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Internal Quality Control

, _ for the quantification of
Reduced risk of analytical errors
By standardising samples laboratories can fetal-maternal haemorrhage

avoid false positives and false negatives due to

Reagent management

handling variations.

The 1IB K-Control is an internal quality control
(IQC) for the Kleihauer test, the test for detecting,
quantifying and monitoring maternal-fetal

Process under control

Provides documented proof of analytical

process control and the reliability of results.
haemorrhage.

Improved traceability This IQC has been designed to guarantee the
reliability of the results results of the Kleihauer test,
enabling laboratories to continuously monitor the
performance of their analytical system: reagents,
equipment, and techniques.

Each series of blades is accompanied by
detailed technical documentation, ensuring full
validation of the analytical process.

Safety

CE-1VD mark

Complies with regulatory requirements : this IBJB
IQC meets the requirements of the 98/79/EC and
isin the process of being CE-1VD according to

regulation (EU) 2017/746 guaranteeing a safe and
effective device. ‘

Accreditation compliance

Allows you to meet the accreditation requirements
laboratory accreditation requirements in accordance
with NF EN ISO 15189, guaranteeing seamless
integration into laboratory laboratory quality
procedures.




Reliability of results

Continuous validation of the Kleihauer test

Regularly monitors laboratory performance
of laboratories by analysing a control
sample with a known result.

&

Ready-to-use samples

Blood smear made from a mixture of adult
blood and cord blood in which the HF/10000
HA concentration has been previously
specified and quantified.

it

Evaluation of analytical variances

Allows immediate identification of any
deviations in the analytical process, including
staining and reading of the slide, and take
corrective action.

Why choose IJB K-Control ?

Y

Quality control is essential to guarantee the
reliability of the Kleihauer test results.

@

Full compliance with European regulations
and to the requirements of accredited
laboratories.

Y

Ease of use, with ready-to-use samples.

@

Rigorous analytical monitoring to prevent
any drift in laboratory performance.
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and
storage conditions

Ready to use:

Each slide is supplied individually
wrapped, ready to be stained and
analysed under the same analytical
conditions as patient samples.

Optimised storage:

Stored between +2°C to +8°C, the slides
stable for up to 1year from the date of
date of manufacture.

Immediate use after opening:

Samples must be analysed as soon as they
are brought back to room temperature
to ensure reliable results.

Pack of 5 control slides:

Offers a solution for laboratories
laboratories wishing to carry out regular
standardised controls.




Support and guidance

=
K-Matic

Coffret 5 flacons é@
pour tests de Kleihauer ‘

Manufacturer's warranty

Product tested and validated
protocols, guaranteeing consistent,
and reproducible quality.

Conservation a 2-8°C
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Reactive support to ensure optimal
conservation 3 2-8°C use of IQC in the laboratory.
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Easy integration with IBJB
devices

Compatible with Easy-K and
K-Matic solutions standardisation of
the Kleihauer test.
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Developed and manufactured by :
Institut de Biotechnologies Jacques Boy

Carefully read the instructions provided in the product’s IFU.

0326797272 * contact@ibjb.fr *  www.ibjb.fr
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