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Supplier / Manufacturer

Control Report

SYNBIOTICS Europe

Batch control of a Rose Bengal Test Antigen
(Animal brucellosis serology)

Commercial name BENGATEST
Product reference ABGT
Batch number 16ZBAB004
Expiry date 13 April 2020
Serological diagnosis of animal brucellosis by Rose
Description Bengal Test (RBT).
Vial of 10 mL.
Batch size 1828
Reference ANSES D-16-4687/11439

Date of control

Standard references

Operating procedure

Instructions for use

4 January 2017

Annex C of 64/432/EC directive and OIE Manual of
Diagnostic Tests and Vaccines for Terrestrial Animals

(Chapt. 2.1.4) (Current versions)

French standards AFNOR NF U 47-310 & U 47-003

Satisfactory (version : February 2013)

Control test Criteria Results

Furity s Gram negative coccobacilli | Passed

(Gram staining)

Antigen titration Positive at 1/45 dilution Failed

BRU POS SE 01* Negative at 1/55 dilution Positive at 1/55
Sens@nty Always positive Passed

5 positive sera

Spedificity Always negative Passed

5 negative sera

Conclusion

Failed

* French National Standard equivalent to the OIEISS

Maisons-Alfort, 16 February 2017

This report applies only to the items submitted to control.

Maryne Jay

Project manager

UE / OIE / FAO Reference

Reproduction of this report is authorized in its integral form only.
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