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Marketing notification number: 13B2X00163303001

Item Description

Specifications

Item Description

External dimensions 106 mm (W) x 237 mm (D) x 185 mm (H)
Main unit Approximately. 1.05 k

weignt |t | Approximately. Lok
AC adapter 2504
Main unit 6V DC (allowable voltage + 10%)

Power supply  [-ormmmmemmmmmommneeeees N0wpa0y T

input -

P AC adapter (50 Hz/60 Hz, allowable voltage + 10%)
Current | Mainunit || Maimum. value: 2164
consumption | AC adapter Maximum. value: 0.33 A
Output current | AC adapter Maximum. value: 2.16 A

miniUSB cable: miniUSB 2.0
RS-232C cable
USB memory: USB 2.0/3.0

External interfaces

200 (once the count exceeds 200, data is

Patient data deleted starting from the oldest result)

200 (once the count exceeds 200, data is

0C sample data deleted starting from the oldest result)

50 (once the count exceeds 50, data is

0C device data deleted starting from the oldest result)

Data storage

K 50 (once the count exceeds 50, data is
capacity

Self-check result deleted starting from the oldest result)

50 (once the count exceeds 50, data is

Measuring item deleted starting from the oldest result)

100 (once the count exceeds 100, data is

Reagentlot data deleted starting from the oldest result)

4.3-inch color TFT LCD Touch Screen
15°C to 30°C

Screen display

Operating temperature range

Operating relative humidity 70% or less (without condensation)

Storage

/transport temperature range 10C o 45°C

Storage

N ) )
/transport relative humidity 70% or less (without condensation)

Installation category Il

Pollution level 2

Operation guarantee altitude 2,000 mor less

Indoor
Safety standards | IEC61010-1:2010 IEC61010-2-101:2015

Electromagnetic | |0g1396.1.9012 IEC61-326-2-6:2012
interference

Location of use

Compatible
standard

Operator ID 10
AC adapter (length: approximately. 330 cm) 1
Touch pen 1
Printer paper 2
Instruction manual 1
Package insert 1
Quick guide 1
Warranty Certificate 1

Optional Accessories (Sold Separately)

Product name Quantity/Remarks

OC device for Rapidpia series 1(with dedicated case)

RapidPIAD

POC Protein Analyzer

Rapidpia ll,

- Simple Operation

- Whole blood measurement
of plasma samples

Weight
Approximately. 1.05 kg

Features

Reaction Time of
Approximately. 10-15 minutes

Direct Analysis of Untreated
Whole Blood or Plasma

The type of blood collection tube that
must be used varies with the test.

. D-dimer cTnl
For fFN detection,
H-FABP D BNP h
PCT
fEN

cervicovaginal secretions
must be used.

Added functionality
v

Approximately. 10 minutes Approximately. 15 minutes

SHSY  Repigipg Y 4

SEKISUI

Monotest System Means
No Reagent Loss

Each device contains exactly
enough reagent for one test.

miniUSB cable for Rapidpia ll 1(length: approximately. 150 cm)
RS-232C cable for Rapidpia series

Mobile battery connection cable for Rapidpia Il

1(length: approximately. 150 cm)

1(length: approximately. 30 cm)
10 rolls/box

Printer paper for Rapidpia ll

Color Touch Screen

Operating instructions are
displayed on the screen

Built-in Barcode Scanner

Battery-Powered Option

In addition to operation with the AC
adapter power supply, the analyzer can
be powered using batteries. A mobile
battery connection cable is available as

For more information contact:

SEKISUI

SEKISUI MEDICAL CO., LTD.

1-3, Nihonbashi 2-chome, Chuo-ku, Tokyo 103-0027 JAPAN
E-mail: international@sekisui.com
Web: www.sekisuimedical.jp/english

“Rapidchip”, "Rapidpia" and all related logos are trademarks or registered trademarks of SEKISUI MEDICAL CO., LTD. in Japan and/or other countries.

(*) Manufacturing site
Hamamatsu Photonics K.K.

2208AR

SEKISUI MEDICAL CO., LTD.

an optional accessory.
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@ Analyzer Quality Control :

Simply place the QC device (sold separately)in the analyzer and confirm the
resultis within the required range. Please replace it once it has expired.

@ Test Device Lot Registration

Register the lot data by having the CAL code (included in the test cassette kit)
read by the built-in barcode scanner. Once registered, the test cassette lot
information is saved even after the analyzer is turned off.

© Select and Save a Variety of Patient & Sample Data

®Patient ID ®Measurementitem ®@Specimen type

1

The analyzer displays

the remaining time.

Press the blue RUN START key. Results are displayed
automatically once

they are ready.

Press the “PRINT" to print the
result from the built-in printer.

Press the “SEND" to send the test
result to the USB memory stick or
the PC to which the miniUSB cable or
RS-232C cable is connected.

Place the test cassette in the
analyzer. After selection of "RUN
MODE" (“ROUTINE" or “DILUTE")
and “SPECIMEN TYPE" ("BLOOD"
[=whole blood] or “PLASMA"),
add 120 pL of the sample.

Brain Natriuretic Peptide Kit Rapidchip BNP

Whole blood (EDTA-2Na, EDTA-2K) or

Sl plasma (EDTA-2K, EDTA-2Na) 120 uL_

Reaction time Approximately. 15 minutes

Product name

Rapidchip BNP
Dilution Buffer

‘ Package contents Storage and shelf life

1mL =10 29C t0 10°C,

10 to 800 pg/mL
If the analyzer displays “>800 pg/mL”, dilute the sample
with BNP dilution buffer for remeasurement.

Measurement range

Reference range <18.4 pg/mL"

20 test cassettes(Includes a CAL code for

FEELEIER COITEE Rapidpia Il and a CAL card for Rapidpia)

Siol el RENRIERE 2°C to 10°C, 12 months from the date of manufacture

Rapidchip BNP
Control

12 months from the
1vial x2 concentration | date of manufacture
for 0.5 mL

Fibrin Degradation Product Kit Rapidchip D-dimer

Whole blood (sodium citrate, heparin Li, and heparin Na) or

SRR RE plasma (sodium citrate, heparin Li, and heparin Na) 120 pL

Reaction time Approximately. 10 minutes

0.2to 15 yg/mL
If the analyzer displays “> 15 pg/mL", dilute the sample
with saline for remeasurement (Citrated whole blood only)

Measurement range

Reference range <1.0 yg/mL(DDU)?

20 test cassettes(Includes a CAL code for

PRI RN Rapidpia Il and a CAL card for Rapidpia)

Sitolgelo[se iR ey 2°C to 10°C, 12 months from the date of manufacture

Procalcitonin Kit Rapldchlp PCT

Whole blood (EDTA-2Na, EDTA-2K, heparin Li,
and heparin Na) or plasma (EDTA-2Na, EDTA-2K,
heparin Li, and heparin Na) 120 L

Sample type

Reaction time Approximately. 10 minutes

Measurement range 0.2to 10 yg/mL

Cut-off value for the differential diagnosis of
bacterial sepsis: 0.5 pg/mL

Cut-off value for the evaluation of the severity of
bacterial sepsis: 2.0 yug/mL %4

Reference range

20 test cassettes(Includes a CAL code for

FUEHTYE SETiEits Rapidpia Il and a CAL card for Rapidpia)

SIGIE O ERENEIER  2°C to 10°C, 12 months from the date of manufacture

Product name

Rapidchip D-dimer
Control

Product name

Rapidchip PCT Control

‘ Package contents Storage and shelf life

2°C to 10°C,
12 months from the
date of manufacture

1vial x 2 concentration
for 0.5 mL

Package contents Storage and shelf life

2°C to 10°C,
12 months from the
date of manufacture

1vial x 2 concentration
for 0.5 mL

Measurement range

Troponin Kit Rapldchip cTnl

Whole blood (EDTA-2Na, EDTA-2K, heparin Li,
and heparin Na) or plasma (EDTA-2Na, EDTA-2K,
heparin Li, and heparin Na) 120 pL

Sample type

Reaction time Approximately. 15 minutes

30.0t0 1,500 pg/mL

The cTnl concentration in the plasma of 109 healthy
subjects was measured, and the 98th percentile
value was 36.1 pg/mL. Since the reference range
may vary, it is recommended to set the reference
range at your own institution.®®?

Reference range

20 test cassettes(Includes a CAL code for

PRI BB T Rapidpia Il and a CAL card for Rapidpia)

ST EEN R EIEIERN 2°C to 10°C, 12 months from the date of manufacture

Product name Package contents Storage and shelf life

2°C to 8°C,
12 months from the
date of manufacture

1vial x 2 concentration

Rapidchip cTnl Control for 0.5 mL

Heart-type Fatty Acid-binding Protein Kit Rapldchlp H-FABP

Whole blood (EDTA-2Na, EDTA-2K, heparin Li,
and heparin Na) or plasma (EDTA-2Na, EDTA-2K,
heparin Li, and heparin Na) 120 pL

Sample type

Reaction time Approximately. 10 minutes

Measurement range 2.0to 160 ng/mL

Reference range <6.2ng/mL¥»Y

20 test cassettes(Includes a CAL code for

Package contents Rapidpia Il and a CAL card for Rapidpia)

Sitelefe[=lpe el i 2°C to 10°C, 12 months from the date of manufacture

Fibronectin Kit Rapldchlp fFN

Cervicovaginal secretions

(For sample collection, please use the dedicated swabs
included with the Rapidchip fFN Extraction Buffer (i).
A sample of 120 pL prepared according to the package
insert is used for detection.)

Sample type

SEEEEG RIS Approximately. 10 minutes

When the concentration of fetal fibronectin is less than
50.0 ng/mL, the test is negative.

When the concentration is 50.0 ng/mL or more, the test
is positive.’?

Criteria

Product name ‘ Package contents ‘ Storage and shelf life

2°C to10°C,
12 months from the
date of manufacture

Rapidchip H-FABP 1vial x 2 concentration
Control for 0.5 mL

Rapidchip fFN Extraction Buffer (i)

Product name Package contents ‘ Storage and shelf life

2°Cto 10°C,
24 months from the
date of manufacture

1vial x2 concentration

Rapidchip fFN Control x1.0mL




