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ERYSIPELOTHRIX RHUSIOPl\'l'HIl\E I3ACTERIN 
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U. S. Veteri nary 
License No. 188 
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IV. continu ed 

I. Amount of antigenic material per dose or doses in final 
containers . 

Completed bacterin consists of approximately equal volumes of 
inactivated cultures of four to six s trains (see section I 
C). Inact ivated cultures account for approximate ly 63% of 
the total volume of bacterin. 2 1/2% Aluminum hydroxide 
accounts for approximately 36% of the total and 1 % 
thimerosal solution accounts for the remaini ng 1 % of the 
total. 

The inact i vated culture fract i on that comprises 
approximately 63% of the volume of the bacterin is prepared 
as per section IV D. 

V. TESTING 

Indicate the stages in the preparation of t h e bio lo9ica l product at 
which the samples are collected. Refer to all appllcable Standa rd 
Requirements. Outline all additional tests in deta il a nd state the 
minimum requirements fo r each satisfactory t est . 

A. Purity. 

Fi nal conta iner product , including fiftee n and thirty gallon 
containers " For Export only" will be tested for purity 
accord ing to 9 CFR 113.2 6. 

Tes t Medium Volumes 
11 3 . 26 (a) ( 2 ) - Thiog lycollate 55 - 60 ml p e r vessel. 
11 3 . 26 (a) ( 3 ) - Thiog lycol la te 55-60 ml per vessel. 

Disposition will be as indicated t herein . 

B. Safety. 

Bulk o r fina l container samples of completed product will be 
tested for safety as provided in section 113.38 of 9 CFR . 
Unfavorable reaction attributa ble to the product should not 
be observed in a ny of t h e test vessels. 
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ERYSIPELOTHRIX RHUSIOPATHIAE BACTERIN 

Code 264 1.00 
U.S. Veterinary 
License No. 188 

August 22, 2005 
Supersedes Page 21 Dated 

October 30, 1996 

V. continued 

, I 

C. Potency. 

Bulk or final container samples of completed product wi ll be tested for potency 
according to the provisions of9 CFR 11 3.119. Determination of satisfactory or 
unsatisfactory test will be as detailed therein. 

D. Moisture, if desiccated. 

E. 

Not applicable. 
I ~ .lll~ I, , 

Other tests. 

Residual free formaldehyde content shall not exceed 0.74 grams per liter when 
\.. measured by the ferric chloride method in accordance with 9 CFR 113.100 (f). 

~ 

VI. POST PREPARATORY STEPS 

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

I. Form of final containers. 

See Special Outline No. 28. "Export Only" containers are autoclavable 
plastic. 

2. Size of final containers. 

Bonles are usually referred to as 30 ml, 60 ml, 120 ml, 250 ml, and 500 
ml. 

Containers for "Export Only" are 15 and 30 gallon. 
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