SANOFI PASTEUR wg

Master Seed Lot
A/Californin/7/2009
(NYMC X-179A)(HIND

Batch: FA353744

Working Seed Lot
A/California/ 172009
(NYMC XA79A)(HINT)

Batch: FA356399

Drug Substance
AlCalifornia/ 72003
NYMC X-179A)(HIN1)

Batch; FAS28519

Production Flow Sheet - Batch S4458

Master Seed Lot Master Seed Lot
A/Texas/50/2012 Massachusetts/2/2012
(NYMC X-223A) (H3N2) (Yamagala lineage)

Batch: FA488262 Batch: FA477285

Master Seed Lot
B/Brisbane/60/2008
{Victorla lineage)
Batch: FA338855

Working Seed Lot
AfTexns/50/2012
(NYMC X-2234) (H3N2)

Working Seed Lot Working Seed Lot

B/Brisbane/60/2008 B/Massachusetis/2/2012

{Victoria linenge) X (Yamagata lineage)
Batch: FA492096 Batch: FA413887 Batch: FA490508

Drug Substance
Biviassachusetts/2/2012
(Yamagata fineage)

Batch: FAS25570

Drug Substance Drug Substance
AfTexas/50/2012 B/Brisbane/60/2008

(NYMC X-223A) (H3N2) (Victoria lineage)
Batch; FA523944 Batch: FAS18527

FINAL BULK

Batch: FDY02330

FINAL LOT

Butch: 84458
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SANOFI .y

QUALITY CONTRGL CERTIFICAT
INFLUENZA VIRUS

Strain A/California/7/2009 (H1N1)}pdmo09 - like
strain (A/California/7/2009, NYMC X-179A)

A

MASTER SEED LOT
Lot number: FA353744

Manufacturing date :  06.06.2009

deddedddodekdedoiiolok dok Kk ek ok k

HAEMAGGLUTININ ANTIGEN IDENTIFICATION : Positive
By Haemaggilutination inhibition test

N L CONCLLUIS : Conforms
Release date : 07.08.2009

Date : &/;%/%7 /»ZZ"»/(

Qualified Pe
o //.ﬂ/,ﬂze»/ o

—
Product Quality and Disposition Department

™
Parc Industrial d'incarvilie, BP 101, 27101 Val De Revil cedex, France \
Tal, : +33 (0)2.32.09.67.00 - Fax : +33 {0)2.32.08.67.67 - www.5anofipasteur.com . b
SANCF! PASTEUR - Siége soclel 2, avenue Pont Pasteut, 88387 Lyot, France « 5 A. au cardal de 117 269 748 €- R G 5. Lyon B 349 505 270 . Code APE 2120 2 A OXA NA 4 \k_ IL Qh E
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SANOFI  .g

QUALITY CONTROL CERTIFICAT
INFLUENZA VACCINE

Strain A/California/7/2009 {H1N1)pdm09 - like
strain (A/California/7/2009, NYMC X-179A)

WORKING SEED LOT
Lot number : FA356399

Manufacturing date : 08.07.2009
e deoe e s s dnedr ot e dedede e dede

TEST FOR MYCOPLASMA BY MICROBIOLOGICAL : Conforms
CULTURE
By Cuiture method

BACTERIAL AND FUNGAL STERILITY TEST : : No mierobial growth
By membrane filtration

TEST FOR MYCOPLASMA BY EPIFLUORESCENCE : Conforms
IN CELLULAR CULTURE
By Incculation to indicatar cells and specific staining

NEURAMINIDASE ANTIGEN IDENTIFICATION : Positive
By RT-PCR

HAEMAGGLUTININ ANTIGEN IDENTIFICATION : Positive
By Haemagglutination inhibition test

INFECTIOUS TITER
By EIDS0 : 9 log10 EIDS0/mi

GENERAL CONCEUSION : Conforms

Releage date : 05.11.2011 /%;

Date : c/’/é:z/ 30, rfé

Qualified Pe

Product Quality and Disposition Department

\
Parc Industriel d'Incarviie, BB 104, 27101 Val Oe feuil cedex, France \ .

Tel 0 +33 (0)2.32.00.87.00 - Fax : +33 (0)2.32.09.67 67 - www.sanofipasteur.com

HANOF) PASTEUH . S8ge sogta 2 svehue Funl Pasteur, 63387 Lyan France « 8.A au aaoddi de 317 296 MY €- RC 8 Lyon 8 349508 370 Cud= APE 21002
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SANOFI

QUALITY CONTROL CERTIFICAT
INFLUENZA VACCINE
(SPLIT VIRION, INACTIVATED)

Strain A/California/7/2009 (H1N1)pdm09 ~ like
strain (A/California/7/2009, NYMC X-179A)

BULK
Lot number : FA528519

Manufacturing date : 09.05.2014

ek Arieke il e ok ok kiokdeick ke

OCTOXYNOL -9 -CONTENT : 616 yp/ml

By HPLC

HAEMAGGLUTININ ANTIGEN iDENTIFICATION : Positive

By Hasmagglutinin inhibition tast

HAEMAGGLUTININ ANTIGEN CONTENT 1235 (213 - 259) po/ml

By SRID

‘RESIDUAL INFECTIOUS VIRUS : No residual infectious virus
By Inoculation of eggs

BACTERIAL AND FUNGAL STERILITY : No microbial growth

By Membrane fllration

NEURAMINIDASE ANTIGEN IDENTIFICATION : Not perfarmed

By RT-PCR {performed on the first three monovalent bulk

batches manufactured from any new
warking seed lot)

NEURAMINIDASE ENZYMATIC ACTIVITY : Not performed

By Enzymatic method (performed on the first three manovalent bulk
batches manufactured from any new
working seed lot)

GENERAL CONCLUSION : Conforms
Releass date : 25.07.2014

2 . .
Expiry date : 09.05.2016 P ,/;, 26, 2o/6

Date :
Qualified Person :

/ S O vman
Product Quality and Disposition Department

PP

\‘f"

Pare industrie ¢ Incarvite 8P 101, 27101 Vai Ds Reuu cadex. France \ :/“
Tel +33(012 320087 00-Fax +33 {012 32 00 37 57 - www sanofipasleur com SR
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SANOFI g

QUALITY CONTROL CERTIFICAT
INFLUENZA VIRUS

Strain A/Texas/50/2012 (H3N2)} - derived
strain used (NYMC X-223A)

MASTER SEED LOT
Lot numbher: FA488262

Manufacturing date ;: 28.02.2013

Fdeicdeded dedekdekdoedokdkkkk kkkk

HAEMAGGLUTININ ANTIGEN IDENTIFICATION . Positive
By Haemagglutination inhibition test

GENERAL CONCLUSION : Conforms

Release date : 04.06.2013

Date : /ﬂ-’/ ,éé?/f

Quahﬂed Pefson !

£ AT oo

Product Quality and Disposition Department

-

&\
Pare industriel d'Incarville, BR 184, 27101 Val De Reuil cadex, France
Tél, : +33 (0)2.32.09.67.00 - Fax ; +33 (0)2,32.09.67.67 - www.sanofipasleur.com E
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SANOFI .z

QUALITY CONTROL CERTIFICAT
INFLUENZA VACCINE

Strain A/Texas/50/2012 (H3N2) - derived
strain used (NYMC X-223A)

WORKING SEED LOT
Lot number : FA422096
Manufacturing date : 14.03.2013

Sede e ik dokedededede A i ok dede e dedese

TEST FOR MYCOPLASMA BY MICROBIOLOGICAL : Gonfarms
CULTURE

By Cuiture method

BACTERIAL AND FUNGAL STERILITY TEST : No microbial growth

By membrane filtration

TEST FOR MYCOPLASMA BY EPIFLUORESCENCE : Conforms
IN CELLULAR CULTURE
By Inaculation to Indicator cells and specific staining

NEURAMINIDASE ANTIGEN IDENTIFICATION : Positive

By RT-PCR

HAEMAGGLUTININ ANTIGEN IDENTIFICATION : Positive

By Haemagglutination inhibition test

INFECTIOUS TITER
By EID50 10 log10 EID50/mI

GENERAL CONCLUSION ' Conforms

Release date : 04.06.2013

. . ’
Date : M/ér:/ 30 / ZoA¢

Qualified Persof’:

AL

/ﬁ;duct Quality and Disposition Department\

y

Parc Indusirlel d'lncarville, BP 101, 27101 Val De Reauil cedex, France ;
Tél. : +33 (012.32.00.67.00 « Fax : 433 (0)2.32.00.67.67 - www.sanofipasteur.com Y .
SANOF| PASTEUR - Sidge social 2 avenue Ford Pasisul. 69387 Lyen, France - $ A aucaptd de 117 6 248 € R C S Lyon B 349 505 570 - Ctdr AFE 2120 2 Y s
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SANOFI Ny

(SPLIT VIRION,

QUALITY CONTROL CERTIFICAT
INFLUENZA VACCINE

Strain A/Texas/50/2012 (H3N2) - derived
strain used (NYMC X-223A)

INACTIVATED)

BULK

Lot number :

Manufacturing date

FA523944
22.03.2014

dedededededetedeirieieieieiefeieiodeiek doiciel

QCTOXYNOL -0 -CONTENT : 625 pg/ml

By HPLC

HAEMAGGLUTININ ANTIGEN IDENTIFICATION : Positlva

By Haamagglutinin inhibition test

HAEMAGGLUTININ ANTIGEN CONTENT : 206 (190 - 225) po/ml

By SRID

. RESIDUAL INFECTIQUS VIRUS
~ By Inoculation of eggs

BACTERIAL AND FUNGAL STERILITY
By Membrane filtration

NEURAMINIDASE ANTIGEN IDENTIFICATION
ByRT-PCR

NEURAMINIDASE ENZYMATIC ACTIVITY '
By Enzymatic method

GENERAL CONCLUSION : Conforms
Release date : 24.07.2014

Expiry date : 22.03.2018

Pare industorer d Incaralle. 8P 101,

: No residual infectious virus
: No mierobial growth

: Not performed

{performad on the first three monovalent bulk
batches manufactured from any new

working seed lot)

: Not performed
{performed on the first three monovalent bulk

batches manufactured from any new
working seed lot)

Date: /Ja /4 Wé

Quaiified Person

Pwality and Disposition Department

27101 va; De Reul zedéx, France

Tél +33{0)2.32 0967 00 - Fax +33 (12 32 09 67 §7 - www sanofipasieur com
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QUALITY CONTROL CERTIFICAT
INFLUENZA VIRUS

Strain B/Brisbane/60-2008 — like
strain (B/Brisbane/60/2008, wild type)

MASTER SEED LOT
Lot number : FA338855
Manufacturing date:  02.02.2009

o dedede de dedede drie dudede Kb ok drkodedek ok

HAEMAGGLUTININ ANTIGEN IDENTIFICATION : Positive
By Haemagglutination inhibition test

GENERAL CONCLUSION : Conforms
Release date : 04.06.2009

Date : (//Zaj{ 27 %f J04é

Qualified Person :

=

-~

"/

fProduct Quality and Disposition Department

)’*.\
Parc Industrigl d'Incarville, B 101, 27101 Val De Reuil sedex, France (m

Tal : +33 (0)2.32.00.67.00 - Fax : +33 ()2.32.08.67.67 - www.sanofipasteur.com
SANOF PASTEUM - Siage socrl 2 avenus Mol Pasteur, 69387 Lyoh, Francy « § A au capdal de 317 208 245 €. R & Lyon 3 49 505 370 - Code APE 21202 \J i
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QUALITY CONTROL CERTIFICAT
INFLUENZA VACCINE

Strain B/Brisbane/60-2008 - like
strain (B/Brisbane/60/2008, wild type}

WORKING SEED LOT
Lot number: FA413887
Manufacturing date : 03.02.2011

TR R dehd Rk ik bk R Aok

TEST FOR MYCOPLASMA BY MICROBICLOGICAL : Gonforms
CULTURE
By Culture method

BACTERIAL AND FUNGAL STERILITY TEST : No mierabial growth
By membrane fiftration

TEST FOR MYCOPLASMA BY ERPIFLUORESCENCE ' Conforms
IN CELLULAR CULTURE
By Incculation to indicator cells and spacific stalning

NEURAMINIDASE ANTIGEN IDENTIFICATION . : Positive
By RT-PCR

HAEMAGGLUTININ ANTIGEN IDENTIFICATION : Positive
By Hasmagglutination inhibition test

INFECTIOUS TITER
By EID50 . 7 leg10 EIDSO/mI

GENERAL CONCLUSION : Conforms
Release date ; 26.05.2011

Qualified Pe :

Date : C’//'%;‘( j{,’? %Wé

=7
4: Quality and Disposition Department

™,

‘\
Parc Industriel d'lncarvilie. 8P 101, 27101 Val De Reud! cedex, France f
Tel . +33 (0;2.32.05.67 00 - Fax : +33 (0)2.32.09.567 B7 - www.sancfipasteur.com ‘\!' Yo
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SANOFI .y

QUALITY CONTROL CERTIFICAT
INFLUENZA VACCINE
(SPLIT VIRION, INACTIVATED)

Strain B/Brisbane/60-2008 — like
strain (B/Brisbane/60/2008, wild type)

BULK
Lot number : FA518527
Manufacturing date 27.01.2014
Frdederedd vode Ao s A devkedk dee A e e deok dede
OCTOXYNOL -8 -CONTENT : 819 pgiml
By HRLC
HAEMAGGLUTININ ANTIGEN IDENTIFICATION : Positive
By Haemagglufinin inhibition test
HAEMAGGLUTININ ANTIGEN CONTENT + 221 {209 - 233) wg/ml
By SRID :
RESIDUAL INFECTIOUS VIRUS : No residual infectious virus .
By Inoeulation of eggs
BACTERIAL AND FUNGAL STERILITY : No microblal growth
B8y Membrane filtration
NEURAMINIDASE ANTIGEN IDENTIFICATION : Not performed
By RT-PCR (performed on the first three monovalent bulk
batches manufactured from any new
working seed lot)
NEURAMINIDASE ENZYMATIC ACTIVITY » Not performed
By Enzymatic method {performed on the first three monovalent bulk
batches manufactured from any new
working seed lot)
GENERAL CONC| USION : Conforms
Release date : 24.07.2014 ‘ ' i
. .
Expiry date : 27.01.2016 by /A 7 / 6
Date: o7 é e A'{ ;o
Qualified Person’y
P (LA
Product. uality and Disposition Department
Parc Industriel d'Incarville, BP 101, 27101 V&l De Reull cedex, France
Tl +33 (0)2.32.09.67.00 - Fax : +33 (0)2.32.00.67.67 - www.sanofipasteur.com y
SANCEI PASTEUR - Srage socal 2, avebue Pl Pastent 59267 Lyon_ France - 8 A aueaplalde 31T 293 48 €-R &5 Lyon B 540 505 370 - Codr APE 2100 2
- ROXANA MOINTEMILONE
DIRECTORA TELONICA
AFPODERADA
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QUALITY CONTROL CERTIFICAT
INFLUENZA VIRUS

Strain B/Massachusetts/2/2012

MASTER SEED LOT
Lot number: - FA477286
Manufacturing date : 26.11,2012
etk sede dese dede dee e v drde dedede de ek e vk
HAEMAGGLUTININ ANTIGEN IDENTIFICATION : Positive

By Haemagglutination inhibition test

GENERAL CONCLUSION : Conforms
Release date : 04.06.2013

Qualified Person :

roduct Quality and Disposition Department

Date : g,/éz ‘2:%7{,5@/5

Pare Industried d'incarville, BP 101, 27101 Val De Reuit cedex, France
Tel. ; +33 (1H2.32.09,67.00 - Fax : +33 (0)2.32.09.67.67 - www.sanofipasteur.com
BAMNGFI PABTEUR » Sége sactal 2, avenus Panl Patieur. 63367 Lyoh, France « A auvapted de 317 280 248 €. RO 8 Lyon B 240 505 370 « Clode APE 5120 2
ROXANA MIONTEMILONE
DIRECTORA TECNICA
APODERADA
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SANOFI g

QUALITY CONTROL CERTIFICAT
INFLUENZA VACCINE

Strain B/Massachusetts/2/2012

WORKING SEED LOT
Lot number : - FA490508

Manufacturing date :  28.02.2013

Aol dede dok e de s dedek ik fe R ek

TEST FOR MYCOPLASMA BY MICROBIOLOGICAL : Conforms
CULTURE

By Cuiture method

BACTERIAL AND FUNGAL STERILITY TEST : No microbial growth

By membrane filtration

TEST FOR MYCOPLASMA BY EPIFLUORESCENCE : Conforms
IN CELLULAR CULTURE
By Inoculation to indicator cells and specific staining

NEURAMINIDASE ANTIGEN IDENTIFICATION ' ' Pogitive
By RT-PCR

HAEMAGGLUTININ ANTIGEN {DENTIFICATION ! Positive
By Hasmagglutination inhibition test

INFECTIOUS TITER
By EID50 110 log10 EID50/mi

GENERAL CONCLUSION : Conforms

Release date : 04.06.2013 % |
Date : &'J/é(;_z, 3[—) / ,Zﬁ/ ér
Qualified Per*.scﬂz :
p Dt

" Product Quality and Disposition Department

-

Pare tndustriel d'incarville. BR 101, 27101 Val De Reul! cedex, France K,\ Q
Tal : +33 {0)2.32.00.87,00 « Fax : +33 {0)2.32.00.67.57 - wwiw.sanofipasteur.com \
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SANOFI

1

QUALITY CONTROL CERTIFICAT
INFLUENZA VAGCINE
(SPLIT VIRION, INACTIVATED)

Strain B/Massachusetts/2/2012

BULK

l.ot number

Manufacturing date

FA525570

01.04.2014

Fdert e de e e f-s e e s e e b e e e vk e

OCTOXYNOL -9 -CONTENT : 608 ugiml

By HPLC

HAEMAGGLUTININ ANTIGEN IDENTIFICATION : Positive

By Haemaggiutinin inhibition test

HAEMAGGLUTININ ANTIGEN CONTENT : 186 (188 ~ 209) pg/mi

By SRID

RESIDUAL INFECTIOUS VIRUS
By Inoculation of eggs

BACTERIAL AND FUNGAL STERILITY
By Mambrana filtration

NEURAMINIDASE ANTIGEN IDENTIFICATION
By RT-PCR

NEURAMINIDASE ENZYMATIC ACTIVITY
By Enzymatic method

GENERAL CONCLUSION : Conforms
Release date : 31.07.2016

Expiry date : 01.04.2018

Date :

: No residual infectious virus
: No microbial growth

. Not performed

{performed on the first three monovalent bulk
batches manufactured from any new
working seed lot)

! Not performed

{(performed on the first three monovalent bulk
batches manufactured from any new

working seed lot)

7
%ﬂgg/’,{@/é

Qualified Persoty:

3’ﬂwl dde?,  ,
Produw and Disposition Department

Parc Industriel d'Incarville, BP 101, 27101 Val De Reuil cedex, France
Teél . +33(0)2.32.08.67.00 - Fax ; +33 (0)2.32.08.67.67 - www.sanofipasieur.com

B e

5

SANGEI PASTEUR « i6ye social 2, avenue Punt Bostuur £8367 Lyan France - A A capts’ de 217 263 M5 €. R C & Lyon & 349 505 370 Sode APE 2120 2 ROXANA MO

APODER

\
N
DIRECTIdRA PEén an

by

Miy

AD A

NE

hy

SANOFI PASTEUR §, 2,







SANOFI PASTEUR wg

Do not Distribute

Product name :
Batch :

Step :
Manufacturing Date :
Prior batch :

I : Certificate of Analysis I

481 — QIV - Split Virion inaclivated - Uniduse Presentation

FOVQ02330
Final Bulk Product

194UN/2014

FA518527 : Conform on 20/MAY/2014

FA523844 : Conform on 24/APR/2014
FA525570 : Conform on 26/MAY/2014
FA528519 : Conform on 09/MAY/2014

FINAL BULK PRODUCT - FINAL. BULK PRODUCT

QUALITY CONTROL TESTS ACCEPTANCE CRITERIA RESULTS

Bacterial and fungal sterility (by No micrablal growth Conforms

membrane fitration) . .

Formaldehyda content (by S 60 pg/iml 35 ug/mi

spectrophotometry) .

Polein content (by Kjeldhal method) < 500 pg/mL 331 ug/ml
{Ovalbumin-content (by ELISA) -~ - 1210@¢ gl - “Hoagml s

[Total proteinfhemagglutinin] ratio (By 58 2

calculatian)

HEAD OF ARD

The batch FDV02330 was controlled according to the specifications described in the document #Q_0402382/3.0
* The results canfarm to the acceptance criteria above and approved in document #Q_0402362/3.0

" The results are as expected based on prior manufacturing stages and processes, when applicable

Dominique PETRE This is an electronic signature 20/AUG/2014

EU

Name Signature Date

Version number: 1

Sanch Pastaur Campus Meérigux 1541, avenus Marcel Merieus F-68280 Marcy ['Etoile France Tel  +33(0104 17 37 01 00 Fax: +33(0)04 37 37 35 54

. . e Yy sanofipasieur ooim e _ . )
Sunoll Pasteur Socield anonyme au capttal de 271 817 4408 Sidge Sodial 2 avenue Hant Pastiur 89367 Lyon RGS Lyon § 349 508 370 Coug APE 2440

ROXANA MONTEMILONE
DIRECTORA TECNICA
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QUALITY CONTROL CERTIFICATE

QUADRIVALENT INFLUENZA VACCINE (Split

NAME OF THE PRODUCT Virion, Inactivated)
LOTN® 54458
PRESENTATION Syringe 1 dose 0.5 mL
DATE OF MANUFACTURE 15 July 2014
FINAL BULKN°® FDV02330
BULKS N° AlCalifornia/07/2008 — X-479A HIN1 FA528519
AlTexas/50/2012 ~ X223A H3N2 FA523944
B/Brisbane/60/2008 FA518527
B/Massachusetts/02/2012 FAS25570
STORAGE CONDITIONS +5°C +{- 3°C ~ Do not freeze
CONTROLS SPECIFICATIONS RESULTS
gggggﬂ‘?ﬂlmﬁ:}“““‘ sterility Gy No microbial growth Conforms
Appearance (by visval assessment) Colorless opalescerit liquid Conforms

pH (by potentiomeric determination)
Extractable volume (by waighing)

Hemagglutinin identification/centent
{by SRD) :

A/California/07/2009 - X-179A
(H1N1)

AfTexas/50/2012 - X223A
{H3N2)

B/Brisbane/60/2008

B/Massachusetts/02/2012

Endotoxins content (by LAL chromoganic
kinelic method)

Abnormal toxicity (by injestion into animals
(Ph, Eur, Protocol) .

68-76

At teast nominal volume

Positive Identification far the
4 strains
Content :15 pg/dose (0.5 mL})

gonfidence limit (P=0.95)
2 12 pgrdose (0.5 mL)

< 100 IU/dose

No sign of death or illness
within 7 days after inoculation

7.3

0.51 mbL - 0.51 mL ~ 0.51
mét. = 0.51 mk = 0.50 mL

Positive
16 (13 - 18) pg/dose

Posltive
18 (15 - 21) pg/dose

Positive
17 (16 - 19) py/dose

Positive
16 (15 - 18) pg/dose

< 0.25 |U/dose

Conforms

Batch released on: 08 September 2014

e —

Allce PADIEU-SEQUEIRA
R&D SQO ~ Clinical Batch Release

Campus Mérieux, 1541 avenue Marcel Mérieux, 69280 Marcy L'Elgile, France
Tél : +33 (0)4.37 37 01 00 - Fax : +33 {0}4.57 37 38 54 « www sanofipasleur com
SANOFIPASFEUR - Blige tovtsl 3, avanun Pant Pastaur, 69367 Lyan. Ktance » S A 2u uapial tla 317 299 240 C.RG$ Lyon B 349 b 370 - Coda APE 2HI0 L
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SANOFI PASTEUR «g

Production Flow Sheet - Batch 54456

Master Seed Lot Master Seed Lot Master Seed Lot Master Seed Lot
A/California/7/2009 A/Texas/50/2012 B/Brisbane/60/2008 B/Massachusetts/2/2012
(NYMC X-179A)(HINT} NYMC X-2234) (H3NZ) (Victoria Hneage) (Yamagata lineage)
‘/‘7} -;
Batch: FA3537447 Batch: FA488262 Batch: FA338855 Batch: FA477285

)

Working Seed Lot Working Seed Lot -
B/Brisbane/60/2008 B/Massnchusetts/2/2012
(Victoria lineage) (Yamagata lineage} -~

Batch: FA413887 Batch: FA4903508

)

Working Seed Lot Working Seed Lot
AJCalifornia/7/2009 ASTexas/50/2012
(NYMC X-179A)HINL) (NYMC X-223A) (H3N2) }J/
Batch: FA356399 Batch: FA492096
Drug Substance Drug Substance Drug Substance
A/Californta/7/2009 AfTexns/50/2012 B/Brisbane/50/2008
(NYMC X-179A)CHIND) (NYMC X-233A) (HIN2Y {Vietorla lineage)
Batch: FAS16286 Batch: FA495333 Batch: FA495977

Drug Substance
B/Massachuseits/2/2012
(Yamagata lineage)

Batch: FA492930 ‘!‘/

)

FINAL BULK

Batch: FDV02328

Batcht 54456

N

\\

FINAL LOT ]

Documettt Version: 1.0, qecTofa FEENICA
APODERACY

Access date: 01 juil. 2016 13:20:12 _ SANOFI PASIEURYS. A,
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SANOFI .y

QUALITY CONTROL CERTIFICAT
INFLUENZA VIRUS

Strain A/California/7/2009 (H1N1)pdm09 - like
strain (A/California/7/2009, NYMC X-179A)

MASTER SEED LOT
Lot number: FA353744

Manufacturing date:  06.06.2009

dedevedrdeieieiedok driedede dode defedok ke

HAEMAGGLUTININ ANTIGEN IDENTIFICATION : Positive
By Haemagglutination inhibition test

GENERAL CONCLUSION : Conforms
Reiease date : 07.08.2009

Date : fg’ /Z//‘f’/

Qualified Pe
) =

o

Product Quality and Disposition Department

. Fare Industriel d'incarville, BP 101, 27161 Val Os Reud cedes, France
Tél. : +33 (0)2.32.09.67.00 « Fax : +33 (0)2.32.00.87.67 - www.ganefipasigur co
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SANOFI )

QUALITY CONTROL CERTIFICAT
INFLUENZA VACCINE

Strain A/California/7/2009 (H1N1)}pdm09 - like
strain (A/California/7/2009, NYMC X-179A)

WORKING SEED LOT
Lot number : FA356398

Manufacturing date : 08,07.2009

dedededodehdedede el vk o e devie e dod e el &

TEST FOR MYCOPLASMA BY MICROBIOLOGICAL : Conforms
CULTURE
By Culture method

BACTERIAL AND FUNGAL STERILITY TEST : : No microblal growth
By membrane filfration

TEST FOR MYCOPLASMA BY EPIFLUORESCENCE : Conforms
IN CELLULAR CULTURE
By Inoculation to indicator cells and specific stalning

NEURAMINIDASE ANTIGEN IDENTIFICATION ! Positive
By RT-PCR

HAEMAGGLUTININ ANTIGEN IDENTIFICATION : Positive
By Maemagglutination inhibition test

INFECTIOUS TITER
By £1D&0 : 9 log10 EIDSO/mI

GENERAL CONCLUSION : Conforms

Releass date : 05.11.2011

. 7‘ ;
Date : (,3/{? 0, et
on:

Quaiified Pe
. - 2 e S Y

‘Product Quality and Disposition Department

Tél. . +33 (0)2.32.09.67.00 - Fax © +33 (0)2.32.09.67.67 - www.sanofipasieur.c .
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Document Version: 1.0 DiR‘E::DE
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SANOFI . »

QUALITY CONTROL CERTIFICAT
INFLUENZA VACCINE
(SPLIT VIRION, INACTIVATED)

Strain A/California/7/2009 (H1N1)pdm09 - like
strain {A/California/7/2009, NYMC X-179A)

BULK
Lot number : . FA516286 _
Manufacturing date - 22.12.2013

i
3
Fededredesdedefriekfedriededo e Rk sk it 1
i
H

OCTOXYNCL -9 -CONTENT : 566 ugimi

By HPLC

HAEMAGGLUTININ ANTIGEN iDENTIFICATION . : Positive

By Haemagglutinin inhibition test

HAEMAGGLUTININ ANTIGEN CONTENT 1232 (215 - 251) pg/ml

By SRID

RESIDUAL INFECTIOUS VIRUS : No residual infectious virus
By Inoculation of eggs

BACTERIAL AND FUNGAL STERILITY : No microblal growth

By Membrane fillration

NEURAMINIDASE ANTIGEN IDENTIFICATION ‘ : Positive

By RT-PCR {performed on the first three monovalent bulk ;

batches manufactured from any new
working seed lot)

NEURAMINIDASE ENZYMATIC ACTIVITY ‘ : Presence of neuraminidase activity

By Enzymatic method : {performed on the first three monovalent bulk
batches manufactured from any new
working seed lot)

GENERAL CONCLUSION : Conforms
Release date : 04.09.2014
Expiry date : 22.12.2015

Date : L/é?/ 426 Y, M/é .

Qualified Person :

e i

Produgbaif' lity and Disposition Department -

3 :‘.}
Pars [ndustrial d incarviie, BP 131, 27101 vai De Raur cadsx, Francs £
Accessed by: KOROGHLI Lydia 6 +33(012 32096700  Fax +33 (0)2 32 08 87 67 - www sanctipel@GHipnt [D: RA_1459945 \ : \ |
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DIRECTOAA tECNIgA
Access date: 01 juil. 2016 13:20012 APODERANA
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SANOFI s

QUALITY CONTROL CERTIFICAT
INFLUENZA VIRUS

Strain A/Texas/50/2012 (H3N2) - derived
strain used (NYMC X-223A)

MASTER SEED LOT

Lot number: FA488262

Manufacturing date :  28.02.2013

e dedede e g ded dode dededr dodedoke ke e ke

HAEMAGGLUTININ ANTIGEN IDENTIFICATION . Positive
By Haemagglutination inhibition test

GENERAL CONCLUSION : Conforms
Releass date : 04.06.2013

Date : %ﬁy uﬂ-},//j/,é‘l’//f

Qualified Pefson :
<7 ;;;'Zf/g' B e el S
o T

A

Product Quality and Disposition Department

o

(( \‘

3
I.‘
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SANOF! Y

QUALITY CONTROL CERTIFICAT
INFLUENZA VACCINE

Strain A/Texas/50/2012 (H3N2) - derived
strain used (NYMC X-223A)

WORKING SEED LOT
Lot number: _ FA492096

Manufacturing date :  14.03.2013

P TT——

TEST FOR MYCOPLASMA BY MICROBIOLOGICAL : Conforms
CULTURE
By Culture method

BACTERIAL AND FUNGAL STERILITY TEST : No microbial growth
By membrane filtration

TEST FOR MYCOPLASMA BY EPIFLUORESCENCE : Conforms
IN CELLULAR CULTURE
By Inoculation to indicator cells and specific staining

NEURAMINIDASE ANTIGEN IDENTIFICATION : Positive

By RT-PCR

HAEMAGGLUTININ ANTIGEN IDENTIFICATION » Positive

By Haemagglutination inhibition test

INFECTIOUS TITER

By EID50 ‘ 10 log10 EID50/ml

GENERAL CONCLUSION : Conforms

Releass date : 04.06.2013

s
Date : C//m [,7 ; ,Z}ﬁ//é

Qualified Perso

/./ # !

7
/ Product Quality and Disposition Department

="
5,

Parc Industrie) d'lncaville. BE 101, 27401 Val De Reuil cedex, Frarice \ /,_\
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SANOFI

(SPLIT VIRION,

QUALITY CONTROL CERTIFICAT
INFLUENZA VACCINE

Strain A/Texas/50/2012 (H3N2)} ~ derived
strain used (NYMC X-223A)

INACTIVATED)

Lot number :

Manufacturing date !

Sededieiedriciok irioileiole do ik deioie

OCTOXYNOL -9 -CONTENT
By HPLC

HAEMAGGLUTININ ANTIGEN IDENTIFICATIO
By Haemagglutinin inhibition test

HAEMAGGLUTININ ANTIGEN CONTENT
By SRID

RESIDUAL INFECTIOUS VIRUS
By Inoculation of eggs

BACTERIAL AND FUNGAL STERILITY
By Membrane filtration

NEURAMINIDASE ANTIGEN IDENTIFICATION
By RT-PCR

NEURAMINIDASE ENZYMATIC ACTIVITY
By Enzymatic method

'GENERAL CONCLUSION : Conforms
Release date : 23.08.2013

Expiry date | 18.04.2015

Parg Industrie! d incanvlle &P 107,

Tel +33(0)2.320987C0- Eax +33 (012 32 00 87 87 - www sanofipasieur co

i R —

BULK

FA495333
18.04.2013

1 633 pgimt

N : Positive

: 214 (210 - 218) ug/mi

: No residual Infectious virus

: No microbial growth

' Positive

{performed on the first three monovalent bulk
batches manufactured from any new
working seed lot)

- Presence of neuraminidase activity
(performed on the first three monovalent bulk

batches manufactured from any new
working seed lot)

7 M’ . ]
Date M/{c?/ A6 AONE

Qualified Person

. L//&__/B’j, T SO

Prod_t_uc;/Quality and Disposition Department

7451 Val e Rewt cedex. France

m .
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Access date: 01 juil. 2016 13:20:12

Document Version: 1.0 7 A
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SANOF Ny

QUALITY CONTROL CERTIFICAT
INFLUENZA VIRUS

Strain B/Brisbane/60-2008 - like
strain (B/Brisbane/60/2008, wild type)

MASTER SEED LOT
Lot number : FA338855
Manufacturing date: 02.02,2009

ke sese R b ek Rk Ak Ak

HAEMAGGLUTININ ANTIGEN IDENTIFICATION ' Positive
By Haemagglutination inhibition test

GENERAL CONCLUSION : Conforms
Release date : 04.05.2009

Date : L’//éag,/ ,57/—/ j@/ﬁ

/
Qualified Person :
/’4 :ﬁ_&ﬂ"fﬁ;ﬂ*am_- .

ey
L

Product Quality and Disposition Department

Parc Industrie! d'Incarviile, BP 101, 27101 Val a Reuil cedex, France
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SANOF g

QUALITY CONTROL CERTIFICAT
INFLUENZA VACCINE

Strain B/Brisbane/60-2008 ~ like
strain (B/Brisbane/60/2008, wild type)

WORKING SEED LOT
Lot number : . FA413887
Manufacturing date :  03.02.2011

Rk kA kkk WAk ke kdk

TEST FOR MYCOPLASMA BY MICROBIOLOGICAL : Conforms
CULTURE
By Cultura method

BACTERIAL AND FUNGAL STERILITY TEST : No microblal growth
By membrane filration

TEST FOR MYCOPLASMA BY EPIFLUORESCENCE : Conforing
N CELLULAR CULTURE
By Inoculation to indicator cells and specific staining

NEURAMINIDASE ANTIGEN IDENTIFICATION : Positive
By RT-PCR

HAEMAGGLUTININ ANTIGEN IDENTIFICATION . . Positive
By Haemagglutination inhibition test

INFECTIOUS TITER
By EID50 1 7 log10 EID50/m

GENERAL CONCLUSION : Conforms

Release date : 26.05.2011

Qualified Pe :

Date : Cf/gr;/ _)7(7 /{f ,(4?//5

/P:i'oduct Quality and Disposition Department . \

\ "\
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SANOFI Y

QUALITY CONTROL CERTIFICAT
INFLUENZA VACCINE
(SPLIT VIRION, INACTIVATED)

Strain B/Brisbane/60-2008 ~ like
strain (B/Brisbane/60/2008, wild type)

BULK
Lot number : FA495977
Manufacturing date 25.04.2013
s sk vl sl ok e sk ek e s e e e e el e deode b
OCTOXYNOL -6 ~CONTENT . 536 pg/ml
By HPLC
HAEMAGGLUTININ ANTIGEN IDENTIFICATION ' Posltive
By Haemaggiutinin inhibition test
HAEMAGGLUTININ ANTIGEN CONTENT 216 (212 - 221) ug/m!
By SRID
RESIDUAL INFECTIOUS VIRUS ' No residual infectious virua
By Inoculation of egys
BACTERIAL AND FUNGAL STERILITY : No microbial growth
By Membrane filtration
NEURAMINIDASE ANTIGEN HSENTIFICATION : Positive
By RT-PCR (performed on the first three monovalent bulk
batches manufactured from any new
waorking seed lot)
NEURAMINIDASE ENZYMATIC ACTIVITY _ : Presence of nevraminidase activity
By Enzymatic method " (performed on the first three monovalent bulk
batches manufactured from any new
working seed lot)
GENERAL CONCLUSION : Conforms
Release date : 01.09.2014
Expiry date : 25.04.2015
Date : “ / % g —
Qualified Perséh -y L
Prodt&;@ﬁa/hty and Disposition Department
W
Parc Industriel d'Ingarville, BP 101, 27101 Val De Reuil cedex, France \\ )
+ i
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SANOFI .z

QUALITY CONTROL CERTIFICAT
INFLUENZA VIRUS

Strain B/Massachusetts/2/2012

—

MASTER SEED LOT
Lot number : FA477285

Manufacturing date : 26.11.2012

Aesrieefelede s e droie Ao dde ke ek ke e e

HAEMAGGLUTININ ANTIGEN IDENTIFICATION . Posltive
By Haemagglutination Inhibition test

GENERAL CONCLUSION : Conforms
Release date : 04,06.20123

Date : /4 /7 . a

Qualifi ed Pers

L

roduct Quality and Disposition Department

A
Pare industriel d'Incarville, 8P 101, 27101 Val De Ravil cedex, France \ i
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SANOFI .g

QUALITY CONTROL CERTIFICAT
INFLUENZA VACCINE

Strain B/Massachusetts/2/2012

WORKING SEED LOT
Lot number ; FA490508

Manufacturing date :  28.02.2013

dedoedededededededode sekekdkde ok ek ke

TEST FOR MYCOPLASMA BY MICROBIOLOGICAL . Conforms
CULTURE

By Culture method

BACTERIAL AND FUNGAL STERILITY TEST : No microblal growth

By membrane fiitration

TEST FOR MYCOPLASMA BY EPIFLUQRESCENCE : Conforms
IN CELLULAR CULTURE ‘
By Inoculation to indicator cslis and specific staining

NEURAMINIDASE ANTIGEN IDENTIFICATION : Positive
By RT-PCR !

HAEMAGGLUTININ ANTIGEN {DENTIFICATION : Positive
By Haemagglutination inhibition tast

INFECTIOUS TITER
By EIDS0 : 10 log10 EID50/ml

GENERAL CONCLUSION : Conforms

Release date : 04.06.2013 ) // |
Date : ‘&»/é{(.[- &) . ,\f,@/{

Qualified Persdn :

——

/2 ﬁ y: pratsd.

e,

" Product Quality and Disposition Department

et

Parc industriet d'Incarville, BP 101, 27101 Val De Reuil cedex, France
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SANOFI

(SPLIT VIRION,

QUALITY CONTROL CERTIFICAT
INFLUENZA VACCINE

Strain B/Massachusetts/2/2012

INACTIVATED)

BULK

.ot number H

Manufacturing date

FA492930
27.03.2013

Fedetededde it A e A

OCTOXYNOL -9 -CONTENT
By HPLC

HAEMAGGLUTININ ANTIGEN IDENTIFICATIO
By Haemagglutinin inhibition test

HAEMAGGLUTININ ANTIGEN CONTENT
By SRID

RESIDUAL INFECTIOUS VIRUS
By Inoculation of eggs

BACTERIAL AND FUNGAL STERILITY
By Membrane filtration

NEURAMINIDASE ANTIGEN IDENTIFICATION
By RT-PCR

NEURAMINIDASE ENZYMATIC ACTIVITY
By Enzymatic method

GENERAL CONCLUSION : Conforms
Release date : 04.09.2014

Expiry date : 27.03.2015

Barg Industriel d'(ncarville, BP 101,

Th ¢ +33 (0)2.32.00.87.00 « Fax - +33 (0)2.32.09.67 67 - www sanofipsBemunent ID: RA_ 14359943 } {»\k

ACCESSEd by: KOROG}%QLVQ*%H&:NW soitai 2. averiut Puml Pastyul 89987 Lyon France «

Access dater 01 juil. 2016 13:20:12

: 564 pg/mi
N ' Positive
1167 (163 - 171) pg/ml
: No residual infectious virus
: No microbial growth

: Positive :
{performed on the first three monovalent bulk
batches manufactured from any new

working seed lot)

: Presence of neuraminidase activity
{performed on the first three monovalent butk
batches manufactured from any new

working seed lot)

VT g
Date: [ (4éf ¢ /
Qualified Pemﬂrjl H o .
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SANOFI PASTEUR wg

z
2 ,
g l . Certificate of Analysis . I
[-]
Product name : 481 — QIV - Split Virion Inactivated - Unidose Presentation
Batch : FDV02328
Step : Final Bulk Product
Manufacturing Date : 04/{JUN/2014
Prior batch : FA492830 : Conform on 03/JUL/2013
FA495333: Conform on 12/AUG/2013
FA495977 : Conform on 30/AUG/2013
FAS16286 : Conform on 26/MAY/2014
FINAL BULK PRODUCT - FINAL BULK PRODUCT
QUALITY CONTROL TESTS ACCEPTANCE CRITERIA RESULTS
Bactarial and fungal sterliity (by No mictabial growth Conforma
membrane filiration) )
Fornaidehyde contant (by 5 80 pg/mL 37 pg/ml
specirophotometry) - . .
Potein content (by Kjeidhal method) S 600 pg/ml 344 ug/ml
- bvalbumin CSHRRTEELISAT -~ et nghL T g L
[Total protein/hemaggiutinin] ratio (By  ss 2
calsulation)

* The batch FDV02328 was controlled according to the specifications described in the degument #Q_0402362/3.0

* The results conform to the accaptance criteria above and approved in document #Q, 0402362/3.0

* The resulls are as expacted based on prior manufacturing stages and processes, when applicable

HEAD OF ARD Dominique PETRE This is an electronic signature 20/AUGI2014
EU
Nams Signature Date
Version number: 1 Page 1 of 1
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