{! NOVARTIS Certificate of Analysis

VACCINES

Project Status: PASS

Project Name: FLF_010-1171-1
Product: FLF_010 - FLUAD - Final Bulk With MF59 Without Thiomersal

Process Order: 000100291480
Batch: 1171

SAP Material: RFLF30001 - BULK FLUAD SENZA MERTIOLATC
SAP Lot Number: 30000251449

LIMS Lot: 85588
Expiry date: 21/09/2011

Grade: FLF_13_010 - Final Bulk With MF59 Without Thiomersal

Storage Temperature: 2_8_C

TESTS REQUIREMENTS RESULTS Units
CQS_149 - Endotoxin

Result Result < 100 <1 Ui, smi
CQS_30 - Osmolarity according to USP,PE and Ch.P

Reault 240 <= Result <= 360 o mQam/Kg
cQ8_38_END_PED - Endotoxin / 2

Result Result <= 11 0,50 Uir0,25m!

—~ CQS_64 - pH Determination, Potentiometric Method

Result 6,0 <= Result <= 7,7 7.0

CST_01F - Sterility (Membrane Filtration)

Result Equal to Sterile Sterile

1SU_017 « Ovalbumin content determination in FLU vaccine (ELISA method)

Result Resutt <= (4 0.3 meg/mi

Sample Review Dete: 08/07/2011
Last Changed Date; 08/07/2011

Sample Reviewed by: Fabio Ceccherin

CST_01F - Sterility (Membrane Filtration) .
Resuit Equal to Sterile Sterile

Sample Review Date: 08/07/2011
Last Changed Date: 08/07/2011

Sample Reviewed by: Fabio Ceccherinl

CST_01F - Sterility (Membrane Filtration)
Result Equal to Sterile Sterlle

Sample Review Date: 08/07/2011
Last Changed Date: 08/07/2011

Sample Roviawed by: Fabio Ceccherinl

CST_01F - Sterility (Membrane Filtration)
~— Result Equal to Sterile Steriie

Sampie Review Date; 08/07/201 1
Last Changed Date: 08/07/2011

Sample Reviewed by: Fabia Ceccherini

GofA Printed on: 20/07/2011







¢y NOVARTI1S

VACCIMES

Certificate of Analysis

Project Status: PASS

Project Name: FLF_020-11 68031

Product: FL.F_020 - FLUAD - Filled Product With MF52 Without Thiomersal

Process Order: 000100281391
Batch: 116803

SAP Material: RFLF25006 - FLUAD PFS NO AGO SENZA MERT.DA SPERLARE

SAP Lot Number: 30000250297

LIMS Lot: 85160
Expiry date: 31/056/2012

Grade: FLF_13_020 - Fitled Product With MF59 Without Thiomersal

Storage Temperature: 2_8_C

TESTS REQUIREMENTS RESULTS Units
264896_NM - Particles diameter in MF59

result 130 <= Result <= 180 154 nm
285400 - Particles number in MF59

result Result <= 10000000 1289525 N*® part./ml
CQS_149 - Endotoxin

Resutlt Result < 100 1 U0,5mi
CQS_38_AP_BCA - Total Proteins {other than HA)
_Resutt Result <= 120 29 meg/0,5 ml
CQS_52_FFSS - Volume in vials

Extracted Volume Result >= 0,50 0,55 mi
Extracted volume single vial Result >= 0,50 0.54 ml
Extracted voluma single vial Resuit »= 0,50 0,55 ml
Extracted volume singie vial Resulf »= 0,50 0,54 mi
Extracted volume single vial Result >= 0,50 0,55 ml
Extracted volume single vial Result »= 0,50 0,55 mi
CQS_64 - pH Determination, Potentiometric Method

Resuit 6,9 <= Result <= 7,7 7.4

£QS_g0 - Appearance in Lyophile or Liguid Pharmaceutical Produicts

Rasult Equal to Conforme Conforme

CST_01F - Sterllity (Membrane Fiitration)

Result Equal to Sterile Sterile

iSU_07_T_F - Single Radial Immunadiffusion (SRID) for the HA determination in FLU vaccine

B Strain Identity Equal to Positiva Positiva

H1N1 Straln (dentity Equal {o Positiva Positiva

H3N2 Strain idantity Equal to Positiva Positiva

B Strain L.F.L. Result >= 12 16 mep/0,8 mi
HiN1 strain L.F.L. Result »= 12 15 meg/0,5 mi

~ H3N2 Strain L.F.L. Result >= 12 18 meg/0,5 ml

Identity Result Positiva

8 Strain Tire 16 meg/0,5 ml
H1N1 Stratn Titre 16 meg/0,5 ml
H3N2 Strain Titre 17 meg/0.5 mi
ISU_13 - Proteins determination in flu vaccine with MF§9 - Micro BCA method

Risultato 77.8 meg/0,5 mi
1SU_14 - Squalene determination in FLU samples

Identity Equal to Positiva Positiva

Result 1,68 <= Result <= 2,38 1,88 % P&

Sample Review Date: 11/07/2011
Last Changed Date: 1107/2011

Sample Reviewed by: Fablo Ceochetin:

CofA Printed on: 20/07/2011

Page 1 of 1






(" NOVARTIS

VACCINES

Certificate of Analysis

Project Status: PASS

Project Name: FLF_020-117002-1
Product: FLF_020 - FLUAD - Filled Product With MF58 Without Thiomersal

Process Order; 000100291298
Bateh: 117002

SAP Material: RFLF25002 - FLUAD PFS 25G1 SENZA MERT. DA SPERLARE
SAP Lot Number: 30000251284

LIMS Lot: 85488
Expiry date: 31/05/2012

Grade; FLF_1 3=020 - Filled Product With MF59 Without Thiomersal

Storage Temperature: 2_8_C

TESTS REQUIREMENTS RESULTS Units
264896_NM - Particles dlameter in MF58

result 430 <= Result <= 180 153 nm
285400 - Particles number in MF69

result Result <= 10000000 904580 N* part./ml
CQS_148 - Endotoxin

Result Result < 100 <1 UI0,5mil
£QS_38_AP_BCA - Total Proteins {other than HA) ’

~— ResuRt Result <= 120 28 meg/0,5 m

CcaS_s2_FFSS - Volume in vials

Extracted Volume Result >= 0,60 0,82 ml
Extracted volume single vial Result >= 0,50 0,52 mil
Extracted volume single vial Result >= 0,60 0,52 ml
Extracted volume single vial Resuit »= 0,60 0,62 ml
Extractad volumae single vial Result »= 0,50 0,52 m
Extracted volume single vial Result >= 0,50 0,51 mi
CQS_84 - pH Determination, Potentiometric Method

Result 8,9 <= Reosgult <= 7,7 A
€QS_90 - Appearance in Lyophile or Liquid Pharmaceutical Products

Result Equal to Conforme Conforme
CST_01F - Sterllity (Membrane Filtration)

Result Equal to Sterfle Sterile

1SU_07_T_F - Single Radial Immunodiffusion (SRID) for the HA determination in FLU vaccine

B Strain Identity Equal to Positiva Positive
H1N1 Strain identity Equal to Positive Posltiva
H23N2 Strain Identity Equai to Positiva Positiva
8 Strain L.F.L. Result >= 12 16

.. H1N1 strain LF.L. Result >= 12 16
H3N2 Strain L.F.L. Result >= 12 15
ldentity Result Positiva
B Strain Titre 16
HiN1 Strain Titre 18
HaN2 Strain Titre 18
ISU_13 - Proteins determination in flu vaccine with MF5% - Micro BCA method
Risultate 787
ISU_14 - Squalene determination in FLU sampies
Identity Equal to Positiva Positiva
Result 1,65 <= Resull <= 2,35 1,85

megf0,5 m
meg/0,5 mi
mcg/o,5 ml

meg/0,5 mi

meg/0,5 mi
meg/0,5 mi

meog/0,5 mi

% PIP

Sampie Review Date: 12/07/2011
Last Changed Date: 1207/2011

Sample Reviewed by! Fabio Ceccherin

CofA Printed on: 20/07/2011

Page 1 of 1






) NOVARTIS Certificate of Analysis

VALCINES
" Project Status: PASS
Project Name: FLF_020-147101-1 ' Process Order: 000100291296
Product: FLF_020 - FLUAD - Filled Product With MF59 Without Thiomersal _ Batch: 117101
SAP Material: RFLE25002 - FLUAD PFS 25G1 SENZA MERT. DA SPERLARE LIMS Lot: 85489
SAP Lot Number: 30000251285 Expiry date: 31/05/2012
Grade: FLF_13_020 - Filled Product With MF59 Without Thiomersal Storage Temperature: 2 8 C
TESTS REQUIREMENTS RESULTS Units
264896_NM - Particles diameter in MF59
result 130 <= Result <= 180 148 nm
265400 - Particles number in MF59
result Result <= 10000000 1371200 N* part./ml
CQS_149 - Endotoxin
Result Result < 100 <1 Ui, 5mi
CQS_38_AP_BCA - Total Proteins (other than HA)
~ Result Result <= 120 19 megf0,5 mi
CQS_52_FFSS - Volume in vials '
Extracted Volume Result >= 0,50 0,52 mi
Extracted volume single vial Rasult >= 0,50 0,52 mil
Extracted volume single vial Result >= 0,50 0,53 ' ml
Extracted volume single vial .Result »= 0,50 D52 mi
Extracted volume single vial Resuit >= 0,50 0,51 mi
Extracied volume single vial Result >= 0,50 0,52 mi
CQS_g4 - pH Determination, Potentiometric Method
Resuit 8,9 <m Result <= 7,7 7.1
CQS$_90 - Appoearancae in Lyophile or Liquid Pharmaceutical Products
Result Equal to Conforme Conforme
CST_01F - Sterility (Membrane Flitration)
Result Equal to Sterlle Sterlle
1SU_07_T_F - Single Radial Immunodiffusion (SRID) for the HA determination in FLU vacelne
B Strain ldentity Equal to Positiva Positiva
H1N1 Strain Identily Equal to Posltiva Positiva
H3IN2 Strain Identity Equal to Positiva Positiva
B Strain L.F.L. Result >= 12 1§ meg/0.5 mi
—  H1N1 strain L.F.L. Result >=.12- i5 meg/0,5 mi
H3N2 Strain L.F.L. Resull »>= 12 16 meg/0,5 ml
|dentity Resuit Positiva
B Strain Titre 17 meg/0.5 ml
HiN1 Strain Titre 16 meg/0,5 mi
H3NZ Strain Titre 16 meg/0,5 mi
ISU_13 - Protsins determination In flu vaccine with MF58 - Micro BCA method
Risultato 679 meg/0,5 mi
ISU_14 - Squalene determination in FLU samples
Identity Equal to Positiva Positiva
Result 1,55 <= Result <= 2,35 1,76 % PP
Sample Review Date: 13/07/2011 Sampie Reviewed by: Fabio Ceccherini

Last Changed Date: 13/07/2011

CofA Printed on: 20/07/2011 _ Page 1 of 1
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! NOVARTIS

VALCINDS
Lot 116321
Page 2 of 51
Prot 1026711
Summary
Page
- Production Plan 3
- Summary protocols of monovalent pooled harvests blended in final bulk vaccine:
NYMC X-181 monovalent pooled harvest fot 1126/10 4
NYMC X-181 monovalent pooled harvest lot 1000/] | [2
NYMC X-187 monovalent pooled harvest lot 1 128/10 20
NYMC BX-35 monovalent pooled harvest lot 1124710 28
NYMC BX-35 monovalent pooled harvest lot 1 130/10 36
« Summary protocol of final lot 116321 44

s MOTe
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VY NOVARTIS

YVALLINES

Novartis Argentina S.A.
Fray Justo Sarmiento 2350
Olivos (B1636AK))

Pela. de Buenos Aires
Argentina

r. Lucio JERONCIC
Stena: April 23, 2011
Remarks: Release for Novartis Pharma Argentina S.A. supply of Influenza

Vaccine Sub unit with MF59C,I Adjuvant “FLUAD” (Argentinean
Market)

We are pleased to inform you that, following to the Official Control Authority Batch
Relcase (issued by “Istituto Superiore di Sanita®-Italy), the herebelow mentioned [ot of
Influenza Vaccine Sub unit with MF39C.1 Adjuvant “FLUAD", previously released under
condition for shipping under quarantine. has been [inally released for Novartis Pharma
Argentina S.A, supply:

Produet code RFLF00014

Packing lot number 116321

Kind regards.

(’H‘ \ s

NOVARTIS Vaccines

Movartls Yaccines and Diagnostics Sq
Dr. STEFANG VITI
Qualified Person

e B
VAt







O NOVARTIS

VACTINES

Lot 116321

Page | ol 51
Prot. 1026:11

SUMMARY PROTOCOL FOR PRODUCTION AND TESTING
OF INFLUENZA VACCINE (SUB - UNIT) WITH MF59C.1 ADJUVANT

FINAL LOT 116321

Name and address of marketing authorisation holder Novartis Vaceines and Diagnostics Srl
Via Fiorenting, | - Siena (Italy)

Proprietary name of product FLUAD (*)

Mutual recognition procedure number (L) IT/H/Q104/001

Final lot 116321

Type of container Pre-fitled svringe

No. of final containers , 134,742

No. of doses per final container One

Volume of single human dose 0.5 mL

Date of start period of validity Febraary 08. 2011
Expiry date January 2012

Storage conditions of final product 2-8°C. do not freeze

Prescribed qualitative and quantitative strain composition per human dose:

- A(HINT) strain - NYMC X-181 {A/California/7/2009 - like virus) 153 meg HA/.5 mL
- A(H3N2) strain - NYMC X-187 (A/Perth/16/2009 - like virus) I5 meg HA/0.5 mL.
- B strain NYMC BX-35 (B/ Brisbane/60/2008 - like virus) I3 mcg HA/0.5 mL

\*) = Noie: FLUAD trademark is valid for all EU countrics, except for France (GRIPGUARDY ad Spain (CHIROMAS)







' NOVARTIS

VAU ES
PRODUCTION PLAN
Primary seed‘ Primary sced
A(HINI) A(H3IN2)
NYMC X-181 NYMC X-187
Lot E5857 Lot E5880
Master seed Master seed
NYMC X-181 NYMC X-187

SMS-HINIB dil. (107 107 Lot MS-084 diL (107 107

Working seed Working seed
NYMC X-181 NYMC X-187

Lot SWS-HINIB-01 dil. (107 107 Lot WS-084-01 dil, (107"} 10”7

| l

Monovalent pooled harvest Monovalent pooled harvest
NYMC X-181 NYMC X-187
Lot 1126/10 Lot 1128/10
Lot 1000/11

L |

Lot 116321
Page 3 of 51
Prot, 1026711

Primary seed
B

NYMC BX-35
Lot E5873

Master seed
NYMC BX-33

MS-093 dil. (1010

|

Working seed
NYMC BX-35

Lot WS-093-01 dil. (10*%) 10

Monovalent pooled harvest
NYMC BX.35

Lot 1124/10
Lot 1130/10

J

|

Final bulk vaceine
Lot 1163

|

Final Lot
Lot 116321

!
" Lucio 30

. "‘
e > oot 1850
: .;fﬁf“{:g 4and0







NOVARTIS

VAUTUINEN

Mia%
[,

Lot 116321
Page 4 of 51
Prot. 1026711

SUMMARY PROTOCOL FOR PRODUCTION AND TESTING
OF INFLUENZA VACCINE (SUB - UNIT)

NYMC X-181 MONOVALENT POOLED HARVEST

Lot 1126/10

Summary
Page
- Seed virus:
) General information on seed virus 5

Tests on master seed ' 6
Tests on working seed 6

- Monovalent pooled harvest lot 1126/10:
Production details ol monovalent pooled harvest 8
Tests on monovalent pooled harvest 9







' NOVARTIS

YAUUINES

SEED VIRUS

General information on seed virus

Name and address ot manufacturer

A(HIND) virus strain
Primary seed lot

Source of primary seed

Date of receipt of primary seed

Number of passage of primary seed on receipt
Comment

Storage conditions of primary seed

Master seed lot

Date of manufacture of master seed

Number of passages from primary seed to master seed
Storage conditions of master sced

Working seed lot

Date of manufacture of working seed

Number of passages fiom master seed to working seed
Added antibiotics

Storage conditions of working seed

Lot [ 16321
Page 5 of 5]
Prot. 1026/11

Novartis Vaccines and Diagnostics Srl
Via Fiorentina, 1 - Siena (Italy) -

NYMC X-181 (A/California/7/2009 - like virus)

E5857

New York Medical College
Valhaila, New York, USA

August 17, 2009

6

None

-80 £ 10°C

SMS-HINIB dil. (107 107
December 08. 2009

5

-804 10°C

SWS-HINIB-01 dil. (107) 107
December 11, 2009

1

Kanamyein sulphate and neomyein sulphate

= 80 £ 10°C

S.A.

6
r. Luclo Jeran
DD“'BGWT neo
MN 14840
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' NOVARTIS

WAL ES

Lot 11632}
Page 6 of 51
Prot, 1026711
Tests on master secd

Sterility test (Specification: Sterile)

Method Lur, Ph,, direct inoeulation
Media FTM and SCDM

Volume tested 20 mL

Date of test ' Dec. 09 — Dec. 23, 2009
Result Sterile

Tests on working seed

Sterility test (Specification: Sterile)

Method ' : Eur, Ph.. direct inoculation
Media FTM and SCDM

Volume tested 20 mL

Date of test Dec, 15 - Dec. 29, 2009
Result Sterile

Test for mycoplasma (Specification: Sterile)

Method Eur. Ph,

Media Basic agar / broth and moditied 1699 plus agar / broth
Volume tested 8.7 ml.

Date of test Dec. 21, 2009 ~ Jan. 20, 2010

Result Sterile

Infectivity titre (Specification: > 10%° ElDsy/ml)

Method HA titration
Date of test December 17, 2009
Resull §x 10 % BIDgw/mL
rae inca“cs P\o
Jerom
D&;‘éﬁg'\'écdw

AN 414840
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¢ NOVARTIS

VACUINTS

Lot 116321
Page 7 of 51
Prot. 1026711

Identity of neuraminidase {Specification: Positive for A(HINI) strain)

Method ELISA
Date of test January 25. 2010
Result Positive for A(FTINT) strain
NI titre
Antiscrum
Antigen [ACHINI )] [A(HINTY] [A(HINZ)] [B]
Anti-N{ NA Anti-N1 NA Anti-N2 NA Anti-B NA
X-181/09/152 [VR-148/08/112 | X-175C/08/246 13/Brisbane/A8397
X-181 |
Working seed Lot 444 <10 <10 <10
SWS-HIN1IB-01 dil. (107) 107
Identity of haemagglutinin {Specification: Positive for A(HINI) strain)
Method Haemagglutination ~ inhibition test
Date of test Febrnary 09, 2010
Result Positive for A(HIN1) strain
HI titre
Antiserum
Antigen [A(HIND] [A(H3N2)] IB]
X-181/09/152 X-175C108/246 BBrisdhane/ A7 MIO00!
NYMC X-181
Working seed Lot 1280 80 40
SWS-HINIB-01 dil. (107 107







! NOVARTIS

YACCIINT S

Lot 116321
Page 8 of 51
Proe. 1026711

MONOVALENT POOLED HARVEST LOT 1126/10

Production details of monovalent pooled harvest

Name and address of manufacturer

A(HIN1) virus strain
Working seed lot used in manufacture
Date of inoculation:

Monovalent lot:  390/10
Monovalent lot ;. 391/10

Added antibiotics
Date of harvesting:

Monovalent lot :  390/10
Monovalent lot: 391/10

Method of inactivation
Date of inactivation:

Monovalent lot :  390/10
Manovalent lot:  391/10

Concentration/purification procedure

Novartis Vaccines and Diagnostics Srl
Via Fiorentina, 1 - Siena (Italy)

NYMC X-i81 (A/California/7/2009 - like virus)

SWS-HINIB-01 dil. (10" 107

December 21, 2010
December 22, 2010

Kanamyein sulphate and neomycin sulphate

December 25, 2010
December 26. 2010

Trealment with formaldehyde

December 25, 2010
December 26, 2010

Continous zonal centrifugation in sucrose gradient,
adsorption with barium sulphate and elution with
sodium citrate solution







¢! NOVARTIS

VAUCING S
Lot 116321
Page 9 of 51
Prot. 1026/11
Date of pooling of monovalent lots December 29, 2010
Method of disruption ' Treatment with Tween 80 and CTAR
Date of disruption December 31, 2010
Date of sterile 0.2 um final filtation January 04, 2011
Volume of monovalent pooled harvest 52.731 mL

Storage conditions of monovalent pooled harvest 2 . goC

Tests on monovalent pooled harvest

Identity of neuraminidase (Specification: Positive for A(IIN1) strain)

Method . ELISA

Date of test January 14, 2011

Result Positive for A(HIN1) strain
Identity of haemagg|utinin (Specification: Positive for A(HINI) strain)

Method SRID

Date of test January 13, 2011

Result Positive for A(HIN1) strain

Purity (Specification: Evidence of HA bands and absence or traces of' NP and M components)

Method SDS-PAGE. reducing conditions
Date of test January 12, 2011
Result Evidence of HA bands and absence or traces of

NP and M components
Residual CTAB {Specification: < 12 meg/60 meg HA)
Method Colorimetric

Date of test January 12, 2011
Result < 3 meg/60 meg HA







! NOVARTIS

VAU NS

Lot 116321
Page 10 of 51}
Prot. 102611

Residual barium (Specification: < 1 meg/mL)

Method A. A, Spectrophotometry
Date of test January 07. 2011
Result <1 meg/ml.

Residual sodium citrate (Specification: < 1 mg/60 meg HA)

Method HPLC
Date of test January 11, 2011
Result <0.01 mg/60 meg HA

Residual Twecn 80 (Specification: < 300 meg/ml.)

Method HPTLC
Date of test January 11, 2011
Result < 300 meg/mL.

Residual ovalbumin (Specification; Report result)

Method ELISA

Date of test January 14, 2011

Result 0.10 meg/60 meg HA
Residual formaldehyde (Specification: <t meg/60 meg HA)

Method Colorimetric

Date of test January 10, 2011

Result 0.4 meg/60) meg HA

Sterility test (Specification: Sterile)

Method Eur. Ph., membrane filtration
Media FTMand SCDM
Yolume tested 30 mL

Date of test lan, 04 ~ Jan, 18, 2011

Result Sterile







' NOVARTIS

VACCING S

Lot 116321
Page 11 of 51
Prot, 1026/11

Test for inactivation (Specification: Absence of live virus)

Method Hemagglutination
Date ol test January 07, 2011
Result Absence ol live virus

Lndotoxin content (Specitication: < 100 [U/60 meg HA)

Method LAL test
Date of test January 11,2011
Result < 0.4 TU/60 meg HA
Ligemagglutinin antigen content (Specification: Report result)
Method SRID
Date of test January 10, 2011
Result 274 meg HA/mL
pling
Novarts ! 19 eronde






¢! NOVARTIS

VAUUTINER

Lot 116321
Page 12 of 51
Prot. 1026711

SUMMARY PROTOCOL FOR PRODUCTION AND TESTING
OF INFLUENZA VACCINE (SUR - UNIT)
NYMC X-181 MONOVALENT POOLED HARVEST
Lot 1000/11

Summary

Page
- Seed virus:
General information on seed virus 13
Tests on master seed 14
Tests on working seed , 14
- Menovalent pooled harvest lot 1000/11:
Production details of monovalent pooled harvest 6
Tests on monovalent pooled harvest 17

6 N9 grond®
“Q‘Jag't\‘ Luse '.";:,cn\@
oK ) ‘\NE’AQ







! ONOVARTIS

VAUUIMES

SEED VIRUS

General information on seed virus

Name and address of manufacturer

A(HIN1) virus strain
Primary seed lot

Source of primary seed

Datc of receipt of primary sced
Number of passage ol primary seed on receipt
Conunent

Storage conditions of primary seed

Master seed lot

Date of manufacture of master seed

Number of passages from primary seed to master seed
Storage conditions of master seed

Working seed lot

Date of manufacture of working seed

Number of passages from master seed to working seed
Added antibiotics |

Storage conditions of working seed

Lot 11632]
Page 13 of §1]
Prot. 1026/11

Novartis Vaccines and Diagnostics Srl
Via Fiorentina, 1 - Siena (ltaly)

NYMC X-181 (A/California/7/2009 - like virus)
E5857

New York Medical College
Valhalla, New York, USA

August. 17,2009

6

None

- 80 £ 10°C

SMS-HINIB dil. (107 107
December 08. 2009

5 |

- 80 £ 10°C
SWS-HIN1B-01 dil. (107 107
December 11, 2009

| |

Kanamyein sulphate and neomyein sulphate

-80 % 10°C







1 NOVARTIS

VACCINTS

Lot 116321
Page 14 of 51
Prot. 1026/11

Tests on master seed

Sterility test (Specification: Sterile)

Method Eur, Ph., direct inoculation
Media FTM and SCDM

Volume tested 20 mL

Date of test Dec. (09 ~ Dec. 23, 2009 .
Result Sterile

Tests on working seed

Sterility test (Specification: Sterile)

Method Eur, Ph.. direct inoculation
Media FIM and SCDM

Volume tested 20ml,

Date of test Dec. 15 - Dec. 29, 2009
Result Sterile

Test for mycoplasma (Specification: Sterile)

Method Eur. Ph.

Media Basic agar / broth and modified 1699 plus agar / broth
Volume tested 8.7 mL

Dale of test Dec. 21, 2009 ~ Jan. 20, 2010

Result Sterile

Infectivity titre (Specification: > 10 * EIDsy/mL)

Method HA titration
Date of test December 17, 2009
Result 5x 10 M EIDs/mL







{! NOVARTIS

VACCINES

Identity of neuraminidase (Specification: Positive for A(HINI) strain)

Lot [1632]
Page {5 of 51
Proe. 10261 1

Method ELISA
Date of test January 25, 2010
Result Positive for A(HIN1) strain
NI titre
Antiserum
Antigen [A(HIND)] [A(HIND)] [A(H3N2)} {B]
Anti-N1 NA Anti-NJ NA Anti-N2 NA Anti-B NA
X-181/09/152 IVR-148/08/112 | X-175C/08/246 BB/Brisbane/AS397
X-181 |
Working seed Lot 444 <10 <10 <10
SWS-HINIB-01 dil, (107) 167
Identity of haemaggiutinin ( Specification: Positive for A(H IN1) strain)
Method Haemagglutination ~ inhibition test
Date of test February 09. 2010
Result Positive tor A(HINT) strain
H1 titre
Antiserum
Antigen [A(HIN )} [ACH3IN2)) [B]
X-181/09/152 X-175C/08/246 BBritane/AS97 M 1000
NYMC X-181
Working seed Lot 1280 80 40
SWS-HIN1B-01 dil, (107 107







1 NovA RTIS

VACCINES

Lot 116321
Page 16 of 5§
FProt 1026711

MONOVALENT POOLED HARVEST LOT 1000/11

Production details of monovalent pooled harvest

Name and address of manufacturer

A(HIN1} virus strain

Working seed lot used in manufacture

Date of inoculation:
Monaovalent lot:  100/11
Monovalent lot: 101/11
Monovalent lot: 102/11

Added antibioties

Date of harvesting;
Monovalent lot :  100/]1
Monovalent lot:  101/11
Monovalent lot : 102711

Method of inactivation

Pate of inactivation:
Monovalent lot :  100/11
Monovalent lot :  101/11

Monovalent lot :  102/11

Concentration/purification procedure

Novartis Vaccines and Diagnostics Srf
Via Fiorentina, 1 - Siena (Italy)

NYMC X-181 (A/California/7/2009 - like virus)

SWS-HIN1B-01 dil. (10" 10”7

January 06, 2011
January 07, 2011
January 08, 2011

Kanamyein sulphate and neomycein sulphate

January 10, 2011
Januvary 11, 2011
January 12, 2011

Treatment with formaldehyde

January 10, 2011
January 11, 201 1
January 12,2011

Continous zonal centrifugation in sucrose gradient.
adsorption with barium sulphate and elution with
sodium citrate solution







