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Tracklng System Sterilization for CSSD

Documentation labels for the sterilization tracking

Made in Italz



Printex documentation labels for CSSD

Printex labels for CSSD documentation are made in double adhesive support and with Type 1 process
indicators according to EN ISO 11140-1.We produce labels with indicator for STEAM, EO and PLASMA
sterilization.The tracking system is necessary to share details about the sterilization cysle and for having
data on the record sheet of the hospital or of the patient.

As follows,lots of information can be printed on the documentation labels thanks to our Printex
Handlabellers:

e Sterilization date

* Expiry date

e Operator

e Sterilization cycle number

e Batch/Lot number

® Product number

e Sterilizer code
To have a complete track of the sterilization cycle we recommend to stick on the pouch at least two labels with the

same content.After opening the sterile pack in the operation room one label can be peeled off and stuck on a record
sheet of the patient. This system allows to have a complete tracking of the instruments in the sterilization
department. Our labels can be also personalized in different colours, maybe related to the different hospital
department.

Following details about our labels with indicator:
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Our labels can be realized and produced according to your needs
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Other Labels

Labels with process indicator
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Examples of PERSONALIZED labels
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Each band can be numerical or Alphanumerical

(We can CUSTOMIZE labels as you need
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STERILIZATION:Tracking system documentation m

HOW TO USE

1. Before each cycle fill the cycle form sheet. Then Insert the roll into the
labeller and set the Labeller by entering the batch number,packing,expiry
date,operator,autoclave, code etc..After print the labels. The first label
must be put onto the cycle form sheet.

2. You must print the same number of labels as bags have to put into the
autoclave.Stick the labels directly onto the paper side of the bag.

3.Then put the bags into the autoclave and start the sterilization cycle.
When the cycle has finished, remove the bags and place them in the ap-
propriate compartments.

4.Remove the previously label and stick it onto the patient’s form.

5. At this stage the trucking in completed. This simple procedure assures
us the trucking of the instruments at any time, It provides you with sterili-
zation date of each and every instruments and the name of the patient on
whom each of the sterile instruments was used. It also enables checking
of the sterility expiry date.

Batch number  Operator

Product name code N° of Lot

STEAM
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Our labels have Double Adhesive and Class | process indicator
According to EN ISO 11140-1

WHY TO HAVE A TRACEABILITY DOCUMENTATION

The MDD( European Medical Devices Directive) requires for repro-
cessing of medical devices to use appropriate validated procedures
and to document the results of rhe validation process and routine
monitoring.

According to EN ISO 13485 is required monitoring and documenta-
tion for all relevant sterilization process parameters.

WHY DOCUMENTATION IS NECESSARY

Not compling with the rules of precaution involves significant infection’s
risks punishable by law. In this case the doctor will have to compensate
the damage caused to the injured part and He will have to answer for such
negligence before the law in court.

Do not risk! The sterilization instruments allows you to have the traceabi-
lity of the same. Thanks to this mechanism, it is possible to know the type
of cycle used, the batch, the operator, the sterilization date and expiry
date.

Respect your patients and
your medical practice
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HOW TO USE

1. Before each cycle fill the cycle form sheet. Then Insert the roll into the
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date,operator,autoclave, code etc..After print the labels. The first label
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the damage caused to the injured part and He will have to answer for such
negligence before the law in court.

Do not risk! The sterilization instruments allows you to have the traceabi-
lity of the same. Thanks to this mechanism, it is possible to know the type
of cycle used, the batch, the operator, the sterilization date and expiry
date.

Respect your patients and
your medical practice




D-Trac

The digital system to print documentation labels

D-Trace system has been realized to print documentation
label for CSSD and give the possibility to have a
full identification and traceabilty of your
instruments in a sure and fast way.

It has been thought to be handy and easy to use by
each operator. Thanks to this system used with our
thermal transfer labels with chemical Indicator Type 1
(steam,eo,plasma) you can be sure that each procedure
in the sterilization department has been successful.

Printing your documentation labels J
has never been easier!
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The QR code printed on each label will save your time
avoiding to type each parameter using the keyboard.

Minimum Requirements: Once you scan the QR code using Printex Scanner reader,
-500 MHZ PROCESSOR automatically the software will fill the gaps with the
-512 MB RAM

parameters of the QR code of your old label.

Compatible with:

- MICROSOFT WINDOWS XP/VISTA/7/8 A 32/64 BIT

b

W
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.Y

Made in ltal;

The D-Trace software is fully licenced and manufactured by Printex.



LOT A000001 Sterilizer: A B0 3
Italian Rome Hospital Cyclo No: 142 Printex

9 Ortopedics ﬁg 121°C- Steam r

Femur Kit mal 30/05/2018 ' D-Trace software is fully licenced and manufactured by

T John Smith X 30/05/2021 Printex. Thanks to it you can print all details required by

LOT A000001 STEAV | oT A000001 STERN CSSD, like LOT, item, operator, sterilization date,

Femur kit 'Eg| Femur kit "B

Cycle No: 142 ‘M| cycle No: 142 expiry date, cycle type and cycle No .

X 3000572021 X 301052021 : ,

Printex studied for you a digital solution to track your
instrument during their cycle in the sterilization
department.

The Printex D-Trace System includes both our self-made
software and our thermal transfer  printer:
Easy to install,fast,compact,with its 300 DPI resolution

and large memory offers a very high printing quality. ) P
Loading the label rolls and ribbon will be really easy.

The System is able to generate a personalized REPORT
that includes a list containing all details of the label you printed.
You can print and keep it in a store to have always a trace of
the sterilization cycles you made, and be sure that everything

have been done in a correct way.

E F G H |
ITEM STERILIZER STERILIZATION DATE EXPIRY DATE CYCLE NO
100 Hip Kit A 28/05/2018 00:00 27/07/2018 00:00 142
j' 01 Femur kit D 28/05/2018 00:00 27/07/2018 00:00 123
06 Hand kit F 28/05/2018 00:00 27/07/2018 00:00 142

Ink Ribbon

Use the Copernico 2D Scan reader to saving time
making your documentation labell With just a click you
will have all gaps filled with all details to make the

new label.

Colore NERO
Resistente al Vapore
Black Color

STEAM Proof

Ea.éh thermal transfer printer need its ink ribbon to print labels.
Available in different sizes and colour for any need

It is possible to customize and implement any measure and label printing.

Made in Ita[i

Printex srl, Localita Piombinara snc,00034 Colleferro,Italy ~ www.printexmedical.com medical@printexsrl.com  Tel.0039 069770590



