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Table 1. Certified Bovine Serum Alburnin Concentration by Amino Acid Analysis®

BSA Concentration: 6541 g/L + 0.82 g/L

@} The certified value is the equally weighted mean of results obtained from two chemically independent methods (see “Analytical
Methods™. The expanded uncertainty in the certified concentration is calculated as U/ = ku, The quantity u, is the combined
standard uncertainty calculated based on a Bayesian approach in [5] and ISO and NIST Guides [6]. The coverage factor, k= 2,
represents an approximate 95 % level of confidence.

* Table 2. Reference Total Protein Concentration by the Biuret Method®

Protein Concentration:  70.10g/L + 0.74 ¢/ i

® Because only gj’ng]e method was used, the results do not meet the NIST criteria for a certified value [7]. Therefore this
method specific result is considered a reference value. The expanded uncertainty in the reference concentration is calculated as
U= ku,, The uncertainty «, is based upon quadratically combining the measurement uncertainty with the uncertainty in SRM
927¢, which served as the external standard for the measurements. The major component in the uncertainty for SRM 927d is "«
the uncertainty in the concentration of SRM 927¢. The coverage factor, & = 2, represents an approximate 95 % confidence
interval.

Table 3, Reference Values for Various Properties of SRM 927d

Mean Fill Volume: 2.245mL F= 0.006 mL
pH: 6.70 & 0.01
Density: 1.0178 g/ml. % 0.0003 g/mL
Spectral Properties ' Absorbance
Ultraviolet (Axs/Azmratio @ 1.0 g/L) 0.467 £ 0.002
Soret Band (Visible) Agos 0.140 +  0.002
Aspo 0.0320 = 0.0021
Ao 0.0187 + 00024
Major molecular forms of BSA in decreasing order of abundance
Relative Molecular Mass
66432 x 7
66 549 x 12
66473 x 14
66 593 # 1
66 344 £ 13
66 222 : 14
66 389 + 14

"Theoretical BSA relative molecular mass from Aminﬁ Acid Sequence [8]: 66 399
The uncertainties in the reference values are caleulated as U/ = ky,, The quantity u, is the combined standard uncertainty

caleulated according to the ISO and NIST Guides [6], where u, is intended to represent the measurement efror at the
level of one standard deviation. The caperage factor, & = 2, represents en approximate 95 % confidence interval,

Table 4. Information Value for Optical Absorbanc

Optical Absorbance @ 279 nm for 1 g/L [9] - M/U l ‘
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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) 975-6776; fax (301) 926-4751; e-mail srminfo@nist.gov; or via

the Internet at hftn:www.nistgov/srm /€ /Z
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Certificat of analysis : Poliomyelitis in-house refe%
Batch N°11-07-07 for Dantigen tltratlon

sttt

e AR

Manufacturing

e Vero cell
142th passage for bulk production

« Concentration of the product on Biomax Pellicon 1 (trivalent step) on the 11-07-07
o Filtration of concentrated product on Millidisk MCGL on the 11-07-07 and stored at +5°C.
» Filling on the 16.07.07 and stored at +5°C

o Freezing at —70°C on the 24.07.2007 after controls.

Controls

¢ D Antigen titer serotype 1 (sigmoid method) — 1448 UD/ml
D Antigen titer serotype 2 (sigmoid method) — 325 UD/ml
D Antigen titer serotype 3 (sigmoid method) — 1123 UD/ml

Confidential 28/04/200
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Certificate of Analysis - Formaldehyde - IPV
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Certificate of Analysis

Material : 20913.294 Formaldéhyde 37 <
Batch : 061140015 Expires end of 11/2009

CHARACTERISTICS SPECIFICATIONS
Titre 34,5 —> 38,0 %
spect Liquide limpide incolore
Identification A Conforme
{dentification B Conforme
Identitication C Corforme
itification D Conforme
Solution 8 Conforme
Aspect de la solution Conforme
Acidité Conforma
Méthanol (V/V) 9,0 - 15,0 % B
Cendres sulfuriques Max. 0,1 % U MaX. 0,1 %
Solvants résiduels _ Conforme ~.Gonforme,

We certify that this batch conforms to the specifications listed above,
BOL : Below detected limit.

Ingrid Dewoli Head of laboratory - Haasrode
VWR Intemational
Document printed on 04/2007

This document has been produced slectronically and is valid without a signature.
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VWR Intemational bvba/spr HOXNGH MONTEMILOME CHRISTAN DL]MIN&UEZ

Haasrode Research Park Zong 3 DIRECTORA TEOMIRA AFODERADD
Geldenaaksbaan 464 ARTE(IR SPx SANAF! PASTEIR S.A.

B-3001 Leuven b
Tel: + 32 {0)i6 385 014
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PRODUCT : FORMALDEHYDE SOLUTION (600160)

BATCH N° : FA 274243

Supplier Batch n® : 06 L 140015
CONTROLS : RESULTS : SPECIFICATIONS :
CHARACTERS

Appearance : Pass Liguid

Colour ' : Pass Colourless

o *ubility : Pass Pass
IDENTIFICATION : Pass Pass
TESTS

Appearance (aqueous solution 20% V/V) : Pass Colourless

Acidity : Pass Pass

Methanol 1127 % VIV 9.0 to 15.0% V/V

Sulphated ash : 0.0% wiw <0.1% wiw
ASSAY :36.5 % wiw 34.5 to 38.0% wiw

REFERENCES : - BEuropean Pharmacopoeia

o - SOP n°030 840 :

 CONCLUSION : PASS Release Date ; 26/04/2007 (DD/MM/YY)

SIGNATURE ; K. CHAZELLE
Raw Material Laboratory Manager
Quality Control

'1‘ .
RO&({:NA ONTEMILONE  GHRISTIAND
DIRECTQRA TECHEGA APGDERAGY
SANQFI AASTEUR S.A, SANOF} PASTEUR 8.,

T
sanofi pastewr. Campus Mérigw, 1541, avenue Marcel Mérieux - F-69280 Marev |'Eloile - Tél.: +3310)4 37 lﬁ)ﬂ 00 - Fax © +33(0)4 37 37 38 54 - wywaysanofivasteur.com
Sanali Fasteur Sucidtd dnoryme au capital de 271 817 440 € Sitge socml 2, aveniie Pont Pastew 59367 Lyon RCS Lyon B 349 505 370 Code APE 244 C
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Council of Europe

* * * EUROPEAN DIRECTQRATE FOR
* * THE QUALITY OF MEDICINES
* *
>* * EURCPEAN PHARMACOPOEIA COMMISSION
* 4 Kk

ENDOTOXIN STANDARD BRP batch 4 -

1. AMPOULE CONTENTS

Each vial contains the residue after freeze-drying of 1.0 ml of a solution that contained:

E. coli 0113: H10: K-endotoxin lpg
Lactose 10 mg
Polyethylene glycol Img
2, ASSIGNED CONTENT

10 000 International Units per vial.

3. RECONSTITUTION AND USE OF VIALS

Add 5ml of sterile water LAL to the vial, Reconstitute by mixing intermittently for

30 min, using a vortex mixer. The resulting solution of 2 000 TU per ml is to be used as a stock solution
for preparing serial dilutions, For economy of use, the stock solution may be divided into aliquots
immediately after reconstitution and the aliquots stored at - 40°C or below, Altematively, the stock
solution may be stored in a refrigerator for not more than 14 days. Aliquots of the stock solution are to
be taken (for preparing serial dilutions) after vigorous mixing for 3 minutes. Subsequent dilutions are to
be mixed for not less than 30 seconds.

Suitable precautions should be taken in the use and disposal of the vial and its contents,

4, STORAGE

Unopened vials are to be stored at » 20°C (Jong term storage).

Catalogue number / Numéro catalogue : E0150000 Rev,

A% 12/03/2004 112 j
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Estandares o Materiales de Referencia - PRP-T
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