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VALIDATION—

17S IMPORTANCE IN THE PACKAGING LINE PROCESS

specific packaging operation,
to be an effective means of
roducing a high-integrity,

high-quality product, must have every
segment of its line validated. This is
done by performing a detajled check
of every iterp of equipment, accessory
and component ¢n the line and com-
paring performance to prior written
specifications and procedures.

When an extensive record is
compiled and compared with the prior
line process specifications, a high
confidedce lavel is created. The prod-
uct will be packaged with the wsimare
objegive-— “TC BE FREE OF
DEFFLTE.

The uitimnate goal in reviewing
and analyzing a packaging procass is
to strive for improvement in produoe-
tviry while still maintaining 2 high
level of product qualjty. By the use of
packaging line validation, all proce-
dures, equiptent design, equipment
placeme 1t, and equipment perfor-
mance ¢ yme under complete scmtiny
and control.

THE TYPICAL LINE
A basjc line set-up for the pack-
aging of a pharmacentical ar medical
device, where validation would be
necessary, is as follows:
® unsciambling the conrainers
® orienging the conrainers
® filing of product
® capping and induction sealing
@ appiving the outer seal
@ appiving the label
® accumulating the containers
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The ultimate goal in
reviewing and analyzing
a packaging process is to
sirive for improvement in

productivity while still
maintaining a high level
of product quality.

® cartoning the conrainers
@ sealing 2pd coding the caron
New types of high-technalagy

equipment have now wken the place of

tedious, manual mechanisms. Some
high-technology equipment follows:
@ machine vision systems

® robotics

& monjtoring/Teporing svstems

® [aser printers

® barcode concrol

& computer-assisted manufacruring
@ multi-point recorders

& marerial documentation conwol
® diagnostic COMpUIRT Syitems

® programmable logic controllers

HIGH-TECH HURDLE

The concept of packaging line val-
idation has become more difficult by
the present high-speed manufacturing
and packaging lines. The requirements
of high-speed filiing, labeling and con-
1ainer placernent into cartons at 400-
600 units per minue can be mec only
with sophissicated equipment. There i3
sti]l the peed to successfully derser
below-specificadon product fll, miss-
ing or incorrect labels, incorrect label
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incorrect lot numbers which are oply
a faw of the potential problems that
present themselves.

Validation of the equipment is of
prime importance i packaging prob-
lems are to be averted. Validating the
individual equipment ig the first step
in the process of ultimarely validating
the entire packaging line. This should
be undertaken under acrual produc-
tion conditions and for a pre-deter-
mined length of titme in order 1o pro-
duce meaningfol data.

In conclusion, effective valida-
tion of a packaging system requires
the compilation of documentation.
This relies on continual input data
produced at pre-determined times
during the packaging operation. A
print-gur of each position on the Hne
i created, and it must be analvzed
and carsfully reviewed to determine
how the data compares with the prad-
uct specifications as previcusly set
forth jn the master pian. If the daw
shows deficiencies in the line, imple-
mentation of chapnges is required to
bring the line {nte specifications.

Proper validation procedures
should be looked upon as 2 means for
continual product improvement whici
i& réquired by federal agencies, indus-
rry &standards and the ultimate
consumer.

For more information, contact
Robert J, Bockserman ar Conarech
Consuiting Group, e, (314) 995-
R7EF. (r call rhe [nscitute

Packaging Professionals (loPP) at
Sars
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