated as soon as possible after the and of the heel fly lwarble 
ftrl seamn D m c t i o n  of Hypodemala~aa l c d e  prubsl althe pariod 
when these pl~k are in vital araas may causa undesirable host-p?rasite 
reactions inc dmg rhe possibifnyoffatalitier a l t n  Hypodema l~neaarm 
h p n  ?is inihe tissue aurroundtnpthe esoph!gus &ullefl may cause 
sakvaoon and bloat tilling H. bornwhen it is In the vertebral canal may 
cause na~& or paralysis. These readom are not specdcta bearmem 
wim N m e c I i n  Injection, but can occur wth any successfultreaQnent of 
grubs. Cattle should betrnafed etthar before or after these stages of grub 
development Consult your veterinarian concerningthe proper time for 
u eaanent 

CWle beated with Norornestin Injection aftarihe end ofthe heel fly season 
may be reueafed Nommectin Iniection during the winter for internal 
parasites, mange mnes, or sucking kca mthoutdanger of grub-related 
reactions. A planned parasis conlrd program is recommended. 

SrOnASE 
Stora at 15 - 30 'C I59 to 16 'FI. 

ENVlRONMENTAL SAFETV 
Studies indicaathmwhen ivarmactin comes in cantactwith soil. it raadilv 
andtigkIvb6dsm the so l  and becomes i n a c e  ova! time. Frae &erne@; 
mav advarralv affect fish and cenatn aouaoc woanlsw Do not nermn 
waist runofff;om feed la~ to  eGsr lake;, aream-s. or ponds. Do not 
contaminate water by direct applicabon or by Improper disposal of orug 
cmtainerr Disposa of coma'nen in an approved landfil or by mcineranon. 

As vrim other avennectins. h r m e d n  is axcreted in the duna nf treated - . . ~  ..- . ~ . ~ ~ ~ -  - - - -  . -. - --.-- 
animals and can inhibithe raproduction and mwch of pen and beneficla1 
lnsecb that usa d u q  as a source of food anjfor reprodumon.The 
mrgniu~de anddurmonof such affacfs are species and l iecycle spsc~fic. 
When used according to lab4 direcbons, Vla DIOduct K not expected t o  
l~ave an adverse impact on pop~llatims of dung-dependem Insects 

IMW WPPUU) 
Norome& Injection for M e  and Swine is available in four ready-to-use 
pack sizes: 

The 50 m l  pacr 1s a mubple-dose. ~bber-capped botde. Each bode 
contains sufficiant solldon to neat 10 head 01550 Ib 1250 kpl catde or IW)  
head of 381b 117.3 kg1 swine. 

The 100 mL pack is a mdltide-dose,cubber-capped bottle deslpned for ~ s e  
vnth atnomatic syinge equipmsnL Each bome contains suific~em solution 
to hem iTJ haad of 550 lo IM kg1 catUe or 200 head of 38 ib 117.3 kgl swine. 

The 250 mL pack is a multiple-dosa. rubber-capped bottle desipnedfor use 
with automatic +nge e utpment Each b d e  comalns sumc entsdubon 
lotreat50 head 0f550lb?M kgl cattle or 500 head of 381b 117.3 kg1 swine. 

The 540 mL packis a mulplwdors, rubber-capped b d e  designed for use 
with automatic +nge equipment Each b d e  conens s~ffic~emsdution 
totraat 100 head of 550lb I250 kpl cattle or 1000 naao of 38 Ib 117.3 kg1 
mine. 

Made in the UK 

Norbrook Laboratories Limited, 
Nemy, Co. Down. Northern Ireland 

WWODlOl 

@ Norbrooli 













Lot No: 

WARNING 
NOTmR USE IN HUMANS. 
Keep lhir and all drum out 

01 Ihe reach of children. 

lVOMEC is a registered 
trademark of Merlal Llmiled. 
us. 4.1B.569 6 4,853,372 
K"J1484-w Rev. 09-2006 

EXP Date: 

PRECAUTIONS - w. 
P 

Wprxldhanl* 

I*n hitmj 
3239 Satellite Bid. 

DU'UWI -ia m - b .  u.sn. 



1% Sterile Solution RF.sIDUE INFOA~TIOH: ~b nd treat mttk within 35 

appmved landtill or by inclnera!jon. ~ t u s e i n ~ t o b e ~ e d f w w d ~  1 
INDICATIONS 1 Cb not hl mine d m  l a  days of slaughter. 1 
Cattle: For the treatment and control of PRECAUTIONS 
gastrointeslinal roundworms (Includ~ng lnhiblted Useautaatcsyrmgeegu~pmentonly 
OSteRapra oslehlpi). I ung~~nns ,  grubs Inole Insert For wbculaneous Idecbon m cattle and smne onlv 
wcavtiwrs), suddng lice, ind  man& miles In cat&. Rotect pmduct hum light 

-Swine: For the treatment and control of - -gastroinlestinal roundworms, lungworms, lice, and 
?I mange nutes in swine. - -See package insert for complete indications. - 
-precautions, wamlngs, residue information, and use 
-diitions. - Exp Date: 
IRECOMMENDEO DOSE 
Z C a n l e :  1 mL per I10 lb bcdy weight 

Swine: 1 mL per 75 Ib body weight IVOMEC is =registered trademark of Merial Limned. 2 
WARNING U.S. Pat 4,199,569 8 4,853,372, 8 

NOT FOR USE IN HUMANS. 
S 
8 

Keep Ulis and all drugs out 01 the reach of children. H23862(US) 
Merial Limited 

1020 1486-00 
3239 Satellite Blvd. 

500 mL Rev. 09-2004 
Duluth Georgla 

30096-464b. U.S.A. - 



NADA 128-408. Appoved by the FDA 4138012 413828,413836 
- 

(ivermectin) 
Injection 
i o r C l l n t e n d S ~  

Qrstrdntsabd Roundmnnr: 
Large rwndwwm, Asavfs Suwn 
(adub and lburthgtege lervse) 
Red sbJmach m, HLDsfrongylus f lMu6  
(adultsdfwrthgtage-) 
Nodrder wwm, &-urn spp. 
(adul$andfourth-stage-) 
Threadworm. SbongykMes mmw (adults) 
Somrlic Randvmrm W. 
Threabwwm, S- ransom/ ( m t l c  larvae) 

1% Sterile Solution m must be m i e d  at least seven days before hruwing lo prevent 
ird& h piglets. 

A Parnsltlclde for the Tmment and Control of Internal 'U"9Wonn: 
and External Parashes of Cattle and Swlne Me&bw,&us spp. (adults) 

Consult your veterlnarlm for auls tance In  the dlapnosls. ~ ~ f w , , , u s  suis 
treatment m d  control ol prrasltlsm. 
IKTRODUCllON 

Mange Mites: 

IVOMEW (Ivermdn) is m m e  paraskda for cattle end swine. Sa~tessCab'erMr. 

One low-volume dose effectively be& and conbols the (dlorving hrtemal DOSAGE 
ard e&malmites krQair he * and swine: C- IVOMECQ Injection should be glven only by subcutaneous 
gasbointestinal mundworms (dw inhibited Osterfa$a art- b 
 at*). ~ lpm-s ,  m, L., md nmp n... o~ w; r. ~ ~ ~ o p l I v ~ ~ ~ = b f " ~  gastmlntestlnal mondwoms. lungworn, lice, and mange mnes of 
sw,ne. Disaw& and developed by Merdr mr,.j, w e l e h l r n  mL of IWMEC - 10 m9 of bmernn, s- 
Laboratones, iven&n s a novel M k a l  entity, ns convenience, treat 11° (50 kg) body lo per mn sne). 
broad-qwctrum efiwcy, and safety margin make NWEC InjeGion a Body Welght (lb) Dose Volume (mL) 
uhque product for parasile control of canb and swine. 

PRODUCT DESCRIPTION 
Ivermedin h &rived hwn the avermedh. a fami1y.d potent broad- 
spectrum antiparasitic agents isolated lrom lermentalion ol 
Streptomyces avenniriiis. 
IVOMEC Injection is a clear, ready-twse, sterile sdv60n mtaining 
1% wermedin. 40% glycerd formal. and propylene m. 9.5. ad 100%. 
IVOMEC Injection is formubted to deliver the remhmnded dose level 
of 200 rncg kermedrukilogram of body weight in canle when given 
subcutaneously at the rate d 1 m u l l 0  Ib (50 kg). In Swine, IVOMEC 
lnjeaion is formulated to &liver the recommended dose level of 300 
mcg kermectirukiiogram body welght when given subcutaneously in lhe 
neck at the rate of 1 mL per 75 Ib (33 kg). 
MODE OF ACTION 
lvermeain is a member ol h mauoqclicladone classof endedoddes 
which have a unique mode ol action. Compounds of the class bind 
selectively and with high affinity lo glutamate-gated chloride ion 
channels which occur in invertebrate nerve and musde dk. This leads 
to an inuease in the permeability of the cell membrane to chloride ions 
with hyperpolarizatbn of lhe nerve or muscle cell, resulling in parakysis 
and death of the parasite. Compounds ol this dass may also interad 
with other lioand-aaled chloride channels, such as h s e  gated by the 

220 2 
330 3 
440 4 
550 5 
660 6 
770 7 
880 8 
990 9 
1100 10 

S- IVOMEC Inlection should be given only by subcutaneous 
injection In the at swine at Us recommended dose level ai 300 rncg 
d ivermedin per kibgram (22 b )  of body weighr Each rnL of IVOMEC 
contains 10 mg of wermectin, suffident to treat 75 Ib of body weight 

BodV Weiem (ibJ hse vohnne ( m ~ )  
Growing Pigs 19 1 I4 

38 1R 
75 1 
150 2 ------------------------------- 

Breeding Animals 225 3 
(sbm. Gilts, and 300 4 
Boars) 375 5 

- .  
neurolrans~iner &ma-aminobutyric acid (GABA). 4W 6 
The margin of salety for compounds of this dass is attributable to Ule ADM'N!STRAnON 

fad that mammals do no1 have glutamate-gated chloride channek, the is lo be gken sub*neousb only, lo 

macrocyclic lactones have a bw affinity for other mammalian rgand- risk c4 ~~~~~b fatal closbidial Infection Ofthe 

gated chloride channels and lhey do not readily cross the blood-brain Site. should be 'ppropriateb lo a*'ive proper 
barrier. route of administration. Use of a 16-gauge. 112 to 314" needle is 

INDlCATlONS 
suggested. Inject under he  loose skin in front of or behind the shoulder 

C* IVOMEC lnlecl~on is indicated for the eHective treatment and (See illustra1ion)' 
conirol 01 the tdbwirg harmful species of gaslrointestinal roundworms, 
lungworms, grubs, sucking lice, and mange mites in cattle: 
Gastrointestinal Roundwomn (adults and fourth-stage b ~ a e ) .  
Osleriagla osleriagi(includmg inhibited 0. ostertag!) 
0. l p t a  
Haemonchus place; 
Jridrostrongylus axe; 
T. cblubrifonnis 
Coopria oncophora 

C. C. puncfata pecfinata 
When syringe using equipment. qYJ- the 200, 500 or 1000 k mL pack size, use only automatic 

Oesophagoslomum radialum Use sterile equipment and sanitize the injeclion site by applying a 
Bunoslomum phlebolomum suitable disinfectant. Clean, properly disinfected needles should be used 
Nemafdms helvelianus (adults only] to reduce the potenliil for i n p i n  site inlections. . 
N. spathiger (adults only) No special handling or protective clothing k necessary. 
Lungworms (adults and fourth-stage larvae): 
Dictyocaulus viviparus Swine: IVOMEC ('ivermectln) Injection is to be given subcutaneously in 

Cattle Gtubs (parasitic slages): the neck. Animals should be appropriately restrained b achieve the 

Hypoderma bovis proper route of administration. Use of a 16- or 1fJgauge needle is 

H. linealum suggested for sows and boars, while an 18- or 20gauge needle may be 

Sucking Lice: appmpriate for young animals. Inject under the skm, immediately behind 

Linognalhus vituli the ear (see illustration). 

Haernarop~nus euryslemm 
Solenopoles capillalus 
Mies (scabies): 
Psoroples ovis (syn. P. mmmunis var, bovis) 
Sarcoptes scabiei var. bovis 
Persistent Activity 
IVOMEC Injection has been pmved to eHedively contd infections and 
to prolecl cattle from reinfection with Dictyocaulus v iv ipa~s and 

aner treahneni. 

administration. 

5 
Oesophagoslomum radialurn for 28 days after treatment: Osterlagia When using the 200 mL. 500 mL or 1000 mL pack size. use only 
osrenagi, Jrichoslrongylus axeiand Coope~punclafalor21 days afier automatic Syringe equipment. As with any injection, sterile eguipmenl 
treatment; Haemonchus placei and Cooperia oncophore for 14 days should be used. The Injection site should be deaned and disinfeded wiUl 

alcohol before inpclion. The rubber stopper should a h  be disinfected 
Swine: IVOMEC Injection is indicated b r  the eH&e heahnent and wilh almhol lo prevent contamination of lhe contents. MIM and transieni 
c o x  of the folloMng harmful species of gastrointestinal mundwons, Pain reactions may be seen in some swine following subcutaneous 
lungwonns, l ie ,  and mange miles in swine: 



Recanmendcd Treatment Program 
S- At the time of lnnlating any parashe control program, ll Is 
iq)ortant to t m t  dl breedlng animals in the herd. After the lnllial 
treatment cse NOMECQ In)ecllon reguhrty as follows: 
BREEDING ANIMALS 
Sows: Treat rn to lanuwlng, preferably 7-14 days beffore, to 

rnWnlze Hedm of plglels. 
Glh: Treal 7-14 days pr(ot to bre&~. 

Treal 7-14 days prior lo farmwlng. 
Boars: Frequency and need fa treatments are dependent upon 

expowre. 
Treat at leest two tlmes a year. 

FEEDER PIGS 
(WeanerdOrowera/Flnlehere) 
AH weanerneeder plgs should be treated before placement in clean 
quarlers. 
Pigs e m e d  to contaminated soil or pasture may need retreatment il 
reinfeclion occurs. 

Envlronmenml Safely. 
Studlesinakaiethatwhenlvenedln~hcontedwlthsoR.HreadRy 
and tightly blnds to the soil and becomee inactive over tlme. 
Free IvennecUn may advwdy affect fish find -In @ organtans. 
Do not permn water runoff from feed lot8 b enter lakes, streams or 
ponds. Do nd contaminate watec by dlred application or by Improper 
drsposal of dng mntalners. Dispose of containers h an sppmved landnll 
or by indneratlon. 
As with 0th~ avenn&hs. lvermectln Is e x M  In the dung d bwted 
animals and can inhlblt the reproduction arld growth of pest and 
benehdal Insects that use dung as a source ol bod and for wpdwtkm. 
The magnitude and d u r a h  of such effects are w s  and Gieqde 
specific. When used according to label dlredlom, the pcoduct Is not 
expected to have an adverse lmpacl on populatlomr of dungdependent 
insects. 

HOW SUPPLlED 
IVOMECP Injection for Cattle and Swine b available in four ready-to-use 
pack sizes: 

NOTE: The 50 mL pack is a niuHiple4ose, rubber-capped bottie. Each bokie 
(1) IVOMEC Injection ha a persistent drug level sulticient to control mile suwent to head of 550 b kg) caltle or 
inktations throughout tha egg to ad& life cyde. However, since Ute 100 head of 38 (17.3 kg) s*. 
ivermectln effecl Is not Immediate, care must be taken to prevent 
reinfestauon from exposure to untreated animals or contaminated The mL. pack is a pack designed use with 
facilities. Generally, pigs should not be moved lo clean quarters w syrbrge WJb"& Each padc mntalns wlRdent 

expcrsed to udnfeted pips tor appmdmatety we&, &er tre-nt. b a t  40 head of 550 b (250 kg) cattle or 400 head 38 Ib (17.3 kg) d n e .  

* ShWH be treated 2 least week &fore f m l n g  to minimize m e  500 mL pack is a soft, collapsible pack deelgned for use with 
bansfer of mka lo newborn baby plgs. automak syringe equipment Each pack contains suflidentsoMion to beat 
(2) Lwse eggs are unaffected bY NOMEC 1n)ecliM and may require UP 100 head of 550 b (250 kg) canle or 1OOO head of 38 Ib (17.3 kg) swine. 
13 Ctlee weeks to hetch. Louse infestztions developing irom hatching 
eggs may require rebealment The 1OOO mL k a soR wllapsible pack designed for use with automatic 

(3) Consun a veterinarian for aid in the diagnosis and control of internal mnge  Each padr sufficient solution Ireat 
and exlernal parasites ol mine. head of 550 Ib (250 kg) came or MOO head of 38 Ib (17.3 kg) swlne. 

Speclal Ulnor Use 
Relndeec For the treatment and control ol warbles (Oedemagena 
larand,) in reindeer, inject 200 mkrograrns Nermectin per kilogram of 
body weight, subcutaneously. Follow use directions for canle as 
described under ADMINISTRATK)N. 
Amerlcan Biaon: For the treatment and wntrd of gmbs (H-rma 
bo&) is) AmeAmeri*ln bison, injecl200 micrograms ivennec(in per k i r a m  
of body weight subcutaneously. Follow use directions for caltle as 
desaibed under ADMINISTRATION. 

RESlDUE INFORMATION: Do not teat reindeer or ) ~~~n ism within 8 week (IB days) of slau@ter. 4 
WARNING 

NOT FOR USE IN HUMANS. 
Keep this and at1 drugs out of the reach ol children. 

The Material Safety Data Sheet (MSDS) contains more detailed 
occupatimnal safety information. To repotl adverse enecls, obtain an 
MSDS or lor assistance. contact Merial at 1888637-4251. 

I 
RESIDUE INFORMATION: Do not treat cattle within 35 days 
ol slaughter. Becwse a withdrawal time in milk has not been 
established, do not use in female dairy cattle of breeding age. A 
withdrawal period has not been established for this product in 
pe-runhating cab=. Do nd use n o)ves lo be processed for veal. 
Do not treat swine within 18 days of shughter. 

PRECAUTIONS 
Transitory discomfort has been observed in some cattle foilow~ng 
subcutaneous administrafion. A low inddence of son tksue swelling at 
the injection site has been observed. These reactions have disappeared 
wihhwt treatment. For came, divide doses greater than 10 mL between 
two injection sites to reduce occasional d i m f o r (  or site reaction. 
Use sterile equipment and sanitiie the injecbon site by applying a suilable 
disinfectant. Clean, properly disinfected needles should be used to 
reduce the potential for injection site intections. 
Observe cattle for injection site reactions. Reactions may be due to 
dastridil infedm and should be aggress~eiy treated with appropriate 
antibiotics. If injection site infections are suspected, consult your 
veterinarian. 
This pmducl is not for intravenous or Intramuscular use. 
Pmted product from light. 
IVOMEC Injection for Cattk and Swine has been developed specifically 
for use in caltte, swine, reindeer, and American bim only. This product 
should not be used in other animal species as severe adverse reactions. 
indudmg f a t a l i  in dogs, may result. 
When to Treal Canle wlth Grubs 
NOMEC dec\ivdy wntrois all stages of callle grvbs. However, proper 
timing of treatment is irnpomnt. For most effective results, cattle should 
be heated as soon as possible alter the end of the heel Ay (warble fly) 
season. Dest~ction of Hypodenna larvae (cattle grubs) at the period 
when these grubs are in vital areas may cause undesirable host-parasite 
reactions including the possibility of fatalities. Killing Hypodem linealum 
when it is in the tissue surrounding the esophagus (gullet) may cause 
salivation and bloat; killing H. bovis Men  it is in the verlebral canal may NOMEC, Cattle Head Logo and Pg Head Logo are registered Oademahs 
cause staaperinp or ~aralysis. These reactions are no1 sDecllic to dMe*i l ~ r i t ed  
WalnIenl ;;iih IV&EC, b i c a n  occur with any ~~CCe~sful treatment of Menal Limited. a company l~mitsd by shares registered in England and Wales 
grubs. Cattle should be treated either before or after these stages of grub 

~ ~ ~ ~ n * - ~ ~ ~ ~ ~ ~ a ~ ~ ~ & * s ~ ~ ~ ~ ~ ~ ~ ~ ; ~ ~ ~ ; ~ g $ ~  
development. Consult your veterinarian wncernhg the proper tine for England. a d  domesticated in Delmare. USA as Mend LC. 
treabnent. H23857(US) 
Cattle heated wilh IVOMEC alter the end of the heel tly season may Ix H23861(US) 2 
retreated NWI IVOMEC during the winter for internal parasites. mange u,s, Pa,4 199 sg a 853372 ~ ~ r b l l * n n ~ d  MW(USI 
mites, or sucking lice withouf danger of grubrelaled reactions. A planned copyam b2dW ~erial u&R&. Operatid neadqu~ers 
parasite contml program is recommended. AII Rights Resewed. 
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