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Shenzhen Cellbri Bio-Innovation Technology Co., Ltd. | 2-6/F, Block 3A, Hengtaiyu Building | Fenghuang
Street, Guangming District, Shenzhen, China | Tel.: 0755-27106806, Zip Code: 518132

Website: www.cellbri.com; Email: marketing@cellbri.com

*The information in this guide is subject to change without notice.

Disclaimer: To the extent permitted by law, Shenzhen Cellbri Bio-Innovation Technology Co., Ltd. and its

subsidiaries shall not be liable for any special, incidental, indirect, punitive, or multiple damages related to this
document, including its use. In all cases, users of the instrument must comply with all operating instructions in
this manual. If deviations from the operating requirements and precautions in this manual result in instrument
malfunction, errors, damage, loss, or other consequences, neither this company nor its subsidiaries shall be held
responsible.

The high throughput multi-functional fully enclosed automated cell processing system is only intended for
applications such as cell separation, concentration, washing, and incubation. It is not suitable for clinical and
human infusion applications without official permission. Biopharmaceutical manufacturers shall be responsible
for ensuring the purity, efficacy, safety, and identity of the final product and obtaining appropriate regulatory
approvals.

Warranty:

The company provides a 12-month warranty service for the product (main unit) and a 6-month warranty service

for accessories. The warranty period begins from the date of product shipment to the customer. If the instrument

malfunctions within the warranty period, the customer should promptly notify Shenzhen Cellbri Bio-Innovation

Technology Co., Ltd. for repair, adjustment, or replacement of the faulty instrument or parts. We guarantee that

any service provided to the customer will be carried out by personnel who have received specialized training.

The following failures or damages are not covered by the warranty:

e Failures or damages caused by improper use or human error.

»  Failures or damages caused by unstable or out-of-range power input.

»  Failures or damages caused by force majeure events such as fires and earthquakes.

»  Failures or damages caused by unauthorized personnel operating or improperly repairing the instrument.

»  Failures or damages caused by the use of parts or accessories not approved by Cellbri.

e Other issues not caused by the instrument or its components themselves.

« Warning: In case of any issues during use that you cannot address, please contact us promptly. To prevent
any accidents, do not open the machine for operation.
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Revision History:

Revision Date Description

V01 6/10/2022 New document: User guide for new work

Updated manual cover, address, and email information Chapter

V02 2/9/2023 : i I
5: Troubleshooting and weighing calibration content

Important License Information: This product may contain one or more limited-use label licenses. By using this
product, you agree to all terms and conditions of applicable limited-use label licenses.

Trademarks: Unless otherwise stated, all trademarks are the property of Shenzhen Cellbri Bio-Innovation
Technology Co., Ltd. and its subsidiaries.

©2020 Shenzhen Cellbri Bio-Innovation Technology Co., Ltd. All Rights Reserved.
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Chapter 1 Product Information

Before using this product, please read and understand the information in the “Safety” annex of this
document.

Product Description

Product Name: High Throughput Multi-Functional Fully Enclosed Automated Cell Processing System

Product Model: Gentle Flex Pro

Product Structure and Composition: The High Throughput Multi-Functional Fully Enclosed Automated
Cell Processing System (referred to as 'Gentle Flex') consists of five main components: the mechanical
structure platform, centrifugal unit, fluid path control unit, temperature control unit, and electrical
measurement and control platform.

Gentle Flex is a fully automated, digital, fully enclosed, and flexible cell processing instrument capable
of executing various cell processing steps for different cell types. It is suitable for use in pharmaceutical
companies, research centers, and pathology research institutions.

The system requires the use with a disposable cell processing kit. The disposable cell processing kit is
specifically designed for cell processing and is suitable for cell processing steps, including cell separation,
buffer exchange, cell washing and concentration, and dispensing.

Gentle Flex employs user-programmable software. The open design and integrated modules of the
software allow users to monitor cells in real-time, making it easier to optimize protocols.

Functions

The Gentle Flex Pro High-Throughput Multi-Functional Fully Enclosed Automated Cell Processing
System can be used for various workflow processes including cell separation, cell concentration, cell washing,
and preparation dispensing.

® Disposable chamber with low shear force reduce cell damage and maintain cell viability
High-throughput, large-volume cell processing capability
Integrated sampling port provides real-time sample collection
Cell separation process can handle blood sample ranging from 50mL to 400mL
Seamless transition from protocol development to GMP manufacturing within the same system
High-precision sample processing and dispensing
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System Overview

Instrument Description

-

Figure 1 Instrument - Front View
(DWeighing Module @Pinch Valve (@Bubble
Sensor (@Pressure Sensor  BCentrifugal Module
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Figure 2 Instrument - Rear View

CellBri Gentle Flex Pro High Throughput Multi-Functional Fully Enclosed Automated Cell Processing System



Instrument Dimensions
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Working Space

The Gentle Flex Pro instrument works in a space that is required to have a height of approximately 172 cm,
a maximum width of 72.4 cm, and a depth of 69.4 cm.

Instrument Weight
The weight of Gentle Flex Pro is 81.5kg.
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Instrument Performance

Category Performance Values
Electrical
Supply voltage 100-240 V AC, 50/60 Hz
Rated power cons'umption of the ASOVA
machine
Maximum rated input current 3.15A
Overvoltage category 1
Fuse 2x3.15A
Sound level

Maximum sound level

70dBA (measured at 1 m from the instrument)

Typical sound level

62dBA (measured at 1 m from the instrument)

Environmental range

Operating ambient temperature

15°C~30°C

Storage & transportation
temperature

-40 ~ 55°C

Relative humidity

45%-75%, non-condensing

Atmospheric pressure

860hpa-1060hpa

Indoor use only \
Not recommended for humid areas v
Intended for ISO Class 5 J

environment

Operating limits

Centrifuge speed

0~1000g (3000rpm)

Flow rate Standard: 10~300mL/min
System pressure 100kPa
Centrifugal chamber temperature 4°C~37°C
Fluid density 1.0~1.1g/mL
Minimum operating volume 50mL
Minimum separation recovery SomL

volume
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Centrifugal chamber volume

800mL

Maximum bag weight per rod

3 kg

External interface

Purpose

For connection for equipment program upgrade

and control

Connector

USB2.0 port and RJ-45 port

Operation mode

Operation mode type

Continuous operation

Centrifugal motor

weight

6.2kg

direction

anticlockwise

Rated Output

3800RPM

Permissible Chemical Substances for Cleaning the Instrument

Surface

Chemical substances

Concentration

Maximum exposure time

Water for injection 100% 5 minutes
Ethanol 75% 5 minutes
VHP (Vaporized Hydrogen Peroxide) 35% 12 hours
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Chapter 2 Installation and Setup

Packaging Contents

. Gentle Flex Pro instrument
. Convenient cart

*  Chinese standard power cord (Prohibit the use of power cords not provided by the manufacturer)

. Fuse

e Certificate of Conformity

e Warranty card

e T-handle Allen wrench
RFID card

e Gentle Flex Pro User Guide

Damage Inspection

This instrument has undergone rigorous testing before shipping. To avoid any impact during transportation,
the instrument is packaged securely. Upon receipt of the instrument, carefully inspect the packaging to
determine if there is any damage as follows:

* Inverted or deformed external packaging;

e Obvious traces of moisture on the external packaging;

*  Obvious signs of impact on the external packaging;

*  Signs of tampering with the external packaging.

If there is any damage, please contact Cellbri or the local distributor immediately. If the external packaging
is intact, unpack it in the presence of designated personnel of Cellbri or the local distributor, and perform an
inspection:

*  Check that all components are complete according to the packing list inside the package;

* Inspect the appearance of all components for cracks, damage by impact, or deformation.

After unpacking, if there is any damage during handling or if you find that the configuration is incomplete,
please contact Cellbri or the local distributor immediately.

Instrument Installation

*  Remove the external packaging.

A Place the Gentle Flex Pro instrument on the provided cart, and ensure the cart is on a level surface. If
using a mobile device, the user is responsible for ensuring all safety hazards and functional risks are
addressed, including adequately supporting the weight of the instrument and having sufficient wheelbase to
maintain stability for both the cart and the instrument.
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e Reserve enough working space for the Gentle Flex (see page 7 for "Working Space™) and ensure easy
access to the instrument's power switch and convenient power cord plugging and unplugging.
*  Ensure the floor is flat and level within £0.4 inches (10mm).

A The Gentle Flex Pro instrument weighs 81.5Kg. Be cautious and seek help as necessary when handling
or moving the instrument. Lift the instrument, and secure it on the rubber feet at the bottom of the instrument.

A Confirm the reliability of the power supply before use.

A Ensure the location where you place the instrument does not disconnect the power cord from the power
source.

A Warning! Do not place the equipment in a location where it is difficult to access the disconnecting
instrument. Keep at least 25CM from the wall behind the equipment and do not place any items obstructing
within 30CM to the right of the equipment.

A Caution: Check for electromagnetic interference in the vicinity before using the equipment.

A If using a backup main cable, ensure it is rated for at least 10A.

Note: Adequate protective grounding device is required for this instrument.

|

Figure 5 Rear View of the Instrument

1. Insert the power cord into the power input interface, then turn on the power switch.
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Instrument Power “ON”’

1. Turn on the power switch located on the rear of the instrument.

2. When the instrument is powered on, the instrument button lights will arrange sequentially. If the hood
is closed, the instrument will automatically check if a disposable cell processing kit is installed.

T
g | B

Instrument Power “OFF”
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1. Use the power-off button on the software's main interface to turn off the instrument.
2. Use the power switch to turn off the instrument.

A There is no automatic recovery program. In case of a power outage event, please refer to page 43 for
“Restart After Shutdown”.

Functions Introduction

1. Power-on test: If there is an abnormality, an error code will be displayed when reaching 100%. If
there is no abnormality, it directly enters the login interface.

@ @

80% 100%

(i}
Self-test in progress Self-test completed with abnormalities

CN EN
IEFEHEAT Vs A Instrument self-test in progress
W& AR EIRA, HRREERS Instrument self-test exception. Please contact after-sales service.
EEZACHS: 1001. 1002. 2001. 2002. 2003 |Exception code: 1001, 1002, 2001, 2002, 2003

2. Swipe card to get the username, input the password, and click [L] to enter the main interface.
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<&> cellBri

g8

Login interface

CN EN
EoR Login

3. Click [Select a Protocol] to access the protocol list interface, click [Operation Log] to view the
operation logs, click [Basic Operation] to access the basic operations interface, and click [More] to access more
functions including user management and system settings.

<> cellBri 09:45 =

a CcB -

F EEBIRME
Main interface
CN EN CN EN
N AT A 2 Strive for Human Health BEHE Operation Log
ik = 3 v Select a Protocol TZiex Protocol Record
Fenti e Basic Operations HEZIhRE More

Basic Operations Function
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1. Sample In/Out

Select the needed peristaltic pump and choose the sample
inlet port, sample outlet port, line, and flow rate, and enter
the required volume. You can choose whether to enable the
bubble sensor based on your specific needs (if the bubble
sensor is enabled, it will use the detection of bubbles in the
fluid path as the stopping criterion). Click 'Start' button to

start the sample in/out operation.

2. Centrifugation

Enter centrifugation speed, centrifugation time, and set
acceleration (high speed - 80, medium speed - 40, low speed
- 15, custom speed - 1-200). Click 'Start' button to initiate

centrifugation.

2.1 Click the “Open Centrifugal Chamber Lid” button to
unlock the centrifugal chamber lid.

2.2 During centrifugation, click the settings button to
adjust the centrifugation acceleration and deceleration.

.))

<> cellBri 09:46
< ELRHHR(E

il o2

2HeE

#HEO
1

ifti#E(mL/min)

4

HeEn

1 B
&H(mL)

100

f24e )
1 -

KA

SEET IR
HEHER

0.0

R

Basic Operations - Sample In/Out

.))

<> CellBri 11:58

< EHIRIE

2HRE

BOE(pm)
500

hniZE E (rpm)
50

EEieE

BB (E)(s)
999999

HIEE (rpm)
50

i K

SLET LR

%E E{TES A

Basic Operations - Centrifugation

CN EN CN EN

FEtRAE Basic Operations S A Real-Time Data

HEHFE Sample In/Out M HTARFR Current Volume

B Centrifugation BELOEGE (rpm) Centrifugation Speed (rpm)
R Mixing BT TE () Centrifugation Time (s)
=] Incubation FEEEE Crpm) Acceleration (rpm)
ZHKE Parameter Settings POEE (rpm) Deceleration (rpm)
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HERE Sample Inlet Port WEKRE Speed Setting
AN Sample Outlet Port e High Speed
JE (mL\min) Flow Rate (mL\ min) abrd Medium Speed
AR (mL) Volume (mL) fikidk Low Speed
L% Line H E X Custom
F5) = Serial Number LT Rotate Speed
AR IR Bubble Sensor AT A Run Time
3. M |X| ng &> CellBri 09:47 =

< ERHRE
Please set the mixing time, high speed time, low -
speed time, high speed, low speed, acceleration, and P
deceleration. You can click the slider button of one- g .
way mixing based on your needs (selecting one-way MR Apr @ rp)
mixing will only mix in one direction). Click “Mix” — S
button to start mixing. — e

SEBY SR

o S

0

4. Incubation

Please set the incubation temperature and time. After
setting, click the “Start” button to start the incubation.

Basic Operations - Mixing

<> cellBri

<

1419

D)}

HHR1E

Ha

¥ EEiE(s)

999999

iEfTE e

Basic Operations - Incubation

CN EN fE BT TE] (s) High-Speed Time (s)
FEAlRAE Basic Operations fICIE I 1A (s) Low-Speed Time (s)
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AR Sample In/Out JOiE . Crpm) Acceleration (rpm)
e Centrifugation BOEE (rpm) Deceleration (rpm)
B2 Mixing SR R Real-Time Data
wE Incubation L2 Speed

SHRE Parameter Settings AT A Run Time

TSI ()

Mixing Time (s)

MEIEE (C) Incubation Temperature (°C)

LA

One-Way Mixing

EE A (s) Incubation Time (s)

FEE (rpm) High Speed (rpm) 1 Temperature
R (rpm) Low Speed (rpm)
Others
1.1 Operation Log e i M
. . < BERR

SeIeCt the Correspondlng date and CIICk [Query] tO FaE M 2022/04/10 gS®ReM 2022/05/10

view the operations performed by the user. . -
HTIGTHRIER & SH
Fs 3] HPE& ga el
1 a3 cB 2022-05-10 10:31:38
2 B3R cB 2022-05-10 10:25:55 [&
3 -3 CB 2022-05-10 09:45:01 &
4 -4} cB 2022-05-09 1916119 [
5 =43 CcB 2022-05-09 18:36:148 [E
.3 LZ-&% cB 2022-05-09 18:20:46 [@
[ 4 ITZ-FiE cB 2022-05-09 18:20:40 &
8 23 3 cB 2022-05-09 18:20:28 @
9 =33 cB 2022-05-09 18:19:14
10 =3 3 CcB 2022-05-09 18114:38 [
n 233 cB 2022-05-09 18:06:33 [G
12 B3 cB 2022-05-09 18:05:47 a

1.3 Select Date

<> CellBri
<
FesERE poz2/0510
AP& WARPE
H12eiER
R
e
1 F
&
3 2022
4
5
6
7 =R
8 B3
9 =21
10 B
1 -2 3
12 B3

n:16 =
#HEaE
E®REM 2022/05/10
P

& BH

iEE
=] a 7 E
4 @
5 10 6 E
& @B
0 ®E
7 B
o uesuoiv b9 B
cB 2022-05-10 10:37:26 &
cB 2022-05-10 10:36:10 F&
cB 2022-05-10 10:31:38 [E
cB 2022-05-10 10:25:55 [@
cB 2022-05-10 09:45:01 [G

Operation Log Interface

1.4 Log Details

<&> CellBri 10:36

.)}

< BEFE
B-Frs cB 2022-05-07 16°57:40
B/ EEE: 500s
Bt E: 999999s
hniEERE: 50rpm
E EE: 50rpm
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Operation Log - Date Selection

Operation Log - Log Details

CN EN CN EN

BEHE Operation Log T2-4W Protocol-End

THa6 H i Start Date T.&-H 6 Protocol-Start

gh o H End Date I H Select Date

H P44 Username £ A yyyy-mm-dd
WA 4 Enter your username Eningl] Current Date

) Query e OK

L 767 Zkid% 767 logs in total H & Log Details

SH Export E-FFA Centrifugation-Start
Fe No. B Centrifugation Speed
eyt Type B[] Centrifugation Time
R[] Time o g Acceleration

VETE Details ok Deceleration

& Login

1.4 Log Export

Click the & Sl

retrieved operation records to a storage device. User
password verification is required during export.

<> cellBri

<

FiEH 2022/0810

APH SAHEPA
HizgEie=2
HiES=H
¥
1
2
z ERTF RS
4q
E
€
2 =am
8 =3
g B
1a g5
11 f= 2
12 B

18

2.1 Protocol Record

button to batch export the Select the corresponding date and click [Query]
button to view detailed protocol data that has

11116 =
BRIEEE
AT E A 2022/0810
i
i B
Fod
B
%
Vel -
Vven .J‘r' 3
2
5t 3
b AL ETVITIW BT ﬂ
Ca 2022-05-10 10:57:26 B
c8 2022-D8-10 10:35610 B
cB 2022-05-10 10:31:138 B
CB 2022-05-10 10:25:58 B
cB 2022-06-10 09:.45:01 B

been completed.

<> cellBri
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eas ==L ]
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12:09
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Operation Log - Log Export

Protocol Record

2.2 Search for Protocol Record 2.3 Date Selection 2.4 Protocol Record Details
&> CellBri 108 = &> CallBri 1317 = <> CellBri 11:07 =
< FioH < IZic®R < TEiCRi¥H
HIEEH 2022/06/09 HEREM 2023/06/0% HEHM 2022/03/10| =% =] 2022/05/10 I’c-’iiali.l! o
HEs = HP& WAHFPS =i 4::\:} ;Z—u:& 16:28:4%

T AT :;Ij 8 :.:} 04-30 163607
iEamm X .
Fs gl R TEER =4 . ; EHEn
= TELBME
TEEN
et i el
Protocol Record Interface Date Selection Protocol Record Details Interface

CN EN CN EN

B 5 H Data Export I ] Current Date

EPEAT 1 7% Select a storage device e OK

FH Export T2k Protocol Record Details

T2 Protocol Record TZ4 Protocol Name

Fras H Start Date FF i B (1] Start Time

ZER H I End Date 2 TR (] End Time

M P4 Username BAEN Operator

PN Enter your username FEMEE Consumable Information

, . N Protocol Treatment

i) Query T2HHEER )

Information
PEHE, AR ZME | No data available. Please X
N EFNUN A Sample Volume

ne~ change your search conditions

13 ik 13 records in total B (1] Time

F5 No. VEAHC Detailed Record

. . HEHRE-TFUS (1-9-14.7)  H | Sample In/Out Start (1-9-14.7)

TN Details B

Fr: 210.0mL Target: 210.0mL

1 H Select Date HEFEA Sample In

£ A H yyyy-mm-dd
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You can click the & B button in the search interface to batch export the retrieved protocol records. User

password verification is required during export. You can click the o8 button in the protocol details

interface to export individual protocol record. User password verification is required during export.

<& CellBri 19:04 =
< IZit=
T EHE 2022/06/07 s R e 20Z2/06/07
IRES WA =il
H1THIZR & B
HIESH 24
= ]
1 -
WRETTHIE R wenteoy p-1 3
o i 3
LA
5
3
=i 3
. e &
¥ ] opRmn-CE B
oy E
w 2022 36 07 hEOP <1 5o Dase ]
" 22240 105 = Soy-ase B
M0 e T sanzse (]

Protocol Record - Protocol Details Export

CN EN CN EN

B 5 H Data Export FH P 205 A User Password Confirmation
EPEAAAE % Select a storage device S Export
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3. More Functions & CellBri 1501 *

Click *“User Management” to access the user < AL

management interface. Click “System Settings” to

access the system settings interface. Click AR ’

“Permission Management” to access the permission e )

management interface. Click “Weighing Debugging”

to access the weighing debugging interface. o ;
PRERL >

CN EN CN EN

s T Data Export iilakce:! User Management

BB Select a storage device RGWE System Settings

F PRl User Password Confirmation | #fi & # Permission Management

S Export FRE A Weighing Debugging

FEEVI] i More Functions

4. User Management @ ot " =

< BFREE

4. Administrators can click the '+ button to add general = —

users, or click the [Delete] button to delete general users, -

modify their own passwords and usernames, or modify the AP s ce

passwords and usernames of general users. e o

(Username rules: Username length must be between 2-16 ﬁA """"

characters. Password rules: Passwords must start with an . ;M; ;Em o

uppercase letter and can only contain letters, numbers, and

underscores. Password length must be between 8-16

characters.)

Users with higher permissions can manage users with lower

permissions. Click [Create IC Card], and place the IC card in = — =

the RFID sensing area. The system will automatically record
the card number. Click [Confirm] to create an IC card for the

User Management Interface
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general user. Click [Cancel IC Card] and place the IC card in
the RFID sensing area. The system will clear the card number
information from the database and clear the user information
on the IC card.

CN EN CN EN
FH P& B User Management YN RN Password Confirmation
HAER User Information FH P 454% User Level
5 Card Number JFRH P Development User
S # User ilES Delete
ERTETUN Password Input TR A7 Save
5. System Settings % conert 4
You can set the system's sleep time, local IP, and local e
gateway. After inserting a USB drive with an upgrade B~ e (Zea
package, clicking “Software Upgrade” or “Firmware — e
Upgrade” will perform the corresponding upgrade action.
You can view the current software version number on the -
system settings page. B

wEE V100

menm | tmm -

System Settings Interface

CN EN CN EN

EEWE Language Settings Vit On

{44 3L faj A 3¢ RAF Save

AHh 1P Local IP & Instrument Barcode
[ % RHR Screen Sleep AR Software Version
MAS Never VAR Upgrade

N NEPS Local Gateway fi] 11T +2% Firmware Upgrade
W HE Debug Log B Main Control Board
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6. Permission Management

You can modify permissions for user groups with lower

permissions than yourself (Super

Users:

Have all

permissions, Manage Users: Cannot manage permissions,

General

Users:

settings, or user management).

Cannot manage permissions, system

&> cellbri
<

BREP

RS B
IEEG
mPEE

B

15:02 =

WIREE

HiLRE BEAE

RRIRE

REE

IZiEg

Permission Management Interface

CN EN CN EN

PR B Permission Management BEHE Operation Log

B Super User P B User Management
EHHF Manage User RGWE System Settings
A General User FBR B Permission Management
BPR 73 Permission Assignment fif A ik Hardware Debugging
TZistr Protocol Run TZdx Protocol Record
FEAlRAE Basic Operations

7. Weighing Calibration

You can perform calibration actions on the corresponding weighing sensor. (Taking weighing sensor 1 as an
example) Click the [Calibrate] button. In step 1, confirm that there are no items on hook 1 and click [Confirm]
to enter step 2. Follow the prompts to hang a 500g weight. In step 2, click [Confirm] to start the 5-second
calibration process. After 5 seconds, the step 3 prompt window will automatically pop up. Follow the prompts
to remove the 500g weight and place a 50g weight on hook 1. In step 3, click “Confirm” to start the 5-second
verification process. After 5 seconds, if completed successfully, a popup will appear indicating calibration is
successful. (The calibration process requires one 500g weight and one 50g weight)

<> cellBri

<

15:03

MER

’e

e

L3

B

a%

an

L3

Bl

&> CellBri 15:03

< mER

REREE 1 og g

FFEfEEE 2 09 i

W@ 1 SERTEANS

Wz

FREBE 7 og o

WEMBE 8 og g

=

<

&> CellBri 15:04

RS 1 0g

BRI 2 0g

L3

AT | SEELHE 5009 #8

BE

HEem 7 og

BEGEE 8 0g

g

L]
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&> cellbri 15:04 = &> CeliBri 15:07 =
< RERL REEL

WESSE 2 0g 3'71!}7 0 REASE 2 og . Ers

BE o

CN EN CN EN
FRE Weighing Debug e OK
FREAR IR Weight sensor IR Step 2

A _ T AE 15 HEEA A UE 5009 Tk | Please place a 500g weight on
Rt Calibrate

i hook 1

R Step 1 EFVIN Prompt
X . Please confirm no items on| = o
et NS EER A wWa k[ RHE 8T Calibration Successfully

hook 1

B

Cancel
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Chapter 3 Introduction to Operations of Routine Applications

Basic Operations

Power On

Connect to the power supply, press the power button on the left side of the instrument to power it on. The
instrument will automatically go through the power-on initialization and then enter the home page.

User Login
Enter the username and password to log in.

&> celiBri 09:45

.;)

<> cellBri
csl
B3
4 \
ERER(E

(O]
CN EN CN EN
oK Login BERE Operation Log
N A FEm Ay 2k Strive for Human Health TZid% Protocol Record
pviv 2 3l e Select Protocol GEAVIIE More
FERHRAE Basic Operation

Protocol Program Run

Click "Select Protocol " to select the protocol program you want to run. Take the PMBC Separation
Standard Program as an example:

Disposables Installation

1. Please confirm that there are no reagent disposables on the hooks, then click [Confirm].
25
CellBri Gentle Flex Pro High Throughput Multi-Functional Fully Enclosed Automated Cell Processing System



<@> CellBri 1414 =
< Sep-Base &> celBri 1217 =
FHES BiEiT < Sep-Base
], BT 225 R T®ES
;a:«.wm EREEEH AL, S0 R P M A TR ey & cotmn - -
R IA St E RS L, 88 MAR1-5 PI-2 P R A
& < Sep-Base
=5 BUEE
SW 2
NHEENEE. EEREROZ=8H, RARSER
AR B0 :
~* g8
1 2 4 & T ]
: . EREE
10 ¥ [
13 13 KR
14 14 15)
CEE
& s © B i iz & o O Qns
CN EN
FEM 223 Disposables Installation
e r— s
T.Z2isAT Protocol Run
B Step 1
Wit 440 Skip All

TR N L BOA MR R, Al S (L1~3, P1~4)
IR A A

Please confirm that there are no consumable reagents on the

hooks and no tubing in the grooves of all sensors (L1~3,

P1~4)
firr Unlock
b= Previous
e OK
/7N Prompt
e s Please confirm removal of consumable reagents from the
TN HEE L RRER
hooks.
B Cancel
W 2 Step 2

TIOTE MU, SRR Y, SRNE RS
B

P

Open the outer packaging of the tubing and scan the

barcode on the packaging with a scanner, enter the tubing

information
L Product code
T i A\ B Please enter or scan barcode
R Product Model
FE At Batch Number
A Date of Manufacture
ARHMN Use By Date

2. Open the outer packaging of the tubing consumables and scan the barcode with a scanner, enter the tubing
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information (tubing packaging and barcode images). After scanning, the page will display the consumable

information.
3. Install the tubing support plate according to the
diagram onto the corresponding tube clamp valves.

&> CellBri 14:55 =
< Sep-Base

=k TEET
I3

HERtRERErEES RENE

& R @t— @ W

5. Confirm that the tube clamps on tubing 1-8 are all
closed. Click "Confirm" to automatically proceed to
the installation of tube clamp values 1-8.

4. Close all tube clamps on the tubing 1-8 and place
the tubing on the top of the instrument's backboard.

&> CellBrl 181356 =
< Sep-Base
EHEs BT

XH aSER EHERT s SERAITNSEERLDS

4 5 8 8

& s @ L— (ST
6. Install the corresponding tubing into the tube
clamp valves (1-8) as shown in the tubing diagram.

Then, click "\".

&> cellbri 14136 = <@ CellBri 1437 =
< Sep-Base < Sep-Base
AHEE THiEE biciibai i
FE AL oy HIR 5
EREEERT, CYOHTEESRREAI-8)S
WiA-es EEE R
W y w
& e & F—# @ mE & ©Lr— @ #E
CN EN CN EN
FEM 2% Consumable Installation L% 4 Step 4
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KM 1-8 SEH LR EiE

Close all tube clamps on the
tubing 1-8 and place the

T 217 Protocol Run K, KEMBAEAER R B
. tubing on the top of the
instrument's backboard
. I ... | Confirm that the tube clamps
IR 3 Step 3 il 1-8 S A e Lok A

on tubing 1-8 are all closed

N o er — o, | INstall the tubing support plate
1B B TR A R B R % _ _
according to the diagram onto the | 575

Cancel

56 1) PR TR
fluid path panel
i Unlock LR 5 Step 5
Install  the corresponding
. R IRE R TR, KXY | tubing into the tube clamp
b= Previous o . _
BB R R (1-8) 1| valves (1-8) as shown in the
tubing diagram
e OK

7. Open the peristaltic pump and install the 8. Install the tubing into the corresponding bubble
peristaltic pump tubing at the indicated position, sensor and pressure sensor as indicated in the tubing

keeping the pump in the open state.

diagram, ensuring that the tubing inside the sensor is

pressed to the bottom of the groove.

&> CellBri 14119 = &> CellBri 14:20 =

< Sep-Base < Sep-Base

FE =T EREg

B 6

TAEaE, TEHFEFEEZERETUE, FIEETFRRTE

LV - T 4 B & a
L ] Lz
B =
( ([ 2
13
4 5
& ARl =% 2 RE

9. Install the spin cup.

9.1 Click the "Unlock™ button to open the centrifugal

chamber lid.
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EEERERT, TEEWREUANMSAEFOEUE, BilEn
A EHE EEILEES

a "i s i

& s Er—r &) s

9.2 Install the bottom groove of the spin cup into the
adapter, rotate it 90° clockwise until you hear a
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&> CellBri 1438 =
< Sep-Base
ERhE IZiEfT
FIE 8
AEMEEE, TTFe0esET

) fes

"click," indicating it is properly installed.

&> cellBrl 14:38 =
2 Sep-Base

mHaEER TRiES
HIEB

WEOF REIRESEIIERR, MM rFEe0s, RINE
B dwElu

— 1 LIk 5
- @
4 14

) Rk @ r—% 2 WE

CN EN

FEM 2% Consumable Installation
TZistr Protocol Run

IR 6 Step 6

IO, Rl R i AR B B B, REFRIT
JRIRAS

Open the peristaltic pump and install the peristaltic pump
tubing at the indicated position, keeping the pump in the

open state
fife Unlock
k3 Previous
{in OK
WIRT Step 7

N R B PR, 288 B B B . R S s i
KA, WIS A B 3 TR

Install the tubing into the corresponding bubble sensor and
pressure sensor as indicated in the tubing diagram, ensuring
that the tubing inside the sensor is pressed to the bottom of

the groove

No

P8

Step 8

Mg, FOTEO R T

Click the "Unlock" button to open the centrifugal chamber
lid

RO R R 223 BERC &5, U £1 e ds 90°, Wy
BT, RPN

Install the bottom groove of the spin cup into the adapter,
rotate it 90° clockwise until you hear a “click,” indicating
it is properly installed

B

Cancel
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9.3 Place the spin cup tubing into the tube groove,
and close the centrifugal chamber lid.

HEOREERAERET, XA LORS

10. Confirm that the tubing and spin cup are installed correctly, and that the tube clamps for

the spin cup sampling port are closed.

RIANFEREGTLZRLER

9.4 Close the blue clips and white tube clamps for
the sampling bag tubing on the spin cup tubing.

&> cellBri 14:21 =
< Sep-Base
RHEEE THIET
HES i,
XARMASTENE FReEEnEs s mmaes R

O O o

tubing 1-8 and

B®iL-eSER. ALNFREOBREXE

CN EN
N e e A RN Place the spin cup tubing into the tube groove, and close the
A5 B AR BRI, SRHBS L B T e spin ctip TLbing g
centrifugal chamber lid
HH Cancel
T oK
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FEM 222

Consumable Installation

TZ2is1r Protocol Run
WIR 9 Step 9

Close the blue clips and white tube clamps for the sampling bag
tubing on the spin cup tubing
Unlock

Previous

R P S Lo P A B T BDURE AR B 1) €0 A [ B0

it
=
AV B S RSO 223 R A

BN 1~8 S HE . B O A R B 5]

Confirm that the tubing and spin cup are installed correctly

Confirm that the tube clamps for tubing 1-8 and the spin cup
sampling port are closed

11. Perform a pressure sensor self-test, which takes 3 minutes. After completion, it indicates that the pressure
sensor calibration passed.

&> CellBri

.J)

14:22

2> CallBri 14:57 =
< Sep-Base I'q Sep-Base
AL IEiEfT EHEE IEiEd]
9 . F8 10 .
EAELCTEE LTSN EEARIE8ER FE 9% T 8471 1
iy 25

BT D kg W RR b SRR iER

e i
L i = ~}E, 1= s
\ o ) ® .i ] ‘) 5
—_— - T
-,{;:F <
\
& m Ot @ wiE S = = i

12. After the pressure calibration passes, please
close the peristaltic pump and confirm that the pump
tubing is correctly installed.

13. Install the corresponding tubing into the tube
clamp valves (11, 13-15) as shown in the tubing
diagram.
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ISE A R L, RELT RAMRED. &
|=p el =tk ]

%> CellBrl

.3)

14:53

< Sep-Base
Eaeres ] Ay
FE
EREEEMT, SMEASHERIIETE (11, 131505

& 8 & T8

= 10 ) =
W ®
R Rk (e & et @r—% © =
CN EN
N Prompt
BB 3EAT AR RS W R AL, About to perform pressure sensor initialization
B Cancel
{in OK

Ji AR AR TR A L

Pressure sensor initialization passed

THAING SN ZBIEMRAL S, JRE AT R A AT,
RPNl EE

Please confirm that the peristaltic tube is in the correct
position, with the pump tube in the lowest part of the pump

groove, and then close the peristaltic pump

FEA 22208

Consumable Installation

TZiaf7

Protocol Run

SR 11

Step 11

TR B TN, X N ) i 22 2 ) S A IR (1. 13-
15)

Install the corresponding tubing into the tube clamp valves

(11, 13-15) as shown in the tubing diagram

it

Unlock

b=

Previous

14. Do you want to enter the protocol run? Click "Confirm™ to enter the protocol run module.
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FREHRATIFET

CN EN CN EN
£/ Prompt By Cancel
RMEFNLZIEAT Do you want to enter the protocol run | & OK

Protocol Run
1. Click the "Start" button to enter the protocol run module and perform electronic signing.

&> CellBri 14:54 =
< Sep-Base
FEHEE IEiET
1 z 3 4
FEAEA WEER B & #Chamber
TEXED 4 o (EmEe
FHHREZ DO
s
| OFF | -
Erel
0%
O ik 5w O " OF: "
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2. Select the starting step "1. Consumable Test”.
&> CeliBri 14268 =
< Sep-Base
=R IZiET
A ma WIS &HAr AitkChamber
ik gy dH e
1. E RN -
m=E
BHIEE
0%
& wRsE ® s
CN EN CN EN
FEM 223 Consumable Installation &k Terminate
T.ZiBeT Protocol Run iR Unlock
FEA I Consumable Test e Pause
PRI i Sample Dilution ARG Start
e Sample Discharge HL 2544 E-Signature
B Chamber Chamber Cleaning Bk Clear
TERED Protocol not started & oK
A B 5 Start Temp Control BVt Sy (s pard ] Select the starting step
. Estimated to take 2 hours and .
TTE 752 2 /Ni 6 434 ) 1AERAS ] 1. Consumable Test
6 minutes
S Parameter Detail

3. Connect washing fluid to the tubing corresponding to valve 3, open the tube clamps corresponding to tubing

3, 5, and 8, hang them on hooks 3, 5, and 8, and input information.

& Carmrl e -

i ] S .
TR

453 Ss8RRP
&

& m Emn

4. The program will automatically perform a 5. Connect
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consumable self-test; after completion, it will prompt corresponding to valve 2, open the tube clamp, hang
"Consumable self-test passed”. Click "OK"™ to itonhook 2, and input information.
proceed to the next step.

ERFEA

EEESRICENAEER, THER, ZA2EER.
HPAGE

2

mHAkE

P (WA
_ FEHS [ shian
HE—iRTIE | B AL AR

#iF | s

6. Connect cell separation fluid to the tubing 7. Connect sample to the tubing corresponding to
corresponding to valve 1, open the tube clamp, hang valve 4, hang sample bag on hook 4, open the tube
it on hook 1, and input information. clamp, and input information.

BERA AEESE N

FEFRIMSEEE, ISERSERNEEERLE, FT

SN SAEN S B ER, ITAER, BT
ta. H=Z: Hig®, FRAER

Af=A

=R Em [EwAmEn. s A

Fale | imm A mmm i A

B RSIT [mwrmam.

| iR AWAE.

ik | mmame

WEASRE..

CN EN
FRRA Information Input
HEREE D) 3 5 IRE K, 7735, 5 5H1 8 54 | Connect washing fluid to the tubing corresponding to valve
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XFRE S, R 35, 55/ 8 SHM, HFRAGE
5

PN

3, open the tube clamps corresponding to tubing 3, 5, and

8, hang them on hooks 3, 5, and 8, and input information.

R Product Name

T i A\ B Please enter or scan barcode
kA=) Batch Number

M — R 5 uDI

HE Note

T € OK

N Prompt

FEA B AR IS Consumable test passed

A R 2 SRR N . T, HF 2 S
By, JERAGER

Connect resuspension fluid to the tubing corresponding to
valve 2. Open the tube clamp, hang it on hook 2, and input

information.

EEFEANL I BRE] 15 RN R B, T, 31
SHA, JERAGE

Connect cell separation fluid to the tubing corresponding to
valve 1, open the tube clamp, hang it on hook 1, and input

information

HEAREG T 4 SIRE R, 4 SR R .
HATIHE R, FERNEER

Connect sample to the tubing corresponding to valve 4,
hang the No.4 sample bag on the corresponding hook.
Open the tube clamp, and input information.

8. Confirm the input information; changes or

additions can be made in this step.

&> cellBri 1:38 =

FAFRBIL

WATHEERER BEERANTENIMAGE

I8 | FEER Frmitts ME—inal4s Wi
ey 123 175
2 EEWN 123 123
ME S 122 123
4 HR 123 123
w=
O =ik (3 ek (OF 1

10. Enter the diluent volume, range: 0-100 mL.
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9. Enter the sample volume, range: 10-400 mL.

<> cellBri 14:38 =
< Sep-Base
R IEES
SBHIRE
HARER(mL)
e
FROFE
1%
O &1 & Rt (OF-

11. A prompt will appear for sample mixing; the
program  will automatically perform PBMC
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separation, including PBMC layer extraction and

PBMC washing.

&> CellBri 14:39 = &> cellBri 141 =
< Sep-Base | < Sep-Base
wHRE IZisfT wHRRE IZET
4 — @ —
B wEER ERIER ik R REER BRIER e
iEEA F b
i i
WEEER(mL) | WRIER
i WE
LHIFE BEIEN
Lo 1%
© & & s © =F Q=i & i (OF -
CN EN CN EN
N . Input information . ) )
SENE BAIA o Y B 73 B Cell Separation Fluid
confirmation
Confirm that the tubing
BN B 35 IERf, AT |installation is correct, and|
J . . b Sample
SR B B AHAGIE B check the input tubing and
reagent information
4y Hook T E OK
R Product Name ZHE Parameter Settings
kA=) Batch Number FERAAF (mL) Sample Volume (mL)
ME— R 56D uDI THHIA Please input
e Note MRBEBAAR (mL) Diluent Volume (mL)
T Washing Fluid EivaN Prompt
HEMW Resuspension Fluid TR SRR i Please mix the sample
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12. After washing, a prompt will appear to enter the 13. After resuspension, a prompt will appear to count
re-suspension volume, range: 0-150 mL. the sample; click "OK".

ERGRmL  0-150 EBARML  0-150

14. Enter the preparation volume, range: 0-200mL.  15. A prompt will appear to input the number of
dispensing bags, range: 1-3.

SRR 0-200 a3

CN EN CN EN

ZHWE Parameter Settings I Please input

HEAH (mL) Resuspension Volume (mL) | #ll54&F (mL) Preparation Volume (mL)
T OK Pag ot Dispensing Bag Count
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16. Input product bag information.

&> CeliBri

142 -
Sep-Base

HuRR IEmiT

IEEEAIMFTL R, HRAGEA

17. Enter the preparation dispensing volume for the

first bag.
<> cellBri 14:31 = |
|
< Sep-Base
EHRE IZiET
—_— 4 6 7
S e B K=
EHA
1
¥
HEARmL)
E
S
78%
O =1 & me @ =

St
RS
E—iSHIT
i
T
BURE
78%
(OF-J1: & et @ s

18. After preparation is complete, the protocol will end, and a box will pop up, showing the protocol run

information.
&> CellBri 14:37 =
< Sep-Base
TEZEUEBER x
FHig0Tia 14:04:11 Exep [F7 12555000
SHEFE N 202706 A50R B AEF - .
SETRETE 304 Ficolli%1: 60.0mL
RS 20.0ml ER s 35.0m
BT AEAIETR 330.0mL WREER: 10.0mL
e Billl e 2] 70.0mL
e ST
1 70 0ml
& M OF:{
CN EN CN EN
THESE 6-1 P~ Ah4¥, JF3%|Please connect the product ‘ _
N o R End Time
NEE bag 6-1 and input information
72 AR Product Name Ab 7 H 3 Treatment date:
e it Batch Number BIEANZEA: Operator Signature:
M — 51 B uDI ALK . Treatment Duration:
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HE Note Ficoll 147 Ficoll Volume:

T 4 B Please enter or scan barcode | /& WL RARFH : Washing Fluid Volume:

TN TE Please enter note... EEGSYuN AP Resuspension Volume:

1 & OK Fc 7 A AR Formula Fluid A Volume:

R TN Please input R AR Diluent Volume

B 1R (mL) 1st Bag Volume (mL) il 77 A AR Preparation Volume

TEREER Protoco! Treatment P AR A Final Product \olume:
Information

FEUR T [H] Start Time

19. Consumable removal: Click the "Remove Consumable™ button in the protocol list to remove the tubing
from the tube clamp valve. Open the peristaltic pump, rotate the spin cup counterclockwise by 90°, remove the
spin cup, and remove the entire set of tubing consumables.

Power Off

Click the “Back” button next to the username to log out to the main interface, then click the power off
button. The instrument will automatically run power-off program. Then, automatically turn off the power.

Instrument Routine Maintenance

Itis generally recommended to disinfect and clean the exterior of the instrument after the program running
has completed. You can spray 75% ethanol on a soft, dust-free paper or sterile gauze and gently wipe away
dust from the hardware components such as pinch valves, peristaltic pumps, and the centrifugal chamber. Be
cautious not to use excessive liquid to prevent it from seeping into sensitive parts. You can use a dry, sterile
gauze to timely remove excess liquid.
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Chapter 4 Maintenance

User Maintenance Plan

Users are responsible for defining and implementing an appropriate instrument maintenance plan for the
Gentle Flex Pro based on their specific usage conditions.

AWarning! Regular maintenance should be scheduled in coordination with Shenzhen Cellbri Bio-
Innovation Technology Co., Ltd. and its authorized agents to ensure the proper operation of the instrument.
Any modifications, revisions, maintenance, or repairs to the Gentle Flex Pro should be performed by
technicians authorized by Shenzhen Cellbri Bio-Innovation Technology Co., Ltd.

A Warning! Only parts and accessories approved or provided by Shenzhen Cellbri Bio-Innovation
Technology Co., Ltd. can be used for maintenance.

A Warning! No maintenance or servicing of any components of the instrument should be carried out

while it is in operation.

Instrument Cleaning
All biological contaminants are contained within single-use sterile disposables. However, if necessary, a
disinfection procedure can be used to reduce microbial levels on the instrument's surfaces between product

batches or in the event of accidental microbial contamination.
After removing the disposable set, the instrument's surface and the centrifugal chamber can be cleaned

by the following method:
»  Gently spray with 75% medical-grade alcohol.
*  Wipe with a lint-free disposable cloth.

A Warning! All functions on the front panel of the instrument are sealed to prevent moisture ingress. The

instrument cannot be rinsed or steam sterilized.

Exterior Cleaning

After wiping the instrument's surface with a disinfected non-woven cloth (blue or different color from
the product) dipped with 75% medical-grade ethanol, there should be no visible residue marks on the
instrument's surface. Both the instrument and the cloth should appear as they did originally.
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Transportation

The product can be transported by common vehicles. During transportation, avoid severe impacts,
vibrations, and exposure to rain or snow. Packaged medical instruments should be stored indoors at room
temperature, in an environment without corrosive gases and with good ventilation.

Check Tubing Sets

Check the instrument housing, flip cover, peristaltic pump, pinch valves, pressure sensors, bubble sensors,
and hanging rods for any damage, cracks, corrosion, chemical effects, or wear and tear on a monthly basis. If
any such defects are found, cease using the instrument and contact Shenzhen Cellbri Bio-Innovation
Technology Co., Ltd. for repairs.

Power Outage Handling

Users can power off the instrument by the following methods:

_ I MO O R

w — e

Use the switch to turn off the instrument or Press the stop button to immediately stop all
disconnect the power supply. instrument functions.

Remove the white plug and insert a 3mm hex key into the hole to trigger the door lock catch.
oSS

After the door lock catch pops out, open the door

Power Supply and Fuse
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Power Supply
Specifications: AC 110 - 240V, Frequency 50/60Hz, 450 VA.

Fuse

Specifications: Size: 5x20mm, Current: 3.15A, Glass quick-acting fuse.
If necessary, replace the fuse as follows:

P 1. Turn off the mains supply and disconnect the power
; cord from the power switch on the rear of the instrument.
2. Remove the fuse cover.

3.  Remove the faulty fuse.

4. Check that the fuse for replacement has the correct
rating (refer to "Instrument Performance" on page 9).

5. Insert the new fuse and replace the fuse cover.
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Chapter 5 Troubleshooting

A Warning! Before performing any procedures described in this Chapter, you must first read and
understand all the preceding chapters in the user guide. If you have any questions about the use or
maintenance of the instrument, be sure to contact an authorized representative of Shenzhen Cellbri Bio-
Innovation Technology Co., Ltd.

Components Fault Corrective Actions

Instrument is not powered _ _ _
P Check the power switch and the instrument switch

Power supply on
Fuse is damaged Replace the fuse (see "Fuse" on page 38).

Check if all manual clamps are open

Ensure that the input and output containers are
connected to the correct fluid tubing on the
disposables

Reduced flow or

excessive pressure drop Check if tube connectors are open

Check the pump tubing for condition and correct
placement on the pump roller

Peristaltic pump Check for feasible circuit, and correct pinch

valve open circuit

Check the instrument status

Check the power switch and the instrument switch.

Pump not rotating In the event of a power failure, check for obstruction
by foreign objects inside the peristaltic pump

Contact the service representative of Cellbri

Contact the service representative of Cellbri

Centrifuge not rotating |1 the event of a power failure, check for obstruction
by objects inside the centrifugal chamber

Centrifugation noise Contact the service representative of Cellbri

trif
Centrifuge Check if the centrifugal chamber is correctly

installed

Centrifugation imbalance |Check if the centrifugal chamber is filled with liquid
and free of leaks

Check if the workbench is stable
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Components

Fault

Corrective Actions

Centrifugal chamber

Centrifugal chamber lid
cannot be unlocked

Check if the open lid button has been pressed
Check if objects are obstructing the rotational
position.
Note: Instructions on how to manually open the lid to
retrieve the disposable toolset or perform
maintenance can be found on page 37 under “Power

lid Off and Open Lid”
Press the centrifugal chamber lid down completely
Centrifugal chamber lid Check if the "Disposable” kit has been correctly
cannnot be locked loaded with the tubes retained in the tube track
Check for obstructions
Perform the disposable kit loading/unloading
Valve not fully closed sequence multiple times (see "Disposables
Installation™ on page 23)
pinch valve ] ]
Slow valve closure Replace the disposable kit and check performance
Loud noise during valve i i
Replace the disposable kit and check performance
closure
Check if the hook is loose; tighten the hanger
Check if the hook-mounted weight exceeds the
Hanging rod Incorrect weighing weight limit

Check pump calibration
Check if there are no flow restrictions in the output
line

Note: Some faults can be corrected by restarting the instrument. To do this, turn off the instrument using the
power switch or power on/off switch on the back of the instrument, wait for 2 minutes, and then turn the
power on again as described in the Instrument Power “On” section in Chapter 3.
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Chapter 6 Compliance
Gentle Flex Pro instrument complies with the following standards:

1. IEC 61010: 2010+A1: 2016
2. IEC 61010-2-051: 2018
3. IEC 61010-2-081: 2019
4. 1EC 61010-2-010:2019
5. IEC 61010-2-020:2016
6. IEC 61326-1: 2020

7. RoHS, Directive 2011/65/EU

8. REACH Regulation (EC) 1907/2006
9. WEEE Directive 2012/19/EU

10. Toxic Substances Control Act

11. California Proposition 65

12. 21 CFR Part 11

13. FCC Part 15C
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Chapter 7 Safety Instructions

This chapter provides information on the process of initiating emergency shutdown and the consequences
of power outage.

Instrument Emergency Shutdown Events

The instrument will automatically cease running the protocol in the following situations:
® | oss of power

Humidity sensor detects liquid leakage in the centrifugal chamber area

Vibration sensor detects an imbalance

One of the pressure sensors detects sustained pressure exceeding a threshold

Internal errors can be detected in the centrifuge drive, pump drive, or valves

Welded or intermittent connection of safety relay contacts

Centrifugal chamber lid closing sensor opens

Centrifugal chamber lid locking sensor is incorrect

Emergency Procedures

Instrument emergency shutdown events are designed to ensure the safety of both the operator and the
instrument. Whenever possible, the instrument will issue warnings before triggering a shutdown event.

Emergency Shutdown

Use the power switch or disconnect the power supply to turn off the instrument.

—E

TR

T

Use the power switch or disconnect the power Press the stop button to immediately stop all
supply to turn off the instrument. instrument functions.
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Restart After Shutdown

Before restarting the Gentle Flex Pro instrument, ensure that the issues causing the shutdown have been
corrected. The instrument can now be restarted; refer to Chapter 3, "Basic Instrument Operations”.

Protocol Recovery Process

Once the conditions leading to a failure have been resolved, specific protocol steps can be followed to
restart the protocol.

Note: Unless the closed fluid system is breached, the battery will be retained within the system and may
potentially recover.

In the manufacturing cases where there is an external run history monitor, you can initiate a qualified
protocol in the program at the point where the shutdown trigger event occurred. If this is not possible, manual
intervention may be required to relocate the cell-containing fluid to a known bag and execute a custom protocol
to recover the cells.

If there is no power or the instrument cannot be used, refer to page 37 for instructions on manually opening
the centrifugal chamber lid for disassembly of the disposable kit and manual handling or transfer to another
instrument.

Warnings and Precautions

AWarning

»  Gentle Flex Pro can generate a liquid pressure of up to 400 kPa at maximum flow.

Restricted users are responsible for ensuring that the volume of liquid pumped into any connected
container does not exceed the rated volume of that container. Users should conduct a risk analysis based
on the configuration of the connected container or equipment and the protocol they are using.

»  The Gentle Flex Pro system should only be operated by well-trained personnel. Users are responsible
for ensuring that they have read and understood the user guide.

* If the Gentle Flex Pro system is not used by the method specified by Shenzhen Cellbri Bio-Innovation
Technology Co., Ltd., the protection provided by the equipment may be compromised.

*  Users must check if the instrument and components are in safe operating conditions before use.

e Shenzhen Cellbri Bio-Innovation Technology Co., Ltd. is not responsible for any harms or damages
resulting from the use of the Gentle Flex Pro system that does not comply with the user guide
requirements.

* Always use appropriate personal protective equipment (PPE) when operating the instrument or
performing maintenance activities.

* The Gentle Flex Pro instrument is not approved for use with flammable or explosive materials or
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materials that can cause hazardous chemical reactions.

»  The Gentle Flex Pro instrument is not approved for use in potentially explosive atmospheres.

* Do not exceed the operating limits specified in this document and on the system labels. Operating beyond
these limits may damage the equipment.

*  These sterile disposables are intended to be part of a bio-restraint system but should not be relied upon
as the sole means of protection for users and the environment when handling pathogenic
microorganisms.

» Do not use the Gentle Flex Pro instrument when the kit cannot work properly or has suffered any damage.

»  Caution should be exercised when assembling and loading the kit, connecting input container, and
collecting liquid.

»  Process samples, unload packages, disconnect and handle output materials, as well as process the
components and parts used with care. When operating or interacting with the Gentle Flex Pro instrument,
always use appropriate personal protective equipment.

»  Before maintenance or service by Shenzhen Cellbri Bio-Innovation Technology Co., Ltd. or approved
representatives, including returning the instrument, the system owner must first clean and purify the
system and provide documentation for confirmation.

» Before using any cleaning or decontamination methods other than those recommended by the
manufacturer, users should consult with Shenzhen Cellbri Bio-Innovation Technology Co., Ltd. to
ensure that the proposed methods will not damage the equipment.

Considerations

A Caution

*  The Gentle Flex Pro instrument should be used exclusively with disposable cell processing Kits. The Kits
are for one-time use only and should be used within the specified expiration date. Users are responsible
for the proper storage, handling, and disposal of the disposable kits.

» If you have any questions about Gentle Flex Pro usage, please contact Cellbri.

49
CellBri Gentle Flex Pro High Throughput Multi-Functional Fully Enclosed Automated Cell Processing System



Annex A Safety

A Warning! General safety. Failure to use the product with the method as described in this manual may

result in personal injury or damage to the equipment. Ensure that anyone using this product is familiar with

general laboratory safety regulations and the safety information provided in this document.

»  Before using the instrument or equipment, read and understand the safety information provided in the
manufacturer's user documentation for the instrument or equipment.

» Before handling chemicals, read and understand all applicable Safety Data Sheets (SDS) and use
appropriate personal protective equipment (gloves, lab coats, safety goggles, etc.).

Symbols on this Instrument

Symbols that may warn of potential hazards or convey important safety information may be found on the
instrument. In this document, hazard symbols are used with one of the following user caution words.
e Caution! - indicates potential hazardous situations that, if not avoided, could result in minor or moderate
injury. It may also be used to caution against unsafe practices.
 Warning! - indicates a potential hazardous situation that, if not avoided, could result in serious injury.
« Danger! - indicates an urgent hazardous situation that, if not avoided, could result in serious injury.

Standard Safety Symbols

Symbols and descriptions

Risk of hazard! For more safety information, please refer to the safety manual.

Risk of electrical shock.

Potential biological hazard.

Indicates compliance with WEEE Directive 2012/19/EU.

Warning! Dispose of electronic waste properly to minimize negative impact on
environment; do not dispose of electronic waste in unsorted municipal waste. Comply
with local city waste regulations for proper disposal.

Provide and contact customer service for information on disposal options and
responsibilities.

| 3

Control and Connection Symbols
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Symbols and descriptions

On (Power On)

Off (Power Off)

@ Protective conductor terminal (main ground)

Alternating current

Instrument Label Symbols

Symbols and descriptions

SN Serial number

Date of manufacture

Consult instructions for use

Address

No pushing (when the device is running)

No sitting or lying

No stepping

No tilting more than 10°

Follow the instructions for use

0@ ®®: L ¢

Safety Information for Components Not Manufactured by Shenzhen

Cellbri Bio-Innovation Technology Co., Ltd.

Some of the accessories provided as part of the instrument system are not designed or manufactured by
Shenzhen Cellbri Bio-Innovation Technology Co., Ltd. For information on the safe use of these products,
please refer to the manufacturer's documentation.

Instrument Safety
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A Caution! Do not dismantle the instrument protective cover. Disassembling the protective instrument
panel or disabling interlocks may result in serious danger, including but not limited to severe electric shock
or breakage.

A Caution! Solvents and pressurized liquids. When using any pressurized liquids, wear protective

eyewear. Exercise caution when using any polymer tubes with pressure:

» If you are using flammable solvents, extinguish any nearby flames.

* Do not use polymer tubes with severe stress or kinking.

* Do not use polymer disposable chamber with tetrahydrofuran or acids and sulfuric acid.

* Note that dichloromethane and dimethyl sulfoxide may cause polymer infusion tubing to swell and
significantly reduce burst pressure.

* Note that high solvent flow rates (above 40mL/min) may generate static charges on the tubing surface
and may lead to electrical sparks.

A If the centrifugal sample is known to be toxic, radioactive, or contaminated with pathogens that are
harmful to the human body, it is necessary to conduct experiments according to the corresponding operating
procedures for biological risks and radioactive substances; After the experiment is completed, it is necessary to
wait for 5 minutes to confirm that there is no obvious contamination inside the centrifuge chamber before
opening the centrifuge chamber cover. If the contamination is obvious, it should be cleaned according to the
corresponding operating procedures for biological risks and radioactive substances before determining the
usability of the equipment,

It is prohibited to use flammable or explosive materials inside the centrifugal chamber, and materials that react with

PVC pipes or centrifugal cups are also prohibited.

A Caution! Do not lean on the instrument. Do not exceed 11.8 inches (300mm) for any operation-related

reasons on the instrument. Do not place any potential hazardous materials within 11.8 inches (300mm) of the
instrument.The equipment must be placed in a ventilated and dry environment (see page 8)

Body Injury

A Caution! Moving and lifting injuries. The instrument can only be moved and positioned by personnel
or suppliers specified in the applicable site preparation guide.
Improper lifting could lead to back pain and permanent injury. Considerations before lifting or moving
the instrument or accessories:
»  Depending on the weight, moving or lifting may require two or more people.
* If you decide to move the instrument after installation, do not attempt to do so without assistance from
others and the use of proper moving equipment.
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*  When moving the instrument along with the cart, do not push the main unit; grasp the cart handle for
pushing and pulling.

»  Ensure that you can safely and comfortably grip the instrument or accessories.

»  Ensure that the path from object to moving object is clear of obstacles.

* Do not lift an object and twist your torso at the same time. Keep a good neutral position when lifting
with both legs.

»  Participants should coordinate lifting and moving intentions when lifting and handling.

»  For smaller packages, do not lift objects out of the box; tilt the box carefully, keep it steady, and have
others slide the objects out of the box.

Electrical Safety

A Warning! Fuse installation. Before installing the instrument, confirm that the fuse is correctly

installed, and the fuse voltage matches the power supply voltage. Only replace fuses with the type and rating
specified for the protective device. Improper fuse can damage the instrument's wiring system and cause fires.

A Warning! Ensure proper power supply. To ensure the safe operation of the instrument:

*  Plug the system into a properly grounded outlet with sufficient current capacity.

* To avoid the risk of electric shock, this equipment must be connected to a mains supply with protective
grounding.

*  Ensure the voltage of the power supply is appropriate.

» Do not operate the instrument when the grounding device is disconnected. Proper grounding continuity
is required for safe operation.

A Warning! Instrument protective bonding. To ensure the safe operation of the instrument, periodically
inspect the grounding continuity of the instrument's base, front panel, and bag hanger.

A Warning! Power cord. Use a correctly configured and approved cord for power supply to your
instrument.

A Warning! Disconnect power supply. To completely disconnect power supply, either disconnect or
unplug the power cord, or position the instrument to come near the power cord.

Cleaning and Purification

A Caution! Cleaning and contamination. Use only the cleaning and decontamination methods specified

in the manufacturer's user documentation. Operators (or other responsible individuals) are responsible for
ensuring the following requirements are met:

53
CellBri Gentle Flex Pro High Throughput Multi-Functional Fully Enclosed Automated Cell Processing System



* Do not use cleaning or decontaminating agents that may react with equipment components or materials
contained in the equipment. Using such agents may cause hazardous situations.

* If hazardous substances spill onto the instrument and/or during instrument maintenance or service,
replacement, disposal, or loan return, request decontamination forms from the customer service.

» Before using any cleaning or decontamination methods (except those recommended by the
manufacturer), confirm with the manufacturer that the suggested method will not damage the equipment.

Electromagnetic Compatibility (EMC) Standards

The design and manufacture of the instrument comply with the following standards and requirements
regarding electromagnetic compatibility.

* Itis recommended to assess the electromagnetic environment before using the instrument, and users are
responsible for ensuring the instrument's EMC environment to enable proper operation.

e This instrument should not be used adjacent to or stacked with other equipment and that if adjacent or
stacked use is necessary, the equipment or system should be observed to verify normal operation in the
configuration in which it will be used.

»  The use of accessories and cables other than those specified may result in increased emission or reduced
immunity of the instrument, except for accessories and cables sold by the manufacturer of the instrument
as spare parts for internal components.

» Do not use the instrument near strong radiation sources (e.g., unshielded RF sources) as it may interfere
with the instrument's proper operation.

* The instrument is susceptible to electromagnetic interference during operation, which may lead to
incorrect actions. Please do not use devices that emit strong electromagnetic waves while the instrument
IS running.

 The instrument emits electromagnetic waves during operation. Please do not install or use
electromagnetic-sensitive devices near the instrument.

Chemical Safety

A Warning! General chemical handling. To reduce hazards, ensure that laboratory personnel read and
adhere to the general safety guidelines provided for the use, storage, and disposal of chemical substances.
Refer to relevant SDS for specific precautions and instructions in the following situations:

» Before storing, handling, or using any chemicals or hazardous substances, read and understand the safety
data sheets (SDS) provided by the chemical manufacturer. To obtain SDS, see the "Documentation and
Support™ section in this document.

* Minimize contact with chemicals. Wear appropriate personal protective equipment, such as safety
goggles, gloves, or protective clothing, when handling chemicals.

* Minimize inhalation of chemicals whenever possible. Do not open chemical containers. Only use adequate
ventilation equipment, such as a ventilation hood.

» Periodically check for chemical leaks. In case of a leak, follow the manufacturer's recommended cleanup
procedures as outlined in the SDS.

» Dispose of the chemical waste in the ventilation hood.

» Ensure the use of primary and secondary waste containers. (Primary waste container holds direct waste,
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while the secondary container contains leaks or spills from the primary container. Both containers must
be compatible with the waste and comply with federal, state, and local container storage requirements.)

» After emptying waste containers, seal them with provided lids.

» Describe (analyze when necessary) the waste generated from specific applications, reagents, and
substrates that you used in laboratory.

» Ensure that waste is stored, transferred, transported, and disposed of in compliance with all local,
state/provincial, and/or national regulations.

» Warning! Radioactive or biohazardous substances may require special handling and may apply to disposal
restrictions.

A Warning! Hazardous waste (from the instrument). The waste generated by this instrument has
potential hazards. Follow the guidelines mentioned in the general chemical handling warnings above.

Biological Hazard Safety

A Warning! Potential biological hazard. Depending on the samples used on the instrument, its surface

may be considered as a potential biohazardous substance. When handling biohazardous substances,
appropriate decontamination methods should be used.

A Warning! Biological hazard. Human and animal tissues, body fluids, infectious pathogens, and blood,

among other biological samples, have the potential to transmit diseases.

Conduct all work within facilities equipped with proper safety equipment (such as physical protective

equipment). Safety equipment may also include personal protective items such as gloves, lab coats, gowns,

shoe covers, boots, respirators, face shields, safety goggles, or eyewear. Personnel should receive training

according to applicable regulations and company/organization requirements before working with potentially

biohazardous materials.

Adhere to all relevant local, state/provincial, and/or national regulations. The following references provide

general guidelines for handling biological samples in a laboratory environment:

 U.S. Department of Health and Human Services, Biosafety in Microbiological and Biomedical
Laboratories (BMBL), 5th Edition, HHS Publication No.1. (CDC) Revision in November 20009.
Available at: https://www.cdc.gov/labs/pdf/CDC-BiosafetymicrobiologicalBiomedicalLaborator ies-
2009P.pdf

*  World Health Organization, Laboratory Biosafety Manual, 3rd Edition, WHO/CDS/CSR/LY0/2004.11.
Available at: www.who.int/csr/resources/publications/biosafety/Biosafety 7.pdf

Warning message

A This device complies with Part 15 of the FCC Rules. Operation is subject to the following two
conditions: (1) this device may not cause harmful interference, and (2) this device must accept any
interference received, including interference that may cause undesired operation.
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Caution: Changes or modifications not expressly approved by the party responsible for compliance could

void the user’s authority to operate the equipment.

Note: This equipment has been tested and found to comply with the limits for a Class B digital device,
pursuant to Part 15 of the FCC Rules. These limits are designed to provide reasonable protection against
harmful interference in a residential installation. This equipment generates, uses and can radiate radio
frequency energy and, if not installed and used in accordance with the instructions, may cause harmful
interference to radio communications. However, there is no guarantee that interference will not occur in a
particular installation.

If this equipment does cause harmful interference to radio or television reception, which can be determined
by turning the equipment off and on, the user is encouraged to try to correct the interference by one or more
of the following measures:

-- Reorient or relocate the receiving antenna.

-- Increase the separation between the equipment and receiver.

-- Connect the equipment into an outlet on a circuit different from that to which the receiver is connected.

-- Consult the dealer or an experienced radio/TV technician for help.

RF Exposure Compliance

This equipment complies with FCC radiation exposure limits set forth for an uncontrolled environment.
This transmitter must not be co-located or operating in conjunction with any other antenna or transmitter.
This equipment should be installed and operated with minimum distance 20cm between the radiator and
your body.
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Annex B Documentation and Support

Customer and Technical Support

Please visit www.cellbri.com for the latest service and support information.
*  Global Contact Phone Number

e Product Support Information

—  Frequently Asked Questions (FAQSs)

— Software, Patches, and Updates

— Training for Various Applications and Instruments
e Order and Web Support

e Product Documentation

—  User Guides, Manuals and Protocols

—  Certificate of Analysis

— Safety Data Sheets (SDS; also known as MSDS)

Note: For SDS of reagents and chemicals from other manufacturers, please contact the respective
manufacturer.
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http://www.cellbri.com/

Shenzhen Cellbri Bio-Innovation Technology Co., Ltd.

© 2-6/F, Block 3A, Hengtaiyu Building, Fenghuang Street, Guangming District, Shenzhen, China.
QO  Tel.: 0755-27106806

© marketing@cellbri.com
Official Account of Cellbri

Co-fusion, co-creation, and sharing, be a partner in customer growth
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