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Manual Overview

About This Manual

The information in this manual has been carefully checked and is believed to be accurate.
However, Hach Ultra Analytics assumes no responsibility for any inaccuracies that may be
contained in this manual. In no event will Hach Ultra Analytics be liable for direct, indirect,
special, incidental, or consequential damages resulting from any defect or omission in this
manual, even if advised of the possibility of such damages. In the interest of continued product
development, Hach Ultra Analytics reserves the right to make improvements in this manual and
the products it describes at any time, without notice or obligation.

Published in the United States of America
Hach Ultra Analytics P/N: 701227 Edition 3, March 2006
Copyright © 2003, 2006 by Hach Ultra Analytics

All rights reserved. No part of the contents of this manual may be reproduced or transmitted in
any form or by any means without the written permission of Hach Ultra Analytics.

Safety Conventions

/\ warnING

A warning is used to indicate a condition which, if not met, could cause serious personal injury
and/or death. Do not move beyond a warning until all conditions have been met.

CAUTION:
A caution is used to indicate a condition which, if not met, could cause damage to the
equipment. Do not move beyond a caution until all conditions have been met.

Note:
A note is used to indicate important information or instructions that should be considered
before operating the equipment.

Software Agreement
This Agreement and the product invoice or receipt are proof of license.

THIS IS A LEGAL AGREEMENT BETWEEN YOU (EITHER AN INDIVIDUAL OR AN ENTITY)
AND HACH ULTRA ANALYTICS. BY USING THE SOFTWARE, YOU ARE AGREEING TO BE
BOUND BY THE TERMS OF THIS AGREEMENT. IF YOU DO NOT AGREE TO THE TERMS
OF THIS AGREEMENT, PROMPTLY RETURN THE SOFTWARE MEDIA (SUCH AS DISKS)
AND ACCOMPANYING ITEMS (INCLUDING PRINTED MATERIALS) TO HACH ULTRA
ANALYTICS FOR A FULL REFUND.

Grant of License

This Hach Ultra Analytics License Agreement (“License”) permits you to use one copy of the
specified version of the software product identified above (“software”) on any single computer,
provided the software is in use on only one computer at any time. The software is “in use” on a
computer when it is loaded into the temporary memory (i.e., RAM) or installed into the
permanent memory (e.g., hard disk, optical disk, or other storage device) of that computer. If
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you have multiple Licenses for the software, then at any time you may have as many copies of
the software in use as you have Licenses.

Copyright

The software is owned by Hach Ultra Analytics and is protected by United States copyright laws
and international treaty provisions. Therefore, you must treat the software like any other
copyrighted material (e.g. a book or musical recording) except that you may either (a) make
one copy of the software media for backup or archival purposes, or (b) transfer the software to
a single hard disk provided you keep the original solely for backup or archival purposes. You
may not copy the written materials accompanying the software.

Other Restrictions

You may not reverse engineer, decompile, disassemble, or create derivative works from the
software. This License plus the original invoice for the software comprise the proof of license to
exercise the rights granted herein and both must be retained by you. You may not rent or lease
the software, but you may transfer your rights under this License on a permanent basis
provided you transfer this License, the original invoice, the software, and all accompanying
printed materials, retain no copies, and the recipient agrees to the terms of this License. If you
later receive an Update to this software or if this software is an Update to a prior version, any
transfer must include both the update and all prior versions of the software.

U.S. Government Restricted Rights

The SOFTWARE and documentation are provided with RESTRICTED RIGHTS. Use,
duplication, or disclosure by the Government is subject to restrictions as set forth in
subparagraph (c)(1)(ii) of the Rights in Technical Data and Computer Software clause at
DFARS 252.227-7013 or subparagraphs (c)(1) and (2) of the Commercial Computer Software
Restricted Rights at 48 CFR 52.227-19, as applicable. Manufacturer is Hach Ultra Analytics,
481 California Ave., Grants Pass, OR 97526.

Export Restrictions

The software may be subject to the export controls of the United States Departments of State
and Commerce. You must fully comply with all applicable U.S. export regulations governing
export, destination, ultimate end user and other restrictions relating to the software.

Limited Warranty

Hach Ultra Analytics warrants that the software will perform substantially in accordance with
the accompanying printed materials for a period of ninety (90) days from the date of receipt.
Any hardware accompanying the software is covered by a separate Limited Warranty. This
software Limited Warranty does not apply to hardware.

Customer Remedies

Hach Ultra Analytics entire liability and your exclusive remedy shall be, at Hach Ultra Analytics’
option, either (a) return of the price paid or (b) repair or replacement of the software that does
not meet Hach Ultra Analytics Limited Warranty and that is returned to Hach Ultra Analytics
with a copy of the purchase order. This Limited Warranty is void if failure of the software has
resulted from accident, abuse, or misapplication. Any replacement software will be warranted
for the remainder of the original warranty period or thirty (30) days, whichever is longer.
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No Other Warranties

Except as expressly provided above, Hach Ultra Analytics disclaims all warranties, either
express or implied, including but not limited to implied warranties of merchantability and fitness
for a particular purpose, with respect to the software, the accompanying written materials, and
any accompanying hardware.

No Liability for Consequential Damages

In no event shall Hach Ultra Analytics or its suppliers be liable for any damages whatsoever
(including, without limitation, damages for loss of business profits, business interruption, loss of
business information, or other pecuniary loss) arising out of the use or inability to use this Hach
Ultra Analytics product, even if Hach Ultra Analytics has been advised of the possibility of such
damages.

If you acquired this product in the United States, this Agreement is governed by the laws of the
State of Oregon.

Revision History

* PharmSpec 2 User Guide, Revision 3, March 2006, Hach Ultra Analytics, Inc.

+ PharmSpec 2.0 User’s Manual, Revision 2.0, May 2003, Pacific Scientific Instruments.
Acknowledgements

* Intel and Pentium lIl are registered trademarks of the Intel Corporation.

» Microsoft, Microsoft Excel, Microsoft Internet Explorer, Windows, Windows 2000, and
Windows XP are trademarks or registered trademarks of the Microsoft Corporation.
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1 Introduction

PharmSpec is a Microsoft® Windows® application that works in conjunction with HIAC's
particle counters and samplers as a data acquisition and analysis system. It is fully compatible
with the HIAC 9703 and 9705 Systems. These systems collect data and analyzes it using the
USP<788>, EP, JP or KP procedural standards, or user-defined test procedures.

» The 9703 System consists of a Model 9703 sampler plus a liquid sensor.

* The 9705 System includes both the sampler and a sensor in one unit.
This manual provides the basic information about Version 2.0 of the PharmSpec software. The
main features of the PharmSpec 2 software are listed below:

» Compliance to requirements of the FDA 21 CFR Part 11

+ Data analysis using the USP<788>, EP, JP and KP procedural standards or using user-
defined test procedure

* Analysis of single or multiple runs

* Up to 16 channels

» Ability to review / approve test results
» Historical Report capabilities

» Ability to print out reports or view them on screen
» Historical data backup, archive, restore
» Procedure Builder to define custom test procedures

1.1 What’s new in PharmSpec 2.1?

Compatibility with the HIAC 9705 Liquid Particle Counting System

HIAC
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2 Installation

2.1 System Requirements

a ) Hardware Specifications

A PC with following recommended configuration:
Minimum Configuration

* Pentium @ 133 MHz

+ 96 MB RAM

* Video 1024 x 768 (minimum)

» 320 MB Free Hard Disk space

* RS-232 serial communications port
Recommended Configuration

* Pentium lllI-class processor @ 450 MHz
+ 128 MB or 256 MB RAM (128 is OK;256 is preferred)
* Video 1024 x 768 (minimum)
* 500 MB Free Hard Disk space
* RS-232 serial communications port
HIAC 9705 System, or

HIAC 9703 System consisting of
* An HRLD-150, HRLD-400, or HRLD-600 sensor

* Model 9703 Sampler (firmware version 1.1 or higher)
* A counter PCB (internal) with firmware version 12 or higher

b ) Software Specifications

* Operating Systems supported:
* Microsoft Windows NT 4.0 Workstation (Service Pack 6a or later)
* Microsoft Windows 2000 Microsoft Windows
* Microsoft Windows XP Microsoft Windows

* Microsoft .NET framework

» Internet Explorer 5.5 or greater

* Microsoft Excel (to access PharmSpec 1.4 reports)

2.2 Installation Procedure

PharmSpec provides a simple mechanism for installing the software using an Installation
Wizard.
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Note:

Installation of this program requires that you have ADMINISTRATOR privileges on the
computer. If necessary, contact your IT department to verify if you have ADMINISTRATOR
privileges in order to proceed with the installation.

To install the software, insert the installation disk into the appropriate drive. If AUTORUN is
active on your system, the installation Setup software will automatically be started.

Note:
If the installation software does not automatically start, from Windows Explorer, double-click
the Setup.EXE file from the CD-ROM drive.

Click the OK button if the default installation location is acceptable or else browse and specify
a different location. The next step will ask which drive will be used for creating the PharmSpec
Database.

Note:
A complete installation of the main application, .NET environment and MSDE support may
take up to 15 minutes to complete.

The Wizard then takes you through a series of installation screens, and in each of these, you
have to proceed by clicking on the “Next” button.

PharmSpec 2 consists of the main PharmSpec user application and add-on applications like
Procedure Loader, Database Restoration Module etc. The user can configure PharmSpec 2
during the installation set up. The following pre-requisites have to be specified at the time of
installation:

Language selection

You can select a language of your choice during installation. This language is used in
PharmSpec 2 for all controls. This cannot be reset later. In this release, only English is
available.

Date and Time format

The user can configure the format for displaying date and time. This format is used for
displaying all date and time fields in PharmSpec 2. The date/time format cannot be reset
later.

Security Level

The user can select the level of security. This controls how the system will operate in response
to an attempt to reset the system after a System Lock-out has occurred due to an invalid
access attempt. There are 2 levels of security, HIGH and LOW. When the system has been
installed with HIGH security, then only someone with “Administrator” rights can restart the
software before the end of the LOCKOUT TIME period. If the system was installed with HIGH
security, then any valid user other than the USER ID that caused the LOCKOUT will be able to
access the software with a proper login.

Note:
The installation program automatically creates a PharmSpec program group, and a shortcut
on your Windows desktop.

User Guide
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2 Setting up the System

Once you have installed the PharmSpec software, you need to configure the system for use
with your equipment. This configuration includes providing information concerning channel
settings, sensor calibration, and run parameters, as well as information on your specific
hardware configuration.

PharmSpec acquires data according to the setup parameters that you specify, and will save
this data in database. Data analysis will be based on the particle distribution and on the pass/
fail classifications of the test procedures.

The following chapters will guide you through the system configuration and the user
administration steps.

Note:
Before starting the software, verify the following settings in the Windows Operating System
(OS):

» Display Settings are set for Small Fonts

» Decimal Separator [typically either the decimal
correctly for your use.

“ [l

. or comma “,” character] is set

HIAC
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3 System Configuration

3.1 Hardware Settings

You have to set up the hardware and the operating parameters before starting to use the
system with the 9703 or 9705 sampler. Otherwise the software can be used only in the
Simulation (Demo) mode.

The software will prompt the user to configure the 9703 or 9705 on first use by opening the
Hardware Settings dialog is the user has the appropriate permissions.

Configure the system during initial set up or whenever there is a change in the hardware
components or the operating parameters used. You can set up the hardware by selecting
Setup > Hardware Settings. This invokes the Hardware Settings dialog. This menu is
enabled only for a user who has the required privilege to do this.

Hardware Settings |
— Configure Current Test Setup Add M odify Remove——
[~ Simulation Sensor... |
Communication Sensor Counter Sampler
Fort I COM1 - l Maodel I HRLDA400CE - l Madel I 9703 - l Madel IM - I Counter... |
Baud Rat I vl Serial Na. I vl Serial Mo I vl Serial No. I vl
EECln= = 19200 e FOE211 Gl R FO387 En=io GFaTY Sampler...
ey Dl —Sampler Data (Current Setup] ——— Frint Setup PH&
Hhin |4 3:
Type [Ciui Modsl [HRLD400CE Syringe Size [ ml I~ Auto Print On
#hdax I?? 3:
Calibration Made ISingIe Serial No. IFUEZ|1 —Operating Parameters
Calibration D ate IZDDD-DB-2B 'I Calibration Due |2DDS-1 212 Yi badify.... | Field Mames... |
) " I i l— —~ Parameters
Wiew Yolume (%) 25 Hg[g'?;llf,ﬁﬁ] &0 _
Sample Wolume [mL] |5 Chanrel Size: [um)
E_or]centration |35 ; 0
Innit
|3
r—Calibration D ata o oibuns 2 »
—Call
! 5ize i Dilution Factor I1
2013 - 8.3 -
2063 125 Tare Yaolume [mL) |1
5.03 M7
1015 1184 .
1502 290.6 tulti stroke Tare (L) Ig_']
20 4361
25.09 6338
01 q18.2 [~ Discard First Run
40.25 15458
598 23541 [~ Show this soreen at the beginting of
796 | Jzmz1 = each test

Ok | Cancel Print Help

Fig 3-1 : Hardware Settings Dialog

This dialog is organized into multiple sections. Each section is explained below.

To set up a new system, the first step is to configure or add Sensor(s), Counter(s) and the
Sampler(s). The next step is to define the current setup components by selecting the Sensor,

HIAC User Guide
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Counter and the Sampler used in the system and the communication parameters such as the
Port number and the Baud rate. Then you need to set the Operating Parameters.

» The 9705 uses sensors and counters.
* The 9703 uses sensors and samplers.

a ) Configure Current Test Set-up

A user can have an inventory of more than one Sensor, Counter and Sampler, but only one
each of these components will be used in a test setup at any given time. In addition to this, the
COM port of the computer to which the hardware unit is connected and the Baud rate need to
be set. The Configure Current Test Setup group allows the user to configure all these.

Communication

The user can select the port and baud rate required for communicating with the HIAC 9703 or
9705. The available options for Port number are COM1, COM2, COM3 and COM4.

Note:

For the 9705, set the Baud Rate to USB.

Sensor

The user can select the model and serial number of the sensor used in the current test set up.
Counter

The user can select the model and serial number of the counter used in the current test set up.
Sampler

The user can select the model and serial number of the sampler used in the current test set up.
Simulator

There is a check box named Simulator. The user selects this to run the system in simulation
mode. This invokes a confirmation message prompting the user to confirm the change to
simulator mode.

x

@ Do wou wank ko set simulation mode?
oK |

Fig 3-2 : Simulator Mode Confirmation Dialog

The user can select the simulator mode by clicking the Yes button on this confirmation
message. All the other controls in the Configure Current Test Set Up are disabled in this case.
In simulation mode, the application will not communicate with the hardware.

User Guide H/AC
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x|

r— Configure Current Test Setup AddModifyRemave——

v Simulation Sensor... |

Corrumication Sensar Counter Sampler
Port ICDM'I vl Madel IHHLD4DUCE vl Madel IS?DS vl Madel ISDDDA vl Counter... |
Baud Rate |192DU vl Serial No. IFDB211 vl Serial Mo IFDSB? vl Serial No. IG?STY vl Sampler..

Frint Setup PH&
HMin

. _ |4 3:

Type [Gid — Model [HALD400CE Syinge Size [0 mL ™ Auto Frint On
S ax I?? 3:
Calibration Maode ISlngIe Serial Na. IFUEZI'I r—Operating Parameters

Hardware Settings

—Sampler Data [Curent Setup]

—Sensor Data

Calibration D ate IZDDD-DB-2B 'I Calibration Due |2DDB-1 212 'l Madify.... | Field Mames... |
i 5 |85 Mominal Flov I r— Parameters
Wiew W olume [%] Rate (mLMin] &0 .
Sample Yaolume L) |5 Chanrel Size: [um)
E_or]centration |35 : T
Innit
|3
r— Calibration Diata b2 @y 2 B
rlE=l =

W gize my Dilution Factor I1

203 - 8.3 - e

2063 125 are Yolurne [mi |1

503 347

1015 118.9 :

1502 2906 Multi stroke Tare (mlL] Ig_-|

20 4361

25.09 £83.8

301 9182 I~ Diszard First Fun

40.25 1545.8

a8 23541 [~ Show this screen at the beginning of

76 x| Jzme21 =l each test

ak. | Cancel Frint Help

Fig 3-3 : Simulator Selection

b ) Add / Modify / Remove (Sensor, Counter, Sampler)

The user can add new hardware components (sensor, counter and sampler) to the existing
inventory or modify the parameters of the existing ones. The user can also remove a hardware

component from the inventory.

Sensor

The user can add new sensors to the system, modify existing sensor data or remove a sensor
from the inventory. There is an additional option to import sensor data from a file so that the
user need not enter the data manually. While configuring the current test setup, user has to
choose a sensor from the sensor inventory. To add / modify / remove a sensor, click the Sensor
button in the Hardware Settings dialog. This invokes the Add Sensor dialog.

HIAC User Guide
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Add Sensor

% Add

= Madify

" Remaove © Import

|’I rnport From

Type

—LCall

—Sensar Detailz

Calibration D ate

Calibration Diue

— Calibration D ata

Calibration kMode

I Liguid - I b odel I
I Single i I Sernal Mo. I
[2003m123 =]  wiew Volume %) |
I 0030123 - I Maminal Flow B ate

[l AMin] I

Concentration Limit I

Size

i

Size s’

Save

Cloze Help

Fig 3-4 : Add Sensor Dialog
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The user can perform any one of the following operations:

Add a Sensor

Modify Sensor Data

Import Sensor Data

Remove Sensor

User can add a new sensor to the system. User has to check the
radio button corresponding to Add. User has to specify all the details
including type, model and serial number in this case. All controls on
the dialog will be enabled in this case.

User can modify the parameters (Calibration data in most cases) of
an existing sensor. For this, user has to select the radio button
corresponding to Modify. The user has to first select the Model and
then the Serial No. of the sensor and then modify the details. User
will not be allowed to modify the type, model and serial number.

Instead of adding a new sensor using the “Add” option and by
entering the sensor data, the user can import sensor data from a file.
For this, the sensor data should be available in a predefined format
in a file. This sensor details file shall have an extension “.sen”. To
import the sensor data, select the radio button corresponding to
import, following which, the Import From control is enabled. The user
is then allowed to select the path and file from which the user has to
import the sensor. An Open File dialog is displayed from which the
user can select the path and file. User can import it and modify the
details (if required) excluding type, model and serial number.

You can remove a sensor from the system. The currently selected
sensor is deleted by clicking on the Remove button.

HIAC
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Modify Sensor

i Add

i adify

i Remave

£ Import

[mpart From

—Sensar Detailz

Type m b odel HRLD400CE
Calibration Mode | Single ] SerialNo, |Fos211 =l
Calibration Date [20000626 |  Wiew Valume (%] |&5.00
Calibration Due [20031272 =] Eﬂanfm?A]Flnw Rate |50.00
Concentration Lirmit IEE'DD
— Calibration Data
—Call
Size it Size i
2013|830 [40.250 [1545.80
[3083 |1250  [59.800 [2354.10
(5030 3470 [7e.600 [2752.10
{10150 [118.90  [100.000 |3296.70
[15.020 29060  [157.000 [4610.50
[20.000 43610 [302.000 [S044.00
|25.090 |e=3s0 | |
[30100 |91ez0 | |
Save Cloze Help

Fig 3-5 : Modify Sensor Dialog
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Select sensor file bo import d |
Laak i Ia Diebug j o= i
. _1Database
@ [:I Dump

Higtary 1 Help

L _1hi

@ " 11con

) _1Irfa
HRLD400.5en
Sensorl.3en
SEnsors.3en

File name: I j Open I
Files of bype: I Sensor flles [*.5en ) j Cancel |
g

Fig 3-6 : Import Sensor Dialog

The sensor data consists of following parameters. When you add a new sensor, you need to
define all these parameters. In the “Modify” mode, it allows you to modify most of these
parameters except the model and the serial number.

» Type of the sensor (Liquid / Air)

* Model of the sensor (Enter the model number or select one from the list)

+ Calibration mode

Note:
Only liquid sensors are supported at this time.

The Sensor Calibration mode could be either “single” or “dual.” In case of “Dual” mode, there
are two sets of calibration data to be entered:Cal 1 and Cal 2. The second set is disabled in
case of the “single” mode sensors.

Note:
Dual mode is not supported at this time.

« Serial number of the sensor + Date of calibration
» Expiration date for the calibration * View Volume
 Nominal Flow Rate » Concentration Limit

User shall enter the particle sizes for the calibration and the millivolt values for the size. There
must be a minimum of four sizes and millivolt values. The user can then save the details by
clicking on the Save button.
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Remove Sensor

i Add

= bodify

% Remove

Import From

O Impart I

—Sensor Detailz

Type ILiquil:I 'I P odel IHHLDdI]EII:E j
Calibration faode ISingIe *I Serial Mo, IFIIIEEH j
Calibration Date [20000526 =]  viewVolume ) J85.00
Calibration Due [Z007292 =] Morinal Flow Rate J60.00
[rnL/tdin]
Concentration Lirnit IEE'I:":I
— Calibration Crata
=
—Call
Size i
Do wou wank to remove this sensor?
203 |as0
[3083 1250 o
[5.050  [3470  re——
(10150 [11880  [100.000 |3296.70
[15.020 [29080  [157.000 [4510.50
[20.000 43810  [302.000 |A044.00
[z5090  [6E3E0 | |
[30100 91820 | |
Remove Cloze Help

3.2 Counter

Add Counter

Fig 3-7 : Remove Sensor Dialog

The user can add a new counter to the system. Clicking on the Counter button in Hardware
Settings dialog does this. This invokes the Add Counter dialog.
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x

* Add " Femove
adel I j
Serial Ma. I
Sawe Cloze | Help |

Fig 3-8 : Add Counter Dialog

The user has to enter the model and serial number of the counter. You can also select the
model number from the list (if available). You can save these details by clicking on the Save

button, for later retrieval and use.

Remove Counter

You can remove a counter, which is no longer in use from the system. The title of the dialog
becomes Remove Counter, and the caption of the Save. When the Remove button is clicked,
a confirmation message is displayed prompting the user to confirm removal of the counter.

x

i Add

¥ Bemove

b odel

Serial Mo

Remowve

[T |
{Ch1234 =l

Cloze | Help |

Fig 3-9 : Remove Counter Dialog
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a ) Sampler

Add / Modify Sampler

The user can add a new sampler or edit an existing sampler. To do this, click the Sampler
button in Hardware Settings dialog. This invokes the Add Sampler dialog.

Add Sampler x|

&+ Add " Modify Remove

I~ Lift
Madel | B
Lift A
Serial Mo. I (% Lift arm after test completed
Syringe Size I j € LLift arm atter each i
Save Cloze | Help |

Fig 3-10 : Add Sampler Dialog

You can add new sampler details by clicking on the Add radio button. You can enter the value
for model, serial number and select a syringe size from the Syringe Size selection window
selection window for the sampler. Available syringe sizes are 1 ml, 10 ml and 25ml. You can
also select the model number from the list, if available.

On the 9703, you also have to select the option for lifting the arm (lift the arm after each run or
after the completion of the test). You can then save the details, by clicking on the Save button,
for later retrieval and use. If you prefer to manually raise the arm at the end of each test or
sample, then simply do not check the box for Lift Arms database. User can select a model and
serial number from the existing list and change the syringe size of the selected sampler and the
lift arm behavior. You can then save the details, by clicking on the Save button, for later
retrieval and use.

Note:
The HIAC 9705 does not use an arm for sampling, so this option is not available to 9705
users.

User Guide

HIAC



KSS - March 2006 - Edition 3

PharmSpec 2 - System Configuration 25 of 136
Modify Sampler El
i Add &+ Modify Remove
I Lift &mm
Model [ P |
Lift Armn
Serial Mo, IS.-’-‘-.EE?IZ j + Lift arm after test completed
g I-ID L j € Lift am after each un
Save Cloze | Help |

Fig 3-11 : Modify Sampler Dialog

Remove Sampler

You can delete a sampler, which is not in use, from the system. The title of the dialog becomes
Remove Sampler and the caption of the Save button becomes Remove. By clicking on the
Remove button, the user is prompted for confirmation before the Sampler is deleted.

Remove Sampler x|
i Add " Modify % Remove
I Lift &
todel
Lift &
Serial Mo, IS.-’-‘-.EE?:Z j €% Lift arm after test completed
b I-ID = j € Lift arm after each
FRemove Cloze | Help |
Fig 3-12 : Remove Sampler Dialog
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b ) Sensor Data

You can view the details of the currently selected sensor (as per the Current Test Set up) in the
Sensor Data section of the Hardware Settings dialog. Sensor details include the type, model,
calibration mode, serial number, calibration date, calibration due date, volume, flow rate and
concentration limit. This also lists the calibration data.

c ) Sampler Data

You can view the syringe size for the currently selected sampler (as per the Current Test Set
up) in the Sampler Data section of Hardware Settings dialog.

d ) Print Setup

You can opt for auto print of test result after running the test. To do this, check the Auto Print
On checkbox in the Print Setup section.

e ) PHA

For the 9703, you can configure the Xmin and XMax parameter values of PHA graph from the
PHA section. These are the starting and ending points for the x-axis on the PHA display. The
value for the ending point must be at least 30 units greater than the starting point.

f) Operating Parameters

You can view the operating parameters such as sample volume, number of runs, dilution factor,
Channel sizes, tare volume, etc. in the Operating Parameters section of Hardware Settings
dialog. Most of these Operating Parameters except for the tare parameters are used
exclusively for the “RUN Counter” test. The tare parameters (Tare Volume and the Multi-stroke
Tare) are used by other tests also.

The Modify button in the Hardware Settings dialog can be used to modify these parameters.
Clicking on the Modify button invokes the Operating Parameters dialog.
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Operating Parameters ﬂ

—Parameters

Sample Yalume [mL] Channel Size [prm] Channel  Size [prm)

E R
Mo. of Runs E 1 flooo = [
Dilution Factar oo : jno (B
Tare Yolume (ml] 1.00 i I .
Multistroke Tare (ml) g3 Z :: 1 j ::
[~ Discard First Fun E |— 14 |—
r gggﬁtg:ts sereeh at the beginning of 7 |— 15 |—

8 N ©

k. Cancel | Help |

Fig 3-13 : Operating Parameters Dialog

You can enter the channel setting details. These are:

» Sample Volume for the Run Counter test
*  Number of runs for the Run Counter test
Dilution factor for the Run Counter test

* Tare volume: a volume drawn preceding the SAMPLE volume. It occurs on the first
stroke of a given run. This is to remove any fluids from a previous run (or bubbles etc. if
the tubing is empty) and to ensure that the sample data obtained is only from the fluid
from the container currently in place on the 9703 or 9705.

Multi-stroke tare: drawn to bring the fluid up to speed.
» Channel: PharmSpec supports up to 16 size channels.
User can also specify following conditions:

» Discard first run: If this option is selected, for the Run Counter Test, the test results of the
first run will be ignored in the computations but will still be displayed and stored.

» Show this screen at the beginning of each test: If this option is selected while running the
Run Counter Test, the Operating Parameters dialog will be displayed at the beginning of
the test. This is intended to provide information to the operator before running a test,
enabling the operator to confirm that these settings are correct for the test they are about
to run.
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You can configure the sample identifiers (Sample IDs) for the Run Counter Test by clicking on
the Sample ID button in the Hardware Settings dialog. This invokes the Configure Sample ID
dialog, which allows the user to enter the sample ID values.

Configure Sample ID |

Mo, of fields IE

Field Marme 1 fLat 1d

Field Marme 2 | 5ample D]

Field Mame 3 |

Field Mame 4

|
Field Mame 5 |
|

Field Mame &

)% Cancel | Help |

Fig 3-14 : Configure Sample ID Dialog

You have to enter the number of sample ID fields. A maximum of six sample ID fields can be
entered. The numbers of edit boxes for entering the sample id depends on this number. You
can then save it by clicking the OK button or discard it by clicking on the Cancel button.

3.3 Disable Obsolete Procedures

The Supervisor Administrator can disable any one of the obsolete test procedures if he/she has
the privilege to do so. All the obsolete procedures are moved to obsolete mode and thereby will
not be available for running the tests. The obsolete procedures can be reactivated by a
supervisor / administrator. Operator is permitted to use only the active procedures to run a
procedural test (only the active procedures are listed in the choices for Standard Procedures
selection window on the PharmSpec toolbar).

To disable / enable test procedures, the user has to choose Set-up > Disable Obsolete
Procedures. On clicking the Disable Obsolete Procedures menu, Disable Obsolete
Procedures dialog is displayed.

User Guide HIAC



PharmSpec 2 - System Configuration 29 of 136

Disable Obsolete Procedures x|
— Active Procedures — Obzolete Procedures
EFP 4.3 Environment JP =Y Reagent
EF 4.3 Test_ 1.4 Fr JP_ERSY_<100mbL
EF 4.3 Test 1B i
JP_H_ LY

JP S5V <25l

<X

k. Carnicel Help

Fig 3-15 : Disable Obsolete Procedures Dialog

In the Disable Obsolete Procedure dialog, Active Procedures lists all the active Procedures
configured in the system. You can select a Procedure from this and move it to the Obsolete
Procedures by clicking on the > button. You can move all the Procedures from the Active
Procedures list to the Obsolete Procedures list be clicking on the >> button. You can select a
Procedure from the Obsolete Procedures list and make it active by clicking on the < button. All
the Procedures can be made active by clicking on the << button. On clicking the OK button, all
the Procedures in the Active Procedures list are listed in the Standard Procedures selection
window on the main screen toolbar.

3.4 9703 Sampler Control

For the 9703, you can initiate some of the hardware commands (mechanical movements, get
firmware version number etc.) directly for initializing or setting up the hardware. The commands
are sent directly to the hardware through the driver. To do this, choose Set-up > Sampler
Control. On doing so, the Sampler Control dialog is displayed.
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sampler Control X|

Load Swringe Frime Back Flush

A Up Werziong Shart 4 Stop

Cloze | Help |

Fig 3-16 : Sampler Control Dialog

Sampler Control dialog supports the following commands:

Load Syringe

Prime

Back Flush
Arm Up
Version
Abort/Stop

3.5 Report Type

Note:

Load Syringe moves the syringe plunger to its maximum extension to allow
removal of the syringe.

This command causes the sample to be drawn into the sampler in order to
eliminate air, and to ensure that the sample is present in the sensor when
counting commences.

This command reverses the sample flow through the 9703/9705 system to
provide a way of clearing sensor blockages.

This command raises the sensor arm to allow removal and/or interchange of
sample bottles. 9703 only.

This command retrieves the version of the firmware and the model of
sampler.

This command cancels the above operations.

This functionality is disabled for PharmSpec 2.1. All reports appear in English.

You can select the language of reports. For this, choose Set Up > Report Type. On selecting
this option, the Report Type dialog is displayed.
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Report Type

—Report Settings
* Local Language

" |nternational

™ Englizh Orily

k. Cancel Help

Fig 3-17 : Report Type Dialog

To view the reports in the local language, select the Local language option. On doing so, the
reports are displayed in the local language (the language selection is made at the time of
installation). [Note: In PharmSpec version 2.0, only English is supported. Local Language
support will be available in future releases.] If you choose International, then reports are
displayed in the local language with English sub-titles. If you choose English Only, the report is
displayed in English, but the review/approval comments would be in the local language if they
were written in the local language
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4 Getting Started

4.1 User Interface

PharmSpec user interface consists of the following:
Table 4-1 : User Interface Components

Component Function

PharmSpec Main Application Used to configure the test set up, run the tests and view results /
reports /activity logs

Procedure Builder Used to create custom Test Procedures. This is an optional mod-
ule. It is needed only if the user wants to create his/her own test
procedures.

Procedure Loader Used to import new Test Procedures into the current setup.

Database Restorer Used to recover lost data; can restore data from the backup or
archived files.

License Update Tool Used to upgrade the license key for the PharmSpec Software.

Simulation Application Used to set some pre-defined result values that will be received by

the PharmSpec application while running the tests.

Admin Tool Used to reset the administrator password. This application is not
installed in the system. To run this utility, user needs the Pharm-
Spec CD. This shall be used only in emergency conditions.

To launch the PharmSpec main application, any one of the following methods could be used:

* Go to Start 2 Programs - PharmSpec 2 = PharmSpec

* Double click the shortcut to PharmSpec, on the desktop.
Before beginning to use the software, you have to first log in to the system. Log in using a User
ID and password. The administrator assigns a User ID and password to a new user. The
software comes with a default administrator user with User ID ‘admin’ and password ‘123456’.
On your first log into the software, you are by default prompted to change your password.
However, the administrator can disable this feature.

The login dialog is shown in Figure 4-1.
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Cancel
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Fig 4-1 : User Login Dialog

After logging in successfully, the PharmSpec 2 application will be available. The PharmSpec 2
Main Application window consists of an upper portion with menus for various user actions and
selection window boxes to select the test procedures for running the tests, and a status bar at
the bottom, which consists of three parts. On the left-most portion of the bottom display will be
any status message and on the right-most side, one icon to indicate the busy/idle state of the
system and another icon to show whether the system is in simulation mode or online
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Fig 4-2 : PharmSpec Main Window

4.2 Main Menu Details

a ) User

This is the main menu for the user activities. The user activities include viewing the profile of a
user, changing password, log out the currently logged in user, and exiting the application.

b ) Setup

This is the main menu for all set-up activities of the system. There are options under this menu
for setting up the hardware, Administration set up, disabling obsolete test procedures, sampler
control, data storage activities, and selecting the report type.

c ) Sample Test

This is the main menu for running the tests. This menu contains options for running a
Procedural Test, Run Counter Test or the Instrument Standardization Test.
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d ) Review And Approve
This is the menu for reviewing and approving test results.
e ) Reports

This menu contains options for viewing all the reports. You may view activity logs, historical
reports and PharmSpec 1.4 reports.

f) Help

This menu provides a choice of these HELP-related functions: Using Help, Help on Shortcut
Keys, Contents and About PharmSpec 2.

4.3 Sub Menu Details

a ) View Profile

Each user can to view his/her profile and the name of administrator who created the user. For
this, go to User > View Profile. This displays the User profile dialog for the logged in user. The
User Profile dialog lists all the rights of the user. It also lists the user role (operator, supervisor,

calibration technician or administrator) and the administrator who has created the user. This
menu item is available for all user roles.

User Profile - Administrator x|
Usger Role I.-'i'-.u:lministrah:ur
Created By ISystem
—Rightz
View Profile -
Run Tests —

Wiew or Print Reports

Rewview Reports

Setup Test System

Approve Reportz

Define Test Procedure

Wi/ Print Activity Logs

Run Instrument Standardization Tests
Load / Create Procedures

Dizable Obzolete Procedures
Admiriztration Setup ;I

Cloze Help |

Fig 4-3 : User Profile Dialog
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b ) Change Password

Each user must be able to change his password. The user can change the password by
choosing User > Change Password. This displays the Change Password dialog.

Change Password

0ld Pazzward I

Mew Passwaord I

Canfirrn Mew Passwaord I

] Cancel Help

Fig 4-4 : Change Password Dialog

You have to enter the old password followed by your new password. Re-enter the new
password for confirmation. The administrator sets the minimum number of characters for the
password. This menu option is available for all users.

During first login, this dialog is automatically displayed (if this feature is set by the administrator)
and in such cases the user cannot proceed without changing the password. This dialog also
invokes on expiry of the password.

c ) Logout

The user can logout from the system by choosing User > Logout. A confirmation message is
displayed prompting the user to confirm logging out action.

x

@ Are wou sure wou want to logout 7

Fig 4-5 : Logout Confirmation Dialog

You can log out of the system by clicking on the OK button or cancel the logout by clicking on
the Cancel button. You may not be allowed to logout while running a test. You can log out only
after you have completed the running of the current test. If you attempt to log out without saving

the test run details, a confirmation message is displayed prompting you to save the unsaved
changes, if any.
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It is possible for a different user to log in after you have logged off.
d ) Exit

You can exit the application by choosing User > Exit. This invokes a confirmation to the user.

et x|

@ Are vou sure you wank to exit PharmSpec?
oK |

Fig 4-6 : Exit Confirmation Dialog

On clicking on the OK button of this confirmation dialog, the current user is logged out and you
exit the application. Exit menu is not enabled if a test is currently running.
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5 User Administration

5.1 Administration

Administrator manages the user and the system settings. A new user is added, or the details of
an existing user can be modified. The Administrator also sets the system parameters. To do
this, choose Set Up > Administration. This invokes the Administration dialog. Only an
administrator can access this menu, and this option is disabled for all other users.

Administration |

e zers

Bctive Users j

—zers

IJzer Mame | dger D | Dezcription |
Admiristrator Adrnin Drefault Administrator

Calib Technician CalTech Default Technician

Add Uzer... Modify User... Syztem Settings... Cloze Help

Fig 5-1 : Administration Dialog

The Administration dialog lists all the available users. The users listed depend on the user type
selected. User type can be selected from the View Users combo selection box. The user list
can be filtered using the following three options:

* All users

* Active users

* Inactive users
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5.2 User Levels

The users operating the system are organized into the four groups or levels shown in Table 5-
1. When new users are added to the system, they only receive the default priviledges of their
role unless the Administrator specifically grants them additional privileges.

Users can view their role, privileges, and the name of the administrator responsible from the
View Profile menu option.

Table 5-1 : Default Role Privileges

Privileges Operator | Supervisor ?:éiﬁr:?éiigﬂ Administrator
Run tests \ \ V
View and print reports \ \ \ \
View profile \ \ \ \
Set up test system hardware and operating parameters \/
Approve test results v
Load and create test procedures, including report templates \
Enable/disable test procedures \
View and print activity logs \
Perform instrument standardization tests \
Administer user accounts v
Backup and archive databases

Configure system \ \ \

a ) Add User

Administrator can add a new user and set the details for the new user by clicking on the Add
User button. This invokes the Add a New User dialog.
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X
— Froperties
Full Marme IJ ermy Thompzon
Uzer Role I Supervizor j
Ciescription |TE.3h
Uzer 1D I._l ey
Pazsword I xxxxxxxxxx
Confirm Pazzword | **********
—Options
™ User must change password on nest logon
W Account never expires
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(] Cancel Idzer Rights.. Help

Fig 5-2 : Add New User Dialog

Administrator assigns a User ID, user name, user role and password to the new user. The
maximum number of characters for the password is twenty. Minimum length of User ID and
user name is four. Administrator sets certain options for the new user. The options are:

Change the password on the next login

If this option is set, the user must change the password on next login. Change password dialog
invokes at user login.

Account Never Expires

If it is not set then the user becomes an inactive user after the specified date. The expiry date
will show the current date by default.

Administrator then assigns the privileges to the user by clicking on the User Rights button in the
Add User dialog. This invokes the User Rights dialog. This dialog is based on the user type
(selected in the previous screen as the User Role selection window).

If the user is an Operator, then the user rights dialog displayed is as follows:
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Rights of Operator

—User Rightz Dptions
Select Rights

Run Testz

Review Reports

Default Rightz

Wiew Profile
Wiew ar Print Reparts

Selected Rights

(] 4 Cancel | Help |

Fig 5-3 : Operator User Rights Dialog

An Operator has the privilege to View profile, View or print reports along with certain additional
privileges. The Administrator can assign the privileges to a user. The privileges available for an

Operator are Run Tests and Review Reports.

If the user is a Supervisor then the user rights dialog screen displayed would be as follows:
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Rights of Supervisor x|

—zer Rightz Optiohz

Select Rights Default Rights

Setup Test System Wieww Prafile
Approve Reportz Run Tests

Define Test Procedure Wiew or Print Reports
Wiew / Print Activity Logz Review Reports

Load / Create Procedures
Dizable Obzolete Procedures

Selected Rights

0k, Cancel | Help |

Fig 5-4 : Supervisor User Rights Dialog

The Supervisor has all the privileges of an Operator. The Administrator can set some additional
privileges to the supervisor.

If the user is a Calibration Technician then the user rights dialog displayed would be as follows:
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Rights of Calibration Technician

—ser Rights Options
Select Rights

0K

Default Rights

Wiew Prafile

Run Testz

Yiew or Print Reports
Feview Reparts

Cancel

Selected Rights

Setup Test Spstem

Run Ingtrument Standardization T

1 | H
Help

Fig 5-5 : Calibration Technician User Rights Dialog

The Calibration Technician is a type of user who will perform Instrument Standardization Tests.
This person will be either a person from Hach Ultra Analytics or a person trained by Hach Ultra

Analytics.

If the user is an Administrator then the user rights dialog displayed would be as follows:
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Fig 5-6 : Administrator User Rights Dialog

An Administrator has all the privileges of the Operator, Calibration Technician and Supervisor.

To set the Rights for a user, select the required right from the Select Rights list and click the >
button. The selected right will now be listed under Selected Rights. To remove a Right, select
the required Right from the Selected Rights and click the < button.

After assigning all required Rights, click the OK button of the User Rights dialog. The new or
modified User is added to the system on clicking the OK button of the Add a New User Dialog.

b ) Modify User

The user details can be modified later if required. The Administrator can modify the user details
by clicking on the Modify User button. This invokes the Modify User Details dialog. The

Password and Confirm Password dialogs contain a predefined number of asterisks. This is not
the same as the number of characters in the password of that user.
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Fig 5-7 : Modify User Details Dialog

You cannot modify the User ID. Administrator can set or reset the user rights for the user by
clicking on the User Rights button. The User Rights dialog is displayed with the current

privileges of the user.

) System Settings

Administrator can set the system setting parameters. To do this, click the System Settings
button in the Administrator dialog. On doing so, the System Settings dialog is displayed.
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Fig 5-8 : System Settings Dialog

The Administrator can set the parameters related to Auto Lockout, Auto Logout, System
Lockout and periodic revision of Password. These parameters are:

* Auto Lockout time

* Auto Logout time

» System Lockout time

*  Number of consecutive unsuccessful login attempts

The system is locked or the user is logged out after the specified timeouts. The administrator
can also set the minimum number of characters permitted for User ID and password.

The password expiring frequency and the user account expiring alert are also configured from
this dialog. The parameter Password Expiring Frequency decides the frequency (days) at
which the user has to change the password. If a user account is due for expiry, the user will get
an alert in advance and the parameter Account Expiring Alert represents this period. Once a
user account is expired, the account will be disabled and the user cannot log into the system.
On receiving the alert, the user can contact the administrator and initiate actions to extend the
validity of the account if required.

The level of security (HIGH or LOW) selected during installation is displayed in the System
Settings dialog but cannot be changed once it is initially set in the Installation process.
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6 System Configuration

6.1 Hardware Settings

You have to set up the hardware and the operating parameters before starting to use the
system with the 9703 or 9705 sampler. Otherwise the software can be used only in the
Simulation (Demo) mode. You have to configure the system during initial set up or whenever
there is a change in the hardware components or the operating parameters used. You can set
up the hardware by selecting Setup > Hardware Settings. This invokes the Hardware Settings
dialog. This menu is enabled only for a user who has the required privilege to do this.

Hardware Settings |
r— Configure Current Test Setup Add/Modify/Remove
[ Simulation Sengor... |
Communication Sensor Counter Sampler
Port IEDM1 vl Maodsl IHHLD4DDEE vl Madel IS?DB vl Madel Im vi Counter... |
Baud Rate |192m vl Serial No. IFDB211 vl Serial Mo I FO937 - l Serial No. I GTETY vi S, |
By [l —Sampler Data (Current Setup] Frint Setup PHa
; : Hhin Id 3:
Type [Ciquid Model [HRLD400CE Syringe Size  [10 ml I™" &uta Frint On
#hdax I?? 3:
Calibration Mode ISingIe Serial No. |F05211 "
Calibration D ate |2DDU-DB-2B 'I Calibration Ciue |2DD3-1 212 'l Madify.... | Field Mames... |
- 2 |35 Morminal Flow IBD s t
Wiew Wolume [3] Riate mLMin] .
Sample Yaolume L] |5 Channel Size [pm]
E_or]c:entration |35 3 0
rnik
|3
r—Calibration C1ata e 2 5
e Size i Dilution Factor I‘I
203 8.3 = ]
3083 125 are Yolume [mi |1
503 347
:Ilg‘lﬂg 121932 Multi stroke Tare (ml] IU'1
20 4361
25.09 £83.8
20,1 q18.2 [~ Discard First Fur
40.25 15458
98 23541 I~ Show thiz screen at the beginting of
796 27521 =] each test

0k | Cancel Frint Help

Fig 6-1 : Hardware Settings Dialog

This dialog is organized into multiple sections. Each section is explained below.

To setup a new system, the first step is to configure or Add Sensor(s), Counter(s) and the
Sampler(s). The next step is to define the current setup components by selecting the Sensor,
Counter and the Sampler used in the system and the communication parameters such as the
Port number and the Baud rate. Then you need to set the Operating Parameters.
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a ) Configure Current Test Set-up

A user can have an inventory of more than one Sensor, Counter and Sampler, but only one
each of these components will be used in a test setup at any given time. In addition to this, the
COM port of the computer to which the hardware unit is connected and the Baud rate need to
be set. The Configure Current Test Setup group allows the user to configure all these.

Communication

The user can select the port and baud rate required for communicating with the HIAC 9703 or
9705. The available options for Port number are COM1, COM2, COM3 and COM4.

I':'l:rtl%e 9705, the COM port is set to USB and the baud rate cannot be selected.

Sensor

The user can select the model and serial number of the sensor used in the current test set up.
Counter

The user can select the model and serial number of the counter used in the current test set up.
Sampler

The user can select the model and serial number of the sampler used in the current test set up.
Simulator

There is a check box named Simulator. The user selects this to run the system in simulation
mode. This invokes a confirmation message prompting the user to confirm the change to
simulator mode.

x

@ Do you wank bo set simulakion mode?

Fig 6-2 : Simulator Mode Confirmation Dialog

The user can select the simulator mode by clicking the OK button on this confirmation
message. All the other controls in the Configure Current Test Set Up are disabled in this case.
In simulation mode, the application will not communicate with the hardware.
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Fig 6-3 : Simulator Selection

b ) Add / Modify / Remove (Sensor, Counter, Sampler)

The user can add new hardware components (sensor, counter and sampler) to the existing
inventory or modify the parameters of the existing ones. The user can also remove a hardware

component from the inventory.

Sensor

The user can add new sensors to the system, modify existing sensor data or remove a sensor
from the inventory. There is an additional option to import sensor data from a file so that the
user need not enter the data manually. While configuring the current test setup, user has to
choose a sensor from the sensor inventory. To add / modify / remove a sensor, click the Sensor
button in the Hardware Settings dialog. This invokes the Add Sensor dialog.
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Fig 6-4 : Add Sensor Dialog
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The user can perform any one of the following operations:

Add a Sensor

Modify Sensor Data

Import Sensor Data

Remove Sensor

User can add a new sensor to the system. User has to check the
radio button corresponding to Add. User has to specify all the details
including type, model and serial number in this case. All controls on
the dialog will be enabled in this case.

User can modify the parameters (Calibration data in most cases) of
an existing sensor. For this, user has to select the radio button
corresponding to Modify. The user has to first select the Model and
then the Serial No. of the sensor and then modify the details. User
will not be allowed to modify the type, model and serial number.

Instead of adding a new sensor using the “Add” option and by
entering the sensor data, the user can import sensor data from a file.
For this, the sensor data should be available in a predefined format
in a file. This sensor details file shall have an extension “.sen”. To
import the sensor data, select the radio button corresponding to
import, following which, the Import From control is enabled. The user
is then allowed to select the path and file from which the user has to
import the sensor. An Open File dialog is displayed from which the
user can select the path and file. User can import it and modify the
details (if required) excluding type, model and serial number.

You can remove a sensor from the system. The currently selected
sensor is deleted by clicking on the Remove button. The caption of
the Save when the Remove radio button is selected.
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Fig 6-5 : Modify Sensor Dialog
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Fig 6-6 : Import Sensor Dialog

The sensor data consists of following parameters. When you add a new sensor, you need to
define all these parameters. In the “Modify” mode, it allows you to modify most of these
parameters except the model, type and serial number.

» Type of the sensor (Liquid / Air)

* Model of the sensor (You can enter the model number or select one from the list)

+ Calibration mode

The Sensor Calibration mode could be either “single” or “dual”. In case of “Dual” mode, there
are two sets of calibration data to be entered Cal 7 and Cal 2. The second set is disabled in
case of the “single” mode sensors.

Note:
Dual mode is not available in PharmSpec 2.1.

» Serial number of the sensor

» Date of calibration

» Expiration date for the calibration
* View Volume

* Nominal Flow Rate

» Concentration Limit

* User shall enter the particle sizes for the calibration and the millivolt values for the size.
There must be a minimum of four sizes and millivolt values.

The user can then save the details by clicking on the Save button.
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Remove Sensor
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6.2 Counter

Add Counter

Fig 6-7 : Remove Sensor Dialog

The user can add a new counter to the system. Clicking on the Counter button in Hardware
Settings dialog does this. This invokes the Add Counter dialog.
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Fig 6-8 : Add Counter Dialog

The user has to enter the model and serial number of the counter. You can also select the
model number from the list (if available). You can save these details by clicking on the Save
button, for later retrieval and use.

Remove Counter

You can remove a counter, which is no longer in use from the system. The title of the dialog
becomes Remove Counter. When the Remove button is clicked, a confirmation message is
displayed prompting the user to confirm removal of the counter.

x

" Add ¥ Bemove

odel [~

Serial Mo ||:N1 234 j

Remowve Cloze | Help |

Fig 6-9 : Remove Counter Dialog
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a ) Sampler
Add / Modify Sampler

The user can add a new sampler or edit an existing sampler. To do this, click the Sampler
button in Hardware Settings dialog. This invokes the Add Sampler dialog.

Add Sampler x|

&+ Add " Modify Remove

I~ Lift
Madel | B
Lift A
Serial Mo. I (% Lift arm after test completed
Syringe Size I j € LLift arm atter each i
Save Cloze | Help |

Fig 6-10 : Add Sampler Dialog

You can add new sampler details by clicking on the Add radio button. You can enter the value
for model, serial number and select a syringe size from the Syringe Size selection window for
the sampler. Available syringe sizes are 1 ml, 10 ml and 25ml. You can also select the model
number from the list (if available).

On the 9703, you also may select the option for lifting the arm (lift the arm after each run or after
the completion of the test). You can then save the details, by clicking on the Save button, for
later retrieval and use. If you prefer to manually raise the arm at the end of each test or sample,
then simply do not check the box for Lift Arm. User can select a model and serial number from
the existing list and change the syringe size of the selected sampler and the lift arm behavior.
You can then save the details, by clicking on the Save button, for later retrieval and use.

Note:
This option is unavailable on the 9705.
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Modify Sampler
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Fig 6-11 : Modify Sampler Dialog

Remove Sampler

You can delete a sampler, which is not in use, from the system. The title of the dialog becomes
Remove Sampler and the Save button becomes Remove. By clicking on the Remove button,
the user is prompted for confirmation before the Sampler is deleted.

Remove Sampler x|
i Add " Modify % Remove
I Lift &
todel
Lift &
Serial Mo, IS.-’-‘-.EE?:Z j €% Lift arm after test completed
b I-ID = j € Lift arm after each
FRemove Cloze | Help |
Fig 6-12 : Remove Sampler Dialog
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b ) Sensor Data

You can view the details of the currently selected sensor (as per the Current Test Set up) in the
Sensor Data section of the Hardware Settings dialog. Sensor details include the type, model,
calibration mode, serial number, calibration date, calibration due date, volume, flow rate and
concentration limit. This also lists the calibration data.

c ) Sampler Data

You can view the syringe size for the currently selected sampler (as per the Current Test Set
up) in the Sampler Data section of Hardware Settings dialog.

d ) Print Setup

You can opt for auto print of test result after running the test. To do this, check the Auto Print
On checkbox in the Print Setup section.

e ) 9703 Only: PHA

For the 9703, you can configure the Xmin and XMax parameter values of PHA graph from the
PHA section. These are the starting and ending points for the x-axis on the PHA display. The
value for the ending point must be at least 30 units greater than the starting point.

f) Operating Parameters

You can view the operating parameters such as sample volume, number of runs, dilution factor,
Channel sizes, tare volume etc. in the Operating Parameters section of Hardware Sefttings
dialog. Most of these Operating Parameters except for the tare parameters are used
exclusively for the “RUN Counter” test. The tare parameters (Tare Volume and the Multi-stroke
Tare) are used by other tests also.

The Modify button in the Hardware Settings dialog can be used to modify these parameters.
Clicking on the Modify button invokes the Operating Parameters dialog.
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—Parameters

Sample Yalume [mL] Channel Size [prm] Channel  Size [prm)

E R
Mo. of Runs E 1 flooo = [
Dilution Factar oo : jno (B
Tare Yolume (ml] 1.00 i I .
Multistroke Tare (ml) g3 Z :: 1 j ::
[~ Discard First Fun E |— 14 |—
r gggﬁtg:ts sereeh at the beginning of 7 |— 15 |—

8 N ©

k. Cancel | Help |

Fig 6-13 : Operating Parameters Dialog

You can enter the channel setting details. These are:

» Sample Volume for the Run Counter test
*  Number of runs for the Run Counter test
Dilution factor for the Run Counter test

* Tare volume: a volume drawn preceding the SAMPLE volume. It occurs on the first
stroke of a given run. This is to remove any fluids from a previous run (or bubbles etc. if
the tubing is empty) and to ensure that the sample data obtained is only from the fluid
from the container currently in place on the 9703 or 9705.

Multi-stroke tare: gets the liquid up to speed.
» Channel: PharmSpec supports up to 16 size channels.
User can also specify following conditions:

» Discard first run: If this option is selected, for the Run Counter Test, the test results of the
first run will be ignored in the computations but will still be displayed and stored.

» Show this screen at the beginning of each test: If this option is selected while running the
Run Counter Test, the Operating Parameters dialog will be displayed at the beginning of
the test. This is intended to provide information to the operator before running a test,
enabling the operator to confirm that these settings are correct for the test they are about
to run.

HIAC User Guide



62 of 136 System Configuration - PharmSpec 2

You can configure the sample identifiers (Sample IDs) for the Run Counter Test by clicking on
the Sample ID button in the Hardware Settings dialog. This invokes the Configure Sample ID
dialog, which allows the user to enter the sample ID values.

Configure Sample ID X

Mo, of fields IE

Field Marme 1 fLat 1d

Field Marme 2 | 5ample D]

Field Mame 3 |

Field Mame 4

|
Field Mame 5 |
Field Mame & |

)% Cancel | Help |

Fig 6-14 : Configure Sample ID Dialog

You have to enter the number of sample ID fields. A maximum of six sample ID fields can be
entered. The numbers of edit boxes for entering the sample id depends on this number. You
can then save it by clicking the OK button or discard it by clicking on the Cancel button.
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7 Running Sample Tests and Reviewing Results

7.1 Run Procedural Test

You can run a procedural test by choosing Sample Tests > Run Procedural Test. You can
also run the Procedural test by pressing the F7 key on the keyboard.

To run a procedural test, you have to first select the test procedure. Steps for running the tests
are discussed below.

1) The currently selected test procedure name can be seen in the Standard Procedures
selection window on the PharmSpec main screen toolbar. If you do not want to change
this, you can ignore this step and go directly to step#2. If you want to run a test
procedure other than the one shown in the toolbar, click the Standard Procedures
selection window. The available list of test procedures is listed here. You can select the
required test procedure from this list.

2) click the Sample Tests > Run Procedural Test menu. This invokes the Sample
Identification dialog. You have to first enter the sample identifier data configured for the
selected test procedure.

Sample Identification x|
LatID [BEE
Batch 1D |Batchl 23
Conftinue Cancel Help

Fig 7-1 : Sample Identification Dialog

The sample identifiers listed are the ones pre-configured for a particular test procedure. For
example, the sample IDs for a particular test procedure could be “Lot ID” and “Batch ID” and
you are asked to enter the value for these sample identifiers.
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3)

On entering the sample ID values, and clicking the continue button, the Procedural
Test window is displayed. The Procedural Test window contains:

The top left corner of each screen provides the operator with instructions
specific to the test the operator is performing.

The section immediately below the instructions lists the parameters required to
run the test. Each parameter shows a default value. The user can change these
values within permissible limits. The most common parameters for a test are
sample volume and the number of runs.

The right side of the screen consists of the report area for the test. The results
of the test are displayed here. The result data displayed can vary procedure to
procedure. The test outcome (PASS or FAIL) will be displayed at the bottom
after completion of all test runs.

The lower part of the screen has buttons the operator could use to access help
files, print the results, run / stop the test, review / approve result, queue or save
the result and close the dialog.

USP_26_Environment

— Description — Result
Place BOmL filkered water inta clean Result Size Curmulative Count | Surmmation
glazsware. Agitate. Degas for 30
zeconds. Agitate again. Enter zample Run hum 1 10 133200 o
wolume below. 25 27600 ]
Eurn Mum 2 10 209400 209400
— Parameters 25 F4600 F4a00
- FEurn Mum 3 10 162200 371600
5 ample Yolume (ml] 500 = 75 26600 101200
Nao OF Runs I 7 3:
‘ TEST FAILED WITH USP_26_E nviranment
Review / Approve Save Only | Gueue Fiur Tiest Frint | Cloze | Help

4)

Fig 7-2 : Run Test Dialog

You have to click the Run Test button to run the test. The test result is displayed after
running the tests. The caption on the Run Test button changes to Stop Test while the
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test is running. You can stop the test run by clicking on the Stop Test button. A ticker is
displayed on the screen to inform the operator that the test run is in progress.

5) After running the test, the operator can perform any one of the following actions:

Save Only This option is used either for informal tests (you do not want to review/approve
these tests) or when you want to put the signatures on the hard copy (printout of
the test report). In this case, the operator can just save the results. For this, click
the Save Only button.

Queue The user queues the result for the purpose of reviewing and approving it on-
screen later. For this, click the Queue button.

Review /  If the user has the appropriate privileges, he/she may review and approve the
Approve results after running the test. To do this, click the Review / Approve button. On
doing so, the Review / Approve Comments dialog is displayed.

Review / Approve Comments il

Review Approve | E xit |

Fig 7-3 : Review / Approve Comments Dialog

In the Review / Approve Comments dialog, you can enter the review comments and then press
the Review button. When this button is pressed, the user authentication dialog will pop up,
prompting you enter your password.

User Authentication x|

—alidate Lser

Enter pour Paszword

] Cancel | Help |

Fig 7-4 : User Authentication Dialog
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If you have the privilege to approve the test results, you can enter the approval comments and
then press the Approve button. As in the case of review, the user authentication dialog will pop
up, prompting you enter your password.

Review / Approve Comments il

Hewiew | Approve | E st

Fig 7-5 : Review / Approve Comments Dialog

The user can also print the result by clicking on the Print button.

7.2 Run Counter

You can run the Run Counter Test by choosing Sample Tests > Run Counter. You can also
run this test by pressing the F9 key on the keyboard.

Setup details for the Run Counter Test are set from the Hardware Settings dialog (Operating
parameters). Once all the Setup procedures are completed, the user can run the Run Counter
test and collect the data. This is a non-procedural test (default test without any Pass/Fail
checking) that uses only the Operating Parameter values.

Clicking on Run Counter menu invokes the Sample Identification dialog.
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Sample Identification x|
Lat 1D [Lat 123
Batch 1D [Btcht 23
Sample [D <3 ISampI'I o3
Continue Cancel Help

Fig 7-6 : Sample Identification Dialog

Sample Identification dialog displays the sampled identifiers configured for the Run Counter
Test. You have to enter the values for these sample identifiers (for example, the values for the
Lot ID, Batch ID, etc.) and then click the Continue button. This invokes the Run Counter dialog.
This dialog displays the results obtained from the counter and the calculated result. It also
displays the user who has run the test, date of running the test, sample IDs etc. You can print
the result by clicking on the Print button.
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Sensor Model

Sensor Serial

1
1

Run Counter Test Report

7.3 Review and Approve

Operator Name Adminiztratar
Sample Date 2005-12-05
Number of Runs 3
Sample Yolume 5.00
Run 1 Included
Result | Size [p... | Cumuilative Count Differential Count Cumulative Counts/mL | Differential Counts/ml #
25.000 200 0.00 0.40 0.00
30.000 200 200 0.40 0.40
Run 3 2.000 10.00 4.00 200 0.80
5.000 £.00 3.00 1.20 0.60
10.000 3.00 1.00 0.60 0.20
15.000 200 1.00 0.40 0.20
20.000 1.00 1.00 0.20 0.20
25.000 0.00 0.00 0.00 0.00
30.000 0.00 0.00 0.00 0.00
Average 2.000 13.00 567 280 113
5.000 7.33 367 1.47 073
10.000 367 200 073 0.40
15.000 1.67 067 0.33 013
20.000 1.00 0.33 0.20 0.07
25.000 067 0.00 013 0.00
30.000 067 067 013 013 .,
< ¥
Run Test | Remate Cloze Frint Help
Fig 7-7 : Run Counter Window

Once a procedural test is run, the test results have to be reviewed and approved. Special
privileges are needed for the user to do the same. The user can Review/Approve the results by

choosing Review And Approve menu. This invokes the Review And Approve dialog.
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Review And Approve x|
Select Test Result Result Details
- Standardization_E lectronicR esolution ﬂ Senzar Model © Simulation
- Standardization_E lectronicP esolution_2003-01-23 12:04: 25 SEHSUI SﬂiaINo iiidmu_'qtion
b . : M. 14 perator M anme : Admiriztratar
Standardization_ElectronicR esolution_2003-01-23 12:04:36 Sample Date CSO05-01-73 120239 PM

Review Details

- Standardization_Electronich ezolution_2003-01-23 12:04:44
=3 Standardization_FlowR ate

Standardization_FlowRate_2003-01-23 12:03:51 Sample %olume [mL) 5
= Standardization_JPCountinghcouracy .
B L e DA Run Details
& Standardization JPCountingéccuracy
- Standardization_JPCounting®couracy_2003-01-23 12,0246 Run Mo Part.Sizelpm) Curulative Count  Curmulative Countsdmb
- Standardization_JPCountingdccuracy_2003-01-23 120256
- Standardization_JPCountingéccuracy_2003-01-23 12:02:59 1 5 414 828
[ Standardization_Yolumedcouracy
- Standardization_Yolumedccouracy 2003-01-23 12:032:15 Standardization_JPCauntingbccuracy FAILED

- Standardization_Yolumedcowracy 2003-01-23 12:02:32
- Standardization_Yolurmedccouracy 2003-01-23 12:15:49
- Standardization_Yolumedccouracy_2003-01-23 12:1E:10 b—

Reviewer 1
Review comment of Adminiztrator:

Reviewed

Enter Comments [ Do not use these characters * and ™ )

Administrator

Rewview... Approve. .. | Cloge | Help |

Fig 7-8 : Review and Approve Dialog

The Review And Approve dialog lists all the test results that are not approved in the Select Test
Result area, in a tree structure. Expanding a test procedure node displays the test results for
this procedure that are not approved. The user can select any of the tests from the list. The
Review button is enabled only if less than four users have reviewed the selected result and not
yet approved. The Approve button is enabled if the selected test result is reviewed by at least
one user and not yet approved.

The Review and Approve buttons will be enabled only if you have the corresponding privileges.

The user can review the result by entering the review comments and clicking on the Review
button. At least one reviewer and a maximum of four reviewers can review any test result. A
test result can be approved if at least one person has reviewed it. To approve a test result, the
user has to enter the approval comments and click the Approve button. Only one user can
approve a result. A report once approved cannot be reviewed anymore.

To review / approve a test, the user has to first select the required test from the Select Test

Result group. Under each test type (procedure), the tests due for review / approval are listed.
These are identified by the date & time values that correspond to the date/time at which the test
was run. Results for the selected test are listed on the right pane of the dialog (Result Details).
The review data (name of the reviewer, and review comments, date of review) are listed in the
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Review Details field. The current user cannot modify the comments written by another
reviewer.

The user has to enter comments and click the Review or Approve button as appropriate. On
clicking the Review or Approve button, the user is prompted to enter the password again. The
Secure Operation dialog is displayed, wherein the user has to enter his password.

Secure Operation

—Uzer Walidation

E nter Pazsword ||

[k Cancel | Help |

Fig 7-9 : Secure Operation Dialog

The comment is accepted only if the entered password is that of the logged-in user. The
maximum number characters permitted for comments are 166. On entering the comments and
clicking on the Review or Approve button, the entered comments and the user details are
updated.

Note:
If four persons have already reviewed the result, the Review button is disabled. If the user
does not have the “approve” privilege, the Approve button is disabled.
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8 View the Audit Trail (Activity Log)

8.1 View Activity Logs

The Administrator / Supervisor can view the activity log of system. To do this, select

Reports > View Activity Logs. This invokes the View Activity Logs dialog.

¥iew Activity Logs El
—Activity Logs
—Filkering Optionz
Date / Time zer £ Activity
From  |2003.011512:40:00PH =] Uger [ ~|
. Apply

To j2003012312:40:20PH =] Activity  [a) ~|
Date / Time | EY | Dezcription | il
2003-M-2312:26:22 P Adrinistrator Operating Parameters: Mumber of runz changed....
2003-01-2312:26:22 PM Adrninistrator Channel walue entered outzide of calibration range
2003-01-23 12:25:54 PM Adrninistratar Sample ids far counter changed.
2003-01-2312:25:13 PM Adrinistrator Fun Counter Test Started.
2003-01-23 122351 PM Adrinistrator Fun Counter Test Completed.
2003-01-2312:22:54 PM Adrninistrator Run Counter Test Started.
2003-01-2312:20:23 PM Adrninistratar TEST FAILED “WITH USP_26_Enwiranment
2003-01-2312:20:15 P Adrniniztrator Fun Started with Recipe : USP_26_E nvironment
2003-01-2312:18:45 P System Proper ShutDowr - PharmSpec
2003-01-2312:13:28 PM Adrninistrator Automatic Logout
2003-01-23 121727 PM Adrinigtratar Autormatic: lockout
2003-M-231216:22 P Adrniniztrator TEST STARTED WWITH Standardization_olun...
2003-M-23 121617 P Adrinistrator TEST FAILED “ITH Standardization_olured. .
2003-01-23 121610 PM Adrninistrator TEST STARTED "ITH Standardization_olum...
2003-01-231216:03 P Adrninistratar TEST STARTED WWITH Standardization_alur...
2003-01-23 12:16:00 P Adrniniztrator TEST FAILED "WITH Standardization_olured. .
2003-01-23 121549 P Adrinistrator TEST STARTED ITH Standardization_olum... LI

Frirt... E=port... Cloze Help

Fig 8-1 : View Activity Logs Dialog

The user can retrieve information stored in the logs based on a given criteria. The criteria could
be one among the following:

» Range (From / To) of DATE and TIME
* User name (All / specific user name)
» Type of activity or action (All / specific activity)
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The user can specify the criteria and view the logs based on the criteria. The Activity selection
window lists following activities:

All

System Lockout

Password Change

Database Archive / Backup
Database Corrupted

Run started / completed / stopped
Test Result Review / Approve

User Login / Logout
Shutdown

Automatic Lockout / Logout
Configuration Change
Procedure Created / Loaded
Run Counter

System Date Modified

On clicking the Apply button, the reports for the specified criteria are displayed. The activities
are displayed in the reverse chronological order of date.

It is possible to export the output to common formats such as EXCEL or WORD or CSV by
clicking on the Export button. In case of exporting to CSV format, you have to specify the
separator (delimiter).

You can print the log by clicking on the Print button.
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9 Generating Historical Data Reports

9.1 Historical Reports

The user can generate (view / print) the reports for the tests run in the past in a pre-defined
format. For this, choose Reports > Historical Reports. This invokes the Historical Reports

dialog.

Historical Reports

— T est Detailz
Test USP >|  TestProcedure 26_Erwiromment |
—Options
StatingDate  [ong3m23 »| Sampleld  [Nore |
Ending D ate |2I]I]3-EI1 23 ;l O peratar I.&II j Apply
DatesTime | Operatar

2003-01-23 12.22:49 PM

i, |

Adrministrator

Cloze |

Help |

Fig 9-1 : Historical Reports Dialog

The user has to first select the type of test (USP / EP / JP / KP/ User-Defined / Run Counter /
Standardization) from the Test selection window. Test procedures for the selected test type are
then listed in Test Procedure selection window. The user then selects a test procedure from the
Test Procedure selection window and then further filters the list using the keys Starting Date &
Ending Date, Operator Name, and Sample ID. After selecting the filtering options, the user has
to click the Apply button. This action filters the test results as per the given criteria and displays
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the filtered list in the reverse chronological order of date. This filtered list contains the Date/
Time information and the Operator name. Finally, selecting one of the reports from the list
displays the test report by a click the View button or a double click the selected report item, and
it can be printed if required.

Operator selection window lists all the users of the system. Sample ID selection window lists
the sample IDs corresponding to the selected test procedure. Sample ID will have “None” as
the default selection. User has to select the required sample ID from the selection window and
then the edit box for entering the sample ID value will be shown. The user has to select a
sample ID and the edit box for entering the sample ID is displayed. The user will then have to
enter the value of the sample ID for which he has to view the reports.

The Starting date and the Ending date fields display the current date by default. You may or
may not specify the other fields. On Selecting the Apply button, it displays all the reports for the
selected test procedure for the current date for all the users. If the user selects a sample 1D
then the value for that sample ID is also listed in the report details. The user can select a
particular report and click the View button or double click the report. This invokes the View
Report dialog.

User Guide

HIAC



KSS - March 2006 - Edition 3

PharmSpec 2 - Generating Historical Data Reports

75 of 136

X
[—
HIAC PharmSpec JP Counting Accuracy Test Report
sensor Wodel : mirnulation
Sensor Jerial Mumber : Birmlation
Cperator Mame » Administrator
Sarnple Date S 2003-01-23 12:02:39 P
Sample Wolurmne (ml) D5
Funl - Included
Fun Mo Particle Sizel pm) Curmalative Count Curolative Countsiml.
Faun 1 ] 414 81R
Adrmarastrator - Beviewed Diate 2003-01-23 12:36:05 FIW
& draimistrator - Bpproved Diate 2003-01-23 01:03:19 FI
HIAC PharmSpec JP Counting Accuracy Test FATLED
[~
Print. . Expart... Cloze Help

Fig 9-2 : View Report Dialog

The result is displayed in detail in the selected procedure format on clicking the View button.
The details include the sample ID values, user input values, test results, the user who had run
the test, date of running the test, and review and approve details for the test report.

The report will also display following details:

*  Whether the data of the first run was discarded / included in the calculations
» Pass Criteria for the test
» Space for manual signatures in case of “Save Only” type of reports.

You can print the generated report on clicking the Print button.

You can also export it to EXCEL or any CSV format by clicking on the Export button. In case of
exporting to CSV format, you have to specify the separator (delimiter).
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9.2

Old Version (PharmSpec 1.4) Reports

The software allows the user to read historical test results data generated by PharmSpec 1.4
and generate reports. This can by done by selecting Reports > Pharm 1.4 Reports. This
invokes the Pharm1.4 Reports Dialog.

Pharml.4 Reporkts x|

D atabaze IE: SPharml. 450ATANDATADD .

FReport Tupe | Counting Accuracy j

Petpiesd Tizinglalie ells [ ] ANEE

— Dphions
Starting Date  |1330-01-01 | Sample 1D [None =
Ending Diate | 2003-01-23 | Operator | Apply
D ate | Time | O perator |
021114 02: 4433 PM e
2002-11-14 02:44:53 PM
2003-01-01 11:05:25 A
2003-01-01 11:05:37 &M
2003-01-01 11:36:42 M
2003-01-01 11:36:54 &M
2003-01-01 11:55:18 A
2003-01-01 11:55:33 AM

Wie, | Cloze | Help |

Fig 9-3 : Older Version Report Dialog

You have to first select the database (file) that contains the test results from PharmSpec 1.4
and also the Report template path (path for .SDF / .RDF files). The reports (type) available in
this database are displayed in the Report type selection window and the user can select the
required one from this list. Use the DATE (Starting Date & Ending Date) | Operator / Sample
identifier filters to select the required test and then click the Apply button. This action filters the
test results as per the given criteria and displays the filtered list in the reverse chronological
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order of date. This filtered list contains the Date/Time information and the Operator name. The
user can view a result in detail by selecting the required report from this list and clicking on the
View button or double click the selected report item.

HIAC Foyco PharmSpec w14 Particle Counting Accuracy Test Feport

Fieldl (1M Sensor hiodel :HR1D-150
Field ID2 Sensor Senal Murmber 93120452
Fieldd (DG Operator Marne :
Field4 ik Sarnple Diate D 2002-11-14 02:44:33 PR
Fields (DS
Fieldé - IDé
10 prn Lower Lirnit 3250 10 pra Upper Lirit 4250
Lower Ratin 15 Upper Ratio (35
Saraple Volure (rl) 5
Foun Ho. Particle Sizefpm) Curmlatiee Clount
Run i 10 110
15 10
Fun2 10 410
15 10
Bun3 10 510
15 10
boverage 10 440
15 10
Print. . Expaort... Cloze Help

Fig 9-4 : Previous Version Report Dialog

You can print the generated report by clicking on the Print button.

You can also export it to EXCEL or any CSV format by clicking on the Export button. In case of
exporting to CSV format, you have to specify the separator (delimiter).
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10 Data Backup / Archival

a ) Data Storage

The Data Storage Menu contains menu options for data reconstruction. The Backup and
Archive menu options facilitate this.

b ) Backup

It is possible to take a backup of the current system data. You can configure the details for the
backup. For this, click the Setup > Data Storage > Backup menu. On doing so, the Backup
Configuration dialog is displayed.

Backup Configuration ; x|

Bk Drive | S localDisk(C) =

II::"'.F'harmB ackuphB ackup

Select Backup Mode
’7 &+ Ful " Quick

Schedule... | Backup MNow Cloze | Help |

Fig 10-1 : Backup Configuration Dialog

Here, you can select the location to which the backup has to be taken. You can opt for complete
(FULL) backup or differential (QUICK) backup by clicking on the radio button Full or Quick. The
“Quick” selection will cause a backup of only the data that has been added since the previous
backup occurred. A “Full” backup will cause a complete copy of the current database to occur.
After selecting the backup mode, you can initiate the backup action by clicking on the Backup
Now button.

You can also schedule the backup activity so that the backup is taken automatically at
scheduled intervals. To configure the backup frequency (daily, weekly, every week days, time
etc.), click the Schedule button. On clicking this button, the Schedule Backup dialog is
displayed.
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schedule Backup x|
— Ooours —Draily
o
Draily Ewery m EE
i WwWieekly
i~ Monthly

— D aily Freguency

' Occurs once at |-|2:|:||:|:|:||:| = j

" Oceurs every [ [Minuels ]

2k, Cancel | Help |

Fig 10-2 : Schedule Backup Dialog

Click the OK button to save the details.

c ) Archive

Archiving data makes the database smaller. Once data has been archived, it cannot be merged
back into the PharmSpec without losing the current data. Only archive data that is no longer
needed.

You can archive the data in the system to a selected folder. Click the Setup > Data Storage >
Archive menu to access the Archive dialog. On doing so, Archive Configuration dialog is
displayed.
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Archive Configuration x|

4

Archive Drive | = Local Dizk (D)

D:%PharmB ackupdchive

Archive D ata earlier than |2|:||:|3.|:|2.1 g |

Archive | Close | Help

Fig 10-3 : Archive Configuration Dialog

You can select the archive location (Drive) and can initiate the archive action by clicking on the
Archive button. When the data is archived, the corresponding test results and the activity log
data will be deleted from the current PharmSpec database.

User can also configure the amount of data to be archived by setting the “Archive Data earlier
than” field.

Archiving of historical data is strictly a manual operation, and is only available to the
Administrator level of user.
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11 Running Instrument Standardization Tests

You can run an instrument standardization test by selecting an instrument standardization test
from the IST Standards selection window and then clicking the Run IST menu. You can also do
this by using the function key F2. This operation is only available to a user with the
CALIBRATION TECHNICIAN role or as a type of ADMINISTRATOR with this additional right
assigned.

The IST Standards selection window contains Volume Accuracy test, Flow Rate test, Moving
Window test, Sensor Resolution test, Electronic Resolution test, USP Counting Accuracy test,
JP Counting Accuracy test, and KP Counting Accuracy test. Based on the license key of the

installed software, the list may or may not show all of these tests.

Steps for running an Instrument Standardization Test are discussed below.

1)

2)

3)

4)

The currently selected IST name can be seen in the IST Standards selection window
on the PharmSpec main screen toolbar. If you do not want to change this, you can
ignore this step and go directly to step #2. If you want to run a test procedure other than
the one shown in the toolbar, click the IST Standards selection window. The available
list of IST procedures is shown here. You can select the required test procedure from
this list.

click the Sample Test > Run IST menu. This invokes the Test window corresponding to
the IST selected. The test window contains:

» The top left corner of each screen provides the operator with instructions
specific to the test the operator is performing.

* The section immediately below the instructions lists the parameters required to
run the test. Each parameter shows a default value. The user can change these
values within permissible limits.

* The right side of the screen consists of the report area for the test. The results of
the test are displayed here. The result data displayed can vary procedure to
procedure.

* The lower part of the screen has buttons the operator could use to access help
files, print the results, run / stop the test, Review / Approve result, Queue or
save the result and close the dialog.

You have to click the Run Test (or Continue Test) button to run the test. The test result
is displayed on completion of the test. The caption on the Run Test button changes to
Stop Test while running the test. You can stop (abort) the test by clicking on the Stop
Test button.

After running the test, the operator can perform any one of the following actions:

Save Only This option is used either for informal tests (you do not want to review/
approve these tests) or when you want to put signatures on the hard
copy (printout of the test report). In this case, the operator can just
save the results. For this, click the Save Only button.

Queue The user queues the result for the purpose of reviewing and approving
it later. For this, click the Queue button.
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Review / If the user has the appropriate privileges, he/she may review and

Approve approve the results, after running the test. To do this, click the Review/
Approve button. On doing so, the Review/Approve Comments dialog
is displayed.

In the Review/Approve Comments dialog, you can enter the review comments and then press
the Review button. When this button is pressed, the User Authentication dialog will pop up,
prompting you enter your password.

If you have the privilege to approve the test results, if you desire, you can enter the approval
comments and then press the Approve button. As in the case of review, the user authentication
dialog will pop up, prompting you enter your password.

After performing Save Only, Queue or Review Approve, the Run Test button will set its status
to Start Again. On clicking this button, the test will start over again.

The user can print the result by clicking on the Print button.

11.1 Volume Accuracy

The user can run the Volume Accuracy Test by selecting Standardization_VolumeAccuracy
from IST Standards selection window and then clicking the Sample Test > Run IST menu. This
invokes the Volume Accuracy Test dialog.

Standardization_YolumeAccuracy Test

— Dezcription — Fezult
Eet tare volume, Place fuid into a beaker. ‘Weigh Rzl | Size | Meazured Valurne |
the beak.er pluz fluid and enter the weight in the
Imitial Weight field. Place the beaker on the
zampler. Prezz Run Test

— Parameters
Tare Yolume [mL] I a.0ma 3:
Density I 1.000 3:
Initial '/ eight I 0.000 3:

Fieyview/ tpprove Save Dnly | Hueue | Frirat Fiun Teszt Cloze Help

Fig 11-1 : Volume Accuracy Test Dialog
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This test is designed to ensure that the sampler volume is accurate to within a 5% range of the
desired volume.

11.2 Flow Rate
The user can run the Flow Rate Test by selecting Standardization_FlowRate from IST

Standards selection window and then clicking the Sample Test > Run IST menu. This will pop
up the Flow Rate dialog.

Standardization_FlowRate Test

Description Fiesult

Enter Measured elapsed time taken for second run. Fesult | Size | Observed Flow Rate [mL/Min) |

HCEL U Run 0.000 50.00
Run2 0.000 £0.00
Average 0.000 B0.00

Parameters

Second Measured Time [Sec) 3:

TEST PASSED WITH Standardization_FlowRate

Review /

Approve Queue

Save Only Frint ‘ ‘ Help

Fig 11-2 : Flow Rate Dialog

This test requires the use of a certified chronometer or stopwatch to determine the beginning

and end points of the counting process. The user will need to time the process and record the
data from two successive runs. The resulting values are averaged to determine the flowrate of
the system.
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11.3 Moving Window

The user can run the Moving Window Test by selecting Standardization_MovingWindow from
IST Standards selection window and then clicking the Sample Test > Run IST menu. This
invokes the Sample Identification dialog to enter the information about the challenge particles
used for the test. This information is then stored with the test results and printed out on request.
This enables the PharmSpec system to provide a “paperless” history of the calibration work
that has been performed on the system. You can enter the sample ID information and then click
the Continue button. This invokes the Moving Window Test dialog.

Standardization_MovingWindow Test
— Dezcription — Fezult
Mix a sample containing the particle standard to Fesult | Size | Observed My | Expected My | Diff 3] |
hawve a concentration of between 1000 and 5000,
— Parameters
Mean Particle Size I 1.000 3:
Feview/ fpprove Save Only | Hueue | Frirat Fun Test Cloze Help

Fig 11-3 : Moving Window Test Dialog

11.4 Sensor Resolution

The user can run the Sensor Resolution Test by selecting Standardization_SensorResolution
from the IST Standards selection window and then clicking the Sample Test > Run IST menu.
This invokes the Sample Identification () dialog to enter the information about the challenge
particles used for the test. This information is then stored with the test results and printed out
on request. This enables the PharmSpec system, to provide a “paperless” history of the
calibration work that has been performed on the system. You can enter the sample IDs and
then click the Continue button. This invokes the Sensor Resolution Test dialog.
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Standardization_SensorResolution Test

— Dezcrphion — Rezult

|hput the data found on the zample bottle,  Use Result | Size | oy
either ztd dev. or coefficient of wanation,

— Parameters
Mean Particle Size I 1.000 3:
Coeff Of Yaniance I 0.000 3:

Standard Deviation I n.aoa 3:

Feview/ Approve Save Ml | [ueue | Frirat Fun Test Close Help

Fig 11-4 : Sensor Resolution Dialog

11.5 Electronic Resolution

The user can run the Electronic Resolution Test by selecting
Standardization_ElectronicResolution from the IST Standards selection window and then
clicking the Sample Test > Run IST menu. This pops up the Sample Identification dialog to
enter the information about the challenge particles used for the test. This information is then
stored with the test results and printed out on request. This enables the PharmSpec system to
provide a “paperless” history of the calibration work that has been performed on the system.
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Sample Identification

bd anufacturer

Lot 1D

E xpiration Date

Cattinue

Cancel

Help

Fig 11-5 : Sample Identification Dialog

You can enter the sample IDs and then click the Continue button. This will pop up the Electronic

Resolution dialog.
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Standardization_ElectronicResolution Tesk

— Dezcription — Fesult
Input the data found on the sample bottle. Use Fiesult | Sige | Electronic Resalution
either ztd dev. or coefficient of wariation,
— Parameterz
Mean Particle Size I 1.000 3:
Coeff OF Yariance I 0.0a0 3:
Standard Deviation I n.aoa 3:
Sample Yolurne [ml) I 10,000 3:
Feview/ Approve Save Ml [ueue Frirat Continue Close Help

Fig 11-6 : Electronic Resolution Dialog
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11.6 USP Counting Accuracy

The user can run the USP Counting Accuracy Test by selecting

Standardization USPCountingAccuracy from the IST Standards selection window and then
clicking the Sample Test > Run IST menu. This pops up the Sample Identification () dialog to
enter the information about the challenge particles used for the test. This information is then
stored with the test results and printed out on request. This enables the PharmSpec system to
provide a “paperless” history of the calibration work that has been performed on the system.
You can enter the sample IDs and then click the Continue button. This will pop up the USP
Counting Accuracy dialog.

Standardization_USPCountingAccuracy Test

— Description — Result
|nput USF particle Count Reference Standard Fesult I Size | Curnulative Caunt |
Pazz/Fail criteria into the following figlds.

— Parameters
10 prn Lowwer Linnit I 3250.000 3:
10 prn Upper Limit I 4250.000 3:
Lower Ratio I 1.500 3:
Upper Ratio I 3.500 3:
Fieyview/ tpprove Save Dnly | Hueue | Frirat Continue Cloze Help

Fig 11-7 : USP Counting Accuracy Dialog

The counting accuracy test is designed to ensure that the particle counter counts fall exactly
within the range specified by the USP Particle Count Set. The standard specifies that the count
at 10 um plus the ratio of the counts at 10 and 15 um need to conform to the values
accompanying the USP Particle Count RS (Reference Standard material).

Itis recommended that a pre-test using standard 10-micron PSL particles be done before using
the USP Particle Count RS.
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11.7 JP Counting Accuracy

The user can run the JP Counting Accuracy Test by selecting
Standardization_JPCountingAccuracy from the IST Standards selection window and then
clicking the Sample Test > Run IST menu. This pops up the Sample Identification () dialog to
enter the information about the challenge particles used for the test. This information is then
stored with the test results and printed out on request. This enables the PharmSpec system to
provide a “paperless” history of the calibration work that has been performed on the system.

You can enter the sample IDs and then click the Continue button. This will pop up the JP
Counting Accuracy dialog.

Standardization_JPCountingAccuracy Tesk

— Dezcription — Fesult
Flace Sample into clean glassware. Agitate. Degas Rezult | Size | Cumulative Count | Cumulative Counts... |
for 30 seconds. Agitate again. Enter sample volume
below,
— Parameterz
Sample Yolume [mL) I 5.000 3:
Feview/ Approve Save Ml | [ueue | Frirat Fun Test Close Help

Fig 11-8 : JP Counting Accuracy Dialog

The counting accuracy test is designed to ensure that the particle counter counts fall exactly
within the range specified by Supplement | to the Japanese Pharmacopoeia. It is generally
recommended to run a pre-test using the less expensive standard 10-micron PSL particles
before running the formal test with the RM (Reference Material).
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11.8 KP Counting Accuracy

The user can run the KP Counting Accuracy Test by selecting

Standardization KPCountingAccuracy from IST Standards selection window and then clicking
the Sample Test > Run IST menu. This pops up the Sample Identification () dialog to enter the
information about the challenge particles used for the test. This information is then stored with
the test results and printed out on request. This enables the PharmSpec system to provide a
“paperless” history of the calibration work that has been performed on the system. You can
enter the sample IDs and then click the Continue button. This will pop up the KP Counting
Accuracy dialog.

Standardization_KPCountingAccuracy Test

— Dezcription — Fezult
Place Sample into clean glassware. Agitate. Degas Result | Size | Cumnulative Court | Cumulative Counts... |
for 30 zeconds. Agitate again. Enter zample volume
below.

— Parameters
Sample Walume [rl) I 5.000 3:
Fieyview/ tpprove Save Dnly | Hueue | Frirat Fiun Teszt Cloze Help

Fig 11-9 : KP Counting Accuracy Dialog

The counting accuracy test is designed to ensure that the particle counter counts fall exactly
within the range specified by the Korean Pharmacopoeia. It is generally recommended to run
a pre-test using the less expensive standard 10-micron PSL particles before running the formal
test with the RM (Reference Material).
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12 9703 Only: Pulse Height Analyzer

Note:
This feature is not available for the 9705.

You can view the plot data by clicking on the PHA button in any of the Standardization test
dialogs. Click the menu Sample Test > PHA to bring up the PHA screen. On doing so, the
Pulse Height Analyzer screen is displayed. In this screen you can do the following:

1) To determine a specific millivolt response for a given particle size, use the vertical
Probe line to point to that area on the graph. Move the Probe using the mouse with
“click and drag” or other screen control device. The millivolt response value is displayed
below the lower right corner of the graph. [Note: The indicated millivolt response is
dependent upon the Calibration Data entered in the current Hardware Settings menu. If
the current Calibration Data is not representative of the current sensor being used,
erroneous values will be shown.]

2) To zoom in on a portion of the graph, drag and drop the mouse across that portion of
the graph while holding the left mouse button. The range of particle sizes displayed on
the full graph is set by the calibration limits of the sensor.

The user can view the plotting for differential counts if the user selects the radio button

Differential Counts per mL.
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42000.0

432201
384402
336603
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24100.5
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Fig 12-1 : PHA for Cumulative Counts per mL
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You can view the plot for cumulative counts if you select the radio button corresponding to
Cumulative Counts per mL.

42000.0

4323201
384402
336603
285504
24100.5
193206
145407

0702

49209

Cumulative O ounts Per mL

F Y

2010
a0

140 200

26.0

Particle Sizes (Tdlicrons)

320 320

" Differential Counts per mL

% Curnulative Counts per mi

% Linear

™ Log

Size: [pm] : | 20,55

Millivalts : I 20,55

Zoonn 2k

Prink

Close

Help |

Fig 12-2 : PHA for Cumulative Counts per mL

You can view the PHA results in either Log or Linear format by choosing the corresponding

radio buttons. You can also print the resulting graph by clicking on the Print button.

HIAC

User Guide



96 of 136

9703 Only: Pulse Height Analyzer - PharmSpec 2

User Guide

HIAC

KSS - March 2006 - Edition 3



PharmSpec 2 - Help 97 of 136

13 Help

Help is provided for all main screen dialogs and controls. Help on using Help, Help for Shortcut
Keys, Help Contents and About info of PharmSpec 2 are displayed.

13.1 Using Help

The user can get the details of how to use the help by choosing Help > Using help.
13.2 Help on Shortcut Keys

The user can get help on shortcut keys by choosing Help > Help on Shortcut Keys.
13.3 Contents

The user can get the entire help contents listed by choosing Help > Contents.

13.4 About PharmSpec 2

The user can get the details about PharmSpec, and its version, by choosing Help > About
PharmSpec 2.
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14 Procedure Builder

Procedure Builder is an optional utility to create custom procedures for PharmSpec 2. It also
allows you to load an existing test procedure, copy it, modify the copy and save it under another
name. A custom procedure thus created will be available in the PharmSpec 2 procedure list
and can be run just like any other licensed test procedure.

Each test procedure is associated with a report template. The Procedure Builder also allows
you to define a new report template or import an existing one, copy it, modify the copy and save
it in another name.

You can start this utility using: Start > Programs > PharmSpec 2 > Procedure Builder.

Before starting this utility, please close the PharmSpec main application or the Procedure
Loader if either of these applications is running on the system.

=2 Procedure Builder

Fig 14-1 : Procedure Builder

The access to this utility is restricted only to the privileged users (Supervisor / Administrator).
User validation is done using the User ID and password. This module has the System Lockout,
user Logout and User Lockout features.
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zer D

;S Paszwiord

)8

Cancel

Help

Fig 14-2 : Procedure Builder Login Dialog

Procedure Generation is a step-by-step procedure. You can go back to a previous dialog if

required. At each step, the user defines the data to be collected, the calculation to be done with
the results, and the rules for running the test. The procedures once created and saved cannot
be modified later. To modify an existing procedure, a copy is created. Changes are made to the

copy and the modified copy is stored under a new name.

There are 4 options on the main menu:

* Procedure: To load or create a test procedure

* Report: To load or create a report template

* Help: Online Help

» Exit: To exit the Procedure Builder application

14.1 Load / Create Test Procedure

From this dialog, you can create a new test procedure or Load an existing test procedure, copy
it, modify the copy and then save it under another name. Click the Cancel button to close the

dialog.
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Create a new procedure : ﬂ

—Mode

¥ Create i~ Load

— Select Procedure

i

2k, Cancel | Help | Frirt |

Fig 14-3 : Create New Procedure Dialog

a ) Create

To create a new test procedure, select the Create option (radio button) and click the OK button.
This will take you to Step 1 of the Procedure Builder steps.

b ) Load

This option can be used if you want to make some minor user-defined variant of an existing test
procedure or to view the details of an existing test procedure. For this, select the Load option
(radio button). Now, the Select Procedure selection window box will be enabled and you can
select the required procedure from the list. Click the OK button after selecting the required test
procedure. This will take you to Step 1 of the Procedure Builder steps.

14.2 Procedure Builder Steps

a ) Step1: Define Sample Identifiers

You can define the sample identifier names (e.g. Lot ID, Batch ID). A maximum of six sample
identifiers can be defined for a procedure. These create fields that the operator must respond
to at the beginning of the resulting test process.

You can select the number of sample identifiers required and only that many fields are
activated.
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Wizard step 1: Sample Identification Settings El
Murnber of Sample |dentifiers IE
Field Mame 1 fLatID
Field Mame 2 IEatch 10|
<% Previous Mest | Eirizh | Frirt | Cancel | Help |

Fig 14-4 : Sample Identification Settings Dialog

After configuring the sample identifier names, click the Next >> button.

b ) Step 2: Define computation methods and parameters

Next, you configure the computation method, the parameters and their attributes.

First select the Primary Computation method from the selection window box. Based on the
Primary Computation method selected, the Secondary computation will be automatically listed.

Parameters for the selected primary computation will be listed in the Computation Parameter
Grid. The parameters include the sample Size, Number of containers; minimum number of runs
etc. and this depends on the computation method selected. You cannot select a parameter
more than once.

Some of these parameters may be constant values and some (like sample volume) need to be
collected when the operator runs the test.
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Configure the values for the Minimum limit, Default value, Maximum Limit and the mode. The
mode shall be Read Only, Read/Write or Invisible.

* Read Only mode means the value cannot be modified while running the test; but the
value will be displayed in the screen.

* Read/Write means the value will be displayed in the screen and also can be modified
while running the test.

* Invisible mode is used to configure internal parameters which are not required to be
visible while running the test.

The check box Discard First Run can be checked if the results of the first run of the test should
not be included in the calculations. If this option is selected, the data from the first run will be
displayed and saved but will not be used in any of the following calculations, such as computing
averages, eftc.

Wizard Step 2: Computation and Parameter Settings 5[

—Select Computation Methods

Secondary Computation

[ Digcard First Fun

Cumulative Count

I Summation j

|’F‘rimar_l,I Computation

—Parameter Inputs
Eumputatiun Parameters
N
Sample Yolurme [mL |5 FRead Only
Mo Of Runs 3 ] 3 Read Only
<< Previous Mest > Eirizh | Frint | Cancel | Help |

Fig 14-5 : Computation and Parameter Setting Dialog
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The Next >> button will be enabled when all values are entered. If invalid data is entered,
appropriate messages will be shown to the user. To reset the grid select the primary
computation once more.

Clicking on the Next>> button takes you to the next step.

Clicking on the <<Previous button takes you to the previous step. Click the Cancel button to
close the dialog. Click the Help button to get to the Help function.

c ) Step 3: Define Pass / Fail Criteria

In this step, you can configure the PASS/FAIL criteria for the test procedure.

The user can define the counts (Sum/ Average) of a particular particle size per unit volume (mL
/ Container) required for the test to be declared, “passed”. The PASS criteria may consist of
one or more particle sizes.

Wizard Step 3: Pass / Fail Criteria Settings El

Pasz/Fail Critena

Computed Value |Particle Size(pm) |Counts |Unit Volume (mLl or Container)
10

Summation 25 25

Delete Options

Select Row I - I [elete |

<< Previous Mest Eirizh | Frirt | Cancel | Help |

Fig 14-6 : Pass / Fail Criteria Setting Dialog
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You can go to the next step by clicking on the Next>> button or go back to the previous steps
by clicking on the <<Previous button

d ) Step 4: Define Help Details

In this step, you can configure the operator instructions to be displayed in the screen during the
test run. These instructions are displayed on the top left corner of the window while running the
test.

Type the required text in the window. The maximum number of characters that can be entered
is 166.

Wizard Step 4: Help Information Settings 5'

Place S0mL fikered water into clean glazsware. Agitate. Degas for 30 seconds. Agitate again. Enter
gample volume below,

<< Previous Mt x> Eirizh | Frint | Cancel | Help |

Fig 14-7 : Help Information Setting Dialog

You can go to the next step by clicking on the Next >> button or go back to previous steps by
clicking on the <<Previous button.
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e

) Step 5: Define Report Template

In this step, you can specify the report template required for the procedure. When the test
results are retrieved from PharmSpec, the report will be formatted as per the template
configured here.

You can either create a new report template or select an existing one and associate it with the
procedure being configured.

As part of the report template configuration, the content (data to be displayed) and the
presentation (font, color etc.) information can defined.

Wizard Step 5: Report Template Settings El

—LCreate / Select Bepart Template

i Create Create

* Select Select

|EF_EVT_RPT_4_3

<< Previous Mt x> Eirizh | Fririt | Carnicel | Help |

Fig 14-8 : Report Template Settings Dialog
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If you want to select a report template from the available list, choose the Select option. This will
enable the Select button. Now, click the Select button and this will pop up the report template
selection dialog, enabling the user to select an existing template from the list.

Select Report Templat x|

CounterDef

EP_EVT_RPT_4_3

EP_Tests_ RPT_4_3

EP_TestB RPT_4_23
IST_ElectronizReso_RepartT emplate
IST_FlowR ate_ReportT emplate
IST_JPCountingfccuracy ReportT emplate
IST_Movingtwindow_ReportTemplate
IST_SenResol_ReportTemplate
IST_USPCountboc_ReportT emplate
ST _Volumebdzou_ReportT emplate
JP_LVI_RPT_=IV
JP_Reagent_RPT_=M

JP_SWI_RPT
ISP_EVT_RPT_Template
JSP_LWI_RPT_26

JSP_SVI_RFT

[ Cancel | Help |

Fig 14-9 : Report Template Select Dialog

To create a new report template, select the Create option. This will enable the Create button.
Now, click the Create button and this will pop up Report template wizard. You will now be
guided through a series of steps to define the report template.

The user has an alternate option to create a report template from the opening dialog of the
Procedure Builder (by selecting the Report button).

You can go to the next step by clicking on the Next>> button or go back to the previous steps
by clicking on the <<Previous button.

f) Step 6: Save the procedure

In this step, you can save the configured procedure by specifying a name. Once saved, the
procedure is protected and no one can modify it. If changes are needed, a copy can be created
and changes made to the copy but the resulting procedure must then be saved to another
name.

To set the Procedure name, first select the test type from Test Type selection window. The only
option available as of now for the end user is “User-Defined’. Then enter the test name. The
procedure name will automatically be generated.
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Wizard Step 6: Save Configuration |
Test Type I | ser-Defined j
e |4. 3_Enwironment
Frocedure Mame ILI ser-Defined_4.3 Ervviranmment
<4 Previous Mewst »» Fimizt | Fritat | Cancel | Help |

Now, click the Next >> button.

Fig 14-10 : Save Configuration Dialog

If the procedure name you specified already exists in the system, the following message will be

shown upon clicking the Next >> button:

Q & procedure with this name already exists, Please give another name.

Fig 14-11 : Error Message
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You can go to the previous steps by clicking on the <<Previous button.
g ) Step7: Procedure Information

Here, you can view the details of the procedure just configured.

Wizard Step 7: Configured Test Procedure Info ﬂ

"Procedure Mame" FP_ 43 Envirorument] -
"Procedure Details"

"Sample Identifiers"
Lot ID
Batch ID

"Computation Paratreters”

Parameter Mame Sample Volume (ml)
DuTirvirron Limit 5

Drefault Value 5

T asctrroen, Litmit 5

Mode Read Only

Farameter Mame Mo Of Euns

MIindrom Litndt 5

Default Value 5

Il accirroen Litndt 5

Iiode Fead Only ll

<< Previous

[ Eeh 2 | Finizh | Print | Cancel Help

Fig 14-12 : Test Procedure Information Dialog

click the Previous button to go to the previous step. Click the Finish button to complete the
configuration activity and save the procedure. If the procedure saved successfully, the
following message will be shown. Click OK.
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Information : x|

-
@ & new procedure created, Mame User-Defined_4.3_Environment

Fig 14-13 : Procedure Created Dialog

click the Print button to print the procedure details. Click the Cancel button to close the dialog.
Click the Help button to activate the HELP function.

14.3 Load / Create Report Template

You can create a new report template or edit the details of an existing report template and save
it to another name. The buttons Load and Create in the Report Template facilitate this.

Create a new repork ten':j il

—Made

{* Create " Load

— Select Report Template

0k, Cancel Help

Fig 14-14 : Load / Create Report Template Dialog

a ) Create

To create a new report template, select the Create option (radio button) and click the OK
button. This will take you to Step #1 of the Report Template steps.

b ) Load

This option can be used if you want to make some minor variant of an existing report template
or to view the details of an existing report template. For this, select the Load option (radio
button). Now, the Select Report Template selection window box will be enabled and you can
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select the required report template from the list. Click the OK button after selecting the required
report template. This will take you to Step 1 of the Report Template steps.

14.4 Report Template Steps

a ) Step1: Configure Report Title Name

This is the first step of configuring a report template. Here, the user configures the Report
Titles. A maximum of 4 titles can be configured for a report. For each title, the text of the title,
its alignment font and color properties can be configured.

Wizard Step 1: Configure Title names of the R ﬂ

Titles Aligrrnent Font Color Sample

IEF' 4.3 ¢2.9.19; Enwironmer IEenter j _I _I Sa m Dle
I ILeft j _I _I Sample
I ILeft j _I _I Sample
I ILeft j _I _I Sample
44 Frevious et > Finizh | Frirat | Cancel | Help |

Fig 14-15 : Title Configuration Dialog

Enter the Title name in the Titles edit field. A report should have at least one title. The Next
button will not be enabled without this.

You can choose the alignment option (Left, Center or Right) from the Alignment selection
window. To configure the Font for the title, click the Font... button. To configure the color, click
the Color... button. If the Font and the Color properties are not configured, it will use the default
values. A sample text will be displayed for previewing the font and color properties.
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click the Next>> button to go to the next step. Click the Cancel button to close the dialog. Click
the Help button to get the help.

b ) Step 2: Configure Fields

In this step, you can configure the headers for the data to be shown in the report. The color and
font properties of the headers are also set here.

Wizard Step 2: Configure Headers ﬂ

Header 1 IEumuIative Count j

Murrber of Headers
Header 2 I Surnmatior j

Alignment I Center = I

Fort

Color

Sample Sample

<< Previous Memut 5 Finizh | Frirt | Cancel | Help |

Fig 14-16 : Field Configuration Dialog

Header represents the result data that is displayed for each test run. To configure the headers,
first enter the number of headers required. According to the number of headers, the header

selection boxes will appear. Select the header names from these boxes. For example it could
be Size, Cumulative count or particles/mL The user can configure up to a maximum of 8 fields

The user can choose the alignment option (Left, Center or Right) for the headers from the
Alignment selection window. This will placed the header at the selected position at the top of
the related column.
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To configure the Font for the headers, click the Font... button. To configure the color, click the
Color... button. If the font and the color properties are not configured, it will use the default
values. A sample text will be displayed for previewing the font and color properties.

click the Next>> button to go to the next step. Click the Cancel button to close the dialog. Click
the Help button to get the help.

c ) Step 3: Configure Test Parameters and Result

Here, you can specify the font and color properties for the parameters (such as sample
identifiers, sample volume etc.) and the Result data.

Test parameters are the parameters displayed at the top of the report. These include the
sample ids, the user who has run the test, sampler model, sensor serial, sample date, total
number of runs, or sample volume. The user can specify the alignment (left, right or center) and
the font properties. Font details include the font style, size, color, and the attributes of the font
(bold, italic etc.).

Test result is the result obtained after running the test. The user can specify the alignment of
the result value in each column (left, right or center) and the font properties. Font details include
the font style, size, color, and the attributes of the font (bold, italic etc.).

Wizard Step 3: Configure Fonts for Tes!é |

—Parameterz —Result Data

Alignment I Left - I Alighment I Center - I

Fart Faont

| |
Coler ] Coler [

Sample W Sample IW

<< Previousz Mewxt = Finizh | Frirt | Cancel | Help |

Fig 14-17 : Test Parameters and Result Configuration Dialog
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d ) Step 4: Preview Report Template

To configure the Font for the parameters, click the Font... button in the Parameter group box.
To configure the color for the parameters, click the Color... button in the Parameter group box.
Similarly, the Font and Color can be configured for the Result Data by clicking on the respective
buttons in the Result Data group box. If the Font and the Color properties are not configured, it
will use the default values. A sample text will be displayed for previewing the font and color

properties.

click the Next>> button to go to the next step. Click the Cancel button to close the dialog. Click
the Help button to get the help.

Here, you can preview the configured report template.

Wizard Step 4: Preyview Report Template

EP 4.3 <2.9.19> Environment Test
Farameter Mame . Parameter Yalue
Cumulative Count Summation
00.00 00.00
<< Previous Mext > Firizh | Print | Cancel | Help |

Fig 14-18 : Report Template Preview Dialog

click the Next>> button to go to the next step. Click the Cancel button to close the dialog. Click
the Help button to get the help.
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e ) Step 5: Save Report Template

In this step, you can specify the name for the configured report template and save it.

Wizard step 5: Save Report Template

Report Template Mame

EF_EVT_RPT_4 3

<< Previous

et = | Firnzh | Print |

Cancel

Help

Fig 14-19 : Save Report Template Dialog

click the Previous button to go to the previous step.

You can enter the name for the report template in the edit box and then click the Finish button
to save the report template.

While saving the template, if the user specified report template name already exists in the
system, the following message will be shown.
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& & report template with this name already exists. Please give another name.

Fig 14-20 : Save Report Template Error Message

On successful save operation, a confirmation message will be shown.
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15 Database Restorer

This utility is used to restore the data from the backup or archived files.
You can start this tool using: Start > Programs > PharmSpec 2.1 > Database Restorer.

Before starting this utility, please make sure that the PharmSpec main application / Procedure
Builder / Procedure Loader is not running in the system.

The access to this utility is restricted only to the privileged users. Being a database restoration
utility, it has a separate user account and does not use the PharmSpec user accounts. User
validation is done using the User ID and password. The installation comes with a default User
ID “admin” and password “123456”.

After successful login, it pops up the Database Restore dialog.

¥ Database Restore |

Restore az I PharmS pecDB

— Optionz

' Diatabaze [Full Onlyi " Database [Full + Quick)

— Brawse File

Ful |

Quick |

Heztore Cloze

Help | Change Pazsword Clear DB Log

Fig 15-1 : Database Restore Dialog

The “Restore as” field shows the PharmSpec database name.
There are two options for the database restoration:

« Database (Full Only)
» Database (Full + Quick)

After selecting one of the options, you have to select the files (backup / archive) from which the
data is to be restored. Based on the restoration option selected (Full Only / Full + Quick), you
need to select both or either of the files. To select the file, click the respective button having
caption .... This will invoke a file selection dialog.
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After selecting the file(s), click the Restore button.
User must note that computer should be RESTARTED before running the Restore application.

You can change the password of this utility by clicking on the Change Password button.
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16 Procedure Loader

Procedure Loader is a utility to upload licensed test procedure updates from a distributable
procedure update pack. Whenever the procedures undergo change, Hach Ultra Analytics
personnel will create new test procedures, validate them and generate a distributable pack of
the procedure updates for the end users. Hach Ultra Analytics will distribute this to the users
(depending on the service agreement or contract terms with Hach Ultra Analytics or at the
discretion of Hach Ultra Analytics) in the form of a checksum protected database (MS Access)
file. The end users can load the procedure updates from the distributable pack using this utility

You can start this tool using: Start > Programs > PharmSpec 2 > Procedure Loader.

Before starting this utility, please make sure that the PharmSpec main application or the
Procedure Builder is not running in the system.

CH Procedure Loader

Fig 16-1 : Procedure Loader

The access to this utility is restricted only to the privileged users (Supervisor / Administrator).
User validation is done using the User ID and password. This module has the System Lockout,
User Logout and Lockout features.
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zer D I

% Paszword |

] Cancel Help

Fig 16-2 : Procedure Loader Login Dialog

This is a separate application. On entering a valid User ID and password, the Procedure
Loader is launched.

There are 3 options on the main menu:

* Load: To load a test procedure
* Help: Online Help
» Exit: To exit the Procedure Loader application

To load a new procedure, click the Load button. Now, you will be prompted to select the
procedure update file (MS Access file with .mdb extension) distributed by Hach Ultra Analytics.
It is assumed that the database file is available in one of the local or network drive folders.

el 4
~| & @t E-
!Ei PharmapecDE_Template
Eii PharmspecFrash
My Documents
File name: Iiapver j Open I
Files of tupe: IEHpnrted Acces Database [mdb ) j Cancel /l
A

Fig 16-3 : Procedure Export File Selection
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After selecting the database which contains the required procedure updates, click the Open
button.

Now, you will be prompted to enter the license key.

Enter License Key |

| Enter License Kew

|DJSDFlSDlASl&JHAHASHGASHgAGHASJhASJhAJHAl

Ok, Cancel

Fig 16-4 : License Key Validation Dialog

After entering the license key, click the OK button to proceed. Click the Cancel button to close
the dialog and return to main dialog.

If the license key is valid, the Procedure Loader dialog will appear on the screen that will list the

procedure updates, which are licensed to the user. The Master Procedure(s) list contains the
licensed procedure updates.
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Procedure Loader |

Master Procedurefs) List Selected Procedure{sy List

EF_ afu 3?: I:., i I:_, 4]

.

Upload
Procedure

Close |

Fig 16-5 : Procedure Selection Dialog

Select the required procedures one by one from this list (selected procedure will be highlighted)
and click the > button so that it is moved to the Selected Procedure(s) List.

From Selected procedure list, a procedure can be moved back to the Master procedures list by
selecting it and clicking on the < button.

Once the all required procedures are moved to the Selected procedures List, user has to click
the Upload Procedure button to upload the procedure updates to the PharmSpec database.

On successful uploading of the procedure updates, a confirmation message will be shown.
Click the Close button to close this message box.

click the Close button from main dialog to exit from the Procedure Loader application.
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17 PharmSpec Admin Tool

The PharmSpec Admin tool is used to reset the PharmSpec system configuration.

This application is not installed in your system during PharmSpec installation. You can run this
utility directly from the PharmSpec CD (lAdminUtility\ AdminTool.exe).

- PharmSpec Admin T o ]

Reset System

Exit

Fig 17-1 : PharmSpec Admin Tool

To reset the PharmSpec System’s administrator password to the default password of 123456,
click the Reset System button.

Click the Exit button to exit from the tool.
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18 PharmSpec License Update Tool

This tool is used to update the PharmSpec Software license key. The software can be
upgraded to licensed mode even if initially it is installed in the Demo mode. Also the software
license can be updated when you buy additional software plug-in modules or the Test
Procedures from Hach Ultra.

You can start this tool using: Start > Programs > PharmSpec 2 > License Update.

B PharmSpec 2.0 License Update Tool : |

Installed Components | Wode |
EF Licensed
JP Licensed
PharmSpec 2.0 Licensed
Frocedure Builder Licensed
UaP Licensed

v Upgrade License

Sales Order Mo, I

Cutomer Marme I

Enter new license key

Uperade Ezt

Fig 18-1 : PharmSpec License Update

In this dialog, you can see the current status of installed modules / components and the license
mode (licensed / demo) mode.

To update the license, check the Upgrade License check box. If PharmSpec was installed in
Demo mode, then user will have to enter the Sales Order Number, Customer Name and the
license key in the respective fields. If you are already a licensed user, you need to enter only
the new license key. After this, click the Upgrade button.

The License Tool will validate the license key, and update the license of PharmSpec. If the
license key entered is invalid (it will validate the Sales Order Number, Customer name etc.), an
error message will be shown. click the Exit button to close the License Update Tool.
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19 PharmSpec Simulation Application

This tool is used to set the parameters and ranges for simulated data that is used in the
procedures and IST tests while simulation mode is active. The details that are input will be used

by the PharmSpec application while in the Simulation (Demo) mode.

You can start this tool using: Start > Programs > PharmSpec 2 > Simulation Application.

+ simulator Application =101
—Simulation Type —Differertial Counts
£ Random Numbess Charmel 1 [300 3: Charmeld  [D 3:
@ e Mot | et L] e
Charmedd [0 =] Chered 11 [0 3:
Charmed 2 [0 =] Chernel 12 [ 3:
Humber of Smulationz 1 3:
Charmed5 [0 =] Cherned13 [0 E:
Selee! Sinultion [ =] || chameis [0 =] Chermel14 [0 =]
Charmed 7 [0 5| Chernel15p =1
Charned 8 |0 = Chammed 16 O 3;
Save | Claze |

=

Fig 19-1 : Simulator Application Window

The user can select the Random number mode or a Fixed number mode for the simulation. If
the user selects the Random number mode, then all the test run results will be random.

To use the fixed number mode, follow the steps below:

1) Select the number of simulations. There can be a maximum of 10 sequential

simulations.

2) From the Select Simulation selection window box, the user can select which one of the
simulation sequences (first, second, third, etc. depending on the number of simulations

selected) is to be displayed.

3) Once the user selects the simulation from the selection window box, the user can fill in
the channel values required. There can be a maximum of 16 channels for each
simulation. Please note that this will be the differential count and the application will
calculate the cumulative counts based on this. The actual number of size channels and
the size label for these channels is set in the Main Application using Hardware Settings.

At a later stage, if the user wants to cut down the number of simulations from a previous
setup (say from 10 to 5), the user can just change the number of simulations to 5 and save.
The application will now use only the data listed in 1 through 5 to perform the next

simulations.
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Appendix A: Service Information

A.1 Technical Support Information

Technical Support Engineers are available to provide high quality advice and
recommendations for applications, product operation, measurement specifications, hardware
and software, factory and customer site training.

Please provide name, company, phone, fax, model number, serial number and comment or
question.

Call +1 (541) 472-6500

Toll Free (800) 866-8854 (US/CA)

Fax +1 (541) 474-7414

6:00 AM to 5:00 PM Pacific Time
Monday through Friday

Email: TechSupportGP@hachultra.com
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