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QUTLINE OF PRODUCTION
NEWCASTLE DISEASE VACCINE,
KILLED VIRUS -~
December 6, 2006

U.S. Veterinary License No. 112 VS Code 1705.10 Supersedes August 23, 2000
V. TESTING
A, Purity
1. Final container samples of the completed product from each serial shall be ]
accordance with 9 CFR 113.26 usinm Tryptic Soy Broth at 20-25°C an
Thioglycollate at 30-35°C. APHIS approval granted on March 16, 2006, {,,e
, A b,
2. Bulk samples, prior to inactivation, shall be tested for the following: ~
a. Salmonella in accordance with 9 CFR 113.30. -
b. Mycoplasma organisms have been shown to be effectively inactivated by
(OXOM an:d no testing is conducted. -~
€. vmphoid Leukosis Viruses have been shown to be effectively inactivated by
and no testing is conducted.
B. Safety

Safety testing is conducted in accordance with 9 CFR 113.205(a).

C. Potency

Bulk or final container samples of the completed product shall be tested in accordance with 9 CFR
113.203{b) except that serials produced for day-of-age adnnmstrauon will be xdentzﬁed and thcse
serials will be tested o 01 ml do A als w

2-6 week-old chickells, 2. Se. (b) (4)

D. Moisture, if Desiccated
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B, TYPE, B STRAIN ©
LIVE VIRUS

; September 30, 2009
U.S. Veterinary License No. 112 VS Code 171110 Supersedes February 28, 2007 «
V. TESTING
A Purity
L. The buik fluid sampit.s aretested for Sa}moneila in accordance with 9 CFR 1 13.30.
2. ai or tmai container smpies shall be tested for Lymphoid Leukosis
: : "wuses in aceordance with 9 CFR 113.31.
3 1Fmal cem;amer samples shall be tested for the following:
a Bdctem and Funm in accordang CFR 11327 usuw (@)::ain Heart
.binfuswn Agar at 20-23°C and t 30-35°C. USDA approval granted
March 10, 2006 Yo
. ¢ b Myccp%asma in accorddﬂu, with 9 CFR 143, "8 on he ﬁrst subserial.
Y €, }
”/;(}23 {\{gﬁ'ii‘“ﬂ - > ¢ ‘aﬁmgen& in aecordame with 9 C?R 113.37 on the first subserial.
( d. Identity in accoréance with 9 CFR ] 13 300 ontt t}ze first subserial.
B. Safety
Safety testing of the final containers samples shall be conducted in accordance with 9 CFR
113.329(d)2).
C. Potency
1. Final container samples shall be titered in accordance with 9 CFR 113.329
2. Master Seed Immunogenicity Information
‘ Newecastle B,B, Newcastle B,B,
Immunogenicity & Spray
Vageine Titer
Species Chickens Chickens
 Age Day of Age 4 Weeks
APHIS Approval 6/28/76 6728476

7(‘94 o ek 200 - 08
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OUTLINE OF PRODUCTION
NEWCASTLE DISEASE VACCINE
B, TYPE, B, STRAIN
LIVE VIRUS
U.S. Veterinary License No, 112 VS Code 1711.10 April 10, 2602
V. C. e i3 Immunogenicity Testing
e 4. '11‘;1’?6}@5&1' Seed ("X+5") ixﬁmanogenidity testing was completed on May 18,
b. The &x%e;year repeat immunogenicity testing was completed on July 12, 1979.
c. e Master Seed ("X+35") used in the repeat immunogenicity testing
d 'g;;;lwe; year repeat testing was approved by APHIS-USDA on September 28,
wousmn R A4S The vaccine titer af release shall be no less than| (b) (4) per dose. :
Y 5 The Qaccine titef throughout the expiration date shatl be no less than (b) (4)
D Moisture if Desiceated

‘Refer to Section IV. H. of this Production Outline. . - <44 v AT
¢

N/A
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