Medical Manufacturing Quality Suite

In medical technology production facilitias, the requirements
governing and-to-end reproducible documantation ara par-
ticularly demanding,

Achieving the highast possible and uniform standards of
quality across all production stations is the basic requiremant
for installing a validated quality assurance process. Whether
for implants, prosthetics or medical instruments and appli-
ances a manufacturer must be able to verify full compliance
for all quality-refated faeatures,

If the manufacturer also wishes to make thasa high-guality
products at compatitive prices an efficlent tool management
system is essential,

In the central Zoller toof database 'z.0ne’, the key o
tool management is to organize tool data over the antira life
cycla. From production planning to CADACAM, warehouse,
ool presatting and measuring or inspection machine and the
production machine itself, tool data is availaible at all timas.
Even CAM systems can access this central database directly
via Web service technology.

Achieving actual tool data formatted to suil the control unit
i an entirely procass-safe manner bagins with the machine’s
NC control unit, for example in tha form of data matrix code
such as Zolier idantification "zidCode', by fila transfer via post-
processor, RFID or primary production control systams,

The consolidation of all tool data in the central databasa
achizves transparancy across all production steps, and this
guarantees an economical and process-sale machining
process. Seamiess traceability and logging is assured at all
times during the process,

Successful
guality assurance
begins with the tool
components baing
used. Dimensional
integrity, the con-
centricity and face
runout of the com-
pleta tools and all
decisive pararmelers
relating 1o cutter
geamatry need to be measured, inspected and documanted
continuoushy. The changing accuracy of the toolholder
systems and tha resultant measuring accuracy have a mapor
influence on the end product and on process safely.

Zollar's high-performance universal measuring device
known as ‘smarTcheck' is designed for tool inspection and

can be used
before and after
sharpaning

for measure-
iant waork in
transmitted

light and vertical lighting contexts. This makes it easy to
check and measura all lool geomatries and to log results in
accordance with applicable regulatory directives.

Another universal maasuring maching, the 'genius 3,
iz well-suited for documenting quality features on external
genmetny measured in transmitted light, and for the detaled
parameters resulting from grinding geomelry (6.q., face
géometries on drilling tools or other detalled information).

As well as specific individual criteria, this universal measur-
ing machine can be put to day-to-day use performing fast,
pracise, fully-autormatic and aperator-independeant complate
checks of tools. Interfaces 1o tool grinding machines for di-
rect data exchange and for automatic correction of the grind-
ing machine are all now state-of-the-art technical featuras.
High-tech materials assure a high level of measuring stability
and optimum suitability for use under production conditions,
even when nol used In an air-conditionad roorm.

As wall as the requirement for process safety, the medical
sector is specifying increasingly fiigres components. Thesa
are being produced using exceptionally small tools. Further
challenges include tight production tolerances and materi-
als that are frequently difficult 1o maching. To achieve the
required quality and precision levels on a continuous basis,
high-guality tools with optimum settings are assential,

Faor exampla, precissly presat thread-whiding tools help
assura long tool ves and burr-frae machining outeome,

Whirling tooks can be set up using the ‘hyperion® system,
eliminating the need for elaborate precision adjustments. This
speeds up the satup operation substantialy.

Also, the small component sizes often required for medi-
cal parts often present an operator with challenges during
the setup procass. Precise adjustment of the tip height is
ecaential bacause the tip height on the machine is exception-
ally difficult to set, and the operation is almost impossible to
reproduce accurately. Howeaver, it is possible to resolve this
problem on a tool-presetting device before fitling a ool 1o the
maching. This reduces the seiup time and improves qualkity.
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