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NOVAe SERIES FOR THE PHARMACEUTICAL INDUSTRY

NOVAWiIn-CFR

Software

Functions Relating to System
Access, Electronic Signatures
and Security

* Required login with unique
user i.d./full name
combination.

e Password aging and
forced change.

¢ Automatic user account
expiration and/or manual
suspension.

e Selectable minimum i.d. and
password length.

® Three user levels gives three
privilege levels.

e Access level programmable
by administrator level.

* Programmable session
time-out (auto log-off
through inactivity).

® Tamper resistant binary-
encoded data files.

® Data security is established
through the closed NOVAe /
NOVAWin system.

¢ Data reduction parameters
(metadata) used to calculate
final results are included as
part of the data file.

"Operator" user level does
not have the access privileges
to change metadata.

Changes to metadata are
reflected in the audit trail
(see details below).

Data files acquired by means
other than directly from the
NOVAe instrument are
flagged as such in the audit
trail.

he NOVA e series, when configured for security and used with

its 21 CFR Part 11 compliant version of NOVAWiIn™ software,

is designed to meet the regulatory requirements for electronic

records within the pharmaceutical and allied industries as set

forth by the US Food and Drug Administration (FDA). The FDA
intends to enforce Part 11* compliance under FDA Regulations, the
Federal Food, Drug, and Cosmetic Act and the Public Health Service
Act as outlined in its 2003 Guidance for Industry " Part 11, Electronic
Records; Electronic Signatures — Scope and Application" prepared
by the Office of Compliance in the Center for Drug Evaluation and
Research (CDER). The compliant version of the NOVAe adopts both
hardware and software design features to allow for easy integration
into pharmaceutical and other GLP laboratories.

* Final Rule, Federal Register / Vol. 62, No. 54, pp13429-13466, 1997 y
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Printed reports, electronic and hardcopy, include a complete copy of
the audit trail and multiple page report sets are linked by a unique
report LD.

udit Trail Functions & Reporting Features: The audit trail does
not obscure previous entries - old and new values are both
recorded and visible. The audit trail itself cannot be edited and
is included as part of the securely encoded data file - it cannot
become disconnected. Changes to metadata require that the user
enter a reason, to be in accordance with the underlying predicate re-
cord rules, which is then retained as part of the audit trail. The audit
trail is included in all human readable formats, screen display, print
preview, PDF and hardcopy formats. Multiple-page report sets are
linked by a unique report i.d. generated automatically by NOVAWin.

Full analysis and measurement capabilities are detailed in the separate NOVAe Series brochure; Ask for P/N 07122




Quantachrome Instruments’ corporate headquarters in Boynton Beach, Florida.

Quantachrome®

Renowned innovator of ideas for today’s
porous materials community.

For over 40 years, Quantachrome’s
scientists and engineers have revolutionized
measurement techniques and designed
instrumentation to enable the accurate,
precise, and reliable characterization of
powdered and porous materials:

* Adsorption/Desorption Isotherms
* Surface Area Measurement

* Pore Size Distribution

e Chemisorption Studies

* Water Sorption Behavior

* Mercury Porosimetry

e True Solid Density

* Tapped Density

Not only are Quantachrome products
the instruments of choice in academia,
but the technology conceived and
developed by our expert staff is applied
in industrial laboratories worldwide,
where research and engineering of new
and improved porous materials is ongoing.
Manufacturers also rely on porous
materials characterization technology
to more precisely specify bulk materials,
to control quality, and to isolate the
source of production problems with
greater efficiency.

Quantachrome is also recognized as
an excellent resource for authoritative
analysis of your samples in our fully
equipped, state-of-the-art powder
characterization laboratory.

Quantachrome Instruments Application Laboratory.

Our policy of continuous development may cause the information and specifications contained herein to change without notice or liability. %
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CORPORATE HEADQUARTERS
Quantachrome Instruments

1900 Corporate Drive
Boynton Beach, FL 33426 USA

Phone: +I 800 989 2476
+1 561 731-4999
Fax: +1 561 732-9888

E-mail: qc.sales@quantachrome.com
www.quantachrome.com

CHINA
Quantachrome Representative Office

M806. Jingbao Garden

183 Andingmenwai Street

Beijing 10001 I, China

Phone: +86 800 8100515
+86 10 64400892
+86 13 801191442

Fax: +86 10 64400892

www.quantachrome-china.com

EUROPE
Quantachrome UK Limited

Pale Lane Farm, Pale Lane
Hartley Wintney

Hook RG27 8BA, UK

Phone: +44 (0) 1252819719
Fax: +44 (0) 1252819901
www.quantachrome.co.uk

EUROPE
Quantachrome GmbH & Co. KG

Rudolf-Diesel Str. 12

85235 Odelzhausen, Germany
Phone: +49 (0) 8134/93240
Fax: +49 (0) 8134/932425 &
www.quantachrome.de U{"‘-‘A 3
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% Quantachrome Instruments' quality
management system is certified to be

w in accordance with 1SO9001:2000.
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