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I - IDENTIFICATION OF ASSAY LABORATORY
FONDEREPHAR

Laboratoire de Bactériologie, Virologie et Microbiologie Industrielle
Faculté des Sciences Pharmaceutiques

35 Chemin des Maraichers
31062 Toulouse cedex 9

II - IDENTIFICATION OF TEST PRODUCT

Product BLUETOO

Batch. F41

Date of receipt. 15-06-2009
Internal code. 09-1103

Active Substance. Not indicated
Promotor. CVE

Period of testing. June - July 2009
Storage conditions. Room temperature
III - TEST

Dilution neutralization method

Neutralizer. Tween 80 (10%), Lecithin (2%), Saponin (2%), Sodium thiosulfate (0.5%), trypcase-soja broth
(Batches 626, 627 and 631)

Count per mi : 1

Product diluent. water for injectables preparations
Appearance of the product. Liquid, clear
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IV - EXPERIMENTAL CONDITIONS
Product diluent. water for injectables preparations

Obligatory Conditions Test-organism Pseudomonas aeruginosa CIP 103467 (ATCC 15442)
Staphylococcus aureus CIP 4.83 (ATCC 6538)

Concentrations of the product. 80% 10%, 1% and 0,1% (V/V)

Test temperature. 20+ 1°C
Contact time. 5 minutes + 10 seconds
Incubation temperature. 36 £+1°C

Additional Conditions  Test-organism Escherichia coli CIP 54127 (ATCC 10536)

Concentrations of the product. 80% 10%, 1% and 0,1% (V/V)
Test temperature. 20+ 1°C
Contact time. 5 minutes + 10 seconds

Test-organism Pseudomonas aeruginosa CIP 103467 (ATCC 15442)
Staphylococcus aureus CIP 4.83 (ATCC 6538)
Escherichia coli CIP 54127 (ATCC 10536)

Concentrations of the product. 80% 10% and 1% (V/V)

Test temperature. 20+ 1°C
Contact time. 3 minutes + 10 seconds
Incubation temperature. 36 +1°C

No precipitate during the test procedure (test mixtures were homogeneous)

The COFRAC Accreditation only attests the capability of the laboratory for tests NF EN 1040, NF EN 1275, NF
EN 1276 and NF EN 1650.

COFRAC is a signatory of the multilateral accord of EA (European co-operation for Acreditation) and of ILAC
(International Laboratory Accreditation Cooperation), recognising the equivalence of test reports and analysis.
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VI - CONCLUSION

For the product BLUETOO - batch F41, the basic bactericidal concentration determinated
according to the NF EN 1040 standard (obligatory conditions: 5 min, 20°C) is 1% (V/V).

In additional conditions against Pseudomonas aeruginosa CIP 103467 and Staphylococcus aureus
CIP 4.83, the product BLUETOO - batch F41 has bactericidal activity at 20°C, with 3 min

contact time, at the concentration of 1% (V/V).

On additionnal strain, Escherichia coli CIP 54 127 :
- the product BLUETOO - batch F41 has bactericidal activity according to the NF EN 1040
standard (obligatory conditions: 5 min, 20°C) at the concentration of 1% (V/V).

- the product BLUETOO - batch F41 has bactericidal activity, at 20°C, with 3 min contact
time, at the concentration of 10% (V/V).
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