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iCHIROPRO, CHIROPRO L AND CHIROPRO
ACCESSORIES

4.

Irrigation lines

Set of 10 sterile, single-use irrigation lines.

For iChiropro, Chiropro L and Chiropro control units,
flow rate adjustable from 30-150 ml/min.

Ref. 1500984-010

Kirschner/Meyer irrigation lines

Set of 10 sterile single-use Kirschner/Meyer irrigation lines
for iChiropro, Chiropro L and Chiropro control units,

with a flow rate of 30 to 150 ml/min.

Ref. 1501635-010

Irrigation line clips

Set of 10 clips for iChiropro, Chiropro L and Chiropro
irrigation lines.

Ref. 1303711-010

Sterile protective film
Set of 10 sterile single-use protective fiims for iPad.
Ref. 1501746-010

iPad is a trademark of Apple Inc., registered in the USA and other countries
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6 Installation

Installation
Huse A. CHIROPRO L may be positioned on a table, on a trolley or another
[ ezl | surface, but in no case on the floor.
Power plug (B is the device for disconnection in case of problems,
ON/OFF and it must be easily accessible at all times.
B. The fuse box may be opened with a screwdriver .
100 - 240 Vac = fuse T-4.0 A L 250 VAC REF 1301560-010
Plug
C. The apparatus is powered by your line voltage (100/115/230 Vac).
fig. 1 Connect the power cable to the plug fig. 1.
D. Connect the pedal cable to the output provided on the rear panel,
guiding the connector and plug by means of the index pin on the
connector fig. 2.
= K
Y - _ ,
‘ A Do not raise the pedal using the connection cable.
l\

E. Connect the MX-LED CHIROPRO micromotor cable to the motor output,
guiding the connector and plug by means of the index pin and red dot
on the connector fig. 3.

fig. 3
F. Align and attach the bracket to the housing provided on the console’s
rear and suspend the flask or bottle fig. 4.
fig. 4 4
Distributed by : . . o . . . .
Bien.Air G. Check the packaging integrity, as well as the expiration date of the irriga-
.~ tion line.
Cingonese 80 . . . . :
izt S Only lines supplied by Bien-Air Dental ensure trouble-free operation.
o S s o dempurn, UE These lines are sterile and for single use. Re-use may result in microbio-
Veérifier I'intégrité de I'emballage avant usage . . . .
[REF] 1500984-001 logical contamination of the patient.
TUBING SET FOR PERTALTIC PUMP SET 1 TUBI PER POWPA PERISTALTIGA
ety :

Do ot use if packaging is damaged. Non usare se la confezione non & integra.
SCHLAUCHSET FUR PERISTALTIKPUMPE TUBO PARA BOMBA PERISTALTICA
0. A Tubo mono uso.

Nicht verwenden, wenn Utilizar

Rx Only & Anaami
d EMP - Parc d'ﬂmlvlmNnas - 83870 SIGNES (France)

*

fig. 5
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6 Installation

fig. 6

fig. 7

fig. 8

REF 1303711-010

fig. 9

Stopping procedure

H. Remove the single-use sterile irrigation line from its pouch.

4.

Fitting on the spray tube
I. Connect the flexible hose of the irrigation line to the spray tube of the
handpiece or contra-angle fig. 7.

Installation on the peristaltic pump
J. Install the plastic cassette in the peristaltic pump.
Check that the cassette is clipped correctly.
Close the pump lid, fig. 8.
If there is resistance to closing, open the lid again and check the correct
positioning of the cassette.

A ‘Warning!

Do not run the pump while the lid is open.

@ Danger of pinching!

K. Perforate the cap of the physiological liquid flask with the pointed end
of the irrigation line after removing the protective cap.

L. Attach the irrigation line on the motor cable using the attachment collars
REF 1303711-010 fig. 9.

The device can be safely stopped using the main switch (16)
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ZERTIFIKAT « CERTIFICATE
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EU Quality Management System Certificate (MDR)

Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapters | and Ill
(Class lla and Class IIb Devices)

No. G10 065560 0004 Rev. 02

Manufacturer: Bien-Air Dental SA
Langgasse 60
2504 Biel/Bienne
SWITZERLAND

SRN Manufacturer - CH-MF-000014661

Authorized Bien-Air Europe Sarl
. 19-21 rue du 8 mai 1945, 94110 Arcueil, FRANCE
Representative:

The Certification Body of TUV SUD Product Service GmbH certifies that the manufacturer has
established, documented and implemented a quality management system as described in Article
10 (9) of the Regulation (EU) 2017/745 on medical devices. Details on device categories covered
by the quality management system are described on the following page(s). The Report referenced
below summarises the result of the assessment and includes reference to relevant CS, harmonized
standards and test reports. The conformity assessment has been carried out according to Annex IX
Chapter | and Il of this regulation with a positive result.

The guality management system assessment was accompanied by the assessment of technical
documentation for devices selected on a representative basis.

The certified quality management system is subject to periodical surveillance by TUV SUD Product
Service GmbH. The surveillance assessment shall also include an assessment of the technical
documentation for the device or devices concerned on the basis of further representative samples. All
applicable requirements of the Testing, Certification, Validation and Verification Regulations TUV
SUD Group have to be complied with.

For details and certificate validity see: www.tuvsud.com/ps-cert?q=cert:G10 065560 0004 Rev. 02

Report No.: 713329222
Preceding Certificate No.: G10 065560 0004 Rev. 01
Valid from: 2024-03-07
Valid until: 2026-01-31
Date of Initial Issuance: 2021-02-01

Christoph Dicks
Issue date: 2024-03-07 Head of Certification/Notified Body

Page 1 of 2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH + Certification Body + RidlerstraRe 65 * 80339 Munich « Germany m"
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EU Quality Management System Certificate (MDR)
Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapters | and Il
(Class lla and Class IIb Devices)
No. G10 065560 0004 Rev. 02
Classification: Class lla
Device Group: Z121101 - INSTRUMENTS FOR DENTAL TREATMENT UNITS

Intended Purpose: -

The validity of this certificate - none -
depends on conditions and/or
is limited to the following:

Revision History:

Rev. Dated Report Description
00 2021-02-01 713183920 -
01 2021-12-15 713217540/713208020

02 2024-03-07 713329222 Amended: Editorial change of
authorized representative
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Page 2 of 2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123
TUV SUD Product Service GmbH + Certification Body « Ridlerstrale 65 + 80339 Munich + Germany Tug“
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