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N. 

/ 

NEWCASTLE DISEASe VACCINE 
81 TYPE, 81 STRAIN, LIVE VIRUS 

CODe 1711.10 

"PREPARATION OF T    
"     

G,",Method and Technique of     The vaccine is kept   
-"'           , the filling operation,  ~~ 

mactllflf= with a    is used to fill the final containers.   
     ed loosely in the vials.   are 

applied  

H. 

   

 

1.           
          

          
     

2.             
      

1.  Am             
minimum of             

 
    

expiration. 

V. TESTING 
./ 

A.  T esW-
'J 

1.          
            
 

F1LEOwllh 
USOA·APH1S.vS 

CENTER FOR VETERINARY 
BIOlOG!CS 

APR 24 2009 

Pouey, 

All redactions on this page are pursuant to (b)(4).
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V. A. 

NEWCASTLE DISEASE VACCINE 
B1 TYPE, B1 STRAIN, LIVE VIRUS 

CODE 1711.10 

TESTING (continued) 

2.           Final 
container samples are tested as prescribed in    The 

               
               

/ "-"  

a.         
were accepted by    on February 22,2000, based 
on    

iC['         
were accepted by    on May 10, 2007, 
based on    

3.      Final container samples are 
tested as prescribed in    

4.     Final container samples are 
tested as prescribed in    

5.          Final 
contClin~r sa         except as 
provided in       may be conducted in the 
event of a    

6.    Final container samples are tested as prescribed in 
     

F1LEOwHh 
us DA ,APHI ~> VB 

CENTER FOR VETERiNARY 
BI0LOGICS 

APR 24 2009 

POUCY, 

All redactions on this page are pursuant to (b)(4).

(b)(6)

(b)(6)
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V. TESTING (continued) 

NEWCASTLE DISEASE VACCINE 
B1 TYPE, B1 STRAIN, LIVE VIRUS 

CODE 1711.10 

March 31 2009 
Complete Revision 

B.    container samples are tested as prescribed in   
  

1.              
           

2.             

C.  Test: 

1. Final container samples are tested as prescribed in     
            

   
            

2.  Tests: 

a.            
   

(1) Route:   

(a)      
(b)    

    
(c)      
(d) Date Accepted: February 1, 1978 

(2) Route:  

(a)      
(b)    

    
(c) Date Completed: May 5, 1977 
Cd) Date Accepted: February 1, 1978 

SIOL()(:HGS 

APR 24 

All redactions on this page are pursuant to (b)(4).
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V. C. 2. a. 

NEWCASTLE DISEASE VACCINE 
B1 TYPE1 B1 STRAIN, LIVE VIRUS 

CODE 1711.10 

TESTING (continued) 

(3) Route:   

(a)      
(b)      
(c) Date Completed: June 301 1976 
(d) Date Accepted: August 12, 1976 

b.    

(1) Route:   

(a)      
(b)    

 
    

(c) Date Completed: August 29, 1979 
Cd) Date Accepted: September 24, 1979 

(2) Route:  

(a)      
(b)    

    
(c) Date Completed: August 29, 1979 
(d) Date Accepted: September 24, 1979 

c.   

(1) Route:    

(a)      
(b)        
(c)      
(d) Date Accepted: February 13, 1996 

P0"ICf, 

All redactions on this page are pursuant to (b)(4).
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v. c. 2. c. 

NEWCASTLE DISEASE VACCINE 
B1 TYPE, B1 STRAIN, lIVE VIRUS 

CODE 1711.10 

TESTING (continued) 

(2) Route:        

(a) Age of Chickens: 2 weeks 
(b)      
(c) Date Completed: June 7/ 1994 
(d) Date Accepted: December 21, 1994 

3;  Requirements: 

a. The minimum        
 

    

b. The minimum        
    

D.  Not applicable.     

E. Any Other Tests: Not applicable. 

VI. ~"'ROST PREPARATORY STEPS 
~'+"'" 

A. """'fQQ!l and Size of Final Containers - The product is marketed in the following 
conta~: 

 

1. 

2. 

3. 

   

      
  

a.            
 

b.                

          

          

All redactions on this page are pursuant to (b)(4).
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NEWCASTLE-PARAMYXOVIRUS VACCINE, TYPE 3, KILLED VIRUS 
CODE 17PS.10 

V. TESTING 

A.  Tests: 

j 

1.     Pre-inactivation samples are 
tested as prescribed in    V' 

2.            sted 
 

as prescribed in           
              

              
        

" C! .'\          
      on July 31,2007, based on 

  

3.        les are exempt from 
        The exemption 

was granted by      in an Outline of Production dated 
February 8, 1991. 

4. All samples are exempt from       
  in accordanc         or 

        
     but the date and aut   l are 

          
           

in a letter dated July 6, 1988 based on a study dated May 16, 1988. The 
study is applicable to this product. 

5.   s are exempt from        
   dance with        
     to     

    , but the date and authorizing official are 
          

            
in a letter dated July 6, 1988 based on a study dated May 16, 1988. The 
study is applicable to this product. 

All redactions on this page are pursuant to (b)(4).

(b)(6)

(b)(6)

(b)(6)

(b)(6)

(b)(6)
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NEWCASTLE-PARAMYXOVIRUS VACCINE, TYPE 3, KILLED VIRUS 
CODE l1PS.l0 

V. TESTING (continued) 

B. Safety Tests: 

1.   Final container samples are tested as prescribed in 
   /and the results are evaluated in accordance with 

    ,/ 
<?,~6,  

2.      The        
in paragraph C of this section      est. /.TIle results are 
evaluated in accordance with       v 

-'} 

C.  Tests: 

1.   Final container samples are tested as prescribed in 
   

a.           
           
   

b.             

2.     Final container samples of completed 
product are tested as follows: 

a.           
            

            
      

b.              
    

c.           
   

All redactions on this page are pursuant to (b)(4).
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V. C. 

D. 

E. 

NEWCASTlE-PARAMYXOVIRUS VACCINE, TYPE 3, KILLED VIRUS 
CODE 17P5.10 

2. TESTING (continued) 

d.           

e.          
   

f.            
   

g.              
      

h.                
          

i.               
     

3.            
         

              
            

4.   Tests: 

a.          
study and date approved by APHIS are unknown. 

b.         
Efficacy study and date approved by APHIS are unknown. 

 Not applicable. 

Other Tests:      on completed bulk or final 
containers in accordance with        

             . 

7 

ICY, EVALUAT10N. AND LICENSING 
NO ENDORSEMENT 

EXPRESSW 

All redactions on this page are pursuant to (b)(4).
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March 4, 2010 
Complete Revision 

SPECIAL OUnINE NO. 47 
MICROTEST METHOD FOR DETERMINING HI TITERS 

FOR AVIAN PARAMYXOVIRUS VACCINE, TYPE 1, KILLED VIRUS 
AND AVIAN PARAMYXOVIRUS VACCINE, TYPE 3, KILLED VIRUS 

1. REAGENTS: 

A.                
         

1.   

        
     

     
     

         
         
       

2. Preparation: 

a.            
          

           

b.          
   

c.             
    

d.         

e.             
  

USo'l\~l~,pH!S· VS 
BIOLOGjCS 

1 5 2010 

POUCY. 
NO 

All redactions on this page are pursuant to (b)(4).
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March 4,2010 
Complete Revision 

SPECIAL OUTLINE NO. 47 
MICROTEST METHOD FOR DETERMINING HI TITERS 

FOR AVIAN PARAMYXOVIRUS VACCINE, TYPE 1, KILLED VIRUS 
AND AVIAN PARAMYXOVIRUS VACCINE, TYPE 3, KILLED VIRUS 

1. REAGENTS (continued) I. v 

II. 

B.              

           
       

   

, J, ,I)         

PROCEDURE: 

A.              
      

L                 
  

2.               

3.                  
       

4.              
               

 

5.                
  

6.             
             

7.           
       

FILED 
CENTER 

USDA-APHIS· VS 
TERiNARY BlOlOGICS 

1 5 2OtO 

All redactions on this page are pursuant to (b)(4).
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II. A. 

SPECIAL OUTlINE NO. 47 
MICROTEST METHOD FOR DETERMINING HI TITERS 

FOR AVIAN PARAMYXOVIRUS VACCINE, TYPE 1, KILLED VIRUS 
AND AVIAN PARAMYXOVIRUS VACCINE, TYPE 3, KIllED VIRUS 

PROCEDURE (continued) 

8.               
       

9.                  
              
                

           

10.              
              

                 
                  

             
              

   
 

a.   
b.   
c.   
d.   
e.   
f.    

             
             

             
             

      

1 5 2010 

All redactions on this page are pursuant to (b)(4).
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SPECIAL OUTUNE NO. 41 

March 4, 2010 
Complete Revision 

MICROTEST METHOD fOR DETERMINING HI TITERS 
fOR AVIAN PARAMYXOVIRUS VACCINE, TYPE 1, KILLED VIRUS 
AND AVIAN PARAMYXOVIRUS VACCINE, TYPE 3, KILLED VIRUS 

II. PROCEDURE (continued) 

B.              
      

1.                

2.                 

3.                 
                

4.           
     

5.             
               
  

6.           

7.                 
       

8.           
             
             

       

C. Confidentlality Statement This entire spedal outline contains procedures and 
techniques developed by Lohmann Anima! Health International and are 

  

1 5 2010 

(b)(6)

(b)(6)

All redactions on this page are pursuant to (b)(4).
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Complete Revision 

BURSAL DISEASE-NEWCASTLE DISEASE VACCINE, KILLED VIRUS 
CODE 12G5.43 

,IV. PREPARATION OF THE PRODUCT (continued) 

""'Z Volume of Fill- Final containers have the following recoverable fill: 

"'-" 1.             

"", 2.              
 

3.           

" G. Method and Tec ique of           
  ing the filling operatio     hine with a  
  is used to fill e final containers.    are placed in the final 

containers and      onto the containers. 

H.  Not applicable. 

1.             
   

1.             
 

 
   

2.           

V. TESTING 

A.   Tests: 

1.      samples are tested 
for        

All redactions on this page are pursuant to (b)(4).
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V. A. 

BURSAL DISEASE-NEWCASTLE DISEASE VACCINE, KILLED VIRUS 
CODE 12GS.43 

TESTING (continued) 

2.            
            

               
            

              
         

accepted by     on July 311 2007, based on 
   

3.     Samples are tested as prescribed 
in    

4. All samples are exempt from       
  in accordanc         r 

  was granted to      
    but the date and authorizing offiCial are 

           
           in a letter dated 

July 6, 1988 based on a study dated May 161 1988. The study is applicable 
to this product. 

5.   es are exempt from        
  in accordance         

   nted to       
   1 but the date and a     n at this 

time. An exemption was granted to    
     based on a study dated November 20, 1986. 

The approval letter cannot currently be found. The study is applicable to 
this product. 

. .\, EV;llJAnOn, ANI) LICENSING 
NO ENDORSEMENT 

EXPRESSED 

All redactions on this page are pursuant to (b)(4).

(b)(6)

(b)(6)
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BURSAL DISEASE-NEWCASTLE DISEASE VACCINE, KILLED VIRUS 
CODE 12GS.43 

V. TESTING (continued) 

B.  Test: 

1.    Final container samples are tested as prescribed in 
   d the results are evaluated in accordance with 

2. 

    v 

    nal container samples are tested as 
presc      @nd the results are evaluated in accordance 
with     

  

C.   Tests: 

1.    Final container samples are tested as prescribed 
in      

2.     l container samples are tested as 
prescribed in    

3.            
         

             
            

 

D.   Not applicable. 

E. Other Tests:           l 
containers in accordance with        

              

All redactions on this page are pursuant to (b)(4).
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NEWCASTLE DISEASE VACCINE! KILLED VIRUS 
Code 1705.11 

IV. PREPARATION OF THE PRODUcr (continued) 

H.  ".NQt~pPHcable. 

May 1, 2009 
Complete Revision 

1.            
         

    

V. TESTING: 
.I 

A.  TestS: 

1. 

2. 

        
          

  

           
               

              

3. 

               
           

     wer     
 on July 31,2007, based on     

    exempt from       
  in accordanc        for 

        
     but the date and aut   ial are 

          
           

in a letter dated July 6, 1988 based on a study dated May 16, 1988. The 
study Is applicable to this product. 

29 

 "" 

All redactions on this page are pursuant to (b)(4).

(b)(6)

(b)(6)

(b)(6)

(b)(6)
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V. A. 

NEWCASTLE DISEASE VACCINE, KILLED VIRUS 
Code 1705.11 

TESTING (continued) 

4.   es are exempt from        
 in accordance        r  

 was granted to     
     but the date and authorizing official are 

         to  
      based on a study dated 

November 20, 1986. The approval letter cannot currently be found. The 
study is applicable to this product. 

B.  Test: final container samples are tested as prescribed in   
 

c. 

1.            
            

 

2.             

  Test: 
 
f; final container samples are tested as prescribed in    

,/ 

/ 

a.··. 

b. 

          
           
   

           
 

         
            

          
     

D.   Not applicable. 

All redactions on this page are pursuant to (b)(4).
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V. 

NEWCASTLE DISEASE VACCINE, KILLED VIRUS 
Code 1705.11 

TESTING (continued)   

E. Other tests:    is determined  containers in 
            

          

VI. POST PREPARATORY STEPS 
>'\ 

'\, A. 

" '" 
"''''''-, 

Form and Size of Final Containers - The product is marketed in the following 
containers: 

" 1 "', . 
" 

      
" 

2. 

3. 

"'", a. 
~. 

      
      

c~       
  

       

 a.      
 

b.      
c.        

          
     

B.           
            

            
        

 

     
    

C.               
          

       

All redaxctions on this page are pursuant to (b)(4)




