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CENTER FOR VETERINARY BIOLOGICS NOTICE NO. 17-12

TO: Biologics Licensees, Permittees, and Applicants

Directors, Center for Veterinary Biologics
Veterinary Services Leadership Team

FROM: Byron Rippkg’/ ?274'——‘
Director - ki
SUBJECT: Issuance of Licenses

The purpose of this notice is to bring to the attention of interested parties licenses issued and
terminated between July 01, 2017 and September 30, 2017. 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

1ssued as follows:

True Name Code Est. Name/No.

Autogenous Vaccine, Killed Virus 1015.20 Cambridge Technologies/Est No. 464

Autogenous Vaccine, Killed Virus 1015.90 Colorado Serum Company/Est No. 188

Autogenous Vaccine, Killed Virus 1015.12 t%(()){l;clTech Animal Health, Inc./Est No.

Autogenous Vaccine, Killed Virus, Autogenous Bacterin 4500.20 Caimbridge Technologies/Est No. 464

Autogenous Vaceine, Killed Virus, Autogenous Bacterin 4500.12 g&l‘ichch Animal Health, Inc./Est No.

Autogenous Virus, Killed Virus A015.20 Cambridge Technologies/Est No. 464

Autogenous Virus, Killed Virus, Autogenous Killed Culture D500.20 Cambridge Technologies/Est No. 464

Bordetella Bronchiseptica Bacterin 2100.00 Elanco US Inc./Est No. 196

Bronchitis Vaccine, Georgia Type, Live Virus 1231.1L Biomune Company/Est No. 368

Canine Distemper-Adenovirus Type 2-Parainflucnza-Parvovirus Vaccine, 13D1.21 Intervet Inc./Est No. 165A

Modified Live Virus

Canine Distemper-Adenovirus Type 2-Parainfluenza-Parvovirus Vaccine, 47K1.21 Intervet Inc./Est No, 165A

Modified Live Virus, Leptospira Canicola-Grippotyphosa-Icterohaemorrhagiae-

Pomona Bacterin

Canine Parainfluenza Vaccine, Modified Live Virus 1421.20 Elanco US Inc./Est No. 196

Canine Parainfluenza Vaccine, Modified Live Virus, Bordetella Bronchiseptica |47A1.20 Elanco US Inc./Est No. 196

Bacterin

Coccidiosis Vaccine, Live Oocysts 1431.56 Biomune Company/Est No. 368

Coccidiosis Vaccine, Live Oocysts A431.54 Biomune Company/Est No. 368A

Equine Influenza Vaccine, Killed Virus 1505.23 Bochringer [ngelheim Vetmedica,
Inc./Est No. 124

Equine Rofavirus, Killed Virus AE15.22 Zoctis Inc./Est No. 190

Giardia Antigen Test Kit 5G05.51 Safepath Laboratories/Est No. 430

Leptospira Canicola-Grippotyphosa-Icterohaemorrhagiae-Pomona Bacterin 2668.03 Intervet Inc./Est No. 165A

Porcine Epidemic Diarrhea Vaccine, RNA Particle Platform 19U5.P1 Intervet Inc./Est No. 165A

Porcine Reproductive & Respiratory Syndrome Vaccine, Respiratory Form, 1951.22 Intervet Inc./Est No. 165A

Modified Live Virus

Yersinia Pestis Vaccine, Live Raccoon Pox Virus Vector 11Y2.R0 Colorado Scrum Company/Est No. 188
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There were no U.S. Veterinary Biologics Establishment Licenses or Permits (Permittees) terminated

this quarter.

1.8. Veterinary Biological Product Licenses and Permits (codes) were terminated without prejudice

as follows:

Bovine Rhinotracheitis Vaccine, Modified Live Virus, Leptospira Canicola-

Colorado Serum Company/Est No.

4019.00
Grippotyphosa-Hardjo-Icterohaemorrhagiae-Pomona Bacterin
Bovine Rhinotracheitis Vaccine, Modified Live Virus, Leptospira 4059.00 Colorado Serum Company/Est No. 188
Grippetyphosa-Hardjo-Pomona Bacterin
Bovine Rhinotracheitis Vaccine, Modified Live Virus, Leptospira Fomona 4089.00 Colorado Serum Company/Est No, 188
Bacterin
Bovinc Rhinotracheitis-Parainfluenza 3 Vaccine, Modified Live Virus, 4129.00 Colorado Serumn Company/Est No, 188
Leptospira Canicola-Grippotyphosa-Hardje-Icterohaemorrhagiae-Pomona
Bacterin
Bovine Rhinotracheitis-Parainfluenza 3 Vaccine, Modified Live Virus, 4179,00 Colorado Serum Company/Est No, 188
Leptospira Grippotyphosa-Hardjo-Pomona Bacterin
Bovine Rhinotracheitis-Parainfluenza 3 Vaccine, Modified Live Virus, 4208,00 Colorado Serum Company/Est No, 188
Leptospira Pomona Bacterin
Bovine Rhinotracheitis-Virus Diarthea Vaccine, Modified Live Virus, Leplospira |4335.00 Colorado Serum Company/Est No, 188
Canicola-Grippotyphosa-Hardjo-Icterchaemorrhagiac-Pomona Bacterin
Bovine Rhinotracheitis-Virus Diarthea Vaccine, Modified Live Virus, Leptospira | 4359.00 Colorado Serum Company/Est No. 188
Grippotyphosa-Hardjo-Pomona Bacterin
Bovine Rhinotracheitis-Virus Diarrhea Vaccine, Modified Live Virus, Leptospira [4389.00 Colorado Serum Company/Est No. 188
Pomona Bacterin -
Rovine Rhinotracheitis-Virus Diarthea-Parainfluenza 3 Vaccine, Modified Live [4479.00 Colorado Serum Company/Est No. 188
Virus, Leptospira Grippotyphosa-Hardjo-Pomona Bacterin
Bovine Rhinotracheitis-Virus Diarrhea-Parainfluenza 3 Vaccine, Modified Live |4509.00 Colorado Serum Company/Est No. 188
Virus, Leptospira Pomona Bacterin
Bovine Virus Diarthea Vaccine, Modified Live Virus, Leptospira Pomona 4599,00 Colorado Serum Company/Est No. 188
Bacterin
Bronchitis Vaccine, Georgia Type, Live Virus 123111 Merial, Inc./Est No. 298
Chronic Wasting Disease Antigen Test Kit, Dot Blot 5420.50 VMRD, Inc./Bst No. 332 .
Equine Infectious Anemia Virus Antibody Test Kit E515.21 VMRD, Inc./Bst No. 332
Escherichia Coli Antigen Test Kit 5032.00 VMRD, Inc./Bst No. 332
Hacmophilus Parasuis Vaceine, Avirulent Live Culture 1931.01 Pharmgate Biologics, Inc/Est No. 329
Haemophilus Parasuis Vaceine, Avirulent Live Culture, Mycoplasma 4A75.00 Pharmgate Biofogics, Inc./Est No, 329
Hyopneumeniac Bacterin
Parainfluenza 3 Vaccine, Modified Live Virus, Leptospira Pomona Bacterin 4989.00 Colorado Serum Company/Est No. 188
Pseudorabies Virus Antibody Test It 5110.01 Calbiotech Vetcrinary Diagnostics/Est
No. 447
Pseudorabies Virus Antibody Test Kit 5110.00 Calbiotech Veterinary Diagnostics/Est
No. 447
Staphylococcus Aurcus Antibody Test Kit 5850.00 VMRD, Inc./Est No. 332

There were no Product Licenses or Permits (codes) issued due to an acquisition this quarter.
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