
" .. ,(j}f.' j • 

Code. ~ /'.54-/.00 


OUTLD.TE OF PRODULTION 

ERYSIPELarHRIX RHUSIOPATIllAE VACCINE 
Avirulent Live Cllltme 

Code 1541.00 

August 13, 2002 /' 

Supersedes October 14, 1998 v 

ARKO LABORATORIES, LTD. 

Jewell, IA 50130 

FILED wIthLicense 337 USDA-APHIS-VS 

CanER FOR VETERINAR 


BIOLOGICS 


NOV 26 2002 

LICENSING & POLICY 

DEVELOPMENT 


1\10 ENDORSEMENT 

EXPRESSED 




Outline of Production 
-7

EJ.·ysipelothrh: Rhusiopathiae Vaccine 

Avirulent Live Culture 


Code 1541.00 

License 337 


81l3t02 


- ---------- ----- ------------- --- -------- ----- --------- 
------------ ----- --- ------------- ------ ------- --- -- --------- - ---------------- 
E.~ -----  - -------------- ------ ------- ------- --- ---- --- ----------- ------------- -- 
------- --  ------- ----------- ------ ----------- ---------- --------- ----- --- ---------- 
-------- ---- ------- ------- ----- ---- ---- - ------ -------- ---- -------- ------ ----- --- ----- --- ---- 
------- ------- ---- p~ristaltic --- ---------- ---- ------------------ --------- --- --------- --- 
------ ------ ----- ---------- --- ------------ ------ ------------ ----- --- ------------  ----- -- 
---------- 

-- -------- --- ------------ ----------  ---- -- 
---  ------- ----- --------- --- ------ ---- -- --- --------------- ------ --  --------- ----- --  --------- 

-- --- -- ------------- ---- ------ ---------- --------- 

V.TESTING 

A. 	 Purity 

Final container samples will be tested for purity in accordance with 9 CFR 113.27(b). 

As determined by 113.25(d) the test for extraneous bacteria will use 0.2 


V~ ml of vaccine to 40 ml of fluid thioglycollate and the test for extraneous 
fungi will use 0.2 ml of vaccine and 40 ml soybean casein digest medium. t 

B. 	 Safety 

Each serial will be tested for safety by administration of a lOX dose to at least 10 

susceptible turkeys 7 weeks of age or less. Five additional turlmys from the same 

source and hatch will be held as controls. If unfavorable reactions occur in the 

vaccinates and controls within 10 days~ the test is inconclusive and may be repeated. 

If unfavorable reactions occur only in the vaccinates, the selial is unsatisfactory. 


FILED with 
USDA-APHfS-VS 


CENTER FOR VETERINAR' 

BIOLOGICS 


NOV 26 2002 

LICENSING & POLICY 

DEVELOPMENT 


NO ENDORSEMENT 

EXPRESSED 


OUT OF SCOPE



Outline of Production 

-8

El'ysipelothl'i.x Rhusiopathiae Vaccine 

Avirulent Live Culture 


Code 154100 

License 337 


8113/02 

C. 	 Potency 

Two final containers samples of completed product will be tested for potency ------- ---- 
----- ------------- --- -------------- --- -- ----------- ------ -------- ----- ---------- ---- --------- 
------------- --- ------------  ------- ------- ----- --- -------------- --- -------------- ----- ----------- 
----------- --- ------ ---------- -------- ------ ------- ----- ---- inQ~lbated --- ----- --  --- - --- ---- 
-------  ------------- --- - ----- ---------- ----- --- ------------- --- -- ------ ----- ------ -------- 
------ --------- ---- ----- -----  ---- -- --- -- org~isms ---- ------ --  --------- ----- ---- ----- ------ 
---- -- ----- ------------- ---- ------ --  --------------- 
oute --- ------------------- ------ 

. ~ Titer of efficacy serial: -- -- --- -- ------------ 
Age and species: 7 wk old turkeys ~Date of Approval: J\'Iarch 29, 1990 

D. 	 Moisture 

Not ap,plicable 


E. 	 Any Other Tests 

Identity test of each selial is done by -------- ------ ---------------- ---- ------ -------------- 
---------- ------------ ----------- --- ------ --- 

--------------------------- ---------- --- 

---- -------------- --------- ------- --- ------------ 
------  --------- --------- ----- --- ------- ----- ------------ --- ----------- --- -- ------- 
---- - ----- --- ------ ---- ------------ -- ----- --- ---- ------- ---- --- ---- ------ ------------- 
------- ---------- ----- --- ----- --- ----------- -- ------ ----------- ---------- ---------- ------ 

--------- ---- ---  ---- ------ ------------ --------- -- -- ---------- ----- --- ---- -- ---- -------- 
FILED with 

USDA-APHIS-VS 
CENTER FOR VETERINAf 

BIOLOGICS 

NOV 26 2002 

LICENSING &POLICY 

DEVELOPMENr 


NO ENDORSEMEtNT 

FXPRfSSf:O 

(b)(4)

(b)(4)

(b)(4)

(b)(4)

(b)(4)

OUT OF SCOPE



Outline of Production 
-9

Erysipelothri.x Rhusiopathiae Vaccine 

Avillllent Live Culture 


Code 1541.00 

License 337 


8112102 

---- ------------- --------------- 
--------------- ------------ --- ---------- ----- ----- -- --- ------ ------ ------ 
------- ------- ------- --------- ----- --- ------- ---- -- ------ ----- ----- --- 
------------- --- --- --------------- ---------- --------------- ------ -------------- ----- 
------------- --  ---- ---------- --- --------- --------------- ------ ----------------- 
------------ --- ------ -------------- -------- ------- ------------- ------- --- ---- 
-------------- ---------- --- ---- ------------ 

FILED with 

USDA-APHIS-VS 


CENTER FOR VETERINAR\ 

BIOLOGICS 


NOV 26 2002 

LICENSING & POLICY 

DEVELOPMENT 


NO ENDORSEMENT 

EXPRESSED 


OUT OF SCOPE

(b)(6)

(b)(6)



. t ' 

C:otle: 15Ii I .01 

OIJTLINE OF PRODUCTION 

ERYSIPELOTHRIX RHUSIOPATIllAE VACG'!1\TE 
Avirulent Live C'ultm-e 

Code 1541.01 

November 22, 2002 v 

Supel'Sedes October 14, 1998 i/ 

ARRO LABORATORIES, LTD. /' 

Jewell, IA 50130 /' 

Lieensc 337 / FILED with 
. USDA-APHIS-VS 

CENTER FOR VETERINARY 
BIOLOGICS 

JAN - 9 2003 

UCENSING & POLICY 

DEVELOPMENT 


NO ENDORSEMENT 

EXPRESSED 




Outline of Production 

- 5 


ErysipelothrL'II: Rhusiopathiae Vaccine 

Avirulent Live Culture 


Code 1541.01 

License 3.'37 


517t07 Supercedes U§g~Qg .,/ 

-- ------------- ------------ ----------- ---------- 
- -- ------------- ----- --- --------------- ------- --------- ------------- --------- -- 

------- - ------ ------- ----- --- ------- 

------- 
---------- 
------------ -- ----- - 
'._-~~i4 ------ - --- 
~=J6_Ih'S --------- 
---- --- ------ 

---- -------- --- ------------ ----------- ---- ------ -- - ~ 
~"J~a ------- ----- --------- --  ------ ---- -- --- ------------- ---- ------ --  --- - --- ----- -- -- ------ 

---- -- - ----------- ---- ------ ---------- --------- 

V.TESTING 
A. 	 Purity 


Refer t.o Outline for Code 1541.00 


B. 	Safety 

Hefer to Outline for Code 1541.00 


FILED with 

USDA-APHIS·VS 


CENTER FOR VETERINARY 

BIOLOGICS 


MAY 1 1 2007 

POLICY, EVALUATION, AND LICENSING 

NO ENDORSEMENT 


EXPRESSED 


OUT OF SCOPE

OUT OF SCOPE

(b)(6)

(b)(6)



Ouhlineof~u~on 

- 6
Erysipelothrix Rhusiopatbiae Vaccine 

A.virulent Live Culture 
Code 154LOI 
License 337 

01!l6Al9 supe~es 11122A>2 

C. 	 Potency 
------ ------ -----------  ---------- --- ------------- --------- ----- ---- ------- ---- ---------- ------- --- 
----- ------------- --- -------------- --- -- ----------  ------ -------- ---- ---------- ---- --------- 
-------------  --- ------------  ------- ------- ----- ---- -------------- --- -------------- ----- ----------- 
titration~ --- ------ ---------- -------- -----  ------- ----- --- ------------ --- ------- --  --- - --- --- 
-------  ------------- --- - ----- ---------- ----- ---- ------------- --- -- ------ ----- ------ ------- 
------ --------- ---- ----- -----  ---- -- --- ------------- ---- ------ 
---- -- ----- ------------- ---- ------ --  -------------- 
Route of A.dministratio--- ------ 
Titer of efficacy seriat -- -- ----- ------------- 
Age and Species: 7 wk old turkeys 

Date of approval: 2SIl99I 


D. 	 Moisture 
Included in section IV.H. 

E. 	Any Other Tests 

--  --------- ----- ---- ----- -----  

Ide~~tytes~ --- ------ ------- -- don~erum ------ ---------------- ---- ------ ------------- 
----------- ------------ ----------- ---------- ---- -- ---- M'k.>'tAX~ 

------ -- CF'R'gj1~13tl
------------------------- 

------------- ------- VETE~!NARY  
------------------ 

------- - -- ------- 

------------ -------------------- ------- ----------------- 
----- ------------------------- 

--------------------- 

(b)(4)

(b)(4)

(b)(4)

(b)(4)

(b)(4)

OUT OF SCOPE



Outline of PJ.·oduction 
- 7

Erysipelothri.~ Rhusiopathiae Vaccine / 
Avimlent Live (,lllture /' 

Code 1541.01 / 
License 337 / 

11122102 / 

--- ---- -  ---- ------------- --- --------- -------- 

--- ------------- --------------- -- 

------- --- --------- ---- ------- ---------- -~ -- ------ ~~1tttp;ze-<A~r 
{!f~ ------------ --- 

Otl,'1l~ 
------- -- ---- 

FILED with 

USDA-APHIS-VS 


CENTER FOR VETERINARY 

BIOLOGICS 


JAN - 9 2003 

LlCENSING & POLICY 

DEVELOPMENT 


NO ENDORSEMENT 

EXPRESSED 


OUT OF SCOPE

(b)(6)

(b)(6)



" 

~ 

f ; ~ -:' :/5'1 


eocLe ~ J'5 4 J • 0 :L 


OUTLINE OF PRODUCTION 

ERYSIPELorHRIX RHUSIOPATHIAE VACCINE 

Avirulent Live Cultme 


Code 1541.02 

November. 25,.2002 ./ 

SUPel'Sedes October 14, 1998 v 

ARKO LABORATORIES, LTD. 
Jewell, IA 50130 

License 337 
FILED with 


USDA-APHIS-VS 

CENTER FOR VETERINAR' 


BIOLOGICS 


DEC 18 2002 

LICENSING & POLICY 

DEVELOPMENT 


NO ENDORSEMENT 

EXPRESSED 




Outline of Production 
- 4 - ,/ 

Erysipelothrh Rllusiopatlliae Vaccine ~ 


Ayirulent Live Gluture 
Code 154102 
License 337 /' 


4/21/08 snpercedes 11125/02 

--- -------------- ------- ----- --------- ---------- ----- -- 

--- --- - -- --- - 

--- ------ -- - ------ ------ --- -------- ----- ----- -- ---- ---- ---- --------- 

----- --- -------- --- ------- ------ ------- ------ ------- ---  --- ------- -------- ---- ---- ------ 
----- ---  -------- -------- ---- ------ ------- ------- -------- --- ---- ------- ---- ---- ----- ------ ----- 

--- 

--- --------------- ---------- 
----- --- 

-- ---------- -- --------- ----------- ---- ------ ~  

-------- ---------- ----- --- ------ -- --- -- -------------- ---- ------- ------ ------- ---- ------ --  ------- 
'~ ~.6· - -- --------------- ---- ------ --  --------- ----- --  ------- ---- -- --- -- ------------- ---- -- 

----- ----------- 

-- ~~'l'ING_ 
A. 	 Pnrity 


Refer to Outline for Code 1541.00 -

B. Safety 	- 6o{)Jl./' 
Each serial "will be tested for safety in accoril.:'lJlce with 9 CFR 113.44, bui;rpigs 
representing at lea.":!t two diHemnt litters will be llseil insteail ou. 

pyo 

FILED with 

USDA-APHIS-VS 


CENTER FOR VETERiNARY 

BIOLOGICS 


APR 30 2003 
LICENSING & POLICY 


DEVELOPMENT 

NO ENDORSEMENT 


EXPRESSED 


OUT OF SCOPE

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

(b)(6)



Outline of Production 
- 5

Erysipelothrix Rhusiopathiae Vaceine 
Ayirulent LiYe Cnlture 

Code 1541.02 ~ 
License 337 

4f~J.;03 supercedes 11125/02 

C. 	 Potency r"" 

'1wo final container smnples of completed product will be tested for potency ------- --- ----- 
------------- --- -------------- --- -- ----------- ------ -------- ---- ---------- ---- --------- ------------- --- 
------------ ------- ------- ----- --- -------------- --- -------------- ----- ----------- -----------  --- ------ 
---------- -------- ------ ------- ----- --- ------------ --- ---- --  --- - --- --- ------- -------------- --- - --- 
----- ---------- ----- --- ------------- --- -- ------ ----- ------ ------- ------ --------- ---- ----- -----  ---- 
-- ---- ------------- ---- ---- ----------- --  --------- ----- ---- ----- -----  ---- -- ----- ------------- ---- ------ 
--  ------------- -- .fL~J - 
Route of adminis--------- ---------------- injection /' ~.1.i";;':j 
'11ter of effict~cy: ------ -- --- -- C~T!d08e/ p·olr-~~I. ~''''''A 
Age and SpeCIes: 5 wk old swme/, ~¢ ------ 'f".'JVr~ 
Date of Approval: April 19, 1995 / V"-~~ 

D. 	 Moisture 
NA ./ 

E Any Other Tests 
Identity test for each serial is done by -------- ------ ---------------- ---- ------ ------------- 

---------- ~mtiserum ----------- --- CVB~ - 

---- -------------- ---------- ----- -------- --- -- 
------  ----------- --- --- ----- --- ---------- ----- --- ------ --- ----------- --- -- ------ 
------------- -- ---- ---- ------------ --- ---------- --- ---- ----- --- --- ---- ------ ------------ 
--------- --------- ----- --- ----- --- ----------- --- -- ----------------- '.e..~~It.lples ----- als~ 

---- ------ ---- ---- ------ ------------ --------- --- --- ---------- ----- --- -10~) --- -------- 

FILED with 

USDA-APHISNS 


CENTER FOR VETERINARY 

BIOLOGICS 


APR 30 2003 
LICENSING & POLICY 


DEVELOPMENT 

NO ENDORSEMENT 


EXPRESSED 


(b)(4)

(b)(4)

(b)(4)

(b)(4)

(b)(4)

(b)(4)

OUT OF SCOPE

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

(b)(6)



Outline of Production 

-6

Erysipelothrix Rhusiopathioo Vaccine 

Avirulent Live Culture 


Code 1541.02 

License 337 


116/A)9 supertedes 4J2W3 

..s 

- -------------- ------ 
--------- ------ ----- --- --- ---------- ------- ---- ------ --- ------------ --- ---- - --- 

---- ---------------------------------------------- - --- --- O~ ~.~' 
--~ -------- ------------ ---- -------- ---------- ------ ---- - - ~ --- ------ 

------ - ---- 
-- ------ --- 

1iJS:::re<~mmended --- --- ---- --- ---- -------------- --- --------- --------- --- - - 

--- 

fILED with 

USDA·APHIS-VS 


GENTER FOR VETEt'iIl\lf\R'I 

:BIOLOGiCS 


MAR 1 '7 2009 

POLiCY, EVALUATION, AI<; LlCI:::I\j~ING 

NO ENDORSEIv!ENl 


EXPRESSEr) 


OUT OF SCOPE

(b)(6)

(b)(6)



, 
·1 

OllTLINE OF PRODFCTION 

ERYSIPELOTHRIX RBUSIOPATIllAE VACCI1'l'E 
Avirulent LiYe C'ultul'e 

Code 1541.03 

Noyember 25, .2002 / 

Supel'Sedes October 14, 1998 ~ 

ARKO LABORATORIES, LTD/' 

Jewell,IA 50130 / 

License 337 / 

FILED with 
USDA-APHIS-VS 

CENTER FOR VETERINARY 
BIOLOGICS 

JAN - 9' 2003 

LICENSING & POLICY 
DEVELOPMENT 

NO ENDORSEMENT 
I=)(Pl=lI=!=:!=:FO 



Outline of ProductiOli 

·5· 


El'ysipelothl'h Rhusiopathiae Vaccine 

Ayirulent LiYe Culture 


Code 1541.03 

License 337 


517107 Supel'cedes l1~~~g t-/' 

--------------- ------------ ------------ --------- 
----  ------------- ----- --- --------------- ------- --------- ------------- ------------ 

---- ---- ------ ------- ----- --- ------- 

---------------- 
---- - - r~2r.::o -- - 

Vdt~8fa" S{~"'S --------- ---------- C~ 

--- --------- ------------ ----------  ----- ------ 
------ ----- ----------- ----- --------- --  ------ ----- --- ----- --------- ---- ------ --  --------- 

------- ----- ------------- ---- ------ ---------- --------- 

V.TESTL~G 
A. 	 Purity 


Refer to Outline for Code 1541.00 


B. 	 Safety 
Each serial will be tested for safety in accordance with 9 eFR 113.44, but 4 pigs 
representing at lea..,t two different litters ,,111 be used instead of 2. 

FILED with 

USDA-APHiS-VS 


CENTER FOR VETERINARY 

BIOLOGICS 


MAY 1 1. 2001 

POUCY, EVALUATION, AND LICENSING 

NO ENDORSEMENT 


. EXPRESSED 


OUT OF SCOPE

(b)(6)

(b)(6)



Outline of Production 
-6

Erysipelothrix Rhnsiopathiae Vaccine 

Avirulent Live (,'ultul'e 


Code 1541.03 

License 337 


2111t03 S11percedes11125102 


C. 	 Potency 
rfwo final container samples of completed product ""ill be tested for potency -------- ----- 

----- ------------- --- -------------- --- -- ----------- ------ ~ount ---- ---------- ---- --------- 
-------------  --- ------------  ------- ------- ----- --- -------------- --- -------------- ----- ----------- 
----------- --- ------ ~ample. -------- ------ ------- ----- --- ------------ --- ----- --  --- - ---- --- 
-------  ------------- --- - ---------- ----- --- ------------- --- -- ------ ----  ------ ------- ------ 
--------- ---- ----- ------ --- - --- -- org~isms ---- ------ --  --------- ----- ---- ----- than~x --- -- ~ 
------------- ---- ------ --  ------------- - ---- -- - '~I - 

-- 
Route of Administratio--- ora1El!idi~V , --- - 
Titer of efficacy serial: ---- -- ----- ------------- 
Age and Species.8 wk old s""in~ 
Date of approval: June 1, 1996 

"~'~Routf;'. of Administratio--- ----- -----------  --- ater 
/ Titel' of efficacy selial: ---- -- --- -- -------------- 

Age and Species 8 wk old swine 
Date of approval: 

D. 	Moisture 

Inc.1uded in Section IV. R 


E. 	 Any Other Tests 
Identity test of each serial is done by -------- ------ ---------------- ---- ------ -------------- 
---------- ------------ ----------- --- ---------  

--- -------------- -------- -- ------ --- ----------- 
------  --- ------  ---------- ----- --- - - ----- ------------ --- ----------- --- -- -----  

------ -------- ---------- ---------- ----- --- --- ----------- --- -- ------ ----------- ~te~wRh 
--- - ------ ----- --- ---- -- --- -------- ---- DA-APHIS-VS 

- 

CENTER FOR VETERINARY 
BIOLOGICS 

MAY -7 2003 

LICENSING & POLICY 

DEVELOPM ENT 


NO ENDORSEMENT 

EXPRESSED 


(b)(4)

(b)(4)

(b)(4)

(b)(4)

(b)(4)

(b)(4)

(b)(4)

(b)(4)

OUT OF SCOPE

(b)(6)

(b)(6)

(b)(6)



- \\~/ Outline of Production 
~V -7

--- -- Erysipelothrix Rhnsiopathiae Vaccine 

Avirulent Live Culture 


-- C'Axle 1541.03 

--- - --- - it1~ --- License 337 


-- - --- ------ 1116t09 supelWdes 2111103 
.Y(\~~  --- 

"\ --- ------------- ------- 
--- -------- ----- ----- --- --- --------- ------ ---- ----- --- ----------- --- ---- ----- -------- ~~~ -- ---- ------ ------------- --- -------------- ------ -- ------ ---------- 

-- ~~~ ------- ----------- ---- -------- -------- ----- ---- -------- 
---- 

--------- --- --------- 

--------- ----- -------------- --- ------ - --------- ----- --- ---- --- -------- ------- ------ 
----------- ------ --- ---- --- ---- - ------ ------- --- ---- --- ------- ------ ------- ----- ----------- 
------------- ---- ---- ------- ---- --- --- -------- ---- --  ------ -- -------- --- ---- ------- 
-------------- 

--------- ----- -------------- - .L)'.I.jl.ll.lll~ -------- ------------ --------- ------ ------- --- 
u..L.LllA.J'~g -------- -- -----  ----- ------------- ---- --------- --- ---- 

-------- --- ------------ --- ----- - -- -------- ------- -------------- ------- 
---------------- -- --- ------- ---------------- --- --- ------- ----------------- ------- ------ 
-------- --- -- -- -------- ---- ----- --------- --- ------- ----- el~~water -- ----- --- 
------  --- --------- -----  -------- --- --  ------ -- ----- --- -- -- --- -------------- 

- -- -------- ---- - 
------------ ---- ---- ------------ -------- --- ------ -------- -------- - 

---- ------------- --------------- 
------- --- --------- --------- ----------- 

--- 
---------  --- ----------------- --- --- ---- --- ---- 

-------- --- ---------  ------ ----------------  --- -------- 

---- --- ----------- - 

r.eIU~Dwlth 
USDA.APHIS·VS 

CENTER FOR VETERINARY 
BIOLOGICS 

MAR 18 2009 

POLICY, EVALUATION, AND LICENSING 

NO ENDORSEMENT 


--- EXPRESSED 
~_o 

OUT OF SCOPE

OUT OF SCOPE

(b)(6)

(b)(6)



J •.\ 

01JTLI~"']iJ OJ!"' PllODUCTION 

ERYSIPELOTHRIX RHUSIOPATHlAE VACC'I~'E / 
Avirulent LiYe CultLl1'e 

Code I Sf'. 0'/ / 

October 1, 2004 /' 

ALED withAllEO LABORA.TORIE':;, LTD. J USDA-APHIS-VS
J('well, L~ 50130 CENTER FOR VETERINARY 

I BIOLOGICS 
License 337 

OCT 1 2 2004 

POUCY. EVALUATION, AND LICENSING 
, NO ENDORSEMENT 

EXPRESSED 



/Outline of PI'oduetion 

- 4: 

El'ysipelothrh Rhnsiopathiae Vaccin,9 

A,irnlf'nt LiYe C~llture 


Code i S'Y/.o 4 
License 337 / 

10tH)"! 

-- ------ - --------- ------- ------ --------- ---------- ----- 

--- 

- ---- ----------- ----- ------------- --- --- - -- ----- --------- 
------------- ----- --- ------------- ----- ----- - -- -- --------- ---  ----------------- 
------------ - ------------- ------ ------- --- -- --- ---- ---- --- ------------ ------------- -- ------------- 
------- ----------- ------ ----------- -- ---- --- -------- ----- --- ----------- -------- ---- -------- 
------- ----- ---- ------------- ------- --- -------- ----- ----- --- ----- --- ---- ------- ------- ---- ----- 
-------------- ------- ---------- --- ---------------- ---- --- --- ---------- --- ------ ----- ------ 
------------- ---- ------------ ----- ------------ ----- --- -- 

-- ---- --------------- ------ 
----- 

--- ------------ ----------  ------ ------ 
-------- ---------- ----- --- ---- -- ---- ------------- ---- ------- ------ ------- ----- -------- - ------ ---- 
-- -- ---- ------ --  --------- ------ --  ------ ------ -- ---- ---- ------ --  ------------ ---- -------------- 
-- ---- ------------------- --- ----------------- ------------ 

/V.TESTING 
/A. l)m'ity 

H.efer to Outline for Code 1541.00 

B. 	 Safety 

Each sel'ial will be tested for safety in accordance 'with 9 CFR 113,44, but 4 pigs 

representing at least t.wo different litters ''till bt' used instead of 2. 


FILED with 

USDA-APHIS·VS 


CENTER FOR VETERINARY 

BIOLOGICS 


OCT 	 1 2 2004 

POUCY, EVALUATION, AND UCENSING 
. NO ENDORSEMENT 

EXPRESSED 

I 

OUT OF SCOPE



· ' 

Outline of Production 
- 5 / 

Erysipelothrb: Rhusiopathiae Vacdne / 
Avirulent Lbre Culture f 

Code /St.fl. D 
License 337 / 

10l1t04 / 

".Ie. 	 Potency 

rfwo final container samplE'S of completed product will be tested for potency ------- --- ------ 
-------------- ----- -------------- --- -- ----------- ------ ------- ---- ----------- ---- --------- -------------  ---- 

------------  ------- ------- ----- --- -------------- --- -------------- ----- ----------- -----------  --- ------- 
---------- -------- -----  ------- ----- --- ------------ --- ----- --  --- - --- --- -------  ------------- ---- 
----- ---------- ---- --- ------------- --- -- -------- ----- 

------- ------- ------ --------- ---- ----- -----  ---- -- --- -- ---- ------ --  --------- ----- ---- ----- ------- ------ 
-- --- -- ---- ------ --  ------------  -- --------- ---- ----------- ---- ----------  ------- ------------------ 
Route of administration: oral-drinking water 
rI'iter of efficacy: ---- -- --- -- ------------ 
Age and Species: 8 wIi 01(1 s~ine 
Date of ApI>roval: Sc})tember 23, 2004 

Route of administration: subcutaneous injection 

Titer of efficacy: ------ -- --- -- ------------- 
Age ~U1d Species: 5 wk old swine 

Date of Approyal: April 19, 19P5 


I D. 	 l\loistlu'e 

NA 


./ R Any Other T('8ts 
Identity test for each selial is done by serum plate agglutination test witl1 Erysipelas 

Sl)ccific antisernm prepared by GVn. 

FILED with 

USDA-APHIS..vS 


CENTER FOR VETERINARY 

BIOLOGICS 


OCT 	 1 2 2004 

POLICY, EVALUATION,AND LICENSING 

NO ENDORSEMENT 


EXPRESSED 


(b)(4)

(b)(4)

(b)(4)

(b)(4)

(b)(4)

OUT OF SCOPE



Outline of Production 
-().. 

Erysipelotlnix Rhusiopathiae Vaccine 
Avirulent Live Culture 

Code 00]4:>· cuM_d.l Q~ ( yo{ .1. ~)
.,..--- 

License 337 

l/l6tOO supe~es 10llAl4 


---- ----------- ---------- ----- -------------- --- ---------- 
---- ----------- ---------- ----- ---- ---------- ----- ------------ --- ----------- --- 
---------- --- ------ ---- ------------ --- --------- --- ---- ------- ------ --- ------ ------------ 
---------- --- ----- ---- ----- --- ----------- --- -- ------ ------- -- ----- ---------- ----- ----- 
--------- ------ ---- - ------ ------------ --------- --- --- --- ----- ---- ---- -- --- -------- 

---- ------------- ------ 
Exp~ation.----- ----- --- ---- ----- ---- -- ----- --- initi~ti?f --- ---- ----- ---------- ---- --- ---- 
------------- --- -------------------- --------- ~ -  ------- (}~J~ /....J..~J 

---- ~e.h. ~ ----- ------ ----------- ---- --- - -- ------ ---- ~ ---- --- --- 

---- ------ ---------- ----- ----- --- ----------------- 
-------------- ----- ---- --- ----------------- --- ---- --- ---- ------------- --- --------- -------- --- 
------------ 
--------- --- ----------------- -- ----- ------ --- ---------- --- ---------------- ----------- ------- 
--- ----- -- -------- --- ---- --- ------ --- ------- --- ---- ----- ------- --- ----- -- ----- --- ---- --- 
---- - ------ ----- -- 

------------ ---- ----------------- -------- --- ------ -------- -------- -- 

---- ------------- --------------- 
------- --- --------- --- ------- ----------- 

fiLED witi-; 

USDA-APHIS-VS 


CENTEFI FOR VETElfll\\lf\8Y 

iSlOLOGICS 


MAR 1 '7 2009 

POLICY, EVALUATIOI\i, Al\:~: UCb\lt)ii'lll~ 
NO ENDORSEIVlENl 

EXPRESSED 

OUT OF SCOPE

(b)(6)

(b)(6)


