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1. INTENDED USE

IMPORTANT:
Read the instructions carefully prior to use

The IntelliPlex™ Calibration Kit is designed to calibrate
the output fluorescence signal of the analyzers. Based on
8 concentrations of solid phase reference signals, the
algorithm embedded in DeXipher™ will use linear
regression to calibrate the Median Fluorescent Intensity
(MFI1) output within the defined range.

2. INTRODUCTION

Fluorescent dye is embedded in a porogen free block
polymer. The polymerization reaction is carried out in
wells of a 96-well plate so that the resulting polymers are
fitted inside the well, creating a solid, stable block that
stably molded in the well. Since the fluorescent is located
in a solid, dry environment, making it very stable with
long shelf life. This product is expected to be re-usable
and, once calibrated by a reference fluorescent standard,
be used as a long term QC tool for any fluorescence plate
reader. The coefficient of variation (CV) of the calibration
could be less than 5%.

Software can automatically identify the kit and the wells
with different concentration based on the lot number.
There is no need to enter concentration or kit info in user
interface (Ul).
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3. WARNINGS AND PRECAUTIONS

e Forin-vitro diagnostic use.

e This assay kit should be used by qualified laboratory
personnel only.

e Do not use a kit past its expiration date.

e Do not attempt to fill reference standard well with
any liquid solution.

e Store the kit and the plate in the dark at 15-35°C
according to the product label and instructions.

e Wear powderless gloves and do not touch and make
any markings on the bottom of the plate at any time,
as fingerprints and markings would interfere with
decoding and signal acquisition.

e General laboratory precautions should be taken:

- Do not pipette by mouth.
- Wear (e.g.,
powderless gloves and laboratory coats) and eye

protective clothing disposable
protection.
- Do not eat, drink or smoke in the laboratory.
- Wash hands thoroughly after handling samples
and reagents.
e Safety Data Sheets (SDS) are available upon request
from PlexBio Customer Service.

4. KIT COMPONENT OVERVIEW

The IntelliPlex Calibration Kit contains one 96-well plate
and one user manual. The column 6 and 7 indicate the
MFI output from high to low. Each column is replications
of the reference signal. The column 1 and 2 are used to
control and identify the serial number of the calibration
kit through the software automated recognition.

5. MATERIALS AND EQUIPMENT REQUIRED BUT
NOT SUPPLIED

e Disposable gloves, powder-less

PlexBio 100 Fluorescent Analyzer (PlexBio; Cat. No.
80000)

6. STORAGE, STABILITY AND TRANSPORTATION

The IntelliPlex Calibration Kit should be kept in the dark
at 15~35°C. The shipping temperature for the calibration
kit is under the room temperature. Do not use the
IntelliPlex Calibration Kit after the expiration date. The
plate is guaranteed up to the expiration date on the label

if handled and stored under the recommended
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conditions.

7. INSTRUMENT AND SOFTWARE
Instrument

Refer to the instrument user manual for complete
operation instructions.

Software Installation

NOTE before Assay Starts:
= Visit www.plexbio.com and download the IntelliPlex
Calibration Kit ENC file. Each kit will Have a unique ENC

file, so you will need to download a new ENC file each
time you purchase a kit. Make sure to select the ENC
file with the lot and serial number that correspond to

your kit.

1. Click on the button as shown below on the DeXipher
homepage.

&[8 Calibration

2.  Click on the button as shown below to import kit.

Import Enc File

Select the corresponding ENC file.

W

Open the ENC file to import into the software.

8. CALIBRATION PROCEDURE

Warning:
Read the instructions carefully and follow every step of the
assay protocol correctly.

1.  Place the plate on the Analyzer.

2. Click on the icon button as shown below for the signal
calibration.

Go to Calibrate

3. After the reading is done, calibration results will be
displayed on the right side.
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9. TROUBLESHOOTING

The troubleshooting guide listed below addresses
possible problem causes and solutions provided during
assay procedures.

Problem Possible Recommendations
Cause
Calibration | 1. Wrong ENC file. 1. Make sure the ENC

Fail file is imported
into DeXipher
which matches the
serial no. of the
kit.
2. The kit is expired. | 2. Make sure the kit
is not expired.
3. The instrument is | 3. Please contact

out of order. PlexBio Customer

Service.
10. SYMBOLS
Symbol | Explanation | Symbol Explanation
In-vitro -
diagnostic use Catalog number
Consult
@ Serial number E[i] instructions for
use
u Manufacturer 2 Use by Date
Temperature .
'H, limitation & Caution
Manufacture
&I Date Batch number
European European
C E Union EC | REP | Authorized
Conformity Representative

11. REFERENCES

Extending Linear Regression: Weighted Least Squares,
Heteroskedasticity, Local Polynomial Regression 36-350, Data
Mining 23 October 2009.
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Notice to User

The use of this product and the associated PlexBio
instrumentation is covered by one or more issued
(US10302640B2, US10436778B2, US10436776B2,
US9063044B2, US10019815B2) and pending US and
foreign patents owned by PlexBio Co., Ltd. The purchase
of this product includes nontransferable rights to use this
amount of the product to practice the methods
described therein. No general patent or other license of
any kind other than this specific right of use from
purchase is granted. Further information on purchasing
licenses for other applications can be obtained from
PlexBio Co., Ltd. 6F-1, No. 351, Yangguang St., Neihu
District, Taipei City 11491, Taiwan.

Trademarks

f

=PL=x30 nCcde ,DeXipher™, IntelliPlex™,

DigiPlex™, mCode™ , PlexBio™, are trademarks or
registered trademarks of PlexBio Co., Ltd. All other
product names and any registered and unregistered
trademarks mentioned are used for identification
purposes only and remain the exclusive property of their
respective owners.

Copyright
©2020 PlexBio Co., Ltd. All rights reserved.
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