Simple and Secure

SIMPATI® Pharma software

The SIMPATI® Pharma control and documentation software
enables you to make even better use of your devices and
systems. SIMPATI® Pharma allows for simple and secure record-
ing and archiving of data, and fully complies with FDA 21 CFR
Part 11.

All warning and alarm messages are recorded and, if nec-
essary, transmit an alarm signal to the person in charge of
the system. Access rights can be specifically defined for ev-
ery user; the recording and storage of data are manipulation-
safe but can still be used for further processing, e.g. in Excel.

Operation of our systems is simple and time-saving. SIMPATI®
Pharma can be integrated into your PC network (with options)
and enables operation at individual stations without requiring
special software - simply use your Internet browser. Addition-
ally, SIMPATI® Pharma can be installed on virtual servers.

Connections

Audit trail
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The Most Important Functions and Possibilities

— Recording and archiving of all test data

— Manipulation-safe data registration

— Administration of multi-level access rights

— Password alteration

— Compliance with FDA 21 CFR Part 11

= Audit trails

= 99 unit capacity via the serial interface or Ethernet interface (TCP/IP)

= Alarm messaging via e-mail, SMS, phone, tablets

— Recording of all general alarms, door openings, and documentation of opening times
— Recording of temperature and humidity values

— Recording of visible light and UV intensity during photostability tests

— Mobile solutions for site-independent monitoring of devices (ex: by means of a PDA within the range of the installed WLAN)

— Data recording via special system network, as well as via a TCP/IP network

— Documentation of climate chambers and rooms from other suppliers (requires options)

— Category 3 software according to GAMP

= Fulfillment of the complete 5 step risk based approach according to GAMP 5 (considers alarm system of the connected devices)
= Available in German, English, French, Czech, Russian, Spanish, Chinese, Korean

SIM IZZANEE

Note: For some of the functions described above, further options or special infrastucture at the customer’s facility may be required.

Options:

— Validation documentation package (includes DQ, I1Q, 0Q)

— SIMPATI® e-Sign: Electronic signature with recording of biometric data
— SIMPATI® Barcode Scan: Barcode reader for batch management

— Datalogger / recorder
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SIMPATI® Barcode Scan

Batch registration using barcode scanners

Optional barcode scanning technology can also be
used for batch registration and storage management.
This optional module is customized and adapted to the speci-
fic requirements of the user.

Advantages

— Simple to use - even in clean room conditions

= "Fault-free” input of lot numbers and product IDs

— Scanning of process data

— Automatic assignment of process cycles to existing pro-
ducts

— Creation of automatic reports

— Wireless scanner technology scans and transfers the
information (ex: during the loading of test chambers)

Always in Control ...

Wherever you arel!

SIM I:’ATI®

SIMPATI® Pharma provides a comfortable means of operating and monitoring from your PC. SIMPATI® Pharma also supports the modern
possibilities of Internet communication for monitoring via Internet browser and via e-mail. SIMPATI® Pharma not only provides process
information at your Desktop PC, but also virtually anywhere on the Internet. Additionally, you can access data via the cellular phone

network (option).
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SIMPATI® e-Sign.

Biometric data based on your handwriting.

The consistent solution from electronic documen-
tation of measurement values through to the de-
livery of electronic documents to the authorities.

Legal professionals wouldlike to see theintroduction of a truly
active biometric component to identify persons. In their
opinion, a hand-written electronic signature is the only real
active declaration of intent that could never be given unwill-
ingly or by force.

SIMPATI® e-Sign is a supplement to the software package,
and compliant with FDA 21 CFR Part 11. SIMPATI® Pharma
enables signing all measurement data while capturing bio-
metric data based on your handwriting.

SIMPATI® e-Sign offers legal security, where the
signature is clearly identifiable!

In order to also be able to identify the undersigned at a later
date, there are special software graphic components which,
in case of dispute, could be used by handwriting experts.
Comparable conclusions can be reached from these compo-
nents, compared to a hand-written signature on paper. Func-
tional security was verified, based on more than 200,000
signatures.
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Full compliance to FDA 21 CFR Part 11. The system can

be easily qualified.

This system is based on a state-of-the-art electronic signature,
which is accepted for all documents which do not explicitly require
the written form by law, or other directives or standards. For all
legally valid internal company signatures, i.e. including those in
the laboratory, this way of signing is sufficient and also compliant
with FDA 21 CFR Part 11.

The data is encoded using a multi-stage asymmetrical encoding
process. This code is filed in the document. A hash value (check-
sum) is formed over the signed document and stored. The trans-
mission from the high-resolution graphic tablet to the PC is also
encoded. A public key/private key infrastructure (PKI) is used when
sealing the document. These codes, however, must be generated
from an independent office and, for legal security purposes, the
private key must be stored in the same place. The storage of the
data is carried out in accordance with ISO 19005 in a generally
readable data format, with no possibility of changes being made
to it, suitable for long-term storage.



Our Customers and Partners Include the “Who's Who" of the
Life Science Industry

Around the world, companies benefit from solutions provided by Weiss Technik; solutions tailored to the spe-
cific product and process requirements of each valued customer. Our extensive customer reference list is avail-
able upon request.
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Weiss Technik

Weiss Technik North America, Inc. is the american subsi-
diary of Weiss Umwelttechnik GmbH, the world's largest
manufacturer of environmental simulation systems.

The product range includes systems for climatic and tem-
perature tests, weathering, thermal shock, corrosion and
long-term tests of economy series-produced instruments
to customized process-integrated systems.

The planning, manufacture and installation of all test
chambers for research, development, quality assurance
and production is our strength.

An expansive after-sales service network offers the best
possible support and a high level of reliability of service
for your systems. Our decades of experience, intensive
exchange with developers, customers and committees,
and our quality-oriented innovation management are the
basis for the continual development of our products.

Weiss Technik - Always your best solution.

Weiss Technik North America, Inc.
3881 N. Greenbrooke S.E.
Grand Rapids, M1 49512 USA

Tel 616-554-5020
Fax 616-554-5021

WWW.Weiss-na.com

Global Partner for Environmental Test Chambers
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