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&12 (Le-Flex®)

&1 (Advanta Flex®)
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1.General

1.1 Company Profile

Shanghai LePure Biotech Co., Ltd., established in 2011, is a high-tech enterprise
engaged in the research and development, production, and sales of disposable
consumables and equipment for the biopharmaceutical industry.

As one of the earliest domestic enterprises providing biopharmaceutical process
solutions, LePure Biotech pioneered the localization of disposable solutions in

the Chinese biopharmaceutical industry.For more than a decade, LePure Biotech has
been committed to innovation in the industrial supply chain and high-quality
domestic alternatives, always putting customers first and striving for excellence.
LePure Biotech continuously develops new disposable bioprocess application
products with a focus on quality. LePure Biotech holds multiple patents and
technologies related to disposable bioprocess products for biopharmaceutical
processes, covering upstream cell culture, downstream filtration, formulation filling,
and fluid transfer.These products have multiple advantages, including safety,
reliability,easy verification, low cost, and environmental friendliness, which help
ensure the stability of drug processes and drug quality for biotechnology

and pharmaceutical companies.

LePure Biotech is driven by technological innovation, fully leveraging the advantages

of disposable technology in terms of efficiency, safety, convenience, and economy,
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empowering biopharmaceuticals, providing high-quality process solutions, and

committed to becoming the most trusted supplier for global biopharmaceutica

companies.

1.2 User Technical Safety Information

This manual contains all the necessary information for the designated use of the
product described in this document and is intended for technically qualified
personnel.Qualified personnel are those authorized by the responsible person of
system safety to perform necessary activities, who have the appropriate education,
experience, and training, understand relevant standards, regulations, accident
prevention ordinances, and operating conditions, and can identify and avoid
hazards that may arise during these activities.The manufacturer is not liable for any
damage or subsequent damage to the equipment or applications caused by

accidents.
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1.3 Liability disclaim

The information provided in this manual is subject to change without prior notice. All
statements and information in this manual are accurate and complete, but we do no
t provide any warranties or implied warranties for them.

Regardless of any other warranties made in this manual, all documents, files, and sof
tware in this manual may still have defects. We do not make any warranties, express
ed orimplied, including (but not limited to) warranties of merchantability, fitness for
a particular purpose, non-infringement, and warranties arising from trade, use, or cu
stomary practices.

In no event shall we be liable for any indirect, special, consequential, or incidental da
mages, including (but not limited to) any loss of profits, data, or other losses resultin
g from the use or inability to use this manual. The user assumes full responsibility for
the use of the product.

This equipment is intended solely for the purposes specified in this manual, and any
unauthorized use or modification of this equipment without our prior written consen
tis considered improper operation. We shall not be liable for any damages or losses r
esulting from such actions, and the risk is assumed by the operator. We are not respo
nsible for any damages or subsequent losses to the equipment or applications cause

d by accidents.
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2.Introduction

2.1 Safety Sign

Be careful of the hot surface and avoid scalding. The
heating surface of the sealing tube has high
temperature during operation and should not be

touched without authorization.

Be careful not to pinch your hands and pay attention

to hand safety to avoid accidental hand injuries.

This notice and the "warning" with a "warning sign"
on the device indicate that if you do not comply with
the relevant requirements and take corresponding
measures, there is a potential danger of death or

serious personal injury.
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2.2 Safety Instructions

For the personal safety of operators and the safety use of the equipment, please read

the following information carefully.

® Before turning on the machine, check if the rated voltage of the equipment is
consistent with the local voltage.

® This device is not suitable for explosive environments.

® Not following the manufacturer's instructions may result in unreliability,
dangerous situations, and safety interferences.

® This device is developed for laboratory use and must prevent any type of fluid or
steam.

® The device can operate within the range of +18°C to +40°C.The sealing
parameters are only applicable to room temperature conditions.

® The optimal relative humidity for sealing is< 60%.

® Ensure that the equipmentis notin a closed state during the sealing process.

® Toimprove process reliability, ensure that there is an uninterrupted power
supply (UPS) available.

® Ensure that no foreign objects enter the internal components of the equipment
during use to prevent damage.

® Make sure to log out after use, otherwise another user may use your account to
operate the equipment.

® Not following the instructions in the manual may result in unreliable, hazardous

situations, and safety interference.
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2.3 Notice

The power supply used for the equipment must be grounded.

The equipment should be kept clean and dry. If it is dirty, it shouldbe cleaned
promptly to avoid affecting the normal operation of the equipment.

When the equipment malfunctions, professional maintenance personnel should
be notified to inspect and repair it.

Interruptions during the sealing process can lead to issues and must be
avoided.lt is essential to strictly follow the operating instructions.

The equipment must be disinfected before being sent to the supplier or

manufacturer.
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2.4 Error description

Code Description Solution
Electric motor motion
ERR1
mechanism malfunction. ) )
If any abnormal situation
Anomaly in the fixed-end
ERR2 occurs during the operation of
heating mechanism.
_ . the device, pl [ diatel
Abnormality in the mobile-end € device, piease immediately
ERR3
heating mechanism. turn off the power and restart
Th fixed-end heati . .
© ed-en CAHNE 1 it if the problem persists,
ERR4 mechanism is not heating up.
please contact our engineers
The mobile-end heating
ERRS L . for support and assistance.
mechanism is not heating up.
Cooling timeout alarm (cooling
ERR6

system abnormal).
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2.5 Account permissions

ADMIN Operator Viewer Example

Sealing V1 |Zl |Zl V1

Exporting data V] [] V] []

User management |Zl D D D

Settings |Z[ [] [] []

Change Password |Z[ V] V1 []

Device Information |Z[ |Z[ |Z[ |Z[

Temperature Validation V] [] [] L]

* "Example" is a one-click login feature that allows you to log in without a password.
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2.6 Product introduction

2.6.1Parameter

Power

100~240VAC, 50/60Hz

System power

120W

Heat sealing time

Sealing tube for 3~5.5 minutes

Applicable pipeline

specifications and

Thermoplastic tubing/BPT with an outer diameter of
6.4 mm ~25.4mm (1/4" ~1") that can be sealed with
or without liquid

*The steam sterilized tubing should be left in place

models
for 24 hours before use in case of any undesirable
appearance caused by sealing.

Dimension Length * Width * Height: 37.5*16*15.5 cm

Net weight 5.5kg

Operating environment

Temperature: +18°C ~ 40°C; Humidity < 60%RH

Material

Base: 304 stainless steel, Housing: ABS engineering

plastic, Flip cover: PMMA
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Noise

<65dB

Housing treatment

High-temperature baking paint . resistant to

disinfectant wiping

Permission

management

Three-level authority management

2.6.2 Performance

(1) Working principle

LePure Aseptic Sealing Machine has two corresponding heating plates. The tubing is

placed between the two heating plates, clamped and heated. Under high

temperature and pressure, the inner wall of the tubing is fused. After cooling, the

tubing is completely sealed in the middle section. It can be cut with scissors at the

cut line position in the middle when needed.
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(2) Applicability

LePure Biotech aseptic tube sealing machine is suitable for heat sealing
thermoplastic tubing with an outer diameter of 6.4 mm-25.4 mm. The heat sealing
process does not require additional consumables and disposable technical products,
such as disposable bioreactors and disposable storage bags, to be used in

conjunction, which is economical and efficient.

w

(3) Temperature setting and tubing selection procedure

LePure aseptic sealing machine can seal different brands and materials of
thermoplastic tubing, and adapt to different tubing materials through different
temperature settings. The machine provides programs for multiple brands and
different sizes of tubing. When ordering, we will set the corresponding parameters

according to the confirmed tubing material to adapt to it.
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The correspondence between brands and tubing models is detailed in the table

below:
Le-Flex®
1/8"-1/4" 3/16"-5/16"
1/4"-3/8" 1/4"-7/16"
1/4"-1/2" 3/8"-5/8"
1/2"-3/4" 3/4"-1"
Advanta Flex®
1/8"-1/4" 1/4"-3/8"
1/4"-7/16" 3/8"-5/8"
1/2"-3/4" 5/8"-7/8"
3/4"-1"
C-Flex®
1/8"-1/4" 1/4"-3/8"
1/4"-7/16" 3/8"-5/8"
1/2"-3/4" 3/4"-1"
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BPT

BPT

Defoamer

Defoamer

*The steam sterilized tubing should be left in place for 24 hours before use in case of

any undesirable appearance caused by sealing.

3 Start-up

3.1 Accessories list

Accessory name Quantity Option

Automatic Aseptic Sealer | 1 |Z[
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Power cord

Product manual

Power adapter
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4.0peration
4.1 Operating procedures
A This device has a heat source, please pay attention to the temperature of each

part to avoid burns!

A Keep the clamping chamber clean and free of contaminants, clean it

regularly.If there is contamination on the heating plate, it will affect the

Lep
Urgealm
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4.2 Menu

08:26:19

Operator

op1

Start Time

Batchno.  TubeBrand  TubeSize
A

Flex

exit expart data form

Operator. Batch no

1234 123 Lo o
Start Time End Time 11/08 154637 et data preview form

ek Bxport Log

Next >

08:26:19

User Level

ADMIN admin

Operator

aaaaa Operator

Admin1:

2/01

English

Language English

Tube Setting

08:26:19

Admin

08:26:19

Model
Serial Number
Software Version

Maintenance Cycle xx

Operation Times
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4.3 Introduction to main interface icons

Tube sealing

Export data

User management

Settings

Change password

Device Information

b3
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Temperature Validation

4.4 Emergency stop

Press the

The module for \
emergency

the "emergency stop" button in

® Sealing process

stop" function
P case of

appears.
A emergency

Temperatur

Validation
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4.5 Properly insert the tubing

*Please insert the tubing according to the following orientations:
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4.6 Touch screen

4.6.1Self-test

Interface picture Describe

stepl

I_:PlRE Plug in the power supply and turn on

Automatic Aseptic Sealer |

the power switch.

08:26:19
step2
r A
Before starting the build-in self-test
Please remove all items in the The protective cover pops up automatically, and the
clamping area
and close the protective cover! left interface appears.

*After the machine is powered on, if it does not perform a

self-test for a long time, it will enter a protection state and

08:26:19
require powering off and restarting the tube sealing machine.

r g |
Before starting the build-in self-test step3

Please remove all items in the
clamping area Close the protective cover, and the 'Start
and close the protective cover!

Sl e t Self-Check' button will appear on the interface.
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08:26:19

Testing

08:26:19

08:26:19

step4
After pressing the 'Start Self-check' button,

the device begins to self-check.

step5
Self-check completed, left interface

prompts.

step6
The login interface pops up, allowing access to

the corresponding account for operation.
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4.6.2Login

Interface picture

Describe

08:26:19

4.6.3Sealing

Interface picture

After entering the login password, you can login to the
corresponding level and perform operations.
*ADMIN: Initial password is ADMIN; Example: One-click

login; Other permissions need to be created by ADMIN.

Describe

08:26:19

08:26:19

stepl
Click on the 'Seal Tube' entrance on the main

interface to enter the left interface.

step?
Please enter the batch number and select the

brand and tube type from the drop-down menu.
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08:26:19

step3
After confirming the brand and tube type, click

'Next' to display the left interface.

08:26:19

step4

Please put the following tube

e Botean tha Place the tube in the middle position of the tube

Then close the protective cover! holder.After covering the protective cover, click 'Start

Start Clamping
clamping'.

*Please place the tube flat and adhere it to the black

tube placement platform before sealing the tube.

08:26:19

step5

Pre-clamp before sealing the tube.

Clamping
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08:26:19 @ E-stop

step6

Tips before sealing the tubes.
Clamp both sides of the tube

*While on this screen,Please confirm that both

Start Sealing

sides of the tube have been clamped.

08:26:19

step7

_ Start preheating.
Preheating

08:26:19

step8

_ Start sealing the tubes.
Sealing

08:26:19 @ E-stop

step9

. Start cooling.
Cooling
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08:26:19

Change Param

4.6.4Export Data

Interface picture

Continue Sealing

stepl0

Sealing completed.

< Toseal with a different brand or tube type, select
'Select Tube Type' again.

< Toseal with the same brand and tube type, select

'Continue Sealing'.

Describe

L=PURE 08:26:19

Export Report

Export Log

L=PURE 08:26:19

Select

Operator Batch no.
oP1 120
Start Time

2022/07/20 10:30:40 2022/07/20 10:35:26

Operator Batch no.
1234 123
Start Time

2022/07/19 08:30:40

End Time

Le-Flex
End Time
2022/07/19 08:35:26

/2 to

Tube Brand
AdvantaFlex

Tube Brand

= Export

Tube Size
3/4-1
Result
failure
Tube Size
3/4-1
Result

success

Next >

<

1) Click on the 'Export Data' entrance on the main
interface to enter the left interface.You can view

and export sealing records and operation logs.

2) Click on 'Export Sealing Records' to enter the left
interface.Select 'Previous Page' and 'Next Page' to
switch between the previous and next page lists.
Click on the input box in the middle of the bottom

to quickly search for the specified page list.
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L=PURE 08:26:19

Select

L=PURE 08:26:19

Select

~/ Batch no.

L=PURE 08:26:19

Select

~ Operator

L=PURE 08:26:19

Select

Select Time

Custom Query

B Export €

Tube Size
3/4-1
Result
failure
Tube Size
3/4-1
Result

success

Next >

= Export

3) The export options include the
following filter selections; click the filter
dropdown box, Select the 'All' option to

export all the data.

4) Click on the filtering dropdown menu
and select the "Batch Number" option to

filter by batch number.

5) Click on the filtering dropdown menu
and select the "Personnel" option to

filter by personnel.

6) Click on the filtering dropdown menu

and select "Time" option to filter by time.
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L=PURE

Select

Index Time

8
9
10
11
12
13
14

2022/11/04 16:51:33
2022/11/04 16:51:32
2022/11/04 16:46:55
2022/11/04 16:46:53
2022/11/04 16:46:51
2022/11/04 16:46:37
2022/11/04 16:46:34

< Prev /2

08:26:19

Operator
ADMIN
ADMIN
ADMIN
ADMIN
ADMIN
ADMIN
ADMIN

to

08:26:19

= Export ¢

7) Click on "Export Operation Log" to access the left-hand

Event
click Export Log

it cata preview form interface. Use the "Previous Page" and "Next Page"

click Export Report

enter export data form

0 G IR buttons to switch between pages of the list. The input

exit data preview form

click Export Log

Next > box at the bottom center can be used to quickly search

for a specific page in the list.

8) Click on the "Export" button in the upper right
corner of step 7 to access the left-hand interface.

Insert the USB flash drive and click on the "Export

Export Data

Data" button to export the data.

4.6.5User management

Interface picture Describe

User
ADMIN
1234
AAAccc00000aAAACC
daaaaa

Admin123

08:26:19

c000o00a...

=+ Create

1) Click on the "User Management" entry on the

Level
main interface to access the left-hand interface.

admin

Operator

Users with ADMIN privileges can access this

Viewer

Operator
Vewer interface and have the authority to create or delete

users.
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08:26:19 + Create

2) ADMIN is unique and cannot be

User Level

deleted or modified.

admin
ADMIN can't be modified
Operator
AAAccc00000aAAAccc000o0a. .. Viewer
EEEEE] Operator

Adminl23 Viewer

Create User : 3) Click on the "+ Create User" button in the upper
User:
right corner of Figure "2)" to enter the left interface.
Pwd:

., Level @ Operator Viewer Enter the corresponding information to create a new

OK
user.

*The account number is unique. Accounts that have

08:26:19 <+ Create
been used cannot be recreated.

Modify User
123 4) Click on the management list to enter the

» Operator Viewer

left interface. You can modify and delete users
OK

from there.

Adminl23 Viewer
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4.6.6Settings

Interface picture Describe

08:26:19
1) Click the "Settings" button on the main
2022/06/05

interface to enter the left-hand interface. You
Language English

can set the time, language, and tube type.

Tube Setting

08:26:19
2) Time setting.

L=PURE 08:26:19

3) Language setting.
Rt

English

08:26:19

Le-Flex ] 4) Management type setting.

1/8-1/4 1/4-318 g 1/4-7/16 3/8-5/8

1/2-3/4 & 5/8-7/8 3/4-1 3/16-5/16

14-1/2
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4.6.7Change password

Interface picture Describe

08:26:19

1) Clicking on the "Change Password" button on
Admin

the main interface will take you to the left-hand
side interface. You can select your account and
then proceed to change your password.
Password rules: 1-18 characters of any type

08:26:19

2) Password change success prompt.

Your password has been
successfully changed

08:26:19

3) Password change error prompt.

Your password has failed to
be changed
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4.6.8 Temperature Validation

Interface picture Describe

08:26:19

stepl

But i valbiiaton taoll Click the "Temperature Validation"

Then close the protective cover!
entry on the main interface to enter

the left interface.

08:26:19

step2

Sut i validation tool Close the protective cover, and the 'start Temp.

Then close the protective cover!
Vaildation' button will appear on the interface.

Start Temp Validation

*Only administrators have the authority to operate, and

itis recommended that it be completed by a Lepure

08:26:19 . . .
validation engineer.

step3

Temp.
validation . o
Pressthe ‘Start Temp. validation

Stage2: 150°C

button to perform temperature

validation.

08:26:19

step4
After the temperature validation is
completed, the left interface will be

displayed.
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4.6.9Device Information

Interface picture Describe

08:26:19
Click on the 'Device Information' entry

Model XXXXXXXX

Seralture: OO0 to enter the left interface, where you can

Software Version XXOXXXXX
Maintenance Cycle  xx Bay view some device information.

Operation Times X

4. TEquipment cleaning

4.7.1Cleaning instructions

® The Automatic Aseptic Sealer Il may not be cleaned with a spray- or steam
procedure. Spray- or steam cleaning can cause a reduced life time of single
components or lead to damage of single components.

® Clean the equipment using a lint-free cloth dipped in alcohol for disinfection and

cleaning (refer to Figure 1 and Figure 2)

@ 1) o8 (= 2)
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4.7.2Recommended Items

® Ethanol 70% (e.g. Klericide 70/30)

® Sodium hypochlorite 6% (e.g. Klericide-CR)

4.7.3Process description

stepl

The equipment self-check is complete. Keep the

black cover open to clean the entire sealed area.

step2

"Wipe the sealing position with a clean tissue soaked

in a cleaning agent (preferably non-woven fabric is

recommended).
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5.Maintenance

5.1Maintenance

The equipment should be cleaned weekly, and the outer surface should be
wiped with a dust-free cloth sprayed with alcohol before each use.

Regularly check the sealing area for dirt and clean it immediately if any. Clean
the sealing area with a lint-free cloth dipped in an appropriate amount of
alcohol.

The equipment's operation status should be checked regularly, and if any
abnormalities are found, please contact the local sales and after-sales

Perform annual equipment verification and maintenance.

If the equipment needs to be returned to the factory for repair, please use our
dedicated packaging to avoid transportation damage. If the unpacking package

is lost, please contact the local sales representative for purchase.

® After-sales service hotline: 400-902-0506.

*Please contact your sales engineer for device maintenance and upkeep plans.
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Shanghai LePure Biotech Co., Ltd.

Wi www.lepure-bio.com
LETMIKZIREE 410 5 3%
BR#E: marketing @ lepure-bio.com
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