
FINDING OF NO  SIGNlFlCANT IMPACT 

f o r  

GALLIMYCIN injectable)(erythromycin 
forCattle 

Sanofi	AnimalHealth,Inc. 
OverlandPark, KS 

TheCenterforVeterinaryMedicinehascarefullyconsideredthepotential 
environmentalimpactofthisactionandhasconcludedthatthisaction 	 will not 
havea effectthe of human andsignificant on qualitythe environment that 
anenvironmental statement will beimpact therefore not 	 prepared. 

SanofiisrequestingtheapprovalofasupplementalNADAtorevisethe 
labelingofGALLIMYCIN(erythromycin200mg/ml)Injectabletoincludeonly 
theNationalAcademyofScience/NationalResearchCouncil 	 - DrugEfficacy 
StudyImplementation(DESI)labeling.TheDESIindication 	 is forthetreatment 
ofbovinerespiratorydisease(shipping 	 fever complexandbacterial 
pneumonia) with microorganisms. dosage beassociated specific The will 
increasedfrom2mg/poundbodyweight to 4 mg/poundbodyweight,andthe 
durationoftreatmentwillbelimitedtonomore than fivedays. 

Theamount of erythromycinintroducedinto.theenvironmentunderthe 
proposedlabel is expectedtobeless than thatintroducedfromprevioususes. 
This is because, 1) theproposedlabelingreducesthenumber of claimsand, 2) 
someofthepreviousindicationsrequiredtreatments 	 of longerdurationthan 
would bepermittedundertheproposedlabeling.Therefore,theprimary 
environmentalconcern is todemonstratethatthemanufacturingofthe 
product is expectedhavesignificant on environment.not to a impactthe 

In supportofthesupplement,Sanofihasprovidedtheattachedenvironmental 
assessment (EA) thatwassignedonMay 1, 1992.The EA includes an EA from 
the bulkmanufacturer,AbbottLaboratories,and anEAfrom the finished 
manufacturer, Ingelheim, The and EAsBoehringer Ltd. Abbott Boehringer 
provideadequateinformationconcerningthecontrolofsolid,liquidand 
gaseouswasteandoccupationalexposures to determinethatthemanufacture 
of thebulkandfinisheddrugproduct is notexpected to haveasignificant 
impactontheenvironment.Additionally,theSanofi EA providesan 
assessment of thefateandpotentialeffectsfromtheproposeduse.The 
informationprovided in addition to theexpectedreduction in environmental 
introductions of erythromycinaresufficient to concludethattheproposeduse 
of theproducttotreatbovinerespiratorydisease is notexpectedtohavea 
significant onenvironment.impactthe 
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