Animal and Plant
Health Inspection
Services

Veterinary Services

Center for Veterinary
Biologics

1920 Dayton Ave
PO Box 844
Ames, |A 50010

(515) 337-6100

USDA

United States Department of Agriculture

CENTER FOR VETERINARY BIOLOGICSNOTICE NO. 17-01

TO: Biologics Licensees, Permittees, and Applicants
Directors, Center for Veterinary Biologics
Veterinary Services Leadership Team

. H Digitally signed by BYRON RIPPKE
FROM: Byron Rippke BYRON o o Commert
Dl reCtor ;T‘gff;rzs}1gzklo%2§%.1ou.w.w:1200100000
R I P P K E gg?:: 2017.01.17 07:33:27 -06'00"
SUBJECT: I ssuance of Licenses

The purpose of this notice isto bring to the attention of interested parties licenses issued and
terminated between October 01, 2016 and December 31, 2016. These do not include those licenses
reissued to update pertinent information.

There were no new U.S. Veterinary Biologics Establishment Licenses or Permits (new permittees)
issued this quarter.

New U.S. Veterinary Biologics Product Licenses and Biological Product Permits (new codes) were
issued as follows:

True Name Code Est. Name/No.

Autogenous Vaccineg, Killed Virus, Autogenous Bacterin 4500.20 Antelope Valley Bios, Inc./Est No. 419
Bursal Disease Antibody, Chicken Origin C205.00 Zoetis Inc./Est No. 190

Canine Influenza Vaccine, H3N2 & H3N8, Killed Virus 1505.20 Intervet Inc./Est No. 165A

Classical Swine Fever Virus Vaccine, Live Pestivirus Vector 18F1.R0 Zodtis, Inc./Est No. 190A

Marek's Disease-Newcastle Disease Vaccine, Serotype 3, Live Marek's Disease [16N1.RO Merial, Inc./Est No. 298
Vector

Mycobacterium Paratuberculosis DNA Test Kit 5066.00 Thermo Fisher Scientific Inc./Est No.
432

Porcine Circovirus Vaccine, Type 2, Killed Baculovirus Vector, Mycoplasma 49K5.R1 ProtaTek International, Inc./Est No. 329
Hyopneumoniae Bacterin

U.S. Veterinary Biologics Establishment Licenses and Permits (Permittees) were terminated without
prejudice asfollows:

Est. Name and Address Est. No. Type

Harrisvaccines, Inc. 592 Licensee

U.S. Veterinary Biological Product Licenses and Permits (codes) were terminated without prejudice
asfollows:

True Name Code Est. Name/No.

Aeromonas Salmonicida Bacterin 2035.02 Elanco US Inc./Est No. 303A
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Dueto acquisitions, U.S. Veterinary Biological Product Licenses and Permits have been issued as

follows:

Previous Est. True Name Code Purchasing Est. Name/No.
No./Prod Code

Firm 592 - Code Autogenous Vaccine, RNA 1015.R1 Intervet Inc./Est No. 165A
1015R1

Firm 592 - Code Avian Influenza Vaccine, RNA 1905.D0 Intervet Inc./Est No. 165A
1905D0

Firm 592 - Code Porcine Epidemic Diarrhea Vaccine, RNA 19U5.D0 Intervet Inc./Est No. 165A
19U5D0

Firm 592 - Code Prescription Product, RNA Particle 9PP0.00 Intervet Inc./Est No. 165A
9PP0O00

Firm 592 - Code Swine Influenza Vaccine, RNA 19A5.D0 Intervet Inc./Est No. 165A

19A5D0
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