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FREEDOM OF INFORMATION SUMMARY

1. GENERAL INFORMATION:

ANADA Number

Sponsor:

Established Name:

Trade/Proprietary Name:

Dosage Form:

How Supplied:
How Dispensed:

Amount of Active
Ingredients:

Route of Administration:

Species:
Labeled Dosage

Indications for Use:

Pharmacological
Category:

200-327

First Priority, Inc.

1585 Todd Drive

Elgin, IL 60123

21 CFR 510.600: Labeler Code 058829
Ivermectin liquid

Privermectin™ Drench for Sheep

Drench

32.46 fl. oz (1 quart) 960 mL size bottle

OTC

200 meg/kg of body weight as a single dose

oral drench

Oral
Sheep
3 mL per 26 lbs. b.w.

Treatment and control of gastrointestinal
roundworms, lungworms, and nasal bots.

Antiparasitic
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Pioneer Product: Ivomec® Drench for Sheep manufactured by
Merial Limited (NADA 131-392)

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. An ANADA relies on the target animal safety, drug effectiveness, and
human food safety data in the pioneer's new animal drug application. The ANADA
sponsor is required to show that the generic product is bioequivalent to the pioneer.
ANADA for drug products for food-producing animals will generally be required to
include bioequivalence and tissue residue studies. A tissue residue study will
generally be required to accompany clinical end-point and pharmacologic end-point
bioequivalence studies, and blood level bioequivalence studies that can not quantify
the concentration of the drug in blood throughout the established withdrawal period.
For certain dosage forms, the agency will grant a waiver from conducting an in vivo
bioequivalence study (55 FR 24645, June 18, 1990; Fifth GADPTRA Policy Letter;
Bioequivalence Guideline, October 10, 2000).

Based upon the formulation characteristics of the generic product, First Priority, Inc.
was granted a waiver on January 28, 2000, from conducting an in vivo bioequivalence
study for Privermectin Drench for Sheep. The generic and pioneer products contain
the same active in the same concentration as the pioneer, and nearly the same inactive
ingredients and are oral solutions.

3. HUMAN FOOD SAFETY:
WITHDRAWAL TIME:

When a waiver from the requirement of an m vivo bioequivalence study is granted,
the withdrawal times are those previously assigned to the pioneer product. The
withdrawal time for Ivermectin liquid is established under 21 CFR 520.1194- 11 days
in sheep.

TOLERANCE:

Under section §556.344, Ivermectin, the tolerances for ivermectin (1) Liver: A
tolerance is established for 22,23-dihydroavermectin B'a (marker residue) in liver of
sheep at 30 parts per billion. The ADI for total residues of ivermectin is 1 microgram
per kilogram of body weight per day.

HUMAN SAFETY RELATIVE TO POSSESSION, HANDLING, AND
ADMINISTRATION:
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Labeling contains adequate caution/warning statements.

4. AGENCY CONCLUSIONS:

This Abbreviated New Animal Drug Application (ANADA) filed under section
512(b) of the Federal, Food, Drug and Cosmetic Act satisfies the requirements of
section 512(n) of the Act and demonstrates that Privermectin™ Drench for Sheep is
safe and effective for its labeled indications, when used under its proposed conditions
of use.

5. LABELING:

Attachments: Pioneer Labeling:

Package Insert
32.46 fl. 0z (1 quart) 960 mL pack

Generic Labeling:

Package Insert

32.46 1. 0z (1quart) 960 mL pack

Copies of applicable labels may be obtained by writing to the:

Food and Drug Administration
Freedom of Information Staff (HFI-35)
5600 Fishers Lane

Rockville, MD 20857

Or requests may be sent via fax to: (301) 443-1726. If there are problems sending a fax,
call (301) 827-6567.
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NOMEC

(ivermectin)
Sheep Drench 3

Packaging: | :
IMOMEC* (ivermegtir) Sheep Drench is available in wo
convenient pack sizes:

The 32.46f. 0z (960 mL) pack (Product 41264) contans
sufficient solution to reat 83 sheep averaging 100 fos.

The 1.268 gallon (4800 mL) pack (Product 4-1268) contains
sufficient solution to treat 415 sheep averaging 100 Ibs.

Both packs are hngh density polyethylene containers, colored
opague white, wnh screw caps and tamper-evident seals

They are shipped in cardboard cartons as follows:
2 x 4800 mL containers per case.
4 x 860 mL containers per case.
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*"PRODUCY DESCRIPTION ADVANTAGES

IVOMEC Shegp Drench is a liquid, adrministered orallyto " Unigue chamistry—umeléted to existing fcm

sheep, consgisting of an 0.08% solution of ivermactin. Dis- mufations.

"

(L A

v et e det

coverad and aavelopad by scisntsts from Merck Sharp
and Donhme Research Laboratories, ivermectin is a
unique chermical entity. As sueh, the chances of cross-
resitance in parasites that have aeveloped resssance 1o
other wermers 18 highly unlikely. Additiorally, i*s conven-
ience, broad spectrum efficacy. and wide therapeurtic
index make IVOMEC Shaep Drench an exceptionally
vaiuable product for parasite conlroi in sheep.

DOSING ;
IVOMEC Sheep Drench is formulated only for administra-
tion 1o sheep: do not use in other species. The recom-
mended dose level is 3 mi_ of VOMEC Shesp Drencr,
comzining 2400 meg ivermectin, which is sufficient to

treat 26 pourids ef hady weight.

"IVOMEL 13 & rogtared trademark of Marca 8 Co Ine,, aw.;y NJO7083 USA,
Copyrght € 1988 Marck & £, 'rc., ﬂabway NJ J7CE5 LSA. A T gies regerva. (VQ-0- 13108 Frs.

- cross-resistancs is uniikely in parasite straing which may
- have developed resistance (0 other wormers,
Broad spectrum effectivenass. .

* One low-volume dose effectively treats and cantrols many
gastrointestinal raundwarms {iAcluding Hasmonchus con-

'Easy administration, »
IVOMEC Sheep Orench can be administered with any

Because VOMEC Sheep Dranch is chemically different,

tortus), ungworms, and nasal bots.

standard drenching equipment of any equipment thar
provides a consistent dose voiume.

[y
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FORMULATION

VOMEC™ Sheep Drench is ;n0.08% wiv

pale amber colored salution of
vermectin .
'varmectin is derived from the avermec-
5, a family of hignly active, droad spec-
«um, antiparasitic agents which ara
praduced from fermenration products of
Streptomyeas averminiis.
PRODUCT INDICATIONS
IVOMEC Sheep Orench s indicated for the
effective treatment af gastrointestinar
roundworms (including Haemanchys
contortus), lungworms and nasal bots in
sheep.
When uged a$ recommended, i pravides
effective cantral of the parasites shown in
the 1able

847 288 1223

Drench is readily accaptad by shedp.

" burinconsequettial coughing may be

observed in same animals during and for
savaral minutes afier drenching. If slgb-
bering ocewrs, the dose may be lost, and
that sheep should be redosed.

FREQUENCY OF DOSING
Resistant parasites are a particular prob-
lem in‘sheep.

Please consult your veterinarian, county

extension office or animat heahtn supprer
far the control program recgmimended in
your area.

MODE OF ACTION .
The avermecnin family of compounds, of
which ivermectin is 2 mamber, {dlis ger-
{ain parasitic nematades (royngworms)

. and arthropads_ The

\ action is unique and not
| IVOMEL SREEP DRENCH WILLS THESE PARASITES shared by other antipara-
Gastrolatestinal riundwanms Adgulis - Larvae (dihstagal | sitic agaents and invalves 3
amanchs conais X X c_her:'icr:rai that serves as :},
Nuamacnu signal from ona nerve ce
giertay crncnthy X X 1oganomé;: or from nerve
W’f" e s 3 % celi ta a muscle ceil. This
Coopan curiess X X Che{nlcal‘, a neurotransmit-
Cooperia ncagnan X - ter, Is cailed gamma amin-
Cesaphagastomud calmbianym X x abutyric acid or GABA.
Prosse s x . It roundworms, iverme-
g3 pav X of GABng wa';n nerv% :réq-
T ravereig gving X ings and ennances binding
aichurks ovis X of GABA to spectaf recep-
Lungunrms: 10r3 4t nerve junctions,
Dictyocauhus Raria X X thus interrupting narve
Nawal bats: impulses—therety para-
Oestrus avig lyzing and killing the
; —== . parasis,
DOSAGE The enhancemant of the GABA effect in
IVOMEC Sheep Orench should anly be arthropads resembles that in round-

administered orally at the recommended
dose level of 200 meg ivermectin per
kilogram of body weight. Three mL of
IVOMEC Shaep Drench ¢ontains sufficient

iverrmactin o treat 26 pounds of dody
weight. ,
Velume Shezp Bady Weight Dosed
Il 26 by
17,18 i
gmL T8 {hs
12mi 104 s
W 130 bs
mL 156 s
i, 82 153
24 mL 208189
2rml F=" 8.1
Iomy 26815

0.hao NG, 75 o/ 1508 K 3¢ P dTE BT 15 S9E
ﬁ;}-,mmm;umxﬁg.nmm . M‘l; v A
@l Sawirai orify N thecy EALE Na W (W, XIGRnY Oy Ty
AN w9 apctw . :

"MINISTRATION .

. IMaderd drenching equipment, or
any equipmen? which provides a consist-
ent dnse volume, can be used. Dose rares
and equipment shauld be checked befare

drenching commences. Se sure the head -

|5 properly pasitigned for each sheso 1o
feceive he full sese IVOMEC Sheep

warms except that nerve imputses are
interrupted between the nerve ending and
the muscle cell. Again, this leads to paral-
ysis and death in mast species.

ivermectin has no messurable effect
against fiukes or tapeworms, presumably
because thay do ot have GABA gs a
nerve impuise transmitter.

“Recommended doses of vermectin have

awide safety margin in livesteck. The
pringipal penpheral neurotrdnsmitter in
mamemals, acetyichaline, Is ynaffected by
ivermectin. lvermectin does not readity
penglrate the central nervous sysmem of
mammals where GABA functions as a
neurarransmitter,

STABLITY o
IVOMEC Sheep Orench is sTable ‘or 2
Torihs when stared under normal condi-
tions. Protect from light,

SAFETY

VOMEC Sheea Drench has been demon-
Strated 10 have a wide safery margin at
the recommendad finse laval aad M ha

2002, 02-20
 B00-T27-%Es

14:36 #3021 P.23/806

.
T-668  P.003/005  F-53p

usad in sheep of all ages. Ms ma
treated at any stage of pregnancy. yoe
ACCEPTABILITY :

Caughing may be absesved in some ani-
mais during and for several minutes tol-

- lawing drenching.

ENVIRONMENTAL SAFETY

Studies indicate that when ivermactin
comes in GoNact with te soi, it readily
and tightly binds 1o the soil and becames
inactive aver time, Free ivesmectin may
adversely affect fish and certain water-
born organisms on which they feed. Do
£0t permit water runoff from Teediots 1o
enter lakes, streams, or ground water. Dg
not cantaminale water by direct applica-
ton ar by the improper diseposal of drug
contalners, Spills of VOMEC Sheep
Orench shoulo be containad and soaked
up with absarbent tawals of into lonsa
Soli. Gloves shoutd de wam ta prevent
skin exposure. Al the collectsd materials
(contaminated towels and sofl), as we!l as
all used drug containers, should be -
placed in an imparvious film bag (plastic)
ang gisposed of ny incineration or in g

approved langfill,

WARNING Sheep musi not b trogtad
Uathat 71 days of slaaghter for humen
fOAsUMptan,

CAUTION ‘

IVOMEC Sheep Drench has bean formy-
fated for use in Sheep ONLY. This product
should not be used in other animal spe-
cies as savere adverse reactions, includ-
ing fatalities in dogs, may result,
PRECAUTIONS .

This productis not to be used parentar-
ally. Protect fram light.

Keeg this and all drugs out of reach of

" children.
. HUMAN SAFETY

When used as racommended insheep,
IVOMEC Sheep Drench does not pose a
hazard to human health, As a routfne pre-
caution, it is advisable 19 wash hands
after use. As with ait drugs, the product
should be kept out of reach of children.
Contact with skin and eyes should bs
avoided, bu! protective clotning is

not required.

For custorner service, contact Technical
Services Dapartment, U.S. Operations,
MSO AGVET, Division of Merck & Ca.,
Bn?cdésﬂ,cx 2000, Rahway, New Jersey

Ve

Jwigion at MERCK & 20, 'NC.,
LTI i .
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- Nemertodirus spathiger

. Dosage: IVOMEC Sheep Dreach should ouly be administered orally

Meriaf

IVOMEC® 0.08% Soiution Shaep Dranch
{(ivermeetin)

Formulation: IVOMEC Sheep Drench is an 0.08% w/v pale amber
colored solution of ivermectin, ,
Ivermectin is derived from the avenmectins, a family of highly
active, broad-spectrum, antiparasitic agents which are preduced
from fermentation products of Streplornyces avermitilis.

Product Indications: IVOMEC Sheep Drench is indieated for the

effective treatment of gastrointestinal roundwomms (including -

Haemonchus contortus), lungwarms and nasal bots in sheep. | |
When used as recommended, it provides effective control of the par-;
asites shown in the following rable:

Gastrointestinal - Larvae
roundwogms: Adults (4th stage)

Haemonchus contortus
Haemonchus placei

Ostertagla circumeincta
Trichostrongylus axei
Trichostrongylus colubriformis
Cooperia curticei

Cooperid oncophora
Oesophagostemum columbianum
Oesophagostomum venulosum
Nematodirus battus

x

L% e

* IR

Strongyloides papitlosus
Chabertia aving
Trichuris ovis
Lungworms:

R TR IRV EVEVEV EVE VR,
<

"»e
»€

Dictyacaulus filaria
Nasal bots:
Qestrus ovis - (all larval stages)

at the recommended dose level of 200 meg ivermectin per kilegram of
body weight Three mL of IVOMEC Sheep Drench conrains sufficient
ivermectin 1o trear 26 pounds of body weight.

Sheep Body
Volume Weight Dased
3mL , 26 lbs

6mL - 52 Ibs (chary condnued)
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: Sheep Body
Volume Weight Dosed
9 mL . 78 Ibs |

12 mL 104 Jbs . .
16 mL 130 Ibg -

18 mL 156 Ibs

21 mL 182 Ibs

24 mL . 208 [bs

27 mL 234 tbs

30 mL 2360 1bs

t

To avoid underdosing, it is imporcant 1o set the dose according to the
weight of the heaviest sheep’in a group (ewes, Jambs, or rams), not
the average weight. Several of the largest sheep should be weighed,
Jjudgment by eye can be deceiving.

Administration: Any siandard drenching equipment, or any eguip-
ment which provides a consistent dose volume, can be used. Dose
rates and equipment should be checked before drenching com-
mences. Be sure the head is properly positioned for each sheep to
receive the full dose, IVOMEC Shsep Drench is readily accepted by
sheep, but inconsequential coughing may be observed in same ani-
mals during and fer several minures after drenching. If slobbering
oceurs, the dose may be lost, and that sheep should be redosed.
Frequency of Dosing: Resistant parasites are a particular problem in
sheep. : : .
Please consult your veterinarian, county extansion office or anjmal
health supplier for the control program recommended in your atea.
Mode of Action: The avermectin family of compaunds. of which
ivermectin, is a meraber, kills cenain parasitic nematodes (round-
wormms) and arthropods, The action is anique and not shared by other
antiparasitic agents and involves a chemical that serves as a signal
from one nerve cell to another, or from a nerve cell to a musele cell.
This chemical, a newrowransiitter, is called- gamma aminobutytic
acid or GABA. . : ' 4

In roundworms, ivermectn stimulates the release of GAEA from
nerve endings and eahances binding of GABA to $pecial receptors at
nerve junctions, thus interrupting nerve impulses — thereby para-
lyzing and killtng the parasite. The enhancement of the GABA effect
inarthropods | .. 1
resembles that in roundworms except that nerve impualses are imter-
rupted between the nerve ending and the muscle cell. Again, this
leads to paralysis and death in most species. Ivéermecyn has no mea-
sureadie effect against flukes or rapeworms, presumably because
they do not have GABAas 2 nerve impulse transmiter, :
Recommended doses of ivermectin have & wide' safery margia ip
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livesrock. The principal peripheral neurotransmitter in mammals.
acetycholine, is unaffected by ivermectin. Ivermectin does not read-
ily penctrate the central nervous system of mammals whers GABA

. a

funcrions as a nevrotransmitter. - .
Sability: IVOMEC Sheep Drench is stable for 24 months when
stored under normal conditions. Protect from light. -
Safety: IVOMEC Sheep Drench has been demonstrated 1o have z
wide safety margin at the recornmended dose leve) and may be used
in sheep of all ages. Ewes may be wreated at any stage of pregnancy.
Acceptability: Coughing may be observed in some animals during
and for several minutes following drenching. 4
Enviromnental Safety: Studies indicate that when ivesmeetin chmes !

in contact with the soil, it readily and tghtly binds (o the soil and : - -

becomes inactive over time. Frec jvermectin may adversely affect fish
and cenain waterbom organisms on which they feed. Do not permit

wates runoff from feedlol 1o enter lakes, streams. or ground water. Do -
nat contaminate water by direct application or by the improper dis~

posal of drug ¢ontainers. Spills of IVOMEC Sheep Drench should be
contained and soaked up with absorbent towels or into lcose soi.
Gloves should be worn to prevent skin exposure. All the collected
materials (contaminated towels and soil), as well as all used drug con-
tainers should be placed in ap impervious fiim bag (plastic) and dis-
posed of by incineration or in an approved landfill.
Warning: Sheep must not be weated within 1T days of slaughter for
human consumption. .
Caution: IVOMEC Sheep Drench has beeg formulated for use in
sheep ONLY. This product should not be used in other anirpal species
as scvere adverse reactions, in-cluding fazalities in dogs, may resalt.
- Precautions: This product is not to be nsed parenterally. Protect
from light.
Keep this and an drugs out of reach of children.

Human Safety: When used as recommended in sbeep, IVOMEC
Sheep Drench does not pose 2 hazard 1o human Realth, As a routine
Precaution, it is advisable to wash hands after use. As with all drugs.
the product should be kept out of reach of children. Conracr with skig
and eyes should be avoided, bur protective clathing is not required.
n
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FOR ORAL USEIN SHEEP ONLY )
DESCRIPTION: IVOMEC Drench for Sheep is a ready-to-use, free-flowing solution of ivermectin. 1t is formulated to defiver the recommended
Ny -2 dose rale of 0.2 mg ivermectin per 1 kg body weight given orally al a volume of 3.0 mL per 26 Ibs body weighl.
. V/ INDICATIONS: IVOMEG Drench for Sheep provides treatment and control of adult and fourth-stage larvae of the following parasites:
el Gastrointestinal Roundworms - Haemonchus contortus, Ostertagia circumcincta, Trichostrongylus axei, T. colubriformis, Cooperia curticei,
Nematodirus spathiger, N. battus, and Oesophagastomum columbianum; Lungworms - Dictyocaulus filaria; and all the larval stages of Nasal
Bot - Oestrus ovis. 1t also provides treatment and control of adult forms only of the following Gastrointestinal Roundworms - Haemonchus
placei, Cooperia oncophora, Strongyloides papilk Oesophag venulosum, Trichuris ovis, and Chabertia ovina.
DOSAGE AND ADMINISTRATION: IVOMEC Drench for Sheep may be used in any standard drenching equipment or in any equipment
which provides a consistent dose volume. IVOMEC Drench Tor Sheep is administered oratly at a dose of 3.0 mL (2.4 mg ivermectin) per 26 |
tbs body weight or 200 mg ivermectin per kilogram of body weight,
Coughing may be observed in some animals during and for several minutes lollowing drenching.
Consult your veterinarian lor assislance in the diagnosis, treatment, and control of parasitism. ) .
P WARNING: Do not treat sheep within 11 days of slaughter. i

CAUTION: IVOMEC Drench for Sheep has been formidated specifically for use in sheep only, This prodtct should not be used in other ani-
mal species as severe adverse reactions, incliding fatalities in dogs, may result.
Keep this and all drugs out of reach of children.
Refrain from smoking and eating when handling. Avoid contact with eyes. Immediately wash hands and any spills on the skin with plerity of
soap and water following use.
ENVIRONMENTAL SAFETY: Studies indicate that when ivermectin comes in contact with the soi, it readily and tightly binds to the soil
and becomes inactive over lime, Free ivermectin may adversely atfect fish and cenain water-borne organisms on which they feed. Do not
permit water runaff (rom feediols to enter lakes, streams or ground water. Do not contaminate water by direct application or by the improper
disposal of drug containers. Spills should be contained and soaked up with absorbanl towels or inlo foose soil. Gloves should be worn to

prevent skin exposure. All the collected materials (contaminated towels and soil). as well
as all empty drug conlainers should be placed in an impervious film {plastic) bag and A
disposed of by incineration or in an approved landfil. i
IVOMEC and Sheep Head Logo are registéred trademarks 8679004
3 "R03734"12640'% 5

of Merck & Co., Inc., Whitehouse Station, N.J., US.A. US. Pat. 4,199,569
Lot No & Exp Dale'w Made in U.S.A.

€3 MERCK

Aagivt Bravsaon

Merck & Co., Inc.
Rahway, New Jersey 07065-0912, USA.




PRODUCT DATA

Privermectin”

Drench for Sheep
(lvermectin)

Packaging

Privermectin” (ivermectin) Drench for Sheep is avallable ina

convenient pack size:

The 32.46 fl. 0z (960 mL) pack contains sufficient solution to

treat 83 sheep averaging 100 Ibs.

The packs are high-density polyethylene containers, colored
opaque white, with screw caps and tamper-evident seals.

They are shipped in cardboard cartons as follows:
4 x 960 mL containers per case.

Label graphic
goes here

“ ~RODUCT DESCRIPTION

Privermectin™ (ivermectin) Drench for Sheep is a liquid,

administered orally to sheep, consisting of an 0.08%
solution of ivermectin. Discovered and developed by
scientists from Merck Sharp and Dohme Research
Laboratories, ivermectin is a unique chemical entity.
As such, the chances of cross-resistance in parasites
that have developed resistance to other wormers is
highly unlikely. Additionally, its convenience, broad
spectrum efficacy, and wide therapeutic index make
Privermectin” (ivermectin) Drench for Sheep an
exceptionally valuable product for parasnte control in
sheep.

DOSING

Privermectin” (ivermectin) Drench for Sheep is
formulated only for administration to sheep; do not use
in other species. The recommended dose level is 3
mL of Privermectin™ (ivermectin) Drench for Sheep,
containing 2400 mcg ivermectin, which is sufficient to
treat 26 pounds of body weight.

ADVANTAGES

Unique chemistry - unrelated to existing

formulations.

‘Because Privermectin” (ivermectin) Drench for Sheep

is chemically different, cross-resistance is unlikely in
parasite strains which may have developed resistance

to other wormers.

Broad spectrum effectiveness.

One low-volume dose effectively treats and controls
many gastrointestinal roundworms (including
Haemonchus contortus), lungworms, and nasal bots.

Easy administration.

Privermectin™ (ivermectin) Drench for Sheep can be
administered with any standard drenching equipment
or any equipment that provides a consistent dose
volume.



FORMULATION ‘
“Privermectin™ (ivermectin) Drench for Sheep is an
0.08% wi/v pale amber colored solution of ivermectin.

lyermectin is derived from the avermectins, a family of

ly active, broad spectrum, antiparasitic agents
which are produced from fermentation products of
Streptomyces avermitilis.

PRODUCT INDICATIONS

Privermectin” (ivermectin) Drench for Sheep is indicated
for the effective treatment of gastrointestinal
roundworms (including Haemonchus contortus),
lungworms and nasal bots in sheep.

When used as recommended, it provides effective
control of the parasites shown in the table.

Privermectin” (ivermectin) Drench for Sheep is readily
accepted by sheep, but inconsequential coughing may
be observed in someanimals during and for several
minutes after drenching. If slobbering occurs, the dose
may be lost, and that sheep should be redosed.

FREQUENCY OF DOSING

Resistant parasites are a particular problem in sheep.
Please consult your veterinarian, county extension office
or animal health supplier for the control program
recommended in your area.

MODE OF ACTION

The avermectin family of compounds, of which
ivermectin is a member, kills certain parasitic
nematodes (roundworms) and arthropods. The action is

PRIVERMECTIN® DRENCH FOR SHEEP KILLS THESE PARASITES unique and not shared by other
antiparasitic agents and involves a
Gastrointestinal roundworms Aduits Larvae (4th stage) | chemical that serves as a signal from
Haemonchus contortus X X one nerve cell to another, or from a
gaf";tO"?hU,s placei t § % nerve cell to a muscle cell. This
stentagia circumcincta chemical, a neurotransmitter, is called
Trichostrongylus axei X X . . .
Trichostrongylus colubriformis X X gamma am'nObl{tyrlc aC'q or GABA-
Cooperia curticei X X In roundworms, ivermectin stimulates
Cooperia oncophora ) X the release of GABA from nerve
Oesophagostomum columbianum X X endings and enhances binding of
Oesophagostomum venulosum X GABA ial )
Nematodirus battus X X ( A to special receptors at nerve
Nematodirus spathiger X X junctions, thus interrupting nerve
Strongyloides papillosus X impulses - thereby paralyzing and
C"a‘,’ef_"a ovina >)§ killing the parasite.
o unsovis The enhancement of the GABA effect
Lungworms: in arthropods resembles that in
Dictyocaulus filaria X X ' roundworms except that nerve
Nasal bot ‘ impulses are interrupted between the
asal bots: .
Qestrus ovis (all larval stages) ner\{e engjmg and the musc]e cell
e Again, this leads to paralysis and
DOSAGE death in most species. Ivermectin has no measurable

Privermectin™ (ivermectin) Drench for Sheep should only

be administered orally at the recommended dose level
of 200 mcg ivermectin per kilogram of body weight.
Three mL of Privermectin™ (ivermectin) Drench for
Sheep contains sufficient ivermectin to treat 26 pounds

of body weight.

Volume Sheep Bady Weight Dosed
3mL h 26lbs
6 mL 52 Ibs
9mL 78 lbs

12mb 104 lbs

15 mL 130 Ibs

18 mL 156 Ibs

21 mL 182 lbs

24 mbL 208 Ibs

27 mbL 234 Ibs

30 mL 260 Ibs

To avoid underdosing, it is important to get the dose according to the weight
of the heaviest sheep in a group (ewes, lambs or rams), not the average
weight. Several of the largest sheep should be weighed, judgment by the eye
can be deceiving. o

( JIINISTRATION

Any standard drenching equipment, or any equnpment
which provides a consistent dose volume, can be used.
Dose rates and equipment should be checked before
drenching commences. Be sure the head is properly
positioned for each sheep to receive the full dose.

effect against flukes or tapeworms, presumably because
they do not have GABA as a nerve impulse transmitter.
Recommended doses of ivermectin have a wide safety
margin in livestock. 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.

STABILITY

Privermectin™ (ivermectin) Drench for Sheep is stable
for 24 months when stored under normal conditions.
Protect from light.

SAFETY

Privermectin™ (ivermectin) Drench for Sheep has been
demonstrated to have a wide safety margin at the

recommended dose level and may be used in sheep of
all ages. Ewes may be treated at any stage of

pregnancy.

ACCEPTABILITY

Coughing may be observed in some animals during and
for several minutes following drenchina.



SN,

'ENVIRONMENTAL SAFETY

Studies indicate that when ivermectin comes in
contact with the soil, it readily and tightly binds to
the soil and beconies inactive over time. Free
ivermectin may adversely affect fish and certain
water-born organisms on which they feed. Do not
permit water runoff from feedlots to enter lakes,
streams, or ground water. Do not contaminate
water by direct application or by the improper
disposal of drug containers. Spills of Privermectin™
(ivermectin) Drench for Sheep should be contained
and soaked up with absorbent towels or into loose
soil. Gloves should be worn to prevent skin
exposure. All the collected materials (contaminated
towels and soil), as well as all used drug
containers, should be placed in an impervious film
bag (plastic) and disposed of by incineration or in
an approved landﬂll

WARNING: Sheep must not be treated
within 11 days of slaughter for human
consumption.

CAUTION

Privermectin™ (ivermectin) Drench for Sheep has
been formulated for use in sheep ONLY. This
product should not be used in other animal species
as severe adverse reactions, including fatalities in
dogs, may result.

PRECAUTIONS

This product is not to be used parenterally. Protect
from light. Store at controlled room temperature
between 15°-30°C (59°-86°F). Keep container
tightly closed when not in use.

Keep this and all drugs out of reach of children.

HUMAN SAFETY

When used as recommended in sheep,
Privermectin” (ivermectin) Drench for Sheep does
not pose a hazard to human health. As a routine
precaution, it is advisable to wash hands after use.
As with all drugs, the product should be kept out of
reach of children. Contact with skin and eyes
should be avoided, but protective clothing is not
required.

For customer service, contact First Priority, Inc.,
1585 Todd Farm Drive, Elgin, IL 60123

Priority
Care

..-would you settle for less?







