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CFR 21 Patt 11 Compliance

FEATURES OF 21 CFR PART 11 SOFTWARE

« Four User Level based functionality: System Admin, « All user actions are recorded in Audit Trail
Admin, Manager and Operator. with Date and Time Stamped.
» Role Based Access Control.  System does not allow the editing of Audit trail.
 Login Screen « 7 Inch TFT color monitor with capacitive
« Incorporated with User management Module for touch screen for easyprogramming to
Account Setting, Editing etc. indicate set parameters: RPM, INDIVIDUAL , VESSEL,
« Uniqueness of User Id. TEMPERATURE, TIME INTERVAL, TEST TIME, ETC
» Pass Word Management as per guidelines. « Attractive user interface with multicolor graphic
» System Time-outs after idleness widgets and icons for interactive communication.
+ The system tracks the print &amp; re-prints + Embedded with high performance single board
with the audit trail. computer for speedy data processing.
» Back-Up &amp; Restore Facility « Easily expandable large data storage capacity.
« Results are authenticated by Operator with « Test Report can be printed through
Date and Time Stamped. server/PC printer.

Technical specifications

« Molded water —bath with non-corrosive « The SS plate is fixed with a special tablet
tank pate. dropping attachment to the stirrer platform.

+  Wobble and vibration free instrument. + The SS plate is provided with six holes to drop all

« Individual vessels centering is possible Six tablets at a time independently.

« Power failure indication program is « A motor is mounted on top of the instrument for
incorporated. (Lift) up and down mechanism of the stirrer

« RPM: 25 to 200 platform.

« The intrument is supplied with glass vessels « The sensor tray mounted with temperature

+ Press fit stirrer shafts sensor and sampling canula.

- Easy to attach and detach paddle/basket + Heater chamber encapsulated with heater and g
assembly. Water circulating pump. 5
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