


' ECO ANIMAL HEALTH 
ECOVtECT'7N 2% INJECTION FOR CA1'1'LE ANI') SWINE 

only the strength (2% instead of 1%) and dose volume ('one half that of'the innovato 
rproduei) while maintaining the same dose level of the approved new aiinial drug . 

The proposed 2% ivermectin generic product is a true solution and contains the same 
active and inactive ingredients in the same concentration as the innovator product, except 

; far the ivennectin active ingredient which is present at '~% instead of 1 °% and will be 
- dosed at one half the volume of the innovator product. 

A. Dosage Form : As indicated above, 22~`~o ivermectin injection for cattle and swine is 
provided as a ready-to-use sterile soiution for injection as is the innovator product. 

B. Route of Administration : 2°,% zyerme:ctin injection for cattle and swine is intended 
for subcutaneous injection as is the innovator product. 

C. Recommended Dosages : 

In cattle, the 2% ivermectin generic injection is formulated to provide the same 
recommended dose level of 200 mcg ivermectin/kilogram of body weight in cattle when 
`given subcutaneously at the rate of 0.5 naL/110 lb (50 kg). 

In swine, 2% ivermectin generic injection is formulated to deliver the recommended 
dose level of 300 mcg iverrnectinlkilogram body weight when given su~scutaneously 
in the neck at the rate of 0.5 mL/ i S lb . (33 kg). 

Thus the ivermectin generic product at 2v/o ivennectin strength mid one-half the dose 
volume provides the same dose level as the 1% iver~-nectin innovator product. 

The labeling for the 2% ivei-mectin generic solution will be identical to the pioneer 
Ivomec ®R Injection for Cattle and Swinc labeling with the exception of the substitution of 
ECQ Animal Health's product name (to be determined), company nanle and address, and 
for the increased strength and decreased dose volume discussed above. 

The indications for use will include the indications in the original NADA 128-409 and 
any approved supplements that are not subject to exclusivity at the time of ANADA 
approval . 

A copy of the innovator package insert is attached as Appendix A as aid in this review. 

Co Environmental impact 

ECO Animal Health believes that this petition is subject to categorical exclusion under 
2 1 CFR25 024. 

D. Economic impact 

An economic impact analysis will be provided if requested after review of this petition . 
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