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Analytical measurements were performed by D.W.Bearden, K.W,Phimney, C.A,Rimmer, M.M. Sc
L.T. Sniegoski, and T.W. Vetter of the NIST Analytical Chemistry Division, and D.K. Hancock and B.E, Lang o
the NIST Biochemical Science Division,

Stalistical analyses were provided by N.F. Zhang of the NIST Statistical Engineering Division,

Support aspects involved in the issuance of this SRM were coordinated through the NIST Measurement Services
Division.

NOTICE AND WARNING TO USERS

Storage and Use: The SRM should be stored in its original bottle at femperatures between approximately 20 °C
and 25 °C.  With proper storage and handling, this material will not require drying prior to use, It must be tightly
re-capped after usage and protected from excessive moisture and light,

SOURCE, PREPARATION, AND ANALYSIS!

Source of Material: The material used for this SRM was provided by the Catifornia and Hawaiian Sugar Company
(Crockett, CA).

Preparvation of a Normal Sugar Solution: For very accurate measurements, solutions of the SRM should be
freshly prepared under sterile conditions using pure sterilized water. A “normal sugar solution” lS defined as
26.0160 g of “pure” sucrose weigbed in vacuum, dissolved in pure water, and diluted to 100.000 et at 20,00 °C.
This is equivalent to 23.7018 g of suctose per 100.000 g of aqueous solution. Therefore, weigh out 23.7018 g of
SRM 17f and add pure sterile water {0 a total mass of 100.000 g. Additional information on the preparation of a
normal sugar solution can be found in reference 3. In practice, one can accurately weigh an amount that differs
from 23.7018 g and multiply the observed rotation by the ratio of 23.7018 to the actual mass to compare results with
the reference values in Table 2a, ) '

Analyses: Analyses for value assignment of the optical rotation of SRM 17f provided in Table 2a were performed
al NIST, JASCO, Inc. (Easton, MDY}, and ATS Analytics (Fairfield, CT). Measurements at 546.2271 nm were made
at JASCG and ATS Analytics. Measurements at 589.4400 nm were made at NIST, JASCO, and ATS Analytics.

The optical rotation of a normal solution of SRM 174, provided in Table 2b, is based on the International Sugar
Scale, which became effective July 1, in 1988. The 100 °Z point of the International Sugar Scale Based
corrésponds to the optical rotation caused by normal solution of pure sucrose at the wavelength of 546,227 nm in a
200.000 mm polariscope tube at 20.00 °C [3].

Additional Analyses: Table | provides the elemental analysis results of SRM 17f and the theoretical percentages
calenlated for C;pHp04y.  Thus, the comparison shows that the theoretical composition s well within the
vncertainty of the elemental analysis measurements.

Table 1. Theoretical Composition and Elemental Analysis of Cy2H;0: for SRM 17

Element SRM17f Results Theoretical Calculation
(%0} (%)
C 42,22 + 0.18 42.10
H 647 £ 0.15 6.48

Karl Fischer titration yielded a moisture content of approximately 0.097 mg/g. Results of nuclear magnetic
resonance (NMR) analysis were consistent with a purity > 99 %, and additional supporting enalyses indicated that
there was no significant contribution from other saccharides.

'Cenain commercial equipment, Insttuments, or materials are identified in thigrars il EMﬂT pm aﬂﬁ ERONRH AT
experimental procedure,  Such identification docs not fmply recommendation or endorschiRE-BrbdiE Inpstitute o st
Technology, nor does it imply that the materials or equipment identified are necessarily the best ghapaplexs gcﬁe SAN{}FI PAS"’FUR 8.A.
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ICUMSA Equation: Using the rotatory dispersion equation below, given by the ICUMSA [4], values for the
optical rotation at 632.9914 nin and 882.6 nm were calculated from the measured values at 546.2271 nm. These
values are shown in Table 2a. This equation was also used to calculate a value for the optical rotation at
589.4400 nm. This value agreed to within 0.2 % of the average measured rotation for this SRM at 589.4400 nm.

ay 1
+a - A+a, At +ay-A°
. Qossnn Gyt ay A ey

a, = -0.075047659000
a, = 3.588221904585
a, = 0.051946178300
a, = -0.006515194377
A = wavelength (yumn)

Table 2a. Reference Values for the Optical Rotation and Associated Uncertainties® of a
“Normal Sugar Solution” of SRM 171 at 20.00 °C £ 0.01 °C

Wavelength 100,00 mun cell Optical Rotation 200.00 mm cell Optical Rotation

{in vacuo, nm) {mrad) {degrees) {trad) (degrees)
546.2271 35568 £ 0.05 20,379 £ 0.003 711.36 + 0.10 40,758 + 0.006
589.4400 301.50 = 042 17.275 + 0.048 603.01 + 0.84 34.550 £ 0.096
632.9914® 259.51 + 0.08 14.869 + 0,004 519.02 + 0.16 29.737 £ 0.008

382.60 120.41 + 0.04 7414 + 0.002 25881 + 0.08 14,828 + 0.004

Tabie 2b. Reference Value and Associated Uncertainty™ for °Z at 546.2271 nm of &
“Normal Sugar Solution” of SRM 17f a1 20.00 °C £ 0.01 °C

°Z = 99.950 + 0.012

Table 2c. Reference Value for the Specific Rotation [t;t]f)O and Associated Uncertainty® at 589.4400 nm

Specific Rotation, [a};u: 66.512 + 0.025

® The uncertainties in the reference values are expressed as expanded uncertainties, {/, at the 95 % level of confidence, and are
caleulated according to the method deseribed in the 130 Guide and NIST Guidetines [2). The expanded uncertainty is calculated
as U= ki, where u. is intended to represent, at the level of one standard deviation, the combined effects of method
differences, within-method variation, and material inhomogeneity. The coverage factor k is determined from the Student’s
t-distribution corresponding to the appropriate degrees of fieedom and approximately 95 % confidence.

® The optical rotation values for 632.9914 nm and $82.60 nm are caleulated based upon the measurements at 546.227) nm (see
section entitled “ICUMSA Equation™),

) The uncertainty for the °Z value also includes a component for uncertainly in the 100 °Z value {3].
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Users of this SRM should ensure that the certificate in their possession is current, This can be accomplished by
contacting the SRM Program at telephone (301) 975-2200; fax (3/97) 9?6-4751; e-matl srntinfo@pigp.gov: or via
the Internet litfpdhwwivantst. gov/srnt { e '
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Certificate of Analysis - Olive Oil Reference standard - HBsAg
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CERTIFICATE OF AN ALYSISl

PRODUCT NAME: OLIVE OIL
CATALOG NUMBER: Q-1500
LOT NUMBER: 012ZK6042

This product meets all of Sigma Diagnostics quality specifications
and performs as outlined in the product insert.

oljl0a.con

Bigma wareants thut its produsts conform to the information containod in this and other Sigma publications. Purchassr must
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Register for addltlonal site benefits. | Login | Your Profile | Order Center | Search | Oligos & Pept:crzs l'

Product Nam
Relas
01500 Olive oil [ Reta
FT-IR ¢
Sigma  suitable for substrate for lipase FT-IRF
MSDS
his product number has been discontinued but a similar product may be available, Please select the Certific
recommended replacement product below (if a direct replacement is avaliiable) or use the links to Enter |
"similar products" or “related product categories” to see other possible replacement products, n ?r
Recommended Products Certific
Replaced by 01514, Olive oil Enter |
Price and Availability :: olr-?r::
Click For Pricing and Availability 'gim"a‘
CAS Number 8001-25-0 Relate
EG/EC Number 2322770 E] Page
DL number MFCD00131784 ,
Print P
xpand/Collapse All Bulk Qi
Descriptions Ask AL
Linkage Also see Sigma lipase substrate, an olive oil emulsion, for the determination of Email F
serum lipase,
Quality Highty refined; low acidity Last 5P
. 01500
Properties
density 0.91 g/mL at 25 “C{lit.)
suitahility suitable for substrate for lipase
Safety
WGK Germany -
RTECS RK4300060
F . 8-9-23
= Use of this weh site constilutes your acceplance of the Sile Use Terms

privacy | lerms and congitions of sale | Business Developmenl

© 2007 Sigma-Aldrich Co. Reproduciion forbidden vithout permission.
Sigma-Aldrich brand products are sold exclusively through Sigma-Aldrich, Inc. Best viewed in IE6 or higher
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SIGMA-ALDRICH

Product Name
Product Number
Product Brand

CAS Number
Molecular Formula,
Molecular Weight

TEST

APPEARANCE
SPECIFIC GRAVITY
ACID VALUE

IODINE VALUE
SAPONIFICATION VALUE
Cie:0

ciG:l

Cis:0

cisg:1

cis:z

C1i3:3

Cc20:0

£20:1

IR SPECTRUM

QC ACCEPTANCE DATE

S

5,':/'/7&"&1_ . 4

Lor Schulz, Manag
Analytical Barvice:
St Laule, Missour]

Oliveoll /
Q1514
SIGMA
8001-25-0 °

SPECIFICATION

CertificatecAnalysis

LOT 014K6007 RESULTS
CLEAR FAINT YELLOW LIQUID
0.913

0.04

81

igl

9.8%

0.7%

3.2%

77.3%

7.1%

0.6%

0.5%

0.4%

CONSISTENMT WITH STRUCTURE
MOVEMBER 2003

MR

AOKANA MUNTEMILE it
STOR TECHIBE D
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- apartir de la fecha en Ja que el mismo es recepcion

Buenos Aires, 05 de octubre de 2204

Aventis-Pasteur S.A.
Sra. Valeria Padin
S / D:

Por medio de la pres

. e-eertt 08 segin los lineamientos de
nuestra Corporacién, que el producto 01514 Tot# 014K60

07 goza de 5 afios de vigencia
vuestra empress,

Sigma-dldrich de Argentina S.A. ssegura la elaboracion,
almacenamiento, empaque y ¢l correspondiente transporte en condiciones adecuadas de
todos sus productos hasta que los mismos llegan a manos de nuestros clientes.

* Sin otro patticular, aprovechamos la presente para saludarla noy
atentamente, '
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Sigma-Aldrich Certificate of Analysis

SIGMA-ALDORICH

Page i ol |

& SIGMA { |

Certificate of Analysis

Product Name:

Product Number:
Product Brand:
Molecular Formula:
Molecular Mass:
CAS Number:

TEST

APPEARANCE
REMARKS ON GC

DENSITY D20/4
INFRARED SPECTRUM
SAPONIFICATION VALUE
QC RELEASE DATE

E/,@\QSJ v‘.}L

Edeltraud Schwérzler, Manager
Quaility Control

Buchs, Switzeriand

Indusiriestrassa 25, CH-947 1 Buchs (SG). Switzedand

OLIVE OlL

highly refined, low acidity
01514

Sigma

8001-25-0

LOT 1423657 RESULTS

CLEAR YELLOW LIQUID
C16:0=10.0%
C182=72%
C18:3=05%

0.912

CONFORMS

192

13/MAR/08

Tel: +41 81 755 2511 Fax: +41 81 756 5449

Sigma-Aldrich, Inc. warrants, that lis products conform lo the informalion centained in this and other Sigma-Aldrich publications, Purchaser must
_ ~. delarmine the suitabillly of the product(s) for thelr parlicular use. Additional tarms and conditions may apply. Please see reverse side of lhe
invaice or packing slip. Sigma Brand products are sold exclusively through Sigma-Aldrich, Inc.

hitp://buchpsrv05.europe.sial.com/anpi/cofa3.php?az_charge=142365 7&staktus=2&pr...
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Certificate of Analysis - Low Molecular Weight Marker Reference Material -
HBsAg
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GE Heaqlthcare

| Certificate of Analysis

Part Number: 17044601

Amersham
Name: Low Molecular Weight Calibration Kit for Electrophoresis

Lot 382576 Date of October Test October Expiry 04 January 2012
No: Manufacture: 2009 Dote: 2009 Date

Analytical information

Each vial contains a lyophilized mixture of protein standards. When reconstituted with
100 gl of electropharesis buffer, the solution will contain approximately 25% sucrose,
allowing direct application to an electrophoresis gel.

Quality control

Reconstitution of the vial with 100 pl of electrophoresis buffer and application to an
B-25% PhastGel™ yielded the results listed below.

Protein RiVailue Specification
Phosphorylase b 0.35 0.32-0.40
Bovine Serum Albumin 0.43 0.39-0.47
Qvalbumin 051 0.46-0.56
Carbonic Anhydrase 0.62 0.58-0.70
Trypsin Inhibitor 0.73 0.66-0.80
alLactalbumin { 0.83 0.75-0.91

éandintensity‘: Pass
Band Appearance : Pass
48 hour stability at 37 °C: Pass

Package & storage conditions:
Store at 2-8 °C.
Ship at ambient.

John Dunn
Proteomics Tearn Leader

GE, lmagination ot work and GE monogrom are trodemarks af General Electric Compony
Amershom and PhostGel are trademarks of GE Healthcore companies

© 2009 Generol Elactric Company - Al ights reserved

All guods and services dre sold subject 1o the tesms and tonditions of sole of the company within GE Healthcore which supplies them
A copy of these terms and conditions is available 6n request

Contact your locol GE Healthcore representative for the most current information

Version AA 10/2009
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S e SRNRE CHRISTIANDO T

! e i ' .BU
DIRECTORA TEGME %W'%ﬂ;-r FIR S0







3.2.8.5

Certificate of Analysis - Endotoxins Reference Material - HBsAg
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CERTIFICATE OF ANALYSIS

VIAL. CONTENTS: Endosafe® Control Standard Endotoxin ls prepared from E. coll sirain 085 BS. Each vial
contalns 500 ng of purified Lipopolysaccharids, freeze dried In a stabilized matix. ,

RSE/CSE RATIO: The potency of this standard in Endotoxin units, (EU) has been determined to be

=2 EU/ng by the method described in Appendix C (Gel-¢lot Technigue) of the GUIDELINE ON VALIDATION OF
.AE LIMULUS AMEBOCYTE LYSATE TEST AS AN END PRODUCT ENDOTOXIN TEST FOR HUMAN AND ANIMAL

PARENTERAL DRUGS, BIOLOGICAL PRODUCTS, AND MEDICAL DEVICES, published by the U.S Food and Drug

Administration.

CSE Lot: EM04972  LAL Reagent Lot; B4352, RSE Lot EC-8-3
RSE/CSE Ratio: 22 ElUing Vial contents: 11,000 EUAial

Geomstric Mean Sensitivity with RSE: 0.03 EU/mL

ISICSE RATIO: The Expert Commitiee on Biological Standardization of WHO has assngned a potency of the IS as
10,000 iU per vial of IS, s0 that 11U.= 1 EU. The potency of this endotoxin standard in Internationial (Endotoxin) Units,
IU, has been designated as 22 1U/ng.

DIRECTIONS FOR USE: Reconstitute the lyophilized material with 55 mlL of LAL reagent grade water to
abtain 2000 EU/mL or 2000 (UfmL. Vortex mix vigorously for at least § minutes after rehydration, and for at least 1

e minute immediately prior to each use,

~8TORAGE: store rehydrated material at 2-8°C for up o 4 weeks. Store lyophilized maierial af controlled room
2mperature or refrigerated as preferred. Diluted endotoxin should not be stored except under validated conditions.

CAUTION: DO NOT FREEZE ENDOTOXIN SOLUTIONS

Signature: %ﬂﬁ/\&b M ' Date: Zté.ﬂ,p»\,w/d
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H
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sndotonin and rateroilal detection
1028 Wappoo Road, Suite 438, Charleston, SC 29407 * 843,.400.4800 « Fax: 843.766.75670 » www.Criver.com

; 4CDERADO
RA TEGRLIE gssmm:ﬁ e 5.






514)

U

o . ] ‘»._ y "
SONOF pasteur e
- La division vaccins du Groupe sanofi-avencis.
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CERTIFICATE OF ANALYSIS
(1/2)
Product name : 352 AL2i
Batch: FDNC0491
Prior batch: fFpvo1398-3
Predecessor conform on:  june 29. 2010
FILLED PRODUCT
QUALITY CONTROL TESTS ACCEPTANCE CRITERIA RESULTS
Appearance Whitish and cloudy suspension Conforms
2 0.5 mL for each of the 5

Extractable volume individual syringes tested Conforms
Aluminium content 0.40 - 0.80 mg/dose 0.61 mg/dose
pH measurement 6.5-7.5 7.27
Diphtheria identity , \ -
(Ouchterlony) For infoermation Positive
Tetanus identity (Ouchteriony) | For information Positive
Haemophilus identity , , ogt
(Ouchterlony) For information Positive
Pertussis identity
(Ouchteriony) . i .

. FHA For information . Fositive

s PT
Hepatitis B Identity (ELISA) For information Positive
Polio identity (ELISA ~-D , , L.
Antigen) For information Positive
Identity of each valence :
Haemophilus, Hepatitis B, " -
Pertussis, Diphtheria, Tetanus, Positive for each valence Positive
Polio (Luminax)

, - Free from growth when tested for

tBa(t:tenaE and fungal sterility bacterial and fungal Conforms
es contamination

MONTEMILONE - CHEISTIAN DbMiNGE:
DIREITORA TECMICA APGDERADO
SANOHI PASTEUR S.A.  SANOF) PASTEUR 5.4,

sanofi pasteur. Camnpus Mérieux, 1541, avenue Marcel Médeux - F-692380 Marcy I'Ergile ~ Tél.: +3340)4 37 37(7- 00 - Fax: +33{0)4 37 373854 -

www sanofipasteur. com

Sanofi Pasteur Socidké anonyme au capital de 271 817 40 €, Sidge sadial : 2, avenue Port Pasteur. 39367 Lyen. RCS (yon B 3499 505 370. Code APE 244 C






sanofi pasteur

La division vaccins du Groupe sanofi-aventis.

e
CERTIFICATE OF ANALYSIS
(2/2)
Product name : 352 AL2i
Batch: - FDNC0491
Prior batch: FDV01398-3

Predecessor conform on:

June 29. 2010

l FILLED PRODUCT
QUALITY CONTROL TESTS ACCEPTANCE CRITERIA RESULTS
Pyrogen test Conforms g?.?f;r?;go - 0°05=0°05
- No sign of death or iliness within
Abnormal toxicity test 7 days after inoculation Conforms
Endotoxin content by rFC For information < 10.0 IU/mL

DSC N°GQ_0017121.0

N°e GQ_001712/1.0
The results are as expected

The batch FDNC0491 has be

en controlled according to the specifications described in the

The results conform to the acceptance criteria above and approved in the DSC

based on prior manufacturing stages and processes.

Head of ARDEU ___D. PETRE D @Lsf_ 4 neu26 (0
Name P e Date

ROXANA MONTEMILONE CHRISTIAN DOMINGUE?
DIRECTORA TEGNIGA ‘ Do
SANTEIPASTEUR S.A,  SANOFI PASTEUR 8.4,
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B La division vaccins du Groupe sanofi-aventis.

CERTIFICATE OF ANALYSIS
(1/2)

|

Product name : 352 AL2i
Batch: FDNC0504

Prior batch: Fpvo1416-3
Predecessor conformon: June 29. 2010

FILLED PRODUCT
GQGUALITY CONTROL TESTS ACCEPTANCE CRITERIA RESULTS
Appearance Whitish and ctoudy suspension Conforms
2 0.5 mL for each of the 5

Extractable volume individual syringes tested Conforms

Aluminium content 0.40 — 0.80 mg/dose 0.61 mg/dose

pH measurement 6.5-75 717

Diphtheria identity . . -

(Ouchteriony) For information Positive

Tetanus identity (Quchterlony} | For information ' Positive

Haemophilus identity , , iy

(Ouchterlony) For information Positive

Pertussis identity

(Ouchterlony) F o y i .

. FHA or information Positive
» PT

Hepatitis B Identity (ELISA) For information Positive
— Polio identity (ELISA - D , . .

Antigen) For information Positive

|dentity of each valence :

Haemophilus, Hepatitis B, - »

Pertussis, Diphtheria, Tetanus, Positive for each valence Positive

Polio (Luminex)

, - Free from growth when tested for
Bacterial and tungal steriity bacterial asrjld fungal Conforms
test contamination

sanofi pasteur, Campus Mérieux. 1541, avenue Marcel Mériews —F-69280 Marcy I'Eteile - T&.: 433(004 3737 0 OZI' - Fax 1 +33{0)4 37 37 3854 -

www sanofipzsteur com
$anof Pasteur. Sodiété anonyme au capital de 271 817 440 €. Sibga social : 2, avenue Pont Pasteur §9367 Lyon. RCS Lyon 8 548 505 370. Code APE 244 C






SONOF Dasteur

La division vaccins du Groupe sanofi-aventis.

CERTIFICATE OF ANALYSIS

(2/2)
Product name : 352 AL2j
Batch: FDNC0504
Prior batch: Fpvoi41s-3
Predecessor conform on:  jyune 29, 2010
FILLED PRODUCT
QUALITY CONTROL TESTS ACCEPTANCE CRITERIA RESULTS
Pyrogen test Conforms ?:o::f; r?nis =~ 0°00=0%23
- No sign of death or iliness within ;

Abnormal toxicity test 7 days after inoculation Conforms
Endotoxin content by rFC For information < 10.0 IU/mL

« The batch FDNC0504 has been controlled according to the specifications described in the DSC

N°GQ_001712/1.0

« The results conform to the acceptance criteria above and approved in the DSC

- N° GQ_001712/1.0

¢ The results are as expected based on prior manufacturing stages and processes.

, - \ / i #
Head of ARDEU __ D.PETRE _ __\) ’?gz—
Name “ Signature

b ey 2010
Date
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La division vaccins du Groupe sanofi-aventis.

CERTIFICATE OF ANALYSIS

(1/2)

Product name :

Batch:
Prior batch:

Predecessor conform on:

352 AL2i
FDNCO0505
FDV01420-3
June 29, 2010

FILLED PRODUCT
QUALITY CONTROL TESTS ACCEPTANCE CRITERIA RESULTS
Appearance Whitish and cloudy suspension Conforms
2 0.5 mL for each of the 5

Extractable volume individual syringes tested Conforms
Aluminium content 0.40 — 0.80 mg/dose 0.58 mg/dose
pH measurement 68.5-7.5 7.19
Diphtheria identity ; . o,
(Ouchterlony) For information Positive
Tetanus identity (Ouchterlony) | For information Positive
Haemophilus identity . . s
(Ouchteriony) For information Positive
Pertussis identity
(Ouchteriony) For inf 4 Positi

. FHA or information ositive

« PT
Hapatitis B Identity (ELISA) For information Positive
Polio Identity (ELISA — D . g , s
Antigen) For information Positive
Identity of each valence :
Haemophilus, Hepatitis B, - vy
Pertussis, Diphtheria, Tetanus, Pasitive for each valence Positive
Polio (Luminex)

. - Free from growth when tested for

Bacterial and fungal sterility bacterial and fungal Conforms

test

contamination

ROXAN
DIRECTORA TECMIGA
SANNFL PASTEHR S.A.

DN%'EMILONE OHRISTIAN Démw&ua‘

APGDERADU
SANOFI PASTEUR S.A.

sanofi pasleur, Campus Mérieux, 1541, avenue Marcel Mérieux - F-6928C Marey I'ftoile - Tél.: +33(0)4 37 37 01 00 - Fax ; +33{(0)4 37 37 38 54 -

www,sanofipasteur com

Sanafi Pasteur, Soclité anonyme au capital de 271 817 440 €. Sibge rodial - 2, avenue Pond Pasteur. 3487 Lyen, ACS Lyan & 349 305 370, Code APE 244 C
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La division vaceins du Groupe sanofi-aventis,

L
CERTIFICATE OF ANALYSIS
(2/2)
Product name : 352 AL2i
Batch: FDNCO0505
Prior batch: gpvo1420-3
Predecessor conform on:  June 29, 2010
FILLED PRODUCT
QUALITY CONTROL TESTS ACCEPTANCE CRITERIA RESULTS
Pyrogen test Conforms g’::f;r%:i’ = 0712=0%8
- No sign of death or illness within
Abnormal toxicity test 7 days after inoculation Conforms
Endotoxin content by rFC For information < 10.0 {U/mL

e The batch FDNCO505 has been controlled according to the specifications described in the DSC

N°GQ_001712/1.0

« The results conform to the acceptance criteria above and approved in the DSC

- N° GQ_001712/1.0

¢ The results are as expected based on prior manufacturing stages and processes.

Head of ARD EU D. PETRE 2’,,_%3& }’“:,-_

L\ ney 20\

Name

Signature

SeaneFi D

S ekivhivn wagns ta U

Date

AMONTEMILONE  CHRISTIAN DUMIMGUEZ
CTORA TECHIGA ~ APGDERADO
FIPASTRIIR §.A.  SANNF PASTEIR 8.4
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La division vaceins cu Groupe sanofi-aventis,

QUALITY CONTROL CERTIFICATE

NAME OF THE PRODUCT :  DTaP-IPV-HepB-PRP~T
LOT N° : 54312
e———PRESENTATION © Vial 1 dose (0.5 mL)
FINAL BULK N° : FDV01398-1
DATE OF MANUFACTURE : 08 February 2010
CONTROLS SPECIFICATIONS RESULTS
) Appearance Whitish and cloudy suspension | Conforms
2 0.5 mL for each of the
Extractable volume 5 individual vials tested Conforms
Aluminium content 0.40 — 0.80 mg/dose 0.62 mg/dose
pH 65-75 7.29
identity of each valence :
Haemophilus, Hepatitis B, Positive for each vaience Positive

Pertussis, Diphtheria, Tetanus,
Palio

Free from growth when tested
Bacterial and fungal sterility for bacterial and fungal Conforms
contamination

0°13 = 0°13 =~ 0°10 =2 0°36
Pyrogens Conforms Conforms
— Abnormal toxicity No sign of death or iliness Conforms

within 7 days after inoculation

Batch released on: 22 July 2010

O, gk Ap

Alice PADIEU-SEQUEIRA

R&D QA Manager - Clinical Batch Release R0 ONTEMILONE ChRtfadD NINGLE?
DIRECTERA TEGHIDA APODEHADO
SANNF! RASTEHR S.A.  BANOF PASTEIR S.A

sanofi pasteur. Campus Mérieux, 1541, avenue Marcel Merieux - £-69280 Marcy I'Etoile - Tel.. 133(0)4 37 37 01 00 - Fax: +33(0)4 37 373854 www.sanpfipasteur.com
Sanafi Pastewr. Sogiété nnonyme au capital de 271 517 440 &, Siége social : 2, avenue Pont Pasteur. 69267 Lyon. RCS Lyon 8 349 503 370. Code APE 24 C
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La division vaceing du Groupe sanofi-uventis,

QUALITY CONTROL CERTIFICATE

NAME OF THE PRODUCT :  DTaP-IPV-HepB-PRP~T
LOTN® ;84313 '
e ——PRESENTATION . Vial 1 dose (0.5 mL)
FINAL BULK N°® . FDV0141641
DATE OF MANUFACTURE . 09 February 2010
CONTROLS SPECIFICATIONS , RESULTS
Appearance Whitish and cloudy suspenéion Conforms

= 0.5 mL for each of the

Extractable volume 5 individual vials tested Conforms
Aluminium content "~ 10.40 —0.80 mg/dose 0.60 mg/dose
pH 6.5-7.5 7.18

Identity of each valence :

Haemophilus, Hepatitis B, Positive for each valence Positive

Pertussis, Diphtheria, Tetanus,
Polio

Free from growth when tested
Bacterial and fungal sterility for bacterial and fungai Conforms
contamination

0°14 - 0°40 - 0°09 = 0°63

Pyrogens Conforms Conforms

No sign of death or iliness

within 7 days after inoculation | S°"r™S

Abnormal toxicity

Batch released on: 22 July 2010

e
5 COERADO

R&D QA Manager - Clinical Batch Release
SANCE! PASTEIR 8.4

i \m:n/\ ot odr. A \
Alice PADTEU- SEQUEIRA e Ae MONTEM'LGME oM

sanoft pasteur, Campus Mérigux, 1541, avenue Marcel Mérisux - F-69280 Marcy ['Btoile - Tél.. +33(0)4 37 37 01 Q0 - Fax: +33(0)4 37 37 38 54 - www.sanofipasteuncom
Sanofl Pastewr, Société anonyme au capital de 271 817 240 €, Sige saclal : 2, ovenue Pont Pasteun, G367 Lyon. RCS Lyen B 349 505 370. Lode APE 244 ¢
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La division vaccins du Groupe sanofi-aventis.

l_

QUALITY CONTROL CERTIFICATE

NAME OF THE PRODUCT DTaP-IPV-HepB-PRP~T
LOTN® $4314
z._-—-——"'f-"RT:"éENTATION Vial 1 dose (0.5 mL)
FINAL BULK N° FDV01420-1
DATE OF MANUFACTURE 10 February 2010
CONTROLS SPECIFICATIONS RESULTS
Appearance Whitish and cloudy suspension | Conforms
2 0.5 mL for each of the
Extractable volume 5 individual vials tested Conforms
Aluminium content 0.40 — 0.80 mg/dose 0.62 mg/dose
pH 6.5-75 7.20
Identity of each vatence :
Haemophilus, Hepatitis B, - I,
Pertussis, Diphtheria, Tetanus, Positive for each valence Positive
Polio
Free from growth when tested
Bacterial and fungal sterility for bacterial and fungal Conforms
contamination
0°22 - 0°10 -~ 0°13 = 0°44*
Pyrogens Conforms Conforms
- No sign of death or illness
Abnormal toxicity within 7 days after inoculation Conforms

* The total temparature increase provided Is not issued from the rounded values provided by the excel file, bui from actual Individual

results.

Batch released on: 22 July 2010

Alice PADIEU-SEQUEIRA
R&D QA Manager - Clinical Batch Release

ROXANAMUNTEMILONE CHRISTIAN DURINGUEZ
DIRECTORA TEGHICA APUDERADO
SANNE m( TRIR S8, SANOF PASTRUR S.A.

sanofi pasteur. Campus Mérleux, 1541, avenue Marcel Mérieux - F-69280 Marcy VEtoile — Tal: +33(014 37 37 01 G0 - Fax : +33(0)4 37 37 38 54 - www sanafipasteur.coin
Sarivi Pasteur. Société ananyme au capital de 271 817 440 €. Siége sociol : 2 avenue Pont Pasteur. 69367 Lyon, RCS Lyen B 349 505 370. Code APE 244 C
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