
FINDING OF NO SIGNIFICANT  IMPACT 

f o r  

HalofuginoneHydrobromide(Stenorol@ Premix ) 
forReplacementCageLayingChickensand 

Replacement Broiler Chickens

NADA 130-95 1 

Hoechst-RousselAgri-VetCo. 
Somerville, New Jersey 

TheCenterforVeterinaryMedicinehascarefullyconsideredthepotential 
environmentalimpact of thisaction and has  concludedthat it willnothavea 
significanteffectonthequality of thehumanenvironmentandthat an 
environmentalimpact therefore not preparedstatement willbe 

Hoechst-RousselAgri-Vet Co., asthe United StatesagentforRoussel-Uclaf of 
Paris,France, requested of supplemental animaldrughas approval a new 
application(NADA)fortheuse of halofuginonehydrobromideinreplacement 
cagelayingchickens and replacementbroilerbreeders.Theproductwillbe 
administeredtobroilerbreedersandlayingchickens of up to 16 and 20weeks 
of agerespectively, at the previously  approved2.72g/tonfeedlevelandfor 
thepreviouslyapprovedindications(21 CFR 558.265). Theactiveingredient, 
halofuginonehydrobromide,willbemanufacturedintheRousselUclaf 
factory, France.active will beNeuville-sur-Saone, The ingredient then 
coated by DanoChemo A/S, inBallerup,Denmark. The premix  containing 
halofuginonehydrobromide will be manufactured by Merck & Co., Inc., inSt. 
Louis.Missouri. 

Hoechst-RousselAgri-Vet Co. hasfiledtheattachedenvironmentalassessment 
report,(EA)datedJune1991,whichincludestheresultsfromthepreviously 
approvedstudies. In addition,  the EA indicates  thattheactiveingredientis 
manufacturedin with governmentcomplianceFrench environmental 
regulations(includingoccupational) and thatthecoatingfacility inDenmark 
and premixmanufacturerinthe United Stateswillbeincompliancewith 
applicableFederal,State and localrequirements. A materialsafetydatasheet 
(MSDS) forhalofuginonehydrobromideincludedintheEA,contains 
precautionstobetakenduringmanufacture of theproductwithinstructions 
forprotectivegear and firstaidmeasures. 

Halofuginoneistoxictoaquaticorganisms in partperbillionconcentrations. 

It has been foundto be an ocular and dermal  irritant. The premix and final 

finishedfeedarelabeledtohelp avoid unintentionalanduninformed 

exposurestohumans and aquaticlife. 
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Attachment: Environmental Assessment, dated June, 1991.  


