OUTLINE OF PRODUCTION

for

NEWCASTLE DISEASE VACCINE
B1 TYPE, B1 STRAIN, LIVE VIRUS

CODE 1711.10

U.S. VETERINARY LICENSE NO. 196
LOHMANN ANIMAL HEALTH INTERNATIONAL
WINSLOW, MAINE 04901

March 3, 2009
Supersedes P.0O. dated March 5, 2008
Complete Revision

Cﬁ&iT&éR EOR VETERINARY
BIOLOGICS

APR 24 2009
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NEWCASTLE DISEASE VACCINE
B1 TYPE, B1 STRAIN, LIVE VIRUS
CODE 1711.10

Iv. ‘M\'"““‘PREPARATK}N OF THE PRONDLICT feantinued) iy |
R e
G. Method and Technique of| |The vaccine is kept .
? A | during the filling operation. A filling .
Oop machinge with a| | is used to fill the final containers. | e
| , | are placed loosely in the vials. | are
applied after’
Ho | | . o
1.
2.

L [ i iner: roduct shall contain a
minimum of

expiration. \

V. TESTING

i
A. Tesggz

FILED with
S DA-APHIB-VE
CENTER FOR VETERINARY
BIOLOBINS

APR 74 7009

POLICY, EVALUATION, AND LIGENSING
NO ENDOREEMENT
EXPHRESSED
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NEWCASTLE DISEASE VACCINE
B1 TYPE, B1 STRAIN, LIVE VIRUS
CODE 1711.10

V. A. TESTING (continued)

March 3, 2009
Complete Revision

2. Final
container samples are tested as prescribed in| [ The
volume of media to be used is|

- T e
a. | |
were accepted by (b)(6) lon February 22, 2000, based
on| |
‘ were accepted by| (b)(6) lon May 10, 2007,
based on |

3. | Final container samples are
tested as prescribed in| |

4, | | Final container samples are
tested as prescribed in| |

5. Final

. container stnm_az&teﬁed_as_memmed_im_!m—l except as
VAT 377 provided in ay be conducted in the
o event of a| |
6. | Final container samples are tested as prescribed in

FULED with
LSDAAPHIGVE
CENTEH FOR VETERINARY
BIDLOGIOSH

APR 24 2009

POLICY, EVALUATION, AND LICENSING
NG ENDORSEMENT
CXPRESSED
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NEWCASTLE DISEASE VACCINE
B1 TYPE, B1 STRAIN, LIVE VIRUS
CODE 1711.10
V. TESTING (continued)

B. Safety Test: Final container samples are tested as prescribed irl:|

1.
2.
C. Test:
1. Final container samples are tested as prescribed in
2. Tests:

(1) Route:| |

(a)  Age of Chickens: 2 weeks

(b)

(©) Date Completed: May 5, 1577
(d) Date Accepted: February 1, 1978

(2) Route:

(a) Aaeof Chickens: 2weeks =
(b)
(¢) Date Completed: May 5, 1977

(d)  Date Accepted: February 1, 1978

FILED with
VRDA-AFHISVE
CENTER FOR VETERINARY
BHHDGICE

APR 24 2009

BOLICY, EVALUATION, AND LICENSING
RO EMNDORSERENT
EXPRERSED
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NEWCASTLE DISEASE VACCINE
B1 TYPE, B1 STRAIN, LIVE VIRUS
CODE 1711.10

V. C. 2. a. TESTING (continued)

(3)  Route:

(a) Age of Chickens: § weeks

(b)

(©) Date Completed: June 30, 1976
(d)  Date Accepted: August 12, 1976

b.
(1)  Route:
(a) Age of Chickens: 2 weeks
(b)
(© Date Completed: August 29, 1979
(d)  Date Accepted: September 24, 1979
(2)  Route:
(8)  Age of Chickens: 2 weeks
®) | |
(c) Date Completed: August 29, 1979
(d) Date Accepted: September 24, 1979
c. | |

(1) Route:

(@)  Age of Chickens: 1 day

(b)

(©) Date Completed: December 4, 1980
(d) Date Accepted: February 13, 1996

APR 74 7009

BOLICY EVALUATION, AND LICENSING
NO ENDOREEMENT :
EXFRESSED
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NEWCASTLE DISEASE VACCINE
B1 TYPE, B1 STRAIN, LIVE VIRUS
CODE 1711.10

V. C. 2. C. TESTING (continued)

(2) Route:

(@)  Age of Chickens: 2 weeks

(b)

(©) Date Completed: June 7, 1994

(d)  Date Accepted: December 21, 1994

3. Requirements:
a. The minimun
b. The minimum
D. Not applicable. |

E. Any Other Tests: Not applicable.

VL “‘«QQST PREPARATORY STEPS
e
A.  "Ferm and Size of Final Containers - The product is marketed in the following

o,

1.
a. i
b.
'\'a,_\
2. | |
S
3.

N

Dk ISy

JSDA-APHISVS

{ié’i?i’?i;%?% EOR VETERINARY
BOLOBICE

APR 74 7009

FOLICY, EVALUATION,
DO

AND LICENSING
NGO BN ERENT
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Complete Revision
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SUTLICY, EVALUATION, AND LICENSING
HO ENDORSEMENT
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NEWCASTLE-PARAMYXOVIRUS VACCINE, TYPE 3, KILLED VIRUS
CODE 17P5.10

V. TESTING
A. Tests:

1. | | Pre-inactivation samples are

tested as prescribed in| | wsied V.
s Final contdiner samples are tested
e as prescribed in| |
4 1
S
A, .
sl A \\\ \1/ -
o }; s \ accepted by| (b)(6) lon July 31, 2007, based on
> 5 ]

3. | | All samples are exempt from
| | The exemption
was granted by| (b)(6) | in an Outline of Production dated
February 8, 1991.

4, All samples are exempt from| |

|lin accordance with The exemption for
|was granted to
| but the date and auﬁmmll are

I_uﬂknmauhﬁ_nmﬂ._m_exenm was granted t (b)(6)

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

5.

All samples are exempt from| |
in accordance with The exemption for|
\was granted to|

| l but the date and authorizing official are
unknow is ti i 9]

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

FILED with
oo MSDAAPHIS
CENTER FOR VE Tefany

SRR et
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NEWCASTLE-PARAMYXOVIRUS VACCINE, TYPE 3, KILLED VIRUS

CODE 17P5.10
V. TESTING (continued)
B. Safety Tests:
1. Final container samples are tested as prescribed in

| /and the results are evaluated in accordance with
V/ it o ik | _ | Q..w.%&wéwmﬁm i
2. Thel |
in paragraph C of this section will constitute a safety test. &he results are

o Lo 5 th, %eva!uated in accordance with| | Lod-dtsd

o
P A

¢
C. | Irests:
1.

Final container samples are tested as prescribed in

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

a.

FILED with
o MBOAAPRIS.E
SHTEH POR VETERINARY
FEICTI o a3 g

VLG, EVALUATION, AND
NG E&i}ﬁi‘%&ﬁ&%ﬁﬁﬁsg%ﬁmg
EXPRESRED
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NEWCASTLE-PARAMYXOVIRUS VACCINE, TYPE 3, KILLED VIRUS
CODE 17P5.10

v. G 2. TESTING (continued)
d.

£.

4, | | Tests:

study and date approved by APHIS are unknown.

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

D. [ |Notapplicable.

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

| L

FULED with
. URDA-APHISWWG
CENTER FOR VETERINARY

BHAGRICE

0T 17 ¢

CLLICY, EVALUATION, AND LG
NO ENDORSEMENT ENSING
EXPRESSED




SPECIAL OUTLINE NO. 47

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

U.S. VETERINARY LICENSE NO. 196
LOHMANN ANIMAL HEALTH INTERNATIONAL
WINSLOW, MAINE 04901

March 4, 2010
Supersedes S.0. dated May 21, 2009
Complete Revision

FILED WITH USDA-APHIS-VS
CENTER FOR VETERINARY BIOLOGICS

APR 15 200
POLICY, EVALUATION, AND LICENSING

WAR 5 2010 NO ENDORSEMENT EXPRESSED
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SPECIAL OUTLINE NO. 47
MICROTEST METHOD FOR DETERMINING HI TITERS
FOR AVIAN PARAMYXOVIRUS VACCINE, TYPE 1, KILLED VIRUS
AND AVIAN PARAMYXOVIRUS VACCINE, TYPE 3, KILLED VIRUS

L REAGENTS:

A.

2. Preparation:

a.

FILED WITH USDA-APHIS-VS
CENTER FOR VETERINARY BIOLOGICS

APR TS 2010

CLICY, EVALUA
NOE NUORBE

{f‘ i‘a?‘éﬁ LICENSING
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All redactions on this page are pursuant to (b)(4).

Lohmann Animal Health International
LS. Veterinary License No. 196

SPECIAL QUTLINE NO. 47

March 4, 2010
Complete Revision

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

1. REAGENTS (continued)

Loe L PROCEDURE:

A

FILED WITH USDA-APHIS-VS
CENTER FOR VETERINARY BIOLOGICS

APR 15 200

?Géz{:?%i EVALUATION, AND LICENSING

WURSEMENT EXPRESSED
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SPECIAL OUTLINE NO. 47
MICROTEST METHOD FOR DETERMINING HI TITERS
FOR AVIAN PARAMYXOVIRUS VACCINE, TYPE 1, KILLED VIRUS
AND AVIAN PARAMYXOVIRUS VACCINE, TYPE 3, KILLED VIRUS

1L A, PROCEDURE (continued)

8.

10.

mpan oW

APR TS 2010
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SPECIAL OUTLINE NO. 47
MICROTEST METHOD FOR DETERMINING HI TITERS
FOR AVIAN PARAMYXOVIRUS VACCINE, TYPE 1, KILLED VIRUS
AND AVIAN PARAMYXOVIRUS VACCINE, TYPE 3, KILLED VIRUS

i1 PROCEDURE {continued)

B.

C. Confidentiality Statement: This entire special outline contains procedures and

techniques developed by Lohmann Animal Health International and are
considered confidertial

(b)(6)

FILED WITH USDA-APHIS-VS
'NTER FOR VETERINARY BIOLOGICS

(b)(6)
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BURSAL DISEASE-NEWCASTLE DISEASE VACCINE
KILLED VIRUS

Code 12G5.43

U.S. VETERINARY LICENSE NO. 196
LOHMANN ANIMAL HEALTH INTERNATIONAL
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October 13, 2009
Supersedes P.O. dated October 15, 2008
Complete Revision

FILED with
O UBDACAPHISVE
CERTER FORVETERIN Y
HEBLOEING

ocr 77

OLICY, EVALUATION, AND LICEN
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BURSAL DISEASE-NEWCASTLE DISEASE VACCINE, KILLED VIRUS
, CODE 12G5.43

JV.  PREPARATION OF THE PRODUCT (continued)

\. F. Volume of Fill - Final containers have the following recoverable fill:
o1
\‘V‘v
2N
3.
T
G.  Method and Techqique of| |
| |ducing the filling operation. A filling machine with a
[ |is used to fill the final containers. |are placed in the final
containers and | onto the containers.
H. Not applicable. \\
1.
~
1.
~
2.
T~
V. TESTING
A, Tests:
1. samples are tested
for|
8 »;\,?g" ?; Py
Funy

[E

LIGY, EVALUATION, AND Lie
RO Effi{}@ﬁﬁ“ﬁi%ﬁ%&%ﬂ‘gwswg
EXPRESSED
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All redactions on this page are pursuant to (b)(4).

Lohmann Animal Health International
U.S. Veterinary License No. 196

A.

October 13, 2009
Complete Revision

BURSAL DISEASE-NEWCASTLE DISEASE VACCINE, KILLED VIRUS

TESTING (continued)

2.

4.

5.

CODE 12G5.43

accepted by|

(b)(6) |on July 31, 2007, based on

Samples are tested as prescribed

in|

All samples are

exempt from

I

| in accordance withl | The exemption for

was granted to|

|but the date and authorizing official are

unknown at this time. An exemption was granted to| (b)(6) |

|in a letter dated

July 6, 1988 based on a study dated May 16, 1988. The study is applicable

to this product.

exempt froml

| The exemption for| |

All samples are
ﬁ in accordance with|
was granted to| |

time. An exem

, but the date and a’.mmn‘zim_ofﬁdal_amunknm*a at this
ption was granted to

|based on a study dated November 20, 1986.

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

this product.

oot 2

SN BVALUATION, AND LT
NO ENDORSEMENT ENSING
EXFRESSED
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BURSAL DISEASE-NEWCASTLE DISEASE VACCINE, KILLED VIRUS
CODE 12G5.43
V. TESTING (continued)
B. Test:
1. Final container samples are tested as prescribed in

9 CFR 113.212(d)(1)/and the results are evaluated in accordance with

| Rogholotd Y

2. | | Final container samples are tested as
/ prescribed in| rjiénd the results are evaluated in accordance
L with | arpid
/{; ﬁw{é/’f A W & ”..»..‘:? o
¢ [ Jress:
1. | | Final container samples are tested as prescribed
in|
2. | | Final container samples are tested as
prescribed in|
3.
D. | | Not applicable.
E. Other Tests: | is determined on completed bulk or final

containers in accordance with |

FILED with
USDAAPMIS VS
CURTER FOR VETERINARY

RO

£

LICY, EVALUATION, AND LICENSING
NO ENDORBEMENT
EXPRESBSED
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Code 1705.11
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May 1, 2009
Supersedes P.0O. dated Feb. 1, 2008
Complete Revision

FILED with
USDA-APHIS. VS

CENTER FOR VETERINARY

BIOLOGIOS

JUN 29 200




AT study is applicable to this product.
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NEWCASTLE DISEASE VACCINE, KILLED VIRUS
Code 1705.11

V. PREPARAUON OF THE PRODUCT (continued)

H. Not applicable.
"K...\wm
L
\
v TESTING
v

A. Tests:

1.

2.

I \were accepted byl (©)6) |
(b)(6) on July 31, 2007, based on

/3. _All samples are exempt from

e lin accordance with__________| The exemption for
| lwas granted to|
R | but the date and authorizing official are
Lo Iunknown at this time. An exemption was granted to| _ (0)®) |
(b)(6)
% IR in a letter dated July 6, 1988 based on a study dated May 16, 1988. The
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NEWCASTLE DISEASE VACCINE, KILLED VIRUS
Code 1705.11

V. A. TESTING (continued)

4, All samples are exempt from
/ Ein accordance with| [The exemption fc|>rl

ey as granted to|
AT I | but the date and authorizing official are
. AR unknown at this time. An exemption was granted to
. | | lbased on a study dated
November 20, 1986. The approval letter cannot currently be found. The
study is applicable to this product.
B. Test: Final container samples are tested as prescribed En|:l
1.
2.
C. Test:
: A" 7 R
AR Final container samples are tested as prescribed in|
¥
<8
S
e B 2»
D. Not applicable.

NN &
JUN 7
B b Kl
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V.

VL
\

NEWCASTLE DISEASE VACCINE, KILLED VIRUS

Code 1705.11

TESTING (continued)

,

POST PREPARATORY STEPS
\L\\ A. Form and Size of Final Containers - The product is marketed in the following
. containers:
x\xl.
.
. a
\&\
C‘ %,
2. |
=
a.
b.
C.
N
3.
N
B.

E.

Other tests: |

May 1, 2009
Complete Revision

|is determined on‘éﬁna! containers in

accordance with|

|






