











Comprehensive Solutions for Regulatory Compliance

The US FDA Regulation 21 CFR Part 11
describes the criteria under which the FDA
will consider electronic records equivalent
to paper records and electronic signatures
equivalent to handwritten signatures. This
regulation applies to all GxP manufacturers
and industries that are FDA-regulated.

VISIONsecurity software provides all
the tools necessary to help your laboratory
achieve 21 CFR Part 11 compliance.

With continually changing requirements to keep
your Evolution spectrophotometer up to regulatory
standards, no supplier in the industry can provide
a more comprehensive selection of calibration
and verification tools.

Whether compliance requires a manually
inserted, traceable standard or fully automated
intelligent verification, the Thermo Scientific
proprietary Smart Calibration Validation
Carousel (CVC) traceable to NIST" or NPL2
standards fully automates testing for:

e \Wavelength accuracy
e Photometric accuracy
e Stray light

© Photometric noise

© Photometric stahility
e Baseline flatness

To obtain the best possible accuracy across
the entire wavelength range each instrument
is factory calibrated at multiple wavelengths
from the ultraviolet to the near-IR region using
a mercury lamp. An optional mercury lamp
accessory is available and user installable.

1. National Institute of Standards and Technology, USA
2. National Physical Laboratory, UK

VISIONsecurity not only has all of the acquisition,
analysis, and reporting capabilities found in the
VISIONpro software, but also has the tools
necessary to control individual or group access

to the instrument, data, and records. User
authentication at start-up allows event audit
trails, electronic signatures, and prevents use
while operator is away.

Tablet Dissolution By replacing paper-based archival storage with

An important application where compliance  electronic data storage and data transfer, the
issues are critical is in the testing of solid proper use of VISIONsecurity software with
dosage forms. Thermo Fisher Scientific and ~ Your Thermo Scientific spectrophotometer will
SOTAX have entered into a relationship to help you pass FDA audits while reducing costs

. . and increasing security.
provide semi-automated and fully automated
Tablet Dissolution testing systems supporting
Apparatus I, II, IV, V and VI. The system
combination provides a complete and seam-
less solution for any dissolution laboratory.

Evolution 300 with the SOTAX Apparatus IV
flow-through system offers a unique solution for
a variety of Tablet Dissolution assays
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High-performance Measurements for Material Science

The Evolution 300/600 UV-Vis spectrophotometers offer a variety of
accessories designed to meet your solid sample testing needs. With the
horizontal mounting of our Diffuse Reflectance accessory (DRA) or our
single-bounce VN Absolute Specular Reflectance accessory, a new world of
material science measurements is available with the Evolution spectropho-
tometers. Whatever your routine high-performance measurements require,
we have a variety of sample handling accessories catering to your needs.

VN Absolute Specular Reflectance
Accessory

The VN accessory offers significant design
advantages over other designs such as rela-
tive specular and VW specular reflectance
accessories. With relative designs, known
calibrated specular standards, such as a
first-surface aluminum mirror, are required.
These designs require finding a suitable
standard and maintaining the quality of the
front surface. VN has an advantage over
VW designs because the light beam only
strikes the sample surface once. The “W"
configuration means the sample strikes the
sample surface twice. With the innovative
VN accessory, it is easier than ever to
measure small samples.

Diffuse Reflectance Accessory

The Diffuse Reflectance accessory opens the
door to measuring many samples that were
almost impaossible to measure in the past.
This accessory offers a horizontal mounting
reflectance port to conveniently measure
both delicate and large samples. The double
beam Spectralon® integrating sphere ensures
the highest possible energy throughput and
accuracy. A transmittance port is included for
diffuse transmittance measurement of solid
or turbid liquid materials. The integrating
sphere is fully CIE compliant for performing
color measurements.

Solid Sample Holder Accessory

The Solid Sample Holder provides the
capacity to measure a variety of solid
samples in % Transmission mode. An
assortment of sample holders are available
for round, square and odd shaped samples.
The 2"x 3" sample slides allow other
industry accessories, such as a relative
specular reflectance accessory, to be used
at various angles of incidence.
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The horizontal sample port of the DRA
provides almost unlimited sample size
measurements. Diffuse Reflectance
samples using the DRA in combination
with the VISIONIite ColorCalc software
provides routine solutions for CIE Color
and APHA Color compliant measurements.
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The VISIONIite MaterialsCalc software provides an array of
calculations ranging from Luminous Transmittance, Haze,
UV protection and UPF protection of Fabrics. One of the key

calculations is the luminous transmittance of sunglasses.
An example of a pair of high end sunglasses is shown here
along with the luminous transmittance calculation.
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The VN accessory can easily
measure sample sizes down to
0.5" (12.5 mm) diameter with an
angle of incidence of 10°
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The Evolution 300/600 UV-Vis series provides
Smart Accessories with auto-intelligence. Both
Local Control and PC Control configurations
recognize individual accessories and auto-
matically identify the accessory’s unique
serial number. This saves time and enhances
productivity in regulatory environments.
Kinematic mounts allow easy interchange
and reproducible alignment each time the
accessory is removed and installed.

Smart Accessories for Enhanced Productivity

Smart Accessories intelligently interact
with software menus and local control.
Simply snap the accessory in place and the
appropriate software menu for that accessory
will appear on the screen. All other accessory
software menus are hidden eliminating
possible confusion.

VN Absolute Specular

Reflectance Accessory Praying Mantis Accessory

Smart Peltier Thermostatted
Single Cell Holder

Smart Thermostatted Rotary 7-Cell Changer Smart Thermostatted Linear 8-Cell Changer

Cylindrical Cell Holder

Adjustable Microcell Holder Smart Calibration Validation Carousel (CVC)




RX2000 Rapid
Mix Accessory

nanoCell
Accessory

DRA-EV-600 Diffuse

Reflectance Accessory Solid Sample Holder

VERSA Fiber Optic Probe Smart Sipper Accessory 15° 30¢ 45¢ and 60° Specular
Reflectance Accessories

Test Tube and Vial Holder Long Pathlength Rectangular Cell Holder Temperature Probe
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Laboratory Solutions Backed by Worldwide Service and Support

Tap our expertise throughout the life of your instrument. Thermo Scientific Services
extends its support throughout our worldwide network of highly trained and certified
engineers who are experts in laboratory technologies and applications. Put our team
of experts to work for you in a range of disciplines — from system installation, training
and technical support, to complete asset management and regulatory compliance
consulting. Improve your productivity and lower the cost of instrument ownership
through our product support services. Maximize uptime while eliminating the
uncontrollable cost of unplanned maintenance and repairs. When it’s time to
enhance your system, we also offer certified parts and a range of accessories and
consumables suited to your application.

To learn more about our products and comprehensive service offerings,
visit us at www.thermo.com.

In addition to these offices, Thermo
Fisher Scientific maintains a network
of representative organizations
throughout the world.

Australia
+61 2 8844 9500 * analyze.au@thermo.com

LU (T ]

+43 1 333 50340 ° analyze.at@thermo.com
Belgium

+32 2 482 30 30 © analyze.be@thermo.com
Canada

+1 800 532 4752 * analyze.ca@thermo.com
China

+86 10 5850 3588 * analyze.cn@thermo.com
Denmark

+4570 23 62 60 © analyze.dk@thermo.com
France

+33 1 60 92 48 00 * analyze.fr@thermo.com
Germany

+49 6103 408 1014 * analyze.de@thermo.com
India

+91 22 6742 9434 * analyze.in@thermo.com
Italy

+39 02 950 591 * analyze.it@thermo.com
Japan

+81 45 453 9100 * analyze.jp@thermo.com
Latin America

+1 608 276 5659 * analyze.la@thermo.com
Netherlands

+31 76 587 98 88 * analyze.nI@thermo.com
South Africa

+27°11.570 1840 * analyze.sa@thermo.com
Spain

+3491.657 4930 * analyze.es@thermo.com
Sweden /Norway /Finland

+46 8 556 468 00 * analyze.se@thermo.com
Switzerland

+41 61 48784 00 * analyze.ch@thermo.com
UK

+44 1442 233555 * analyze.uk@thermo.com

USA
+1 800 532 4752 * analyze.us@thermo.com
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