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the product label does not bear a statement of the approved indications nor the directions
for use described in 21 CFR 558.355(f) as required by 21 CFR 201.5. Second, the
product label must also bear the following warning statements:

“Do not allow horses or other equines access to formulations containing monensin.
Ingestion of monensin by equines has been fatal.”[21 CFR 558.355 (6)] and [21 CFR
558.355 (8)]

“Monensin medicated cattle feed is safe for use in cattle only. Consumption by .
unapproved species may result in toxic reactions.” [21 CFR 558.355 (7)(i)] and [21 CFR-
558.355 (8)]

“Do not exceed the levels of monensin recommended in the feeding directions, as
reduced average daily gains may result.” [21 CFR 558.355 (7)(v)] and [21 CFR 558.355

®]

If your product is distributed solely within the Commonwealth of Puerto Rico, you may
translate the above statements into Spanish as described in 21 CFR 201.15 (c)(1).

Please notify the San Juan District office in writing, within 15 working days of receipt of
this letter, of the specific steps you have taken to correct the noted violations; including
an explanation of each step being taken to prevent the recurrence of these or similar
violations.

Your reply should be sent to the Food and Drug Administration, San Juan District Office,
466 Fernandez Juncos Ave., San Juan, Puerto Rico, 00901-3223,
Attention: Steven B. Barber, Acting Compliance Officer.
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Mildred R. Barber
District Director



