OUTLINE OF PRODUCT {ON

CAMPYLOBACTER FETUS - LEPTOSPIRA CANICOLA - GRIPPOTYPHOSA -

HARDIJIO - ICT. EROHAEMORRHAGIAE - POMONA BACTERIN

VS Code No. 2863.10

COMPLETE REVISION

May 10, 2002

_
Replaces the Outline dated April 30, 1999 inclusive of subsequent revisions.

Wyeth ™~ St
through its producing subsidiaries.

U.S. Veterinary License No. 112

Code

2663.12

FILED with
USDA-APHISVS
CENTER FOR VETERH
BIOLOGICS

JuL 31 2002

LICENSING & POL!

DEVELOPMENT

NO ENDORSEMEI
 EXPRESSED
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OUTLINE OF PRODUCTION
CAMPYLOBACTER FETUS - LEPTOSPIRA CANICOLA - GRIPPOTYPHOSA -
HARDIO - ICTEROHAEMORRHAGIAE - POMONA BACTERIN
February 15, 2008

U.S. Veterinary License No. 112 VS Code No. 2863.10 Supersedes January 19, 2007 .~

V. TESTING

A, Purity

Final container product is tested according to 9 CFR 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:
b. Vaccination
1)
2)
1 &y 7 xi {\\) \§>
D

X Q (b)(6)

(b)(6)
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OUTLINE OF PRODUCTION
CAMPYLOBACTER FETUS - LEPTOSPIRA CANICOLA - GRIPPOTYPHOSA -
HARDIJO - ICTEROHAEMORRHAGIAE - POMONA BACTERIN

February 13, 2008
LS. Veterinary License No. 112 VS Code No. 2863.10 Supersedes April 28, 2004 ,~
V. C. 1. b. 3
c. [

1y

2)

3)

P
@M i

J%} { ®6

(b)(6)
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OUTLINE OF PRODUCTION
CAMPYLOBACTER FETUS - LEPTOSPIRA CANICOLA - GRIPPOTYPHOSA -
HARDIJO - ICTEROHAEMORRHAGIAE - POMONA BACTERIN

February 15, 2008

U.S. Veterinary License No. 112 VS Code No. 2863.10 : Supersedes September 14, 2005
v, C. 1. ¢ 4) The test is satisfactory ift

a)

b)

s
Vf
d)
2. Leptospira

Tested as specified in 9 CFR 113.103 for L. canicola, 9 CFR 113.10! for L. pomona, 9
CFR 113.102 for L. icterohaemorrhagiae, and 9 CFR 113.104 for L. grippotyphosa by the
| route of vaccination. Per CVB Notice No. 04-09, |

| B CFR 117.4. Tested according to 9 CFR 113.105 for L. hardjo as
detailed below,

e

POLICY, BEVALL

(b)(6)
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OUTLINE OF PRODUCTION
CAMPYLOBACTER FETUS - LEPTOSPIRA CANICOLA - GRIPPOTYPHOSA -
HARDJO - ICTEROHAEMORRHAGIAE - POMONA BACTERIN

Drecember 10, 2008

U.S. Veterinary License No. 112 VS Code No. 2863.10 Supersedes August 13, 2003 e
V. C. 2. Leptospira hardjo shall be potency tested as follows:
a.
b.
c.
d.
5 Vi v(}” ; §f R
e.
/

D. Moisture, if Desiccated

N/A
E. Any Other Tests

tested as specified in 9 CFR 113.100. - FILED with
-~ USDAAPHIR Ve
CENTER FORVETERINARY
BOLOGICE

; JAN 21 2009

FOLICY, EVALUATION, ARO UICENSING
NOENDORESEMENT
EXPRESSER

(b)(6)




ot 112

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

J0.259

SPECIAL OUTLINE 7

SO239

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

FiLFD with N

ij ENDORSEE
EXPRESSED




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

Page 1
SPECIAL OUTLINE
No. 259 ~

U.S. Veterinary License No. 112

259.

I8 REAGENTS ¢

A. Stock cultures

August §, 2006

L.

B. Controls

ELED with
USDE-ARIS NG
S REGRVETER

B Omes

O EM
TAPRESSELD:
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SPECIAL OUTLINE
No. 259
U.S. Veterinary License No. 112 ‘ August 8, 2006 _~
259,
L D.

II. EQUIPMENT ~

A
B. |
C.
D.
E.
F.
G.
III.
A. Procedure ~
1.
2.
3.
4,
a.
b.

FILED with
USDAAFHIS VS
ARARY

Al 24 7008

PINAGY, VAL

i

CLICENSING
iv
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U.S. Veterinary License No. 112

Page 3

SPECIAL OUTLINE ~
No. 259 ~

December 13, 2006
Supersedes August 8, 2006

259.
111 A. 4, c.
d.
B.
1.
2.
3.
C.
1.
2.
3
a.
b.
4,
D. Incubation
1.
£ 0,
(b)(6)

FILED with

USDA-APHIS.VS
CENTER FOR VETE
BloLOGIcS Y

JAN 0 4 2007

POLICY, EVALUATION, AND
NO ENDOHE‘;EMEN,:!"CENS’NG
EXPRESSED
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U.S. Veterinary License No. 112

Page 4

SPECIAL OUTLINE
No. 259

259.

I E.

August 8, 2006 =

F. Validity Criteria «

To be a valid assay the followingv criteria must be met. =~

1.

2.

Iv.

A. Procedure ~

1.

T Tomim ol GETLTY
37 - 3 4 i
UBDAAPHISVS
e ¥ - et _—
GENTER¥ORYETERINARY

Y, (B A LAT




U.S. Veterinary License No. 112

259.

Iv.

All redaction on this page pursuant to (b)(4).
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SPECIAL OUTLINE
No. 259 7/

A.

December 13, 2006
Supersedes August 8, 2006

(b)(6)

USUA-APHISVS
CENTERFOR VETERIN
BIOLOGICS ARY

JAN 6 4 2007
POLICY, EVALUATION, AND LICENSING

NOENDORSEMENT
EXPRESSED




259,

Iv.

Iv.

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
3. c
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 invalid and may be répeated. -
r; ; LD with

ERIMasRY

At"-.-i!«”}.?_f_}ggg";g

ko ».iﬁs.;;.q =T

FYPRESSED
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SPECIAL OUTLINE
No. 259

U.S. Veterinary License No. 112~

259. (b)(4)

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 ~
through its producing subsidiaries.

(b)(6)

(b)(6)

(b)(6)

FILED with




J]2
S.0.% 299

SPECIAL OUTLINE

S0 299

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-APHISVS
CENTER FOR VETERINARY
BQLOGICS

CE g5 2005
POLICY, EVALURTION, Anbs LIGEMSING

NO ENDORSEMENT
EXPRESSED




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

U.S. Veterinary License No. 112

Page |

SPECIAL OUTLINE
SO 299

Complete Revision
January 30, 2008

299.

L. REAGENTS

A. Antigen

L

3.

B. Controls

1.

E. Preparation of Diluent

WL TN T UM VI TETINRN Y

BIOLOGICS
FEB 0 5 2008

POLICY, EVALUATION, AMND LICENSING
NOENDORSEMENT
EXPRESSED
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All redaction on this page pursuant to (b)(4).
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SPECIAL OUTLINE
SO 299
' Complete Revision
U.S. Veterinary License No. 112 January 30, 2008
299.
IL EQUIPMENT
A,
B.
C
D.
E.
L PROCEDURE
A. Plate Set-up
L.
2. Plates are set up for Strains 1, 2, and 3 according to Step IILA.1.

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

B. Sera Dilution

1.

Ot TGO O

CENTER FOR VETERINARY
BIOLOGICS

FE

ol
or

6 3 2008

POLICY, EVALUATION, AND LIGENSING
NOENDORSEMENT
EXPRESSED
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SPECIAL OUTLINE
80O 299

Complete Revision

U.S. Veterinary License No. 112 January 30, 2008
299.
1L B. 3. b
u_}ﬂii;»*’ {}m c
V4 d
4,
a.
b.
c.
d.
€.
C Addition of Aﬁtigen
1.
D. Incubation
1.
E. Reading
1.
2.
FILEDWITR
USDA-APHISVS
CENTER FOR VETERINARY
BIOLOGICE

FER # 5 2008

POLICY, EVALUATION, Anil LIVENSING
NO ENDCRSEMEMY
EXPRESSED




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

Complete Revision
January 30, 2008

Page 4
SPECIAL QUTLINE
SO 299
U.S. Veterinary License No. 112
299.
. E. 3.
v. VALIDITY CRITERIA
A.  Tobe avalid assay; the following criteria must be met:
L.
a.
b.
c.
§kis %, 2.
v/ b3
V. STATEMENTS OF CONFIDENTIALITY

Sections L., IL., IIL,, IV. and V. contain data, techniques, and methodology developed by Fort Dodge Animal

Health and are considered confidential.

Wyeth

through its producing subsidiaries.

(b)(6)

FILED with
___USDAAPHISVS
CENTER FOR VETERINARY
BIOLOGICS

cER & 5 2008

POLICY, EVALUATION, AND LICENSING
NO ENDORSEMENT
EXPRESSED
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Code : 2a543.00

OUTLINE OF PRODUCTION
ERYSIPELOTHRIX RHUSIOPATHIAE - LEPTOSPIRA BRATISLAVA -

CANICOLA - GRIPPOTYPHOSA — HARDIJO -
ICTERCHAEMORRHAGIAE - POMONA BACTERIN

VS Code 2543.00

COMPLETE REVISION
October 1, 1999
Supersedes All Previous Revisions

Cover Page Updated August 30, 2002 -

o B PV -~
Wyeth — © g}‘

with its producing subsidiaries.

U. 8. Veterinary License No. 112

fio
(b)(6)

[ W L V4|

(b)(6)
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OQUTLINE OF PRODUCTION
ERYSIPELOTHRIX RHUSIOPATHIAE —
LEPTOSPIRA BRATISLAVA - CANICOLA — GRIPPOTYPHOSA - HARDJO -
ICTEROHAEMORRHAGIAE - POMONA BACTERIN

March 19, 2008

LS. Veterinary License No. 112 VS Code 2543.00 Supersedes January 24, 2007 7
V. TESTING

Al Purity

B. Safety

Safety testing is in accordance with 9 CFR 113.38.

C. Potency

L.

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

AN

(b)(6)
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OUTLINE OF PRODUCTION
ERYSIPELOTHRIX RHUSIOPATHIAE -
LEPTOSPIRA BRATISLAVA ~ CANICOLA — GRIPPOTYPHOSA - HARDJO -
ICTEROHAEMORRHAGIAE - POMONA BACTERIN ~

August 30, 2005
U.S. Veterinary License No. 112 VS Code 2542.00 ~ Supersedes October 1, 1999
V. C. 2.| botency testing shall be conducted usinﬁ _ |
samples of the completed product in accordance with the following tests.
a. | | in accordance with Special Outline No. 1117,
)]
2)
3
b. lin accordance with 9 CER 113.103]
Wi
<. | in accordance with 9 CFR 113.104.2 Per CVB Notice ™ 7
No. 04-09] l
own
(b)(6) ino9
CER 117.4,
FILED with
USDA-APHIS VS
CENTERFOR VETERINARY
BIOLOGICS

SEP 2 62005

POLICY, EVALUATION, AND LICENSING

NOENDORSEMENT
EXPRESSED

(b)(6)
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OUTLINE OF PRODUCTION
ERYSIPELOTHRIX RHUSIOPATHIAE -
LEPTOSPIRA BRATISLAVA -~ CANICOLA ~ GRIPPOTYPHOSA — HARDIO -
ICTEROHAEMORRHAGIAE - POMONA BACTERIN ~

U.S. Veterimary License No. 112

V. C.

August 30, 2005

(b)(6)

VS Code 2543,00 Supersedes October 1, 1999 7
2. d. shall be potency testéd as follows. »
)
2)
3)
4)
5)
e in accordance with ¢ CFR 113,102
L]
CFRI174.7
.
o™ Rt
£ in accordance with 9 CFR 113.101.] Per CVB Notice No. \
04"09, 4 f’: sf’?iw»f'w Ex

(b)(6)

[as outlined in 9 CFR ”7;4‘/5 7

FILED with
USDA-APHISVS
CENTER FOR VETERINARY
BIOLOGICS

SEP 2 8 2005

POLICY, EVALUATION, AND LICENSING
NOENDORSEMENT
EXPRESSED
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OUTLINE OF PRODUCTION
ERYSIPELOTHRIX RHUSIOPATHIAE -
LEPTOSPIRA BRATISLAVA — CANICOLA ~ GRIPPOTYPHOSA - HARDIO -
ICTEROHAEMORRHAGIAE - POMONA BACTERIN <

U.S. Veterinary License No. 112 VS Code 2543.00 .~ August 30, 2005
V. D. Moisture. if Desiccated
N/A
E. Any Other Tests .~

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

VL \*"QOST‘PREPARATOR‘Y STEPS

P,

A. "'\'F‘m;md Size of Final Containers in Which the Product is to Be Distributed

M,

~AUGIOTIZET GISTIDUtOTS, THCST sSmpnients shall comply Wiiriiagequirements of ¥ CER T12.8(c).

(b)(6)

fi‘?@

A

FILED with
USDA-APHISVS
CENTER FOR VETERINARY
BIOLOGICS

SEP 2 € 2005

POLICY, EVALUATION, AND LICENSING
NOENDORSEMENT
EXPRESSED

(b)(6)




SPECIAL OUTLINE

(b)(4)

No. 179~

COMPLETE REVISION 7

May 17, 20606 ~

Replaces the Outﬁm: dated October 30,_20()2; inclusive of subsequent revisions.

Wyeth ~
through its producing subsidiaries.

U.S. Veterinary License No. 112

FILED with
. USDAAPHISVS
CENTER FOR VETERINARY
BIOLOGICS

MAY 2 3 2006
POLICY, EVALUATION, AND LICENSING

NOENDORSEMENT




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

Page 1
SPECIAL OUTLINE
No. 179 ~
8. Veterinary License No. 112 May 17, 2006 -~
179,
V. TESTING 7
C Potency <
1.
a. Mateﬁéls & Equipment
1) |
a)
2)
a)‘ gy
3)
a)
0
{2)
v )]
)
4)
CENTERFOR VETERINARY
: BIOLOGICS

MAY 2 8 2008

POLICY, EVALUATION, AND LICENSH
NO ENDORSEMEN CBING
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SPECIAL OUTLINE
No. 179~
U.S. Veterinary License No. 1127 May 17, 2006 ~
179.
V. ¢ 1 a. 5|
a)
b)
»
d)
¢)
f)
g
6 | |
ay
N
7
a) | =
ey
*
B
fﬁ@ffﬁﬁ FOR VETERINARY
BIOLOGICS

MAY 2.3 Zi}i}ﬁ

POLIY, &m@%{}mﬁi} LICE!
NOENDORSEMENT %w




All redaction on this page pursuant to (b)(4).
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SPECIAL QUTLINE
No. 179
February 4, 2009
{8, Veterinary License No. 112 Supersedes May 17, 2006
179.
V. C. 1. a. &)
4)
9
a)
8y
10)
a)
1)
12)
13)
)
(b)(6)
\
14)
a |
1)
FILED with
UBDA-APHIS VS
CENTER FOR VETERINARY
BIOLOGICS
FEB 11 2000
POLICY, EVALUATION, AND LICEN
(©)©) NO ENDORSEMENT - oINa
EXPRESSED
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SPECIAL OUTLINE
No. 179
U8, Vetermnary License No. 112 May 17, 2006 ~
179.
v. L. a. 15 |
a}k
16)
a)
H
15 ]
a)
H
@)
18)
19)
20
b. Methods
n |
2)

FILED with
- USDAAPHIS VS
CENTERFOR VETERINASY
BIOLOGICS

MAY 2 3 2006
POLICY, EVALUATION, AND LICENSING
NOENDORSEMENT

: % _ “$$§$ X
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Page 5
SPECTAL OUTLINE
No. 179
U.S. Veterinary License No. 112 May 17, 2006 -~
V. C. 1. b. D by
3
¢)
2) I:IProcedures -
a)
b)
<)
d)
€)
H
g)
Uﬁgmm wih
oo USDARMHIS NS
CENTERFOR VETERINARY
BIOLOGICS
)

MAY 2 3 2006

POLICY, EVALUATION, AND LICENSING
NOENDORSEVENT
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SPECIAL QUTLINE
No. 179
November 11, 2009
U.8. Veterinary License No. 112 Supersedes May 17, 2006
179.
V. C. 1. b. 2y k)
1)
b}
k)
)
m)
n)
o)
P}
9
(b)(6)
FILED with
LSTIA-APHISVE
CENTER FOR VETERIARY
BIOLOGICE
DEC 14 2008
(b)(6) . POLICY, EVALUATION, ARD LICENSING
Py HO ENDORSEMENT

¢279Y

EXPRESSED




All redaction on this page pursuant to (b)(4).
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 SPECIAL OUTLINE
: No. 179
U.S. Veterinary License No. 112 May 17, 2006
179.
v, C. 1. b. 2y o8
s)
1)
u)
¥)
3) * Photometric Reading
2)
b)
4 Determination QfReIative Pote,ncy Value «
a)
b

AT T IR 0
CENTER FOR VETERINARY
BICLOGICS

WAY 2 8 2006

POLIGY, EVALUATION, AND LICENSING
NO ENDORSEMENT




(b)(6)

All redaction on this page pursuant to (b)(4).
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SPECIAL QUTLINE
No. 179 :
U.8. Veterinary License No. 112 May 17,2006 7
179 Potency Test
V. C. 1. B. 4 ¢} Interpretation of Results
Refer to the Outline of Production for the product serial on =
test.
Vi STATEMENT OF CONFIDENTIALITY
All Sections of this Special Outline contain data, technigues, and methodology developed by Fort Dodge
Animal Health are considered confidential, =
(b)(6)
C}U
T el
R
<
Wyeth

through it producing subsidiaries.

(b)(6)

HiSvs
CENTER %‘i}%’% VETERINARY
OLOGICS

MAY 2 3 2006

POLICY, EVALUATION, AND Lt :
MO m%’“?i??ibiﬁ%&?‘é?ﬁﬁ%ﬁ%ﬁ
EXPREBSED




%%Jr«“%

50# 117

All redactions on this page are pursuant to (b)(6) & (b)(7)(c).

SPECIAL OUTLINE

Procedure for Potency Testing o

SO 1117 v~

Complete Revision

June 13, 2007 4

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

Wyeth ./
with its producing subsidiaries.

Y,
U. S. Veterinary License NO. 112

FILED with
USDA-APHISVS
CENTER FOR VETERINARY
BIOLOGICS

JUL 17 2007

POLICY, EVALUATION, ANL* LICENSING
NOENDORSEMENT
EXPRESSED
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Page 1

SPECIAL OUTLINE
NO. 1117

-

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

1117.  Procedure for Potency Testing of]

L

IL

FILED with
USDA-APHISVS
CENTER FOR VETERINARY
BIOLOGICS

JUL 17 2007

POLICY, EVALUATION, AND LICENSING
NOENDORSEMENT
EXPRESSED



. «
. All redaction on this page pursuant to (b)(4).
»
Page 2
SPECIAL OUTLINE
NO. 1117
' e
U. S. VETERINARY LICENSENO. 112/ June 13, 2007
1117. Procedure for Potency Testing ci
1L B.
111 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 ‘ _
X1tk ito Arroi cuheidiarias
(b)(6)
(b)(6)
FILED with
USDA-APHISVS
CENTERFOR VETERINARY
BIOLOGICS
A JUL 37 2007
(b)(6) P 0 _ POLICY, EVALUATION, AND LICENSING
NOENDORSEMENT

EXPRESSED




Code; 2peser

QUTLINE OF PRODUCTION
LEPTOSPIRA CANICOLA-GRIPPOTYPHOSA.
HARDJO-ICTEROHAEMORRHAGIAE-POMONA BACTERIN

VS Code 2665.01

Previously coded 2665.00

e

September 135, 2000

Replaces the Outline Dated December 5, 1997 Inclusive of Subsequent Revisions.

Cover Page Updazeé November 1, 2002

Wyeth Rt D% . BRI
through its producing subsxdfj aries.

U. 8. Veterinary License No. 112

FILED %?ﬁé%}

DEC 19 2002

(b)(6) LICENSING & ?i_i cY
DEVELOPMENT
NO ENDOBSES ENT

§X9$%§$$E
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Page 13

QUTLINE OF PRODUCTION P
LEPTOSPIRA CANICOLA-GRIPPOTYPHOSA-HARDJO-
ICTEROHAEMORRHAGIAE-POMONA BACTERIN A
January 24, 2007 ":;'
U.S. Veterinary License No. 112/ VS Code 2665.01 ./ Supersedes August 30, 2003 ;

V.o Amount of Antigenic Material per Dose(s} in Final Container

V. TESTING

A Punity

;

JAPHIS approval granted September 28,

2006, ~prolaleot V' é};?_%ifmw Ho" ¥
B. Safety

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

C. Potency
I Potency testing is conducted on bulk or final containers.
2. Potency tests for each fraction are conducted as follows:
a.
*e Net Loz e deom f A GENTER FOR VETERINARY
i BIOLOGICE
% (b)(6) FER & g 2007
POLICY, EVALUATION, AND LICENSING -
(b)(6) NO ENDORSEMEN L

EXPRESSED




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

Page 14
OUTLINE OF PRODUCTION
LEPTOSPIRA CANICOLA-GRIPPOTYPHOSA-HARDIO- o .
ICTEROHAEMORRHAGIAE-POMONA BACTERIN _» HE ~ has ok
May/6, 2008
LS, Veterinary License No. 112 V8 Code 2665.01+ Supersedes August 30, 2005+
V. C. 2. b. in accordance with 9 CFR 113.104. Per CVB Notice
No. 04-09, | |
CFR 1174, »
rotency testing is conducted as follows:
)
2)
3)
4)
&«’{, g
r{is»%jé;.
5)
) ‘
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OUTLINE OF PRODUCTION
LEPTOSPIRA CANICOLA-GRIPPOTYPHOSA-HARDIO-
ICTEROHAEMORRHAGIAE-POMONA BACTERIN

U.S. Veterinary License No. 112 VS Code 2665.01 August 30, 2005
vV C. 2. 4, L‘ in accordance with 9 CFR 113,102

[ T Per CVB Notice No. 04-09,

outlined in 9 CFR mf;}
e | _lin accordance with 9 CER 113,101 ?cr CVEB Notice No. 04~ \
09] “Jed
H 'fas deaths as oullimned 9 CFRTI74 T -
D. Moisture if Desiceated |
NA 4
E. Any Other Tests
N/A
(b)(6)
USDAAPHIGNS
CENTER FOR VETERINARY
BIOLOGICS
UCT 0 6 2005
PULICY, EVALUAT

AND LICENSING

(b)(6)




(ode Yo19.00
g%’g vfii '2'/

OUTLINE OF PRODUCTION
BOVINE RHINOTRACHEITIS VACCINE, MODIFIED LIVE VIRUS, LEPTOSPIRA CANICOLA -
GRIPPOTYPHOSA - HARDJO - ICTEROHAEMORRHAGIAE - POMONA BACTERIN

VS Code No. 4019.00

Complete Revision ..~

February 4, 2000 +~

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

¥ #
aotA4? -5Cover Page Updated on October 18, 2002

# ;,«/Q:
Wyeth — Zsua pispogets

with its producing subsidiaries.

U.S. Veterinary License No. 112

FILED wilht
USDA-APHIS-VS

CENTER FOR VETERINARY
BIOLOGICS

0CT 31 2002

LICENSING & POLICY
DEVELOPMENT
NO ENDORSEMENT

(b)(6)
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Page 6
OUTLINE OF PRODUCTION
BOVINE RHINOTRACHEITIS VACCINE, MODIFIED LIVE VIRUS, LEPTOSPIRA CANICOLA -
GRIPPOTYPHOSA - HARDJO - ICTEROHAEMORRHAGIAE - POMONA BACTERIN
U.S. Veterinary License No. 112 VS Code No. 4019.00 February 4, 2000

. PREPARATION OF THE PRODUCT

V. TESTING

VI POST-PREPARATORY STEPS

These shipmeats shall complyith The requirements o1 Y CFR T E(CL




Cocle 1181.00

OUTLINE OF PRODUCTION
BOVINE RHINOTRACHEITIS - VIRUS DIARRHEA - PARAINFLUENZAXS -
RESPIRATORY SYNCYTIAL VIRUS VACCINE, MODIFIED LIVE VIRUS

VS Code No. 1181.00

COMPLETE REVISION
June 4, 2007 /

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

Wyeth o
with its producing subsidiaries.

U.S. Veterinary License No. 112 7 ’
FILED with
USDA-APHISYS
CENTER FOR VETERINARY
BIGLOGICS

AUG 8 1 2007

EOLICY, EVALUATION, AND LICENSING
NO ENDORSEMENT
EXPRESSED



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

Page 14 ,

OUTLINE OF PRODUCTION 7
BOVINE RHINOTRACHEITIS - VIRUS DIARRHEA - PARAINFLUENZAS -
RESPIRATORY SYNCYTIAL VIRUS VACCINE, MODIFIED LIVE VIRUS .
. fune 4, 2007

LS. Vetenmary License No. 112 VS Code No. 1181.00 Supersedes-March-28; 2007
v,  H Desiceation
'\,\
IS Procedures
.
2. Testing T
L Amount of Anticenic Material Per Dose(s1 in Final Container

Each serial of vaccine should meet or exceed the potency requirements as 2sigblished in Section V.

C. of this Production Outline.

V. TESTING

A, Puriry
B S_ ﬂ_fiiil ’i«i{/}’ 7
1. Calf Safety Test
Final ccmmmersl Px'e tested as specified in 9 CFR

11341,
USDAAPHISYS
TERFOR VETERINAR
N aLoaics

4 AND LICENSING
o ey EYALUATION, AND LIGER
PO, B IDCRSEMENT

EXPRESSED




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

Page 153
OUTLINE OF PRODUCTION

o
¥

BOVINE RHINOTRACHEITIS - VIRUS DIARRHEA - PARAINFLUENZAS -
RESPIRATORY SYNCYTIAL VIRUS VACCINE, MODIFIED LIVE VIRUS

LS. Veterinary License No, 112

v, B. 2.

Final containers
113.33,

VS Code No, 1181.60

Mouse Safery Test

June 4, 2007
Sueprsedes. August-19; 2008

are tested as specified n 9 CFR

C Potency v
| | |
1. | | RS
2. Testing and Titer Requirements
D. Moisture, if Desiccated
FILED with

USDA-APHISVE
CENTERFOR VETERINARY
SIOLOGICS

SR TR Y
(S D i1/
{!"i? E3] }1 flau

FRLFAA

SOLICY, EVALUATION, AND LICENSING

NOENDORSEMENT




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

Page 16
OUTLINE OF PRODUCTION +
BOVINE RHINOTRACHEITIS - VIRUS DIARRHEA - PARAINFLUENZAS -
RESPIRATORY SYNCYTIAL VIRUS VACCINE, MODIFIED LIVE VIRUS

Tune 4, 2007

U.S. Veterinary License No. 112 VS Code No. 1181.00 -Supersedes-March-10;-2004
V. E. Any Other Tests

V1. POST-PREPARATORY STEPS

\:‘
Al
%,
3,\!.“
\"‘%
.
distriutors. These shipments shall comply with the requirements 6T'9 LIK T12.5(CT.
Kr‘a
B. Collectioh, Storage and Submission of Representative Samples
Final contaixxé?%ggmpies will be handled in accordance with 9 CFR 113.3.
d and submitted to
APHIS-USDA VS
Memorandum No. 800.833\
C. Expiration Date \\\
confirmed in
accordance with 9 CFR 114.13 and was‘hggroved by USDA on Gciober 23, 1996.
,
,
D. Use. Dosage and Route of Administration \\
.,
",
1. Use ™

K%

AUG 3 1 2007

FOLICY, EVALUATION, AND LICENSING
NO ENDORSEMENT NSING
EXPRESSED



OUTLINE OF PRODUCTION
LEPTOSPIRA CANICOLA - GRIPPOTYPHOSA - HARDIO -
ICTEROHAEMORRHAGIAE - POMONA BACTERIN

VS Code No. 2665.02

COMPLETE REVISION
May 10,2002 +7

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

Wyeth - (’4»? pettyt
through its producing subsidiaries.

U.8. Veterinary License No, 112




e

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

Page 12
OUTLINE OF PRODUCTION
LEPTOSPIRA CANICOLA - GRIPPOTYPHOSA - HARDIO ~
ICTEROHAEMORRHAGIAE - POMONA BACTERIN

December 10, 2008

{1.8. Veterinary License No, 112 V§ Code No. 2665.02 Supersedes Septernber 27, 2006 v

V.

TESTING

A,

Final container product is fested according to 9 CFR 113.26 using

B

Safetv

I:Icamainer product is tested according to 9 CFR 113,38,

Potency

sirall be potency tested as follows:

3. | |is considered a satisfactory 7
test. .

4. if the geometric mean titer falls within two standard crmrﬁl ﬁéé&*}

o H the second stage is conducted, the

CENTER FOR VETERINARY
BICEOGICE

(b)(6)

POULY, EVALUATION, ARG LICENSH
NOENDORSEMENT =t
EXPRESSES

ol




All redaction on this page pursuant to (b)(4).
- 2" i A ;4
. { P r‘g.f%f‘ # (li
S/ ;ﬁ . E LR LR 1P

Page 12a
QUTLINE OF PRODUCTION
LEPTOSPIRA CANICOLA - GRIPPOTYPHOSA - HARDJO ~
ICTEROCHAEMORRHAGIAE - POMONA BACTERIN

U8, Veterinary License No. 112 VS Code No. 2665.02 December 10, 2008

FILED with
USDAAPHISVE
CENTER FOR VETERINARY
BIOLOGICS

JAN 21 2008

POLICY, EVALUATION, AnD LICENSING
NOENDORSEMENT
(b)(®) EXPRESSES




S All redaction on this page pursuant to (b)(4).
Page 13
OUTLINE OF PRODUCTION
LEPTOSPIRA CANICOLA - GRIPPOTYPHOSA - HARDIO ~
ICTERCHAEMORRHAGIAE - POMONA BACTERIN
U.8. Veterinary License No. 112 : VS Code No. 2665.02 May 10, 2002
Y. D. Moisture, if Desiceated
N/A
E. Any Other Tests

tested againg according to 9 CFR 113.35

. Vi POST PREPARATORY STEPS

A. Form and Size of Final Containers in Which the Product is to be Distributed

",
i,

distriputors. L hiese shipments shall comply with the requirements of 9 CFR 112.8(c).

B. Collection, Storavé’éftd Submission of Representative Samples
| 0 Iin accordance with 9 CFR

113.3. |in accordance with 9 CFR 113.3.

o Expiration Date ”m, ‘

“"-,,%:m ; b
The expiration datel_ h accordance
with 9 CFR 114.13, ;%g;%/&&‘
\\.\ '

LICENSING & ?’i}% A 4

DEVELOPM
NO ENDORSE
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OUTLINE OF PRODUCTION
BOVINE RHINOTRACHEITIS - VIRUS DIARRHEA VACCINE, MODIFIED LIVE VIRUS, LEPTOSPIRA
HARDT O ~ POMONA—HARD#O BACTERIN

NOT A FOIA DELETION

VS Code —Tpasd $odd &%’ﬁ»ﬁ'fg?\"*i’ '

Lp 239920

NEW OUTLINE

November 30, 2005 -

Wyeth s
with its producing subsidiaries.

o

U8, Veterinary License No. 112

FILED with
USDA-ARHIS VE
CENTER FOR VETERINARY
BlOLOGICS

APR 1 2 2006

POLICY, EVALUATION, AND UICENSING
NOENDORSEMENT

EXPRESSED

?”«g\'
£y




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

Page 6
OUTLINE OF PRODUCTION
BOVINE RB;H\IOTRACHEITIS VIRUS DIA [BA , MODIFIED LIVE VIRUS, LEPTOSPIRA
Wi June 3, 2009
U.S. Veterinary License No. 112 VS Code 4399.20 Supersedes November 30, 2005,
1L

dﬁ\w,

iV, PREPARATION OF THE PRODUCT™

V. TESTING

NiA

V1 POST-PRE P&RATORY STEPS

A, Form and Sm: of E Fina 3 Containers in Which the Product is 1o Be Distributed

% f;& YL /@m 7 (6)(6)

(b)(6)

Heamhini




Code lI5T1. 20

T
B
=y

OUTLINE OF PRODUCTION -
BOVINE RHINOTRACHEITIS - VIRUS DIARRHEA VACCINE,
MODIFIED LIVE VIRUS

VS Code 7/8/ 20
(IntemakCode-NO#274)—

| NOT A FOIA DELETION |

NEW OUTLINE

May 16,2003 -

Wyeth -
with its producing subsidiaries.

e
U.S. Veterinary License No. 112

o
it

JUNR 4 2003




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

Page 7
OUTLINE OF PRODUCTION -
BOVINE RHINOTRACHEITIS - VIRUS DIARRHEA VACCINE,
MODIFIED LIVE VIRUS : ‘
) July 24,2007
U.S. Veterinary License No. 112/ VS Code 1151.20 7 Supersedes May 16, 2003

Iv. E. 3. Volume of Maximum Serial

4. Any Other Pertinent Information
N/A

F. Volume of Fill for Each Size Vial

Fill Volume (mL)

Daose Minimum Maximum Container Stonner

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

1. Procedures

(b)(6)

(b)(6)




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

Page 8
OUTLINE OF PRODUCTION
BOVINE RHINOTRACHEITIS - VIRUS DIARRHEA VACCINE,
MODIFIED LIVE VIRUS
January 25, 2008
U.S. Veterinary License No. 112 VS Code 1151.20 Supersedes August 19, 2005 .~

Iv. H. 2. Testing

will be determined in accordance with

9 CFR ]13.29!

L Amount of Antigenic Material Per Dose(s) in Final Container
V. TESTING
A, Puity Ny
Lccording 109 N e
CFR 113.27] Pdglesl
[per 9 CFR Ly
113.300 on th
B. Safety
1.
specified in 9 CFR
113.41.
2.
specified in 9 CFR
113.32 I
USDA-APHIS VS
CENTER FOR VETERINARY
(b)(6) BIOLOGICS
SER B 7068

BOLICY, EVALUATION, ANU LiLANSING
NQENDORSEMENT
(b)(6) EXPRESSED




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

Page 9
OUTLINE OF PRODUCTION
BOVINE RHINOTRACHEITIS - VIRUS DIARRHEA VACCINE,
MODIFIED LIVE VIRUS
August 19, 2005
U.S. Veterinary License No. 112 VS Code 1151.20 7 Supersedes October 8,,2003 —

V., C. Potency

Virus titers present in final containers are measured according to SO 138, ~

1. Master Seed Immunogenicity Information —~
|
|
2. Testing and Titer Requirements
(b)(6) /
/o“}
A
k‘g <
D. Maisture. if Desiccated ™

Refer to Section 1V, H. of this Production Qutline. -

E. Any Other Tests
N/A FILED with

USDA-APHISVS
CENTERFOR VETERINARY
BIOLOGICS

AUG 2 9 2005

POLICY, EVALUATION, AND LICENSING

(b)(6)

NOENDORSEMENT



Bt e

26m/. 00
OUTLINE OF PRODUCTION
LEPTOSPIRA POMONA - HARDJO-BACTERIN
x 1'? L J{ i . USRS -
VS Code
(Internal Code NO#365)
NEW OUTLINE
November 30, 2005
Wyeth
through its producing subsidiaries.
U.S. Veterinary License No. 112 E
ILED with
USDA-APHIS.VS
CENTERFOR VETE
Bto&.oe;csﬁmmy
MAY 1 2 2006
POLICY, EVALUATION AN
'  AND LIC
NOENDORSEMENT — oING
EXPRESSED




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

; Page 6 ;
QUTLINE OF PRODUCTION
LEPTOSPIRA HARDIJO - POMONA BACTERIN
August 8, 2008

U.8. Veterinary License No. 112 VS Code 26M1.00 Supersedes September 27, 2006

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

Desiccation

V.  TESTING
A Purity
’J lccording to 9 CFR 113.26 using

TS mfzm%w 5 eetly
B. Safe

| is tested according to 9 CFR 113.38.

(b)) FILED with
__USDA-APHISVS
CENTER FOR VETERINARY
BIOLOGICS

AUG 2 0 2008

POLICY, EVALUATION, AND LICENSING
)6 NOENDORSEMENT — O
EXPRESSED




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

U.S. Veterinary License No. 112

V. C. Potency

Page 7

OUTLINE OF PRODUCTION
LEPTOSPIRA HARDJO - POMONA BACTERIN

{/\,%'({]%{(f{ ¥ R

e (/ Y}’{

VS Code 26M1.00_

December 10, 2008
Supersedes November 30, 2005 e

(ﬁ’%’ g)é’(?ss ‘

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

Leptospira hardjo shall be potency tested as follows:

1.

D. Moisture, if Desiccated

N/A

E. Any Other Tests

wccording to 9 CFR

(b)(6)

113.35 for VS Code 1181.00 is

FILED witr,
USDA-APHIS
CENTER SOR VETERINAW
RIOLOEICE

o P
A ains

BIETA B

POLICY, EVALUATION, Awd LICENSIN:
NOENDORSEMENT -
EXPRESSP®




OUTLINE OF PRODUCTION

o
BOVINE RHINOTRACHEITIS - VIRUS DIARRHEA ~ PARAINFLUENZA'S -
RESPIRATORY SYNCYTIAL VIRUS VACCINE, KILLED VIRUS, HAEMOPHILUS SOMNUS - LEPTOSPIRA
CANICOLA - GRIPPOTYPHOSA - HARDJO -
ICTEROHAEMORRHAGIAE - POMONA BACTERIN

V8 Code Neo. 44137.20

Complete Revision

September 3, 2008

7

-
Replaces the Outline dated August 16, 2007 inclusive of subsequent revisions.

Wyeth
with its producing subsidiaries,

U.S. Veterinary License No, 112 o
LED with
USDA-APHIS VS
CENTER FORVE TERINARY
BioLoaGios

EP 9 9 2008

POLICY, EVALUATION, AND Lic: ;
NO mmasmg&%@&am
EXPRESSED



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

; Page 14
QUTLINE OF PRODUCTION
BOVINE RHINOTRACHEITIS - VIRUS DIARRHEA - PARAINFLUENZA 3 -
RESPIRATORY SYNCYTIAL VIRUS VACCINE, KILLED VIRUS, HAEMOPHILUS SOMNUS - LEPTOSPIRA
CANICOLA - GRIPPOTYPHOSA - HARDIO -
[CTEROHAEMORRHAGIAE - POMONA BACTERIN ‘
September 3, 2008

U.S. Vetermary License No. 112 V8 Code No. 44D7.20 Supersedes May 7, 2008
v, 1 4.7~~~ Leptospira
e B T
; P The final container will “Contain_ at least
%
V. TESTING
A Purity
B Safety
1.
e T |
5 |
e F lo_replace the 9CFR 113.33]
2.
The vaceine will be tested according to 9 CFR 113.38.
FILED with
. USDA-APHIEVS
CENTER FOR VETERINARY
BIOLOGICS

SEP 2 2 2008

POLICY, EVALUATION, AND LICENSING
NOENDORSEMENT
EXPRESSED



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

Page 15
QUTLINE OF PRODUCTION
BOVINE RHINOTRACHEITIS - VIRUS DIARRHEA ~ PARAINFLUENZA 3 -
RESPIRATORY SYNCYTIAL VIRUS VACCINE, KILLED VIRUS, HAEMOPHILUS SOMNUS - LEPTOSPIRA
CANICOLA - GRIPPOTYPHOSA - HARDIO -
ICTEROHAEMORRHAGIAE - POMONA BACTERIN

September 3, 2008
U.S. Veterinary License No. 112 VS Code No. 44D7.20 Supersedes January 16, 2008 :
V. C. Potency r Heleted o
1. IBRV ~Potency Test ¥

gt _“N\Bulk or final container samples will be tested according to SO 365.

aceardance with G CFR 11380018 Where 8 CLR_ 113 (C)}“S i

Moniforing/Requal /Replacement Guidelines:

FILED with
USDA-APHISVS
CENTER FOR VETERINARY
BIOLOGICS

SEP 922008

s

i

POLICY, EVALUATION, AND LICENSING
NOENDORSEMENT
EXPRESSED




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

Page 16
OQUTLINE OF PRODUCTION
BOVINE RHINOTRACHEITIS - VIRUS DIARRHEA - PARAINFLUENZA 3 -
RESPIRATORY SYNCYTIAL VIRUS VACCINE, KILLED VIRUS, HAEMOPHILUS SOMNUS - LEPTOSPIRA
CANICOLA - GRIPPOTYPHOSA - HARDIO -
ICTEROHAEMORRHAGIAE - POMONA BACTERIN
December 24, 2000
U.S. Veterinary License No. 112 VS Code No. 44D7.20 Supersedes October $, 2009~

V. C. 3. PI3V :IPatency Test
r&ﬂmmmmmmmmmm subserial are tested for potency by
R lnated i !

5 -5

Monitoring/Requal /Replacement Guidelinesi |

D€ CONNICTEY DETOTE Ui eXpIration aate.

4. BRSV Potency Test

esults are evaluated 1 accordance
with 9 CFR 113.8(c)1-5. Where 9 CFR 113.8(c)1 |

I l I

This a| |reference; while the productl ) of reference

Monitoring/Requal./Replacement Guidelines: |

Before the expiration datel

L 4

ED with
S

USDA-APNIS-
CENTER FOR VETERINARY
(b)(6) #OLOGICS

(b)(6)

. JAN 75 72010

(b)(6) POLICY, EVALUATION, AND LICENSING
N0 ENDDRSEMENT
EXPRESSED




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

Page 17

QUTLINE OF PRODUCTION
BOVINE RHINOTRACHEITIS - VIRUS DIARRHEA ~ PARAINFLUENZA 3 -
RESPIRATORY SYNCYTIAL VIRUS VACCINE, KILLED VIRUS, HAEMOPHILUS SOMNUS - LEPTOSPIRA
CANICOLA - GRIPPOTYPHOSA - HARDJO -
ICTEROHAEMORRHAGIAE - POMONA BACTERIN
September 3, 2008
U8, Veterinary License No. 112 V8 Code No, 44D7.20 Supersedes August 16, 2007

V. C. 5. Haemophilus s;omnﬁs Potency Test

a,

A potency test is performed

1 Material & Equipment

a)

b}

FILED with
LUSDA-APHISVS
CENTER FOR VETERINARY
BIOLOGICS

SEP 9 22008

POLICY, EVALUATION, AND LICENSING
© NO ENDORSEMENT
EXPRESSED




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

Page 18

QUTLINE OF PRODUCTION
BOVINE RHINOTRACHEITIS - VIRUS DIARRHEA ~ PARAINFLUENZA 3 -
RESPIRATORY SYNCYTIAL VIRUS VACCINE, KILLED VIRUS, HAEMOPHILUS SOMNUS - LEPTOSPIRA
CANICOLA - GRIPPOTYPHOSA - HARDIO -
ICTEROHAEMORRHAGIAE - POMONA BACTERIN ,
September 3, 2008

U.S. Veterinary License No. 112 VS Code No. 44D7.20 Supersedes August 16, 2007
V. C. 5, b. 1) )
(1)
(a)
(b)
©)
@
9 | |
D)
&)
(a)
o [
&
)
(3)
(4)
(5)
FILED with
USDA-APHISVS
CENTER FOR VETERINARY
BIOLOGICS

SEP 2 2 2008

E2

 EVALUATION, AND LICENSING
poucr NO ENDORSEMENT
EXPRESSED




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

Page 19

OUTLINE OF PRODUCTION
BOVINE RHINOTRACHEITIS - VIRUS DIARRHEA ~ PARAINFLUENZA 3 -
RESPIRATORY SYNCYTIAL VIRUS VACCINE, KILLED VIRUS, HAEMOPHILUS SOMNUS - LEPTOSPIRA
CANICOLA - GRIPPOTYPHOSA - HARDIO ~

ICTEROHAEMORRHAGIAE - POMONA BACTERIN
September 3, 2008

U.S. Veterinary License No. 112 VS$ Code No. 44D7.20 Supersedes August 16, 2007
V. C, 5 b. D g)
(1)
(2)
h)
(1)
D
)
k)
)
k)
(N
¢ Methods
1} I:]pmizeéures
a)
FILED with
CENTERFORVETERINARY:
BIOLOGICS

SEP g 2 2008

POLICY, EVALUATION, AND LICENSING
NOENDORSEMENT
EXPRESSED



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

Page 20

OUTLINE OF PRODUCTION
BOVINE RHINOTRACHEITIS - VIRUS DIARRHEA —~ PARAINFLUENZA 3 -
RESPIRATORY SYNCYTIAL VIRUS VACCINE, KILLED VIRUS, HAEMOPHILUS SOMNUS - LEPTOSPIRA
CANICOLA ~ GRIPPOTYPHOSA - HARDIO -
ICTEROHAEMORRHAGIAE - POMONA BACTERIN
September 3, 2008

U.S. Veterinary Livense No. 112 VS Code No. 44D7.20 Supersedes August 16, 2007
V. C. 5. ¢. 1) b)
<)
d)
€)
f)
g)
h)
i)
B
k) |
FILED with
USDAAPHISNS
CENTER FOR VETERINARY
BIOLOGICS

SEP 9 22008

POLICY, EVALUATION, AND LICENSING
NOENDORSEMENT
EXPRESSED




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

Page 21

OUTLINE OF PRODUCTION

BOVINE RHINOTRACHEITIS - VIRUS DIARRHEA -~ PARAINFLUENZA 3 -
RESPIRATORY SYNCYTIAL VIRUS VACCINE, KILLED VIRUS, HAEMOPHILUS SOMNUS - LEPTOSPIRA
CANICOLA - GRIPPOTYPHOSA - HARDIO -

ICTEROHAEMORRHAGIAE - POMONA BACTERIN

U.S. Veterinary License No. 112

VS Code No. 4417.20

September 3, 2008
Supersedes August 16, 2007

v. C. 5. . 1) n

m)

1}

2} Photometric Reading

a)

b)

1 Validity Criteria

For a test 1o be valid, the following criteria must be et

a)

b)

FILED with
USDA-APHISVS
CENTERFOR VETERINARY
BIOLOGICS

SEP 2 27008

POLICY, EVALUATION, AND LICENSING
NOENDORSEMENT
EXPRESSED




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

Page 22
QUTLINE OF PRODUCTION
BOVINE RHINOTRACHEITIS - VIRUS DIARRHEA ~ PARAINFLUENZA 3 -
RESPIRATORY SYNCYTIAL VIRUS VACCINE, KILLED VIRUS, HAEMOPHILUS SOMNUS - LEPTOSPIRA
CANICOLA - GRIPPOTYPHOSA - HARDIO ~
ICTEROHAEMORRHAGIAE - POMONA BACTERIN

September 3, 2008

U8 Veterinary License No. 112 VS Code No. 44D7.20 Supersedes August 16, 2007

V. C 5. d, 1 c)

d)

2} Interpretation of the Results

a)

b)

<)

6. Lepiospira Potency Test

Testeé as xpemﬁeé in 9 CFR 113.103 for L. canicola, 9 CFR 113.101 for L. Pomona, 9
for L. icterohaemorrhagiae, and 9 CFR 113.104 for L. grippotyphosa by the
route of vaccination. ﬁ-

FILED with
USDA-APHISVS
CENTER FORVETERINARY
BIOLOGICS

SEP 2 2 2008

POLICY, EVALUATION, AND LICENSING
NOENDORSEMENT
EXPRESSED




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

Page 23
OUTLINE OF PRODUCTION
BOVINE RHINOTRACHEITIS - VIRUS DIARRHEA - PARAINFLUENZA 3 -
RESPIRATORY SYNCYTIAL VIRUS VACCINE, KILLED VIRUS, HAEMOPHILUS SOMNUS - LEPTOSPIRA
CANICOLA - GRIPPOTYPHOSA - HARDJO -
ICTEROHAEMORRHAGIAE - POMONA BACTERIN

December 10, 2008

U.S. Veterinary License No. 112 VS Code No. 44D7.20 Supersedes September 3, 2008
V. C. 6. Leptospira hardjo shall be potency fested as follows:

a. A_minimmum nfl I will be

b.

<.

d.

test bacterm S unsatsiaciony.

sLh Aed

/
;
|

D. Mouoisture if Desiceated

N/A
E. Any Other Tests
|:] tested as specified in 9 CFR 113.100.

FILED with
- USDAAPHIS v
CENTER FOR VETERINARY
BOLOGICS




All redactions on this page are pursuant to (b)(4). 6 {‘) ﬁg@S’"

SPECIAL OUTLINE

NO. 365

Potency Test for Killed Infectious Bovine Rhunotracheitis (IBR)

COMPLETE REVISION

September 3, 2008
-

§//
Replaces the OQutline dated February 6, 2008, inclusive of subsequent revisions.

Wyeth
through s producing subsidiaries

kN
P

U. 8. Veterinary License No. 112




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

Page'l

SPECIAL OUTLINE
NO. 365
Seprember 3, 2008

118, Veterinary License No. 112 Supersedes February 6, 2008 .~
363 Potency Test for Killed Infectious Bovine Rhinotracheitis (IBR)
i B A2

A, according o 9 CFR 113216,

B.
il

A,

B

C.

D.

E.

F.

I:lviedia conmtaining:

H. Test Dhluent

Sitarage;l o
Espiration) FeiH




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

Page 2
SPECIAL QUTLINE
NO. 365
September 3, 2008
LS. Veterinary License No. 112 Supersedes February 6, 2008
365, Potency Test for Killed Infectious Bovine Rhinotracheitis (1BR)

L

A,

TOmARY




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

Page 3

SPECIAL OUTLINE
NG 365

)

1.8, Veterinary License No. 112

365,:]P0imcy Test for Killed Infectivus Bovine Rhinotracheitis (IBR)

Septerber 3, 2008
Sueprsedes February 6, 2008

{il. A 4.

6, Post-Vaceinate Bleed - Environmental Control Serum
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1175 "2

{_Bavme I{hmaﬁ'achems Vx:us Diarrhea - Parainfluenza-3 Vaccine, Killed Virus

118522

Bovine Rhinotracheitis - Virug Diarrhea - Parainfluenza-3 - Respiratory Syncytial
Vaccme Kxﬂed Virus

1205.21

Bovine Viras Diarthea Vaccine, Killed Virus

44A5.20

Bovine Rhinotracheitis - Virus Diarrhea - Parainfluenza-3 - Respiratory Syncytial Virus
Vaccme Kxiied Virus, Pasteurella Haemui)mca Bacterin

44C7.20

{Vaccine, Killed Virus, Haemophilus Somuus Bacterin.

Bavine Rhinotracheitis - Virus Diarrhea - Parainfluenza-3 - Respiratory Syncytial Virus

44D7.20

Bovine Rhinotracheitis - Virus Diarrhea - Paraiaﬂuﬁnzé-i% -"Respiratory Syncytial Virus
Viccine, Killed Virus, Leptospira Canicola - Grippotyphosa - Hardjo -
Ieterohaemorrhagiae - Pomona - Haemophilus Somnus Bacterin

333591

B&fvine Rhinotracheitis - Virus Diarrhea - Parainfluenza-3 Vaccine, Killed Virus,
Leptospira Canicola - Grippotyphosa - Hardjo - Icterohaemorrhagiae - Pomona Bacterin

4465.20

Bavine Rhinbtracheﬁis - Virus Diarrhea - Parainfluenza<3 - Respiratory Syncytial Virus
Vaccine, Killed Virus, Leptospira Canicola - Grippotyphosa - Hardjo -
feterohaemotrhagiae - Pomona Bacterin
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