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The context

The adoption of a quality system in
accordance to the requisites of UNI ISO 15189
underlines the necessity of clinical laboratories
to satisfy teir clients’ needs, providing unseful
information to the clinical decisions that must
be taken for the diagnosis, prognosis and
monitoring of both the patients’ health status
and pathologies.

KALILAB

Innovation
Organization
Control

Nevertheless, the implementation and
management of the processes requested

by the standard may represent a path both
complex and expensive for laboratories, either
public or private, and they are very often
accomplished through inadequate tools.
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The solution

KaliLab is the solution by Netika, now part of the Dedalus Group, which may efficiently support and
guide laboratories in the accreditation path for obtaining the UNI ISO 15189 certification “Medical
laboratories - Requirements for quality and competence”.

The initial accreditation and maintenance of the requirements demand a very challenging and
difficult process; thanks to Kalilab it is possible to manage the quality in its entirety, the personnel
with specific qualifications and the warehouse with the related orders, in order to guarantee to
laboratories a complete traceability of the whole process, from the pre-analytical, to the analytical
and post-analytical phase.

Functional completeness in process management:

¢ Document Management

* Quality Management

® Device Management

* Personnel Management

e Warehouse and Order Management

Based on the adoption of structured methods, on the involvement of all personnel, customers and

suppliers, on documented and recorded information, KaliLab helps companies to better organize
themselves, according to a continuous improvement process:

* Collection and synthesis of laboratory data

¢ Data processing and risk management

e Editing forms

* In compliance with standards NF EN [SO / [EC 17025, NF EN ISO 15189 and NF EN ISO 9001
e Simple, ergonomic, with many interconnections

* Traceability is everywhere

~ \\\VvV """ AN S NN\ NN S U A

KALILAB THE SOLUTION

DOCUMENT MANAGEMENT
¢ Document life cycle

e Traceability of documents,
fersioning, certificates

e Classification Management

DEVICE MANAGEMENT
é E) e Maintenance and calibration

¢ Integration with measurement systems

QUALITY MANAGEMENT

* Management of risks and adverse events
Quality indicators and audits
Quality cards that may be interfaced with the LIS

Confidentiality and dissemination of inspections,
objectives and action plans

PERSONNEL MANAGEMENT
¢ Qualifications

Training
e  Matrix of skills

WAREHOUSE AND ORDER MANAGEMENT
e Management of stock, suppliers and budgets
®  Batch acceptance test

e  Goods unloading with barcode reader

e Online orders and integration with economic
and financial management
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Strenghts

ADHERENCE TO STANDARDS
gg Compliance with GBEA, NF EN ISO 9001, NF EN ISO 15189 and
NF EN ISO / CEl ISO 17025

T, KALILAB

Ergonomic and intuitive navigation

CONFIGURABILITY
Complete personalization and adaptation to the laboratory needs

FLEXIBILITY
No limit of stations and full parameterization according to use
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