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Overview

Temp (RH) Data Management Software is used for the analyzing and managing of the

temperature and humidity data recorded by our company data logger.

Integrates the most reliable temperature and humidity sensor measurement
technology and the most advanced system kernel at present. It has the
characteristics of reliable data, sensitive response, powerful functions, and easy
operation. Temperature and humidity data during production, transportation, and
storage, to achieve the programmable monitoring and traceability of the entire cold

chain process, to ensure product safety.
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I. Software requirements

1. Installation Environment requirements

Software requirement:

(If you do not have the following prerequisite software, please click here to view and
download and install it.)

Operating system: Windows 10 or newer.

Microsoft .NET Framework 4.0 or higher.

Computer administrator account.

Hardware requirement:

1) CUP: 1GHz or more.

2) Memory: 2GB or higher.

3) Hard Disk: 1GB or higher.

4) Monitor: Display resolution is 1366 x 768 pixels or higher.
5) USB: 2.0 or higher.

II. Install & Start

Double click installer to start installation. The installation steps are as follows:
1) Choice Install Location.



o Install Ternperature Management Software 1.3.38 o X

Choose Install Location

Choose the Folder in which to install Temperature
Management Software,

Setup will install Temperature Management Software in the Following
Falder. Tainskall in a different Falder, click Browse and select another
Folder. Click Mext to continue,

Ak least 119,23 Mb aof free disk space is required,

Destination Folder

CAProgram Files (=361 THMITM Browse, .,

< Back | Mext = | | Zancel |

2) Click the "Install" button, the installation program will install the "temperature
and humidity management software" to your computer.

o Install Temperature Management Software 1.3.38 = Pt

Ready to Install

Setup is now ready ko beqgin instaling Temperature
Management Software on wour computer,

Click. Install to continue with the installation, or click Back if wou wank to review or change any
settings.

Destination folder;
CAProgram Files (360 TMY T

Additional shortcuts:
Create a Deskkop ican

« Back Install | | Zancel

3) Click Finish and installation completes.



'} Install Temperature Management Software 1.3.38 = *

Installing

Please wait while Temperature Managemenk Software is being
installed,

Please wait while Temperature Management Software is being installed. The installation wil
kake several minutes,

Copy: BouncyCastle, Crypto.dil

Copyright @ 2023, TM

« Back Mexk: =

1. Start

After successful installation, you can find the software icon on the desktop of the
computer as shown below.

Termperat..

Managern...

After double-clicking the icon to open the software, the main interface of the

software is as follows:
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2. Uninstall

Open Windows Control Panel,
Management Software" uninstaller.

ITII. Functions

1. Toolbar
=) X
1) Device

Programs and Features and find the "Temp (RH)

ao

Database

¢«

Export

Setlings

i

About

(7]

Help

Exit

After the user connects the data logger to the computer, the software will
automatically read the data in the logger. After successfully reading the data of the
logger, the software will display the device information of the logger in the summary
information interface. At the same time, calculate and summarize the read data and

display statistical results.

2) Report
The data chart includes graph and data table, and the data will be displayed here



after reading the data by connecting the logger. Or draw the data from the historical
data for comparison and display. The graph is plotted according to the data. The data
table will show all the data including serial number time and temperature or
humidity.

3) Parameter

After the user successfully connects the logger to the computer, you can set the
parameters of the logger here. Including: Recording interval, Startup delay, time trip
description and alarm settings etc.

4) Database

Read the logger data will be automatically saved to the database, the user can view
the data in the logger at any time. Data can also be filtered as needed. You can select
the time range to view the data, support filtering alarm data, The data can be viewed
and compared at the same time, Supporting multiple graph drawing, parameter
comparison and other function.

5) Export

The imported data supports the processing of custom format data files, which is
convenient for multi-user data share, view and print. It also supports send the data in
the recorder by mail. This function will automatically export the data in the currently
displayed data chart. It supports exporting to PDF, CSV and other format files and
sending it to the mailbox specified by the user.

6) Settings

The user can set a custom date format. After the setting is saved, the format display
will be updated after the data is retrieved. You can set the mailbox parameters.
Including the SMTP server address and the sender's email account; Support LOGO
modification in PDF reports.

7) About
Display the software information and version.

8) Help
Open the help document.

9) Exit
Exit the software.

10) Run as administrator
If the USB data cannot be read or an exception is reported, please use the
administrator to run.



2. Status Bar

Shows the status of the current recorder connection, progress of reading data etc.

IV. Read Data

1. Connect data logger

Before reading the data, please connect the logger to your computer.

Note: Only one logger can be connected to the software at a time. It does not
support simultaneous operation of multiple loggers.

2. Read data form the logger

Insert the logger into computer and the software will automatically read the data
from the logger.

3. History Data

[ Operation path] "Database" .
[ Function Description] After the data is successfully read, it will be automatically
saved in the database. You can view the previously read data in the "Database"

interface.



V. Summary

1 Temperature Management Software = X
A IR0
Device Report Parameter Database Export Settings About Help Exit

Device Information Data Summary
First Point 01/18/2023 19.03:15 Start Delay Oh Om Os
Stop Time 01/17/2023 03:56:34 Log Interval Oh Om 1s
Number of Points 32000 Start Mode EButton Start
Trip Length 8h 53m 19s Stop Mode Storage Full Stop

Description
t Temperature & Humidit Temperature and Humidity Recorder

Max 22.4°C 582%
Min 19.1°C 39.7%
Average 19.8°C 433%

Temp&RH Logger MKT 19.8°C

Device ID TZ0120010001
Firmware 102

Status Connected

Sync Completed

[ Device ID] The unique ID of data logger, it can’t be changed.
[Firmware]l The logger’s internal program version number.
[status] The current working status of logger.

[ First Point] The time when the first point is recorded.

[Stop Time]l The time when the last point is recorded.

[ Number of Points] The amount of data the software reads from the logger.

[ Trip Length] The total time that the logger keeps recording.

[ Start Delay] The time from the logger started to the first point saved.

[Log Interval]l The interval time between two successive points of data.

[Sstart Mode] The mode the logger to be started, including button start, timing
start.

[Stop Mode] The logger’s actual stop mode, manual stop, USB stop and storage
full stop.

[ Description] A brief description of the task.

[ Max]1 The maximum value among the recorded temperature and humidity
readings.

[ Min] The minimum value among the recorded temperature and humidity
readings.

[Average] The average value of the recorded temperature and humidity readings.
[MKT] Average kinetic temperature value.



VI. Report
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1! Temperature Management Software = %

—?—\'%moﬁg\@@ Cmm]

Device Report Paramefer || Databasa E:xpart Sabtings || Halp Exit

Temperature & Humidity Curve | Data Table | Statistics

TZ0120010001-000029 |?
04/232023 12:09:32 - 04/24,2023 17:41:12 R
— Temperature = Humidity = Mark
100
304
iy 3 -
’ ’u\“‘_‘:—_ N, Huw ._;g
] ,W \W%ﬁ
0~
E 60
£ 3
| AT TS i e Humidietinaodl [
10+
[ermperature MAK: 8.07C
t= 20
|Temmperature MIN : 2.0°C
oH [
W023/04/23 2023/04/23 202304/23 20030424 FLFER AL 2003/04/24 2023104124 2023/ 04/24
12:00:00 16000 10:00:00 00:00000 040000 00000 12:00:00 1E00:00
Black Line: Temperature. Dotted Line: Represents setting temperature
alarm reference line.
Blue Line: Humidity. Dotted Line: Represents setting humidity alarm

reference line.
Green Line: Mark.

Chart operation, as shown above:

1. move the mouse to the temperature axis, hold on the right button and drag the
mouse to adjust the temperature range.

2. move the mouse to the humidity axis, hold on the right button and drag the
mouse to adjust the humidity range.

3. move the mouse to the time axis, hold on the right button and drag the mouse to
adjust the time range.

4. move the mouse to different axises, scroll the mouse wheel to adjust the scale.

5. click the left button of mouse to get the detailed time, temperature and humidity
information.

11



VII. Config

[l Temperature Management Software - b4
B 5, .3 Run as administrator
___ /¢ | OO ‘ ' C; 0D @ | [ e e |
Per— ‘& o L N =
r 3 . P =,
Device Report Parameter Database Export Settings About Help Exit £
Device Information Logging Alarm
Device ID TZ0120010001 Log Interval 00 ¥ H [0~ M|~ S @ Temperature MIN 2
[-30.701°C
Device Time 04/01/2025 11 Log Cycle 222D 05H 05M 008 Day () Temperature MAX £
System Time 04/01/202 03 Start Delay o0 *|H (30 M oo +[8 ‘ More settings for temperature alarm |
Time Zone ute v 00 w Stop Mode Button Stop Hesrclity: Wik pul [0-100]%
Temperature Scale @ °C QO °F Time Format MM/DD/YY HH:MM:SS > Humidity MAX 80
LCD () Always Bright Graphic Display Combine Temp & RH €t + ‘ More settings for humidity alarm
(@) Closed After 01 » M
> Generate Flle Type | PDF=CSV v
SR © Start Mode (@) Bution () Timed
Temperature Calibration 0 [-5-5°C Timed Start  zo1a Y o M o1 D
Time
Humidity Calibration 0 [-20-20]% 00 H o M o0 s
Repeated Start Enable
PDF Temporarily Stopped ["] Enable
PDF Password
Description
Temperature and Humidity Recorder
Template files ~ Open file H Save file H Delate | | Read ” Save H Default |

[ Device ID] The unique ID of data logger, it can’t be changed.

[ Device Time] Data logger time.

[System Time]l Computer current time.

[Time Zone] Datalogger time zone.

[ Time Scale] Celsius / Fahrenheit.

[LcD] Always bright or closed after some time.

[ Temperature Calibration] Set the logger to collect temperature data and replace
them.

[ Humidity Calibration] Set the logger to collect humidity data and replace them.
(Only Temp&RH is supported)

[Log Interval]l The interval time between two successive points of data.

[ Start Delay] The wait time from the logger started to the first reading saved.
(When manual start is selected, start delay choice box is available.)

[ Stop Mode] The logger’s actual stop mode, including temporary stop, stop via
software.

[Time Format] Time display format in recorder PDF and CSV reports.

[ Graphic Display] Separate or combine display temperature and humidity curve in
graphic. (Only Temp&RH is supported)

[ Generate File Type ] The file report type generated by the logger can be set to
PDF+CSV/PDF/CSV.

[Sstart Mode] The mode the logger to be started, including button start, timing
start. When timing start is selected, timing start selection box is available.

12



[ Timed Start Time] The logger starts running at the specified time. When timing
start is selected, timing start selection box is available.

[ Repeated Start] The logger can be set to be repeatable or non-repeatable when
the recorder stops recording.

[ PDF Temporarily] The logger can be set to stop immediately or continue recording
after the recorder is inserted into the computer.

[ PDF Password] The logger can be configured with a 6-digit PDF file password.

[Alarm] Alarm set-point.

[Alarm Delay] The time when temperature / humidity value exceeds the alarm
set-point until the alarm event is triggered.

[ Description] A brief description of the task, 27 alphabetic and numeric characters.

[ save File ] After clicking, the software will generate a .congfig file for the
configuration parameters of the interface. You can name it yourself and save it in the
"Config" directory by default.

[ Open File] Select the configuration file. After clicking, the software will read the
configuration parameters of this configuration file and display it on the configuration
interface.

[ Delete] Select a profile and click “Delete”. This profile will be deleted.

[Read] Read logger configuration parameters.

[save] Save logger configuration parameters.

[ Default] The configuration interface displays the factory configuration parameters
of the recorder. You must click “Save” to modify the logger to factory settings.

Note:

1.The above is only one of the devices with more parameter settings, not all devices.
2.1f parameter settings are made and click Save, the data stored in the recorder will
be cleared.

13



VIII. Database

1 Temperature Management Softwsre - x
Device Report Parameter Database Export Settings About Help Exit =
Query Conditions [ NO. Device Device Type Points Max Min Start time Stop time Status
Device ID 1|1 |7Z0120010001-000001 |TZ-Temp&RH Logger|[12  |26.5°C 26.3°C 05/06/2023 15:51:41| 05/06/2023 15:56:38 | Alarm
5% 62.6%
[][|2 [7z0120010003-000001 |TZ-Temp Logger |5 32.1°C 32.0°C 05/06/2023 12.09:33 | 05/06/2023 12:10.53 | Alarm
—% —%
Start Time [][3 [TZ0120010003-000002 |TZ-Temp Logger |23  [235.1°C 34.2°C 05/08/2023 17.51:43 | 05/08/2023 17.59.03 | Alarm
% %
2015-01-01 00 00100@3 ][4 [7z0120010001-000002 |TZ-Temp&RH Logger|7 28.5°C 28.3°C 05/08/2023 17.52:40 | 05/08/2023 17.55.22 | Alarm
§5.9% 65.2%
Stop Time 1|5 [1z2101110003-000001  [TZ-Temp Logger |1 25.6°C 25.6°C 03/03/2023 10:43:11 | 03/03/2022 10:43:11 | Normal
~% ~%
2022-05-08 17.0054[Z] |
Recent

(@ Custom Selection
Wonth

) 3 Months

() 6 Months

[] Alarm o

E‘ E‘ Current 1 Page E‘ E‘ Total Page 1 Page
Backup & Restore Comparison | View details ‘ Delete

Temp Logger Connected

1. Filter data

Historical data displays all data by default, and users also can filter data in four ways:
(2) Fill in the specified equipment number, and only display all the data encoded by
this equipment;

(2) Custom selection, you can set the start time and end time, the software will
automatically filter out the historical data in this time period;

(3) The data of the last month, three months and six months can be selected;

(4) Check "Alarm" to display only alarm data;

14



¢ Tempersture Management Software

=0 X|[o[Q[x[0]0D

Device Report Parameter Database Export Settings About Help Exit 2

Query Conditions [ NO. Device Device Type Points Max Min Start ime Stop time Status
Device ID O ‘5 ‘Tzzwmﬂuuos-uuuum |TZ—TEmD Logger | 1 E&.ewc |25 6°C |03fl)3f2023 10431 ‘0310312023 10:43:11 |Norma\‘
TZ2101110003 - =
Start Time

[ 2023-04-08 18:49:08 =]

Stop Time
2023-05-09 18:49:08 =] ~

Recent

() Custom Selection

[] Alarm o

lE‘ lE‘ Current 1 Page lz‘ E Total Page 1 Page
Backup & Restore | Comparison | ‘ View details | | Delete

Temp Logger Connected

2. Comparison

| 48 Temperature Management Software - X
Device Report Parameter Database Export Settings About Help Exit e
Query Conditions ~—l-NO. Device Device Type Points  Max Min Start time Stop time Status
Devics ID 1 |TZ0120010001-000001  |TZ-Temp&RH Logger|[12  [26.5°C 26.3°C 05/06/2023 15°51:41 | 05/06/2023 15:5638 | Alarm
65% 62.6%
D |TZ0120010002-000001 | TZ-Temp Logger |5 321°C 32.0°C 05/06/2023 18.09:32 | 05/06/2023 18:10:53 | Alarm
“u -
Start Time 5 |TZ0120010003-000002 | TZ-Temp Logger |23 [35.1°C 342°C D5/08/2023 17-51:43 | 05/08/2023 17-50'03 | Alarm
R ~% ~%
{ 0o kad
| 2023-04-08 18 49—08_ 4 [TZ0120010001-000002 | TZ-Temp&RH Logger|7 285°C 28.3°C 05/08/2023 17:52:40 | 05/08/2023 17-55.22 | Alarm
65.9% 85.2%
Stop Time —
2023-05-09 18.49.08 5]~
: L' Please select a comparison unit X
Recent

(@ Temperature ) Humidity

OK Cancel

(@ Custom Selection

IE‘ IE‘ Current 1 Page IE‘ IE‘ Total Page 1 Page
Backup & Restore ‘ Comparison ||‘ View details | ‘ Delete

Temp Logger Connected

The user first clicks the data table to select multiple items of data to be viewed, and
then clicks “multi-select comparison” to select temperature or humidity for

comparison. A maximum of five items can be selected for comparison at a time.

15



3. View Detail

1i Temperature Management Software - x
= o a |
{
Davice Report Parameter || Database Export Settings Apout Exit =
Query Conditions [] NO. Device Device Type Foints  Max Min Start time Stop time Status
D D
evice = =
1|2 TZ0120010003-000001 TZ-Temp Logger 15} 32.1°C 32.0°C 05/06/2023 18:09:33 | 05/06/2023 18:10:53 | Alarm
% %
Start Time |3 TZ0120010003-000002 TZ-Temp Logger 23 351°C 34.2°C 05/08/2023 17:51:43 | 05/08/2023 17:59:03 | Alarm
- . s %
2015-01-01 00 00-00@3 ][4 [TZ0120070001-000002 | TZ-Temp&RH Logger|7 285°C 283°C 05/08/2023 17:52:40 | 05/08/2023 17:55:22 | Alarm
655.9% 65.2%
Stop Time 115 TZ2101110003-000001 TZ-Temp Logger 1 256°C 256°C 03/03/2023 10:43:11 | 03/03/2023 10-43:11 | Normal
2023-05-09 19 ‘9?5753 1|6 |TZ2211250001-000007 | TZ-Temp Logger  |32000 |16.0°C 214°¢C 01/16/2023 20.31.30| 01/20/2023 13.24:49 | Alarm
Recent
@ Custom Selection
[] Alarm
E‘ E Current 1 Page |E| E‘ Total Page 1 Page
Backup & Restore ‘ Comparison ‘ || View def | Delete
Sync Completed
1 Temperature Management Softwsre - bes
¥ oo Q& |
Device Report Parameter Database Export Settings About Help Exit =
Temperature & Humidity Curve | Data Table | Statistics
TZ0120010001-000001
05/06/2023 15:51:41 - 05/06/2023 15:56:38
= Temperature = Humidity == Mark
100
25
1 Hurmidity MAX : B0 a0
204 I
5 ree
15 z
8" o=
. b
e ] Hurnidity Wi a0 | 0 %
104 L
1 Temperature M 8.0°C [
5 20
Ternperature MIN : 2.0°C L
o T T T T T T T T T T 0
2023/05/08 2023/05/06 2023/05/08 2023/05/08 2023/05/06 2023/05/08 2023/05/06 2023/05/08 2023/05/06 2023/05/08
15:52:00 15:52:30 15:53:00 15:53:30 15:54:00 15:54:30 15:55:00 15:55:30 15:56:00 15:56:30
Temp Logger Connected

The user first clicks the data table to select one item of data to be viewed, and then
clicks "View detail".

16



4. Delete Data

Li Temperature Management Software - e
[ 1 [ ]
Device Report Parameter Database Export Settings About Help Exit 2
Query Conditions [] NO. Device Device Type Points Max Min Starl fime Stop time Status
Device ID ]|t |TZ0120010001-000001 |TZ-Temp&RH Logger|12  |26.5°C 26.3°C 05/06/2023 15°51:41 | 05/06/2023 15'56:38 | Alarm
TZ0120010003-000001  TZ-Temp Logger 05/06/2023 18:09:33 05/06/2023 18
Start Time 1|3 |TZ0120010003-000002 |TZ-Temp Logger |23  |35.1°C 342°C 05/08/2023 17-51:43 | 05/08/2023 17:59:03 | Alarm
— ] % %
2“23'““'05*3"‘9'"3 ][4 [TZ0120070001-000002 |TZ-Temp&RH Logger|7 28.5°C 28.3°C 05/08/2023 17:52:40 | 05/08/2023 17:55:22 | Alarm
65.9% 65.2%
Stop Time
2023-05-08 18:49:08[Z] |
Recent

@ Custom Selection

[] Alarm

E‘ E‘ Current 1 Page |E| E Total Page 1 Page
—
Backup & Restore | Comparison ‘ | View details I| Delete

Temp Logger Connected

The user first clicks the data table to select a piece of data to delete, and then clicks
the "Delete" button. The software will prompt the user "Delete data?" After the user

confirms, the data will be deleted and cannot be restored.
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5. Backup & Restore

i Temperature Management Software - b

=0 X =020

Device Report Parameter Database Export Settings About Help Exit =
Query Conditions [ NO. Device Device Type Points Max Min Start time Stop time Status
Device ID 1|1 |7Z0120010001-000001 |TZ-Temp&RH Logger|12  |26.5°C 26.3°C 05/06/2023 15:51:41| 05/06/2023 15:56:38 | Alarm
: 5% 62.6%
[][2 [7Z0120010003-000001 |TZ-TempLogger |5 32.1°C 32.0°C 05/06/2023 12:09:33 | 05/06/2023 12:10:53 | Alarm
% ~%
Start Time [][3 [TZ0120010003-000002 |TZ-Temp Logger |23  [35.1°C 342°C 05/08/2023 17.51:43 | 05/08/2023 17.59:03 | Alarm
E—— - % %
2023-04-08 18:49:08 ] [¢ [TZ0120010001-000002 | TZ-Temp&RH Logger| 7 285°C 28.3°C 05/08/2023 17-52:40 | 05/08/2023 17.55:22 | Alarm
65.9% 65.2%
Stop Time:
| 2023-05-09 13:49:08 [5] |
Recent

Custom Selection

[] Alarm

E‘ E‘ Current 1 Page E‘ E‘ Total Page 1 Page

Backup & Restore ‘ ‘Comparison | | View details ‘ | Delete

Temp Logger Connected

I Temperature Management Softeare

=) X[m0 [0[0[0] e

Device Report IPaan‘\ola! | Databace | Export | Seffings Help

Backup & Restore

1.Backup
Backup all data. Help you protect your data from accidental loss. You can use “Backup”

to create a copy of the data on your hard drive, and then store the data on another

device for use.
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2.Restore
Used to restore backup data.

Note: The restore will overwrite the existing data of the software.

IX. Export

1. Export PDF. CSV. TXT data

| Temperature Management Softeare - * '

I [ [ B | !-, i ™ = I [ Run as aoministator i
& # — .,l'l .
H O Xmome 20 0 O
Device Report Paramater Database Export Selings || About | Halp Exil .

Export

i
-~ ]
FOF cav TXT Frivate Email Print
Impaon
Private

Click the file format and the software will generate a report file in the corresponding

format. Saved in the soft root directory by default.

2. Export Private file

Used to share data among multiple computers with “Temperature Management
Software”. Click on the private format and the software will generate a “.dat” file.
Saved in the soft root directory by default.
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| Tl Temperature Management Saftware

Fun os stminstaor | |
Repor Parameler Database Expon Seltings About
.Emﬂ | f . 1
n%:': [ csv I T | -
FODF csv TXT Private Email Print
Import
Privale
3. Send E-Mail
[ i ” |
Fun 33 sdmistaor ||

IR

‘ Help H

Devlr.a Report Parameter | Database | Expot || Seftings |
Export

B8 Ermail x

Recipient

Subject mt

Adjunct [ PDF ] Csv

Content
Impaort

[ ]
Privabe

The content of the email includes the email header, PDF, CSV, etc. If you do not want

to send PDF or CSV, you can leave this unselected.
Note: Before sending the email, you need to configure the email information in the

Software Settings.

20



4. Print

{Ii Tempersture Management Software

Note: You need to configure the printer on your computer before printing.

5. Import Data

{I¢ Temperature Management Software
Device Report Parameter | Database Export Settings About Help Exit o
- Export
}"‘ Ek = L
 csv | X1 oo |
PDF csv TXT Private
“Import
b
Private
‘Searching for devices ..
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In the import function box, click the "Private " ticket to pop up the select file dialog
box.

Import data: Used to share data between multiple computers with “Temperature
Management Software” installed. Users can import previously exported data files in

“dat” format into the software, and the software will automatically analyze the
imported data.

X. FDA 21 CFR Part 11 Module

1. Enable FDA 21 CFR Part 11 Module

Enter the "Settings" to enable the FDA 21 CFR Part 11 module, after the enable is not
allowed to close

WO X ©0x[0 00

Device Report Parameter Database Export Settings About Help Exit
User Preference Report Setting FDA 21 CFR Part 11 Module
Time Format | MM/DDIYY HHMM:SS PDF Report L] Enable FDA21 CFR Part 11 module
What is FDA 21 CFR Part 11 Compliance?
Lenquege:  EEIRHY r Loga The United States Food and Drug Administration(FDA) issusd
regulations Title 21 Code of Federal Regulations Part 11 in 1997
Tips:Changing the language requires restariing the software! and enacted relevant industry guidelines in 2003 to refine the

' rules. It provides criteria for acceptance of electronic records,
Upload File signatures, and handwritten signatures executed to electronic
records as equivalent to paper records and handwritten

signatures executed on paper.Part 11 applies to any record

Mail Setting governed by an existing FDA predicate rule that is created,

T - T .- maintained, archived, retrieved, or transmitted using
Email name@example.com 1Rs and/ or saved on durable storage media

lart 11 is widely accepted and implemented by
Password - . p ©
@% Enabling the FDA 21 CFR Part 11 module cannot be turned off. Are you | companies, hospitals, research institutes and
L 7 ] ES in the United States.Since issued, it has spread
¥ surethatitis enabled?
- £ world.Although not mandatery, it is generally
land used in Europe and Asia.Any pharmaceuticals,
8sL [ Port 25 | related equipment, or information systems exporied
led States should comply with 21 CFR Part 11
AN |5, which if viclated, can deprive the exporter by the

right to sell goods to the United States.

FRA

SMTP smip.example.com

Searching for devices..

2. Create an initial administrator account
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1 Add User %

User Name admin
Full Name admin

Password TITTITIL]

Confirm Password [TZITITTT]
Job admin

User Type * Administrator User
Save Close

Note: The initial administrator account and password must be kept in mind, once
forgotten, it cannot be recovered

3. Login

L Login

Lser Name

Password

Login Exit

4. Logout

Note: log out of the current account
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B Termperature Managerent Software

5. Change password

6. Report digital signature

Digitally sign the current report

= s
[ ] oo ® | Run as administrator
= L\ aa
Device Report Parameter Database Audit Export Settings User About Help Exit r,
Device Information Data Summary
Record Summary Report Information
First Point 04/27/2023 11:58:38 Start Delay Oh Om 0s
Stop Time 04727/2023 14:33:06 Log Interval 0h Om 10s
User w | Start Mode Button Start
| Userinfo| Change Password | Stop Mode USB Stop
Description
Old Passward ‘ | L
‘ Busstiord ‘ ! Temperature and Humidity
Confirm Passward ‘ |
Temp&RH Logger MKT 27.3°C
Device ID TZ0120010001
Firmware 404
Status Connected 4 ]
Sync Completed Logout

| B Ternperature W anagement Softwars

>

Paramatar

Databaze Audit

¢«

Export

Setlings

£

Temperature & Humidity Curve  Data Table I Statistics | Signature informaticn |

TZ0120010001-000001
04/23/2023 12:09:32 - 04,24/2023 1741212

— Temperature = Hurmidity — — Mark
100
10+
\\ e e PR
] W WMW
E - E0
i :
2 4
z =
i 5
§ Huridity MIN :40% | 40 =
104
Ternperature MAK | B0°C
-0
Ternperature MiN; 2.0°C
o
T T T T T T T T [
200304723 202300723 202304723 2073704724 2023404724 2003704724 2073/04724 20230424
12:00:00 16:00:00 20:00:00 00:00:00 0:00:00 200:00 12:00:00 16:0000
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Password must be verified before signing

BB Ternperature Management Software

BQX® Q820

(D Run & administrator
At Esport | Settings s
|

Signature  Signature Tima

i®

 Full Name

[ ] Verify Password

User Narme admin

Password

| Ternperature Mansgement Software

EWOXx»® 02 L0000

i

Parameter || Database Audit Export Satlings

| Temperature & Humidity Curve | Data Table | Statistics| Signature information |
NGO, User Name

Full Kame Signature  Signature Teme

[2 Digital Signature

b4
Signing User adain
Pleass Select An Signatures
| Apprave
Check
Invalid

[ ok ][ coned |

H
|
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I [iF Ternperature Management Saftware

H

O
Report

Davica

»

Paramater

o

Database

Audit

¢

Expon

220

Settngs User About

|: Temperature & Humidity Curve | Data Table | Statistics  Signature information

NO.  Uiser Name Full Mame
1 admn Jaﬂmm

Signature Signature Time

7. Audit

| Approve | 042572003 16:26.45

I il Ternperature Management Software

Al

8[2[0

Davice Repor Parameter | Database Audit Export Saltings
Gusry Conditions Type Achion Usér Details
Search confent System Diata Swgnature | edmin Diata signed successiully Q4r25r2023 16:26:46
Sysle admin Read device 120120010001 data DAZEIZI23 16 26.00
System Login sdmin User admin successfully logged in (42502023 16:25:53
System Logout admin Signout 047252023 16.25.44
Start Time: Syslem Signature Assign |admin Updata user admin Signatura 412572023 16.24.59
20150801 00,0000 Eﬂ Syslem Signature Assign | adrin Updale user admin Sqnatwe 472572023 16 2450
“System i Updale user admin Snalute 472572023 1624 58
Stop Time Syslem Read device TZ012001 0001 data 2572023 16:24.5
System Lagin User adrin succasstully logged in MR52023 16:24:4
2023-04-28 15:25'.53@2] Syslem Login User adrnin failed 1o log in with mcomect| 04252023 16:24.44
Syslem Logout Signout 04252023 162433
) Systeen Ausdit Trail m Device Dala admin Read device TZ0120010001 data 04252023 16 2028
7] Analyze Audit Trail Syslem Login adnin User admin successfully gged in 047252023 162021
Operate
| Al Operations v|
Lisar Name
All Usars. v |

8. User

Run as administrator

9

EECMW‘IPWBIEETMPWB‘I Page

User management function requires administrator role
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4¥€¢~\|>€ o1 (@ %[ 2[0]0[0] ==

Device Raport Pararmter Database At Setlings Al Halp Exit
User Preference [ FDA 21 CFR Part 11 Module - x
Time Format MM/DDY Y5er n.i.llhnrlt'( Msnapelﬁeﬁi 1 iiﬁrlzlure N.anaueﬁ:znti iie&uﬂty sn-abeér ] Safe Mailbax odule
g User Name Full Name Job User Type  Status phanca?
Langusge  |English admin |admin | admin |Administrater [Normal | |4 DA} issued
al Reguiations Part 11 in 1997
pelings in 2003 1o refne the

Tips: Changing e fanguage
tance of electronic racords,
tures executed o electronic
ords and handwntien
11 applies to any record

Mail Satting licate rule that is created,
. trieved, of Transmitled using
Emai RAMYEEamp bie siorape madia

and implemented by

F pesearch institules and
fnce igsuRd, It hag spread
SMTP Smip axample ndatory, it iz gamerally
Asia Alvy pharmaceuticals,
S5L O Pon nformation systems exportad
i with 21 CFR Parl 11
dopriva the axporier by the
United States
Add User || Modify User || Lock User || Unlock User |
- =~ — = 1
ey erabur gement Software <
B AN XKoo ¢ ® [y] [t
Device Report Parameter Database Autit Expart Saltings User Anai Help Exit 5
User Preference B Fos 2 rt 11 Module X
Time Format | MMDONy: VSeF | Authority Management | Signature Manag | security | Safe Mailbox | Jodule
| User Name Full Name Job User Type Status fpliance?
Language | English | admin |admin |admin |administrater [Mormal | DA issusa
ral Regulations Part 11 m 1997
Tips Changing the anguage - Halinas in 2003 to refine the
I Modify User x fance of electronic records.
Rures execuled 1o elecironic
tords and hancwiitien
User Mame ademin 111 applies to any record
Mail Setting licate rule that is created,
Full Mames admin frioved, of fransmitied using
Email name{Eex amp Dle storage media.
Password i ch B o |
LJ Change Passwo 4 and implemanbed by
Password Confirm Passwond research institutes and
lince issued, it has spread
SMTP smip.axample. Jolb [adonin indatory, it is ganevally
5 ) | Asia Any phamaceuticals,
SsL 0O Pt User Type ® Administrator User Information systams
& with 21 CFR Pan 11
deprive the exporter by the
e

| adguser || modiyuser || Lockuser || unlockuser |

Apply || Defaut |

[Add User] Add User

[ Modify User] Modify selected user information

[Lock User] Lock the selected user, the user is not allowed to log in after locking
[Unlock User] Unlock selected users

27



8.2 Authority Management

Set User lisa to modify setting permission, as shown in the following steps

Il FDA 21 CFR Part 11 Module -

User | S-i-gnature Management Sécuritv Strategy | Safe Mailbox |

User Mame Full Name Job User Type Status
admin admin admin Administrator [Mormal
llisa lisa tech User Normal |

System Authority Gained Permission

[View Settinos | @
Modify Settings
Signature Data
Delete Data
View Audit trail

o

i3 W
Al

8.3 Signature Management

Set user lisa to use "Approve" endorsement, as shown in the following steps
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Il FDA 21 CFR Part 11 Module - x

‘User | Authority Management | Signature Management | Security Strategy | Safe Mailbox

User Name Full Name Job User Type Status

in admin admin |
lisa lisa tech User MNormal

Available Signature

NO. Signature

1 Approve 2
L |2 |Check
]2 |Invalid
‘ Add Signature ‘ ‘ Edit Signature | | Delete Signature |
Add
Signature
| 8 FOA 21 CFR Part 11 Module = v

User .'ﬂ.uthoﬁltv 'I'-’Ianagemen't; Signature Management ;'S'ec;:m"'t',-r-Strategyr | safe Mailbox |

o oo

User Name Full Name Job User Type Status
admin admin admin Administrator | Normal
lisa lisa tech User Normal
P [\ Add Signature x
Signature Mame |Pass
{ |
!
1
Available Signature | S | | ol |
|

NO. Signature

1 Approve
|z Check
|3 Invalid
Add Signature ‘ Edit Signature | | Delete Signature
Edit Signature
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I8 FDA 21 CFR Part 11 Medule

User .ﬁ.uthoﬁtv .Hanagementg Signature Management E'Secuﬁ'ty-strategy | safe Mailbox |

User Name Full Name Job User Type Status
admin admin admin Administrator | Normal
lisa lisa tech User Normal

1' Madify Signature *
Signature Name Pass
Save | | Close
Available Signature
MNO. Signature
| | Approve
|
! |2 |Check
| {3 |Invalid
4 Pass |
Add Signature HI Edit Signature I || Delete Signaturs

Delete Signature

I8 FDA 21 CFR Part 11 Moadule —
User .ﬁ.uthoﬁtv .Hanagementg Signature Management E'Secuﬁ'ty-strategy | safe Mailbox |

User Name Full Name Job User Type Status

admin admin admin Administrator | Normal

lisa lisa tech User Normal

Tips

Available Signature

NCO. Signature =)
| |1 Approve
i |2 |Check
|3 |Invalid
| MIE] Pass |°

L2

Add Signature

‘ ‘ Edit Signature

Delete Signature

30




8.4 Security Strategy

[\ FDA 21 CFR Part 11 Module

User | Authority Management | Signature Management | Security Strategy |Safe Mailbox

Login Attempts | ql Times
Login Protection Time 0 =] Minute
Password expiration time 90 = Day

Tip: 0 means the setting is disabled

Save

[ Login Attempts ] Set user connection to lock account after entering wrong

password

[ Login Protection Time ] At the set time, when the user does not operate the

computer, log out.

[ Password Expiration Time] Set the user has not changed the password for a long

time, prompt the user to change the password.

8.5 Saft Mailbox

After the user enters the wrong password, the account is locked, and an email

notification is sent to the specified mailbox.
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I FDA 21 CFR Part 11 Module

Sender Mailbox
Password

SMTP

55L

Port

Recipient mailbox

|name@example.com

mtp.example.com

Security Strategy | Safe Mailbox |

XI. Settings

¢ Tempersture Management Software

Tips:Changing the language requires restariing the softwal

Searching for devices.

Upload Fil

use PNG, JPG format pictures
1e recommended size is 170 * 56 pixels.

Mail Setting Sl
Email name@example.com
Password
I WebSite
SMTP smtp example com
ssL 1 Port |

Tips:-WebSite cannot exceed 30 characters

Device Report Parameter | Database Audit Export Setfings User About Help Exit 2
User Preference Report Setting FDA 21 CFR Part 11 Module
Time Format | MM/DDAYY HH:MM:SS PDF Report ¥/| Enable FDA21 CFR Part 11 module
What is FDA 21 CFR Part 11 Compliance?
7 ]
Language En?!!sh v_; Logo The United States Food and Drug Administration(FDA) issued

regulations Title 21 Code of Federal Regulations Part 11 in 1997
and enacted relevant industry guidalines in 2003 to refine the
rules. It provides criteria for acceptance of electronic records,
signatures, and handwritten signatures executed to electronic
records as equivalent to paper records and handwritten
signatures executed on paper.Part 11 applies io any record
governed by an existing FDA predicate rule that is created,
modified, maintained, archived, retrieved, or transmitted using
computers and / or saved on durable storage media.

21 CFR Part 11 is widely accepted and implemented by
biomedical companies, hospitals, research institutes and
laboratories in the United States Since issued, it has spread
around the world Although not mandatory, it is generally
accepted and used in Europe and Asia Any pharmaceuticals,
biomedical related equipment, or information systems exported
to the United States should comply with 21 CFR Part 11
regulations, which if violaled, can deprive the exporier by the
FDA of its right to sell goods to the United States.

FDA

admin

Logout
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1. User Preference

Support time format and software language.

Note: Changing the language requires restarting the software.

2. Mail Setting

Before using the send mail function, you need to configure the parameters of the
mailbox, including the SMTP service address and port of the mailbox (default port

25), sender account, and password.

3. Report Setting
Support modification the LOGO and website in PDF report.

Note: Please use PNG, JPG Format Pictures or no more than 1M, The Recommended
size is 170*56 pixels.

4. FDA 21 CFR Part 11 Module

Enable FDA 21 CFR Part 11module and it is not allowed closed.
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XII. About the updated of the software

1 Temperature Management Softwsre ' - K
S B 5 s Run as administrator
AL - 2o @ |
Device Report Parameter Database Audit Export Setlings User About Help Exit

About

Temperature Management Software
1.3.38

Already the latest version

Searching for devices. lisa Logout

Display software information and version.
Software update: The current new version. Opening the software will prompt you to
update.

XIII. Questions

The data logger cannot be connected ?

1. Check if the computer USB port is available.

2. Check if the computer USB port is loose.

3. If you are using a USB extension cable to connect the logger, make sure that USB
can be read. If the cable is too long, the logger may not be connected successfully.

4. Reading data prompts an error. Check if the computer's disk space where the
software is installed runs out.

5. Unplug the USB device, the software does not detect the disconnection.

First click on the software "Force Disconnect" to see if it can be restored; if not,
restart the software and check if it can be restored.
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