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Introduction

Dissolution Workstation Software (G4974AA) integrates Agilent’s dissolution
apparatus and automated sampling components, allowing you to simultaneously
control up to four systems of any configuration from a desktop PC. The software
provides a mechanism for the user to build, edit, search, retrieve, and archive all
dissolution methods and test reports from a single interface.

Method parameters, instrument and accessory information, and test data are
captured and recorded within the software. View test status information in real
time as the software progresses through the timepoints for each dissolution
system. As part of 21 CFR Part 11 regulations, user changes to methods and
system configurations are version controlled and documented.

Agilent's complete line of dissolution equipment is available for use with
Dissolution Workstation Software. This includes Apparatus 1, 2, 3, 5, 6 and 7 and
the associated pumps and automated sampling equipment.
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Installation and Setup

Requirements and Configuration

PC Requirements

The software is designed to run on a PC-based platform with the following
minimum specifications:

Intel® Pentium™ G4560T minimum; Intel® Core™ i3-6100T or better preferred
* 4GB of RAM (8 GB recommended)
+ CD-ROM optical drive or USB 2.0 port (minimum) for software installation

1 USB port (2 if used with a 280-DS)

« 1 RS232 serial port (9-pin) or additional USB port for USB-to-serial adapter.
Digi Edgeport USB-RS232 adapter recommended for multi-system
connections.

« 20 GB of free hard drive space (minimum)
Keyboard, mouse, and monitor with 1280 x 960 at 16M colors (minimum)
+  Microsoft Windows 7 or 10 (32-bit or 64-bit) operating system

Software Installation or Upgrade

If you are upgrading Dissolution Workstation, install the new
version, ensure your data has transferred over, and then uninstall
the previous version. See “Backing up the Database” on page 90
and “Restoring the Database” on page 91 for assistance.

You must log on to the computer as an administrator to set up the
software and run it for the first time.

If Windows User Access Control (UAC) displays during the
installation process, click Allow to continue installation.
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2 Installation and Setup

1 Insert the Dissolution Workstation CD and access the files contained on the
CD.

2 Execute setup.exe and follow the on-screen prompts.

When asked if you want to install a particular application (for
example, Microsoft .Net Framework,) you are required to click Yes
to install all software.

On the Database Server screen, do not change the password.

Local Security Policy

The Local Security Policy conforms with 21 CFR Part 11 physical
requirement section 11.300 b. Internal IT requirements may differ
from the settings outlined in this section. It may be necessary to
coordinate the following configurations with the domain
administrator.

For 21 CFR Part 11 compliance purposes, you must ensure that the following
minimum requirements are met by your system'’s security policy. To configure
your system's security policies, complete the following steps:

1 Click Start > Run.

2 Type secpol.msc and click Enter to run the Local Security Settings Manager.
The Local Security Settings screen displays.

Dissolution Workstation Software (G4974AA) Operator's Manual 11
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3 Click Security Settings > Account Policies > Password Policy and set the

applicable security policy configuration.

Policy Security Setting
Enforce Password 3 passwords remembered
History

Maximum Password 30 days
Length

Minimum Password 6 characters
Length

Password Must Meet Enabled
Complexity
Requirements

4 Click Security Settings > Account Policies > Account Lockout Policy.
Configure the options.

Policy Security Setting
Account lockout 0 minutes (infinite)
duration

Account lockout 3invalid login attempts
threshold

Reset account 99999 minutes
lockout counter

5 Click Security Settings > Local Policies > Audit Policy and set the options.

Policy Security Setting
Audit accountlogon  Success, Failure
events

Audit account Success, Failure
management

Audit login events Success, Failure

Audit policy change  Success, Failure

Dissolution Workstation Software (G4974AA) Operator’'s Manual



2 Installation and Setup

Starting Dissolution Workstation

You must log on to the computer as an administrator to set up the
NOTE software and run it for the first time.

Starting Dissolution Workstation

1 Double-click the Dissolution Workstation icon on the Windows desktop to
start the software.

2 If your system has Windows Firewall enabled, the Windows Security Alert
screen displays. Click Unblock to enable the program.

Dissolution Workstation Logon

A01.05 ~ii Agilent Technologies
UserID
Q? Password
Domain AGILENT -

Dissolution Server CND5377CXJ:8787

U This software is intended for use by authorized personnel only

I (o) o)

Figure 1. Logon

Dissolution Workstation Software (G4974AA) Operator's Manual 13
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1 From the Logon screen, enter your credentials in the User ID and Password

boxes.

2 Ensure the domain selected is appropriate and click Logon to initiate the
software.

Adding Users to the Application

1 After successfully logging on to the software, click Tools > Options. The
Configuration Dialog screen displays.

2 To add a user to a group, select the Security tab on the Configuration Dialog

screen.

3 Click User Administration at the bottom of the screen. The Local Users and

Groups screen displays.

Figure 2.

To complete this section, you must be logged on as an
administrator

& lusrmgr - [Local Users and Groups (Local)\Groups]

(] oo o0 [

File Action View Help

e 2@ o= BE

& Local Users and Groups (Local)
=] Users
| Groups

Name

&

Description

& Backup Operators

& Cryptographic Operat...
¥ Distributed COM Users
¥ Event Log Readers

& Guests

S 1S_1USRS

¥ Network Configuratio...
& performance Log Users

& performance Monitor ...

&% Power Users

¥ Remote Desktop Users
&% Replicator

& Users

¥ SQLServer20055QLBro...
¥ SQLServerMSSQLServ...
&% SQLServerMSSQLUser...
¥ SQLServerSQLAgentU...
¥ vkDissoAuthorizer

&% VkDissoDatabaseAdmin
¥ vkDissoDiagnostics

¥ VkDissoMethodMaint
& vkDissoRunMethods
& VkDissoSystemConfig

have complete an...

Backup Operators can override se...
Members are authorized to perfor...
Members are allowed to launch, ...
Members of this group can read e...
Guests have the same access as m...
Built-in group used by Internet Inf...
Members in this group can have ...

Members of this group may sche...
Members of this group can acces...

Power Users are included for back...
Members in this group are grante...

Supports file replication in a dom...

Users are prevented from making ...
Members in the group have the re...
Members in the group have the re...
Members in the group have the re...
Members in the group have the re...
Allows the user to sign final accep...
Allows the user to backup and res...
Allows the user to run diagnostic ...
Allows access to Method Creation...

Allows the user to run any metho...

Allows the user to change system ...

Allows ification of methods ...

y

& ify

Allows ification of systems o...

Actions
Groups
More Actions

Local Users and Groups
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2 Installation and Setup

4 Double-click the Groups folder to expand the list of groups.

5 Double-click all eight of the groups that begin with Vk and ensure that your
username is logged in and is identified as a member of these groups.

6 Toadd a userto agroup, click Add... from the respective group screen. The
Select Users, Computers, or Group screen displays.

7 Enteryour useridentification in the empty box and click Check Names. Ensure
your user identification and domain populate the empty field. Click OK.

8 Close the Local Users and Groups screen.
9 Click OK to close the Configuration Dialog screen.

It may be necessary to log in again to the application to reveal the
newly granted permissions for the user.

Dissolution Workstation Software (G4974AA) Operator's Manual 15
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Workstation Connections

There are various ways to connect your dissolution equipment to the Dissolution
Workstation software. Each dissolution system requires at least one serial port or
a serial-to-USB adapter. Cable guides are listed with each connection diagram to
aid in selecting the necessary cables for your configuration.

Since the software can control up to four complete dissolution systems, it is
often necessary to add additional serial ports to the PC controlling the
instruments. It is recommended to use a multiport device server (USB to serial)
that is appropriate for the number of connections to be made.

When using the multiport device server, you can connect different
dissolution systems based on port availability. This is true with
daisy-chain (instruments connected in series) or individual
connections. See “Dissolution Apparatus / 8000 / Peristaltic
Pump, Syringe Pump, or Syringe Pump and Filter Changer
(Daisy-chain to MDS)” on page 26 for an example.

The following instructions refer to COM1, COM2, etc. It is acceptable to
substitute different COM port numbers based on the physical layout of your
system.

Dissolution Workstation Software (G4974AA) Operator’'s Manual



Workstation Connection

Daisy-chain
Connection to PC

Individual
Connection to
Multiport Device
Server (MDS)

Daisy-chain
Connection to
Multiport Device
Server (MDS)

Dissolution Workstation Software (G4974AA) Operator’'s Manual
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Peripheral Equipment

8000 / peristaltic pump

850-DS

8000 / syringe pump

8000 / syringe pump / filter
changer

8000 / peristaltic pump
850-DS

8000 / syringe pump

8000 / syringe pump / filter
changer

8000 / peristaltic pump,
syringe pump, or syringe
pump and filter changer

850-DS

Procedures

see “Dissolution Apparatus / 8000 / Peristaltic Pump (Daisy-chain
to PC)” on page 18

see “Dissolution Apparatus / 850-DS (Daisy-chain to PC)” on
page 19

see “Dissolution Apparatus / 8000 / Syringe Pump (Daisy-chain to
PC)” on page 20

see “Dissolution Apparatus / 8000 / Syringe Pump / Filter
Changer (Daisy-chain to PC)” on page 21

see “Dissolution Apparatus / 8000 / Peristaltic Pump (Individual
to MDS)” on page 22

see “Dissolution Apparatus / 850-DS (Individual to MDS)” on
page 23

see “Dissolution Apparatus / 8000 / Syringe Pump (Individual to
MDS)” on page 24

see “Dissolution Apparatus / 8000 / Syringe Pump / Filter
Changer (Individual to MDS)” on page 25

see “Dissolution Apparatus / 8000 / Peristaltic Pump, Syringe
Pump, or Syringe Pump and Filter Changer (Daisy-chain to
MDS)” on page 26

see “Dissolution Apparatus / 850-DS (Daisy-chain to MDS)” on
page 27

17



Installation and Setup

Dissolution Apparatus / 8000 / Peristaltic Pump
(Daisy-chain to PC)

Pump Control

\ VK 8000 Fraction

) " Dissolution
Peristaltic Pump 12-0011 Collector Tester
DB9->DB25 Cable DB9->DB25 Cable
5075-0252 5075-0252
1 2
“Y” Adapter /
5075-0446
/v‘ comM1| [com2 ]
NULL Modem
5075-0914
PC
Part Number Quantity
5075-0446 1
50750914 1
5075-0252 2
12-0011* 0

* supplied with pump
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2 Installation and Setup

Dissolution Apparatus / 850-DS (Daisy-chain to PC)

850-DS Dissolution
Sampling Station Tester
DB9->DB25 Cable DB9->DB25 Cable
5075-0252 5075-0252
1 2
“Y” Adapter /
5075-0446
/v‘ com1| [comz]|
NULL Modem
5075-0914
PC
Part Number Quantity
5075-0446 1
5075-0914 1
5075-0252 2

Dissolution Workstation Software (G4974AA) Operator's Manual
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Dissolution Apparatus / 8000 / Syringe Pump
(Daisy-chain to PC)

VK 8000 Syringe Pump DI?I'seti’tjetlron
“Y” Adapter
5075-0446 >
1 2
DB9->DB25 Cable DBY->DB9 Cable DB9->DB25 Cable
5075-0252 1 , 5075049 DRSS
“Y” Adapter /
5075-0446 COM 1 | | T |
NULL Modem
5075-0914
PC
Part Number Quantity
5075-0446 2
50750914 1
50750252 2
5075-0449 1

Dissolution Workstation Software (G4974AA) Operator’'s Manual



2 Installation and Setup

Dissolution Apparatus / 8000 / Syringe Pump / Filter
Changer (Daisy-chain to PC)

VK 8000 Syringe Pump Filter Changer Dissolution
“Y” Adapter
5075-0446
2 1 2
DB9->DB25 Cable DB9->DB9 Cable DB9->DB9 Cable DB9->DB25 Cable
50750252 5075-0449 5075-0449 5075-0252
“Yy" Adapter /
5075-0446 “Y” Adapter
NULL Modem Com2 5075-0446
5075-0914
PC
Part Number Quantity
5075-0914 1
5075-0446 3
50750252 2
5075-0449 2
Dissolution Workstation Software (G4974AA) Operator's Manual 21
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Dissolution Apparatus / 8000 / Peristaltic Pump
(Individual to MDS)

—  DB9->DB25 Cable

8 5075-0252 [ Dissolution

= L Tester
S ] DBO->DB25 Cable
o 5075-0252 12-0011 istalti
T o . Peristaltic
§ = || VK 8000 % Pump
o N
s [
o
@ —
g |o
: |2
= w
o

8

< Part Number Quantity

N

| 5075-0252 2
12-0011 0

* supplied with pump
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2 Installation and Setup

Dissolution Apparatus / 850-DS (Individual to MDS)

— DB9->DB25 Cable
8 5075-0252 ] Dissolution
< L Tester
<
S ] DB9->DB25Cable
= |8 5075-0252 1  850-DS
3 £ L] Sampling Station
[ww] N
g
(=]
[}
w I
@
3 (O
= =
- w
= Part Number Quantity
o] 50750252 2
@]
<
N
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Dissolution Apparatus / 8000 / Syringe Pump (Individual
to MDS)

(LL01-11) 18nt88 B01NBQ HOd-BINA|

| DB9->DB25 Cable

9 5075-0252 | Dissolution

E L Tester

; DB9->DB25 Cable

5075-0252

o

e [ VK 8000

N

- DB9->DB9 Cable

(o] 5075-0448

2 [ Syringe Pump

w

(o]

o

<

S
Part Number Quantity
5075-0252 2
5075-0448 1
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2 Installation and Setup

Dissolution Apparatus / 8000 / Syringe Pump / Filter
Changer (Individual to MDS)

DB9->DB25 Cable
5075-0252

Dissolution
L Tester

[ 1 woo |
1

DB9->DB9 Cable
5075-0448

Syringe Pump

[ zwoo |
[ 1

DB9->DB9 Cable
5075-0448

Filter Changer

| ewoo |
[ 1

(LLOL-L 1) Jon1ag 821n8Q Hod-BN|A

DB9->DB25 Cable

BN 5075-0252

! ] vksooo

N
Part Number Quantity
50750252 2
50750448 2
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Installation and Setup

Dissolution Apparatus / 8000 / Peristaltic Pump, Syringe
Pump, or Syringe Pump and Filter Changer (Daisy-chain
to MDS)

|
|
| . . Dissolution !
| VK 8000 Syringe Pump Filter Changer Tester :
| |
| o I
| o
| o @ !
| 2 |
| “Yy” Adapter a8 |
| 5075-0446 <3 1 2 2 I
I 89 :
: 3 DB9->DB9 Cable DB9->DB25 Cable |
5075-0449 5075-0252 |
|
DB9->DB9 Cable |
| 5075-0449 |
[ “Y” Adapter “Y” Adapter |
I 5075-0446 5075-0446 :
(e} | NULL Modem |
e 5075-0914 I
|
ol e a
______________________________________________ .
| |
| . Dissolution !
| VK 8000 Syringe Pump Tester :
| I
| |
= 9 |
£ l o !
= ! ay |
'5 | “y” Adapter a8 |
- 5075-0446 an 1 2 |
o | o a |
2 I % |
=) | =4
® | o DB9->DB25 Cable |
& 5075-0252 |
2 |
° DB9->DB9 Cable |
= 5075-0449 l
N “Y” Adapter |
2 2 5075-0446 |
= |
| NULL Modem |
| 5075-0914 |
______________________________________________ =l
NULL Modem
5075-0914 DB9->DB25 Cable
1 5075-0252 o
D Dissolution
Tester
Q
]
=<
£y
M vksooo Peristaltic Pump
L
2 12-0011
DB9->DB25 Cable
5075-0252
“Y” Adapter
5075-0446
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2 Installation and Setup

Dissolution Apparatus / 850-DS (Daisy-chain to MDS)

|
| 850-DS Dissolution
| Sampling Station Tester
|
| ] T
@
| 2 2§
| 8. 33
| Y Adapter | 6 B on
| 50750448 | SR 30
[9)] V]
| YY) s
| g o
I o
3
2 DB9->DB9 Cable
= 5075-0449
2
o} I NULL Modem
2| | 50750014
e P
— | ________________________ a
<
c |
= /| 850-DS Dissolution
"_3‘ 8 I Sampling Station Tester
o |2
g |9 [] T
o I % af
© o
g g1 33
S | Y Adapter a3 S §
2 | So7s046 | QR 3
2 | g0 5
- I g
2 I 4 5 ?
= |
Q
g DB9->DBY Cable
N 5075-0449
l2
i\ NULL Modem
| 5075-0914
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3 Operation

Log On to Dissolution Workstation

1 Double-click the Dissolution Workstation icon on your desktop. The Logon
screen displays.

A01.04 ~%i Agilent Technologies
User ID
@? Password
Domain AGILENT v
Dissolution Server | CND5377CxU:6787 -
I This software is intended for use by authorized personnel only
Figure 3. Logon

2 Enter your user identification and password. Verify the domain is correct and
click Logon. The Dissolution Workstation screen displays.

30 Dissolution Workstation Software (G4974AA) Operator's Manual



3 Operation

@ Dissolution wmsEﬁon-mssoSe::ver.cn: Dssicxm% Database:CND5377CXA\DISSOLUTION _ Idle 000:00:01 User: AGILENT\an... L] ) [imsoan |
File System Method Security Tools Help
System

Home| 4bx

[ configuration...
?‘ Diagnostics...

&) editor...
D Run Method...
[B TestReports...

& Change User...
& Lock Application
@y Audit Trail...
8% permissions...

Dissolution Workstation
A.01.05

C i © Agilent hnologies 2005-2018

Figure 4. Dissolution Workstation
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Operation

The following options are available in the navigation bar on the Dissolution
Workstation homescreen:

Option

Configuration

Diagnostics
Editor

Run Method
Test Reports
Change User
Lock Application
Audit Trail

Permissions

Function

Create a file for each dissolution apparatus. All relevant data including
configuration and component serial numbers is stored within this file.

Verify communication or view real-time data from the modules.

Create a test method to define parameters and tolerances to be verified.

Begin a test using previously created apparatus and methods.

Search and retrieve previously executed tests based on various filtered criteria.
Log on to the Dissolution Workstation Software as a different user.

Lock the Dissolution Workstation Software.

Verify, filter, or create reports of logon information for the Dissolution
Workstation Software.

View the rights and privileges for users of the Dissolution Workstation Software.

Dissolution Workstation Software (G4974AA) Operator’'s Manual



3 Operation

Configuring Your System

It is necessary to configure the components that will be used for automated
sample collection. Systems can be added, modified, and removed from the
database. All system configuration activity is recorded in the system audit log.
The dissolution software allows the configuration of multiple systems. A
maximum of four systems can be running methods at one time.

System configuration entails selecting the appropriate equipment and setting the
communication and other physical properties of the system. Serial numbers are
stored for each system to allow tracking of physical system changes.

1 From the navigation bar, click Configuration. The System Configuration
screen displays.

-
@ System Configuration | B LEIM

Actions Module Version # Module Desc. Laboratory Time Owner Server
LJ Create |3 7 New System Lab 6/27/2013 4:22:00 PM Everyone No Rest
ﬁj Copy

X Delete

Ib Serial Numbers...
Report...

cﬁ‘ Diagnostics

g Properties...
i€) Recover...

»

@y Show Audit Trail...
W\ Verify Integrity

XML File I/0 2

{% Import...

[ Export... < 1 »
Figure 5. System Configuration

Dissolution Workstation Software (G4974AA) Operator's Manual 33
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2 Click Create. The System Editor screen displays.

System Configuration

System

System Name Dissolution System #1

Laboratory QC Lab

[Pppﬁus 1/2/5/6 v] [Syringe Pump v

Fitter Changer

(Agient 850-DS -
Manual Sampling

Timepoint Alamn Lead Time (MM:SS)

Timepoint Duration (MM:SS)

Restrict Execution To Specified Workstation

B VoReuscen
Change Management

g Restrict system editing rights to the system owner

B Owner : Everyone

(e ) [ <o | [Chet> ] [ ]

Figure 6. System Editor

Dissolution Workstation Software (G4974AA) Operator’'s Manual



3 Operation

3 Click Next. Following is a description of the System Editor screen options:

Option
System System Name
Laboratory

Dissolution Setup

Manual Sampling

Restrict Execution To Specified Workstation

Change Management

Description
Enter a name for your system.
Enter a laboratory name.

Click the drop-down arrow on the Dissolution Setup box to select Apparatus
3/7, Apparatus 1/2/5/6, or NONE.

Click the drop-down arrow in the Dissolution Setup box to select Peristaltic
Pump or Syringe Pump.

If your system configuration includes an 8000 or 850-DS, click Fraction
Collector.

If your system configuration includes a syringe pump, once Syringe Pump is
selected from the drop-down menu above, the Filter Changer option becomes
active. Click Filter Changer if your system configuration includes a filter
changer (or the 850-DS includes the Filter Module).

Timepoint Alarm Lead Time (MM:SS) - The amount of time that the manifold
lowers prior to the sample timepoint. This allows for equilibration of the
temperature probes before vessel temperature measurements.

Timepoint Duration (MM:SS) - This is the amount of time that the manifold
remains at its sampling position after the sample timepoint. The sum of the
Lead Time and Duration should total a minimum of 30 seconds for accurate
temperature readings.

Click & to display the name of the workstation or enter the name of the
workstation connected to the system. Click No Restriction to allow the system
to be run from any workstation.

Note: The system must be physically connected.

If applicable, select the box under Change Management in order to restrict the
system editing rights to the current user.

Note: This option prevents system configuration modification by anyone other
than the system owner or a user with VkModifyOthersSystems privilege.

4 Click Next. The following sections describe the screens that display based on
the selections entered on the System Editor screen.
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Dissolution Apparatus

1 If applicable, either the BIO-DIS screen or the Dissolution Tester screen
displays. Click Next. Depending on the chosen configuration, the following is a
description of the screen options available for either Apparatus 1/2/5/6 or
Apparatus 3/7:

Dissolution Apparatus
Comm Address Enter the appropriate communication address for the dissolution apparatus.
Options Click the appropriate dissolution apparatus options.

Using the up and down arrows, indicate the number of active vessel positions.
BIO-DIS
Comm Address Enter the appropriate communication address for the dissolution apparatus.
Rows Using the up and down arrows, indicate the number of rows.

Note: This setting must match the physical configuration of the instrument.
Sample Channels Using the up and down arrows, indicate the number of sample channels.

Note: This setting must match the physical configuration of the instrument.

The communication address (PC port: instrument ID) is comprised of the
physical PC COM port (PC port) and the instrument address on the serial
bus (instrument ID). For example: COM1:01.
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Fraction Collector

1 If you selected Fraction Collector, the Fraction Collector screen displays. Enter
the appropriate communication address for the fraction collector. When
connecting to the PC, enter the com port and comm ID. Verify the comm ID on

the fraction collector is set to the same value.

The communication address (PC port: instrument ID) is comprised of the
physical PC COM port (PC port) and the instrument address on the serial
bus (instrument ID). For example: COM1:01.

2 Using the up and down arrows, indicate the number of channels.

3 Verify the fraction collector is configured for the proper number of channels.

4 Click Next.
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Syringe Pump

1

If you selected Syringe Pump, the Syringe Pump screen displays.

There is no additional screen if you select Peristaltic Pump since
no specific pump parameters are required.

Following is a description of the Syringe Pump screen options:

Option

Comm Address

Current Level (8000 only)

Calibration Count

Plunger Speed

Aspiration Dwell

Prime Loss

Syringe Size

Description

Enter the appropriate communication address for the syringe pump. When connecting to the
PC, enter COMXx:76.

Note: If you are using an 850-DS, the com port for the syringe pump has to be same as the
850-DS. Do not change the comm ID of 76.

Use the up and down arrows to indicate the motor power (current level). The recommended
setting is 4.

Use the up and down arrows to indicate the calibration count. This number refers to the
number of steps the motor moves to lower the syringe for a full stroke. The default setting is
19300 (19000 for the 850-DS). To optimize volume accuracy, use the Calibration Count
calculator to convert the 850-DS mL/stroke value to the appropriate Calibration Count value.
This value should be adjusted (as needed) each time a volume calibration is performed on the
850-DS.

Use the up and down arrows to configure the syringe pump plunger to operate at a specific
speed.

Note: If an 8000 is configured, steps/sec is used. If an 850-DS is equipped, ml/min is displayed.

Use the up and down arrows to indicate the aspiration dwell time. This is the time (in seconds)
that the syringe pauses after pulling in liquid prior to dispensing. This time may need to be
increased to maintain volume accuracy for certain types of dissolution media.

Use the up and down arrows to indicate the prime loss volume. This parameter accounts for
the volume of sample to travel from the dissolution vessel to the sample tubes or vials prior to
collection. The volume is moved through the sample lines prior to sample collection at each
sample timepoint.

Click the drop-down arrow and select the syringe size (10.0 mL for the 806 Syringe Pump; 1.0
mL for the 850-DS).

2 Click Next.
3 If you selected Filter Changer, the Filter Changer screen displays.

38

Dissolution Workstation Software (G4974AA) Operator’'s Manual



3 Operation

Filter Changer

1 If you selected Filter Changer, the Filter Changer screen displays.

Following is a description of the Filter Changer screen options:

Option Description

Comm Address Enter the appropriate communication address for the filter changer. When connecting to the
PC, enter COMx:75.

Note: If you are using an 850-DS, the com port for the filter changer has to be same as the
850-DS. Do not change the comm ID of 75.

2 Click Next.
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Completing the Configuration

1 Afterthe final screen specific to your configuration, the Serial Numbers screen

displays (see Figure 7, “Serial Numbers,” on page 40).

T2 System Editor =
Serial Numbers

Serial Numbers

Type Serial Number

PADDLE - |

Add
Cert...
Type Serial Number Certificate Certificate Code
< i »
—
Figure 7. Serial Numbers

2

0 N o O

From the drop-down menu, select the type of accessory (for example: basket,
shaft, paddle, vessel) in the box that corresponds to Type.

Enter the serial number for each individual accessory.

Optionally, click Cert... to store the link to a Certificate of Conformance for the
specified accessory. This file may be a .pdf, .doc, or xps file.

Click Add to store the accessory information.
Repeat steps 2-5 for each accessory.
Enter the serial number for the item and click Add.

Repeat steps 2 and 3 for each item selected under Dissolution Setup on the
System Editor screen (see “Dissolution Setup” on page 35).
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9

Click Finish.

10 Repeat all the sections under “Configuring Your System” on page 33 for each

additional system.

11 Close the System Configuration screen.

Copying a System Configuration

To copy a system configuration, complete the following steps:

1

From the navigation bar, click Configuration. The System Configuration
screen displays (see Figure 5, “System Configuration,” on page 33).

Select the desired system configuration.
Click Copy.

Click Paste. A new system configuration displays. The description of the new
system configuration is Copy of....

Close the System Configuration screen.

To edit the system configuration, see “Editing an Existing System
Configuration” on page 45.

Deleting a System Configuration

To delete a system configuration, complete the following steps:

1

a A WODN

From the navigation bar, click Configuration. The System Configuration
screen displays (see Figure 5, “System Configuration,” on page 33).

Select the desired system configuration.
Click Delete.

Click Yes.

Close the System Configuration screen.

The system configuration is never physically deleted. It is only
removed from the visible list of displayed configurations and may
be recovered from the database at any time.
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Recovering a System Configuration

To recover a deleted system configuration, complete the following steps:

1 From the navigation bar, click Configuration > Recover. The System
Configuration screen displays.

2 Select the desired system configuration.
3 Click OK.

Serial Numbers

To review or add serial numbers to the system configuration, complete the
following steps:

1 From the navigation bar, click Configuration. The System Configuration
screen displays (see Figure 5, “System Configuration,” on page 33).
2 Select the desired system configuration.

3 Click Serial Numbers. The Serial Number Editor screen displays (see
Figure 8, “Serial Number Editor,” on page 43).

Alternately, you can double-click the desired system configuration
and double-click Next until the Serial Numbers section of the
System Editor displays or right-click the desired system
configuration and select Serial Numbers. Serial numbers can be
added or deleted as a result of any of these actions.
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Serial Number Editor - - By ==
Miscellaneous Serial Numbers
Type Serial Number
SHAFT v 12344 Add
Type Serial Number
SHAFT 12345
Figure 8. Serial Number Editor

4 From the drop-down menu, select the type of accessory (for example: basket,
shaft, paddle, vessel) in the box that corresponds to Type.

Enter the serial number for the accessory.

6 Optionally, click Cert... to store the link to a Certificate of Conformance for the
specified accessory. This file may be a .pdf, .doc, or .xps file.

7 Click Add to store the accessory information.
8 Repeat steps 4-7 for each accessory.
9 Enter the serial number for the item and click Add.

10 Repeat steps 4 and 5 for each item selected under Dissolution Setup (see
“Dissolution Setup” on page 35).

11 Click OK. The Serial Number Editor screen closes.
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System Configuration Report

To display a report of the system configuration, complete the following steps:

1 From the navigation bar, click Configuration. The System Configuration
screen displays (see Figure 5, “System Configuration,” on page 33).

2 Select the desired system configuration.
3 Click Report.

Alternately, you can right-click the desired system configuration
and select Report. The Version Selection screen displays as a
result of either of these actions.

4 Select the version. By default, the most recent report version displays.

5 Use the up and down arrows to indicate the desired report version and click
OK.

6 The system report displays. The report can be printed, exported, searched, or
verified.
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Editing an Existing System Configuration

To display and edit the properties of an existing system configuration, complete
the following steps:

1 From the navigation bar, click Configuration. The System Configuration
screen displays (see Figure 5, “System Configuration,” on page 33).

2 Select the desired system configuration.

3 Click Properties. The System Editor screen displays (see Figure 6, “System
Editor,” on page 34).

Alternately, you can double-click the desired system configuration
or right-click the desired system configuration and select
Properties. The System Editor screen displays as a result of any of
these actions.

4 Select the appropriate tabs and change the relevant information in the same
manner that the system was created.

5 Click Finish to close the System Configuration screen. If you have made any
changes, then upon completion of the wizard, you will be asked to explain or
provide a reason for the change to comply with 21 CFR Part 11.

Show Audit Trail

To display the audit trail for a system configuration, complete the following
steps:

1 From the navigation bar, click Configuration. The System Configuration
screen displays (see Figure 5, “System Configuration,” on page 33).

2 Select the system configuration and click Show Audit Trail. The System Audit
Trail screen displays.

Alternately, you can right-click the desired system configuration
and select Show Audit Trail. The System Audit Trail screen
displays as a result of either of these actions.
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3 Select two or more versions and click Differences in the navigation bar. A
change report displays. The report can be printed or exported.

Verify Integrity

To verify that the system configuration has not been changed outside of the
Dissolution Workstation program, complete the following steps:

1 From the navigation bar, click Configuration. The System Configuration
screen displays (see Figure 5, “System Configuration,” on page 33).

2 Select the system configuration and click Verify Integrity. Either the data is
verified successfully or the user is directed to contact their system
administrator.

Alternately, you can right-click the desired system configuration
and select Verify Integrity. The integrity of the system
configuration is checked as a result of either of these actions.

3 Click OK to close the Data Verification screen.
4 Close the System Configuration screen.

Import / Export XML File

To use an existing system configuration from one Dissolution Workstation
computer on a different Dissolution Workstation computer, you can export and
import the system configuration as an XML file.

To export the system configuration, complete the following steps:

1 From the navigation bar, click Configuration. The System Configuration
screen displays (see Figure 5, “System Configuration,” on page 33).

2 Select the desired system configuration.
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3 Click Export. The Version Selection screen displays.

Alternately, you can right-click the desired system configuration
and select Export. The Version Selection screen displays as a
result of either of these actions.

4 |f applicable, indicate which version to export and click OK. The Export System
to XML File screen displays.

Each time a system configuration is saved, a new version is
created. To export a version other than the most recently saved,
indicate the appropriate version number on the Version Selection
screen.

5 Indicate the directory and file name and click Save. The code is saved as an
XML file.

To import the XML file at another Dissolution Workstation, complete the
following steps:

1 From the navigation bar, click Configuration. The System Configuration
screen displays (see Figure 5, “System Configuration,” on page 33).

2 Click Import. The Import System from XML File screen displays.

Alternately, you can right-click the desired system configuration
and select Import. The Import System from XML File screen
displays as a result of either of these actions.

3 Select the appropriate directory and file name and click Open. The system
configuration displays on the System Configuration screen.

4 Close the System Configuration screen.
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Diagnostics / Manual Control

To check the diagnostics of a dissolution apparatus, complete the procedures on
the following pages. These procedures are performed on one system at a time.
Repeat the procedures as applicable for each additional system.

1 Click Diagnostics. The Select Item screen displays.

r N
T Select Item LQD =] JEM
Module Version# Module Desc. Laboratory Time Owner Servi
W3 7 New System Lab 6/27/2013 4:22.00PM Everyone No F
<« i »
[ Corcat |
Figure 9. Select ltem
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2 Select the desired system and click OK. The System Diagnostics screen
displays. Depending on the entered system configuration, the tabs may vary
(see Figure 10, “System Diagnostics—BIO-DIS,” on page 49).

System Diagnostics : BIO-DIS @J g

S| Fc/SP | Fraction Collector - 850-DS

BIO-DIS

Click on a row in order to move
Hold Dip Time |1 '3— Seconds

e OO00000 e B
 OO00000 [omoey _septoees |
. POOOODE

Telslsisisiee | - T
. CO00000
o000 000

DPM: 0

S/N:SIMULATE

Status | >>
)]

Figure 10. System Diagnostics—BIO-DIS

If your system is not responding correctly, click ,,  for
NOTE additional diagnostics. The screen expands to display the raw

serial communications between the instruments.
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Moving the Drive Unit for Apparatus 3 / Apparatus 7

To move the dissolution apparatus drive unit, complete the following steps:

1 Select the BIO-DIS tab (see Figure 10, “System Diagnostics—BIO-DIS,” on
page 49).

2 Click any vessel position corresponding to the desired row inthe  BIO-DIS
box (see Figure 11, “BIO-DIS Box,” below). The drive unit moves to the
indicated row.

BIO-DIS

Click on a row in order to move

P A B e A A A e Y
ey ey gy gy

ey ey,

Figure 11. BIO-DIS Box

3 Click 4} |. Thedrive unit returns to the home position.
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Dips per Minute for Apparatus 3 / Apparatus 7

To set the dips per minute, complete the following steps:

1 Click any vessel position corresponding to the desired row in the ~ BIO-DIS
box (see Figure 11, “BIO-DIS Box,” on page 50). The drive unit moves to the
indicated row.

2 Using the up and down arrows in the box that corresponds to Dipping Speed,
set the dips per minute to 15 and click Start Dipping. Dipping begins.

Hold Dip Time L % Seconds

Dipping Speed |15 % DPM

Start Dipping ] [ Stop Dipping

Figure 12. Dipping Speed Box

3 Click Stop Dipping. The dipping stops.
4 Click Y | The drive unit returns to the home position.

Moving the Drive Unit for Apparatus 1/ 2

To move the dissolution apparatus drive unit, complete the following steps:
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1 Select the Dissolution Tester tab (see Figure 13, “Dissolution Tester,” on

page 52).
rSystem Diagnostics : Apparatus 2 @Jﬂ‘
Drive Unit Cannula Peristaltic Pump
s
Volume 300
Spindle Control
N - Dosage Delivery
Spindle RPM 50 ) )
DDM »ALL DDMs %
| 400
3707 74
|
v B El El E
: 1 2 3 4 5 6
Vessels
[ Status | >>
Figure 13. Dissolution Tester
NOTE If your system is not responding correctly, click 5, for
_ additional diagnostics. The screen expands to display the raw

serial communications between the instruments.

2 Click LI in the Drive Unit box. The drive unit raises.
3 Click @ |. The drive unit stops.
4 Click L‘- The drive unit lowers.
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Spindle Control for Apparatus 1/ 2

To set the RPM, complete the following steps:

1 Using the up and down arrows in the box that corresponds to Spindle RPM,
set the RPM to the desired speed and click L‘ The spindles begin to turn
the entered RPM.

2 Click @ |. The spindles stop.

Cannula / Manifold for Apparatus 1/ 2

To raise or lower the cannulas / manifold, complete the following steps:

1 Using the up and down arrows, set the cannula position to all cannulas and
the volume to 900.

If your system configuration includes a V-series Dissolution

Apparatus, set the volume and individually raise and lower the
cannulas by changing the cannula position.

2 Click 4 |. The cannulas / manifold raise(s).
3 Click g |. The cannulas / manifold lower(s).

Dissolution Workstation Software (G4974AA) Operator's Manual

at

53



3 Operation

Dosage Delivery for Apparatus 1/ 2

To open the DDMs, complete the following steps:
1 Using the up and down arrows, set the DDM to all DDMs.

If your system configuration includes a V-series Dissolution

Apparatus, open the individual DDMs by indicating a specific DDM
location next to DDM.

2 Click 4 |- The DDMs open.

Water Bath Temperature

To set the actual temperature of the water bath, complete the following steps:

1 Use the up and down arrows in the Bath Temperature box to set the water
bath temperature to 37.0 °C (see the sample screen below).

404 —

37.

'S

v
H

30.4

Figure 14. Water Bath Temperature

2 Click Set.
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Syringe Pump / Filter Changer

Syringe Pump
To control the syringe pump, complete the following steps:
1 Select the FC/SP tab. The following screen displays:

r h|
System Diagnostics : Apparatus 2 l@]@
| Dissolution Tester || FC/SP | Fraction Collector - 850-DS
Syringe Pump
Control
. g =
[ |
|
:' Pump Cycle Fill/Dispense
| 50 B mL Ll |
I
|
[ |
|
| 2
I
|
Status >>
Figure 15. FC/SP

If your system is not responding correctly, click 5>
diagnostics. The screen expands to display the raw serial
communications between the instruments

2 Click -¢ | (setvalve to output side) in the Valve Control box. There is an

audible click.

for additional

3 Click ll (set valve to input side) in the Valve Control box. There is an audible

click.
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In the Pump Cycle box, use the up and down arrows to enter a volume in
milliliters to draw into the syringes.

Pump Cycle
=

5 = oml
&

Figure 16. Pump Cycle

5

Click ﬁ in the Pump Cycle box to pull from the sampling cannulas. The
syringe pump completes the pump cycle.

Click « | inthe Pump Cycle box to pull from the return cannulas. The syringe
pump completes the pump cycle.

In the Fill / Dispense box, use the up and down arrows to enter a percentage of
the syringe to fill.

Fill’Dispense

2
;|

Figure 17. Fill/Dispense

8

Click ﬂ to move the syringe plunger to the specified step position. The
syringe fills to the percentage indicated.

Click #  todispense the syringe to the home position. The syringe
empties.

Filter Changer

To control the filter changer, complete the following steps:

1

Click gl (open the filter changer clamp) in the Clamp Control box. The
clamp opens.

Click E (close the filter changer clamp) in the Clamp Control box. The
clamp closes.
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3 Inthe Change Filters box, use the up and down arrows to enter the number of
filters to be replaced.

Change Filters

=

Figure 18. Change Filters

4 Click =_| toexpel the filters. The entered number of filters are expelled and
replaced with new filters.
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Valve Control (8000)

To control the valves, complete the following steps:
1 Select the Fraction Collector tab. The following screen displays:

-
System Diagnostics : Apparatus 2

L

Figure 19.

(=3 )

Dissolution Tester | FC/SP |; Fraction Collector - 8000}

Valve Control

Miscellaneous

RM Pump On

Collector

=

D=

glolel@leleielei@i®l |
QAT
QO AD
QDD
QDD
QDD
QAT
QDA AAD

o

Status ’

Fraction Collector - 8000

If your system is not responding correctly, click [—» ] for

additional diagnostics. The screen expands to display the raw

serial communications between the instruments.

2 Click g |(lower the valves) in the Valve Control box to lower the needles. The

needles lower.

Click 4 | (raise the valves) in the Valve Control box to lift the needles. The

needles rise.
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4 Click 28 in the Valve Control box to rinse the valves. The valves move
up and down repeatedly.

5 Click Open Valves in the Valve Control box. An audible click is heard. When the
valves are open, the green lights on the front panel of the dispensing arm
illuminate.

Valve Control (850-DS)

To control the valves, complete the following steps:
1 Select the Fraction Collector - 850-DS tab. The following screen displays:

-
System Diagnostics : New System @J ﬂ

Dissolution Tester I FC/SP | Fraction Collector - 850-D5

Needles & Valve Control Collector

Rinse Pump

Media Replacement Pump

Waste Pump

Status [

==

==~}

(SRR
@ @ © @
@ @@ @
@ @ © @
@ @ © @
(OREROR(
@ (@ (@ (@
@@ © @
(OROMOMT
@ @ ©® (@
(OO
@ @ @ @

AOAAAAAOAAES
gleleieleiv/eRieio@@:
AAAAAAAATS
AHAAASAOAAES

- N W D - W 0

Figure 20. Fraction Collector - 850-DS

If your system is not responding correctly, click [ > for
NOTE additional diagnostics. The screen expands to display the raw

serial communications between the instruments
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2 Click g |(lower the valves) in the Valve Control box to lower the needles. The
needles lower.

3 Click 4 | (raise the valves) in the Valve Control box to lift the needles. The
needles rise.

4 Click Open Valves in the Valve Control box. An audible click is heard.

Peristaltic Pump

To control the peristaltic pump, complete the following steps:

1 Click ﬁ in the Peristaltic Pump box. The pump rotates toward the outlet
channel of the peristaltic pump.

2 Click @ | (stop pumping) in the Peristaltic Pump box. The pumping stops.

3 Click ﬂ in the Peristaltic Pump box. The pump rotates toward the inlet
channel of the peristaltic pump.

4 Click gl (stop pumping) in the Peristaltic Pump box. The pumping stops.
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Replacement Media Pump

In the Miscellaneous box, click RM Pump On. The pump runs. Click again to turn
off the RM pump.

Moving the Fraction Collector Dispensing Position

To control the fraction collector dispensing arm, complete the following steps:

1 Click any vessel position corresponding to the desired row in the Collector
box. The desired row is moved into position.

A

Collector

an) o

2eeeeeeeee | |
29000 e VR @@
alelelafeyeialolaie]
glelelefelolalnlele)
aieloleieRelalelaio)
2908 oeR@Q@
200 eeR@@®
2o 9eR@®Qe

Figure 21. Collector Box - 8000

2 Inthe Collector box, click ¢y |. The dispensing arm returns to the home
position.
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Method Editor

Creating a Method

To create a

new method, complete the following steps:

1 From the navigation bar, click Editor. The Methods screen displays.

o Methods

e oew
F Saw 13

Actions

[_] New Method...
qﬁ Copy Method
IE Paste

X Delete...
Report...

g Properties...
i6) Recover...

@y Show AuditTrail...
W\ Verify Integrity

Method Version # Product Name Notes Time Owner Document ID

1 Product Name Notes 6/27/2013 4:24:04PM Everyone s8EWJa/9/kbtp6H

Figure 22.

Methods
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2 Click New Method. The Method Type Selector screen displays.

r@ Method Type Selector g

2

What type of apparatus are you creating the
method for?

Apparatus Type

w @ Apparatus 1/2/5/6

HH () Apparatus 3/7
I:] () No Tester

Figure 23. Method Type Selector

3 Select Apparatus 1/2/5/6, Apparatus 3/7, or No Tester and click OK. The

Method Editor screen displays (see Figure 24, “Method Editor,” on page 64).
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Label 1
Label 2
Label 3

3 Operation
Select the Parameters tab.
(@ Method Editor [==5=)
{ Parameters }| Dissolution | Sample Tmepoints | Prefill | Notfications | Auto Export |
Sample Information
Product Name  Product Name
Notes Notes
User Defined Labels
Label 1 Batch
Label 2 Lot
Label 3 Group
l Sampling Parameters
Sample Volume 5 L Samples / Fitter 1
Prime Volume 5 il Replacement Volume 0 mL
I Purge Volume 5 mL  Waste Drop Vol 0 mL
Active Channels 6 Dual Sample )
Emor Tolerance (+-) Profile Interval
Temperature 0.5 Speed 2 % 00:00  HH:MM
Clean System After Method Run S o
T ( IS IOl
[C] Enable Vol. 10 mL  Cycles 1 O SE—r
Change Management
% [] Restrict method editing rights to the method owner
. Owner : Everyone
i
[ ok ][ Cancel ]
|
Figure 24. Method Editor
Following is a description of the Parameters tab options:
Option Description
Sample Information Product Name Enter the name of the product.
Notes Enter any relevant notes regarding the sample.

The fields in this area have default values of LOT, BATCH, and GROUP.
These fields are customizable; enter the information that best serves
the needs of the method parameters. Prior to beginning each test,
blank fields with these labels will display allowing for entry of
test-specific information. See “Method Start Options” on page 82.
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Option
Sampling Parameters  Sample Volume
Prime Volume

Purge Volume

Active Channels

Samples / Filter

Replacement Volume

Waste Drop Vol

Dual Sample

Error Tolerance (1) Temperature

Speed

Description
Enter the sample volume in milliliters.

Use this option to set the amount of drawn medium necessary to fill
the sampling lines of the entire system.
Enter the prime volume in milliliters.

Use this option to set a purge volume in milliliters that ensures all
stranded medium is properly expelled.
Enter the purge volume in milliliters.

Enter the number of vessel positions used for sampling.

Enter the number of samples each filter should process before being
discharged. Enter zero (0) if no filtration using the filter
changer/module is required for this method or no filter
changer/module is configured.

If your system configuration includes the a sampling station with
replacement media option, enter the replacement volume in milliliters.

Enter the desired waste drop volume in milliliters.

Note: The drop volume is an amount of sample that is dispensed
through the sampling station needles prior to dispensing samples into
the collection tubes to ensure the needles are purged completely from
the previous timepoint.

Enable Dual Sample to pull two samples into consecutive rows at a
single sample timepoint.

Enter the desired temperature fluctuation limit (£). If the vessel / water
bath temperature goes over or under the set temperature by the
amount of this tolerance, an error is recorded as part of the results.

If your system configuration includes AutoTemp, the system checks
the vessel temperature at each sample timepoint.

For system configurations other than the VK 7030, the system
continuously checks the water bath temperature.

Enter the desired speed fluctuation limit (+). If the RPM goes over or
under the set speed by the amount of this tolerance, an error is
recorded as part of the results.
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Option

Clean System After
Method Run

Profile Interval

Operation

Enable

Vol.

Cycles

Rinse Port

Sample Cannula

Change Management

BIO-DIS tab
Option

Row

Speed

Type
Dip Interval
Hold

Drain

Description
Adds a cleaning cycle to the end of the dissolution method.

Specifies the volume of rinse solution to be pumped through the
sampling lines during the cleaning cycle.

Specifies the number of rinse cycles to be executed.

For 850-DS use only. Specifies that the rinse solution will be pumped
from the rinse port of the 850-DS (automated).

Specifies that the rinse solution will be pumped from the sample
cannulas. Requires manual placement of an appropriate rinse tray by
the user.

Enter the timepoint in hh:mm format at which the temperature and
speed settings are recorded.

Note: Profile measurements are optional. Values are always recorded
at sample timepoints independent of this setting.

If applicable, select the box under Change Management in order to
restrict the method editing rights to the current user or any user with
VkModifyOthersMethod.

4 Select the BIO-DIS or Dissolution tab. Following is a description of the BIO-DIS
and Dissolution tab options:

Description

Use the up and down arrows to indicate the row number for which the parameters are being set. After
clicking Add to List, use the up and down arrows to indicate the next row.

Use the up and down arrows to indicate the desired dips per minute (DPM) for each applicable row of the

Apparatus 3 / Apparatus 7.

Note: Disregard this option.

Enter the desired duration for dipping in hhh:mm:ss format.

Enter the desired duration for the dip to remain at the bottom of the stroke in mm:ss format.

Enter the desired duration for the apparatus to remain at the top of the stroke after dipping in mm:ss format.

Bath Temperature Enter the desired water bath temperature, if applicable, in °C.
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Dissolution tab
Option
Bath Temperature

Apparatus Type

Vessel
Temperature

Spindle RPM
Final Spin RPM

Final Spin
Duration

Media Volume

Vessel

Temperature

Vessel Table

Level

Operation Checks

Vibration Enable Vibration

Monitoring Monitoring
Frequency Bandwidth
of Interest

Transient Event
Threshold

Persistent Event
Threshold

Description
Enter the desired water bath temperature, if applicable, in °C.

Use the drop-down arrow to select the apparatus type (Paddles, Baskets, Paddle
over Disk, or Rotating Cylinder).

Enter the desired vessel temperature, as applicable, in °C.

Note: This value is used to determine temperature errors at sample timepoints
as well as for a vessel temperature start (see “Temperature Delayed Start” on
page 83).

Enter an appropriate speed for the dissolution apparatus spindles.
If applicable, enter an appropriate speed for the final spin.

If applicable, enter the duration of the final spin in mm:ss format.

Enter the volume of the media in the vessels.

Enable Measure Initial Temperature and / or Measure Final Temperature to take
the initial and final vessel temperatures during the method.

Enable Pre-Test Level Verification to verify the vessel table level prior to starting a
test (requires a 280-DS Instrument Module).

Enable Pre-test verification of apparatus components and environment to
document the acceptable condition of accessories (MQ requirement).

Check this box to enable the detection of transient and persistent vibration levels.
Requires the 280-DS Instrument Module.

Defines the range of frequencies that the software will monitor to detect
above-threshold amplitudes.

Defines the limit of the vibration resultant amplitude above which the vibration is
considered abnormal. Vibration amplitude threshold can be defined as
acceleration measured in mG or displacement measured in mm. Transient event
will be detected if the amplitude goes up and quickly resets down.

Defines the limit of the vibration resultant amplitude above which the vibration is
considered abnormal. Vibration amplitude threshold can be defined as
acceleration measured in mG or displacement measured in mm. Persistent
event will be detected if the resultant amplitude exceeds the threshold as
averaged over the defined period of time.
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Resultant amplitude is the magnitude of the X, Y, and Z axis
NOTE amplitudes detected by the 280-DS 3-axis accelerometer:
2 2
«/x2 +y +2z

5 Forthe Apparatus 3/ Apparatus 7, click Add To List.

6 ForApparatus1/2/5/ 6, select the Sample Timepoints tab and program the
appropriate timepoints (see Figure 25, “Sample Timepoints,” on page 68).

(@ Method Editor =)
[P Dissolution |{ Sample Timepoints | Prefill | Notifications | Auto Export |
Time Point Details
Time - Comment
v] Add Timepoint
Full Media Replacement
[ |
([ ok ][ cence ]

Figure 25. Sample Timepoints

68 Dissolution Workstation Software (G4974AA) Operator's Manual



Option
Time
Comment

Type

Add Timepoint

Operation

Following is a description of the Sample Timepoints tab options:

Description
Enter the desired sample timepoint in hh:mm:ss format.
Enter any information relevant to the timepoint.

Click the drop-down arrow to select either Sample or Sample + Media Change as applicable for your
method.

Once the information is added under Time, Comment, and Type, click Add Timepoint to include the
timepoint in the method. Repeat this process for all desired timepoints.

Note: Media change timepoint is a manual media change. It can be media addition or full media
replacement. This radio button becomes available to differentiate when Media Change is specified.
Selecting Media Addition will maintain a continuous elapsed time while selecting Full Media
Replacement assumes the dosage form has been removed from the media and will therefore pause the
elapsed time during the change.
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7 Select the Prefill tab.

(@ Method Editor S
[P [ Dissolution [ Sample Timepoints |{ Prefl| Notfications | Auto Export
0] Enable Prefil I
Prefil Volume ml

Prefill volume will be taken from vessels prior to introduction of samples. The
vessels should be filled with the prescribed method volume plus the prefill
volume.

Example:

Vessel Volume = 900 mL

Prefill Volume = 1.0 mL

| # of Timepoints = 4 final spin is also a timepoint)

Fill vessel with 900 + (1.0 = 4) = 904 mL

Each tube/vial in all sample rows will be filled with the entered Prefill Volume
(nmL).

Figure 26. Prefill
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Option
Prefill

Prefill Volume

Operation

Description
Place a check in the box to enable the Prefill option.

Enter volume (in mL) to dispense into the sample tray prior to the method start. This volume will be
automatically removed from the dissolution vessels and delivered into the number of sample rows
equivalent to the number of time points in the method (including final spin, if applicable).

The vessels should be filled with an appropriate volume to account for the Prefill volume as needed. For
example:

Vessel Volume = 900 mL

Prefill Volume = 1.0 mL

# of Timepoints = 3 + Final Spin = 4 total

Fill each dissolution vessel with 900 + (1.0 * 4) = 904 mL

Each tubeyvial in all sample rows will be filled with the entered Prefill Volume (in mL).
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Operation

8 Select the Notifications tab.

Figure 27.

- |
@ Method Editor [

G [ Dissolution [ Sample Timepoints |/ Notfications | Auto Export |

Email Addresses Notification Options

[] Emors
[] Wamings
[ Status

[] Timepoint
Enter comma separated email addresses.

Notifications Tab

Description

Email Addresses

Notification
Options

72

Errors

Warnings

Status

Timepoint

List valid Email address(es) where the specified notifications should be sent.
Separate multiple Email addresses with commas. to properly configure Email
address settings. See “Email” on page 94. to properly configure Email-address
settings.

Notifies user of any errors detected during the dissolution test.

Notifies user of warnings encountered during the dissolution method.

Notifies user of the program status at key points during the dissolution
method.

Notifies user of the completion of each sample timepoint during the
dissolution method.

9 Select the Auto Export tab.
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('@ Method Editor (& s

[P [ Dissolution | Sample Timepoints | Notfications | Auto Export |
Auto Export Destination

Folder E]

File Name Prefix

Default file name format: [R] <Method Name>_<Test|D>xml
If prefix is specified the file name format will change to <Prefix>_<Test|D>xml

Export Options
Export Profile Data

Export Activity Log

Export Vibration Events Data

Export Method Definition

Export System Definition

Export Aborted Methods

(€

Figure 28. Auto Export

Following is a description of the Auto Export tab options:

Option Description
Auto Export Folder Define folder location where exported data should be saved.
Destination
File Name Prefix Specify custom file name prefix for name of exported files.
Export Options Specify the data types to be exported to the defined location. Place a check in

each box to have the data type exported.

10 Click OK to close the Method Editor.
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Copying Methods

To copy a method, complete the following steps:

1

From the navigation bar, click Editor. The Methods screen displays (see
Figure 22, "Methods,” on page 62).

2 Select the desired method.

Click Copy Method.

4 Click Paste. A new method displays. The description of the new method is

Copy of....

To change any of the parameters of the method, see “Editing an Existing
Method” below.

Deleting Methods

To delete a method, complete the following steps:

1

From the navigation bar, click Editor. The Methods screen displays (see
Figure 22, "Methods,” on page 62).

2 Select the desired method.

3

Click Delete.

4 Click Yes.

The system configuration is never physically deleted. It is only
removed from the visible list of displayed configurations and may
be recovered from the database at any time.
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Recovering a Method

To recover a deleted method, complete the following steps:

1 From the navigation bar, click Editor > Recover. The Select Deleted Method(s)
To Recover screen displays.

2 Select the desired method.
3 Click OK.

Editing an Existing Method

To edit a method already entered on the Dissolution Workstation, complete the
following steps:

1 From the navigation bar, click Editor. The Methods screen displays (see
Figure 22, "Methods,” on page 62).

2 Click the desired method.

3 Click Properties on the navigation bar. The Method Editor screen displays
(see Figure 24, "Method Editor,” on page 64).

Alternately, you can double-click the desired method or right-click

the desired method and select Properties. The Method Editor
screen displays as a result of any of these actions.

4 Select the appropriate tabs and change the relevant information in the same
manner that the method was created.
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Method Report

To display a report of the method parameters, complete the following steps:

1 From the navigation bar, click Editor. The Methods screen displays (see
Figure 22, "Methods,” on page 62).

2 Select the desired system configuration.
3 Click Report. The Version Selection screen displays.
4 |f applicable, indicate which version and click OK.

Each time a method is saved, a new version is created. To create a
report of a version other than the most recently saved, indicate the
appropriate version number on the Version Selection screen.

5 The method report displays. The report can be printed, exported, searched,
verified, and / or signed.

Audit Trail

Once a method has completed, the results are available for review, audited
modification, and electronic signature. The software maintains complete history
for all runs executed on the system. Results can be previewed and printed.

Show Audit Trail

To display the audit trail for a method, complete the following steps:

1 From the navigation bar, click Editor. The Methods screen displays (see
Figure 22, "Methods,” on page 62).

2 Select the method and click Show Audit Trail. The Method Audit Trail screen
displays.

Alternately, you can right-click the desired method and select

Show Audit Trail. The Method Audit Trail screen displays as a
result of either of these actions.
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3 Select two or more versions and click Differences in the navigation bar. A
change report displays. The report can be printed or exported.

Verify Integrity
To verify that the method has not been changed outside of the application,
complete the following steps:

1 From the navigation bar, click Editor. The Methods screen displays (see
Figure 22, "Methods,” on page 62).

2 Select the method and click Verify Integrity. Either the data is verified
successfully or the user is directed to contact their system administrator.

Alternately, you can right-click the desired method and select
Verify Integrity. The integrity of the method is checked as a result
of either of these actions.

Import / Export XML File

To use an existing method from one Dissolution Workstation on a different
Dissolution Workstation, you can export and import the method as an XML file.

To export the method, complete the following steps:

1 From the navigation bar, click Editor. The Methods screen displays (see
Figure 22, "Methods,” on page 62).

2 Select the desired method.
3 Click Export. The Version Selection screen displays.

Alternately, you can right-click the desired method and select
Export. The Version Selection screen displays as a result of either
of these actions.

4 |f applicable, indicate which version to export and click OK. The Export Method
to XML File screen displays.
Each time a method is saved, a new version is created. To export a

version other than the most recently saved, indicate the
appropriate version number on the Version Selection screen.
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5 Indicate the directory and file name and click Save. The code is saved as an
XML file which displays in Notepad.

6 Close the Notepad file.

To import the XML file at another Dissolution Workstation, complete the
following steps:

1 From the navigation bar, click Editor. The Methods screen displays (see
Figure 22, "Methods,” on page 62).

2 Click Import. The Import Method from XML File screen displays.
Alternately, you can right-click the desired method and select

Import. The Import Method from XML File screen displays as a
result of either of these actions.

3 Select the appropriate directory and file name and click Open. The method
displays on the Method screen.
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Running the Method

1 From the navigation bar, click Run Method. The Select System Step 1 of 2
screen displays.

- —
T Select System... - Step 1 of 2 1 _ E 28
F 5 e
Select the system to run the method '
Module Version# Module Desc. Laboratory Time Owner Server
UE 8 Apparatus2 Lab 8/6/2013 2:49:45PM Everyone No Restrictiq
BB s 1 BIO-DIS Lab 8/6/2013 2:33:01 PM  Everyone No Restrictic|
Ue 1 Apparatus2  Lab 8/6/2013 3:48:05 PM Everyone No Restrictic
< m ] »
[ Cancel ] [ < Back ] [ Next > ] [ Finish

Figure 29. Select System Step 1 of 2
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2 Select the desired system to run the method and click Next. The Select
Method Step 2 of 2 screen displays (see Figure 30, “Select Method Step 2 of
2, on page 80).

r T =1
T Select Method... - Step 2 of 2 “ E 2|
Select the method to be run '
Method Version# Product Name Notes Time Owner Document ID

)4 1 Product Name Notes 6/27/2013 4:24:04 PM Everyone s8pEWJa/9/kbt]

<« n ] »

Figure 30. Select Method Step 2 of 2
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3 Select the desired method to run and click Finish. The system status screen
displays (see Figure 31, “System Status,” below).

Pk Fa250 €M AeS Yo Vi 06 o, O 00K mem

Semle i
NECCrCCCr
Sl neerrecer
Tast ties: e e e e e
e : HEBLRLace
2ot Vernies « SerCeecer
LEATmedsony | Testar Nodel 01 DS cee
Tester Jeriad | IDUVII0Y L R R
L1245 e 50 15 Mosel re s sceerrcce
rmagienss 16 setai 8 2541008 seecceeee
oy Nane Fesasinine | 2ccceccee
Tpiratica Oate pocecrccee
tec b VOCCCrCer
Grow e
Jegle Vol o o it ]
ogle - o
Trise Velume 1om Supoad Tous (0008000 1)
Porae Veloe 1o m
Replaement Yolwme 3.0 W)
Naste Oecp Vilume 0.0 0
Fretite Iaterval 0109 mROB E
Teageratre Tolemaace 8.3 °C
Speed Telerssce tRAY
Nedia Volame »®2.0 m
Bat> Tegarature e
Vessed Tesperatore N0 °C
3pisale b .0 %
Tinal Jgin in 0.0 A
Tinal fgan Drasien 90103 hX32
fitial Tesperatire  Tive
Tizal Tesperatize rie
Areavarue baaie

Figure 31. System Status

Option Description
Start See “Running the Method" on page 79..
Stop See "Running the Method” on page 79..

Diagnostics  See “Diagnostics / Manual Control” on page 48..

Load Method  See “Editing an Existing Method” on page 75..

Test Report See “Test Reports” on page 84..

Clean See “Clean System” on page 86..
Manual See “Manual Sampling” on page 87..
Eject See "Eject Tray” on page 89..

Load See “Load Tray” on page 89..

Verify Timing  See “Verify Timing” on page 89..
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4 Click Start. The Method Start Options screen displays.

Figure 32.

' & Method Start Options
Sample Information

Product Name Prednisone

Notes USP PVT

Expiration Date

Lot #

Group

Dosage Introduction

© DDM [¥] App 5 Auto Drive Lift

® Manual [ ] Sequen

Time Delayed Start
3/ 8/2018 @~ qu

5:07:47 PM [

Temperature Delayed Start
[] Vessel Temperature Start i
[ Bath Temperature Start

Remote Start

[7] Wait for Remote Start
Requires 708-DS V2.07 or later

Method Start Options
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Following is a description of the Method Start Options screen options:

Option
Product Name
Notes

User-Defined Labels
Dosage Introduction

App 5 Auto Drive Lift

Sequential Start

Temperature Delayed Start Bath Temperature Start

Vessel Temperature Start

Time Delayed Start

Remote Start

Description
Enter the product name.
Enter any appropriate notation.

Enter the appropriate test-specific information based on the
user-defined labels (see “User Defined Labels” on page 64).

Choose DDM or Manual depending on your configuration.

Ensure this box is enabled for USP Apparatus 5 methods where it is
necessary to raise the apparatus drive unit to insert transdermal
devices at the beginning of each test

Note: For manual methods only.

Enable this option to introduce dosage forms sequentially either
manually or using the DDM; the actual interval is entered in the
method.

As applicable, select Vessel Temperature Start or Bath
Temperature Start. Ensure the current date displays in the Time
Delayed Start box.

Use this option to program a delayed start.
Enter the desired date and time to start the method.

Note: For 708-DS only.

Place a check in the Wait for Remote Start box to require the user to
initiate the test by pressing Start on the 708-DS touch screen.

5 Ensure the dongle is inserted into the USB port.

If the license dongle (security key) is not inserted into the USB port,

the method will not run.

6 Click OK to start the method.

7 When the method is complete, click Test Report. The test report displays. The
report can be printed, exported, searched, verified, and / or signed.
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Test Reports

To display a report of the completed method, complete the following steps:
1 From the navigation bar, click Test Reports. The Test Report Selection screen

displays.
———
(= EEs)
i Date And System Filter Test ID Fitter
Show Report Start Date ve0ie O - T
2 Verify Integrity YRy TEEEE .
: End Date v 8208 B+
Retrieve Records A s 5D =
2, ExportList
- Apparatus S/N -
&) Export to Excel...
(& Export to fie... Operator M
Laboratory i v
XML File 1/0
Product Prednisone M
2 Export...
TestID Product Name Module Desc. Tester Serial # User ID StartTime ‘Workstation
37  Prednisone 708-DS +850-DS  SIM-VK7000  AGILENT\. 3/8/2018 5:05:47PM  5CG6160TVN
< 1N »
Figure 33. Test Report Selection screen
By default, the test report dialog only shows tests done in the previous week. To view
NOTE tests completed earlier than the previous week, click the Start Date and / or End Date

drop-down arrows to indicate date range for a test report selection and click Filter.

Additionally, you can select from a variety of filtering criteria including System Description,
Apparatus Serial Number, Operator, Laboratory, or Product.

To restrict the selection to a particular test identification, enter the value in the Test ID
Filter box and click Filter Test ID.

2 Click a test in the list to select it.

3 From the navigation bar in the Test Report Selection dialog, click Show
Report. The report for the selected test displays.
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Option
Sign
Verify

Options

Operation

4 Using the buttons on the report toolbar, you can do the following:

S By » M1 /2 & ~| ZSign R Verify =% Options...
previous skip to a specific page by number
copy \ page next last page
print page
export first page
Description

Adds electronic signature to test report.

Click to verify integrity of test report. The data verification ensures the report has not been modified
outside of the application.

Click to specify the optional parameters to display on the test report.

Electronic Signatures

When the user is satisfied with the results, the results can be electronically
signed. The software allows multiple electronic signings of a set of results. Each
signing is accomplished using the signature dialog box shown. The user
authenticity is determined by testing the user identification and password
against the Windows security database.

Electronic signatures are permanently linked to the results. The software always
requires the signature to be executed using all the signature components. Any
attempts to sign a set of results using an invalid user identification, password, or
any combination thereof that is incorrect is automatically recorded to the system
audit trail.
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Option
Cleaning Cycle

Source

86

Operation

Clean System

From the system status screen, click Clean. All instruments initialize. Media is
pulled and expelled through the valves. If applicable, the filters are replaced.

Figure 34.

Volume
Cycles
Rinse Port

Sample Cannula

| Clean System @&‘

Cleaning Cycle Source

©) Rinse Port

Volume (100 & mL Cycles |1 & =
@ Sample Cannula

Place the sample cannulas in an appropriate rinse solution

Clean System

Description

Specify the amount of rinse solution to be cycled through the system (in mL).
Indicate the number of cycles to be executed to thoroughly rinse the system.
Select this option to pull the rinse solution from the Rinse Port (850-DS only).

Select this option to pull the rinse solution from the sampling cannulas. Manual
intervention is required to properly position a rinse tray or cups beneath each
sampling cannula.
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Sampling Parameters

Operation

Manual Sampling

Figure 35.

Sample Volume

Prime Volume

Purge Volume

Samples / Filter

Replacement Volume

Waste Drop Vol

Dual Sample

r - N
Manual Sampling Properties — l_J@ &

Sampling Parameters

Sample Volume g mL Samples / Fiter 1

Prime Volume 5 mL Replacement Volume 0 mL

Purge Volume 5 mL  Waste Drop Vol 0 mL

Dual Sample B
Emor Tolerance (+-) Profile Interval |
Temperature 0.5 Speed 2 % 5 HH:MM
Dissolution tester
Fraction Collector S Vessel ggp
ow = Volume

1 = =

Manual Sampling Properties

Description
Enter the sample volume in milliliters.

Use this option to set the amount of drawn medium necessary to fill
the sampling lines of the entire system.
Enter the prime volume in milliliters.

Use this option to set a purge volume in milliliters that ensures all
stranded medium is properly expelled.
Enter the purge volume in milliliters.

Enter the number of samples each filter should process before being
discharged.

If your system configuration includes a fraction collector with
replacement media option, enter the replacement volume in milliliters.

Enter the desired waste drop volume in milliliters.

Note: The drop volume is an amount of sample that is dispensed
through the autosampler needles prior to dispensing samples into the
collection tubes to ensure the needles are purged completely.

Click Dual Sample to pull two samples into two consecutive rows at a
single sample timepoint.
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Error Tolerance ()

Profile Interval
Fraction Collector Row

Dissolution Tester

88

Operation

Temperature

Speed

RPM
Bath

Vessel Volume

Description

Enter the desired temperature fluctuation limit (+). If the vessel / water
bath temperature goes over or under the set temperature by the
amount of this tolerance, an error is recorded as part of the results.

If your system configuration includes AutoTemp, the system checks
the vessel temperature at each sample timepoint.

For system configurations other than the VK 7030, the system
continuously checks the water bath temperature.

Enter the desired speed fluctuation limit (+). If the RPM goes over or
under the set speed by the amount of this tolerance, an error is
recorded as part of the results.

This option is not applicable for the Manual Sampling operation.
Specify the sample tray row where the sample should be delivered.
Specify the speed (RPM) of the dissolution apparatus.

Specify the bath temperature of the dissolution apparatus.

Specify the volume of media contained in the dissolution vessels.
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Eject Tray

-D ly.
NOTE 850-DS only

Ejects the sample tray of the fraction collector. This operation may be utilized
during a test to remove already collected samples - the tray must be reloaded
prior to the next sample timepoint or it will be skipped.

Load Tray

850-DS only.
NOTE ony

Loads the sample tray of the fraction collector (850-DS only).

Verify Timing

-D ly.
NOTE 850-DS only

Ensures the sample timepoints of the loaded method are sufficiently spaced
based on all of the method parameters.
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MSDE Manager: Back up / Restore Database

Backing up the Database

To back up the database, complete the following steps:

1 Click Start > All Programs > Agilent> Dissolution > MSDE Manager. The
MSDE Manager screen displays.

_ N
@ MSDE Manager Kl =

Utites |

[~ Servers

Available Servers  [5CB2410MZ3\DISSOLUTION LI
|
User sa Connect
Windows

r s
Amhentlcahon Passwcrd l—

i | Attach | Restore I Secun'lyl
Backup Details
l Description |Full backup by MSDE Manager

Database Name [N 0]

Destination
Backup

|=

Figure 36. MSDE Manager Screen

2 Click Connect to connect to the database.

3 The DB Utility screen displays indicating the database has connected
successfully.

4 Ensure the name of the database appears and is highlighted in the Database
Name field. If this field is empty, select the Attach tab and click Attach to
attach to the database.

5 Click... to specify a destination for the backup file.
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6 Click Backup. The back-up file is written to the designated file location.

Restoring the Database

The Dissolution Workstation database can be restored from a previous back-up
file. Ensure the Dissolution Workstation program is not running and that no other
program is using the database during the restoration.

To restore the database, complete the following steps:

1 Click Start > All Programs > Agilent > Dissolution > MSDE Manager. The
MSDE Manager screen displays.

g N
§ MSDE Manager = =5
Utilities [
Servers
Available Servers  [5CB2410MZ3\DISSOLUTION LI
User e Connect
r Windows

Authentication
Passviord

Backup | Attach || | Secury |

Backup file Name |

Restore Database  |DissoWkStn
Restore

e

Figure 37. MSDE Manager Screen

2 Click Connect to connect to the database.

3 On the Restore tab, click ... to search for the back-up file.
4 Select the appropriate file and click Open.

5 Click Restore. The previous back-up file is restored.
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Tools

Configuration Dialog

Select Tools > Options from the Dissolution Workstation homescreen to display
the Configuration Dialog screens.

T Configuration Dialog =)

[ Securty || Database | Email [ ]

User secury is enabled by adding users to the following user groups

Group Description

B3 WkDissoAuthorizer  Allows the user to sign final acceptance of the resuits

85 \kDissoRunMeth...  Allows the user to run any method on any system

85 kDissoDiagnostics - Allows the user to run diagnostic utiities on a corfigured system

85 kDissoSystemCo... Alows the userto change system configuration settings orto add news...
B2 WkDissoMethodM...  Allows access to Method Creation and modiication functions

B3 VkModfyOthersM... - Alows modiication of methods owned by other users

B3 VkModfyOthersSy... Alows modfication of systems owned by other users

8% kDissoDatabase... Allows the userto backup and restore the application database

Any userthatis not a member of one of these groups will have minimal access to repotting funcions
through membership of the "Everyone” group

User Administration

Figure 38. Configuration Dialog Security Tab
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Database Tools

Select Tools > Options > Database from Dissolution Workstation to display the

Database Tools screens.

r
T Configuration Dialog

v~

B

[ Securty |{ Database | Email | Mi
Database Server  5CB2410MZ3\DISSOLUTION -
Database Name | DissoWkstn
[T Integrated Security Change DB Settings
Cncel

Figure 39. Database Tools

Option Function

Dissolution Server Name of the dissolution server where the database is located.

Integrated Security  Allows you to assume responsibility for administrating database access.

Change DB Settings Updates the current settings of the database.
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Email

Select Tools > Email from Dissolution Workstation to display the Database Tools

screens.

r — Y
T Configuration Dialog R — U@ ﬂ
[ Securty | Database || Email "} mi
Server
Port 250
User Name
Password
From  dissolution@test.com
E

Enter comma seprarated email addresses.

Figure 40. Email

Option Function

Server Specify name of outgoing mail server

Port Specify the SMTP host port number.

User Name Enter the user name if the SMTP server requires authentication.
Password Enter the password IF the SMTP server requires authentication.
From Enter a return address for the email.

To Enter a destination address for the email.

Test Test the email configuration settings.
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3 Operation

Miscellaneous

Select Tools > Miscellaneous from Dissolution Workstation to display the
Database Tools screens.

o Configuration Dialog
Secury | Database | Emai | Miscelaneous

[] Use Simulated Instruments Enable Timepoint check

Number of idle minutes before the application is automatically locked

0 Minutes
Figure 41. Miscellaneous
Option Function
Use Simulated Runs the software in a simulation mode with simulated instruments. No official
Instruments data is acquired in this mode.
Idle Minutes Amount of time before the software locks automatically. Setting this value to 0

disables this feature.

Enable Timepoint Allows the software to perform an integrity check of the sample timepoint
Check frequency prior to running each program.
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Security (21 CFR Part 11 Compliance)

Change User

1 To change the current user account logged in to the software, click Change
User from the Dissolution homescreen.

2 Enter login information and click Logon.

Lock Application

1 Tolock the application, click Lock Application from the Dissolution
Workstation homescreen.

2 To unlock, click the lock icon and log back into the software.

[ ™ |
Dissolution Workstation Locked “ . B

The Dissolution Workstation has been locked. Please et i i
click the link below to unlock the application 8%, Aglant T°°h“°|°9'3$

User: AGILENT\anddamon
Locked At: 10/3/2013 2:54:46 PM

10/3/2013 2:54:51 PM

§

Figure 42. Lock Application

Dissolution Workstation Software (G4974AA) Operator's Manual



3 Operation

Audit Trail

Click Audit Trail from the Dissolution Workstation homescreen to access the
Security Audit Trail screen.

W Security Audit Trail @l o[ E [
Actions Fitter
Show Report Start Date i 3/2013 o
Retrieve Records
End Date 10/ 3/2013 B~ Retrieve Records
Domain\User ID
EventTime Activity MachineName UserlD
10/3/2013 11:32:18AM Logon 5CB2410MZ3  AGILENT\anddamon
10/2/20132:3349PM  Teminated Application 5CB2410MZ3  AGILENT\anddamon
10/3/20132:3407PM  Logon 5CB2410MZ3  AGILENT\anddamon
10/3/20132:36:43PM  Teminated Application  5CB2410MZ3  AGILENT\anddamon
10/2/20132:4211PM  Logon 5CB2410MZ3  AGILENT\anddamon
10/3/2013251:12PM  Locked Application ~ 5CB2410MZ3  AGILENT\anddamon
10/3/2013251:22PM  Logoff 5CB2410MZ3  AGILENT\anddamon
10/3/2013251:22PM  Logon 5CB2410MZ3  AGILENT\anddamon
10/3/20132:51:22PM  Unlocked Application ~ 5CB2410MZ3  AGILENT\anddamon
10/3/20132:5447PM  Locked Application  5CB2410MZ3  AGILENT\anddamon
10/3/2013 2:56:10PM  Logoff 5CB2410MZ3  AGILENT\anddamon
10/3/20132:56:10PM  Logon 5CB2410MZ3  AGILENT\anddamon
10/3/20132:56:10PM  Unlocked Application ~ 5CB2410MZ3  AGILENT\anddamon
< m ] »
Figure 43. Security Audit Trail
Option Function
Show Report Creates a detailed report of Security Audit Trail activity based on the date

range specified.

Retrieve Records Allows for record retrieval of the specified Security Audit Trail activity.
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Permissions

Review the permissions granted to the current user.

Figure 44.

-
I User Group Membership for : AGILENT\anddamon

53]~

User Group

2 thorizer
& VkDissoRunMethods
£ VkDissoDiagnostics
£ VkDissoSystemConfig
£ VkDissoMethodMaint

Description

Allows minimal access to reporting functions

Allows the user to sign final acceptance of the results

Allows the user to run any method on any system

Allows the user to run diagnostic utilities on a configured system

Allows the user to change system configuration settings orto add new s...
Allows access to Method Creation and modiffication functions

Allows modffication of methods owned by other users

£ VkModifyOthersMethod
8 Y

Allows modification of systems owned by other users

& VkDissoDatabaseAdmin

Allows the user to backup and restore the application database

& —

Permissions

Dissolution Workstation Software (G4974AA) Operator’'s Manual




In This Book

» Chapter 1 Introduction
» Chapter 2 Installation and Setup
» Chapter 3 Operation

www.agilent.com
© Agilent Technologies, Inc. 2018

Rev C, July 2018

Agilent


http://www.agilent.com

	Introduction
	Installation and Setup
	Requirements and Configuration
	PC Requirements
	Software Installation or Upgrade
	Local Security Policy

	Starting Dissolution Workstation
	Starting Dissolution Workstation
	Dissolution Workstation Logon
	Adding Users to the Application

	Workstation Connections
	Dissolution Apparatus / 8000 / Peristaltic Pump (Daisy-chain to PC)
	Dissolution Apparatus / 850-DS (Daisy-chain to PC)
	Dissolution Apparatus / 8000 / Syringe Pump (Daisy-chain to PC)
	Dissolution Apparatus / 8000 / Syringe Pump / Filter Changer (Daisy-chain to PC)
	Dissolution Apparatus / 8000 / Peristaltic Pump (Individual to MDS)
	Dissolution Apparatus / 850-DS (Individual to MDS)
	Dissolution Apparatus / 8000 / Syringe Pump (Individual to MDS)
	Dissolution Apparatus / 8000 / Syringe Pump / Filter Changer (Individual to MDS)
	Dissolution Apparatus / 8000 / Peristaltic Pump, Syringe Pump, or Syringe Pump and Filter Changer (Daisy-chain to MDS)
	Dissolution Apparatus / 850-DS (Daisy-chain to MDS)


	Operation
	Log On to Dissolution Workstation
	Configuring Your System
	Dissolution Apparatus
	Fraction Collector
	Syringe Pump
	Filter Changer
	Completing the Configuration
	Copying a System Configuration
	Deleting a System Configuration
	Recovering a System Configuration
	Serial Numbers
	System Configuration Report
	Editing an Existing System Configuration
	Show Audit Trail
	Verify Integrity
	Import / Export XML File

	Diagnostics / Manual Control
	Moving the Drive Unit for Apparatus 3 / Apparatus 7
	Dips per Minute for Apparatus 3 / Apparatus 7
	Moving the Drive Unit for Apparatus 1 / 2
	Spindle Control for Apparatus 1 / 2
	Cannula / Manifold for Apparatus 1 / 2
	Dosage Delivery for Apparatus 1 / 2
	Water Bath Temperature
	Syringe Pump / Filter Changer
	Valve Control (8000)
	Valve Control (850-DS)
	Peristaltic Pump
	Replacement Media Pump

	Method Editor
	Creating a Method
	Copying Methods
	Deleting Methods
	Recovering a Method
	Editing an Existing Method
	Method Report
	Audit Trail
	Import / Export XML File

	Running the Method
	Test Reports
	Electronic Signatures

	Clean System
	Manual Sampling
	Eject Tray
	Load Tray
	Verify Timing

	MSDE Manager: Back up / Restore Database
	Backing up the Database
	Restoring the Database
	Tools

	Security (21 CFR Part 11 Compliance)
	Change User
	Lock Application
	Audit Trail
	Permissions



