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FROM:
Director

Richard E. Hill, Jr.

/s/ Richard E. Hill, Jr.

Center for Veterinary Biologics

SUBJECT:

Issuance of Licenses

The purpose of this notice is to bring to the attention of interested parties licenses issued
and terminated between July 1, 2013, and September 30, 2013. These do not include
those licenses reissued to update pertinent information.

The following new U.S. Veterinary Biological Product Licenses and Permits (new codes)
were issued. If the issue was the result of an acquisition, the former establishment is

noted:
Product | Est. s
True Name Code Code Est. Name Acquisition
Equine Influenza Vaccine, Killed 194 Boehringer Ingelheim
Virus 1505.22 Vetmedica, Inc.
. . .. Boehringer Ingelheim
Equine Rhinopneumonitis-Influenza 124 1 \/etmedica. Inc.
Vaccine, Killed Virus 1515.21 ’
Equine Rhinopneumonitis Vaccine, 124 Boehrin_ger Ingelheim
Killed Virus 1525.21 Vetmedica, Inc.
194 Boehringer Ingelheim From Est. 112/
Haemophilus Somnus Bacterin 2659.01 Vetmedica, Inc. Prod. 2659.00
Bovine Rhinotracheitis-Virus
Diarrhea-Parainfluenza 3-Respiratory . .
Syncytial Virus Vaccine, Killed 194 Boehrln_ger Ingelheim From Est. 112/
! . Vetmedica, Inc. Prod. 4477.20
Virus, Haemophilus Somnus-
Mannheimia Haemolytica Bacterin 4477.20
Bovine Rhinotracheitis-Virus . .
: : . Boehringer Ingelheim From Est. 112/
Diarrhea-Parainfluenza 3-Respiratory 124 h
Syncytial Virus Vaccine, Killed Vetmedica, Inc. Prod. 44C7.20
Virus, Haemophilus Somnus Bacterin | 44C7.20
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True Name

Product
Code

Est.
Code

Est. Name

Acquisition

Bovine Rhinotracheitis-Virus
Diarrhea-Parainfluenza 3-Respiratory
Syncytial Virus Vaccine, Killed
Virus, Haemophilus Somnus-
Leptospira Canicola-Grippotyphosa-
Hardjo-lcterohaemorrhagiae-Pomona
Bacterin

44D7.23

124

Boehringer Ingelheim
Vetmedica, Inc.

From Est. 112/
Prod. 44D7.20

Encephalomyelitis-Influenza-West
Nile Virus Vaccine, Eastern &
Western, Killed Virus, Tetanus
Toxoid

46W5.22

124

Boehringer Ingelheim
Vetmedica, Inc

Encephalomyelitis-
Rhinopneumonitis-Influenza
Vaccine, Eastern & Western, Killed
Virus, Tetanus Toxoid

4845.21

124

Boehringer Ingelheim
Vetmedica, Inc

Encephalomyelitis-
Rhinopneumonitis-Influenza
Vaccine, Eastern & Western &
Venezuelan, Killed Virus, Tetanus
Toxoid

4847.21

124

Boehringer Ingelheim
Vetmedica, Inc

Encephalomyelitis-
Rhinopneumonitis-Influenza-West
Nile Virus Vaccine, Eastern &
Western, Killed Virus, Tetanus
Toxoid

4855.25

124

Boehringer Ingelheim
Vetmedica, Inc

Encephalomyelitis-
Rhinopneumonitis-Influenza-West
Nile Virus Vaccine, Eastern &
Western & Venezuelan, Killed Virus,
Tetanus Toxoid

49W5.21

124

Boehringer Ingelheim
Vetmedica, Inc

Tetanus Toxoid

8601.01

124

Boehringer Ingelheim
Vetmedica, Inc

Porcine Circovirus Vaccine, Type 2,
Killed Baculovirus Vector

19K5.R4

165A

Merck Animal Health

Rift Valley Fever Vaccine, Modified
Live Virus

1820.20

190

Zoetis Inc.

From Est. 189/
Prod. 1820.20

Bovine Rhinotracheitis-Virus
Diarrhea-Parainfluenza 3-Respiratory
Syncytial Virus Vaccine, Modified
Live Virus, Mannheimia
Haemolytica Toxoid

4X41.20

190

Zoetis Inc.

From Est. 189/
Prod. 4X41.20

Bovine Rhinotracheitis-Virus
Diarrhea-Parainfluenza 3-Respiratory
Syncytial Virus Vaccine, Modified
Live Virus

1181.21

290

Texas Vet Lab, Inc.
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True Name Péogdft C':Eosée Est. Name Acquisition
Salmonella Typhimurium Bacterin
2825.00 337 | Arko Laboratories Ltd.
Marek's Disease Vaccine, Serotype 2, 1631.02 368 | Biomune Company
Live Virus
Marek's Disease-Newcastle Disease
Vaccine, Serotype 3, Live Marek's 16N1.R3 | 368 | Biomune Company
Disease Vector
Marek's Disease-Newcastle Disease
Vaccine, Serotypes 2 & 3, Live 17H1.R2 | 368 | Biomune Company
Virus, Live Marek's Disease VVector
Autogenous Vaccine, Subunit Newport Laboratories,
1015.R0 | 455 | Inc.

Equine Influenza Vaccine, Killed Hennessy Research
Virus A505.21 597 | Associates, LLC
Equine Rhinopneumonitis-Influenza Hennessy Research
Vaccine, Killed Virus Ab515.20 | 597 | Associates, LLC
Equine Rhinopneumonitis Vaccine, Hennessy Research
Killed Virus A525.20 | 597 | Associates, LLC
Encephalomyelitis-Influenza-West
Nile Virus Vaccine, Eastern &
Western, Killed Virus, Tetanus Hennessy Research
Toxoid D6W5.23 | 597 | Associates, LLC
Encephalomyelitis-
Rhinopneumonitis-Influenza
Vaccine, Eastern & Western, Killed Hennessy Research
Virus, Tetanus Toxoid D845.20 | 597 | Associates, LLC
Encephalomyelitis-
Rhinopneumonitis-Influenza
Vaccine, Eastern & Western &
Venezuelan, Killed Virus, Tetanus Hennessy Research
Toxoid D847.20 | 597 | Associates, LLC
Encephalomyelitis-
Rhinopneumonitis-Influenza-West
Nile Virus Vaccine, Eastern &
Western & Venezuelan, Killed Virus, Hennessy Research
Tetanus Toxoid D855.21 597 | Associates, LLC
Encephalomyelitis-
Rhinopneumonitis-Influenza-West
Nile Virus Vaccine, Eastern &
Western, Killed Virus, Tetanus Hennessy Research
Toxoid D855.24 | 597 | Associates, LLC

Hennessy Research
Tetanus Toxoid H601.02 597 | Associates, LLC
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U.S. Veterinary Biological Product Licenses and Permits (codes) were terminated

without prejudice as follows:

True Name Product | Est. Est. Name
Code Code

Avian Encephalomyelitis Vaccine, Live Virus 1051.11 112 Fort Dodge Laboratories, Inc.
Avian Encephalomyelitis-Fowl Pox Vaccine, 10M1.10 | 112 Fort Dodge Laboratories, Inc.
Live Virus
Bursal Disease Vaccine, Live Virus 1271.10 112 Fort Dodge Laboratories, Inc.
Canine Distemper-Adenovirus 1331.20 112 Fort Dodge Laboratories, Inc.
Type 2-Parvovirus Vaccine, Modified Live Virus
Fowl Pox Vaccine, Live Virus 1621.11 112 Fort Dodge Laboratories, Inc.
Newcastle Disease Vaccine, B1 Type, 1721.10 112 Fort Dodge Laboratories, Inc.
LaSota Strain, Live Virus
Newcastle-Bronchitis Vaccine, B1 Type, B1 Strain, | 1761.14 112 Fort Dodge Laboratories, Inc.
Mass & Conn Types, Live Virus
Newcastle-Bronchitis Vaccine, B1 Type, 1771.11 112 Fort Dodge Laboratories, Inc.
LaSota Strain, Mass Type, Live Virus
Rabies Vaccine, Killed Virus 1905.23 112 Fort Dodge Laboratories, Inc.
Pasteurella Multocida Bacterin, Avian Isolates, 2705.02 112 Fort Dodge Laboratories, Inc.
Types1 & 3&4 &3 X4
Mycoplasma Gallisepticum Bacterin 2774.00 112 Fort Dodge Laboratories, Inc.
Salmonella Enteritidis Bacterin 2785.00 112 Fort Dodge Laboratories, Inc.
Bovine Rhinotracheitis-Virus Diarrhea- 4461.22 112 Fort Dodge Laboratories, Inc.
Parainfluenza 3-Respiratory Syncytial Virus
Vaccine, Modified Live Virus, Leptospira Canicola-
Grippotyphosa-Hardjo-Icterohaemorrhagiae-
Pomona Bacterin
Bovine Rhinotracheitis-Virus Diarrhea- 4X49.21 | 112 Fort Dodge Laboratories, Inc.
Parainfluenza 3-Respiratory Syncytial Virus
Vaccine, Modified Live Virus, Mannheimia
Haemolytica Toxoid
Pasteurella Multocida Bacterial Extract- 7945.00 112 Fort Dodge Laboratories, Inc.
Mannheimia Haemolytica Toxoid
Avian Reovirus Vaccine, Killed Virus 1045.00 165A | Merck Animal Health
Avian Encephalomyelitis Vaccine, Live Virus 1051.10 165A Merck Animal Health
Avian Encephalomyelitis Vaccine, Live Virus 1051.12 165A | Merck Animal Health
A_V|an I_Encephalomyelltls-FowI Pox Vaccine, 10M1.11 | 165A Merck Animal Health
Live Virus
A_V|an I_Encephalomyelltls-FowI Pox Vaccine, 10M1.13 | 165A Merck Animal Health
Live Virus
Bronchitis Vaccine, Mass Type, Live Virus 1231.11 165A | Merck Animal Health
Bronchitis Vaccine, Mass Type, Live Virus 1231.12 165A | Merck Animal Health
Bronchitis Vaccine, Conn Type, Live Virus 1231.15 165A | Merck Animal Health
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True Name Product Est. Est. Name

Code Code

Bronchitis Vaccine, Mass Type, Live Virus 1231.18 165A | Merck Animal Health
Bronchitis Vaccine, Mass Type, Live Virus 1231.1F 165A | Merck Animal Health
B_ronch_ltls Vaccine, Mass & Conn Types, 1231.1N 165A Merck Animal Health
Live Virus
Bronchitis Vaccine, Mass Type, Killed Virus 1235.10 165A | Merck Animal Health
Bursal Disease Vaccine, Killed Virus 1275.20 165A | Merck Animal Health
Bursal Dlsease-!\/larek_s Dls_ease Vaccine, 1282.50 165A Merck Animal Health
Serotype 3, Variant, Live Virus
Bursal Disease Vaccine, Variant, Killed Virus 12A5.00 165A | Merck Animal Health
B_ursal _Dlsease Vaccine, Standard & Variant, 12B1.00 165A Merck Animal Health
Live Virus
BL_JrsaI D_|sease Vaccine, Standard & Variant, 12B5.41 165A Merck Animal Health
Killed Virus
Bursal Disease-Marek's Disease Vaccine, 12C2.50 165A Merck Animal Health
Variant, Serotypes 2 & 3, Live Virus
Bursal Disease-Marek's Disease Vaccine, 12C2.51 165A Merck Animal Health
Variant, Serotypes 2 & 3, Live Virus
Bursal Disease-Marek's Disease Vaccine, 12C2.52 165A Merck Animal Health
Variant, Serotypes 2 & 3, Live Virus
Bursal Disease-Marek's Disease Vaccine, 12C2.53 165A Merck Animal Health
Variant, Serotypes 2 & 3, Live Virus
Bursal Disease-Reovirus Vaccine, 12D5.F0 165A .
Standard & Variant, Killed Virus Merck Animal Health
Bursal Disease-Newcastle Disease Vaccine, 12G5.11 165A .
Killed Virus Merck Animal Health
Bursal Disease-Newcastle Disease Vaccine, 12G5.42 165A .
Standard & Variant, Killed Virus Merck Animal Health
Bursal Disease-Newcastle Disease-Bronchitis 12J5.61 165A
Vaccine, Standard & Variant, Mass Type, Merck Animal Health
Killed Virus
Canine Adenovirus Type 2-Parainfluenza- 12X1.21 | 165A
Bordetella Bronchiseptica Vaccine, Modified Live Merck Animal Health
Virus & Avirulent Live Culture
Canine Distemper-Adenovirus Type 2- 13D1.23 | 165A
Parainfluenza-Parvovirus Vaccine, Merck Animal Health
Modified Live Virus
Canine Distemper-Adenovirus Type 2-Parvovirus- 13H9.20 165A .
Rabies Vacciner? Modified Live ngilled Virus Merck Animal Health
Coccidiosis Vaccine, Live Oocysts 1431.58 165A | Merck Animal Health
Feline Panleukopenia Vaccine, Modified Live Virus | 1561.00 165A | Merck Animal Health
Chlamydia Psittaci Vaccine, 1581.20 165A .
Modified Live Chlamydia Merck Animal Health
Fowl Laryngotracheitis Vaccine, 1601.13 165A .
ModifiedyLi%/e Virus Merck Animal Health
Fowl Laryngotracheitis Vaccine, 1601.15 165A

Modified Live Virus

Merck Animal Health
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True Name Product | Est. Est. Name

Code Code

Fowl Pox Vaccine, Live Virus 1621.13 165A | Merck Animal Health
Marek's Disease Vaccine, Serotype 2, Live Virus 1631.00 165A | Merck Animal Health
Marek's Disease Vaccine, Serotype 3, Live Virus 1641.00 165A | Merck Animal Health
Marek's Disease Vaccine, Serotype 3, Live Virus 1641.06 165A | Merck Animal Health
Marek's Disease Vaccine, Serotypes 2 & 3, 1651.00 165A .
Live Virus Merck Animal Health
Marek's Disease Vaccine, Serotypes 2 & 3, 1651.01 165A .
Live Virus Merck Animal Health
l\/_larek_s Disease Vaccine, Serotypes 2 & 3, 1651.02 165A Merck Animal Health
Live Virus
l\/_larek_s Disease Vaccine, Serotypes 2 & 3, 1651.05 165A Merck Animal Health
Live Virus
Feline Rhinotracheitis-Calici-Panleukopenia 16D1.23 | 165A .
Vaccine, Modified Live Virus Merck Animal Health
Feline Rhinotracheitis-Calici-Panleukopenia 16D1.24 | 165A .
Vaccine, Modified Live Virus Merck Animal Health
Feline Rhinotracheitis-Calici-Panleukopenia- 16E1.24 165A
Chlamydia Psittaci Vaccine Modified Live Virus, Merck Animal Health
Modified Live Chlamydia
l\/_larek_s Disease Vaccine, Serotypes 1 & 2 & 3, 16L1.01 165A Merck Animal Health
Live Virus
l\/_larek_s Disease Vaccine, Serotypes 1 & 3, 16L1.08 165A Merck Animal Health
Live Virus
Marek's Disease Vaccine, Serotype 1, Live Virus 16L1.09 165A | Merck Animal Health
Marek's Dlsease-Te_znosy_novms Vaccine, 16T1.03 165A Merck Animal Health
Serotypes 2 & 3, Live Virus
Feline Rhinotracheitis-Calici-Panleukopenia- 16T9.20 165A .
Rabies Vaccine, Modified Live & Killed Virus Merck Animal Health
Newcastle Disease Vaccine, Killed Virus 1705.10 165A | Merck Animal Health
N_ewca§tle Disease Vaccine, B1 Type, B1 Strain, 1711.12 165A Merck Animal Health
Live Virus
Newcast[e Dls_ease Vaccine, B1 Type, LaSota 1721.15 165A Merck Animal Health
Strain, Live Virus
Newcastle-Brpncthls Vaccine, B1 Type, B1 Strain, | 1761.18 165A Merck Animal Health
Mass Type, Live Virus
Newcastle-Brpncthls Vaccine, B1 Type, B1 Strain, | 1761.19 165A Merck Animal Health
Mass Type, Live Virus
Newcastle-Brc_Jncthls Vaccine, B1 Type, B1 Strain, | 1761.1A | 165A Merck Animal Health
Conn Type, Live Virus
Newcastle-Bronchitis Vaccine, B1 Type, 1771.19 165A .
LaSota Strain, Mass Type, Live Virus Merck Animal Health
Newcastle-Bronchitis V_acmn_e, B1 Type, B1 Strain, | 1791.15 165A Merck Animal Health
Mass & Conn Types, Live Virus
Newcastle-Bronchitis VVaccine, B1 Type, B1 Strain, | 1791.19 165A

Mass Type, Live Virus

Merck Animal Health
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True Name Product | Est. Est. Name

Code Code

Newcastle-Brpncthls Vaccine, B1 Type, B1 Strain, | 1791.1X | 165A Merck Animal Health
Mass Type, Live Virus
Newcastle-Bronchitis Vaccine, Mass Type, 48B6.10 165A .
Killed Virus, Mycoplasma Gallisepticu)rlr? Bacterin Merck Animal Health
Mycoplasma Gallisepticum Antigen, 5071.00 165A Merck Animal Health
S-6 Serotype, Plate
Mycoplasma Meleagridis Antigen, 5072.00 165A Merck Animal Health
H Serotype, Plate
Mycoplasma Synoviae Antigen, S-Serotype, Plate 5073.00 165A | Merck Animal Health
Bursal Disease Virus, Live Virus A271.12 | 165A | Merck Animal Health
Bursal Disease Virus, Live Virus A271.13 | 165A | Merck Animal Health
Canine Adenovirus Type 2, Modified Live Virus A2T1.21 | 165A | Merck Animal Health
Chlamydia Psittaci, Modified Live Chlamydia A581.20 | 165A | Merck Animal Health
Chlamydia Psittaci, Modified Live Chlamydia A581.21 | 165A | Merck Animal Health
N_ewcastl_e Disease Virus, B1 Type, LaSota Strain, A705.10 165A Merck Animal Health
Killed Virus
Pseudorabies Virus, Killed Virus A895.R1 | 165A | Merck Animal Health
Canine Parvovirus, Modified Live Virus A8BM1.23 | 165A | Merck Animal Health
Tenosynovitis Virus, Modified Live Virus A951.02 | 165A | Merck Animal Health
Tenosynovitis Virus, Live Virus A951.10 | 165A | Merck Animal Health
Leptospira Canicola, Killed Culture B661.00 165A | Merck Animal Health
Leptospira Icterchaemorrhagiae, Killed Culture B66A00 165A | Merck Animal Health
Coccidiosis Vaccine, Live Oocysts, 1431.55 190 | Zoetis Inc.
Chicken Isolates
Bovine Virus Diarrhea Antigen Test Kit 5A05.01 | 313 IDEXX Laboratories, Inc.
Autogenous Vaccine, Killed Virus 1015.C0 357 Poultry Health Laboratories
Autogenous Bacterin 2051.00 419 | Antelope Valley Bios, Inc.
Bovine Rhinotracheitis Vaccine, 1101.B0 604 | SolidTech Animal Health, Inc.

Modified Live Virus




