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OUTLINE OF PRODUCTION 

CAMPYLOBACTER FETUS - LEPTOSPIRA CANICOLA • GRlPPOTYPHOSA -
HARDJO - rCTEROHAEMORRHAGIAE - POMONA BACTERIN 

U.S. Veterinary License No. 112 VS Code No. 2863.10 
February 15,2008 

Supersedes January 19, 2007 ~/ 

V. TESTING 

  
 

Final container product is tested according to 9 CPR 113.26 using      
             APHIS granted 

approval on December 8, 2006. 

B. Safety 

     product is tested according to 9 CFR 113.38. 

C. Potency 

1. Campylobacter fetus 

a.Preparation of the  is as follows: 

             
              

          
         

         
              

              
               

  

h. Vaccination 

1)             
             

2} 

     
          

           
             

         

 

All redaction on this page pursuant to (b)(4).

(b)(6)

(b)(6)
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OUTLINE OF PRODUCTION 
CAMPYLOBACTER FETUS - LEPTOSPIRA CANICOLA - GRIPPOTYPHOSA -

HARDJO - ICTEROHAEMORRHAGIAE - POMONA BACTERIN 

U.S. Veterinary License No. H2 VS Code No. 2863.10 
February 15, 2008 

Supersedes April 28, 2004 V 

V. L b. 

 

3}            
            

        

       
   

1)              
       

2)          
          

3)            
 

All redaction on this page pursuant to (b)(4).

(b)(6)

(b)(6)
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OUTLINE OF PRODUCTION 
CA,.\1PYLOBACTER FETUS - LEPTOSPIRA CANICOLA - GRIPPOTYFHOSA -

HARDJO - ICTEROHAEMORRHAGIAE - POMONA BACTERIN 

U.S. Veterinary License No. 112 VS Cooe No. 2863.1 0 
February 15, 2008 

Supersedes September 14, 2005 ..,/d 

V. C. 

 

1. c. 4) 

  

The test is satisfactory if: 

a)           
           

b)          
               
       

 
          

  
 '           

           
          

          
           

              
 

d)           
           

           
 

2. Leptospira 

Tested as specified in 9 CFR 113.103 for L canicola, 9 CFR 113.101 for L pomona, 9 
CFR 113.102 for L icterohaemorrhagiae, and 9 CFR 113.104 for L grippotypnosa by the 

 route of vaccination. Per CVB Notice No. 04-09,   
            

               
    9 CFR 117.4. Tested according to 9 CFR 113.105 for L hardjo as 

detailed below. 

All redaction on this page pursuant to (b)(4).

(b)(6)
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OUTLINE OF PRODUCTION 
CAMPYLOBACTER FETUS - LEPTOSPIRA CANICOLA - GRIPPOTYPHOSA -

HARDJO - ICTEROHAEMORRHAGIAE - POMONA BACTERIN 

u.s, Veterinary License No. 112 VS Code No. 2863.10 
December 10,2008 

Supersedes August 13, 200} 

V. c. 2. 

\ 

Leptospira hardjo shall be potency tested as follows: 

n. 

b. 

c. 

d. 

e. 

              
             

     

               
         

               
   

 
             

               
  

               
    

              
             

               
              

           

                 
    

                

D. Moisture, if Desiccated 

NJA 

E. Any Other Tests 

  tested as specified in 9 CPR 113.100. 

All redaction on this page pursuant to (b)(4).

(b)(6)



SPECIAL OUTLINE / 

tA:h. /IZ, 

jO. f!J1 

      

SO 259 ~ 

Complete Revision , 

August 8, 2006 /' 

---Replaces the Outline dated August 15, 2003, inclusive of subsequent revisions. 

Wyeth ,/' 
through its producing subsidiaries. 

U.S. Veterinary License No. 112 -

FILEDwitr 
USD/l:-APHIS-VS 

t:;E?~Tt::.F1 ~r)Fi \lE1·E~::~~J.t\R\'
mO; .. OGICS 

oouCY. E\!;';.U.JAT10i\{, N\!C; \..iC:;;I'iSHI/, 
1-1(; EN:::-tORSEf,;it:NT 

EXPRESSED 

All redaction on this page pursuant to (b)(4).
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SPECIAL OUTLINE 
No.259 '" 

U.S. Veterinary License No. 112 August 8, 2006 ,/ 

259.      

1. REAGENTS ;/ 

A. Stock cultures ...-

1.         

             
    

2.           

             
    

B. Controls--

c. 

1.           
   

2.     

    

  
1.    

2.   

3.     

4.     

   

   

  

5.             
         

6.           

FILED with 
USDA-APH1S-VS 

G~;:NTEFi f=[;Fi Vi-:TEF:;lhlAf1Y 
C}~()t()(3~CS 

':>0UCY E'VAUJAHON, ANi.) UV::NSlN(~ 
r~c) EbtDORSEiVlt}\1T 

i=XPRESSED 

All redaction on this page pursuant to (b)(4).
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SPECIAL OUTLINE 
No. 259 

U.S. Veterinary License No. 112 August 8, 2006 _ 

259.       

1. D.          
,/      

                 
EQUIPMENT ,/' II. 

A.              
]    

B.        

C.           

D.         

E.    

F.             

G.    

III.        

A. Procedure -

1.              
      

2.             

3.                  
         

4.      

a.             
    

b.           

FILED with 
USDp,-APHIS-VS 

(;~~NTEn ,:::OP VETEmNl~RY 
nlOt()G!GS 

POLlCY. EVALUATiON, ANi) UGENf;INI3 
f\iC~· Ebjr;ORSEiviE:Nl~ 

EXPRESSEr 

All redaction on this page pursuant to (b)(4).



Page 3 

SPECIAL OUTLINE ,/ 
No. 259 ,/ 

U.S. Veterinary License No. 112 December 13,2006 
Supersedes August 8, 2006 

259.      

III. A. 4. c.             

d.           

B.     

1.                 
   

2.             
   

3.                
            

              

C.       

1.               
              

2.           

3.        

a.               

b.         

4.         

D. Incubation 

1.        

FILED with 
USDA-APHIS-VS 

CENTER FOR VETERINARY 
BIOLOGICS 

JAN () 4 2007 

POUCY, ev.NO~EUN~DT/ON, AND LICENSING 
ORSEMENT 

EXPRESSED 

I 

All redaction on this page pursuant to (b)(4).

(b)(6)
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SPECIAL OUTLINE 
No. 259 

U.S. Veterinary License No. 112 August 8, 2006 ./ 

259.       

III. E.    

1.              
              

   

2.               
       

3.                
          

F. Validity Criteria ,/ 

To be a valid assay the following criteria must be met. ../'" 

1.              

2.             

3.        

4.                

IV.        

A. Procedure /' 

1.             
       

2.              

3.               
  

USi);:\-,APHlS-VS 
CENTi:;:!i ~O;-~ VETER!N~\f-l'v 

fV()~.J.)G~C~~ 

All redaction on this page pursuant to (b)(4).
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SPECIAL OUTLINE /' 
No. 259 I 

u.s. Veterinary License No. 112 
/ 

December 13, 2006 '/ 
Supersedes August 8, 2006 

259.      

IV. A. 4.                  
            

5.     

a.             
  

b.                
  

c.             

d.          

B.     

1.               
     

2.             
   

3.                
             

           

C.       

1.                 
            

2.           

3.        

               

           
 

CENTER FOR VETERINARY 
BIOLOGICS 

JAN 0 4 2007 

POUCY, EVALUATION, AND LICENSING 
NO ENDORSEMENT 

EXPRESSED 

All redaction on this page pursuant to (b)(4).

(b)(6)
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SPECIAL OUTLINE 
No. 259 

U.S. Veterinary License No. 112 August 8, 200.6 

259.      

IV.          C. 3. c. 

IV. D. 

d. 

e. 

f. 

g. 

  

       

   

            
             
      

h.             
         

i.                
          

Validity Criteria  
To be a valid assay the following criteria must be met. -

1.             

2.            

3.       

4. If this criteria is not met the assay is inva,lid and may be repeated. -

All redaction on this page pursuant to (b)(4).
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SPECIAL OUTLINE 
No. 259 

259.       

V. Statements of Confidentiality /' 

August 8, 2006 -

All Sections in this Special Outline contain data, techniques, and methodology developed by Fort Dodge 
Animal Health and are considered confidential. ./ 

Wyeth ./' 
    

 
        

           
  

"I :1· :; " }[JI '.' \ 1 . ".' '.:' "t _ Jr, 

(b)(4)

(b)(6)

(b)(6)

(b)(6)
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SPECIAL OUTLINE 

     
  

Complete Revision 

January 30, 2008 

Replaces the Outline dated July 18, 2007, inclusive of subsequent revisions. / 

Wyeth 
through its producing subsidiaries. 

U.s. Veterinary License No. 112 
FILED with 

USDA-APHIS-VS 
CENTER FOR VETERINARY 

BIOLOGICS 

POUCY. EVALUAYiON, ;:\!\Iv UGt:NtiING 
I NO ENDORSEMENT 

EXPRESSED 



, 

U.S. Veterinary License No. 112 

Page 1 

SPECIAL OUTLINE 
SO 299 

299.      

1. REAGENTS 

A. Antigen 

1.         
2.         
3.         

B. Controls 

1. 

C.     

1.       

2.    

3.      

4.      

Complete Revision 
January 30, 2008 

5.              . 
            

            
      

6.          

D.        

E. Preparation of Diluent 

                   
     

             
  

                   
 

   
BIOLOGICS 

POUCY, EVALUATION, AND liCENSING 
NO ENDORSEMENT 

EXPRESSED 

All redaction on this page pursuant to (b)(4).
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SPECIAL OUTLINE 
SO 299 

U.S. Veterinary License No. 112 

Complete Revision 
January 30, 2008 

299.      

II. EQUIPMENT 

A.           

B.         

C.             

D.           

E.   

III. PRQCEDURE 

A. 
          

Plate Set-up      

1.               
              

  

2. Plates are set up for Strains I, 2, and 3 according to Step 1Il.A.I. 

Note: Serial Number is to be labeled on each plate when multiple serials are to be tested. 

B. Sera Dilution 

l.                 
  

2.               

3.                  
  

          
  

 
CENTER FOR VETERiNARY 

BIOLOGICS 

~-'EB I) 5 200~ 

POUCY, EVALUATION, ANO UGENSING 
NO ENDORSEMENT 

EXPRESSED 

All redaction on this page pursuant to (b)(4).
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SPECIAL OUTLINE 
SO 299 

 
U.S. Veterinary License No. 112        
299.        

Complete Revision 
January 30, 2008 

III. B. 3. C --,. b.              

    

/ e·- d.     

4.     

a.         
   

b.          

c.             

d.          

e.          

 

C. Addition of Antigen 

1.                  
 

D. Incubation 

1.             

E. Reading 

1.             

2.               
        

           

           

  
USDA-APHIS-VS 

CENTER FOR VETERiNARY 
BIOLOGICS 

Fn; 0 5 200S 

POUCY, EVALUATiON, AND UI"EN$ING 
NO ENDORSEMENl 

EXPRESSED 

All redaction on this page pursuant to (b)(4).
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SPECIAL OUTLINE 
SO 299 

299.      

Complete Revision 
January 30, 2008 

III. E. 3.         

IV. VALIDITY CRITERIA 

A. To be a valid assay; the following criteria must be met: 

1.              

a.           

b.          

c.              

      

I v Lt. -- 3.                  

V. STATEMENTS OF CONFIDENTIALITY 

Sections I., II., III., IV. and V. contain data, techniques, and methodology developed by Fort Dodge Animal 
Health and are considered confidential. 

Wyeth 
through its producing subsidiaries. 

 
 

  
        

 
FILED with 

USDA-APHIS-VS 
CENTER FOR VETERINARY 

BIOLOGICS 

~:'D3 n 5 2008 

POUCY, EVALUATION, AND LlGENSING 
NO ENDORSEMENT 

EXPRESSED 

All redaction on this page pursuant to (b)(4).

(b)(6)

(b)(6)



OUTLINE OF PRODUCTION 

ERYSIPELOTHRIX RHUSIOPA THIAE • LEPTOSPIRA BRA TISLA VA • 
CANICOLA - GRIPPOTYPHOSA - HARDJO • 

ICTEROHAEMORRHAGlAE - POMONA BACTERIN 

VS Code 2543.00 

COMPLETE REVISION 

October 1, 1999 

Supersedes All Previolls Revisions 

Cover Page Updated August 30, 2002 
// 

1 <'I- /"' 

'Wyeth _, t'!jt,"!i.,n·4ZchiA.-

with its producing sllbsidifries. 

U. S. Veterinary License No. 112 

L 

o 

(b)(6)

(b)(6)



Page W 

OtITU~E OF PRODUCTION 
ERYSIPELOTHRIX RHUSIOPATHIAE-

LEPTOSPIRA BRATISLAVA - CAKICOLA - GRIPPOTYPHOSA - HARDJO
ICTEROHAEMORRHAGIAE - PONIONA BACTERIN 

U.S. Veterinary License No. 112 VS Code 2543.00 
March 19, 200S 

Supersedes January 24, 2007 

V. TESTING 

A. Purity 

                  
                 

             

Safety testing is       in accordance with 9 CFR 113.38. 

C. Potency: 

1,    

              
                

              
            

           

     
        
          

          
             
             

             
 

Altemately, if required to meet export requirements, potency testing may be performed as 
             

All redaction on this page pursuant to (b)(4).

(b)(6)
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OUTLINE OF PRODUCTION 
ERYSIPELOTHRIX RHUSIOPA THIAE -

LEPTOSPIRA BRATISLAVA - CANICOLA - GRIPPOTI'PHOSA - HARDJO -
ICTEROHAEMORRHAGIAE - POMONA BACTERIN /' 

U.S. Veterinary License No. 112 VS Code 2543.00 /' 
August 30, 2005 

Supersedes October 1, 1999 --

V. c. 2.   potency testing shall be conducted using     
samples of the completed product in accordance with the follo\ving tests. / 

a.    in accordance with Special Outline No. 1117. ~J 

1)               
          

 
 
 

  
  

 
 

  
   
  
 
 

  
  

  
 

 
 

2)                
       

3)              
       

b.             
 

 
              A~Q 

           

c. 

              
              

  in accordance with 9 CFR 113.104.l1,er CVE Notice 
No, 04-09          

            own 
           in 9 

  

FiLED with 
USDA~APHlS·VS 

CENTER FOR VETERINARY 
BIOLOGICS 

SEP 2 6 2005 

POUCY. EVALUATION, AND UCENSING 
NO ENDORSEMENT 

EXPRESSED 

All redaction on this page pursuant to (b)(4).

(b)(6)

(b)(6)
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OUTLINE OF PRODUCTION 
ERYSIPELOTHRIX RHUSIOPATHIAE -

LEPTOSPIRr\ BRA TISLA V A - CANICOLA - GRIPPOTYPHOSA - HARDJO -
ICTEROHAEMORRHAGIAE - POMONA BACTERIN -

U.s. Veterinary License No. 112 VS Code 2543.00 
August 30, 2005 

Supersedes October 1, 1999 -

V. c. 2. d. 

e. 

f. 

  shall be potency tested as foHows. ",. 

1)                
            

      

2)               
        

 
3)                

    

4)             
                

              
           

 

5)               
              

         
    

          
           

             
             

CFR  .,..--. 

  in accordance with 9 CPR 113.101.rier CVB Notice   
04-09,           "i 

              / 
        as outlined in 9 CFR 117,9 / 

FfLEDwith 
USDA-APHlS..vs 

CENTER FOR VETERINARY 
BIOLOGICS 

SEP 2 6 2005 

POWCY, EVAlUATION, AND UCENSING 
NO ENDORSEMENT 

EXPRESSED 

, 
'. 

All redaction on this page pursuant to (b)(4).

(b)(6)

(b)(6)
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OUTLINE OF PRODUCTION 
ERYSIPELOTHRIX RHUSIOPA THIAE -

LEPTOSPIRA BRATISLAVA - CANICOLA - GRlPPOTYPHOSA - HARDJO -
ICTEROHAEMORRHAGIAE - POMONA BACTERIN <'" 

U.S. Veterinary License No. Il2 VS Code 2543.00 / August 30, 2005 ---

V. Moisture. if Desiccated 

N/A 

E. An\' Other Tests /' 

    testing is conducted and evaluated in accordance with 9 CFR 113.100. /' 

VI. ""--ROST-PREPARATORY STEPS 
"'~"~"""'.''''.,., 

A. I:-¢mtand Size of Final Containers in Which the Product is to Be Distributed 
'<00;, .. ", 

            
   

             
            -

             

F1LEDwith 
USDA*APHIS-VS 

CENTER FOR VETERINARY 
BIOLOGICS 

SEP 2 6 Z005 

POUCY, EVALUATION. AND LICENSING 
NOENDOASEMENT 

EXPRESSED 

All redaction on this page pursuant to (b)(4).

(b)(6)

(b)(6)



II 
-Ii-11' 

SPECIAL OUTLINE 

tA;G, 
JJ),Aft;, J 

        

No. 179·, 

COMPLETE REVISION ,/ 

May 17,2006 4' 

.~ 

Replaces the Outline dated October 30,2002, inclusive of subsequent revisions. 

Wyeth .-" 
through its producing s'lbsidiaries. ~. 

U.S. Veterinary License No. 112 / 

RUEOwfth 
lJSOA-APH!S¥'lJS 

CENTER fOR VETERiNARY 
BIOLOGiCS 

2 3 Z006 

roue'/, EVALUATION, AND HG1EN~tlNU 
NOENOOASEMENT 

e;~PflessEO 

....:..-.......:...~--~-----------................ . 

(b)(4)



" " 

U.S. Veterinary License No. 112 

Page I 

SPECIAL OUTLINE 
No.179 #"" 

May 17, 2006 ~ 

179.         

v. TESTING ,.. 

C. Potency'/ 

1.        

a. Materials & Equipment 

1)     

a)        

2)       
       

      

  
a)         

            
        

3)    

a)         
   

 

(2)     

v (3)        

(4)       
  

4)        

FiLEDwWi 
USOA~tS..\lS 

CENlER FOR VETERINARY 
BIOLOGICS 

2 3 2006 

All redaction on this page pursuant to (b)(4).



U.S. Veterinary License No. 112'/ 

Pagel 

SPECIAL··OUTLINE 
No. 179 / 

May 17, 2006 " 

179.        

v. c. 1. a. 5)        

a) 

b) 

c) 

d) 

e) 

t) 

g) 

  

        

  
     

     

6)    

 
a)            

 

( 1 )             
       

7)           
  

a) 

* 

 
        

 

(1)         
        

       

         
       

MAY 232006 

POUC'( EVAlUATION.AND UCfWS!NG 
NOENDORSWENT . . 

E,.'l(.Ffi$SED 

All redaction on this page pursuant to (b)(4).
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U.S. Veterinary License No. 112 

Page 3 
SPECIAL OUTLINE 

No. 179 
February 4, 2009 

Supersedes May 17, 2006 

179.        

V. c. 1. a. 

  

8)       

ti)     

9)   

a)     

(1)          
        

        

10)   

a)            
   

11)            
       

12) 

13)           
          

14) 

a)          
          

            
    

         
        

a)      

(1)         
         
         

     

Fll£Owl1h 
USDA·APHIS.vS 

CENTER FOR VET€RlNAFlY 
alOLOGICS 

FEB 11 2009 

All redaction on this page pursuant to (b)(4).

(b)(6)

(b)(6)
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Page 4 

SPECIAL OUTLfl\l'E 
No. 179 

May 17, 2006 .~ 

179.       

V. c. L a. 15)     

a)       

16)    

a)       

(I)       
         

          
      

17)       

a)        

(1) 

(2) 

   
  

 
    

18)         

19)           
    

20)         

b, Methods 

1)   

a)             

MAY 2 32006 

POIJCY,EVA 
NO 
··~SSfO 

All redaction on this page pursuant to (b)(4).



U.s,Veterinary License No, t 12 

PageS 

SPECIAL OUTLl}..'E 
No. 179 

May 17,2006 

179.         

v. c. 1. b. 1) b) 

c) 

  
          

         
  

 
        

        

2)  Procedures --

a) 

b) 

c) 

d) 

e) 

t) 

g) 

         
         

              
        

           
         

           
        

          
           

     

           
          

              
         

              
      

             
            

  

2 S 2006 

ev~LUAll0N, ANO lICENSING 
NOENOop.sEMENT 

EXPREssBJ 

All redaction on this page pursuant to (b)(4).
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SPECIAL OUTLINE 
No. 179 

November 11, 2009 
Supersedes May 17,2006 

179.        

V. C. 1. b. 2) 

c 

h)           
            

          
           
             

i)           
            

         
   

j)          
  

k)            
         

1)       
        

           
          

m)            

n)            
       

0)         
        

            
         

          

p)            

'I)            
       

DEC 14 

 

All redaction on this page pursuant to (b)(4).

(b)(6)

(b)(6)



U.S. VeterinaryLicense No, 112 

Pa£e 7 
SPECIAL OUTLI"N"E 

Nl.1.179 

May 17,2006 

179.         

v. c. L b. 2) J)       
           

            
 

s)              

t)            
         

u)        
           

          

v)            

3) Photometric Reading ,/ 

a)            
       

b)             
             

         

4) Determination ofR.elative Potency Value #' 

a) 

b) 

           
         
   

         
        

       
         

        
          

    

2 3 2006 

All redaction on this page pursuant to (b)(4).
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Page 8 

SPECIAL OUTLINE 
No. 179 

179.      Potency Test ., 

V. c. 1. B. 4) c) Interpretation of Results ,/ 

May 17, 2006 .-

Refer to the Outline of Production for the product serial Oil "" 

test. 

VI. STA TEMENI,OF CONFIDENTIALITY 

All Sections of this Special Outline contain dllta, techniques, and methodology developed by Fort Dodge 
Animal Health are considered confidential. #' 

Wyeth 
through it producing subsidiaries. 

 
   

        

 

FILED with 
.~ ~DA-APHIS-VS 
IJENTI::R FO~ VETERiNARY 

BIOLOGiCS 

2 3 2006 

All redaction on this page pursuant to (b)(4).

(b)(6)

(b)(6)

(b)(6)



SPECIAL OUTLINE 

Procedure for Potency Testing o    

SO 1117 v 

Complete Revision / 

June 13,2007 /' 

Replaces the Outline dated March 30, 200f, inclusive of subsequent revisions. 

Wyeth / 
with its producing subsidiaries. 

U. S. Veterinary License NO. 112 / 

FILED with 
USDA-APHIS-VS 

CENTER FOR VETERINARY 
BIOLOGICS 

JUL 1. 7 2007 

POUCY, EVALUATION, A{\.I[I LICENSING 
NO ENDORSEMENT 

EXPRESSED 

All redactions on this page are pursuant to (b)(6) & (b)(7)(c).
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SPECIAL OUTLINE/ 
NO. 1117 

U. S. VETERINARY LICENSE NO. 112 June 13, 2007 ,/ 

1117. Procedure for Potency Testing of   

I.   

A.                
              

B.              

II.  

A.              
             

 
      

                   
     

1.          
           

   

2.             
            

  
 

3.            

4. 

5. 

           
             
              

   
           

        

6.             
                    

            
            

    
 

   

FILED with 
USDA-APHIS-VS 

CENTER FOR VETERINARY 
BIOLOGICS 

.IUL 1 7 2007 

POUCY; EVALUATION, AND LICENSING 
NO ENDORSEMENT 

EXPRESSED 

All redaction on this page pursuant to (b)(4).
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SPECIAL OUTLINE 
NO. 1117 / 

U. S. VETERINARY LICENSE NO. 112 / 
 

1117. Procedure for Potency Testing o    

,/ 

June 13, 2007 

II. B.               
 

III. STATEMENT OF CONFIDENTIALLITY: 

All sections of this Special Outline contain data, techniques, and methodology developed by Fort 
Dodge Animal Health and are considered confidential. 

/Wyeth 
    

 
       

          

 

FILED with 
USDA·APHIS·VS 

CENTER FOR VETERINARY 
BIOLOGICS 

.JUL 1 '7 2007 

POLICY, EVALUATION, AND LICENSING 
NO ENDORSEMENT 

EXPRESSED 

All redaction on this page pursuant to (b)(4).

(b)(6)

(b)(6)

(b)(6)



 

OUTLINE OF PRODUCTIOX 
LEPTOSPIRA CANICOLA-GRIPPOTYPHOSA

HARDJO-ICTEROHAEMORRHAGIAE-POMO:-:A BACTERIN 

VS Code 2665.01 

Previously coded 2665.00 

September 15,2000 

/ 
Replaces the Outline Dated December 5,1997 h1c1usiYC 0fSubsequent Revisions. 

Cover Page Updated November 1,2002 

U. S. Veterinary License No. 112 

DEC 19 2002 

(b)(6)



  

Page 13 

Ol.JTLINE OF PRODUCTION ,/ 
LEPTOSPIRA CANICOLA-GRIPPOTYPHOSA-HARDJO

ICTEROHAEMORRHAGlAE-POMONA BACTERIN 

U.S. Veterinary License No. 112 VS Code 2665.01 
January 24, 2007 ~ 

Supersedes August 30, 2005 

IV. 'J, Amount of Antigenic Material per Dose(s) in Final Container 
  

             
  

  
  
  

  
  

V. TESTING 

A. PuritY  

               6   
                

        [t..PHIS approval granted September 28, 
2006J   

B. 

Safety testing is conducted on bulk or final containers in accordance with 9 CFR 113.38. 

C. Potency 

1. Potency testing is conducted on bulk or [mal containers. 

2. Potency tests for each fraction are conducted as foHows: 

a.           
             

           
             

            
  

All redaction on this page pursuant to (b)(4).

(b)(6)

(b)(6)



. . . 
, .I 

Page 14 

OUTLINE OF PRODUCTION 
LEPTOSPIRA CANICOLA-GRIPPOTYPHOSA-HARDJO

iCTEROHAEMORRHAGIAE-POMONA BACTERIN " 

U.S. Veterinary License No. lil/ VS Code 2665,01 
MayC§; 2008 

Supersedes August 30, 2005 

v. c. 2. b.    accordance with 9 CFR 113.104, Per CVB Notice 
No. 04-09,         

             
             

CFR 117.4. > 

c.   potency testing is conducted as follows: 

1)              
            

       

2) 

3) 

4) 

              
       

  

                
      

            
  

            
            
        

              
              

        

5)                
            

           

 

                 
     

            
  

All redaction on this page pursuant to (b)(4).



 

 

Page 14a 

OtJTLINE OF PRODUCTION 
LEPTOSPIRA CANICOLA-GRIPPOTYPHOSA-HARDJO

ICTEROHAEMORRHAGIAE-POMONA BACTERIN 

U.S. Veterinary License No. 112 VS Code 2665.01 August 30, 2005 

V C. 2. d.     <)     
            

 fPer cva Notice No. 04-09,      
             

           
outlined in 9 CPR 117. 

e.   in accordance with 9 CFR 113.101~r cva Notice No. 04-
09,         

             
             

D. Moisture if Desiccated 

N/A 

E. Anv Other Tests 

N/A """ 

RLEOWfth 
USOAwAPHlS..v'S 

CENTER FOR VETERINARY 
BIOLOGICS 

r 0 6 

EVALUATION, AND UCENSfNG 
NO ENDORSEMENT 

EXPRESSED 

All redaction on this page pursuant to (b)(4).

(b)(6)

(b)(6)



     

OUTLINE OF PRODUCTION 
BOVINE RHINOTRACHEITIS VACCINE, MODIFIED LIVE VIRUS, LEPTOSPIRA CANICOLA -

GRIPPOTYPHOSA - HARDJO - ICTEROHAEMORRHAGIAE - POMONA BACTERIN 

Complete Revision /-

February 4, 2000 

v/ 
Replaces the Outlined dated March 18,1998 inclusive of subsequent revisions. 

~~Cover Page Updated on October 18, 2002 

Wyeth -
with its producing subsidiaries. 

U.S. Veterinary License No. 112 

FILED witt, 
USDA-APHIS-VS 

CENTER FOR VETERINARY 
BIOLOGICS 

OCT 31 2002 

liCENSING & POLICY 
DEVELOPMENT 

NO ENOORSEfv1ENT 

(b)(6)



Page 6 

OUTLINE OF PRODUCTION 
BOVINn RHINOTRACHEITIS V ACCllin, MODIFIED LIVE VIRUS, LEPTOSPIRA CANICOLA -

GRlPPOTYPHOSA - HARDJO - ICTEROHAEMORRHAGIAE - POMONA BACTERIN 

U.S. Veterinary License No. 112 VS Code No. 4019.00 February 4, 2000 

IV. 

V. 

PREPAlb\IION OF THE PRODUCT 
.~. 

    

               
           

         
     

               
                

 

 

                
             

      

 
                

              
 

VI.   

.il 

A.               
 

                
 

 

              
            

 The" shipments shall  of9 CFR 112.8(c). 

All redaction on this page pursuant to (b)(4).



~ccle" I IS' /,{'O 

OUTLINE OF PRODUCTION 
BOVfNE RH1NOTRACHEITIS - VIRUS DIARRHEA -PARAINFLUENZ.'Y\3-
RESPIRATORY SYNCYTIAL VIRUS VACCINE. MODIFIED LIVE VIRUS 

VS Code No. 1181.00 

COMPLETE REVlSION 

June 4, 2007 / 

,/ 
Replaces the Outline dated February 4,2000, inclusive of subsequent revisions. 

Wyeth 
with its producing subsidiaries. 

U.s. Veterinary License No. 112 
FILED with 

USDA-APHlS-VS 
CENTER FOR VETERINARY 

BIOLOGICS 

G 3 1 

POLICY; EVALUAnON, ;\ND UCENSING 
NO ENDORSEMENT 

EXPRESSED 



Page 14 
OeTLNE OF PRODUCTIO>i 

BOV!,\} RHINOTRACHEITIS - VIRUS DIARRHEA - PARAINFLCENZAf3 -
RESPIRATORY SY>iCYTIAL ViRUS VACCl?\E, ylODIFIED LIVE VIRUS 

C.S. Verennary License No. 112 VS Code No. 1181.00 
June 4.2007 

Supcf5edesMarch28. 20{)7 

IV. H. 
........ -, 

", 1. Procedures '. 
-"""-'                

. , .... ,.,...                
  

                 
                
               

               
          

 
"'I. 

T estin& "" ''',,<_,-

         
                   

               
                 

               
        

1. Amount of Antigenic l'viaterial Per Dose!s) in Final Container 

Each serial of vaccine should meet or exceed the potency requirements as 
C. oft11i5 Production Outline. 

V. TESTI?-iG 

A. Euritv 

              
                   

               
                

               

1. CalfSafetyT('st 

Fina! containers      are tested as specified in 9 CFR 
113.41. 

All redaction on this page pursuant to (b)(4).



Page 15 
OUTLINE OF PRODUCTION v" 

BOv'TI\'E RHINOTRA.CHEITIS - VIReS DIARRHEA - PARAINFLUENZ.~ -
RESPIRATORY SYNCYTIAL \-1RUS VACCINE.]VlODIFIED LIVE VIRUS 

t;.S. Veterinary License No. 112 VSCodeNo,1181,00 
June 4. 2007 

SuepI'sedes August19: 2005 

v. j\,Ioltse Safety Test 

Final containers       are tested as specified in 9 eFR 
113.33. 

              
      

C. Potency 
             

1     /;'lP{",(»/i  J 

     

               
 

     
     

       
 

      

   

       
 

     
   

  
       

              
 

2. Testing and Titer Requirements 

 
 

 
 
 

D.    

  
 

  
  
  
  

 
  

 
    

 
  

         
  

 
  

 
       
   
     

   

         

fILED with 
USDA·APHIS-VS 

GENTER FOR VETER1Nf\fiV 

All redaction on this page pursuant to (b)(4).



Page 16 
OUTLINE OF PRODUCTION ,/ 

BOVfNE RHfNOTRACHElTIS - VIRUS DIARRHEA - PARAfNFLUENZ:\-l:3 -
RESPIRATORY SYNCYTIAL VIRUS VACONE, MODIFIED LIVE VIRUS 

U.S. Veterinary License No. 112 .~ vs Code No. 1181.00 

June 4,2007 
·SupersetiesMarchlO;2004 

v. E. Anv Other Tests 

N!A 

VI. POST-PREPARATORY STEPS 
~ 

\ 
'I", ...1\ .. 
\, 
\.~ .'. 

'\"" 
" 

 

            

                
    

               
            

             

'" '~". 
B. Collection,Srora!!e and Submission of Representative Samples 

c. 

D. 

Final contaill~f'~amples will be handled in accordance with 9 CFR 113.3. 
 "\", 

             d and submitted to 
              APHIS-USDA VS 

Memorandum No. 800.83':, 

Expiration Date                    confirmed in 
accordance with 9 CFR 114.13 and was~roved by USDA 011 October 13,1996. 

" Use. Dosage and Route of Ac!.ministration "-

"" 
1.   

              
        

                 
                      

          
 

POUG'i, EVAL::)t\TiON, AND UCENSING 
NO ENDORSEMENT 

EXPRESSED 

All redaction on this page pursuant to (b)(4).
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OUTLINE OF PRODUCTION 
LEPTOSPIRA CANICOLA - GRIPPOTYPHOSA - HARDJO -

ICTEROHAEMORRHAGIAE - POMONA BACTERIN 

VS Code No. 2665.02 

COMPLETE REVISION 

May 10,2002 V'. 

/' 
Replaces the Outline dated February 4, 2000, inclusive of subsequent revisions. 

Wyeth -~ 1"[4t·~ ",,/ 

through its producing subsidiaries. 

U.S. Veterinary License No. 112 



Page 12 
OUTLINE OF PRODUCTION 

LEPTOSPIRA CANICOI.A - GRIPPOTYPHOSA - HARDJO
IC1'EROHAEMORRHAGIAE - POMONA BACTERIN 

U.S. Veterinary License No. 112 VS Code No. 2665.02 
December 10, 2008 

Supersedes September 27, 2006 / 

                
              

    

   container product is tested according to 9 CFR 113.38. 

 

                
                  

            
               

                 
             

  shall be potency tested as follows: 

1.                
                 

2.                 
        

3.             is considered a satisfactory 
test. 

4.                
                

                

.. .. )            
          

All redaction on this page pursuant to (b)(4).

(b)(6)



t • 

Page 12a 

OUTLINE OF PRODUCTION 
LEPTOSPIRA CANICOLA - GRIPPOTYPHOSA • HARDJO

ICTEROHAEMORRHAGIAE - POMONA BACTERIN 

U.S. VetennuryLicense No. 112 VS Code No. 2665.02 December 10, 2008 

v. c. 

\ (, 
J 

5.                  
                

       

                     
  

             

fllEDwittl 

All redaction on this page pursuant to (b)(4).

(b)(6)
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OUTLINE OF PRODUCTION 
LEPTOSPIRA CANICOLA • GRIPPOTYPHOSA -HARDJO -

ICTEROHAEMORRHAGIAE - POMONA BACTER1N 

U.S. Veterinary License No. 112 VS Code No. 2665.02 May 10,2002 

V. D, Moi,;;Jpre, if Desicclfted 

NJA 

E. AllY Other Tests 

 tested agains        according to 9 CFR 113.35    
           

VI. POST PREPARATORY STEPS 

A. Form and Si?:~ of final Containers in \Vhich .the Product is to be Distributed 

                   
          

               
            

 shipments shall comply with the requirements of9 CFR 112:8(c). 

B. {~ollection, s.t(;I!.!~ge aM~ubmission of Representative Samples 

             in accordance with 9 CPR 
113.3.      in accordance with 9 CFR J 13.3. 

   

                

                  
   

C. Expiration Date 

The expiration date            
with 9 CFR 114.13.    

    

   

FILED 
USDA-AP 

CENTER FO 
BIOLOGICS 

SEP - 3 taQ2 

All redaction on this page pursuant to (b)(4).



.. ' 

.-

OUTLINE OF PRODUCTION 
BOVINE RHINOTRACHElTIS - VIRUS DIARRHEA VACCINE, MODIFIED LIVE VIRUS, LEPTOSPIRA 

NlIlZlXfC - P    

VSCode 
~fntemaJ:eodeNe#*2t' 

rfz 

NEW OUTLINE 

November 30, 2005 

Wyeth ,/ 
with its producing subsidiaries. 

U.s. Veterinary License No. 112 ,/ 

NOT A FOIA DELETION



 
 

Page 6 

OUTLINE Of PRODUCTION 
BOVINE RHINOTRACHEITIS ~ VIRUS D CINE, MODIFIED LIVE VIRUS, LEPTOSPIRA 

OMONA BACTERIN 

U.S. Veterinary License No. 112 VS Code 4399.20 
June 3, 2009 

Supersedes November 30, 2005 

Ill.                 
             
      

 

                
               

  
 
" 

    
 

       
                
               

   

        
          

V. TESTING 

N/A 

VI. POST-PREPARATORY STEPS 

A. Form and.SiL:~ off~t Containers in Which the Product is to Be Distributed 

               
    

 
  

All redaction on this page pursuant to (b)(4).

(b)(6)

(b)(6)



OUTLINE OF PRODUCfION 
BOVINE RHINOTRACHEITIS - VIRUS DIARRHEA VACCINE, 

MODIFIED LIVE VIRUS 

VS Code lIS /:::z.G 
(~el'I'taLQ)g~14)-

NEW OUTLINE 

May 16, 2003 ./ 

Wyeth ,/ 
with its producing subsidiaries. 

U.S. Veterinary License No. 112 

. .' " ". , ~ 
~ . '" r' , 

\', ',: . 
.:: -'" .. ~ '~ 

JUN 2 2003 

NOT A FOIA DELETION



 

 

Page 7 
OUTLINE OF PRODUCTION / 

BOVINE RHINOTRACHEITIS - VIRUS DIARRHEA VACCINE, 
MODIFIED LIVE VIRUS 

U.S. Veterinary license No. 112 VS Code 1151.20 
July 24, 2007 

Supersedes May 16, 2003 

IV. E. 3. Volume of Maximum Serial 

  

4. Any Other Pertinent Information 

N/A 

F. Volume ofFill for Each Size Vial 

 
 
 

Fill Volume (ml) 
   

 
 
 

 
 
 

 
 
 

 

        
        

        

 

  
  
  

G. Method and Technique of Filling and Sealing of Final Containers 

The product is gross         and filled under 
conditions specified in 9 CFR 114.6 into sterile final containers in a room designated for filling 
operations.            

        

H. Desiccation 

l. Procedures 

                
              

                
                 

              
             

   

All redaction on this page pursuant to (b)(4).

(b)(6)

(b)(6)



Page 8 
OUTLINE OF PRODUCTION 

BOVINE RHINOTRACHEITIS - VIRUS DIARRHEA VACCINE, 
MODIFIED LIVE VIRUS 

U.S. Veterinary License No. 112 VS Code 1151.20 
January 25, 2008 

Supersedes August 19, 2005 

IV. H. 2. Testing 

   will be determined in accordance with 
                   

                
                  

               
         

I. Amount of Antigenic Material Per Dose(s) in Final Container 

                
     

V. TESTING 

\ 

A. P~i~ \ 

            according. to 9 
CFR 113.27               

          
                  

               per 9 CFR 
     

B. SafeW 

1.    
          specifIed in 9 CFR 

113.41. 

2.    
           specified in 9 CFR 

113.33        

                
       

USDA APHIS-VS 
CENTER FOR VETERINARv 

BIOLOGICS 

f' i " , 

pouey, EVALUArlUN, AN!) ut;;~r .. ;:;IN(, 
NO ENDORSEMENl 

EXPRESSED 

All redaction on this page pursuant to (b)(4).

(b)(6)

(b)(6)



Page 9 

OUTLINE OF PRODUCTION 
BOVINE RHINOTRACHEITIS - VIRUS DIARRHEA VACCINE, 

MODIFIED LIVE VIRUS -

U.S. Veterinary License No. 112 VS Code 1151.20 /" 
August 19, 2005 

Supersedes October 8, 2003 -

V. 

  ,.< 
  

c. 

Virus titers present in final containers are measured according to SO 158 ..... 

1. Master Seed Immunogenicity Infonnation 

      

               
     

    
      

     

  

         
    
     

 

                 
 

 Testing and Titer Requirements/ 
  

      
     

 

  
 

         
 

  
      

 
  

        

D. Moisture, if Desiccated .# 

Refer to Section IV. H. of this Production Outline. " 

E. Any Other Tests 
 

'. 

ALEDwith 
USDA·APHIS·VS 

CENTER FOR VETERINARY 
BIOLOGICS 

2 9 Z005 

POUCY. EVAlUATION, AND UCENSING 
NO ENDORSEMENT 

EXPRESSED 

All redaction on this page pursuant to (b)(4).

(b)(6)

(b)(6)



·' 

\ . ' . 

OUTLINE OF PRODUCTION 
LEPTOSPIRA POMONA - HAIDJeBACTERIN 

VS Code 
(Internal CodeNO#J65, 

.' 

NEW OUTLINE 

November 30, 2005 

Wyeth 
through its producing subsidiaries. 

U.S. Veterinary License No. 112 
FILEOWfth 

USDA-APHIS-VS 
CENTER FOR VETERINARY 

BIOLOOICS 

MjW 2 2006 

EVALUATION, AND UCENSING 
NO ENDORSEMENT 

EXPRESSED 



.. 

Pagco 

OUTLINE OF PRODUCTION 
LEPTOSPIRA HARDJO - POMONA BACTERIN 

August 8, 2008 
U.S. Veterinary License No. 112 VS Code 26ML()() Supersedes September 2006 

IV. G. 

H. 

L 

V. 

A. 

               
              
               

  

NfA 

              
      

               
             

 

      is tested according to 9 CFR 113.38. 

All redaction on this page pursuant to (b)(4).

(b)(6)

(b)(6)



.. 
f .' 

Page 7 
OUTLINE OF PRODUCTION 

LEPTOSPIRA HARDJO - POMONA BACTERIN 

U.S. Veterinary License No. 112 VS Code 26M1.00 
December 10, 2008 

Supersedes November 30, 2005 

V. 

/ 

c. Potency 

Tested as specified in 9 CFR 113.101 for L. Pomona. 

Leptospira hardjo shall be potency tested as follows: 

1.                
                 

2.                 
        

3.                  
 

4.                

5. 

                
               

                
            

\ 

                  
                

       

(! 

                     
  

                

D. Moisture, if Desiccated 

N/A 

E. Any Other Tests 

\ 

   according to 9 CFR 113.35    for VS Code 1181.00 is 
     

All redaction on this page pursuant to (b)(4).

(b)(6)



OUTLINE OF PRODUCTION 

/' 
BOVINE RHlNOTRACHEITIS - VIRUS DIARRHEA - PAR..<\INFLUENZA!3 -

RESPIRATORY SYNCYTIAL VIRUS VACCINE, KILLED VIRUS, HAEMOPHILUS SOMNUS - LEPTOSPIRA 
CANICOLA - GRIPPOTYPHOSA • HARDJO -

lCTEROHAEMORRHAGlAE - POMONA BACTERIN 

VS Code No. 44D7.20 

Complete Revision 

September 3,2008 
v'" 

Replaces the Outline dated AUl?:~!!~}OO?.~clusive of subsequent revisions. 

Wyeth 
with its producing subsidiaries. 

U.S. Veterinary License No. 112 

POliCY, EVALUATION, AND UCENS1NG 
NOENDQRSEMENT 

EXPRESSED 



, , 

, Page 14 
OUTLINE OF PRODUCTION 

BOVINE RHINOTRACHEITIS - VIRUS DIARRHEA - PARAINFLUENZA 3-
RESPIRATORY SYNCYTIAL VIRUS VACCINE, KILLED VIRUS, HAEMOPHlLUS SOMNUS - LEPTOSPIRA 

CANICOLA - GRJPPOTYPHOSA - HARDIO -
ICTEROHAEMORRHAGIAE - POMONA BACTERIN 

U.S. Veterinary License No. 112 VS Coile No. 44D7.20 
September 3, 2008 

Supersedes May 7,2008 

IV. 1. 4:';· ... -.J.,~tospira 
/ h...,"', .. "', ... ___ .... __ .""_~,. ""'-'" 

The final  kast       
          

        s 

       

V. TESTING 

               
                

      

B. Safety 

1.    

                 
             
                
                

2.     

The vaccine will be tested according to 9 CFR 113.38.       
              
               

            
     

AtEDwith 
USDA·APHIS·VS 

CENTER FOR VETERINARY 
BIOlOG!CS 

POUCY, EVALUATION, AND LlL;~:NIS.IN{'" 
NOENDOASEMENT 

EXPRESSED 

All redaction on this page pursuant to (b)(4).
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Page 15 
OUTLINE OF PRODUCTION 

BOVINE RHINOTRACHElTIS ~ VIRUS DIARRHEA - PARAINFLUENZA 3 -
RESPIRATORY SYNCYTIAL VIRUS VACCINE, KILLED VIRUS, HAEMOPHILUS SOMNUS - LEPTOSPIRA 

CM·nCOLA • GRIPPOTYPHOSA • HARDJO • 
ICTEROHAEMORRHAGIAE - POMONA BACTERIN 

U.S. Veterinary License No. 112 VS Code No. 44D7.20 
September 3. 2008 

Supersedes January 16, 2008 

V. Potency.  
j 

1. IBRV ;.tpotency Te  

\, 2.; 
! 

(Bulk or final container samples will be tested according to SO 365. 
 

 
                    

          

       
               

             
               

         .8(cjl.s     
         

     
    
    

    

     

          
             
             

               

      

CENTER VETERiNARV 
BIOLOGICS 

SEr :~ 2 

POUC~ EVALUATION, ANO UCENSiNG 
NOENOOASEMENT 

EXPReSSED 

All redaction on this page pursuant to (b)(4).



Page 16 
OUTLINE OF PRODUCTION 

BOVINE RHlNOTRACHEITIS ~ VIRUS DIARRHEA - P ARAlNFLUENZA 3 -
RESPIRATORY SYNCYTIAL VIRUS V ACClNE, KILLED VIRUS, HAEMOPHILUS SOMNUS • LEPTOSPIRA 

CANICOLA - GRIPPOTYPHOSA - HARDJO -
ICTEROHAEMORRHAGIAE - POMONA BACTERIN 

U.S. Veterinary License No. 112 VS Code No. 44D7.20 
December 24, 2009 

Supersedes October 5,2009"../ 

V. C. 3. PI3V -  Potency Test 

          rst subseria! are tested for potency by 
         Re      

        c)1-5      
       

     
    
    

    
    

          
             
             

               
      

4. BRSV    Potency Test 

                
         Results are evaluated in accordance 

      9 CFR 113.8(c)1-       
       

  
  
  

  
  

 
 

 
 

   

This a   reference; while the product        of reference 
                

  MonitoringiRequaUReplacement Guidelines:      
              

             
             

         

 

JAN 25 

All redaction on this page pursuant to (b)(4).

(b)(6)

(b)(6)
(b)(6)
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OUTUNE OF PRODUCTION 
BOVINE RHlNOTRA.CHElTIS - VIRUS DIARRHEA - PARAINFLUENZA 3 ~ 

RESPIRATORY S'{NCYTIAL VIRUS VACCINE, KILLED ViRUS, HAEMOPHILUS SOMNUS - LEPTOSPIRA 
CANICOLA - GRIPPOTYPHOSA - HARDJO -

ICTEROHAEMORRHAGIAE • POMONA BACTERIN 

U.S. Veterinary License No. 112 VS Code No. 44D7.20 
September 3,2008 

Supersedes August 16, 2007 

V. c. 5. Haemophilus somnus Potency Test 

a.   

A potency test is performed           
            

           

               
              
       

              
            

              
           

            
  

             
               

               
      

b.      

1) Material & Equipment 

a)     

       

b)       

with 
USOA-APHiS..iJS 

CENTER VETER!NARV 
810l0GICS 

POUCY, EVALUATION, AND UCENSING 
NO ENDORSEMENT 

EXPRESSED 

All redaction on this page pursuant to (b)(4).
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OUTLINE OF PRODUCTION 
BOVINE RHINOTRACHEITIS - VIRUS DIARRHEA - PARAINfLUENZA 3 -

RESPIRATORY SYNCYTIAL ViRUS VACCINE, KILLED VIRUS, HAEMOPHILUS SO"tv!NUS - LEPTOSPIRA 
CANICOLA - GRJPPOTYPHOSA - HARDJO -

ICTEROHAEMORRHAGIAE - POMONA BACTERIN 

U.S. Veterinary License No. 112 

V. 5. b. 1) c) 

VS Code No. 4407.20 

  

September 3, 2008 
Supersedes August 16, 2007 

(l)        
    

(a)    

(b)    

(c)       

(d)       

d)   

e)   

t) 

(I)            
  

 

(I) 

(2) 

(3) 

(4) 

(5) 

(a)           
     

   

   

   

      

    

fiLED with 
USDA·APH!S~VS 

fOR VETERINARY 
BIOLOGiCS 

POUCY, EVALUATION, AND LiCeNSING 
NO ENDORSEMENT 

EXPRESSED 

All redaction on this page pursuant to (b)(4).
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OUTLINE OF PRODUCTION 
BOVINE RHINOTRACHEITIS ~ VIRUS DIARRHEA - PARAINFLUENZA 3 " 

RESPIRATORY SYNCYTIAL VIRUS VACCINE, KILLED VIRUS, HAEMOPHJLUS SOMNUS - LEPTOSPIRA 
CANICOLA· GRIPPOTYPHOSA - HARDJO • 

lCTEROHAEMORRHAGlAE - POMONA BACTERIN 

U.S. Veterinary License No. 112 VS Code No. 44D7.20 
September 3.2008 

Supersedes August ]6, 2007 

V. 5. b. 1 ) 

c. Methods 

g)           
   

(1 )        

(2)            
       

h)       

(1)     

i)   

(I)      

j)        

(I)       

k)    

(I)        

1)  procedures 

a)           
             

          
 

ALEDWitt. 
USDA·APHIS·VS 

CENTER FOR VETERINARY 

. EP 2 2 

?QUCY, EVALUATION, AND LICENSING 
NO ENDORSEMENT 

All redaction on this page pursuant to (b)(4).
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Page 20 

OUTUNE OF PRODUCTION 
BOVINE RHINOTRACHEJTlS ~ VIRUS DIARRHEA - PARAINFLUENZA 3 • 

RESPIRATORY S'{NCYTIAL VIRUS VACCINE, KILLED VIRUS, HAEMOPHILUS SOMNUS· LEPTOSPIRA 
CANICOLA • GRIPPOTYPHOSA • HAROlO • 

ICTEROHAEMORRHAGIAE - POMONA BACTERIN 

U.s. Veterinary License No. 112 

c. 5. c. I} b) 

VS Code No. 44D7.20 
September 3. 2008 

Supersedes August 16, 2007 

           
       

c)           
            

            
            

      

d)            
       

e)              
         

t)            
          

         

g)           
       

h)          

i)            
       

j)          
           

          

k)          

FilED with 
USDA¥\PHIS·VS 

FOR VETERINARY 
BIOlOG!CS 

SE ~,l. 

roucv; EVALUATION, AND UCENSING 
NO ENDORSEMENT 

EXPRESSED 

All redaction on this page pursuant to (b)(4).
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1) Validity Criteria 
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Supersedes August 16,2007 
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d)               
      

2) Interpretation of the Results 

a)            
             

            

b)             
           

           
           

   

c)            
        

           
            

        
          

  

6. Leptospira Potency Test 

Tested as specified in 9 CFR 113.103 for L. canicola, 9 CFR 113.101 for L. Pomona, 9 
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ICTEROHAEMORRHAGIAE - POMONA BACTERIN 

U.S. Veterinary License No. 111 VS Code No. 44D7.20 
December 10, 2008 
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V. c. 6. Leptospira hardjo S11311 be potency tested as follows: 

a.               
             

     

b.                
         

c.                 
  

d.              
             

               
    

e. 

              
             

                 
              

          

                 
    

              

D. Moisture, if Desiccated 

N/A 

E. Any Other Tests 

  tested as specified in 9 CFR 113.100. 
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V STATEMENJ OF CQNFIDENTIALITY 
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Table 1:               

  
True Name  

aGl~hetr-;~acei:ne;;K:i11ed~\1:jfU&.·-,--~.     

... Respira~gyooyUaI·'[ifU&·~·  

 
Rlduotracooitis - Virus Diarrhea - Parainfluenza-3 - Respiratory Syncytial  
, Killed Virus 

iruS Diarrhea Vaccine, Killed Virus  
inotracheitis - Virus Diarrhea - Parainfluenza-3 - Respiratory Syncytial Virus  

accine,Kllled Virus, Pasteurella Haemolytica Bacterin 

Bqvine Rhinotracheitis - Virus Diarrhea - Parainfluenza-3 - Respiratory Syncytial Virus  
Vaccine, Killed Virus, HaelllOp'hilus Somnus Bacterin 

44D7.20 Bovine Rhiuotracheitis - Virus Diarrhea - Parainfluenza-3 - Respiratory Syncytial Virus  

 

V tlccine, Killed Virus, Leptospira Canicola - Grippotyphosa - Hardjo -
Ict;erohaemofrhagiae • Pomona - Haemophilus Somous Bacterin 

4435.21 Rhinbtracheitis - Virus Diarrhea - Parainfluenza-3 Vaccine, Killed Virus,  
Leptospira Canicola - Grippotyphosa - Hardjo - IcterohaeUlQrrhagiae - Pomona Bacterin 

4465.20 Bovine Rhinotracheitis - Virus Diarrhea - Parainfluenza~3 - Respiratory Syncytial Virus  
accine, Killed Virus, Leptospira Canicola - Grippotyphosa - Hardjo -

fcterohaemoirhagiae - Pomona Bacterin 
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ALEOwlth 
USOA--A?HiS..vs 

CENTER FOR VETERINARY 
BIOLOGICS 

2 2 

Pouey EVALUATION, 
• NO ENDORSEMENT 

All redaction on this page pursuant to (b)(4).

(b)(6)

(b)(6)(b)(6)



Page 3 
SPECIAL OUTLINE 

No. 138 

U.S. Veterinary License No. 112 October 1, 200S 
Supersedes July 23, 2007 

138. BRSV   Potency Test 

V. c. 1. k.             
   

1)             
             

          

1.        
      

1)           
            

           

m.         
   

1)          
             

       

n.            

    

o.      

1)              
 

p.             

q.              
     

  
r.           

         
                        

i          
"     

All redaction on this page pursuant to (b)(4).

(b)(6)



Ll.S. Veterinary License No. 112 

138. BRSV    Potency Test 

V. c. L s. 

Page 4 

SPECIAL OUTLINE 
No. 138 

         

1)       

2)         

3)     

March 16, 2004 # 

2. Methods " 

a.   Procedures ./ 

1) 

2) 

3) 

4) 

5) 

6) 

           
             

              
   

   

            
        

             
     

            
        

                
  

           
     

              
        
         

            
 

FILED with 
USOA·APHI$..VS 

CENTER FOR VETERINARY 
BIOLOGICS 

MAR 242004 

rouey, EVALUATION, AND UCENS!NG 
NO ENDORSEMENT 

EXPRESSED 

All redaction on this page pursuant to (b)(4).



U.S. Veterinary License No. 112 

138. BRSV   Potency Test 

V. c. 2. a. 8) 

12) 

13) 

14) 

15) 

Page 5 

SPECIALOUTLlt'lE 
No. 138 

March 16, 2004 ,-

  

        
              

              
        

          
           

             
            

  

           
       

 
            

        

          
       

         
 

             
         

     
    

          
           

       

         
        

           
       

     

     
          

      

 
USOA-APHIS-VS 

CENTER FOR VETERINARY 
BIOLOGiCS 

MAR i 4 2004 

POUCV;EVALUATION, AND LICENSING 
NOENOORSEMENT 

EXPRESSED 

All redaction on this page pursuant to (b)(4).
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Page 6 

SPECIAL OUTLINE 
No. 138 

u.s, Veterinary License No, 112 
March 16, 2004 -

138. BRSV   Potency Test 

v. c. 2. a. 19)         
 

20)             
        

21)             
         

22)          

b.Ph    

1)              
      

2)               
              
    

3. Determination of Relative Potency Value       

4. 

   

a.               
       

b,              
            

           
            

                 

     
Interpretation of Results /' 

            

MAR 2 4 2004 

POUCV; EVALUATION, AND UCENStNG 
NO ENDORSEMENT 

EXPRESSED 

All redaction on this page pursuant to (b)(4).



U.S. Veterinary License No. 112 

138. BRSV    l?otency Test 

VI. 

Wyeth 
    

  
  

Page'! 

SPECIAL OUTLINE 
No. 13& 

         
 

March 16, 2004 

MAR 242004 

POUCV; EVALUATION, AND UCENSING 
NO ENDORSEMENT 

EXPRESSED 

All redaction on this page pursuant to (b)(4).

(b)(6)

(b)(6)
(b)(6)
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Page 8 

SPECIAL OlJTUNE 
No. 138 

u.s. Veterinary License No. 112 March 8, 2005 
Supersedes March 16,2004 

Table 1: List ofFDL Products, VS Code          

VS Code True Name Dose Size 
 

            
   

             
      

            
      

             
           
     

             
          
  

             
           
  

            
         
     

            
         

All redaction on this page pursuant to (b)(4).

(b)(6)

(b)(6)
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OUTLINE OF PRODUCTION 

BOVINE RHINOTRACHEITIS - vIRUS DIARRHEA - PARAINFLUENZA';. RESPIRATORY SYNCYTIAL 
vIRUS VACCINE, KILLED VIRUS, LEPTOSPIRA CANICOLA - GRIPPOTYPHOSA - HARDJO -

ICTEROHAEMORRHAGIAE - POMONA - MANNHEIMIA HAEMOLYTICA BACTERIN 

VS Code No. 4475.20 

Complete Revision 

September 3, 2008 

/ 
Replaces the Outline dated June 4, 2007 inclusive of subsequent revisions. 

Wyeth 
with its producing subsidiaries. 

U.S. Veterinary License No. t 12 
FILED with 

USDA-APHiSNS 
CENTER FOR VETERINARY 

BIOlOGICzS 

D 
; 2 

POUCY, EVALUATION, lICENSJNG 
NO EN DOOSEMENT 

EXPRESSED 



Page 14 

OUTLINE OF PRODUCfION 
BOVINE RHINOTRACHEITIS ~ VIRUS DIARRHEA -PARAINFLUENZA 3 - RESPIRATORY SYNCYTIAL 

VIRUS V ACCrNE, KILLED VIRUS, LEPTOSPIRA CANICOLA ~ GRIPPOTYPHOSA - HARDJO -
ICIEROHAEMORRHAGIAE - POMONA- MANNHEIMIA HAEMOL YTICA BACTERIN 

U.S. Veterinary License No. 112 VS Code No. 4475,20 
September 3, 2008 

Supersedes June 4, 2007 

IV. 1.  

   

 

            
           

       
 

     
-~ 

  ',.-.• "."".,., 
" 

             
               

             
  

v. TESTUiQ 

A.  

              
               

        

    

                 
            

               
                

fltEDwith 
USOA-APHtS-VS 

FORVETERINARV 

POUCY, EVALUATION, AND UGENSING 
ENDORSEMENT 
EXPRESSED 

All redaction on this page pursuant to (b)(4).
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P~ge 15 

OUTLINE OF PRODUCTION 
BOVINE RHINOTRACHEITIS - V1RUS DIARRHEA - PARAINFLUENZA 3 - RESPIRA. TORY SYNCYTIAL 

VIRUS VACCINE, KILLED VIRUS, LEPTOSPIRA CANICOLA - GRfPPOTYPHOSA - HARDJO -
ICTEROHAEMORRHAGIAE - POMONA- MANt><rIEIMIA HAEMOL YTICA BACTERIN 

u.s. Veterinary License No. 112 VS Code No. 4475.20 
September 3,2008 

Supersedes January 16, 2008 

V. 2. 

C. Potency 

  Safety Test 

                 
              
               

            
       

1. IBRV - Potency Test 

            

                  
          

2,       
              9 C  

               
               

  9 CFR 113,8(c)1-5, Where 9 CFR 113.8(c)1-      
        

     
    
    
    
     

          
             
             

               
      

EP 2 

EVALUATIQN, AND liCENSING 
NO ENDORSEMENT 

EXPRESSED 

All redaction on this page pursuant to (b)(4).
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OUTLINE OF PRODUCTION 

BOVINE RHINOTRACHEITIS - VIRUS DIARRHEA - PARAINFLUENZA 3 - RESPIRATORY SYNCYTIAL 
VIRUS VACCINE, KILLED VIRUS, LEPTOSPIRA CANICOLA - GRIPPOTVPHOSA - HAROJO -

ICTEROHAEMORRHAGIAE - POMONA· MANNHEIMIA HAEMOL YTICA BACTERIN 
December 24, 2009 

U.s. Veterinary License No. 112 VS Code No. 4475.20 Supersedes October 5, 2009 -

V. c. 3. PBV    Potency Test 

                
              

with 9 CFR 113.8(c)1-5. Where 9 CPR 113.8(c)1-5      
       

     
    
    

    
    

          
             
             

               
      

4. BRSV -   Potency Test 

                
              

             
        

  
  
  

  
  

 
 
 

 
  
. o/)t 

J.:J biQ 

                
                

        
              

             
             

          

~ 

JAN 15 1010 

All redaction on this page pursuant to (b)(4).

(b)(6)

(b)(6)
(b)(6)



Page 17 

OUTLINE OF PRODUCTION 
BOVINE RHINOTRACHEITJS - VIRUS DIARRHEA - PARAINFLUENZA 3 - RESPIRATORY SYNCYTIAL 

VIRUS VACCINE, KILLED VIRUS, LEPTOSPIRA CANICOLA - GRIPPOTYPHOSA - HARDJO -
ICTEROHAEMORRHAGIAE - POMONA- MA:N'NHEIMIA HAEMOL YTrCA BACTERIN 

U.S. Veterinary License No. 112 VS Code No. 4475.20 
December 10, 2008 

Supersedes October 22, 2008 

V. C. 5. 

\ 

 
  s specified in 9 CFR 113.103 for L. canicola, 9 CPR 113.HH for 1.. pomona, 

       giae, and 9 CPR 113.104 for 1.. grippotyphosa by 
      Per CVB Notice No. 04-09,   

            
               

deaths as outlined in 9 CFR 117.4. Tested according to 9 CFR 113.105 for 1.. hardjo as 
detailed below. 

  shaH be potency tested as follows: 

a.               
             

     

b.                
         

c.                
  

d.              
             

               
    

~)              
               

e.                 
              

           

If the retest is conducted and th           , the 
serial is considered satisfactory. 

              
   

All redaction on this page pursuant to (b)(4).

(b)(6)

(b)(6)
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OUTLINE OF PRODUCfION 
BOVINE RHINOTRACHEITIS ~ VIRUS DIARRHEA -PARAINFLUENZA 3 - RESPIRATORY SYNCYTIAL 

VIRUS VACCINE, KILLED VIRUS, LEPTOSPIRA CANICOLA - GRIPPOTYPHOSA - HAROJO -
ICTEROHAEMORRHAGIAE - POMONA· MANNHEIMIA HAEMOL YTICA BACfERIN 

US. Veterinary License No. 112 VS Code No. 4475.20 

6.       

October 5, 2009 
Supersedes February 9, 2009 // 

            are tested for potency by 
          R     

accordance with 9  113.8(c)1-5. Where 9  113.8(c)1-5     
        

  
  
  

  
  

 
 

 
 
 

All redaction on this page pursuant to (b)(4).

(b)(6)

(b)(6)

(b)(6)

(b)(6)
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Page 18 ; 
OUTLINE OF PRODUCTION 

BOVINE RHJNOTRACHEITIS ~ VIRUS DIARRHEA - PARAINFLUENZA 3 - RESPIRATORY SYNCYTIAL 
VIRUS VACCINE, KILLED VIRUS, LEPTOSPIRA CANICOLA - GRIPPOTYPHOSA ~ HAROlO -

ICTEROHAEMORRHAGIAE - POMONA- MAr-.;"NHEIMIA HAEMOL YTICA BACTERIN 

U.S. Veterinary License No. 112 VS Code No. 4475.20 
September 3, 2007 

Supersedes June 4, 2007 

V. C. 6.           
             
             

               
      

D. Moisture, if Desiccated 

NIA 

E. Any Other Tests 

        in accordance with 9 CFR 113.1 00. 
          

VI. POST-PREPARATORY STEPS 

              

                

               
            

          
 

 

B.      

     in compliance \vith 9 CFR 113.3. 

               
                

     

Expiration Date 

 
""'~ 

""~ 0 

  

                  
   ordance with 9 CPR 114.13 by USDA on July); 992. with 

POUCY, EVALUATION,. UCENSING 
. NO ENDORSEMENT 

EXPRESSED 

All redaction on this page pursuant to (b)(4).
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SPECIAL OUTUNE /' 

Mannheimia (Pasteurella) Haemolytica   Potency Test / 

SO 153 " 

Complete Revision <" 

May 11,2004 / 

Replaces the Outline dated February 11, 2003; inclusive of subsequent revismns./ 

Wyeth " 
through its producing subsidiaries. 

U.S. Veterinary License No. 112 ,/ 
FILED with 

USDA-APH1S·VS 
CENTER FOR VETERINARY 

BIOLOGICS 

MAY 2 0 2004 

POUCY, EVALUATION, AND LlCEN$~NG 
NO ENDORSEMENT"· ..• 

EXPRESSED 

All redactions on this page are pursuant to (b)(6) & (b)(7)(c).
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U.S. Veterinary License No. 112 

Page 1 

SPECIAL OUTLINE 
No. 153 

153. Mannhcimia (Pasteurella) Haemolytica   Potency Test / 

V. TESTING ./ 

May 11,2004 -

                   
                 

           
          
     

      
      

a.    

1)     

a)       
        

2)         

    

a)             
  

           
         

3)    

a          

  

(l)     

(2) 

 

    

FILED with 
USDA*HISNS 

CENTER FOR VETERINARY 
BIOLOGICS 

MAY 2 0 2004 
'.'\ . 

POUCY, EVALUATiON. AND UCENSINC:\ 
NO ENDORSEMENT 

EXPRESSED . 

All redaction on this page pursuant to (b)(4).
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SPECIAL OUTLINE 
No. 153 / 

U.S. Veterinary License No. 111 
May 11, 2004 

153. Mannheimia (Pasteurella) Haemolytica -  Potency Test /' 

V. 1. a.    

a)       

5)      
a)           

(I)             
      

6)             
   

a)        

(1)            
         

      

1)       

8) 

a)      

          

a)        
        

 

(1)         
        

         

ALEDwi'th 
USDA~APHIS.vS 

CENTER FOR VETERINARY 
BIOLOGICS 

MAY 2 0 2004 

POUCY, EVALUATION,AND UCENstNe 
NO ENDORSEMENT .' .' 

EXPRESSED 

All redaction on this page pursuant to (b)(4).
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SPECIAL OUTLINE 
No. 153 /,-

U.S. Veterinary License No. 112 
May 11, 2004/ 

153, Mannheimia (Pasteurella) Haemolytka   Potency Test /' £ i 

V. C. 1. a. 9)          
          

           
 

a)            
            
           

 

10)         

a)        

(1)         
           

         
     

11)   

12) 

a)           
 

(1)       
         

          
     

        
  

a)         
 

FILED with 
USOA-APHIS-VS 

CENTER FOR VETERINARY 
BIOLOGICS 

MAY 202004 

All redaction on this page pursuant to (b)(4).



US Veterinary License No .. 112 

Page 4 

SPECIAL OUTLINE 
No. 153 

March 9, 2009 
Supersede:> May 11, 2004 ,/ 

153. Mannheimia (Pas1t~urelJa) Haemo!ytic   Potency Test 

v. c. a. [2) 

13) 

a) (1)   
         

(2)   
 

            
       

     

        
 

         
          

         
     

      

'ttl             
  

16)            
          

  

b, Methods 

I)   Procedurcs 

a)         
           

              
         

          

All redaction on this page pursuant to (b)(4).

(b)(6)

(b)(6)
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U.S. Veterinary License No. 112 

Page 5 

SPECIAL OUTLINE 
No. 153 ~ 

May 11,2004 

153. Mannheirnia (Pasteurella) Haernolytica     Potency Test ./ 

V. c. 1. b. 1) b) 

c) 

d) 

e) 

1) 

g) 

h) 

i) 

j) 

          
         

           
        

           
        

               
       

              

      

          
            

 
         

        
          
          

        
            
 

              
           
    

           
   

FILEDwlth 
USDA-APHISNS 

CENTER FORVETEAINARY 
alOlOGleS 

MAY 2 0 2004 

POWCy, EVAlUATION, 0 UCE~NR!iNGi.';; 
NO ENDORSIEMEI'IT 

EXPRESSED 

All redaction on this page pursuant to (b)(4).
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Page 6 

SPECIAL OUTLINE 
No. 153 

,"",:~-.~,,-., .... ~. . ..........•...•. _ ... , .... -.•.•...... 

May 11, 2004 

153. Mannheimia (pasteurella) Haemolytica   Potency Test 

V. c. 1. b. 1) k)            
       

1)         ~ 
           

       

m)          

n)            
        

0)        
        

             
           

p)          ~ 

tV            
          

r)        ._' 
         

   
s)             

t)            
        

FILED with 
USDA·APHIS-VS 

CENTER FOR VETERINARY 
BIOLOG!CS 

MAY 2 0 2004 

POUCY, EVALUATiON, AND UCENSING 
NO ENDORSEMENT 

EXPRESSED 

All redaction on this page pursuant to (b)(4).
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SPECIAL OUTLINE 

No. 153 

U.S. Veterinary License No. 112 May 11, 2004 #.-" 

153. Mannheinria (Pasteurella) Haemolytica    Potency Test 

V. c. L b. 

c. 

1) u)        
            

       

2) Photometric Reading ./ 

a)            
       

b)             
             
          

       
       

1)               
         

2)             
'. \,;).ri          

, ;1,1';tP' i 'J·lPoten         
~"";/"'".,,,;}A0'.-~-'              
\!j ljdl·>     
,         

d. Interpretation of Results ",# 1 

Refer to the Outline of Production for the product serial on test 

VI. STATE~1bN'T QF CQNFIDE~IIALlIY 

All Sections in this Special Outline contain data, t~hniques, and methodology developed by Fort Dodge 
Animal Health and are considered confidential.'~ 

 

     

     

 
     
    

         
 

fILED with 
USDA-APHtS·VS 

CENTER FOR VETERINARY 
BIOLOGICS 

MAY 20 2004 

POUCY, EVAlUATiON, AND UOENSJHG' 
NO ENOORSEMENT " "j( 

EXPRESSED 

All redaction on this page pursuant to (b)(4).

(b)(6)

(b)(6)


