











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.

Whether compliance requires a manually
inserted, traceable standard or fully
automated intelligent verification, the
Thermo Scientific proprietary Smart
Calibration and Validation Carousels (CVC)
traceable to NIST' or NPL? standards fully
automate testing for:

e Wavelength accuracy/repeatability

* Photometric accuracy/repeatability

e Stray light

e Photometric noise

e Photometric stability

e Baseline flatness

* Resolution

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

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.

VISIONsecuritynot 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 the operator is away.

By replacing paper-based archival storage with electronic data
storage and data transfer, the proper use of VISIONsecurity
software with your Thermo Scientific spectrophotometer will help
you pass FDA audits while reducing costs and increasing security.

Tablet Dissolution

An important application where compliance issues are critical is in the testing of solid
dosage forms. Thermo Fisher Scientific and SOTAX provide semi-automated and fully
automated Tablet UV-Visible Dissolution testing systems. The system combination
provides a complete and seamless 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.




Smart Accessories
for enhanced productivity

The Evolution 300 UV-Vis supports Smart Accessories with auto-intelligence.

All configurations allow hot-swapping of powered accessories and automatically
recognize and initialize each accessory upon installation. Snap the accessory in
place and the appropriate software menu for that accessory appears on the screen.
All other accessory software menus are hidden, eliminating possible confusion.

Smart Thermostatted Rotary 7-Cell Changer Smart Sipper Accessory

Smart Peltier Thermostatted Smart Thermostatted Linear

8-Cell Peltier System
Single Cell Holder 8-Cell Changer

Temperature Probe

Temperature probe for ~”
Smart Accessories —

monitor the temperature

inside the cuvette from within
VISION software

Thermostatted Single Cuvette Holder Single Cell Peltier System

RX2000 Rapid Mix Accessory F"

Smart Calibration Validation Carousel (CVC)
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Kinematic mounts
preserve alignment

Kinematic mounts allow easy interchange of accessories and ensure reproducible
alignment each time the fiber-coupler or reflectance accessories, such as the
Praying Mantis, are removed and re-installed.

R

VeeMAX Variable Angle 30°-80° 159 209 305 453 and 60° Specular
Specular Reflectance Accessory Reflectance Accessories Praying Mantis Accessory

Y

Test Tube and Vial Holder

Fiber Optic Coupler,

8° Specular shown with Micro-probe

Reflectance Accessory

Solid Sample Holder

‘

Long Pathlength

Rectangular Cell Holder
= The Solid Sample Slide Holder positions
- accessories supplied on standard
2-inch x 3-inch slides. Shown with a
’ Universal Sample Holder and optional
i second slide holder.

1 Inch Square Vial Holder

N
Adjustable Microcell
Holder

Combination Cuvette
and Test Tube Holder 11




Laboratory Solutions Backed by
Worldwide Service and Support

Tap into our expertise throughout the life of your instrument.
Thermo Fisher Scientific offers professional support through our
worldwide network of highly trained and certified engineers.

In many nations, Unity™ Lab Services, part of Thermo Fisher
Scientific, offers direct support. Elsewhere, our partner companies’
engineers receive the same factory training as our Unity engineers
and stand ready to provide you with the same high level of

service and support.

Put our experts to work for you to provide the services you need
from system installation and training to technical support.

Ask your Thermo Scientific sales representative about available
product support services designed to keep your instrument in

peak operating condition.

www.thermoscientific.com
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