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For

Bursal Disease-Newcastle Disease-Bronchitis Vaccine
Standard and Variant, Massachusetts and Arkansas Types, Killed Virus
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Product Code 12D5.45
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Complete Revision
September 10, 2002
Supersedes

April 30, 1999 -
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Bursal Disease-Newcastle Disease-Bronchitis Vaccine .-
Standard and Variant, Mass. and Ark. Types, Killed Virus -
Product Code 12D5.45-

U.S. Vet. Lic. No. 279" Page 7 October 24, 2008~
Supersedes June 06, 2008 -

V. F. Volume of fill.
Fill volume is 500 ml to 520 ml per bottle.
G. Method and technique of filling and sealing final containers.
q g 9 (b) (4) V)

1. The bulk product is contained in a sterile mixing tank.

2. The filling machine is connected with sterile tubing to the paixing tank. Sterile
bottles are passed under the fixed filling nozzles.

3. The bottles are sealed with rubber stoppers andaluminum
injection-type seals

Desiccation.
Not applicable.

Amount of antigenic material dose or doses in final product.

The pre-inactivgtion titers and approval dates are as follows:

Antigen Titer per Dose Approval Date
IBDiruses
STC 8/27/92
Variant 8/1/91
é;, - (\[n\Vb)(4) | 3/14/94
p ¢ BV Mass 41 6/03/08
/ 6/03/08

7., Ark 99
& {

Each dose of final product will contain not less than 0.008 ml STC IBD and
0.03 mi of Variant E IBD; 0.018 ml of NDV; and 0.024 mi each Mass. and Ark. IBV.

esting.

Bulk samples or final container samples of each serial and subserial may be tested at either
licensed facility in Berlin, MD, or Gainesville, GA, and must meet the followi,nq:criteria:
. FICED with
(0)®) USOA-APHIS VS
CEMTER FORVETERINARY
B OGICS

Yy

HEC ¢ 5 7008

%{f% 20LICY, EVALUATION, AND LICENSING
| { NOENDORSEMENT
v o¥ EXPRFSSEN
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o (b) (4)

Bursal Disease-Newcastle Disease{{9JQ)

Standard and Variant, Mass. and Ark. Types, Killed Virus
Product Code 12D5.45 -

U.S. Vet. Lic. No. 279 Page 8 July 7, 2003 __.
Supersedes September 10, 2002

V. A Purity. - -

1. Final container samples of each serial and subserial will be
tested as described in DN

a. For the detection , 1 mi of product

b. For the detection (b) (4()b) @)

2. Bulk samﬁles of each viral harvest are tested for | IR to
3. The (b) (4)

S I (b)(4)
4. . Thebulk harvest of IBD, NDV, and 1B
in accordance , as approved by USDA on June 25, 2003.

Each bulk harvest of bronchitis and bursal disease (b)(4) is tested for
(b)(4) -

o

FILED with

USDA-APHIS VS

£l CENTER FOR VETERINARY
BIOLOGICS

ﬁ} SEP 03 2003

LICENSING & POLICY
DEVELOPMENT
NO ENDORSEMENT
EXPRESSED
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Bursal Disease-Newcastle Disease-Bronchitis Vaccine
Standard and Variant, Mass. and Ark. Types, Killed Virus
Product Code 12D5.45 "

U.S. Vet. Lic. No. 279 Page 9 May 14,2004 -
Supersedes September 10, 2002
V. G Potency I i
1. IBD viruses.
In accordance with i st is_
o (b) (4) m
2. NDV

T
3. IBV.
Potency test is conducted according to (b)(4) . In this test, the B
(b)(4)
__(b)(4) |
D. Moisture.

Not applicable. -

E. Additional tests.

Pre-inactivated IBD bulk samiles shall be tested for rm_)

2. T s tested as specified O 2d
I L)) C) B

1.

VL. Post-preparatory steps.

Fingl product may be sh

A -,_._.ml'.".“

inal packaging.

FILED with
USDA-APHISVS

o CENTER FOR VETERINARY
cﬁ’ b BIOLOGICS

MAY 1 8 2004

POLICY, EVALUATION, AND LICENSING
NO ENDORSEMENT
EXPRESSED
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| Special Outline No. 63

() (4 @@1_

Killed Virus Testing for CAV Contamination

Merial Select, Iinc.
Gainesville, GA 30503
U.S. Vet. License No. 279

New Outline
April 6, 2001

FILED with
USDA-APHIS-VS
CENTER FOR VETERINARY
BIOLOGICS

JUL 19 200

LICENSING & POLICY
DEVELOPMENT
NO ENDORSEMENT
EXPRESSED




Special Outline No. 6 -
TR - i Vetins,
Killed Virus Testing for CAV Contamination
U.S. Vet. License No. 279 Page 1 April 6, 2001
New

I Materials.

A. Pre-inactivated bulk samples.
B. Reagents.
1. (b) (4) ).
2. (b) (4)
3. (b) (4)
4. (b) (4)
1. Methods.
A (b) (4)
B
B
B
B
B
B
B
FILED with
USDA-APHIS-VS
CENTER FOR VETERINARY
BIOLOGICS
JuL 19 2001
LICENSING & POLICY
DEVELOPMENT
NO ENDORSEMENT

EXPRESSED



kevagnoni
b4

kevagnoni
b4

kevagnoni
b4

kevagnoni
b4

kevagnoni
b4

kevagnoni
b4

kevagnoni
b4

kevagnoni
b4

kevagnoni
b4


Special Outline No. 63
m. i Origin Bursal Disease Vaccines,
Killed Virus Testing for CAV Contamination
U.S. Vet. License No. 279 (b) (4)

oA s T Il
9.
10.
(b) (4)
11.
B. Detection of CAV.
OLHOW
(b) (4)
Hi. Analysis.
A [ (b)(4) |

If the test is

the test| 2%

.
(b)(4)
bl ' 1]

. e
(b)(4)
L

2.
\

FILED with

USDA-APHIS-VS
3 ; o d Aen CENTER FOR VETERINARY
/vew - C%ed&é( H 'O‘(,’;‘;,,;{ﬁ , g\‘(’)“‘-i‘f’:ii{! Spem (\5 BIOLOGICS
and Tea()abi\\\'tB IR R RTIETE E JULC],B zﬂm f
LICENSING & POLICY
/l% OS-«"}“&»OK an <0 DEVELOPMENT
‘ ' NO ENDORSEMENT

EXPRESSED
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Special Outline No. 100

Detection of Avian Lymphoid Leukosis

_ Merial Select, Inc. )
Gainesville, GA 30503] - el
US. Vet. License No. 279

Complete Revision
March 14, 2002
Supersedes
January 27, 1999

FILED with
USDA-APHIS-VS

JuL -9 2002

NSING & POLICY
UCSEVELOPMENT T
NO ENDORSEMEN

FVDQE{‘?S"—TD




Special Outline No. 100
Detection of Avian Lymphoid Leukosis

U.S. Vet. Lic. No. 279 Page 1 March 14, 2002
Complete Revision

L. Purpose.

add&ul Final container vaccine of bulk virus material ig tested following ()&
)

accordance (X))

Il Procedure. L v

cultures are prepared () JE))]
according

D. For each test session or series, ()X controls are maintained.

(b) (4)
A Lymphoid Leukosis virus and [(()NE)] Lymphoid Leukosis virus are used as (RG]
‘/ /‘%M/‘ML W is designated as the [(QYE) . All'tes

FILED with
USDA-APHIS-VS
CENTER FOR VETERINARY
BIOLOGICS

A oo 101{_/3, JUL -9 2002

LICENSING & POLICY
DEVELOPMENT
NQ ENDORSEMENT
EXPRESSED




Special Outline No. 100
Detection of Avian Lymphoid Leukosis

U.S. Vet. Lic. No. 279 Page 2 March 14, 2002
Complete Revision

FILED with
" USDA-APHIS-VS
e ) CENTER FOR VETERINARY
-0e BIOLOGICS

e<q" JuL -9 2002

K LICENSING & POLICY
DEVELOPMENT
NO ENDORSEMENT
EXPRESSED
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Special Outline No. 105

Potency Test for Mass. and Ark. Bronchitis Virus Vaccine, Killed Virus

Merial Select, Inc. ,v
Gainesville, GA 30503
U.8. Vet. License No. 279

Complete Revision
May 30, 2003
Supersedes
May 21, 1998

FHED with
USLA-APHIB VS
CENTER FOR VETERINARY
BIOLOGICS

JUL 30 2003

LICENGING & POLICY
DEVELOPMENT
NG ENDORSEMENT
EXPRESSED




Special Outling No. 105
Potency Test for Mass. and Ark. Bronchitis Virus Vacoing, Killed Virus

1.8, Vel Lic. No. 279 Page 1 May 30, 2008

i

1.

Complete Revision

Purpose.

This is a procedure for determining the potency of killed bronchitis vaccines for poultry. The basic
protocol is as follows:

(b)(4)

(b) 4)
Mass. strain b)4)] (b)(4

Ark. strain (b)(4] [ b)a)
) -151!51_.F'
mﬁa vaccinates be those . --
Materials.
A Animals.
(b) (4) - | ] ]

USDA-APHIS VS
CENTER FOR VETER
BIOLOGICS

JUL 30 2003

MARY

LICERNSING & POLICY
DEVELOPMENT
3 ENDORSEMENT
EXPBRESSED
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Special Outline No, 105 -
Potency Test for Mass. and Ark. Bronchitis Virgs Vaccine, Killed Virus

U.8. Vet Lic. No. 279 Page 2 October 24, 2008
Supersedes May 30, 2003 -

(b)(6) :
(b)(6) {3
D)

e e oo




Special Outline No. 105
Potency Test for Mass. and Ark. Bronchitis Virus Vaccine, Killed Virus

U8, Vel Lic. No. 279 Page 3 May 30, 2003 .-

Complete Revision
(1) (4)
For the Mass. ((QXC) and for the Ark. [(Q@) L

1, The A
b) (4) ([

USDA-APHIS VS
CENTER FOR VETERINARY
BIOLOGICS

JUL 50 2003

LHOENSING & ?“3‘ Y

:}%%%a )




Special Outline No. 105
Potency Test for Mass. and Ark. Bronchitis Virus Vaceine, Killed Virus

8. Vet Lic. No. 278 Page 4 May 30, 2003 .
Complete Revision

W, B 2, . The plates (X ;
3 Evaluation of (G test

.

4, Hemagglutination inhibition test. -

 USDA-APHIS-VS
CENTER FOR VETERINARY
BICLOGICS

JUL 30 2003

LIGENEBING & POLICY
DEVELOPMENT
WO ERDORSEMENT
EXPRESSED




Special Oulline No, 105
Potency Test for Mass. and Ark. Bronchitis Virus Vaccine, Killed Virus

WS Vet Lic. No. 279 Page § May 30, 2003 -
Complete Ravision

. B. 4. e For the Mass. (9] (4 " threé to

For the Ark. | thies

f,
4
h L S I -
L (b) (4) E
a(b) (4)

5. Back tiration.”

a (b) (4) )

FLED wilh .
iﬁiﬁ@&«ﬁ?‘&%%i}% v8
CENTER FOR YETERINARY
SO LOGICS

JuL 30 2003

LIOENSING & POLICY

DEVELOPMENT

B ENDORSEMENT
EXPRESSED




Special Outline No. 105 .
Potency Test for Mass. and Ark. Bronichitis Virus Vaccine, Killed Virus

U.S. Vet Lic. No. 279 Page 6 Oclober 24, 2008
Supersades May 30, 2003

v. B 5. b. I ) ( 1 )
V. Results.
A For a salisfactory-test the following should-ocour.
1. (b) (4)

(b) (4)

I - the criteria in section




Outline of Production
‘For

Bursal Disease-Newcastle Disease-Reovirus Vaccine,
Standard and Variant, Killed Virus

1,000 Doses -~ A<
Product Code 12P5.40 .

Merial Select, inc. b s ]
Gainesville, Georgia 30503 1A delcte
U.S. Vet. License No. 279

Complete Revision
September 10, 2002
Supersedes

May 16, 2001 .~

Ref. Code | , 53¢ >
12M5.41 j? ¥




Product Code 12P5.40 (b) (4)
U.S. Vet. License No. 279 Page 7 September 10, 2002
Complete Revision
V. G. Method and technique of filling and sealing final containers. e

1. The bulk product is contained in a sterile mixing tank. /
2. The filling machine is connected with sterile tubi ing tgﬁ(Sterile

bottles are passed under the fixed filling nozzles //
3. m I he bottles are sealed with rL{bber stoppers and alumir)uﬁi injection type seals

s - B (‘.A /
H. Desiccation, mah
Not applicable. //
1. Amount of antigenic material per dose ordoses in final product.
» The pre-inactivation titers and approval dates are as follows:
Antigen Titer per Dose Approval Date
IBD viruses
ST
ariant
/’/
oy [T
" Avian Reoviruses

Each dgse of final product will contain BD and lIYOH
Variant“ of NDV; and ml each of the Reoviruses.

V.

Testing.

- Bulk samples or final container samples of each serial and subserial may be tested at either
1licensed facility in Berlin, MD, or Gainesville, GA, and must meet the following criteria:

Bursal Disease-Newcastle Disease-Reovirus Vaccine,
Standard and Variant, Killed Virus
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U.S. Vet. License No. 279 Page 8 July 7, 2003 —

V.

A.

n (b) (4)

Bursal Disease-Newcastle Disease- i i
Standard and Variant, K

Product Code 12P5.40

Supersedes September 10, 2002

Purity.

1. Final container samples of each serial and subserial will be (b) (4
tested for W -
a. For the detection
b. For the detection

(b) (4)

Bulk samiles of each viral harvest shall be tested for [IEICIIN

5 (b) (4)

as approved by USDA on June 25,

5. Each bulk harvest of bursal disease| and Reovirus . is tested for
p
Safety. —~
1. observation [N I B
| (by1a) B
2.
3.

0™y o™

AUG 2 8 7003

LING
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Bursal Disease-Newcastle Disease-Reovirus Vaccine,
Standard and Variant, Killed Virus -~
Product Code 12P5.40 -

IO, 7 2004

Supersedes July 7, 2003

(b) (4)

U.S. Vet. License No. 279 Page 9 .

V. C. Potency.

T 1BDvises .
 ! / /
2. NDV. .
EOT
3. Avian Reoviruses. -
See for details. In this test, -
D. Moisture.

Not applicable. -~

E. Additional tests.
1. Pre-inactivated 1BD bulk samples shall be tested JRGUS
_E_ Special Outline “
2. YT s tostcd as specified DT and musSTH
]
b ’ R

VL. Post-preparatory steps. -

Final product may be shipped to the Gainesville, Georgia, facility for labeling and final packaging.

Shipment will be by refrigerated truck. /

A. Form and size of containers in which the product is to be glsjubu{ed/
1. Final product /t/—,,zelm- b)) B

i§ marketed in cartons of ten 500 ml bottles, each containing 1,000 -

U‘S%%ED with

USDA-APHISVS

CENTER FOR VETERINARY
RIOLOGICS

LA AL

AT 20 2004

POLICY, EVALUATION, AND LICENS
NO ENDORSEMENT NSING
EXPRESSED

(b) (4)
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Special Outline No. 104

Potency Test for Avian Reovirus Vaccine, Killed Virus

Merial Select, Inc.
Gainesville, GA 30803 — 4
U.8. Vet. License No. 278 ~
Fgiadin g L

Complete Revision
May 30, 2003
Supersedes

May 28, 1998

o

PR with
USDAAPHIEVE
CENTER FORVETERINARY
BIOLOGICS

JUL 30 2003

LIGENSING & POLICY
DEVELOPMENT
NO ENDORSEMENT
EXPRESSED




*

Special Quiline No. 104
Potency Test for Avian Reovirus Vaccine, Kill ed Virus

L8, Vet Lic. No. 279 Page 1 May 30, 2003 .
Complete Revision

. Purpose.

This is @ procedure for determining the potency of killed reovirus vacecines for“ The basic
protocol is as follows: .

(b) (4)

i, Matorials.”

?’3{} with (f‘
}}“Q}A AFHIG o
é\gg’*iﬁig FOR VETER M AR
LOLOGICS

JUL 30 2003

o
&;Wi%‘:ﬁ%w & elnd
D VELOPM AENT
e ﬁ\iﬁ{f}?@gfz MENT
CyPRESSE 5
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Special Outline No. 104
Potency Test for Avian Reovirus Vaccine, Killed Virus

(1.8 Vet. Lic. No. 279 Page 2 ey 3D, 2003 .
(b) (4) Complete Revision

i

USDA-AFHISVS
CENTER FOR VETERINARY
BIOLOGICS

JUL 30 2003

LICENSING & POLICY
DEVELORPMENT
MO ENDORSEMEN!
EXPRESSED




(b) (4)

Special Outline No.
Potency Test for AviafReovi

l)ciE}O 3




Potency Tes

Results.

AL Fora sa

(b) (6)

(b)(6)




o

Outline of Production
For

Newcastle Disease Vaccine
VGI/GA Strain, Live Virus

e

7 Product Code No. 1701.10
" (10,000 Doses Frozen Vaccine
: Sobadaid

Merial Select, Inc.
Gainesville, Georgia 30503
U.8. Vet. License No. 279

Complete Revision

December 16, 2008
Supersedes

.~ December 3, 2002

BOLICY,

. CONFIDENTIAL
- Distribute and-disclose only on-a need to know basis,
_ Property of Merial Select, Inc.

S

&

it

oy

s 7

170




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

Newcastle Disease Vaccine
VG/GA Strain, Live Virus
Product Code No. 1701.10

Peged  INCICINENNY " 15 2005
lete Revision

The final product is stored in a liquid nitrogen freezer.

l. Amount of antigenic material per dose or.desesTn final container.

inatproduct shall contain DO of Newcastle disease : ]G

(b)(4)
V. Testing.

Bulk samples or final container samples of each serial and@*?_licensed
facility in Berlin, MD, or Gainesville, GA, and must meet the following criteria.

A. Purity.

1. Final container samﬁles of each serial and subserial shall be tested for [JT3IE

a. For detection o in final containers,

ﬁroduct i
b. For the detection m in final containers JITYO NN
W
3. Mples of each viral harvest shall be tested for_ccording tcm

4, Final container samiles of each serial or subserial shall be tested for JJRE TN

5. Final container samiles of each serial or subserial shall be testediITSTENE

2.

B. Safety.

MAR -

POLICY, Evags it o
CONFIDENTIAL NOEr
Distribute and disclose only on a need to know basis.
Property of Merial Select, Inc.
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Newcastle Diseasd(QJ&)
VG/GA Strain, Live Virus
Product QI I

U.S. Vet. Lic. No. 279 -‘Page 10 December 16, 2008
Complete Revision

V. C. Potency.

The potenci tests are conducted according tm %

The minimum virus titer shall bYW I

1.
The results of this test were USDA

approved on July 17, 1991.

2. For serial release,

Moisture.

Not applicable.

E. Identity test.

The m test shall be conducted on final container samples as prescribed in

Vi, Post-preparatory steps.

Each serial or subserial shall be packaged at the facility at which the final product is ted.

A Form and size of final containers in which the product is istributed.

1. The final product is marketed 1 doses per 2.0 ml heat-sealed glass ampule

(Special Outline No. 30).

For drinking water and coarse spray administration, the vaccine is supplied without
diluent.

MAR 3 1 2009

POLICY, Evy
{83y

CONFIDENTIAL
Distribute and disclose only on a need to know basis.
Property of Merial Select, Inc.

SEREIONN
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Special Outline No. 43

Method for the Titration and ldentity Tests for
Newcastle Disease and Infectious Bronchitis Viruses

Merial Select, Inc, o T
Gainesville, GA 30503 - 1. 0551
U:8, Vet. License No. 279

Complete Revision

November 5, 2004
Supersedes ,

November 9, 1998,

 FILED with

_ USDAAPHISVS

CENTER FOR VETERINARY
BIOLOGICS

OV 109 2004

UG, EVALUATION, AND LICENS NG
NOENDORBEMENT
CHPHESBED




(b) (4)

Special Qutline No, 43
Method for the Titration and Identity Tests for _
e  Newcastle Disease and Infectious Bronchitis Viruses

U.8: Vet Lic No, 279 Page 1
L Potency testing for final product, bulk virus, or Master 8§
A Final product titrations.

1 Newcastle disease (ND) vaccine,

Frozen .or lyophilized ND vaccine

Tenfold serial dilutions 10” through 10° of the reconstituted vaccine are made by

Infactious bronchitis (1B) vaccine.

(b)(4)

ombination ND/B vaccine.

The ND/B vaccine is prepared

Bulk virus or MSY titrations.

1. NDV.

FHLEDwith
USDA-APHISVE
CENTER FOR VETERINARY
BIOLOGIGS

FRIOY, EVALUA
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Special Outline No. 43
Method for the Titration and Identity Tests for
Newcastle Disease and Infectious Bronchitis Viruses

e

U.8. Vet Lic. No. 279 Page 2 November 5, 2004

Complete Revision
3 B, 2. 1BY,
(©]
i ldentity tests.
Note: Mirus-identity tests are
A

Final product identity.

For ND, 1B, or ND/B vaccine:
(b) (4)

B. Bulk virus or M8V identity.

(b) (4)

FHED Wi
USDAAPHIENS
CENTERFURVETERINAY
B oss

ROV 19 2004

POLICY, EVALUATION, AND LICENSING

Sad bl
NO ENDORSEMENT
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Method for the Titration and ldentity Tests for

Newcastle Disease and Infectious Bronchitis Viruses . (b) (4) '

U.S. Vet Lic. No. 279 Page 3 January 23, 2009

Supersedes November 5, 2004+

ﬂ

Final product titrations.

1. NDV inoculation

(b) (4)

B. Bulk virus or MSV titrations.

inal product identity

For NDV, 1BV and N/B

ulk virus or MSY identity.
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Special Qutline No. 43
Method for the Titration and Identity Tests for
Newcastle Disease and Infectious Bronchitis Viruses

U.E Vet Lic'No. 279 Page 4 November 3, 2005

(134 . .~

v, Interpretation of results.

A NDV.

(b) (4)

B 1BV,

(b) (4)

Vi, Calculations.
A Final product calculations.

1. NDV or IBV vaccine.

USDAAPHIS VS
CENTER FORVETERINARY
BICLOGIOS

N | ND

NOV 15 2008

{ g POLICY, BVALUATION, AND LiCENS Ve
NOCENDORSEMENT
LPRESSED

g




Special Qu
Method for the Titratio
Newcastle Disease and Inf

Page 5 November 3, 2005
Supersedes November 5, 20047

1.8 Vet Lic. No. 279

Wi A 2. Combingtion N/B vaccine,

a. NDV fraction.
See Section Vi A 1

b. 1BV fraction.
B. NDV or IBV viral bulk virus or MSV titrations.

NDV or 1BV bulk virus or MSV 1dentity ff

FILED with
USDAAPHISYS
GENTERFOR VETERINARY
BIOLOGICS

NOV 15 2005

- POLICY, EVALUATION, AND LICENSING
NOENDORSEMENT
EXPRESSED
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Ciutline of Production «
For ~

Newcastle Disease Vaccine
B1 Type, B1 Strain, Live Virus ~

Product Code No. 171110~

1,000, 2,000, 5,000, 15,000 and 25,000 Doses{Lyophilized Vaccine | ;
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. . (b) (4) (b) (4)

| o
Newcastle Disease Vaccine .
B1 Type, B1 Strain, Live Virus -
Product Code No. 1711.10 .

U.S. Vet. Lic. No. 279 Page 6

V. Testing.

Bulk samples or final container samples of each serial and subserial may be tested at either

licensed facility in Berlin, Maryland, or Gainesville, Georgid[ (I TG

A Purity.
1. Final container samiles of each serial or subserial shall be tested for [[J])
e a. For detection

W s .9;2)"‘\{\ b. For detection
- {r

2. Final container samples of each serial or subserial shall be tested for

3. Bulk susiension samiles shall be collected and tes“
4. Final container samiles of each serial or subserial shall be tested [J1IGQN

5. Final container samiles of each serial or subserial shall be tested F

B. Safety.

Final container samiles of each serial or subserial shall be tested for safety [T

C. Potency.
The Eotenci test is cond )
Jf :;;}4{1& ‘({12« &w

FILFD WITH USDA-APHIS-VS
CEMTER FOR V? TERINARY BIOLOGICS
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Newcastle Disease Vaccine
B1 Type, B1 Strain, Live Virus
Product Code No. 1711.10 .

U.S. Vet. Lic. No. 279 Page 7 April 16, 2009 -
Supersedes June 30, 2003 -

V. C. 1.
(b)(4)
2. started on January 7,1982and concluded
February 11
he results were approved on
February 25, 1982.
D. Moisture.

Not applicable.
E. Identity.

(b)(4) test shall be conducted on m

bparatory steps.

duct may be shipped to the Gainesville, Georgia mfa wxaﬂ
g. The product will be crimp sealed with the sen

labeled taskets. Shipment will be by refrigerated truck.

&
Form and size of final containers in which the product is to.t distributed.

The final product is marketed in-cartons of ten or fifty 3 ml vials or twenty-five 10
ml vials each containing 4,000 or 2,000 doses; twenty-five 10 m! vials each
containing 5,000 dos, ten 20 ml vials each contalmng 15 000 doses; a smgle

cma ME?‘
RO OGICS

POLICY, EVALUATION, #0060 LHE My
MO FNSGQSW\!‘EN
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