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FINDING OF NO SIGNIFICANT IMPACI' 

f o r  

IVOMEC@ Premix for Swine SEF 2 3 1993 
NADA 140-974 

Merck & Co., Inc. 

Rahway, NJ 


TheCenterforVeterinaryMedicinehascarefullyconsideredthepotential 
environmentalimpactofthisactionandhasconcludedthatthisactionwillnot 
have a significanteffectonthequalityofthehumanenvironmentandthatan 
environmentalimpactstatementthereforewillnot be prepared. 

Merck & Co. hasrequestedapproval of NADA140-974fortheuseofivermectin 
forthetreatmentandcontrolofendo- and ectoparasitesinswinethrough 
medicatedfeed.Therecommendeddoseis 2 ppm or approximately 100 Bg/kg 
bodyweightperdayforsevenconsecutivedays.Approximatelyone-forthof 
theswinepopulationintheUnitedStates is treatedwiththeinjectable 
formulationofivermectin.Additionaluseofthepremixformulationinfeed is 
estimatedtoextendtotaluseofivermectintoapproximatelyone-thirdofthe 
swinepopulation. 

Insupport of theNADA, Merck & Co. has  submitted'acertifiedenvironmental 
assessment(EA,dated July 15, 1991; copyattached)under 21 CER 25.31a(a)as 
requiredforanimaldrugs.TheEAincludesinformationconcerningthe 
introductionofsubstancesintotheenvironmentfor the siteofproductionof 
theactiveingredientandfinishedproduct in Danville,PA;Barceloneta.PR;and 
Haarlem,Holland.The EA citesapplicableenvironmentallawsandregulations 
andstatesthatallfacilitiesare in compliancewiththeenvironmentalcontrol 
regulations.Fate and effects  dataare used in  theEAtodevelopahazard 
assessmentforterrestrialandaquaticecosystems. 

AppendixB of theEAprovidesMaterialSafetyDataSheets(MSDSs) for 
Avermectin in Broth;AvermectinSpentBroth,Detoxified;AvermectinPure; 

Ivermectin; and IVOMECBTypeA MedicatedArticle(Premix). The firm states 

thatplantpersonnelhaveMSDSsavailableforreviewandthatmanufacturing 

isincompliance withapplicableoccupationalsafetyactsandregulations. 


The proposed  useofIVOMEC@Premixforthetreatmentandcontrolofendo-and 

ectoparasites in swine would notbeexpectedtocausesignificant 

environmentalimpacts.Submittedshowprojected
data that ivermectin 
concentrations in theenvironmentarebelowdemonstratedeffectlevels in 
variousspecies andthat degradation of theselevelswould be expected. 
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%ate’ Preparer, Environmental Sciences Staff, HFV- 152 

tion Officer, HFV-135 
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Chief,ate Environmental SciencesStaff,HFV-152 

Attachment:Environmental Assessment, dated July 15. 1991. 


