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NADA 141-189 

Fort Dodge Animal Health 
Division of Wyeth 
800 Fifth St., NW. 
Fort Dodge, IA 5050 1 

Drug Labeler Code: 000856 

PROHEART 6 Sustained Release Injectable for 
Dogs 

Moxidectin 

Antiparasitic 

Sterile Suspension 

Each mL of constituted suspension contains 3.4 
mg moxidectin. 

ProHeart 6 consists of two separate vials. 
Vial 1 contains 10% moxidectin sterile 
microspheres and Vial 2 contains sterile vehicle 
for constitution. ProHeart 6 is available in two 
sizes: 
20 mL size (598 mglvial moxidectin plus 
17 mL1vial sterile vehicle) 
50 mL size (1,549 mglvial moxidectin plus 
44 mllvial sterile vehicle) 

The recommended subcutaneous dose is 0.05 
mL of the constituted suspensiodkg body 
weight (0.227 mL/lb). This amount of 
suspension will provide 0.17 mg moxidectin/kg 
body weight (0.0773 mgllb). 

Subcutaneous injection 
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Dogs over 6 months of age 

ProHeart 6 is indicated for use in dogs six 
months of age and older for the prevention of 
heartworm disease caused by Dirofilaria 
immitis. ProHeart 6 is indicated for the 
treatment of existing larval and adult hookworm 
(Ancylostoma caninum and Uncinaria 
stenocephala) infections. 

N. Effect(s) of Supplement: 	 This supplement provides for the revision of the 
animal safety information in the warning, 
precaution, adverse reactions, and post-approval 
sections of the product labeling. 

11. EFFECTIVENESS: 

A. Dosage Characterization: 

This supplemental approval does not change the previously approved dosage. The 
Freedom of Information (FOI) Summary for the original approval of NADA 14 1 -189 
dated June 6,200 1, and a supplemental approval dated June 13,2002, contain dosage 
characterization information for dogs over 6 months of age. 

B. Substantial Evidence: 

CVM did not require effectiveness studies for this supplemental approval. The FOI 
Summary for the original approval of NADA 14 1-289 dated June 6,200 1, and a 
supplemental approval dated June 13,2002, contain a summary of studies that 
demonstrate effectiveness of the drug for dogs over 6 months of age. 

111. TARGET ANIMAL SAFETY: 

CVM did not require target animal safety studies for this supplemental approval. The 
FOI Summary for the original approval of NADA 14 1 -189 dated June 6,200 1, and a 
supplemental approval dated June 13,2002, contain a summary of target animal safety 
studies for dogs over 6 months of age. 

IV. HUMAN FOOD SAFETY: 

This drug is intended for use in dogs, which are non-food animals. Because this new 
animal drug is not intended for use in food producing animals, CVM did not require data 
pertaining to drug residues in food (i.e., human food safety) for approval of this NADA. 
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V. USER SAFETY: 

The product labeling contains the following information regarding safety to humans 
handling, administering, or exposed to PROHEART 6 Sustained Release Injectable for 
Dogs: 

Not for human use. Keep this and all drugs out of the reach of children. 

May be slightly irritating to the eyes. May cause slight irritation to the upper 
respiratory tract if inhaled. May be harmful if swallowed. If contact with the eyes 
occurs, rinse thoroughly with water for 15 minutes and seek medical attention 
immediately. If accidental ingestion occurs, contact a Poison Control Center or a 
physician immediately. The material safety data sheet (MSDS) contains more 
detailed occupational safety information. 

VI. AGENCY CONCLUSIONS: 

The data submitted in support of this NADA satisfy the requirements of section 5 12 of 
the Federal Food, Drug, and Cosmetic Act and 21 CFR part 5 14. The data demonstrate 
that PROHEART 6 Sustained Release Injectable for Dogs, when used according to the 
label, is safe and effective for use in dogs six months of age and older for the prevention 
of heartworm disease caused by DiroJilaria immitis and for the treatment of existing 
larval and adult hookworm (Ancylostoma caninum and Uncinaria stenocephala) 
infections. 

A. Marketing Status: 

This product may be dispensed only by or on the lawfil order of a licensed 
veterinarian (Rx marketing status). Adequate directions for lay use cannot be written 
because professional expertise is required to properly administer the injection, 
provide adequate instructions for post treatment care, and to monitor the safe use of 
the product, including treatment of any adverse reactions. 

B. Exclusivity: 

This approval does not qualify for marketing exclusivity under section 
5 12(c)(2)(F)(iii) of the Federal Food, Drug, and Cosmetic Act. 

C. Supplemental Applications: 

This supplemental NADA did not require a reevaluation of the safety or effectiveness 
data in the original NADA (2 1 CFR 514.106(b)(2)). 

D. Patent Information: 

The sponsor did not submit any patent information with this application. 
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VII. ATTACHMENTS: 

Labeling: 

a) 	 Package Insert: 
i) 	 20 mL Presentation 
ii) 	 20 mL and 50 mL Presentation 

b) 	 Client Information Sheets: 

i) Back of Package Insert 20 mL Presentation (Code 36706) 

ii) Back of Package Insert 20 mL and 50 mL Presentation (Code 36716) 


c) 	 Vial Labeling: 
i) 	 598 mg Moxidectin Sterile Microspheres 
ii) 	 17 mL Sterile Vehicle 
iii) 1549 mg Moxidectin Sterile Microspheres 
iv) 44 mL Sterile Vehicle 

d) 	Carton Labeling: 
i) 	 Single Pack -20 mL Presentation 
ii) 	 5- Pack -20 mL Presentation 
iii) 10- Pack -20 mL Presentation 
iv) Single Pack - 50 mL Presentation 





NADA 141-189, Approved by FDA 

(moxidectin) 
Sustained Release Injectable for Dogs 

CALmMl 
Federal (U.S.A) law restrictsthis drug to use by or on the order of a licsnsed veterinarian. 

- - - -.-.. . .-.-
ProWart 6 (maridedin) Susklned Release Injectable conslsts ol t ~ ,  a speuflcv~y lormulated separate vlak. Vhl 1 m m n s  10% moxldectln sterile m k m s p h m  and Vial 2 conta~m 
sterile vehkb lor constltutlon wKn Ma l l .  No other dlluent should be used. A clear or translucent awearance of whlcle h nonal. EachmL of constituted druo woduu conta~m 3.4 mo 
moxldsaln, 3.1% glycefyi trlstearate, 2.4% iiydroxmropyl msthyltalkriose, 0.87% sodlum chloide, 0.17% methylparaben, 0.02% prodparaben and 0 .001~~ 'b~a ted  hydrmyloluen~ 
Hydrcchlorlc acid Is used to adlust pH. 

PHARMACOLOGY 
Moxldectln Is a seml-synthetic methorime derlvatlva of nemadactln Mlch is a fermernatlon product 01 Slreptomyces cyensogffseus subspdes noncyanogenus. Moxidedln Is a pe rnc l i c  
16-membered lactone macrolide. 
Mox!ktin has aetMty rssulting In paralysis and death of affncted prasi$s. The stage olthe canlne heartworm affected at the rmmended  dose mte 01 0.17 mg moxldeetlivl(Qbody WIQM 
Is the Ussue l a d  stage. The larval and aduit staOss of thscanine hookworms, Ancylostoma caninurn and UncIneriestmxmphel are s~lsceptlble. 

Fullawing InJectbn with ProHeart 6, peak moxldectin blood levels wlll be observed approxlmstely 7-14 d m  after treabllent. At the end of the six month doslng interval, &dual drug 

concantratlons are negligible. h r d l n p l y ,  little or no drug acwmulatlon Is expectad to m u r  wim repeated admlnktrations. 


lNolcmoNs 

ProHeart 6 Is Indlca$d lor use in dogs s b  months of age and older for the prevention 01 heartworm diseass caused by Dlrnfiiam immMs 

ProHeart 6 h indicated for the treatment of exlstlng kmaland aduit hookworm (Ancylostoma canlnum and Uncinaffa mceph8la) lnfeetlons 


OOSAlE AND ADMINISTRATION 
Froquamy ol  I88imtnen(: ProHeart 6 prevents lnlectlon by D, rmmdsfor slx months. It should be admm&red wnh~n one month of the dog's l~rst exposure to m o s q u h  Follow-up 
beabnents may be olven mry six months tf the dop has continued wosure to mosquitoes and H the dog wntlnuns to be healthy wlthout w ~ M  loss When replacing anather heartworm 

6 should be giwn w 6 l n  one month of & last dose 01 the former medlcatlon. 
. . 

preventive product,~ro~eart 
ProHeart 6 ellmlnatns the larval and adult & ~ e s  of A. caninumand U. stsnocepheb present at the time 01 treabnent. However, persistent effectlwness has not been es$blkhed for thk 
indhtian. Re-Infection wRh A. canlnum and U. ~ o c a p h a b  may occur sooner than 6 months. 
D m :  The recommended subcutaneous dose is 0.05 mL of the constituted suspnsion/kp body wlght (0.0227 mMb.). Thls amount 01 suspsnslon wlll provide 0.17 mg moxtdectin~kg 
bodywelpht (0.0773 mdb.). To ensure accurate doslng, calculate each dose based on the dog's welqht at the tlme 01 treatment. Do not overdose gmwlng pupples in antWplon of their 
expected aduit welght. The lollowlng dosage chart may be used as a gulde. 

DOSABECHART 

InJcdion TecMq8a: The two-part sustained release product must be mked at k s t  30 minutes prior to the intended tlme 01 use (See M)#STllUTIO# PROCEDURES for l n W  mUng 
Instructions). Once conMu$d, swlrl the bottlegently before w r y  use to u d f m i y  re-suspend me mtrospheres. Wlthdraw 0.05 mL of suspsnsionlkp body WIQM Into an approprlmly
shed 6yriw fftted wKn an 1% or 2ffi hypodermlc needle. Dose promptiy aftnr drawing into doslng syrlnge. i1 admlnlstmtlon is delayed, gently roll the doslng syringe prlw to inledon to 
malntaln a unnorm sw~enslon and accurate doslne. 
Uslng aseptr technique, Inject the product subcutaneously In the I& or dpht side of the domum 01 the neckcranhl to the scapula No mom than 3 mL should be aamlnlstered In a slngk 
slte. The locstlon(s) ol each lnjeaion (left or rlgM slde) should be noted so that prlor inl&tbn sites can be ~dentlfled and the next hjmion can be adminlstered on the opposb Jde. 

CO13TRAINMCATIONS 
ProHeart 6 is contraindiied in anlmals previously found to be hypersansitlve to mis drug. 

HUMAN WARNINGS 
Not lor h u m n  888. h pUlhand all dm#s Oul d the f0hd dllldlWl. 
May be slbhtiy Irrhtlng to the e m .  May camsbht  IrrWon to the uppsr respiratory tract H Inhaled. May be harmful li swallowed. I1 wntact with the eyes occurs, rlnsn thoroughiy wlth 
watnr for 15 mlnutes and seek m e d i i  attention Immedlalnly. If accidental lngestlon occurs, contact a Polson Control Gehr or a phyElclan Immedlateiy. The materlal safety data sheet 
(MSDS) w M n s  more detalled occupational salQ Information. 

WARNINGS 
Do IWLedmlnWwR o h d  8 wMln 1montho( V~GCINIIO~.ProHeart 6 should be admlnkdnred wlth cautlon in dws wlth pre-exlstlng alkmlc dlsease, includlno food alkmv. atow. and 
flea a l k r ~  dermatttls. In some cases, anaphylactic reactlornhave rasulted In lvnr dlsease and death Anaphylactk andanaphy!uctold reactiomshould be treated lnimed:atea$)y wnh the& 
measures used to treat nyprssnsmvity readbm to vacclnns and other I n p m l e  products. 
Omrnthoull be g h  Ule C l M  Wonnatbn 8hd lw PmM 8 to mad brlwema In(h almlaYen( mO Oou l l  bo rhW t o  o b m 8  Melr dap  lor ~~l lmg taxlay 
d w a 0 d  In thc 8hOa. Do MIatnrhlo$r RPHaarIO lo do^ who am slct. I tbl lPlttd, UntBfwOlgM or who hwa a hlplwy d vel(fhllm. 

PRECAUTIONS 
ProHeart6 should not be usad more frequently than every 6 months. 
The safety and elbctlveness af ProHeart 6 has not bean evaluated in dogs less than 6 month3 of age. 
Caunon should be used when adminlsterlrtg ProHeart 6 to heartwon p o s h  dogs (See ADVERSE REACTIONS). 
Prior to administration 01 ProHeart 6, dogs should be testedfor exlstlng heartworm Infectlom. i n M  dogs should be treated to remove adult heartworms. ProHeai? 6 is not effectha 
against adult D. immitlsand, whlle the number of circulating mkroflhrlae may decnrasr,following traatment, ProHeart 6 is not effectlvefor mkrofllarks cbarence. 

ADVERSE REACTIONS 
In fleld studles, the followlrtg adverse reaMons were observed In dogs m e d  wtlh ProHeart 6: a n a p w s ,  vomiling, diarrhea (with and without blood), Ilstlessness, welght lm,saizures, 

inJectlon s b  pruritus, and elevated body tempsrature. Does wim cllnlcaliy slgnlllcant w b h t  loss (>lo%) were more likely to experkme a severe adverse reaztlon. 

In a laboratory eflectiveness study, d m  wth 4- and 6monM-old heertworm intectlons experienced vomMng, lethargy and bloody dlarrhea. These signs wnre more severe In the dogs w L  

4-mom-old heamKorm Inkctlom, including one dop thatwas recumknt and requlred suppoi% care, than In the dogs wlth older (6-month-old) Infsctlom. 

P o s l ~Exparlem (March 2088): The following adverse reactions are based on voluntary past-approva! drug experience reporting. The categories are listed In d e m i n g  order of 
irequenc,by body sys$m: 

G-l: Anaphylaxisltold reactions, depressionllethargy, anorexia, fever, welghl loss. 
GPsboInldml: Vomiting (wim and wlthout blood), diarrhea (with and without blood), hypersalivation. 
Naunlglcal: Convulsions, a$xla,trembllng, hlnd limb paresis 

Innrtaloplcal: Utfcaria, headAaebl edema, inlactlon slte p n r m e l l i n p ,  erythema muHbrme. 

Homatolo(lal: Immune-medlatnd hemdytk anemla, leukocylosls, Immune-medlated thmmbocytopenla 

Hoptlc: Elevsted liver enzymns, hepatopathy, hypoprteinemla, hyperbilirubinemia. 

Reapinr(ory: Gyspnea, poiypnea, coughing. 




ProHeart 6 should nat be used more frequently than every 6 months. 
The satsty and etkctlveness of ProHeart6 has not been evaluated In dogs less than 6 months of age. 
Caution should be used when administering ProHeart6 to heartworm positive dogs (See ADVERSE RUCTIONS). 
Prior to admin~slmfionof ProHeart 6, dogs should be tested for existing heartworm Infactlons.infected dogs should be treated to remove aduk hiartworms. ProHeart 6 is nat effective 
against aduk D. lrnrnltlsand,while the number of clrculatlngmkrofilarke may decrease following treatment, ProHeart 6 is not effective for microfllarke clearance. 

ADVEfSE REACTIONS 

In field stbdles, me follow~ngadverse reactions were observed In dogs treated wlth Proheart6: anaphylaxis,vomitng, diarrhea (wthand wkhoul blood), listlessness,weight ioss, seizures. 
injection site prur is ,  and e-d body temperature. Dogs wim cllnlcaily signflcantwelghl ioss (>I 0%) were more likely to experiencea severe adverse reaa~on. 
In a laboratory effedvenessstudy, dogs with 4- and 6-month~idheartwormIntidonsexpehncedvomiting, lethargyand bloody diarrhea. These slgns were more severe Inthe dogs wth 
&month-old h e w o r m  Infections, Including one dog that was recumbent and required suppomvecare, than Inthe dogs wkh older (&month-old) Infections. 
PI&-Approval Experience( M a h  2W):The following adverse reactions are based on voluntary post-approvaldrug experience reporting. Tim categories are listed in decreasing order of 
frequency by body system: 

Genml: Anaphylaxldtoid reactlons, depressiorvlethargy,anorexia, fever, welght loss. 
GssbolntWnel:Vomiting (wimand wkhout blood), diarrhea (withand without blood), hypersallvation. 
Neumlqkal: Convulsions, ataxia, trembling, hind limb paresis 
Oermetalogbl: Urkarla, headnacialedema, injectlon sfte pruriiislswelling,erythema mukiforme. 
Hemoloplcal: Immune-mediated hemoiyllc anemla, IeukDcytosis, immune-mediated thmmbocbtopenia 
Hepatic: Elevated l k r  enzymes, hepatopathy, hypoprotelnemia. hyperbilirublnemla. 
Reaplratoly: Dyspnea, poiypnea, coughing. 

Cardiopulmonary slgns such as coughing and dyspnea may occur In heartworm-posle dogs treated with ProHeart 6. 
In rare sht lons,  death has been reported as an outcome of the adverse events Ilstedabove. 
To report suspectedadverse reactions or to obtaintechnical assistance,call (800) 533-8536. 

ANIMAL SAFETY 
General Safety: PmHeart 6 has been administeredto a wide variety of healthy dogs sb months of age and older, includlng a wide variety of breeds, pregnant and lactating females, 
breeding maies, and ~ermectinsensitivecollles. In clinlcal studles, two gerlath dogs wilh a hlstory of welght loss after Ule inkial ProHeart6 Iniection dled within a month of the second 
6 month Injection. Athird dog who was underweight for Its age and breed and wha had a history of congenitdlproblems experiencedlethargyfollowing the InHial injectlonof ProHeart 6. 
The dog never recoveredand died 3 months later (see WARNINGS). 
ProHeart 6 administered at 3 times the recommended dose In dogs with patent heartworm lnfedlons and up to 5 times the recommended dose In lvermectinsensltlve collles dld not cause 
any adverse reactiom. ProHeart 6 admlnlsteredat 3 times Me recommended dose dld not adversely affect the reproducmgperlwmanceof male or female dogs. ProHeart 6 administered 
up to 5 times the recommendeddose in 7-8 month old pupples dld not cause any sys$mic adwrse effects. 
In well controlled clinical field studles, ProHeart 6 was used in coniunction with a varlety of veterinary products including anthelmintics,antiparaslics,antibiotics, anabslcs, steroids. 
non-sterddalad-infiammatory drugs (NSAIDs), anesthetics and flea control pmducts. 
Injection Sire RmYons: Injection site observations were recorded during etectiiness and safety studies. In clinical studles, ProHeart 6 was administered at six-month Intervals to 
client-owneddogs under field conditions.There were no reports of lnjedon site reactions in these field studies and evaluations of the injection shs  revealed no abnormalltles. 
In a hboratorysafety study, ProHeart6 was administeredat 1,3 and 5 times the mommendeddose to 7-8 month old puppies. InjectlOnsites were clippd to facilitate Obse~ation.Slight 
swellif@edema at the inlectionsite%asobserved in some dogs from all treated groups.These Inlectionsite reactions appeared as quicw as 8 hours post lnjectlonand lasted up to 3 weeks. 
A three-year repeated In idon  study was conducted to evaluatethe safety of up to 6 inlectlons of ProHeart6 administeredat the recommended dose (0.17 mgikg) every 6 months. Mild 
erythemaand lacalked deep subcutlcular thickening were seen In dogs that recelved four lnmons in the same area on the neck and in one dog that receivedtwo Iniwtions In the same 
area on the neck. Micmscopkmluatinn on the lnbction sites fmm all dogs 6 months after the last lniection consktentty showed miid granulomatous pannlculitlswith microvacuolatlon. 
The only adverse reaction seen Mat was not related to the Injection site was weight loss in one dog. 

Some dogs treated with ProHeart 6 in laboratory effectiveness studles developd transient, lacallad inflammatory injection s h  reacHow. These Injection site reactions were visible 
grossly for up to 3 weeks after injection. Hlstologicalty, well-detinedgranulomas were obserwd in some dogs at approximately5 months after 1n)ectlon. 

CONSTmRlONPROCEDURES 
The two-part PmHeart 6 product must be mixed at least 30 minutes prior to the intendedtime of use. 

items neededto constlhjte ProHeart 6: Mlcrospheres (vial 1) Enclosedvent needle (256) 
Sterile 20 mL syringe for transfer ~Tramterneedle (18G or 206) 

A. Constnutlonof the 20 mL vlai product. 
1. Shake the mlcrospherevial to break up any aggregates prior to constfiution. 

2. Using an 18G or 206 needle and sterile syringe withdraw 17.0 mL of the unlque vehicle from the vlal. There Ls mare vehlde 811pplledthen the 
17.0 mL requlmd. 

3. Insertthe enclosed 256 vent needle lnto the microspherevial. 

4. Slowly transferthe vahlcle lnto the microsphere vhl through the stopper usingthe transfer needle and syringe. 

5. Once the vehicle has been added, removethe vent and transfer needles from the micmspherevlal. Dlscard unused vehicle and needles. 

6. Shake the mlcrospherevlal vlgorousty until athoroughly mixed suspension is produced. 

7. Recordthe time and date of mixing on the microspherevial. 

8. Allow suspenslon to stand for at least 30 minutes toallow large air bubbles to dissipate. 

9. Before use, genUy swirlthe mixtureto achieve unnorm suspenslon. The microspheresand vehicle will graduallyseparate on standing. 

Vehicle (vial2) 

10. Cse a 1 mL or 3 a L  syringe and an 18G or 206 nwdlefor dos~n~ .Dose promptlyafter drawing Into ooslng syrqe. d admlndration IS dekyed. 
gentty roll the dosing syringe prror to lnption to maintain a uniform suspenslon and accurate doslng 

11. Refrigeratethe unused product.The constitutedproductremains stable for 4 weeks in a refrigerator.Avoid direct sunlight. 

8. ConstlMlonof the 50 mL vhl pmduct. 
Followthe same instructionsas those for the 20 mL vial except that 44 mL of the unique vehicleshould be transferredinto the moxidectin minosphsre 
vial. 

STORAGE INFORMATION 
Store the unconstnutedproduct at or below 25°C (77'0. Do notexpose to lighl tor extended periods of time. After constitution,the product is stable for 4 week stored under rafrigeratlon 
at 2' to B'C (36' to 46'0. 

HOW SUPPLIED 
PmHeart 6 Is amilable In the following four packagesizes. 
1. Large Slngle Win Pack 3. 5-Pack 

NDC 0856367550- 50 mL vial product NDC 0856-3670-25-20 mL vial product: 
1 - 10% moddedlnsterile mkrospheres - 1549 mg/vial 5 - 10% moxldedln sterilemkmspheres- 598 mmal  
1 - Sterllevehkle- 44 mUvial 5 - Sterile vehae - 17 mUvial 

2. Small Slnple Wln Pa& 4. 10-Pack 
NDC 08~3670-20-20 m~ vial product: NDC 08563670-29 - 20 mL vial product 
1 - 10% moxiddn sterile microspheres- 598 mg/vial 10 - 10% moddddectln sterile mlcrospheres- 598 muvial 
1 - Sterilevehkle - 17 mWal 10 - Sterile vehicle- 17 mWal 

For customer sewice, product intormationor Co obtain a copy of the MSDS, call (800) 533-8536. 
U.S. PatentNo. 4,916,154 and 6,340,671 
B 2008 Fort Dodge Animal Health.All Rlghts Resewed. 

Fort Dodge Animal Health 
Fort Dodge, Iowa 50501 USA 

Revised March 2008 



Client Information 
about ProHearP 6 (moxidectin) 

Pronea l t  6 1prcnc.ncefl P tc -nar l  s.x . 
Generlc name m c r ~ o e c t l n  mox.ee-ceck.1 n 

T h l ~summary conalns Important ln lma l lon  aboul ProHeart 6 You rhould read thls lnlormation brlors 
your vslerinarun admlnlrten ProHean 6 lo your dog and rwlw 1each llms your dog 19 retreated Thls 
Sheel is provlded only as a summary and does no1 t a k  the place ot lnrtrucllonr lrom your veternarian 
Talkto y ~ ~ r ~ e t e r l n a r l a nYOU do 001unbrsl lndany 01 lhbs tnlormatlon or II you want to b o w  moreaboul 
ProHert 6 

Whal is ProHeart 6 and why has my vstsrlnarlan prescribed PmHaarl 6? 

ProHelrt 6 IS an lnlectable paraslllclds that s urrd ln dogr rlx monlnr 01 age and older lo prevent 
heartworm dl-e (0,mfllans ImmlMJ continuourbj lor ra months and lo treat common hookworm 
Infecllonr (Ancylosloma cao!numand Unc!oar,a srbo~eptala) 

What should I discuss wlth my wlsrinarlan before ProHearl6 is prescrlbedl 

Your veterinarian e your best rerourca lor raeammendlng approprlale medicallon1 for your dog It s 
importam to discus your dDpr heallh hlrtary with your veleiloarian la  hurhe can dRlde t ProHeart 6 is 
right lor your dog 

Which d o p  should no1 be treated with PmHearl 6? 

ProH~art6 should not hused m rick, dabllllsted or underwelghl anlmalr Prohean6 rhould be glvenwHh 
311 n BODS *1n p,e-emI r g  a crpr:ose;.na nc .alng pr,. u.9 .aenns eact onr l o w  a erg,  n o 0  

an0 ILea a e q ,  oermal.t& Dupr m u l o  oe lerlsa !or neanrorm oosease p#lof 12 oerg I!ealea * tn 
Prorean€ 1 .0.1 00016519o~nn.etolao.nnean*orm\ .o.r .eer na.anmo.o'~im!na nlsc'ton*!* 
an a~proprlal imediciion bilore admlnlrtenng ProHeart d 

Whal posslble side enecls oi ProHearl 6 should I look lor in my dog? 

Severe allerglc reacllonr (anaphylaxis)' lacla1rwellmg, flchlnp, difllculhl breathlng, cohpre . Lethargy islugp~shness),not ealog or loring inlererl nhod, any change ln adlvity level . Selmres 

Vamrlng andlor dlarrhea (wlh aod wllhoul blood) 
Weaght 10s 
Pale gums. Increasedthlrrl or urtnallon, aeaknes  blsedlng brulrlng 

11 YOU ndlce any 01 t h l e  side MEISor have any c0nmm11shout your den, p l n m  c011e11 YOU, 

velerlnarian as soon sr poss~blo 

Can ProHearl 6 be olwn with other medicines? 

In well-conlrolled Ellnlcal ludler.  Pronean 6 war u r d  sdely m dogr recelvlng mher veternary prod~ctr 
s.tn a9 anlne~mn m  ant M I P E ~ I C Ian1o of CI ara g e s u  stem as n g n - s ~ m o aavt n l ~ m m a l q  
O'.QI hSA Us, anennaltcr ara Ica conlvo pma.nr i # olean 6 r n m o  not oegner *dn n ore monln 
0' .0.1 010 oemc r c c  na so Te .o., .ale, narsr aoo.1 a1 m m  r ner a. na,e c .en .o: aoc r Ine 
p k l  and a iy  mddlclns Iha  you a; plannlng lo use wnh PmHean 6 

. " . "  

How long will ProHearl 6 remain in the body? 

Se.e.8 rP.oles rais inonr tna' 0 ,  Inr en0 at t?e 9.x monln ~ t a l m e n lpen00 1n.1amom, 01 P.osea~I 
rama n ng r Ins Md) ;la0 -ma la m a r i t  An ado lhanr tl.a, armonrllalea lnal a t a r  'o.! colracr.,a 
~rea lmen l~ l le renz? no acCc.m.d 07 01 Plonean F 1 . ~ 1lme 

What else should I know about PmHearl6? 

Thls sheet provlder a summary 01 inlormallon aboul ProHeart 6. 11 you have any gustlonr or concerns 
aboul ProHeart 6, talk lo your velerlmrlan 

Read the packageInsen lor more ntormalon 

To obtan addnlonal lnlormalion vlsll Ihe webs~leel w w  proheart6 com or call 1-877-6PROHEIIRT 
(1-677-677-6432) 



Client Information 
about ProHeartm6 (moxidectin) 

ProHeart 6 (pronounced "Pro-hart" "six") 
Generic name: moxidectin ("mox-ee-deck-tin") 

This summary contains important information about ProHeart 6. You should read this information before 
your veterinarian administers ProHeart 6 to your dog and review it each time your dog is retreated. This 
sheet is provided only as a summary and does not take the place of instructions from your veterinarian. 
Talk to your veterinarian if you do not understand any of this information or if you want to know more about 
ProHeart6. 

What is ProHeart 6 and why has my veterinarian prescribed ProHeart 6? 

ProHeart 6 is an injectable parasiticide that is used in dogs six months of age and older to prevent 
heartworm disease (Dirofilaria immitis) continuously for six months and to treat common hookworm 
infections (Ancylostoma caninum and Uncinaria stenocephala). 

What should I discuss with my veterinarian before ProHeart 6 is prescribed? 

Your veterinarian is your best resource for recommending appropriate medications for your dog. It is 
important to discuss your dog's health history with your veterinarian so he/she can decide if ProHeart6 is 
right for your dog. 

Which dogs should not be treated with ProHeart 6? 

ProHeart 6 should not be used in sick, debilitated or underweight animals. Proheart6 should be given with 
caution in dogs with pre-existing allergic disease, including previous vaccine reactions, food allergy, atopy, 
and flea allergy dermatitis. Dogs should be tested for heartworm disease prior to being treated with 
ProHeart6. If your dog tests positive for adult heartworms, your veterinarian should treat the infection with 
an appropriate medication before administering ProHeart6. 

What possible side effects of ProHeart 6 should I look for in my dog? 

Severe allergic reactions (anaphylaxis): facial swelling, itching, difficulty breathing, collapse 
Lethargy (sluggishness), not eating or losing interest in food, any change in activity level 
Seizures 
Vomiting and/or diarrhea (with and without blood) 

Weight loss 
Pale gums, increased thirst or urination, weakness, bleeding, bruising 

If you notice any of these side effects or have any concerns about your dog, please contact your 
veterinarian as soon as  possible. 

Can ProHeart 6 be given with other medicines? 

In well-controlled clinical studies, ProHeart 6 was used safely in dogs receiving other veterinary products 
such as anthelmintics, antiparasitics, antibiotics, analgesics, steroids, non-steroidal anti-inflammatory 
drugs (NSAIDs), anesthetics, and flea control products. Proheart 6 should not be given within one month 
of your dog being vaccinated. Tell your veterinarian about all medicines you have given your dog in the 
past, and any medicines that you are planning to use with ProHeart 6. 

How long will ProHeart 6 remain in the body? 

Several studies have shown that by the end of the six-month treatment period, the amount of ProHeart 6 
remaining in the body is too small to measure. An additional study demonstrated that after four consecutive 
treatments there was no accumulation of ProHeart 6 over time. 

What else should I know about ProHeart 6? 

This sheet provides a summary of information about ProHeart 6. If you have any questions or concerns 
about ProHeart 6, talk to your veterinarian. 



Pale gums, increased thirst or urination, weakness, bleeding, bruising 

If you notice any of these side effects or have any concerns about your dog, please contact your 
veterinarian as soon as possible. 

Can ProHeart 6 be given with other medicines? 

In well-controlled clinical studies, ProHeart 6 was used safely in dogs receiving other veterinary products 
such as anthelmintics, antiparasitics, antibiotics, analgesics, steroids, non-steroidal anti-inflammatory 
drugs (NSAIDs), anesthetics, and flea control products. Proheart 6 should not be given within one month 
of your dog being vaccinated. Tell your veterinarian about all medicines you have given your dog in the 
past, and any medicines that you are planning to use with ProHeart 6. 

How long will ProHeart 6 remain in the body? 

Several studies have shown that by the end of the six-month treatment period, the amount of ProHeart 6 
remaining in the body is too small to measure. An additional study demonstrated that after four consecutive 
treatments there was no accumulation of ProHeart6 over time. 

What else should I know about ProHeart 6? 

This sheet provides a summary of information about ProHeart 6. If you have any questions or concerns 
about ProHeart 6, talk to your veterinarian. 

Read the package insert for more information. 

To obtain additional information visit the website at www.proheart6.com, or call 1-877-6PROHEART 
(1-877-677-6432). 

Fort Dodge Animal Health 
Fort Dodge, Iowa 50501 USA 

Revised April 2008 



Client lnformation 
about ProHearP 6 (moxidectin) 

ProHeart 6 (pronounced"Pro-hart" "six") 
Generic name: rnoxidectin ("mox-ee-deck-tin") 

This summary conlalns lmporlant informat~onabout ProHeart 6 You should read thls lnlormatlon before 
your veterlnarlanadmlnisten ProHearl6 to your dog and revlew ~teach tlme your dog Is retreated This 
sheet IS provided only as a summary and does not fake the pbce of instructions from your velerlnarlan 
Talkto yourveterinarlan lfyou do not understandany of thls lnlormatlon or l l p u  want to know more aboul 
ProHeart 6 

What is ProHeart 6 and why has my veterlnarlan prescrlbed ProHeart 6? 

PrOHeart 6 IS an lnjeclable paraslticlde mat IS used In dogs SIX months 01 aQeand older to prevent 
heartworm disease (Dlrofilar!a rmmitlsj conhnuously tor SIX months and to treat common hookworm 
tntectlons (Ancylosfoma canlnum and Uncrrlaria sfenocephala) 

What should I discuss wlth my vetarinarian bafore PraHeart 6 is prescrlbed? 

Your veterlnar~anIS your best resource for recommending approprlate medications lor your dog. It 1s 
important to discuss your dog's health hlslory wit11your veterlnarlan so hehhe can declde lf ProHeart6 1s 
rlQhtfor your dog 

Which dogs should not be treated with PraHeart 6? 

ProHeart 6 should no1 be used In sick, debiluted or underwelghtanlmals Proheart 6 should be Qlvenwlth 
cautlon ~ndops wlth pre-exlsbnpallergic dlsease, including prevlous vacclne reactlons.lood allergy, atopy, 
and Ilea allerQy dermabtls Oops should be tested lor heartworm dlsease prlor to being treated wlth 
Proneart6 If your dog tests posillve for adult heartworms,yourvelerlnarlan shouldtreatthe lnfecllon wlth 
an approprlale medlcatlon before admlnlsterlllg ProHeart 6 

What possible side enects of ProHeart 6 should I look for In my dog? 

Ssvere aIlsrQlcreactions (anaphylax~s)-bc l a  swelllng. ltchlng, dlfflculty breathlng.collapse . Lethargy (slugg~shness),not eatlng or losing Interest n food, any change ~nactlvlty level . seizures . Vomltinp andlor dlarrhea (wlth and wnhout blood) . weipllt loss . Pale gums. Increasedthus1or urlnatlon. weakness. bleedlng. brulslng 

I1 you nollce any of these side elleclr or have any concerns ebout your dog, pleare conlacl your 
veterlnarlan as soon as oosrlble 

Can PraHeart 6 be glven with other mediclnes? 

In well-controlled cllnlcal studles. ProHeart 6 was used safely ln dops recelvlngother veterinary products 
such as anmelmlntlcs, antImraslBcs, antiblollcs, analaeslcs, nerolds. non-stero~dalantl.lnflammatorv 
drugs (NSAIDs), anssthetlcs'and Ilea control pmducb -proheart6 should not be glven wlthin one month 
01your dop belng vaccinated Tell your veterlnarlan about all medtclner you have glvsn your dog ln the 
past, and any medlclnes that you are plannlnp to use with ProHeart 6 

How long will PraHeart 6 remain in the body? 

Several studles have shown (hat by the end of Vls SIX-monthtreatment psrlod. the amount of ProHeart6 
remalnlngIn the body 1s too small to measure An additional study demonrtiatsd that after four consecutive 
treaments there was no accumulation of ProHeart6 over tlme 

What else should I know aboul ProHeart 6?  

This sheet provldes a summary 01 Intormation about ProHeart 6 11you have any quertlons or concerns 
about ProHeart 6, lalk 10 your vetsrlnarian 

Read ms package Insert for more llilormatlon 

TO oblain addllonal lnformation v!st the webslte at w w  proheart6com or call 1-877-6PROHEART 
(1-877-677-64321 

Fort Dodge Anlmal Health 
Fofl M w ,  low 50501 UM 

Revised ADrlI 2008 



Client Information 
about ProHeartB6 (moxidectin) 

ProHeart 6 (pronounced "Pro-hart" "six") 
Generic name: moxidectin ("mox-ee-deck-tin") 

This summary contains important information about ProHeart 6. You should read this information before 
your veterinarian administers Protieart 6 to your dog and review it each time your dog is retreated. This 
sheet is provided only as a summary and does not take the place of instructions from your veterinarian. 
Talk to your veterinarian if you do not understand any of this information or if you want to know more about 
ProHeart 6. 

What is ProHeart 6 and why has my veterinarian prescribed ProHeart 6? 

Protieart 6 is an injectable parasiticide that is used in dogs six months of age and older to prevent 
heartworm disease (Dirofilaria immitis) continuously for six months and to treat common hookworm 
infections (Ancylostoma caninum and Uncinaria stenocephala). 

What should 1 discuss with my veterinarian before ProHeart 6 is prescribed? 

Your veterinarian is your best resource for recommending appropriate medications for your dog. It is 
important to discuss your dog's health history with your veterinarian so he/she can decide if ProHeart 6 is 
right for your dog. 

Which dogs should not be treated with ProHeart 6? 

ProHeart 6 should not be used in sick, debilitated or underweight animals. Proheart 6 should be given with 
caution in dogs with pre-existing allergic disease, including previous vaccine reactions, food allergy, atopy, 
and flea allergy dermatitis. Dogs should be tested for heartworm disease prior to being treated with 
ProHeart 6.If your dog tests positive for adult heartworms, your veterinarian should treat the infection with 
an appropriate medication before administering ProHeart 6. 

What possible side effects of ProHeart 6 should I look for in my dog? 

Severe allergic reactions (anaphylaxis): facial swelling, itching, difficulty breathing, collapse 
Lethargy (sluggishness), not eating or losing interest in food, any change in activity level 

Seizures 
Vomiting and/or diarrhea (with and without blood) 

Weight loss 
Pale gums, increased thirst or urination, weakness, bleeding, bruising 

If you notice any of these side effects or have any concerns about your dog, please contact your 
_ _ _ * _ _ 1 _ _ _ 1 _ _  _ _  ---- -- ----:LI-



ProHeart6 should not be used in sick, debilitated or underweight animals. Proheart 6 should be given with 
caution in dogs with pre-existing allergic disease, including previous vaccine reactions, food allergy, atopy, 
and flea allergy dermatitis. Dogs should be tested for heartworm disease prior to being treated with 
ProHeart 6. If your dog tests positive for adult heartworms, your veterinarian should treat the infection with 
an appropriate medication before administering ProHeart 6. 

What possible side effects of ProHeart 6 should I look for in my dog? 
Severe allergic reactions (anaphylaxis): facial swelling, itching, difficulty breathing, collapse 
Lethargy (sluggishness), not eating or losing interest in food, any change in activity level 

Seizures 
Vomiting and/or diarrhea (with and without blood) 

Weight loss 
Pale gums, increased thirst or urination, weakness, bleeding, bruising 

If you notice any of these side effects or have any concerns about your dog, please contact your 
veterinarian as soon as possible. 

Can ProHeart 6 be given with other medicines? 

In well-controlled clinical studies, ProHeart 6 was used safely in dogs receiving other veterinary products 
such as anthelmintics, antiparasitics, antibiotics, analgesics, steroids, non-steroidal anti-inflammatory 
drugs (NSAIDs), anesthetics, and flea control products. Proheart6 should not be given within one month 
of your dog being vaccinated. Tell your veterinarian about all medicines you have given your dog in the 
past, and any medicines that you are planning to use with ProHeart 6. 

How long will ProHeart 6 remain in the body? 

Several studies have shown that by the end of the six-month treatment period, the amount of ProHeart 6 
remaining in the body is too small to measure. An additional study demonstrated that after four consecutive 
treatments there was no accumulation of ProHeart 6 over time. 

What else should I know about ProHeart 6? 

This sheet provides a summary of information about ProHeart 6. If you have any questions or concerns 
about ProHeart 6, talk to your veterinarian. 

Read the package insert for more information. 

To obtain additional information visit the website at www.proheart6.com, or call 1-877-6PROHEART 
(1477-677-6432), 

Fort Dodge Animal Health 
Fort Dodge, Iowa 50501 USA 

Revised April 2008 
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ALL ELECTRONIC ARTWORK IS THE PROPERTY OF, AND MUST BE RETURNED TO FORT DODGE ANIMAL HEALTH. 

NDC 0856-3670-50 	 ProHeart6 is indicated for use in dogs six months of age and 
older for the prevention of heartworm disease caused by 
Dirofilaria jmmfijs and for the treatment of existing larval and 
adult hookworm (Ancylostoma caninum and Uncinaria 

(rnoxidectin) 	
stenocephala) infections. 
There is more vehicle supplied than required for constitution. 

Sustained Release Injectabletor Dogs Read accompanying package insert carefully before use. 
SterileVehide 

Store unconstiuted product at or below 25°C (77°F). Do not 
44 mL expose to light for extended periods of time. After constitution, 

To be used to constitute rnoxidectin the product is stable for 4 weeks stored under refrigeration at 
microspheres. 2" to 8°C (36" to 46°F). 

CAUTION: Federal (U.S.A.) law restricts U.S.Patent No. 4,916,154 and 6,340,671this drug to use by or on the order of 
a licensedveterinarian. Fort Dodge Animal Health 

NADA 141-189, Approved by FDA Fort Dodge, Iowa 50501 USA 
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CONTRAINDICATIONS: ProHeart 6 is 
contraindicated in animals previously 
found to be hypersensitive to this drug. 

DESCRIPTION: ProHeart 6 consists of 
two separate vials. Vial 1 contains 10% 
moxidectin sterile microspheres and 
Vial 2 contains a specifically formulated 
sterile vehicle for constitution with 
Vial 1. No other diluent should be used. A 
clear or translucent appearance of the 
vehicle is normal. Each mL of constituted 
drug product contains 3.4 mg 
moxidectin, 3.1 % glyceryl tristearate, 
2.4% hydroxypropyl methylcellulose, 
0.87% sodium chloride, 0.1 7% 
methylparaben, 0.02% propylparaben 
and 0.001 % butylated hydroxytoluene. 
Hydrochloric acid is used to adjust pH. 

DOSE: The recommended subcutaneous 
dose is 0.05 mL of the constituted 
suspensionlkg body weight (0.0227 
mUlb.). This amount of suspension will 
provide 0.1 7 mg moxidectinlkg body 
weight (0.0773 mgllb.). 

WARNINGS: Do not administer ProHearl6 within 1month of vaccinations. ProHeart 6 should be administered 

with caution in dogs with pre-existing allergic disease, including food allergy, atopy, and flea allergy dermatitis. 

In some cases, anaphylactic reactions have resulted in liver disease and death. Anaphylactic and anaphylactoid 

reactions should be treated immediately with the same measures used to treat hypersensitivity reactions to 

vaccines and other injectable products. 

Owners should be given the Client Information Sheet for ProHeaff 6 to read before the drug is administered 

and should be advised to obsenre their dogs for potential drug toxicity described in the sheet. Do not 

administer ProHeart 6 to dogs who are sick, debilitated, underweight or who have a history of weight loss. 


PRECAUTIONS: ProHeart 6 should not be used more frequently than every 6 months. 

The safety and effectiveness of ProHeart 6 has not been evaluated in dogs less than 6 months of age. 

Caution should be used when administering ProHeart 6 to heartworm positive dogs (See ADVERSE REACTIONS). 

Prior to administration of ProHeart 6, dogs should be tested for existing heartworm infections. Infected dogs 

should be treated to remove adult heartworms. ProHeart 6 is not effective against adult D. immitis and, while 

the number of circulating microfilariae may decrease following treatment, ProHeart 6 is not effective for 

microfilariae clearance. 


ADVERSE REACTIONS: In field studies, the following adverse reactions were observed in dogs treated with 

ProHeart 6: anaphylaxis, vomiting, diarrhea (with and without blood), listlessness, weight loss, seizures, 

injection site pruritus, and elevated body temperature. Dogs with clinically significant weight loss (>lo%) were 

more likely to experience a severe adverse reaction. 

In a laboratory effectiveness study, dogs with 4- and 6-month-old heartworm infections experienced vomiting, 

lethargy and bloody diarrhea. These signs were more severe in the dogs with 4-month-old heartworm infections, 

including one dog that was recumbent and required supportive care, than in the dogs with older (6-month-old) 

infections. 


Post-Approval Experience (March 2008): The following adverse reactions are based on voluntary post-approval 

drug experience reporting. The categories are listed in decreasing order of frequency by body system: 


General: Anaphylaxishoid reactions, depression/lethargy, anorexia, fever, weight loss. 
Gastrointestinal: Vomiting (with and without blood), diarrhea (with and without blood), 
hypersalivation. 
Neurological: Convulsions, ataxia, trembling, hind limb paresis 
Dermatological: Urticaria, headhacial edema, injection site pruritislswelling, erythema multiforme. 
Hematological: Immune-mediated hemolytic anemia, leukocytosis, immune-mediated thrombocytopenia 
Hepatic: Elevated liver enzymes, hepatopathy, hypoproteinemia, hyperbilirubinemia. 
Respiratory: Dyspnea, polypnea, coughing. 

Cardiopulmonary signs such as coughing and dyspnea may occur in heartworm-positive dogs treated with 

ProHeart 6. In rare situations, death has been reported as an outcome of the adverse events listed above. 

To report suspected adverse reactions or to obtain technical assistance, call (800) 533-8536. 
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WARNINGS: Do not administer ProHeart 6 within 1month of vaccinations. ProHeart 6 should be administered with 

caution in dogs with pre-existing allergic disease, including food allergy, atopy, and flea allergy dermatitis. In some 

cases, anaphylactic reactions have resulted in liver disease and death. Anaphylactic and anaphylactoid reactions should 

be treated immediateiy with the same measures used to treat hypersensitivity reactions to vaccines and other injectable 

products. 


Owners should be given the Client Information Sheet for ProHeaP 6 to read before the drug is administered and 

should be advised to observe their dogs for potential drug toxicity described in the sheet. Do not admlnister 

ProHeart6 to dogs who are sick, debilitated, underweight or who have a history of weight loss. 


PRECAUTIONS: ProHeart 6 should not be used more frequently than every 6 months. 

The safety and effectiveness of ProHeart6 has not been evaluated in dogs less than 6 months of age. 

Caution should be used when administering ProHeart6 to heartworm positive dogs (See ADVERSE REACTIONS). 

Prior to administration of ProHeart 6, dogs should be tested for existing heartworm infections. Infected dogs should be 

treated to remove adult heartworrns. ProHeart 6 is not effective against adult D. immitis and, while the number of 

circulating microfilariae may decrease following treatment, ProHeart 6 is not effective for microfilariae clearance. 


ADVERSE REACTIONS: In field studies, the following adverse reactions were obse~ed in dogs treated with ProHeart 6: 

anaphylaxis, vomiting, diarrhea (with and without blood), listlessness, weight loss, seizures, injection site pruritus, and 

elevated body temperature. Dogs with clinically significant weight loss (>lo%) were more likely to experience a severe 

adverse reaction. 

In a laboratory effectiveness study, dogs with 4- and 6-month-old heartworrn infections experienced vomiting, lethargy 

and bloody diarrhea. These signs were more severe in the dogs with 4-month-old heartworm infections, including one 

dog that was recumbent and required supportive care, than in the dogs with older (6-month-old) infections. 

Post-Approval Experience (March 2008): The following adverse reactions are based on voluntary post-approval drug 

exoerience reoortina. The cateaories are listed in decreasina order of freouencv bv bodv svstem: 
' 

~enerai: ~naphylaxishoii reactions, depression/leth&@y, anorexia, fever;weight iosi. 
Gamintestlnal: Vomitina (with and without blood), diarrhea (with and without blood), - .  
hypersalivation. 
Neurological: Convulsions, ataxia, trembling, hind limb paresis 
~e rmatao~ ica l :Urticaria, headfiacial edema, injection site pruritislswelling, erythema multiforme. 

Hematological: Immune-mediated hemobtic anemia. leukocvtosis, immune-mediated 

thrombo$openia 

Hepatic: Elevated liver enzymes, hepatopathy, hypoproteinemia, hyperbilirubinemia. 

Respiratory: Oyspnea, poiypnea, coughing. 


Cardiopulmonary signs such as coughing and dyspnea may occur in heartworm-positive dogs treated with ProHeart 6. 

In rare situations, death has been reported as an outcome of the adverse events listed above. 

To report suspected adverse reactions or to obtain technical assistance, call (800) 533-8536. 


I 
IINDICATIONS: ProHeart 6 is indicated - NDC 0856-3670-E 

for use in dogs six months of age and 
older for the prevention of heartworm 
disease caused by Dirofilaria immitis. 
ProHeart 6 is indicated for the treatment 
of existing larval and adult hookworm 
(Ancylostoma caninum and Uncinaria 
stenocephala) infections. 
STORAGE: Store unconstituted product 
at or below 25°C (77°F). Do not expose 
to light for extended periods of time. 
After constitution, the product is stable 
for 4 weeks stored under refrigeration 
at 2" to 8°C (36"to 46°F). 1 Vial 
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I- CONTRAINDICATIONS: ProHeart 6 is j \ 
s of ageand i i contraindicated in animals previously 
f heartworm i FORT DODGE ANIMAL HEALTH ;- found to be hypersensitive to this drug. ! 
sria immitis. ! I I 


I ; DESCRIPTION: ProHeart 6 consists of i
the treatment i ; two separate vials. Vial 1 contains 10% i 

It hookworm i i moxidectin sterile microspheres and j 


I sterile vehicle for constitution with Vial 1. ! 
i d  Uncinaria i i Vial 2 contains a specifically formulated ! 


:uted product ! ! No other diluent should be used. A clear !Pr~Heart"6o not expose I ! or translucent appearance of the vehicle is I 


ods of time. ! normal. Each mL of constituted drug 

3uct is stable i (moxidectin) ! product contains 3.4 mg moxidectin, i 

refrigeration i !I 3.1% glyceryl tristearate, 2.4% i 


I 1 Vial o f  Moxidectin Sterile Microspheres 1549  m g  I- hydroxypropyl methylcellulose, 0.87% i 

;,I54 and I 1 Vial o f  Sterile Vehicle 44 m L  -I sodium chloride, 0.17% methylparaben, i 


I 1Vent Needle ; 0.02% propylparaben and 0.001% i 

I ; butylated hydroxytoluene. Hydrochloric _i


ma1 Health. i CAUTION: Federal (U.S.A.) l aw  restr ic ts  th is  d rug  t o  i acid is used to adjust pH. I 


ved. I use by o r  o n  the  order o f  a l icensed veterinarian. I I 


I 
Read accompanying package insert carefully before use. 

; DOSE: The recommended subcutaneous i 
I i dose is 0.05 mL of the constituted 

I i suspensionkg body weight (0.0227 ! 

I mVlb.). This amount of suspension will ! 

I 
 Fort Dodge Animal Health ! provide 0.17 mg moxidectinlkg body ! 


Fort Dodge, Iowa 50501 USA ! weight (0.0773rng/lb.).
I 
I I 
I NADA 141-189, Approved by FDA I 
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