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ORIGINAL ABBREVIATED NEW ANIMAL
DRUG APPLICATION (ANADA)

ANADA 200-310

ESTROPLAN Injection

(cloprostenol sodium)

Beef and Dairy Cattle

It is indicated for intramuscular use to induce luteolysis in beef and dairy cattle. The luteolytic
action of ESTROPLAN can be utilized to manipulate the estrous cycle to better fit certain
management practices, to terminate pregnancies resulting from mismatings, and to treat certain
conditions associated with prolonged luteal function.

Sponsored by:
Parnell Laboratories (Aust) Pty. Ltd.
Century Estate, Unit 6
476 Gardeners Road
Alexandria, New South Wales 2015, Australia
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FREEDOM OF INFORMATION SUMMARY

1. General Information:

a. File Number:

b. Sponsor:

¢. Established Name:
d. Proprictary 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:

1. Pharmacological Category:

m. Indications:

ANADA 200-310

Parnell Laboratories (Aust) Pty. Ltd.

Century Estate, unit 6

476 Gardeners Road

Alexandria, New South Wales 2015, Australia
Drug Labeler Code: 068504

Cloprostenol sodium

ESTROPLAN Injection

Injectable

20 mL multidose vials

Rx

Each mL of the colorless aqueous solution contains
263 mcg of cloprostenol sodium equivalent to 250
mcg of cloprostenol.

Intramuscularly

Beef cattle & dairy cattle

2 mL of ESTROPLAN Injection (500 mcg
cloprostenol) should be administered by
intramuscular injection for all indications in both
beef and dairy cattle.

Luteolytic action

It is indicated for intramuscular use to induce
luteolysis in beef and dairy cattle. The luteolytic
action of ESTROPLAN can be utilized to manipulate
the estrous cycle to better fit certain management
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practices, to terminate pregnancies resulting from
mismatings, and to treat certain conditions associated
with prolonged luteal function.

n. Pioneer Product: : ESTRUMATE; cloprostenol sodium; NADA 113-
645; Schering-Plough Animal Health

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
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 conducting an in vivo bioequivalence study
(55 FR 24645, June 18, 1990, Fifth GADPTRA Policy Letter; Bioequivalence Guideline,
October 2002).

Based on the formulation characteristics of the generic product, Parnell Laboratories
(Aust) Pty. Ltd. was granted a waiver from the requirement for an in vivo bioequivalence
study for the generic product ESTROPLAN Injection (cloprostenol sodium). The generic
product is administered as an injectable solution, contains the same active ingredient 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, ESTRUMATE (cloprostenol sodium), the subject of Schering-Plough
Animal Health, NADA 113-645, was approved on February 2, 1982.

3. HUMAN SAFETY:

- Tolerances for Residues:
A tolerance is not required because one was not required for the pioneer product.

- Withdrawal Times:
A withdrawal period is not required because one was not required for the pioneer product.

- Regulatory Method for Residues: -
A regulatory method is not required because one was not required for the pioneer product.
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4. AGENCY CONCLUSIONS:

This ANADA submitted 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
ESTROPLAN Injection, when used under its proposed conditions of use, is safe and
effective for its labeled indications.

5. ATTACHMENTS:

Facsimile Generic Labeling and Currently Approved Pioneer Labeling are attached as
indicated below:

Pioneer Labeling for NADA 113-645:
ESTRUMATE- 20 mL insert and box

Generic Labeling for ANADA 200-310
ESTROPLAN Injection-20 mL insert, box, and shipping carton
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Estrumate®
(cloprostenol sodium)

Prostaglandin Analogue for Cattle
Equivalent to 250 meg cloprostenol/mL.

Estrumate® {cloprostenol sodium) is a synthetic prostaglandin analogue structurally re-
lated to prostagiandin F2 o (PGF2 o). Each mi. of the coloriess aqu%ous solution Zon—
tains 263 mog of cloprostenci sodium (equivalent to 250 meg of cloprostenof} in a
sodium citrate, anhydrous ¢itric acid and sodium chloride buffer containing 0.1% wiv
g!:lg:ggr:cs% BP as a baclericide. pHis adjusted, as necessary, with sodium hydroxide

OH
=
e
ACTION: o

Estrumate causes functional and morphological regression of the corpus luteurn
{iuteolysis} in catie. In narmal, nonpregnant cycling animals, this effect on g:e Iife span
of the corpus iuteum usually results in estrus 2 to 5 days after treatment. In animals with
gg{oggic; Lu;‘?;u fusnrl:‘tslpn (pyuﬁ?tra, r;\t;s‘rgmiggd fetus, ;md {uteal cysts), the mduced lu-
t results in resolution of the condition and return to cyclicity, Pregnant an-
malys may abort depending on the stage of gestation. yclety, Pregnant an
INDICATIONS:

For intramuscular use to induce luteolysis in beef and dairy cattle. The luteolytic
action of Estrumate can be utifized to manipulate the estrous c;ycfe to better fit cengzn
management practices, {o terminate pregnancies resulting from mismatings, and to
treat certain conditions assaciated with prolonged luteal function.

RECOMMENDED USES:
Unobserved or nondetected estrus

Cows which are not detected i estius, although ovarian cycheity continues, can
be ireated with Estrumate # a mature corpus luteum is pfesengyEstrgrs 15 expected to
accur 2 to 5 days foliowing ijection, at which time animals may be inseminated. Treat-
‘e}g lc}sa-zétlé,; esgzuld be ;nger?m;ted at the ézlsual t«'m% following detection of estrus. If es-

n 15 not desirable or possible, treated animals may be iny
atabout 72 and 96 hours posﬁnjec%om. Y be insemnatedtince
Pyometra or Chronic Endometritis

Darmage to the reproductive tract at calvmtghgr postpartum retention of the placen-
ta often Jeads to mfection and inflammation of the ulerus {endometritis). Under certain
circumstances, this may progress into chronic endometntis with the uterus becoming
distended with puruleni matler, This coniition, commonly referred to as pyometra, is
characterized by a lack of cychical estrous behavior and the presence of a persistent
corpus Iuteum, Induction of Juteolysis with Estrumate usually results n evacuation of
the uterus and a returm to normal cyclical activity within 14 days afler treatment, After
14 days postireatment, recavery rate of freated animals will not be different than that of
untreated cattie. .

Mummified Fetus

Death of the conceplus during gestation may be followed by its degeneration and
dehydration. Induction of luteolysis with Estrumate usually results 1n expuision of the
mummiied fetus from the uterus. (Manual assistance may be necessary to remove the
fetus from the vagina.) Normal cyclical activity usually follows.

Luteal Cysts

Acow may be noncyclic due to the presence of a luteal cyst (a single, anovulatory
follicle with & thickened wall which 1s accompanied by no external signs and by no
changes in palpable consistency of the uterus), Treatment with Estrumate can restore
normal ovarian activity by causing regression of the luteal cyst.
Pregnancies from Mismating

Unwanted pregnancies can be safely and efficiently terminated from 1 week after
rnating until about 5 months of gestation. The induced abortion js nomally uncompli-
caled and the fetus and placenta are usually expelied about four to five days after the in-
jection with the reproductive tract refurning to normal soon after the abortion. The ability
of Estrumate to induce abortion decreases beyond the fifth month of gestation while the
nsk of dystocia and 118 consequences increases. Estrumate has not been sufficiently
tested under teedlot condibons; therefore, recommendations cannot be made forits use
in heifers pleced in feediots.

Controfled Breeding

The lulsolytic action of Estrumate can be utlized to schedule estrus and ovulation
for an individual cycling animal or a group of animals. This allows control of the time at
which cycling cows or heifers can be bred. Estrumate can be incorporated into a con-
trolled breeding program by the following methods:

1. Single Estrumate ijection; only amimals with a maure corpus luteurn should be
treated to obtam maximum resgonse to the single injection. Howaver, not aff cycling
cattle should be treated since a mature corpus luteum is present for only 11 to 12
days of the 21-day cycle.

Prior to treatment, catis should be examined rectally and found to be anatomically
normal, be nonpregnant, and have a mature corpus futeum. 1t these criteria are tmet,
astrus is expecied to ccour 2 to 5 days following injection, at which ime animals may
be inseminated. Treated cattie should be inseminaled at the usual time following

Ofp Schering-Plough Animal Health
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detection of estrus If esirous detection is not desirable or possible, treated animals
may be mseminated either once at about 72 houts or twice at about 72 and 96 hours
postinjection
With & single injection program, it may be desirable to assess the cyclicity status of the
herd before Estrumate treatment. This can be accomplished by heat detecting and
breeding at the usual time followmg detection of estrus for a 6-day peniod, &l prior to
inyaction. ¥f by the sixth day the cyclicity status appears normal (approximately 25%-
30% detected i estrus), ali cattle not already mseminated should be palpatad for nor-
mality, nonpregnancy, and cychclty, then injected with Estrumate. Breading should
then be continued at the usual time following signs of estrus on the seventh and eight
day On the ninth and tenth day, breeding may continue at the usual time foliowing
detection of estrus or ali catiie not already inseminated may be bred either once on
the ninth day (a1 about 72 hours postinjection) or on both the mnth and tenth day (at
about 72 and 96 hours postinjection).
Double Estrumate injections prior to treatment, catile should be examined rectally
and found to be anatormically normal, nonpregnant, and cycling fthe presence of a
rmature corpus huteum 1s not necessarx when the first imjection of a double myection
regimen is gven). A second njection should be given 11 days after the firstinjection.
Innormal, cycling catile, estrus is expecied 2 to 5 days foliowing the second injection
Treated catile should be nseminated at the usual time following detection of estrus. If
estrous detection is not desirable or possible, reated animals may be inseminated
either once at about 72 hours or twice at about 72 and 96 hours following the second
Estrumate injection.
Many animals will come into estrus following the first injechion; these animals can be
mseminated at the usual time following detected estrus. Animals not inseminated
should receive a second iyection 11 days after the first injection. Animals recefving
both injections may be nseminated at the usual time following detection of estrus or
may be nseminated either once at about 72 hours or twice at about 72 and 96 hours
post second injection.

Any controlled breeding program recommended should be completed by either:

« observing animais (especiafly dunng the third week after njection) and inserminat-

ing or hand mating any animals returning to estrus,
or
» tuming in clean-up buli(s) 5 to 7 days after the last injecton of Estrumate to cover
any ammals teturning to estrus.

REQUIREMENTS FOR CONTROLLED BREEDING PROGRAMS:

Avarely of programs can be designed o best meet the needs of indvidual man-
agement systems. A controfied breeding program should be selected which is appropn-
ate for the existing circumstances and management practices.

Before a controlled breeding program is planned the producer’s objectives must be
examined and he must be made aware of the projected resuits and imiations The pro-
duger and hus consulting vetennanan should review the operation’s breeding hustory, herd
health and nutntional status, and agree that a controlled breeding pragram is practical in
the producer's spectfic stuation, For any successful controlled breeding program:
cows and heifers must be normal, nonpregnant, and cycling (rectal paipation
should be performed)
cattle must be i a fit and thrifty breeding candstion and on an adeguate or in-
creasing plane of nutrition.
propse pragram planning and rerard kasping ara essential
if artificlal insemination is used it must be performed by competent inseminators
using high-quality semen.

Itis important to understand that Estnumate 1s effective only in animals with a mature
corpus iuteum {(ovulation must have occurred &t least 5 days prior to treatment). This
must be considered when breeding is intended following a single Estsumate injection
SAFETY AND TOXICITY;

At 50 and 100 times the recommended dose, mild side effects may be detected in
sormne caftle. These include increased uneasiness, slight frothing, and milk fet-down.
CONTRAINDICATIONS:

b I’Etisérumate should not be adminisiered to a pregnant animal whose caff 18 not to be
aborted.
PRECAUTIONS:

There 1s no effect an fertifity following the single or double dosage regimen when
breeding oceurs at nduced estrus or at 72 and 96 hours postireatment. Conception rates
may be lower than expected in those fixed time breading programs which omit the sec-
ond insemination (i.e., the msemination at or near 96 hours). This is especially frue ff a
fixed time insemination is used following a single Estrumate injection. As with all par-
enteral prodhucts, careful aseptic technigues should be employed to decrease the possi-
bility of postinjsction bacteral infection. Artibiotic therapy should be employed at the first
sign of infaction.

DOSAGE AND ADMINISTRATION:

2 mi. of Estrumate (500 meg of cloprostencl) should be administered by INTRA-
MUSCULAR INJECTION for all mtheations in both beef and daury cattle.

WARNINGS:

For veterinary use only.

Wamen of child-bearing age, asthmatics, and persons with bronghial and other res-
puatory problems should exercise extreme caution when handling ttus product. in the
eatly stages, women may be unaware of their pregnancies. Estrumale is readily ab-
sorped through the skin and may cause abostion andfor bronchiospasrs; direct contact
with the skin should therefore be avoided. Accidental spillage on the skin should be
washed off immediately with soap and water,

STORAGE CONDITIONS:

1. Protect from fight.

2. Store in container.

3. Store at controlied room temperature 59°-86°F. (15°-30°C.).
HOW SUPPLIED:

20-mb multidose vials

CAUTION:
Federal (USA) law resinis this drug to use by or on the order of a kcensed veterinanan.
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Copynght © 1999, Schening-Plough Animal Heailth Corp., Umon, NJ 07083,
Afinghts reserved. 23500914 Rev 1/00
79005960,R.0.



estroPLLAN™ injection

(cloprosteno! sodium)
Prostaglandin Analogue for Cattin
g fo 250 meg ok

astroPLAN injaction (cloprostenct sadium) s a synthebic prostaglandin
related to p glandin Fzoo (PGFa0). Each mi

of the ] golution 263 meg of cloprostenot
sodium {squivalent 1o 250 meg of cloprostenol), chiorocresol 1 0 mg as a
ctnc ackt y 068 mg, sodium citrale 5.08 mg, sodium
chionde 6.76 mg. The pHis as y, with sodium hy
o citric acid
QH
COOH
/, /// \\\
OH o
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Ct
ACTION:

estroPLAN mjection causes fi f and phological of the
corpus uteum (luteclysis) in cattie. In normal, nonpregnant cyeling animals this
affect on the life span of the corpus tuteum usually resulls in estrus 2 to 5 days
after treptrment. In ammals with prolonged huteal funciion (pyometra, mummitied
folus, and hteal cysis) the induced iuteolysis usually results in resolution of the
condition and return o cyclicity Pregnant ammals may abort depending on the
slage of gestation

INDICATIONS:

For intramuscular use to induce luteolysis in beef and dary caitle. The
luteolytic action of estroPLAN imjeclion can be utihzed to manipulate the estrus
cycie to better ft conan g i o p
resuling from mismatings and lo teal certain conditons associated wilh
proiongad luteal function

RECOMMENDED USES:

Unobgsrved or Non-detected Estrus

Cows which are not delected I estrus, athough ovaran cyclicily
continues, can be treated with estroPLAN if a mature corpus uteum s
prasent Eslrus is expected to occur 2 to 5 days following injection, at which
tme animals may be msermnated Trealed cattie should be inseminated
at the usual time following detaction of estrus, If eslrus detection is not
desirable or possible, treated animals may be inseminated twice al about
72 and 96 hours post injection

Py or Chronic

Damage 1o the reproductive tract at ¢alving or post parium retention of the
placenta often lads 1o infection and infiammation of the uterus (sndometritis)
Under certain circ this may into chronic endametrits with
the uterus becoming distended with purulent matter, This condition, commonly
referred to as pyomselra, is characterized by a iack of cyciical estrus behavior
and the presence of a persistent corpus iuteum. Induction of lutaolysis with
estroPLAN usually resulls n avacuation of the uterus and a return 1o normal
cyclical activity within 14 days after treatment. After 14 days post treatment,
racovery rate of reated animais will not be different than that of untreated
cattle

Mummitied Fetus
Death of the concaptus during gestation may be followed by ts degeneration and
h ion of iuteolysis with estroFLAN usually results in expulsion of
the mummified fetus from the uterus. (Manual assistance may be necessary to
ramova the fotus from the vagina } Normal cychical actwity usually follows.

Luteal Cysts
A cow may be noncyciic due to the presence of a luteal ¢yst (a single,
y follicie with 2 thickened wall which 1s accompanied by no external
signs and by no ch: in pal of the uterus) Treatment with
estroPLAN can restore normal ovanan actvity by causing regression of the
iuteai cyst.

Pregnancies from Mismating

Unwanted pregnancies can be safoely and efficiently termunated from
1 wesk after mating unti about five months of gestation. The induced abortion
1s normally uncomplicaled and the fetus and placenta are usually expelied
aboul four to five days after the ijection with the reproductve tract returning
to normal soon after the abortion The ability of estraPLAN to induce aborton
decreases beyond the fifth month of gestation while the nsk of dystowa and
its consequences InCreases. estroPLAN has not been sufhciently tested undar
feediot conditions, therefore recommendations cannot be made for tts use in
heifers placed n feediots.

Controlled Breeding

The futeolytic astion of estroPLAN ¢an be utiized to schedule estrus and
ovulation for an individual cycling animal or a group of animals This aliows
controt of the time at which cycliag cows or heifers can be brad

estroPLAN can be i Into a L 5 by the
followng methods

Only animais with a mature corpus Iuteum should be breated o obtain
maximum responss to the single Injection However, not all cyciing caltle should
be lreated since a mature corpus iuteum s prasant for only 11 to 12 days of the
21-day cycle

Prior 10 treatment, callls should be examined rectally and found fo be

i normal, be gl and have a mature corpus luteum I
these cnteria are met, estrus is expected 1o occur two o five days following
injaction, at which tme amimals may be inseminated. Treated cattie shouid be
Inseminated at the usual time following detection of estrus If estrus detection
18 not desirable or possible, reated anmais may be inseminated ether once at
aboul 72 hours or twice at about 72 and 96 hours post injection,

With a single iy it may be 10 assess the cyciicity
status of the herd belore estroPLAN Wrealment. This can be accomplished by
heat detecting and breeding al the usual ime following datection of sstrus for a
G-day period, alt prior to injection if by the sixth day the cyclicity status appears
normal (app! 25 - 30% i estrus), alt callle not already

should be paip: for y and cychelty,
then injected with estroPLAN Breeding should then bg continued at the usual
time following signs of estrus on the sevanth and eighth day. On ths ninth and
tenth day breeding may continue at the usual lime following detection of estrus
or aif cattie not already Inseminated may be brad ethar once on the ainth day
{at about 72 hours post mjection) or on both the mnth and tenth day (at about
72 and 96 hours post mjection),
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NDC 0009-5212-01 An analogue of pmstaqlandm F,o: for Intramuscular
estroPLAN™ injection Injection in beef and dairy catti
(cloprostenol sodium) Read insert before using this drug
Equivalent to 250 mog cioprostenol/my  STORE ATCONTROLLED ROOM TEMPERATURE 20" - 25°C 168~ 77F!
CAUTION: Federal {U S.A ) law restrcts this drug to PROTECT FROM LICHT. STORE IN CARTON
use by or on the order of a licensed veteninaran FOR VETERINARY USE ONLY i
10 Doses  20m ml. of the colorless agueous solution contains 263 meg J—
ANADA 200.310 Approved by FDA of dopmsteno! sodium tequwvalent to 250 meg of claprostench,
Distriputed by chiorocresol 10 mg as 2 bacteriade, citric acid anhydrous
Pfizer InC 066 mg, sodium itrate 5,03 mg, sodium chloride 6 76 mg The
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INDICATIONS:

For mtramuscular use to induce futeolysis
in beef and dairy cattle

The lutecivtic action of estroPLAN
Injection ¢an be utized to mamipulate
the estrus Cycle to better fit certain
management practices, to terminate
pregnancies resulting from mismatings
and to treat certain conditions assocrated
with prolonged juteal function

DOSAGE AND ADMINISTRATION:

2 mL of estroPLAN Injection (500 mcg of
cloprostenoll should be administered by
INTRAMUSCULAR INJECTION for alt indications.
READ INSERT BEFORE USING THIS DRUG
PROTECT FROM LIGHT STORE IN THIS
CONTAINER, STORE AT CONTROLLED ROOM
TEMPERATURE 20° - 25'C (68" - 77'F)

Each mL of the colorless aqueous

sotution contans 263 meg of doprostenol
sodium tequivalent to 250 meg of
cloprastenol), chiorocresot 1.0 mg as a
bactenicide, atnic acid anhydrous 0 66 mg,
sodium citrate 503 mg, sodium chioride
876 mg The pH s adjusted, as necessary,
with sodium hydroxide or citric sad

460150
818 481 000

WARNING:

For veterinary use only

Women of chid-bearing age, asthmatics
and persons with bronchial and other
respiratory problems should exercise
extreme caution when handiing this
product In the early stages wornen may
be unaware of their pregnancies
estroPLAN is readily absorbed through
the skin and may cause abortion and/or
bronchiospasms Direct contact with the
skin should therefore be avoided
Accidental spiiage on the skin should be
washed off iImmediately with soap

and water

NOC 0009-5212-01

estroPLAN™

Injection
(cloprostenol sodium)

An analogue of prostaglandin Foa
for intraruscutar injection in beef
and dairy cattie.

Equivalent £o 250 meg cloprostenci/mt.

CAUTION: Federal (U.5 A ) law restricts
this drug to use by or on the order of a
licensed veterinarnan.

FOR VETERINARY USE ONLY

20mL 10 doses
ANADA 200-310 Approved by FDA.
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estroPLAN™ injection

Prior to trealment, catile shouid be examined ractally and found to be
anatorically normal, nonepregnant, and oyching (the presence of a matwre
corpus luteum 1S not necessary when the first injection of a double jection
regumen 13 givan). A second injection should be given 11 days after the first
injaction in notmat, cyciing cattle, astrus is expacted 2 to 5 days folowing
the second mjaction, Treated callie should be inseminated at the usual ime
followng detection of aslrus ¥ estrus is not des or ibie
treated ammails may be nsemnated either once at about 72 howrs or twice
at about 72 and 96 hours foliowing the sacond estroPLAN injaction

Many ammals wil come Into estrus foliowing the first iryechon, these
animats can be mseminated &t the usual time following detected sestrue
Animals not inseminated should recave a second m;acxlon 11 days after the
first injection. Animais iving both may be b at the usual
tme following detection of estius of may be inseminated either once at about
72 hours or twice at abawt 72 and 96 hours post second injection.

Any controfled b g r d should be completed by either
» observing animals (especially dunng the third weak after mjection) and
inserunatng of hand mating any animals returning to estrus,

or
+ turning in clean-up bull(s) 5 to 7 days after the last iyection of estroPLAN to
cover any ammals returning to astrus.,

REQUIREMENTS FOR CONTROLLED BREEDING PROGRAMS:
A varisty of programs can be designed to best mest the needs of individual
systems A g program should be selacted which
1s appropnate for the existing ci and

Befors a controlled breeding program s plannied the producer’s objectives
must be examined and he must be made aware of the projected resulls and
imitations, The producer and his consulling vetermanan should review tha
operation's breedmg histary, herd heahh and nuiritionaf status and agree that a
| i the producer’s specific situation For
any successful controfied brsedmg program*

+ cows and heifers must be riormal, nonpregnant, and cychng (rectal palpatation
shouid be performed),

cattle must be in a fit and thnity bresding ion and on an or
Increasing plane of nutrition

proper program planning and record keeping are essental

if artificial insemination Is being used it must be performed by competent
inseminators using high quality semen.

I 15 important to understand that estroPLAN is effective only 1n animals with
a mature corpus luteum {ovulation must have occusred al ieast 5 days pror
1o {reatment). This must be when ing 15 Intended folk 2
single estroPLAN injaction

SAFETY AND TOXICITY:

Al 50 and 100 times the recommendad dose, mid side effects may be
detacted 1n some catiie These include increased uneasness, siight frothing,
and ik lst-down

CONTRAINDICATIONS:
estroPLAN should not be administered to a pregnant arimal whose calf 1s not
to be aborted

PRECAUTIONS:

There is no affact on fertilty following the smgle or double dosage regmen
when breeding occurs at induced estrus or at 72 and 96 hours post treatment.
Conception rates may be iower than expected in those fixed lime breeding
programs which omit the second {i.. the at or near
96 hours) This 15 espacially true if a fixed hime insemination s used following a
single estroPLAN injection

As with ali parenteral products, caretul asephc lschnﬂques shouid be smployad
lo decraase the possibiiity of pos! therapy
shoufd be employsd at the ﬁrsl sxgn of infection.

DOSAGE AND ADMINISTRATION:

2mi. of estroPLAN injection {500 meg of ¢l should be
by INTRAMUSCULAR INJECTION for ali indications in both beef and dawy
cattie.

WARNINGS:

For veterinary use only

Women of chdd~bearmg age, asthmatics, and persons with bronchial and
other should cise exirems caution when handing this
product 10 the eariy stages woman may bs unaware of thewr pregnancies

estroPLAN mjection 15 readily absorbed through the skin and may tause

4 diract contact with the skin should therefore

be avowded. Accidental spitage on the skin should be washed off immediately
with soap and waler

STORAGE CONDITIONS:

1 Protect from hght

2 Store in carton.

3. Stora at controlled room tempsrature 20°- 25°C (68° - 77°F)
HOW SUPPLIED:

20 mL multidose vials . . .. NDC 0009-5212-01

CAUTION:
Federat (US A ) law restricts this drug to use by or on the order of a hicensed
vetennarian

ANADA 2D0-310, approved by FDA

Oustributed by
Plizer inc
235 € 42nd Strest, New York, NY 10017

Manutactured for
Parneil Lahoratorles (Aust) Pty Ltd
6/476 Gardeners Road
1@ NSW 2015
Owner of the trademark estroPLAN

460153
§18 402 000

Dratead
Sue 118 x 399 mm
Colours Biack

Terplute 880340/
Plaorn Wndowst
Orattod Mot 05/2004 15
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