Actions Taken by FDA Center for Veterinary Medicine

The following corrections or additions to the list were completed in February 2018.

Original Approvals

This section displays the original approval. To read the complete approval, please refer to 21 CFR Parts
500 and the related Federal Register notices.

NADA Number: 141-482

Trade Name:
Ingredients:
Sponsor:
Approval Date:
Status:

Route:
Species:

Drug Form:

Concentration:

Indications:

Robenz® and LINCOMIX®

Robenidine hydrochloride and lincomycin

Zoetis Inc.

February 28, 2018

VFD

Oral

Broiler chickens

Type A medicated articles to be used in the manufacture of Type C medicated
feeds

30 g/Ib Robenidine hydrochloride; 20 or 50 g/lb lincomycin (as lincomycin
hydrochloride agricultural grade)

As an aid in the prevention of coccidiosis caused by Eimeria mivati, E. brunetti,
E. tenella, E. acervulina, E. maxima, and E. necatrix, and for the control of
necrotic enteritis caused or complicated by Clostridium spp. or other organisms
susceptible to lincomycin in broiler chickens.

NADA Number: 141-483

Trade Name:
Ingredients:
Sponsor:
Approval Date:
Status:

Route:
Species:

Drug Form:

Concentration:

Indications:

Deccox® and LINCOMIX®

Decoquinate and lincomycin

Zoetis Inc.

February 28, 2018

VFD

Oral

Broiler chickens

Type A medicated articles to be used in the manufacture of Type C medicated
feeds

27.2 g/lb decoquinate; 20 or 50 g/Ib lincomycin (as lincomycin hydrochloride
agricultural grade)

For the prevention of coccidiosis caused by Eimeria tenella, E. necatrix, E.
acervulina, E. maxima, E. mivati, and E. brunetti, and for the control of necrotic
enteritis caused or complicated by Clostridium spp. or other organisms
susceptible to lincomyecin in broiler chickens.

Sponsor Name Change

Previous Name:

New Name:

JBS United Animal Health Il LLC

United-AH II, LLC

Patent Additions

NADA Number: 141-339

Patent number: 9351818
Expiration Date: September 30, 2024

Patent number: 9757425
Expiration Date: April 23, 2030

Patent number: 9352011

March, 2018
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Expiration Date: April 23, 2030
NADA Number: 141-457

Patent number: 9700591
Expiration Date: January 27, 2036

March, 2018 CVMGreenBookandAnimalDrug@fda.hhs.gov



