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9 CFR 113.212. / 

1 3 Z006 

POUCY,EVAWATlON, AND LICENSING 
.NQ 

b6, 

(b) (4) (b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)



.,c,_' 

BURSAL DlSEAS~'j;;\ 
. 'U.S/Vetetmary License N(). i12 June 16, 2000 

v. c. 

D, 

E. 

B. 

Potency 

1. Bursal Dis~eVat~~"Fta¢tion 

2. 

Buikor~>;: 
with 9 CFR,l 

\~l~ of the completed product sball bel" tested in accordance 

(b) (4)

(b) (4)

(b) (4)

(b) (4)
(b) (4)



OUTLINE OF PRODUCTION 
NEWCASTLE DISEASE VACCINE, 

KILLED VIRUS 

VS Code 1705. IO 

COMPLETE REVISION 
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OUTLINE OF PRODOCTION 
NEWCASTLE DISEASE VACCINE, 

KILLED VIRUS .r' 

U.S. Veterinary Licen.se No. 112 VS Code 1705.10 / 
December 6, 2006 

Supersedes August 23. 2000 -" 

V. TESTING /' 

1. Final container samples of the completed product trom each serial shall be tested in 
accordance with 9 CFR 113.26 using Tryptic Soy Broth at 20-2SoC an

Thioglycollate at 30-35°C. ~'pI~l.?,~P.!?E~_~}~~!:ted ~~!!J~.3_?~ fJ.
J 

</-O 
. li';vlu,L 

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 eHectively inactivated by 
 and no testing is conducted. 

c. Lymphoid Leukosis Viruses have been shown to be effectively inactivated by 
 and 110 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 comp1eted product shaH be tested in accordance with 9 CFR 
1 13.205(b) except that serials produced for day-of-age administration will be identified and these 
serials wil! be tested using 0.1 mL dose. All other serials will be tested in 
2-6 week-old chicken

D. M.oisture. if Desiccated 

N/A 

FILED with 
USDA-APHIS-VS 

CENTER FOR VETERINARY 
810l0GICS 

DEC 1 3 Z006 

POLICY, EVALUATION, AND LiCENSING 
NO ENDORSEMENT 

frXPAESSED b6, 
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OUTLINE OF PRODUCTION 
NEWCASTLE DISEASE VACCINE, 

KILLED VIRUS 

u.s. Veterinary License No. 112 VS Code 1705.10 

June 25, 2004 
Supersedes August 23, 2000 / 

V. E. Any Other Tests 

_ j" " 

VI. POST-PREPARATORY STEPS 

~ 
FILED with 

USDA-APHiS-VS 
CENTER FOR VETERINARY 

BIOLOGICS 

JUL 1 4 2004 

POUCY, EVALUATION, AND UCENSING 
NO ENDORSEMENT 

EXPRESSED 
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OUTLINE OF PRODUCTION 
NEWCASTLE DISEASE VACCINE 

Bl TYPE, Bl STRAIN 
UVEVIRUS 

COMPLETE REVISION 

April 10, 2002 

Replaces the Outline dated January 6, 1998, inclusive of subsequent revisions . 

. 'rYx~ .. '· 
with its producing subsidiaries. 

u. S. Veterinary License No. 112 

MAY 15 2002 

NO ENDORSEMEMT 
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OUTLlNBOF Pl<OPUC'!!QN f" 

NEWCASTU!DISBt\SB Vj\CC1NB 
mE,:a,'~ ," ' 
,'LIVBvmpS 

U.S. Veterinary License No; ll~ VS' Coo\:l'1,11 1.10, 

June 2S,lOO4 
Suptrsedes Aprill(l. 2002 

lV. F. 

G. Me 

rQduct is gt:0&5 'filtered ,through a sterile loo,,5 element and filled under 
conditions ¢ifiedin9CFR114.6 into stenle fiwll,~, ~ a rooxn desigmlt~ 
operations. The ''stO~~ mecluulicallyor ,~yJartiMlyitserted and lYOl~hUit'tibn, 
stoppers are seated _al~sealsare apPlied. " ; , 

Desiccation 

1. Frozen vaccmebomes shall be stored at ·ltr'C or colder for nontore than 7l.hoUfS prior 
to lyophilization. The vaccine will he dried tmdet vacuum for no DlOII; than ,
The maXimum product temperaturepenmtted ~g the cycle' shail be 37"'C 

 The stoppers are mecWlld9~lly seated tmder vacuum. The bottles are then 
removed from the drier and are caPJl<!dwith ~~um seals. 

2. moisture content ~,p,tcop!~ wi9I 9 CFrllUi9I\Dd w:ill 
exceed 5%" In the ~ent ' isfou'nd to e~ee«i the limit, tb,e testmay 

be repeated in duplicate. ,'"" a_ysjscal~.ted. ·If the msullsay is 
found to be xnorethan two s~d~~t1o~; aW4y frOin the mean,. thet't onty the;t\VO 
retests will be nsed in calcu1ati~' of t~l;memi,moisture :ietermination of tile serial. ' " 

b6, 

b6, 
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OUTLIN!OF'PRoDuqIQN 

NEWCASTLE DISEASEV,(CClNE 
B1tYPE, ,S/ STRAIN ' 

UVE VIRUS 

U.S. Veterinary License No. 112 VS Code 17J 1.10 

September 30, 2009 
Supersedes February 28, 1007 / 

V. TESTING 

J • The bulk fluid samples :'Ire tested tor Salmonella in accordance with 9 CF R ,1 13.3 (). 

2. Bulkpobled tftaiefial, odinalcontainer saml'ld:~hall be tested for Lymphoid Leukosis 
viruses in accordance with 9 CFR 113.31. 

3. Final cOntainef samples shaH be tested for the following: 

B. Safety 

a. Bacteria and Fungi in accordanc  CFR 113.17 lIsing Brain Heart 
lnfusion Agar at 20-25"C and t JO-35°C. USDA approval granted 
March 10,2006. 

b. Mycoplasma in accordance with 9 CFR 1 13.28 on the first subseriaL 
""'::".'t~,.v:,., .. ,: ..... ~~""~_ .. _.m_."_ .•.. -~ 

Safety testing of the final containers samples shall be conducted in accordance with 9 CFR 
113.329(d)(2), 

L Final container samples shall be titered in accordance with 9 CFR 113.329. 

2. Master Seed lmmunogenicity Information 

Newcastle BrB) Newcastle BIB, 
Immuno!i:enklty Eyedrop Spray 

VtWcille Tiler 
Species Chickens Chickens 

Age Day of Age 4 Weeks 

APHIS Approval 6128176 (;f£Slf6:nr; 
lic" '}t\'!,; .« i ,',::;. V;;' 

b6, 

(b) (4)
(b) (4)

(b) (4) (b) (4)
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OUTLINE OF PRODUCTION 
NEWCASTLE DISEASE VACCINE 

Bl 1l(PE,B1 STRAIN 
LIVE VIRUS 

U.S. Veterinary License No. 112 VS Code 1711.10 April to, 2002 

V. C .. ' 

~. 

:j" 

Immunogenicity Testing 

a. The Master Seed ("X +S") immunogenidity testing was completed on May 18, 
1976. 

b. The ni~year repeat immunogenicity testing was completed on July 12, 1979. 

C. The titer of the Master Seed ("X+5") used in the repeat immunogenicity testing 

)'" 
d. The thr« year repeat testing was approved by APHIS·USDA on September 28, 

1979. 

The vaccine titer at release shall be no less than per dose. 

The vaccine titer throughout the expiration date shall be no less than 

D. Moisture, if Desiccated 

\~efer to Section IV. H. of this Production Out1ine~\" 

Any Other Tests 

NIA 

VI. POST·PREPARATORY STEPS 

15 2002 

(b) (4)

(b) (4)

(b) (4)

(b) (4)




