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Bursal Disease-Newcastle Disease-Bronchitis Vaccine 
Standard and Variant, Mass. and Ark. Types, Killed Virus 

Product Code 12D5.45~ 

U.S. Vet. Lic. No. 279 . Page 7' October 24, 2008 v 

Supersedes June 06,2008 

IV. F. Volume of fill. 

Fill volume is 500 ml to 520 ml per bottle. 

G. Method and technique of filling and sealing final containers. 

1. The bulk product is contained in a sterile mixing tank. 

2. The filling machine is connected with sterile tubing to the xing tank. Sterile 
bottles are passed under the fixed filling nozzles. 

3. The bottles are sealed with rubber stoppers a 
injection-type seals 

H. Desiccation. 

Not applicable. 

I. Amount of antigenic material dose or doses in final product. 

on titers and approval dates are as follows: 

Titer per Dose Approval Date 

8/27/92 
Variant 8/1/91 

NOV 3/14/94 

51BV Mass 41 6/03/08 
J Ark 99 6/03/08 
l 

Each dose of final product will contain not less than 0.008 ml STC IBD and 
0.03 ml of Variant E IBD; 0.018 ml of NOV; and 0.024 ml each Mass. and Ark. IBV . 

Testing. 

Bulk samples or final container samples of each serial and subserial may be tested at either 
licensed facility in Berlin, MD, or Gainesville, GA, and must meet the followin%criteria: 
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Bursal Disease-Newcastle Disease-Bronchitis Vaccine 
Standard and Variant, Mass. and Ark. Types, Killed Virus 

Product Code 1205.45 

U.S. Vet. Lic. No. 279 Page 8 July 7, 2003 __ 
Supersedes September 10, 2002 

V. A. 

B. 

Purity. 

1. Final container samples of each serial and subserial will be 
tested as described in . 

a. For the detection , 1 ml of product 
 

b. For the detection of product is 
 

2. Bulk samples of each viral harvest are tested for  to 

3. The

 

4. . ~bulk harvest of lBO, NOV, and IB
in accordance  as approved by USDA on June 25, 2003. 

5. 

Safety. 

1. 

2. 

3. 

Each bulk harvest of bronchitis and bursal disease is tested for 
.. -

test will constitute the 
safety test. 
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Bursal Disease-Newcastle Disease-Bronchitis Vaccine 
Standard and Variant, Mass. and Ark. Types, Killed Virus 

Product Code 1205.45 

U.S. Vet. Lie. No. 279 Page 9 May 14, 2004 
Supersedes September 10, 2002 

V. 

VI. 

C. Potency. 

1. IBO viruses. 

In accordance with ). In addition, the test is  
  

~/~-I 

2. NOV. 

3. IBV. 

Potency test is conducted according to  In this test, the 

. 

O. Moisture. 

Not applicable. 

E. Additional tests. 

1. Pre-inactivated IBO bulk samples shall be tested for ) 

2. is tested as specified and 
.~ 

Post-preparatory steps. 

. I ackaging. 
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Special Outline No. 63 _ 

Bursal~vacc
Killed Virus Testing for CAV Contamination 

Merial Select, Inc. 
Gainesville, GA 30503 

U.S. Vet. License No. 279 

New Outline 
April 6, 2001 
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BIOLOGICS 

JUL 192001 
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U.S. Vet. License No. 279 

I. Materials. 

Special Outline No_-,. __ ,--- /' ' 
 Bursal 

Killed Virus Testing for CA 

Page 1 April 6, 2001 
Ne.w 

A. Pre-inactivated bulk samples. 

Pre-ina?tiv~ted bulk ~am'ples will be tested for the ) 

 

B. Reagents. 

1. . 

2.  

3. 

4. 

II. Methods. 

A.  
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Special Outline No. 63 
 Origin Bursal Disease Vaccines, 

Killed Virus Testing for CAV Contamination 

U.S. Vet. License No. 279 Page 2 April 6, 2001 

II. A. 8. 

9. 

10.  
 

11. . 

B. Detection of CAV. ~(}ce.. ~ 
Follow

 

III. Analysis. 

A. 

If the              
   If the test is a         

the test    
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1. 
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Special Outline No. 100 

Detection of Avian Lymphoid Leukosis 

. Merial Select, Inc. 
[Gainesville, GA 3050~ • ~A..:-C. 

U':s. Vet. License No. 279 

Complete Revision 
March 14, 2002 

Supersedes 
January 27,1999 

FILED with 
USDA-AP\1IS-VS 

CENTER FOR VETERINARY 
BIOLOGICS 

JUL - 9 2002 

LICENSING & POLICY 
DEVELOPMENT 

NO ENDORSEMENT 
Fyoqr:<::ScQ 



Special Outline No.1 00 
Detection of Avian Lymphoid Leukosis 

U.S. Vet. Lic. No. 279 Page 1 March 14,2002 
Complete Revision 

I. Purpose. 

/~-[final container vaccine 0 ulk virus following 

accordance 

II. Procedure. • .AI, ' V" 
()..{X6. 11:. 

A. cultures are prepared 
according  

 

B.   
  

  
Five 60mm or two 100mm dishes are prepared per test sample. 

v-' ~o-  

D. tFor each test session or series, controls are maintained. 
. . I A Lymphoid Leukosis virus and Lymphoid Leukosis virus are used as 

/'u..AJ.JJO..vO"'"  A is designated as the  All test 
samples . 

E .... .I-@1aintenance of each test sample is done in accordance with 
V /tl_A)'~ 

F. The test material using a during 
a  and a the 
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Special Outline No. 100 
Detection of Avian Lymphoid Leukosis 

U.S. Vet. Lic. No. 279 Page 2 March 14, 2002 
Complete Revision 

III. Avian Lymphoid Leukosis  ~tJ._ 

Detection of Avian Lymphoid Leukosis is done by using the  
method. are teste r Avian Lymphoid Leukosis by using a 
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Potency Test for Mass. and Ark. Bronchitis Virus Vaccine, Killed Virus 

Merial Select, Inc, 
Gainesville, GA 30503 

U.S. Vet License No. 279 . 
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Complete Revision 
May30t 2003 
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Special Outline No. 105 
Potency Test for Mass. and Ark. Bronchitis Virus Vaccine, Killed Viws 

U.S, Vet Lie, No. 279 Page 1 May 30,2003 
'"""",1,,,,*,,, Revision 

t Purpose. 

This is a procedure for determining the potency of kmed bronchitis vaccines for poultry, The 
protocol is as follows: 

fro
 the final product.  

 

II. Linkage to efficacy. 

This procedur s conducted using 

Mass, strain 

Ark, strain 

 

For
 Ark, vaccinates be those 

III. Materials. 
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Special Outline No, 105 
Potency Test for Mass. and Ark. Bronchitis Virus Vaccine, Kilh#d Virus 

U,S. Vet lie. No. 279 Page 2 October 
Supersedes May 

2008 
2003 
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Special Outline No. 105 
Potency Test for Mass. and Ark. Bronchitis Virus Vaccine, Killed Virus 

U.S. Vet Lie. No. 279 Page 3 May 2003·' 
Complete Revision 

IV. B. 

For the Mass. and for the Ark. .. 

1. The   
 • 
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Special Outline No. 10S 
Potency Test for Mass. and Ark. Bronchitis Virus Vaccine, Killed Virus 

U S, Vel. Lie, No, 279 page 4 May 30.2003 
Complete Revision 

IV 2. The plates  

3. Evaluation of  test 

a. The HA
 

b.  
    

. 

4. Hemagglutination inhibition test 
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Special Outline No. 105 
Potency Test for Mass. and Ark. Bronchitis Virus Vaccine, Killed Virus 

U,S. VeL lic. No. 279 PageS May 30, 2003 . 
Complete Revision 

IV. 4. e. for the Mass. 

for the Ark. 
 ~ 

to 

L    
   

 
 

g.  
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5. Back titration,' 

a.    
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Special Outline No, 105 ' 
Potency Test for Mass, and Ark, Bronchitis Virus Vaccine, KUled Virus 

U,s Vel. Lie, No,279 Pagen October 24,2008 
SU!:Jen:;edl:lS May 30, 2003 

iV, 8, 5. b, 

V, Results. 

A. For a satisfactory test the following should occur. 

1, 

2. 

3, the criteria in section 

B, 
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Bursal Disease-Newcastle Disease-Reovirus Vaccine, 
Standard and Variant, Killed Virus 

Product Code 12P5.40 

U.S. Vet. License No. 279 Page 7 September 10, 2002 
Complete Revision 

IV. G. 

H. 

I. 

Method and technique of filling and sealing final containers. 

The bulk product is contained in a sterile mixing tank. . 

The filling machine is connected with sterile tubing to the mixing tprf(~terile 
1. 

2. 
bottles are passed under the fixed filling nozzles. // 

// 

3. The bottles are sealed with rubber stoppers and alumil}lIf'l1 injection type seals 
. // 

. / 
Desiccation. // 

Not applicable. // 

Amount of antigenic material per dose 0 ~ in final product. 

Each d  e of final product will contain BD and  
Variant  of NOV; and 0  ml each of the Reoviruses. 

V. Testing. 

\ Bulk samples or final container samples of each serial and subserial may be tested at either 
licensed facility in Berlin, MO, or Gainesville, GA, and must meet the following criteria: 
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Bursal Disease-Newcastle Disease-Reovirus Vaccine, 
Standard and Variant, Killed Virus ,,­

Product Code 12P5.40 

U.S. Vet. License No. 279 Page 8 July 7, 2003 _ 
Supersedes September 10, 2002 

V. A. Purity. 

1. Final container samples of each serial and subserial will be 

2. 

3. 

4. 

5. 

tested for  ---

a. For the detection  
e.--

b. For the detection  1 ml of product is 
.. -

Bulk samples of each viral harvest shall be tested for  
."/ 

 

 ~ .J£
ThE~/bulk harvest of lBO, NOV, and ReoVlrus~hall be exempt from mycoplasma 

 as approved by USDA on June 25, 
200y 

Each bulk harvest of bursal disea~e, and Reovirus is tested for 
 .--

B. Safety. ,../ 

  

1. Observation   
 

2.  
 -

3.  
 -
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Bursal Disease-Newcastle Disease-Reovirus Vaccine, 
Standard and Variant, Killed Virus 

Product Code 12P5.40 /' 

U.S. Vet. License No. 279 Page 9 May 17, 2004 .-' 
Supersedes July 7, 2003 

V. C. Potency. 

1. IBO viruses. 

 

 
""1 /1 

2. NOV. 

 

3. Avian Reoviruses. 

See for details. In this test,  
 

O. Moisture. 

Not applicable. 

E. Additional tests. 

1. Pre-inactivated IBO bulk samples shall be tested 
 Special Outline  

2.  is tested as specified (f) and must

~ ~  

VI. Post-preparatory steps. -

Final product may be shipped to the Gainesville, Georgia, facility for labeling and final packaging. 
Shipment will be by refrigerated truck. ' ___________ 

A. Form and size of containers in which the product is to be disJ~ 

  
  

-~~---

1. Final product container - r . .-------
2. The IX IS marketed in cartons of ten 500 ml bottles, each containing 1,000 

__ ~SOA-APf-lIS-VS 
CEN I ~fl FOR VETERINARY 

n 20lnl - J'" 

EVAL'yATION~ LICENSING 
~lO t:J\IDORSEMt"::-,lT 
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Special Outline No. 104 
Potency Test for Avian Reovirus Vaccine, Killed Virus 

u.s. Vet. Lie. No. 279 1 May 2003 
Complete Revision 

t Purpose. 

This is a procedure for determining the potency of killed reovirus vaccines for   The basic 

protocol is as follows: 

It    
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Speclal Outline No. 104 
Potency Test for Avian Reovirus Vaccine, Killed Virus 

U.S. Vet Lie. No. 279 Page 2 May 30,2003 .• 
Complete Revision 

III, D, 

IV. Methods. 
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Special Outline No. 104 
Potency Test for Avian Reovirus Vaccinel Killed Virus 

u.s. Vet Uc. No. 219 Page 3 May 30, 2003 
Complete Revision 

IV. 
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Special Outline No. 104 .' 
Potency Test for Avian Reovirus Vaccine, Killed Virus 

U.S, Vet Lie, No, 279 , 4 October 24. 2008 
May 30.2003 

IV 

V. Results 

A For a satisfactory test the following should occur: 

8. 
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Newcastle Disease Vaccine 
VGIGA Strain, Live Virus 

Product Code No. 1701.10 

U.S. Vet. Lic. No. 279 Page 9 December 16. 2008 
Complete Revision 

IV. H. 3. The final product is stored in a liquid nitrogen freez_e_r.-------

I. Amount of antigenic material per dose! Qt...de~;l 

~'''''''''''''''''o uct shall contain of Newcastle disease a

V. Testing. 

Bulk samples or final container samples of each serial and subserial may be tested at either licensed 
facility in Berlin, MD, or Gainesville, GA, and must meet the following criteria. 

A. Purity. 

B. 

1 . Final container samples of each serial and subserial shall be tested for  

2. 

3. 

4. 

5. 

Safety. 

a. For detection of in final containers, 
product is  

b. For the detection in final containers,  

Final container samples of each serial or subserial shall be tested 

  ples of each viral harvest shall be tested for   according to  
 

Final container samples of each serial or subserial shall be tested for 
 

Final container samples of each serial or subserial shall be tested  
 

. 

CONFIDENTIAL 
Distribute and disclose only on a need to know basis. 
Property of Merial Select, Inc. 
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Newcastle Disease Vaccine 
VG/GA Strain, Live Virus 
Product Code No. 1701.10 

U.S. Vet. Lic. No. 279 Page 10 December 16, 2008 
Complete Revision 

V. 

 

C. Potency. 

The potency tests are conducted according to
 

 /' 

The minimum virus titer shall be   
 

1. 

The results of this test were USDA 
approved on July 17,1991. 

2. For serial release, 

 Moisture. 

Not applicable. 

E. Identity test. 

The test shall be conducted on final container samples as prescribed in 

VI. Post-preparatory steps. 

Each serial or subserial shall be packaged at the facility at which the final product is 

A. Form and size of final containers in which the product is 

1. The final product is marketed 1 
(Special Outline No. 30). 

~ 

doses per 2.0 ml heat-sealed glass ampule 

2. Five ampul are placed in each aluminum cane. The canes are stored and 

CONFIDENTIAL 

distri a in liquid nitrogen. 

For drinking water and coarse spray administration, the vaccine is supplied without 
diluent. 

Distribute and disclose only on a need to know basis. 
Property of Merial Select. Inc. 
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Special Outline No. 43 
Method for the Titration and Identity Tests for 

Newcastle Disease and Infectious Bronchitis Viruses 

U.S. Vet. Lie. No. 279 Page 1 November 5, 2004 
Complete Revision 

I. Potency testing for final product, bulk virus, or Master Seed virus (MSV).· ; 

A Final product tiirations. 

S. 

1. Newcastle disease (ND) vaccine. 

2. 

3. 

Frozen Of lyophilized ND vaccine 
 

Tenfold serial dilutions 10'1 through 10·
g 

of the reconstituted Vaccine are made by 

 

Infectious bronchitis (18) vaccine. 

Combination ND/IS vaccine. 

The ND/18 vaccine is prepared 

 

' 

Bulk virus or MSV titrations. 

1 NDV. 

FlLEOwlUi 
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Complete Revision 

L B. 2. IBV. 

 
 .1 " 

 " 

11. Identity tests. 

Note: Virus identity tests are
 

A. Final product identity. 

For NO, IB, or ND/IB vaccine: 

1. 

2. 

K Bulk virus or MSV identity. 
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III.  

 
" 

A. Final product titrations, 

1. NOV inoculation. 

B, Bulk virus or MSV titrations. 

O. 

Final product identity

For NOV, IBVand NIB

 ~' .•... 
• • . '«' • 

Bulk virus or MSV Identity. 
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Newcastle Disease and Infectious Bronchitis Viruses 
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V. Interpretation of results, 

A. NDV, 

B. IBV, 

VI. Calculations. 

A Final product calculations. 

1. NDV or IBV vaccine. 
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VI. A 2. Combination NIB vaCCine. 

a. NOV fraction. 

See Section VI. A 1. 

b. IBV fraction. 

B. NOV or IBV viral bulk virus or MSV titrations, 

 

C.   

D, NDV or IBV bulk virus or MSV identity. 
' .. ,.\(\i;} 

  

I rJuti 
o 
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81 Type, 81 Strain, Live Virus 

Product Code No. 1711.10 

U.S. Vet. Lic. No. 279 Page 6 December 16, 2008 
Supersedes March 9,2006 

V. Testing. 

Bulk samples or final container samples of each serial and subserial may be tested at either 
licensed facility in Berlin, Maryland, or Gainesville, Georgia, and must meet the following criteria. 

A. Purity. 

1. Final container samples of each serial or subserial shall be tested for  
 

a . For detection  
 

. 

b. For detection 
 

2. Final container samples of each serial or subserial shall be tested for 

3. Bulk suspension samples shall be collected and tested for 
 

4. Final container samples of each serial or subserial shall be tested 
0. 

5. Final container samples of each serial or subserial shall be tested  
. 

B. Safety. 

Final container samples of each serial or subserial shall be tested for safety  

C. Potency. 

The potency test is conducte
 c;",,~·,(J2.-) 

 
  

    5 2009 

P!D LlCHJSING 
Li<PI1ESS~D 
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Newcastle Disease Vaccine 
B1 Type, B1 Strain, Live Virus 

Product Code No. 1711.10 

U.S. Vet. Lic. No. 279 Page 7 April 16, 2009 

v. C. 1. 

Supersedes June 30, 2003 

2. started on January 7,1982and concluded 
February 11,    

The results were approved on 
February 25, 1982. 

D. Moisture. 

Not applicable. 

E. Identity. 

test shall be conducted on final product

VI. Post-preparatory steps. 

Final product may be shipped to the Gainesville, Georgia, licensed facility for la . g and final 
packaging. The product will be crimp sealed with the serial number stam on each seal and 
placed in labeled taskets. Shipment will be by refrigerated truck. 

A. Form and size of final containers in which the pro t is tO~distributed. 
;/ 

1. 

2. 

The final product is marketed' rtons of ten or fifty 3 ml vials or twenty-five 10 
ml vials each containin , 00 or 2,000 doses; twenty-five 10 ml vials each 
containing 5,000 dos , ten 20 ml vials each containing 15,000 doses; a single 
vial package co ning 25,000 doses, or a carton containing fifteen 50 ml vials 
each contai' 25,000 doses. 

, 
For . tribution in Columbijir]the product must have a

 

For distribution in Brazil, the product must have 
 

  ,\ 
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