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FREEDOM OF INFORMATION SUMMARY 

I. General Information: 

a. File Number: ANADA 200-3 10 

b. Sponsor: Parnell Laboratories (Aust) Pty. Ltd. 
Century Estate, unit 6 
476 Gardeners Road 
Alexandria, New South Wales 2015, Australia 

Drug Labeler Code: 068504 

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: 

1. Pharmacological Category: Luteolytic action 

m. Indications: 

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. 

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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n. Pioneer Product: 

practices, to terminate pregnancies resulting from 
mismatings, and to treat certain conditions associated 
with prolonged luteal function. 

ESTRUMATE; cloprostenol sodium; NADA 113- 
645; Schering-Plough Animal Health 

2. TARGETANIMAL 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 24.645, 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 iti 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. HUMXVSAFETY: 

- 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 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 
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 200-3 10 
ESTROPLAN Injection-20 mL insert, box, and shipping carton 
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Estrumate@ 
(cloprostenol sodium) 

Prostagfandin Anafogue for Cattle 
Equivalent to 250 mcg cloprostenol/mL 

Estrumat@ (ClopmStanOl sodium 
lated to prostaglandm FZ a (ffi 2’ 

ffi a synthetic prostaglandm analogue structurally re- 
2 a). Each mL of the coloiiess aqueous solution con- 

talns 263 mcg of ctoprostenol so&urn (equivalent to 250 mcg of cloprostenol) in a 
sodiom citrate, anhydrous citric acid and s&urn chloride buffercontaming 0.1% w/v 
chlorocresol BP as a bactendde. pH is @usted, as necessary, with sodium hydroxide 
or citric acid. 

ACTION: -cl 
Estrum,ate causes functional and mwphokgicai regression of ihe corpus /u&,m 

(kJteOlysis) In Cattle. h nOrmal, MxlpP3QnantCyClinQ animals, t&effect on the llfe span 
of the corpus tuteum UsUatty results in estrus 2 to 5 days after treatment. In antmals with 
Prolonged futeal functicf~ (pyometra, mummified fetus, and luteal cysts), the Induced tu- 
!eol 

ars vn 
SIS usually results m resolution of ths condition end return to cycl~city, Pregnant an- 
may abort depending on the stage of gestatiin. 

INDICATIONS; 
For intramuscular use to induce luteotysis in beef and dairy cattle, The lutedytic 

aChOn of EStRtmate can be utilized to manipulate the estrous cycle to better fit certain 
manaQem?nt PfaotiCeS, to terminate pregnancies resulting from mismatings, and to 
treat certain conditions associated with prolonged luteal function. 
RECOMMENDED USES: 
Unobserved or nondetectecl e&us 

Cows Which are not detected M estrus, although ovarian cycl~city continues, can 
be treated with Estrumate if a mature corpus luteum is present. Estrus IS expected to 
occur 2 to 5 days foUoWmg mje&on, at which time animals may be mnseminatad. Treat- 
ed cattle sharfd be inseminated at the usual time followrrtg detection of ~SQUS. ff e+ 
troUS detection IS not desirable or possible, treated animals may be insemtnated tw~cs 
at about 72 and 96 hours postinjectmn. 
Wxnetra or Chronic Endometritis 

Damage t0 tne reproduouve tract at oaivin 
ta often leads to tnfaction and inflammation of ie 

or postpartum retention of the Place?- 
uterus (endometrii). Under cer+n 

crffium~tan~as. this i-nay Progress into chronic endometntis with the uterus beComIng 
distended with purulent matter. This condltiin, commonly referred to as wome!ra, 8 
char&erized by a lack of c 
corpus luteum. Induc+on of u” .’ 

~cal estrous behavior and lhe PreSenOe of a persistent 
utaolyws wtith Estrumate USually results in evacuakon of 

t& uterus and a return to normal cyclical activity mhm 14 days after treatment. After 
14 days posttreatment, recovery rate of treated animals tiil not be different than that of 
untreated cattle. 
Mummified Fetus 

Death of the conceptus during gestation may be followed by its degeneration and 
dehydration. Inductiin of luteoiysls with Eslrumate USUally results In expuk~ of the 
mummrfied fetus from tha uterus. (Menual assistance may be necessary to remove the 
fetus from the vaoina.1 Normal cvctical act@ tWdlY folloWS. 
LutealCysts ” . 

A cow may be noncyclic due to the presence of a luteal cyst (a smgle. anovulatory 
follicle with 8 thickened wall Which IS accompanied by no external signs and by no 
changesin palpable c~nsktency of the uterus). Treatment with Estrumate can re&e 
normal ovarian actiiitv bv causina resrressicn of the luteal cyst. 
Pregnancies from f&mating - - 

Unwanted pregnancies can be safely and ef6Gentiy terminated from 1 week afttr 
mating until about 5 months of gestation. The induced abort’ion is normally unwmpll- 
catedandthefetusacd placentaare usuallyexpelledaboutfour tofivedays afterthe ip- 
jec0on with fhs reproducfvs tractreturning to normaisccn after tie abortiOn. The,abiflty 
of Estrumate to induce a&ortion decreases beyond the fifth mwnh of gestation while the 
risk of dystocla and I& mquences increases. Estrumate has not been suffictently 
tested underfaedld cond~bons; therefore, recommendations cannot be made for Its use 
in heifers placed in feedlots. 
Conirotlsd Breeding 

The loteolytic action of Estrumate can be utilized to schedule estrus and ov$ation 
ior an individual oyclmg animal or a group of animals. This allows Gcntrol Of !he ttme at 
which cycling cow3 or heifers can be bred. Estrumate can be incorporated Into a con- 
trOlled breeding program by the following methods: 
I. Single Estrumate mJection: only ammals with a mature corpus /u&urn should be 

treated to obtam maximwn response to the single mjection. However, not all Cycltng 
cattle should be treated since a mature corpus lufwm is present for only 1 t to 12 
days of the Pi-day cycle. 
Prior to treatment, cattle should be examin& rectail and found to be anatomically 
normal, be nonpregnant, and have a mature corpus uteum. If thesecntert?are met, Y 
askus k expected to occur 2 to 5 days fok0wing inje&n, at which time ammds may 
be insammated. Treeted cattle should be inseminated at the usual time fOIloWIng 

@ Schering-Plough Animal Health 



detectton of estrus If estmus detection IS not desirabfa or possbte, treated anrmals 
mav be msemmated either once at about 72 hours or twice at about 72 and 96 hours 
p&njection 
With a single injectton program, it may be desrrable to assess the cycbrty status of the 
herd before Estrumate treatment. Thts can be accomplrshed by haat detecting and 
breeding at the usuai time followmg detection of estrus for a &day period, all pnor to 
intection. If by the stxth day the cyckcrt 
30% detected n estrusj, all cattle not a ? 

status appears normal (approximately 25%- 
ready rnseminated should be palpated for nor- 

mality, nonpregnancy, and cyckcky, then fntected with Estrumate. Breedmg should 
then be contrnued at the usual time following stgns of estrus on the seventh and eight 
day On the ninth and tenth day, breeding may continue at the usual trme fotiowrng 
detecbon of estrus or all cattle not already inseminated may be bred &her once on 
the ntnth day (at about 72 hours postmjectton) or on both the nmth and tenth day (at 
about 72 and 96 hours poetmrrjection). 

2 Double Estrumate injections prior to treatment, cattle should be examined rectally 
and found to be anatomically normal, nonpregnant, and cyclmg (the presence of a 
mature corpus luteurn rs not necessa 

x 
when the first infectron of a double imectron 

regimen is gwen). A second rnjectron s ould be grven 1-i days after the first mjection. 
In normal, cycling cattle, estrus IS expected 2 to 5 days foliowing the second injectron 
Treated cattle should be rnseminated at the usual timeiollowrng detection of estrus. If 
estrous defection is not desirabfe or possible, treated anrmals may be insemmated 
erther once at about 72 hours or twrce at about 72 and 96 hours followmg the second 
Estrumate injectcon. 
Many animals wrll come into estrus followmg the first inteotron; these anrmals can be 
mseminated at the usual trme following detected e&us. Anrmals not msemrnated 
should recerve a second rntection 11 days after the hrst injection. Anrmals recetvrng 
both infections may ba Inseminated at the usual time following detection of estrus or 
may be rnseminated either once at about 72 hours or twice at about 72 and 96 hours 
post second injection. 

Any controlled breedmg program recommended should be completed by erther: 
l observrng animals (especraity during the third week after mfection) and insemmat- 

ing or hand mating any anrmals returning to estrus, 
01 

l turning in clean-up bull(s) 5 to 7 days after the last rnjechon of Estrumate to cover 
any anrmals returnrng to estrus. 

REQUIREMENTS FOR CONTROLLED BREEDING PROGRAMZ 
A variety of programs can be designed to best meet the needs of indmdual man- 

agement systems. A controlled breeding program should be selected which is appropn- 
ate for the existmg circumstances and management practrces. 

Before a controlled breedrng program is planned the producer’s objectrves must be 
examined and he must be made aware 01 the projected results and lkmitatrons The pro- 
ducerand his consuitrng vetennanan should ravrew the operatron’s breedmg hrstory, herd 
health and nutntronal status, and agree that a controlled breeding program IS practical in 
the producer’s spectfrc srtuation. For any successful controlled breeding program: 

l cows and herfers must be normal, nonpregnant, and cycling (rectal pafpatlofl 
should be perfomred) 

. cattle must be rn a tit and thrifty breeding condrtioo and on an adequate or in- 
creasing plane of nutritron. 

- pmp~v pmornm &rmcng m* r~rnrri kaaning are essentral 
l if artifiiial insemination is used it must be performed by competent tnsemrnators 

usmo high-aualitvsemen. 
It is rmpo&nt to understand that Estrumate IS egectrve only in animals with a mature 

wrous iuteum (ovulation must have occurred at least 5 davs orior to treatment). Thus 
must be considered when breeding IS intended following a sktgie Estrumate inj&on 
SAFETY AND TOXICITY: 

At 50 and 190 trmes tha recommended dose, mild srde effects may be detected in 
some cattle. These include increased uneasiness, slight frothmo. and mrlkiet-down. - - 
CONTRAINDICATIONS: 

Estrumate should not ba administered to a pregnant anrmai whose calf IS not to be 
aborted. 
PRECAUTIONS: 

There IS no effect on fertility followng the srngle or double dosage regrmen when 
breedmg occurs at rnduced estrus or at 72and 96 hours p&treatment. Conceptron rates 
may be lower than expected m  those fixed fime breeding programs whrch omit the sec- 
ond insemination (i.e., the Insemination at or near 96 hours). This is espenally true rf a 
fixed time insemination is used foffowrng a single Estrumate injectron. As with all par- 
enteral products, careful asaptff techniques should be employed to decrease the possf- 
brlity ofposfmfectionbactenal infection. Anttbiotrc therapy should be employedatthefirst 
stgn of mfedon. 
DOSAGE AND ADMINISTRATION: 

2 mL of Estrumate (500 mcg of cloprostenol) should be admmistered by INTRA- 
MUSCULAR INJECTION for all mdrcatrons rn both beef and dairy cat&. 
WARNINGS: 

For veterinary use only. 
Women of child-bearing age, asthmatics, and persons with bronchial and other res 

prratory problems should exercise extreme caution when handling thus product. In the 
early stages, women may be unaware of their pregnanaes. Estrumate is readily ab- 
sorbed through the skin and may cause abortcon and!or bronchrospasms; direct contact 
with the skin should therefore be avoided. Accidental spillage on the skrn should be 
washed off immedrately with soap and water. 
STORAGE CONDITIONS: 

1. Protect from light. 
2. Store in container. 
3. Store at controlled room temperature 59’86’F. (15’-3o’C.). 

HOW SUPPLIED: 
.?.&mL multtdose veals 

CAUTION: 
Federal (USA) law resin& thff drug to use by or on the order of a lrcensed veterinarian. 

Copynght @  1999, Schenng-Plough Animal Health Corp.. Unwon, NJ 07083. 
All nghts reserved. 23500914 Rev l/o0 

79005960,R.O. 
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estroPLANTMrnjectron 
(cloprostenol sodium) 

P,os+eglandfn Anelogue for Ce+++e 

Equivalent lo 250 mcg ~+op,oe+ew”mL 

esbaPLAN lnwt\an (c+o~,o~+e,!n+ sod++m) IS a eynthehc prostaglendn 
analogue stWt”llllly letled lo pros+eglandm Fen (PGF&. Each mL 
of +he co+o,leee equews eo,u+io” oontams 263 mog of d~p,os+eno, 
sodium (equivalent lo 250 mcg of c+o~,oe+eno+), chlomcnssol 1 0 mg as e 
bactemide, c,+“t acti anhydrous 0 66 mg, sodium c,,,a+e 5.03 mg, eod,um 
CMOIlde 6.76 mg.The PH is adJusted, as necessary, wi+h eodi~m hydrowde 
or cmc an* 

ACTION: 
ae+roP+AN mlection cewee f+mcbonaI and morphologioal ,eg,ess~~~ of the 

cows lutewn (lutea@%) I” cattle. In normal, nonpregmml oyckng ammale +hrs 
effect on the U% we” of the corpw k~+eum “e”e++y results I” ee+,ue 2 to 5 days 
alter beerment. In mm& with prolonged luteal fuffilion tpyometra, mumm,tied 
fe+w end lutea+ cysls) the induced WeDlyeis usualfy ,eeuI+s in ,exl+u+,on of the 
condition and refurn lo cyc+!cl+y Pregnant ammale may abort depending on +he 
slags Of geSIe+KJn 

INDICATIDNS; 
For inlr8mu8cuiar use to induce Iu+eo1ye1e I” beef and dmry ce++le. The 

luteolyhc actm of estroPLAN ~n~eclion can be utlhzed lo mampufate the ee+,us 
cyee +o b@,W hl cemtn mP‘“aQml*“t prac++ces, to lermlnate pregnwctes 
resultmg from mmmatings and lo +meJ cartam conditwne aeecoaed wi+h 
prolonged luteal funcwn 

RECOMMENDED USES: 

UnObee,Ved or Non-detected M,“a 
Cows which are no+ de+eo+ed m eelrue. although warian cyekoily 

codhues, can be treated w+h esbcPiAN 11 a ma+u,e corpw iu+eom is 
prsm+ Eslrus IS expected 10 occur 2 to 5 days following injecnon. a+ which 
me animals may be maemmated Treeled ce+++e should be msemmated 
at +he wual time following deleotlon of ee+nm. If eslrw deleclion is not 
dewable o, oosstble. Ireeled animals may be mseminated twice e+ about 

. 
PyonWm 0, Chronic Endome+,,+fs 

Damage 10 the reproductwe WC+ a, CkdVl,,Q 0, pa+ pa,,““, ,e+en,,on of the 
placenta oRen leede lo mfecbon and mfiammallon of +he U+BNS (endome+,i+ie) 
Under oe,+em ~x~~ms+enoe.s, this may fxogress m+o c”ronio endometti~e wit+, 
Ihe U~BNS bewmm~ d,.s+eoded with purulent me.++e,. T+ns wndltion. commonly 
relened to es pyome+,e, is Cha,eC+e,wd by e ieck of OyckCal eelrue behew, 
end the presence of a pwsl$+en+ Corpus IuIeum. +ndw+~)o of luteolyeis wt+h 
esUoPLAN usually msults 8” eMcuat++ of the u+e,w and a return to name+ 
cphcel accwdy within 14 deye after treatment. After 14 days poet +raa+menl. 
recoveiy rale of treated mimals wli no+ be differen+ then that of un+,ea+ed 

MummIlled Few 
Death of the Mncep+ue during ge.s+e+ffn may be bllcwed by 1s dsgenemtlon end 

oehydmhcn. lndW+iin of +tieoh/ss with ee+n,PLAN ustily ,e&te 10 exptls~on 01 
Ihe mummified fetus from lhe u+e,us. (Manuel eeswnca may be necessary 10 
w”ov8 +he fetus from +he “egi”e ) No,r”Bl cyd~al ec+w,+y usuatly follows. 

Luteal cysts 
A cow may be noncyciic due +o +he pmeence of e luteal cyM (a single, 

an~v”,a+~ry folhct~ with a +hlckened we+i which 18 aocompenred by w ex+e,nai 
srgns and by no ohangee in palpeb+e conwe+eency of the t!J.ew.) Treatment w+h 
eehOP+.AN can ,es+o,e no,mel ova,,en w+I”I+~ by ceilemg regreeslon of the 
iuteai cwt. 

Pregnancies from Mbm~ttng 
unwan+ed pfeg”anoL¶~ can be safely an* efficlenlly +wnll”&d from 

1 week after mating on+0 abat fwe months of gee+allon.The induced ebo,+ion 
IS rmrmally uncampkcaled and the letus and p+ecen+a are ueualiy expelled 
eboul four to five days Me, +he mjection w+h the reprcductwe +,ec+ relurning 
to mxmal M)O” die, +ha elxnkon The abUiQ of eetroPLAt4 b w+we abeztton 
de”eaeee beyond the f#th month of ges+e+fon whtle ,he nek of dye+oc,a and 
1,s oonseque”CeS ~“crailseS. eWoPLAf4 hes no+ bee,, euf+lclen++y +es+ed ““de‘ 
feedlo+ condk,o”e. thersfa,e ,ecomme”de+~o”s ~anno+ bo made for ,U use ,n 
helfere &ed m bedioli. 

Controlled Breedfng 
The fu+eo+y+,c aMion of OLIOPLAN can be “+,kzed +o schedule es+,us end 

ovuht~on for an mdii~dual cyciing animal 0, e group of ammel~ Thie eliowe 
ccmtroi of the +,me et which cycfmg cow6 0, heifers can be bred 

ebt,oPLAN can be ~“corpweted inlo a conlrolfed breedmg pmgrem by the 
fotlowmg me+hods 

B mature corpus luteurn should be treated to ob+em 
maxmum response to Ihe single ,mfw+foO However. no+ all cycimg ce++le e+w”+d 
be +res+ed since e me+u,e mmus luteurn IS p,eeeo+ for only 11 lo 12 days of the 
2l.dey Cy2lS 

Prior 10 treatme”+, Cattle shadd be exemlned ,ec+a++y end found 10 be 
anatomically normal. b-a m-pregnant and have a ma+u,e wpus +u+eum 11 
these cntwia are met, 891,~s is expec+wJ +o oiw, two +o LB days fo++owng 
mfec+w a+ whvzn +!ma eomele may be meemiM+ed. Treated cen+e should be 
~“sem”a,sd a, the usus+ +lme following de+ec+um of ee+,ue If es+,us de,ec!ron 
18 no+ desirable o, wesible, +,%a+ed anew&. may be insemmated either once a+ 
abut 72 ho”,* o, +wca a+ abou+ 72 and 96 hours ,a+ m”~c+ron. 

With a single m~ection pogrem. I+ may be deswe+Ae 10 assess +he cyd,c,+y 
8+a+u8 of the herd b&o,* eetroP+AN +,ee+me”+. Thzs can be eccompl,ehed by 
heal detecthg end breedmg a+ +he ueuU bme foW,v,ng detection of es+,us lo, a 
&day penti, al prior to ~m,ec+mn if by the sixth day We cycffa+y e+e+us eppeew 
normal &emamalely 25 - 30% detected m eehue). all cell@ no+ ekeady 
msnmina+ed should be p&pe+ed for nxmality. ncn-pregnancy, and cyckcity. 
then mjeded wi+h eet,oPLAN Breedmg shou!d then be mntinued a+ +he usue+ 
lime followmg s,gns of eetlus on the mven+h and eigh+h day. On Ihe ninth end 
tenth day breeding ms/ con+moe a+ +be ++eue+ lime following de+ec+ion of es+we 
or all cattle ool already ln?amem+ed may be bred e$VIe, once on +he on+++ day 
la+ abW+ 72 ho”,9 post m”,ec+,an) 0, on both the nmlh and +en+h day (et about 
72 and gS hours poet m,ec+~on). 
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NM: 0039-5212-01 *n anabo~ue of pmstwandh ha for bmamuscutar 
estroPLANTMwctlcn lnJeetlon m  beafana Naiw cattle. 
(cloprostenol sodium) Readlnsertbefore"sl"QthlSdNQ 
EQUiVaiBntto250 mcg CiO!JrOStWIOl/fIIL STOREATCON~Ol lEDROOMTEMPE~N~2~-2SCl68-7~1 
CAUTION: FederallU SAlbWcestnctsthlSUr~gtO PROTECTFROM t l tHT.STOREINCARTON 
Usebvoronttiecrderofa ~~censedvetecmar~ao FOR"ETER'N*R'~ "SEONLY 

- 10 oases 20mL E.XhmtdtheCO!Wl&saQU#WsCM~ COMm263mcg 
ANADAZOO-310,APPrOved by FDA Ofd~prmtenOlrWlUmCaUv~enttoz~mcgofdaprostenal~. 
Dstnbuted tv Chl0lDueSOl10mQasabactetiode,dbi~addanhydrou~ 
Fm*er mc 066mg,SohUmdnteS~SmQ,S~iUm~lcxid~676mQ The 
23SE 42ndSueet.NewYork.NY10017 PH IS c+$Jsw~ as nscessam Hlth sodium hym M  c&c sod 8 
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lw/louwwdop 63~1 osz 03 wapvnbg 

(lLin!pos ~oua.JsoJdop) 

UOl3CE%ll 

Lo-zLzs-6m 30N 

For mtramuscuiar use to rnduce futeolvsis 
8n beef and dairy cattle 
The IUteOlYbC aam of estrOPLAN 
euectron can be utilLwJ to manroulate 
the estrus cvcle,to better fit certarn 
management practices, to termrnate 
oregnanws resuitmg from mmnabngs 
and to treat certarn condeenx a%oClated 
wth orolonged luteal fUnChOn 
DOSAGE AND ADMINISTRATION: 
2 mL of estroPLAN lnlectfon I500 mcg of 
cloProstanol~ should be administered bv 
INTRAMUSCULAR INJECTION for all indlcabons. 
REAO INSERT BEFORE USING THIS DRUG 
PROTECT FROM LIGHT STORE IN THIS 
CONTAINER. STORE AT CONTROLLED ROOM 
TEMPERATURE 20’ - 25’C (68’ - 77%1 
Each mL of the colorless aqueous 
sOl!~bOn C0ntalns 263 mcg Of dOProstenol 
sodhm (eauivaHox to 250 mcg of 
CiOorOStanOl). chlorocresol 1.0 mg as a 
baaencrde. utncacld anhydrous 0 66 mg. 
sodium crtrate 5 03 mg, sodrum chlorrde 
6 76 mg The pis IS adwsteu. as necessary. 
with SOdrum hvdroxide or cltnc acld 

WARNING: 
For veterrnarv use onlv 
Women of child-bearing age, asthmatics 
and Persons with brOnChIal and other 
reSPlratow problems should exeruse 
extreme caubon when handlmg thrs 
product In the early stages women mav 
be unaware of therr pregnancies 
aStrOPLAN is readily absorbed through 
the skin and mav cause aborbon and/or 
bronchlospasms DrreCt contact with the 
skrn should therefore be a-voided 
Accldental SPIllage on the skrn ShOUld be 
washed off lmmediatelv wth soap 
and water 

NDC GOo9-5212.02 

estroPLAN’” 
InjectIon 

03oprostenol sodium) 

An analogue of urostaglandin Rae 
for hmamuscuiar tnlectlon in beef 
and dairy cattle. 

Eau~alent to 250 mcg cloorostenoi/mL 

CAUTION: FeUeral (KS A I law restricts 
ths drug to use bv or on the order of a 
licensed veterinarian. 

FORVETERINARY USE ONLY 

20mL 10 doses 

ANADA ZOO-310 Approved bv FDA. 

Drstnbuted by 
pmer lnc 
235 E 42nd Street 
New York, NY, 10077 
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-- 

-- 

-- 
DOSAGE AND ADMIN,STRAT,ON: 

2mL of eatmPUIN mnje&m (500 mcg of dopmstsnal) Shouid be administered 
by INTRAMJSCLUR INJECTION for all ~ndiWiins in bulb beef and dwy 
OEl”l~. 

Fw vetednary use only 
-- Women of cheldasanng age, aslhmatw. and persons with branchtat and 

other mspratory pmblsms Should exefdse extreme cadon when handflng ,hlS 
prtiucf ,” ,he eariy stages women may De ““awe of lbeir pregnanaes 

estroPLAN ,n,ec,lon IS wad,,y absorbed Ihwgh ,b8 skm and may cause 
~b~,ton ~ndhr brotiiospasms: direo, contact wth uI@ skin sho”,d lherefore 
be avo&dd. Accidenlal spillage on ,ha sfdo should be wshod off nnmediateiy 
With soap and waler 

STORAGE CONDWONS: 
-- 1 PrMec, from kgh, 

2 store in carton. 
3. Store 81 confroiled mom ,smper@“rs 20”- 25°C (66” - 77°F) 

HOW SUPPLIED: 
20 mL mulbdosa wals NIX 0009-5212-01 

CAUTION: 
Fedeml (US A ) faw mstric,~ lhis drug Lo use by or on me order of a lcansed 
“BlWl”8dCl” 

-- 
ANADA 200.310. approved by FDA 

Distrtbuted by 
Pfil67 ,m 
235 E 42nd Street. NewYork, NY ,001, 

MB”“fac,“red for 
Pwneli LaboratorIes (Aust) Pty Ltd 

-- 6,476 Gardeners Road 
Alexandrs NSW 2015 Auslralla 
Owner of Ihe frademark estr.,PLAN 
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-- 

-- 

-- 

-- 

-- 

-- 

-- 

-- 

-- 

-- 

-- -- 

460153 
818 462 000 


