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1 Symbols

1.1 Description of symbols used

Sym Description Sym Description
€ CE Marking with number of the notiyed & Geneal symbol for recovery/
0123 body. & recyclable.
Separate colection of electric and
O OFF (pover). E electronic equipment
‘ ON (paver). aaal Manufacturer.
= Fuse. 6 Lamp; lighting; ilumination.
~ Alternating current. w) Sound alerts.
CAUTION! hazat that could result in Warning: in accordance with federal
A light or moderate injury or damage to law (USA), this device is ory available
the device if the sakty instructions are ' for sale upon recommendation ty an
not correctly followed. accredited practitioner.
WARNING! hazat that could result in
A serious injury or damage to the device e CHA marking B Complies with s and
if the safety instructions are not - Canadian standads.
correctly followed.
Refer to instruction manual/booklet (
(%) https://dental .bienair.com/fr_ch/ [N Serial number.
support/download-center/ ).
Refer to instruction manual/booklet
[ (https://dental .bienair.com/fr_ch/ [REF Catalogue number
support/download-center/).
. . Authorized EC Rpresentative in the
Medical Device. European Community
-~ Keep avay from rain. — Variability in steps.
Data Matrix code ®r product
2} information including UDI (Unique (@) Protective earth (giound).
Device Identiyation).
Temperature limitation. 6 Equipotency
2] Atmospheric pressure limitation. o) Humidity limitation.



https://dental.bienair.com/fr_ch/support/download-center/
https://dental.bienair.com/fr_ch/support/download-center/
https://dental.bienair.com/fr_ch/support/download-center/
https://dental.bienair.com/fr_ch/support/download-center/

1.2 Description of symbols Dr iChiropro and iChiopro Surgery

accessories
Sym Description Sym Description
xcnex goEdl;/larkmg with number of the notiyed x Thermo washer disinfectable.
o Geneal symbol for recovery/
,
2 Expiration date. & recyclable.
) Do not leuse bl Separate colection of electric and

electronic equipment

Sterilized with Ethylene Oxyle.

Sterilizable in autoclave up to the
speciyc tempemture.

ﬁ Electrical safety. Applied part type B. o | Manufacturer.
[REF Catalogue number [sN_ Serial number.
7 Does not contain DEHP Lot Batch code.
CAUTION! hazat that could result in
light or moderate injury or damage to
@ Do not use if packge is damaged. A the device if the saéty instructions

are not correctly followed (on the bot
control label).
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2.1 ldentiycation

The ICHIRPRO ar tabletop devices alowing to

drive a dental micromotor by using a foot control,

under the guidance of an iRd as display,

connected to the main console via a docking
station. The swtem includes the iChiopro

console, with the bot control and the peristaltic

pump, and the associated softwre application

running on the iPad. The peristaltic pump inside
the console corveys the physiological liquid to the

surgical site via a disposable sterile irrigation line,
preventing liquid contamination. The softvare

application allows to control the operation

settings, such as the handpiece gear atio, bur

speed, toique \alue, irrigation pow, and motor

light intensity, which are all shown on the iPad

screen.

2.2 Intended use

iChiropro device is intended to be used in dental
ouces and hospitals for dental implantology and

oral surgery. The consoles ae designed to
operate a speciyc dental miciomotor that drives

dental handpieces ytted with appopriate tools to

cut hard and soft tissues in the mouth and to
screw dental implants.

2.3 Intended patient

population

The intended patient population of the iChapro

includes ary person visiting a dental prctitionersO
olce to receiw treatment in line with the

intended medial condition. Thee is no restriction

concerning subject age, ace, or culture. The
intended user is responsible to select the
adequate device 6r the patient according to the

speciyc clinical application.

2.4 Intended User

Product intended br professional use ony. Used
by dentists, dental pofessionals and oal
surgeons.

Identiycation & intended use

2.5 User ervironment
Professional health@are facility ervironment.

2.6 Intended medial
conditions

¥ Dental implantology is the teatment to
replace one or moe missing teeth.
¥ The main oml surgery treatments include:
impacted teeth etraction
wisdom teeth extraction
non salvageable deayed teeth
extraction
guided and notguided bone
regenemtion
apicoectony
osteotony
sequestrectomy
hemisection

2.7 Patient contra-indications

and warnings

No speciyc patient conta- indication, side eyect
nor warning exist for the device when it is used as
intended.

2.8 In case of acidents

If an accident occus, the device must not be used
until repairs have been completed ly a qualiyed,

authorized and trained technician in a epair

center. If any serious incident occus in relation to

the device, eport it to a competent authority of
your country, as wel as the manufacturer through

your regional distributor. Obsene relevant

national regulations for detailed procedures.

/N WARNING

Any use other than that for which this device is
intended is pohibited and may be dangepus.




3 User and patient saéty: WArnings &
Precautions of use

/N WARNING

The device must be used ¥ qualiyed dental
professionals in compliance with the curent legal
provisions concerning occupational sadty, health
and accident pevention measures, and these
instructions for use. In accodance with such
requirements, the opeators:

¥ Must only use devices that ae in perfect

¥

working order; in the eent of irregular
functioning, coolant failue, excessive
vibration, abnormal heating, unusual noise or
other signs that may indicate malfunction of
the device, the work must be stopped
immediately; in this ase, contact a epair
center that is appioved by Bien-Air Dental &\
and have the service pesonnel arry out
repair work.

Must ensure that the device is used ol for
the purpose br which it is intended, must
protect themseles, their patients and thid
parties from any danger.

Any modiycation of the medi@l device is
strictly forbidden.

To prevent any risk of electric shock, the
warnings below must be obsened:

/N WARNING

¥

¥

The iICHIRPFRO must be connected omlto a
supply main with a piotective earth.

Always ensure that there is no water under
the unit before switching it on.

All connectors must be dry bebre use.
Ensure the absence of esidual moisture due
to cleaning.

Newer simultaneously touch the patient and
the electrical connection of the unit The
system must newer be touched ly the
patient.

Newer attempt to open the device while it is
connected to the electrial mains.

The paver plug must be alvays easily
accessible as it mg be used or
disconnection in @se of poblems.

To prevent any risk of explosion, the
warnings below must be obsened:

/N WARNING

According to IEC 60601-1:2005+A12012/Anx&s
electriyed devices (motos, control units, couplers
and attachments), @n be sakly used in a medial
environment in which potentialy explosive or
pammable mixtures of anaesthetic substances
are delivered to the patient ony if:
¥ The distance between the motor and the
anaesthetic breathing circuit exceeds 25 cm.
¥ The motor is not used simultaneousl to the
administration of the anaesthetic substances
to the patient

To prevent any risk of bone overheating,
the warnings below must be obsened:

/N WARNING

¥ If the irrigation pump is used and egulated
by the iICHIRDPRD, verify that the pump is
working properly before starting the
treatment as wel as during the treatment.
The iICHI®PRO has neither been concead
for controlling the working status of the
pump nor for detecting possible failues of
the pump.

¥ There is no detection of empty pysiological
liquid pask. Aways check the content of the
pask before operating.

¥ Newer run the pump without the irrigation
line being secukely fastened.

To prevent any risk of infection, the
warnings below must be obsened:

/N WARNING

¥ To avoid any risk of contamination, ony
control the device via the dot control during
surgical procedures. Neer touch the device
during a clinical operation.

¥ Always replace the irrigation line after an
operation as they are single use ory.

¥ The cleaning pocedure deyned in ©10 must
be followed.

¥ Always refer to the accessories IFUdr
dedicated maintenance pocedure.

¥ Always ensure that the irrigation line
package is intact bebre use.



To prevent any risk of injury and/or
material damage the @utions below
must be obsened:

A\ caUuTION

¥ Newer connect a handpiece on a running
micromotor.

¥ Always check that the lid is not opened when
running the irrigation pump.

¥ Beware of the risk of pinching when closing
the irrigation valve.

¥ Always use Bien-Air Dental 8 accessories
or those recommended ly Bien-Air Dental
SA.

¥ Do not handle the iRd outside the touch
screen during clinial procedures.

To prevent any risk of injury (damage to
bone, teeth, tissue) the autions below
must be obsened:

/AN cauTION

¥ The predeyned settings contained in the
iChiropro are indicative only. Bien-Air Dental
SA cannot be held liable ér them.

¥ The predeyned torque and speed ®lues are
only intended as a guide. The diivalues
used must be adapted accating to the
implant manufacturer instructions. Aways
refer to the implant manufacturer
speciycations to set up the console settings.

¥ Always verify that the conygured parameters
correspond to yur medical application. The
predeyned paameters may be subject to
modiycation without notice.

To prevent any risk of adverse tissue
reaction, the @ution below must be
observed:

/AN cAUTION

¥ If the irrigation pump is used, ony} use
biocompatible irrigation line ecommended
by the manufacturer and refer to the
recommendation of the pump manufactuer.

To prevent any risk of motor overheating,
the cautions below must be obsened:

/N cAUTION

¥ Always ensure that both the @ble and the
motor are in good condition.

¥ Ensure that the micromotor hose is not bent

¥ Do not use iChiopro outside the enge of
operating temperature.

To prevent any wireless connection loss,
the cautions below must be obsened:

/N cAUTION

¥ Ensure that there are no obstructions, such
as clutter, furniture, or other items, between
the foot control and the console. Thedot
control and the console must avays be in
the same oom.

¥ The fot control emits a red signal when the
battery is low. In this @se, it is
recommended to complete the ongoing
operation and change the batteries befre
starting a new opeation.
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4 Electromagnetic Compatibility

To avoid any risk of electromagnetic interference that could ayect active implantable
medical devices, and sustainable lie devices, the warning below must be obsened:

/AN WARNING

¥ The device must not be placed in the vicinity (30cm) of other sustainableldevices.

¥ Dental professionals need to be ware of potential electomagnetic interference between
electronic dental devices and actig implantable medial devices and should akays inquire about
any devices implanted in the patient

¥ Use of this equipment adjacent to or staad with other equipment should be wided beause it
could result in improper opemtion. If such use is necessarythis equipment and the other
equipment should be obsered to \erify that they are opemting normally.

¥ The device is not intended to be used in the vicinity of Highel§uency sugical equipment

To avoid any risk of electromagnetic interference that could ayect the performance of
the device the warnings below must be obsened:

/A WARNING

¥ Since compliance with the international standat IEC 60601-1-2 does not guantee immunity
against 5G worldwide (due to the diyernt frequency bands used loally), avoid the presence of
devices equipped with 5G lwadband celular networks in the clinical environment or ensure that
the network functionality of these devices is disabled during the clira¢ procedure.

¥ Radio tansmitting equipment, celular phones, etc., should not be used in the immediate vicinity of
the device, since this could ayect its opation. Special pecautions should be talen when using
strong emission souces such as high-fequency sugical equipment and other similar devices, to
ensure that HF @bles are not routed abaove or near the device. If in doubhtplease contact a
gualiyed technician or Bien-Air

¥ Portable RF communiations equipment (including peripheals such as antenna ables and
external antennas) should be used no closer than 30 cm (12 inches) toyguart of the device,
including cables speciyed ly the manufactuter. Otherwise, degadation of the perbrmance of this
equipment could esult.

¥ The use of accessories, ansducers and ables other than those speciyed, with the xeeption of
transducers and @ables sold by Bien-Air, may result in increased emissions or deceased
immunity.

11



4.1 Electromagnetic coompatibility B emissions & immunity

Guidane and manufacturerOs declation B Electomagnetic emissions

The iChiopro is intended for use in the electomagnetic ervironment speciyed belav. The customer
or the user of the iChiopro and iChiopro Surgery must ensure that it is actually used in such an

environment.

Emissions test

Compliance

Electromagnetic ervironment -
guidance

RF emissions Group 1 The iChiopro and iChiopro Surgery uses

CISPR11 RF enegy for its internal operation only.
Therefore, its RF emissions ae very low
and are not likely to cause ary interference
in nearby electronic equipment

RF emissions Class B The iChiopro and iChiopro Surgery is

CISPR11 suitable for use in any building, including
residential buildings and those diectly

Harmonic emissions Not applicable connected to the public lav-voltage pover

IEC 61000-3-2 supply network that supplies buildings used
for residential purposes.

Emissions due to wltage Not appli@ble

puctuations (picker) IEC

61000-3-3

12




Guidane and manufactuerOs declation B Electomagnetic immunity

The iChiopro is intended r use in the electomagnetic environment speciyed belav. The customer or
the user of the iChibpro must ensute that it is actualy used in such an ewironment.

Immunity test

IEC 60601 test
level

Compliance leel

Electromagnetic ervironment
- guidance

Electrostatic dischamge

+8 kV contact

+8 kV contact

Floors should be wood, concete

(ESD) +2 kV air +2 kV air or ceramic tile. If poors are
IEC 61000-4-2 +4 kV air +4 kV air covered with synthetic material,
+8 kV air +8 kV air the relative humidity should be
+15 kV air +15 kV air at least 30%.
Electrical fast transient/burst +2 kV for power 2 kV for power Mains paver quality should be
IEC 61000-4-4 supply lines supply lines that of a commercial or hospital
+1 kV br other lines +* kV for lines no environment
input/output

Surge
IEC 61000-4-5

+0.5 kV line to line
+1 kV line to line
+0.5 kV line to earth
+1 kV line to earth
+2 kV line to earth

+0.5 kV line to line
+1 kV line to line
+0.5 kV line to earth
+1 kV line to earth
+2 kV line to earth

Mains power quality should be
that of a commercial or hospital
environment.

\oltage dips, short interruptions
and wltage variations on pover
supply

input lines

IEC 61000-4-11

0% UT or 0.5 cycle,
at 0j, 45j, 90;j,
135j, 180;j,
270i and 315;j
0% UT obr 1 cycle
and

70% UT or 25/30
cycles at Oj

0% UT or 250 cycles
at 0j

225j,

0% UT or 0.5 cycle,
at 0j, 45i, 90;j,
135, 180;j,
270i and 315;j
0% UT or 1 cycle
and

70% UT or 25/30
cycles at 0j

0% UT or 250 cycles
at Oj

225i,

Mains power quality should be
that of a commercial or hospital
environment. If the user of the
iChiropro requires continued
operation during mains power
interruptions, it is
recommended that the iChiopro
be powered from an
uninterruptible power supply or
a battery.

0,15MHzb 80MHz
80%AMat 1 kHz

0,15MHzb 80MHz
80%AMat 1 kHz

Magnetic yeld due to mains 30 A/m 30 A/m Magnetic yelds geneated by the
frequency (50/60 Hz) mains frequency should be at
IEC 61000-4-8 levels characteristic of a typical
location in a typical commercial
or hospital ervironment.
Conducted disturbances 3 VRMS 3 VRMS Field strengths from yxed RF
induced by RF yelds 0,15MHzbP 8aMHz | 0,15MHzD 8GVIHz | transmitters, as determined Ly
IEC 61000-4-6 6 VRMSin ISM bands 6 VRMSn ISM bands an e|ectromagnetic site Sur\eyl

should be less than the
compliance level in each
frequency mange. Intererence

may occur in the vicinity of
equipment marked with the
following symbol:

Q)
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Immunity test

IEC 60601 test
level

Compliance leel

Electromagnetic ervironment

Radiated RF EM yelds
IEC 61000-4-3

3V/m
80MHz- 2,7GHz
80% AMat 1 kHz

10V/m
80MHz- 3GHz
80%AMat 1 kHz

- guidance

Distance: 0.3 m

Minimum separation distance
shall be calculated by following
equation:

E=%0P

E= is the immunity test lewel in
[V/m]

d is the minimum separation in
[m]

P is the maximum paver in [W]

Proximity yelds from RF
wireless communiations
equipment IEC 61000-4-3

27 VIm
380-390MHz
50% PM 18Hz

27 VIm
380-390MHz
50% PM 18Hz

28V/m
430-470MHz
FM +/- 5kHz
Deviation,

1kHz sine

9V/m
704-787MHz
50% PM 217 Hz

28V/m
430-470MHz
FM +/- 5kHz
Deviation,

1kHz sine

9V/m
704-787MHz
50% PM 217 Hz

28 V/m
800-960 MHz
50% PM 18Hz

28 V/Im
800-960 MHz
50% PM 18Hz

28 V/m
1700-1990 MHz
50% PM 217Hz

28 V/Im
1700-1990 MHz
50% PM 217Hz

28 VIm
2400-2570 MHz
50% PM 217 Hz

28 V/Im
2400-2570 MHz
50% PM 217 Hz

9V/m
5100-5800 MHz
50% PM 217Hz

9V/m
5100-5800 MHz
50% PM 217Hz

RF wireless equipment
maximum output power and
separation distance tested (at
30 cm):

TETRA 400: max1.8 W
GMRS 460 FRS 460: max 2
LTE band 13 and 17, max 0.2
GSM 800/900 max 2 W
TETRA 800 : max 2 W

iDEN 820: max 2 W

CDMA 850: max 2 W

LTE Band 5: max 2 W

GSM 1800/1900: max 2W
CDMA 1900: max 2 W

DEQ: max 2 W

LTE Band 1,3,4and 25: max 2 V/
UMTS: max 2W

Bluetooth: max 2W

WILAN 802.11b/g/n: max 2 W
RFID 2450:max 2W

LTE Band 7: max 2W

WLAN 802.11 a/n: max 0.2W
Interference may occur in the
vicinity of equipment marked
with the following symbol:

Q)

Proximity magnetic yelds
IEC 61000-4-39

30kHz/CW/ 8 A/Im
134.2kHz/PM
2.1kHz/65 A/m
13.56
50kHz /7.5 A/Im

MHz/PM

30kHz/CW/ 8 A/Im
134.2kHz/PM
2.1kHz/65 A/m
13.56
50kHz /7.5 A/m

MHz/PM

Note :Uris the AC mains wltage prior to the application of the test lewvel. Essential perbrmance per IEC 60601-1:
The essential perbrmance is to maintain in normal condition the visual luminous intensity of the LED at +30

and the motor speed with a maximum speed deviation at +10%.

%
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Field strengths from yxed transmitters, such as base stations ér radio (celular/cor dless) telephones
and land mobile radios, amateur radio, AM and FM adio broadcast and TV boadcast cannot be
predicted theortically with accuracy. To assess the electomagnetic ernvironment due to yxed RF
transmitters, an electomagnetic site surney should be consideed. If the measued yeld strength
in the location in which the iChiopro is used exceeds the appli@ble RF compliance leel above,
the iChiropro should be obsered to verify normal operation. If abnormal perbormance is obsened,
additional measules may be necessarysuch as eorienting or relocating the iChiopro.

15



5 Description

5.1 iChiropro system overview

FIG 1
(1) Peristaltic pump lid (9) Button to start/stop irrigation and to
(2) Foot control connector acknowledge high speed steps &rnings
(3) Adapter for (10) Button to reverse the rotation of the MX

micromotor
(5) Main switch (11) OPogramO button (Short @ss: next step.
Long press: next implant placement or net
(6) Fuse box surgery procedure)

(7) Mains connector (12) MXi micromotor connector
(8) MXi micromotor

(4) Bracket support

Note : The technial speciycations, illustrations and dimensions contained in these instructions &
given merely as an indiation. The/ may not give rise to any claim. The original language of those
instructions for use is English. for any further information, please contact Bien-Air Dental & at the
address given on the back coer.

16




5.2 Sets supplied
Set iChilbpro REF 1700439-001

Console iChiopro 1600784-001
MQOT MXi LED 1600755-001
FOQCTRL 1600631-001
Cable MX LED 1600606-001
Sterile protect yIm (2/pkg) 1501746-002
Irrigation line (10/pkg) 1500984-010

Set iChiopro CA REF 1700440-001

Designation REF number
Set iChiopro 1700439-001
CA 20:1 L Miav-Series 1600692-001

In the interests of clarity, only the iChiopro CA set (REF 1700440-001) iduistrated in these instructions
for use. Havever, the explanations appy to al other iChiropro and iChibpro Surgery sets.

Set iChiopro CA 20:1 L WL REF 1700892-001

Console iChiopro 1600784-001
MOT MXi LED 1600755-001
Wireless foot control + Dongle 1601192-001
Cable MX LED 1600606-001
Sterile protect yIm (2/pkg) 1501746-002
Irrigation line (10/pkg) 1500984-010
CA 20:1 L Miav-Series 1600692-001

Set iChiopro surgery REF 1700485-001*

Console iChiopro Surgery 1600883-001
Mot MXi LED 1600755-001
FOQCTRL 1600631-001
Cable MX LED 3m 1600881-001
Sterile protect ylm (2 pack) 1501746-002
Irrigation lines 3.5m (10/plg) 1501738-010

*Set is available in the U and Canada om



Set iChilopro Surgery HP REF 1700484-001*

Designation

Set iChilopro Surgery

REF number
1700485-001

PM 1:2

1600436-001

*Set available in the U and Canada oy

5.3 Options

Designation

Sterile protect yIm

REF number

1501746-010

Sterile protect yIm

1501746-002

Irrigation sys KM 20:1L (10/pk)

1501621-010

Bur Guads HP1:2 (100 PCES)

1501317-100

Irrigation line (10/pkg)

1500984-010

Irrigation line Chiopro L 3.5m (10/plg)

1501738-010

Irrigation line KM (10/plg)

1501635-001

Handpiece/ support holder

1301575-001

Fuse SPT ¢,5x20

1307312-010

iPad 10 adapter

1308761-001

iPad Air 5 adapter

1308964-001

Philips screwdriver

1305436-001

Irrigation clip

1303711-010
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5.4 Technical data

Dimensions L x W x H

iChiropro unit 242 x 244 x 102 mm
iChiropro unit (with bracket) 242 x 244 x 482 MM
Foot control 205 x 205 x 54 mm
Foot control (with handle) 205 x 205 x 144 mm
Wireless Foot control Width x Height x Depth (without hook) 206 x 180 x 60 mm/td>
Wireless Foot control Width x Height x Depth (with hook) 206 x 200 x 155 mm/td>
Motor cable (REF 1600606) L2.0m
Motor cable (REF 1600881) L3.0m
Foot control cable L29m
MXi LED micromotor 23 x84 mm

Weight
iChiropro unit 2.8 kg
Foot control (without handle and able) 8309
Wireless Foot control (without hook, two batteries included) 934 g
Foot control 87749
Bracket 115¢
Cable 105¢g

Electrical data

Electrical data

\oltage 100 B 240 ¥%C

Frequency 50-60 Hz




Operating mode

Opeiating mode

. ON: 5 MIN
Intermittent OFF: 40 MIN

Applied parts (per IEC 60601-1):

Applied parts
MXi LED miciomotor REF 1600755-001
Contra-angles (CA) & Staight handpieces (HP) SO 3964 compatible CA&HP

Degree of ingress protection (In acordance with IEC 60529)

Degree of ingress protection

IP 40

(Protection against insertion of
Unit objects larger than 1 mm and

dripping water (vertically falling

drops)).

IP X8

(Water  protection  against

Foot control continuous immersion at 1m or
more)
Wireless foot control IP X6
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Memory

Memory implantology mode:
¥ Storage of 8 uses;
¥ Storage of 30 implant manufactuers (userdeyned);
¥ Storage of 50 diyetent settings for each implant manufactuer (user deyned)
¥ storage of 12 steps per setting including adjustment of speed, tue, irrigation, ligjting and
handpiece of each step;
Storage of 8 implants per opeation in planned mode
30 minutes recording length per implant

K K

Interface Languages

French, German, English, Italian, SpanishpRuguese, Japanese, Russian and Chinese.
Bracket for physiological liquid pask

Stainless steel

Peristaltic pump

Peristaltic pump

Pump delivery From 30 to 150 ml/min. (5

levels)

L External ~ 5.60 mm
Irrigation line Internal ~2.40 mm
Wall thickness 1.60 mm

A\ cauTioN

The use of the syptem with other handpieces than those supplied § Bien-Air Dental SA has not been
validated/certiyed (performances \alues are not guamnteed in this @ase).

List of errors & Troubleshooting

See chapter "List of erors & Troubleshooting"

5.5 Classiycation

Classiycation

Class lla in accadance with Euopean Regulation (EU) 201/745 concerning medi@l devices.
Class 1 in accodance with American regulation to the Food & Drug Administration (FDA) concerning
medical devices.

Electric insulation class

Class | per IEC 60601-1 (appatus protected against electric shock).
Applied parts:
Type B applied parts in accatance with IEC 60601-1 standat.
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5.6 Performance

Performance REF 1600995

Motor speed egulation Accuracy * 5% in the speedange 100 - 40'000 rpm (*)
Motor torgue regulation ;I(';)rrcthltjjg adjustable fom 10% to 100% of the maximum
Maximum motor torque 5.2 (£5%) Ncm (*)
Maximum motor pover 130 (£10%) W (*)

Range adjustable 11 steps each 10% &m 0% to 100%

Max motor LED curent range of max current value

Power supply output limitation <300 W

5 lewels:

1 drop = 30ml/min

2 drops = 60ml/min
Irrigation pow

3 drops = 90ml/min

4 drops = 120ml/min

5 drops = 150ml/min

(*) Measuement realized in combination with motor MXi LED 1600755, conta-angle CA 20:1 L Miap
Series 1600692 and/or handpiece PML 1121 1600156. The maximum tpre is measured at 1000
rpm with irrigation stopped and it corresponds to a maximum toque of 80 Ncm at the otative tool
if the motor is combined with the contra-angle CA 20:1 L Mia Series 1600692. 2In accatance with
80601-2-60, no essential perbrmance is linked to this dental equipment According to IEC 60601-1-2,
essential performances are to maintain motor speed with a maximum speed deviation at £10% in a
highly electromagnetic disturbance ewnironment.

5.7 Operating conditions

Opemting conditions

N [+10iC; +35{C]
Temperature limit: [+50iF; +95;F]
Relative humidity range: [30%; 80%]
. T 700 hPa; 1060 hia
Atmospheric pressure limitation: %525 mmHg; 795 n}mHg]

/N caUTION
Do not use iChiopro outside the enge of opeating temperature.
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6 Installation

FIG 2 FIG 3 FIG 4 FIG5
FIG 6 FIG 7 FIG 8 FIG 9
FIG 10 FIG 11 FIG 12 FIG 13

23




6.1 Install the iChiropro app

A. Open the App Sta®©, tap the corresponding icon on the iBd.
B. Tap Search to ynd the iChippro application.
C.Install the iChiropro application designed ly Bien-Air Dental

Note : The iRad must be correctly connected to the Internet bedre the App Stoe © is opened; efer to
Apple's user guide ér appropriate use of the iRd.

6.2 Install the iChiropro system

A. If necessary use the Philips screwdriver to change the instaled iPad adaptetr

FIG1
Replace the iRad adapter with the desied one, pging attention not to force the adapter during insertion
to avoid damaging the connectar

Note : For a safe insertion of the iRad adapter onto the device, bafre reaching the end of the stoke,

slightly press the centre of the adapter tavards the device to align the connector with the hole povided

on the adapter itself Once the connector has dund the hole, then complete the insertion until the
adapter is fully engaged.

B. Place the iChiopro on a pat surface apable of bearing its weight

/N\ cAUTION
It may be positioned on a table, on adtley or any other surface but in no cicumstances on the poor
FIG 2

C.The fuse bax may be opened with a soewdriver.\ 100 - 240 VAC = fuse T4.0AH 250AC REF
1307312-010. © replace a fuse, see chapter O12.4g$es replacementO

D. Connect the paver cable (1) to the connector (2).

Note :The equipment is pavered by the mains paver supply (100 - 240 ¥c).

/N caUTION
The pawer plug is the device used or disconnection in @se of problems, it must always be easily
accessible at al times.

FIG3
E.Connect the pedal able to the output povided on the ear panel guiding the connector and plug ¥
means of the inde pin on the connector

/AN cauTION

Do not lift the pedal holding the connectionable.
To disconnect the pedal able, pul the cable soclet connector (1).
Do not pul the cable (2) without disconnecting the able soclet before.

If a wireless foot control is used, please dllow the IFU/Quick Start Guide RER2100443.

FIG4
F. Connect the MX micromotor cable to the motor output guiding the connector and plug yp means of
the index pin on the connector
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FIGS5
G Align and attach the backet to the housing povided on the ear of the console and suspend the
pask or bottle.

FIG 6
H.Check the pachkging integrity, as wel as the expiry date of the irrigation line on the label (1).

/AN WARNING

The medial device must be used ony with lines supplied by Bien-Air Dental to ensue trouble-free
operation. These lines ae sterile and for single use. Re-use may result in microbiological contamination
of the patient

I. Remove the single-use sterile irrigation line (2) fom its pouch.

FIG7
J. Connect the peaible hose of the irrigation line to the spay tube of the handpiece or cona-angle.

FIG8
K.Install the peristaltic cassette (1) in the peristaltic pump (2). Check that thassette is clipped
correctly.

FIG9
L. Close the pump lid (3). If theris resistance to closing, open the lid again and check the cent
positioning of the @ssette. When the lid is corctly closed, the user should hear a click sound.

/N\ cAUTION
Do not run the pump while the lid is open.

/AN WARNING
Risk of pinching!
FIG 10

M. Perforate the ap of the ptysiological liquid pask with the pointed end of the irrigation line after
removing the protective cap.

FIG11
N. Attach the irrigation line on the motor @ble using the attachment cdars (1) REF 1303711-010.

6.3 Installation of the iPad on the iChippro

O Remove the single-use sterile potection sheet br iPad from its pouch and stick it on the sazen.
Refer to the instructions on the back of the pouch.

FIG12
P. Connect the iRd to the iChippro by sliding it carefully along the adapter paying attention not to
force it to avoid damaging the connectar

Note :For certain iPad models battery saving options @an be activated in the iRad Settings. If this is the
case, battery chage lewel will be limited accodingly, and wil therefore not reach 100%.

6.4 On/oy procedure
The device @an be switched on and oy in complete saéty using the main switch on the iRd and
iChiropro.
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7 Interface overview

FIG1

7.1 iChiropro application

The iChibpro system can be opeated in two modes : implantology and @l surgery.

7.1.1  Compatibility

Please refer to www.bienair.com for updated iRad model compatibility
iPad models with USB-C connector @& compatible ony from application 2.6.1 ersion.
The user should potect iPad access with a stong passwold as described in the iRd user manual

7.1.2 Nomenclature

In the interest of clarity , in this manual, interface devices CiRdE and CiRd Air'E are referred to as
CiRadE.

7.2 Sound alerts

Sound alert Description

One short beep Activating irrigation, going to net step, and changing otation direction

Two short beeps Deactivating irrigation and changing ptation direction

One high-frequency Going to net implant placement or net surgery procedure

beep

One long beep Entering in implantology or sugery operative, going to yist step of operative
sequence

Alternate short beeps | Warning notiycations

Alternate medium beeps Micromotor REVERSE running indator

Alternate long beeps System failure notiycation

7.3 iPad and iChippro connection / disconnection conditions

7.3.3 Disconnection

If the iPad is disconnected, the iChimpro system is in standby mode (MXi micromotor stopped). The
iChiropro app remains accessible when the iRd is disconnected. The user is able to ndagate through
the application and also to modify/ceate his avn settings.

A\ cauTION

The iPad must newer be disconnected fom the iChiopro dental unit during opemtion! If the iPad is
disconnected during an opedation, the MX micromotor stops immediatel,.

7.3.4 Connection

The MXi micromotor can start only when the iPad is connected, and the appliation is in operative mode
(implantology or sugery).

/N caUTION
If the foot control is pressed bebre entering in opemtive mode, the MX micromotor will not start to run.
7.3.5 iChiropro unit switched ON

If the iChiopro app is running and the iRd is plugged to the iChimpro (switch ON):
¥ The iRad will charge up (ewen if the app is not running);
¥ The MXi micromotor can be opeated with the foot control (iChilopro app in opeative mode).
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FIG 1 FIG 2 FIG 3

8 Getting started

8.1 Back up data

Use iCloud to automatially back up your iChiropro application user-deyned settings (user pioyles,
implant brands, implant paameters and al operations data).

Refer to Apple's user guide ér appropriate use of the iRd, or iCloud.

8.2 Launch iChiopro app

FIG1

A. Make sure that the sound wlume on your iPad is ON and set to an apppriate level according to the
ambient noise of the oom:

¥ \blume down (3) and up (2).

B.Close al other applications as described in AppleOs user manual the speciyc ilrad model in order
not to disrupt the opeation:

C.Deactivate Auto-lock and al alerts. Refer to Apple's user guide ér appropriate use of the iRd.

D. Ensure that the latest appli@tion updates hare been instaled (see chapter "8.9.5 iChipro App
update™).

E.Tap the app icon (5) to launch the iChipro application.

/N\ cAUTION
If not using your iPad, press the Sleep/Wake button (1) to lock it
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8.3 Terms of service

FIG2

A. To ensure the appiopriate working of the iChiopro Dental unit make sure to only use your iChiropro
application with the iOS ersion validated by Bien-Air Dental

Refer to the current iOS \ersion of your device (1).

/A caUuTION

Do not update iOS unless itisecommended ty Bien-Air. See also chapter "11.1 Safty alert (operating)".

For more information go to the App Stoe © under "whaiOs new" of the selected appiition.
B. Tap OK(2) to acknavledge disclaimer message.

8.4 Welcome screen and disclaimer

A. When opening iChipro application for the yrst time, Terms of service must be alidated.

B.Make sure you accept Terms of service" ly sliding the cuisor (3) and tapping orl AGREKH4).
The Home page saen is displayed.

See chapter "8.5 Home page seen
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FIG 4 FIG 5
8.5 Home page sceen
FIG4

A.Tap (4) to open the Indrmation screen.
See chapter "8.10 Irdrmation” for details.

B.Tap (2) to create a new user poyle.
See chapter "8.6 (ate user poyle" for details.

C.Tap a thumbnail (5) or use the amwws (1 or 6) to select a user pyle.

D. Tap the proyle photo (7) to edit or emove a user pioyle.
See chapter "8.6Create user poyle" for details.

E.Tap (3) to \alidate the proyle choice.
The User page sceen is displayed.

FIG5
A. Tap IM(5) to enter the implantology mode.

See chapter "9.1 Enter implantology modebf details.
B.Tap SR(1) to enter the sugery mode.

See chapter "10.1 Enter sugery mode" br details.

Note :In the USA and Canada, the sugery mode is available only on the iChiopro Surgery unit (REF

1600883-001).

C.Tap Patients (2) to open the Btients list popup
See chapter "8.8 Btients" for details.

D. Tap Opeaations history(4) to open theOpeaations historyscreen.
See chapter "8.9 Opettions history" or details.

E.Tap i (3) to open thdnformation screen.
See chapter "8.10 Irdrmation” for details.
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8.6 Create user proyle

A. From the Home page sagen (FIG4), tap to create a new user poyle.
The Proyle popup window is displayed.

FIG 6

B.Fill in the following parameters yelds:

¥ Picture (from camera or library) (7)

Note :A No access to amera popup windawv is displayed if the app does not hae access to amera. Tap u

Z
LL

OK to acknavledge and go to the iBd settings to alow the app to access amera:

¥ Title (6)

¥ Last Name (5)

¥ First Name* (4)

¥ Teeth numbering system (Universal, FDI) (2)

Note :FDI is deyned as the default teeth numbering syem.
¥ Planning software (3)

Note :CoDiagnostiX@ is selected as the default planning softare.
Fields marked with an asterisk ale mandatory yelds.
C.Tap Save (1) to ceate the new user poyle.

Note :It is possible to ceate up to 8 uses.
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FIG 7 FIG 8
8.7 Edit or remove user proyle
FIG7

A. From the Home page sagen, tap the poyle photo (1) to edit or emove user proyle.
The Proyle popup window is displayed.
FIG 8

B.Change the desied parameters and tapSave (1) to \alidate the changes on poyle, or tap Delete
proyle (2) to emove proyle.

If removing proyle, a message ba opens:Delete poyle.

C.Tap Cancelor Deleteto acknonledge.



FIG9 FIG 10 FIG 11

8.8 Patients

FIG9

From the user page sceen, tapPatientsto open the Ritients list popup.

FIG 10

The Ratients list popup displays all the recorded patients with the bllowing information (3):
¥ PatientOs yst and last names;
¥ PatientOs number;
¥ PatientOs date of birth.

This popup also dbws to ynd patients in the list with theSearch in patients listyeld (1).
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8.8.1  Add or edit patient
FIG 10

A. Tap (2) to cieate a new patient or tap on the desad patient line to access and modify the speciyc
information.

Note :If accessing fom Opeation setup page, tap to access and modify ioMfimation.
The Patient popup window is displayed.

FIG11

B. Tap the patienOs identity yelds to ythem in or to modify them:

¥ Patient number (9);

¥ Last Name*(8);

¥ First Name*(7);

¥ Date of birth(6).

C.Swipe right or left (or tap) to answer ly Yes or Noto their medical history (5) (the selector is set ¥
default in the middle position meaning unknan):

Smoker

Irradiated bone

Chronic steroid use

Autoimmune disease

Diabetes

Chemotheapy

Osteopopsis

Bruxist

D. Tap Save (1) to \alidate or Back (or Cance] if creating a patient) (9) to disard changes.Note :Fields
marked with an asterisk ae mandatory yelds.

E.Tap Close(4) (see~IG 10) to close the Rtients list popup.

K K K K K K K K

Note :Fields marked with an asterisk ale mandatory yelds.
F. Tap Save (1) to alidate or Back(or Cance] if creating a patient) (9) to disard changes.

Note :In case mandatory yelds ale empty, saving is not possible until these yelds ae ylled in. Empty
mandatory yelds blink on the sceen.
In case the patient number aleady eists, a popup windev is displayed when saving:

G Tap Close(4) (seel-IG 10) to close the Rtients list popup.

33



8.8.2 Remove patient
FIG11

A. Tap Delete patient(3) or from the Patients list popup, swipe left and tafDelete(1) (see FIG12) to
remove the desired patient

Note : The Delete button is ory available when accessing the Rtients list popup from the User page
screen. The Mege button is only available when accessing the Rtients list popup from the User page
screen and when thee are two or more patients in the list

A message ba opens:Delete patient

B. Tap Cancelor Deleteto validate.

8.8.3  Consul patientsO history
FIG11
A. Tap Opeations history (4) to consult the patien®s opetions history.

Note :It is only possible to consult a patien©s history when accessing theaents list popup from the
user page sceen.

The number of opeations found for the selected patient is indiated (4, FIG11).
The Openrtions history screen is displayed.
See chapter O8.9 Opations historyOdr details.
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FIG 12 FIG 13

8.8.4  Merge patients

Patient identity is unique. When the iChapro app is updated, or when an opeation is imported from a
planning software, a check on the patients aleady existing in the database is perbrmed. If two or more
patients share yrst name, last name, date of birth and patient numbethey are automatically merged.
If only some of these yelds ae coincident a manual mege is still possible:

FIG12

A. From the Ratients list popup, swipe left and tapMerge (2).

Note 12
FIG 13
B. Tap the lines of the patients that need to be meed with the selected patient

A check symbol is displayed on each of the selected patients lines.

C.Tap Done(1) to \alidate.
A message ba opens:Merge patients

D. Tap Mergeto validate or Cancelto discard changes and ancel merging process.
Patients and their corresponding opeations are merged.
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FIG 14 FIG 15

8.9 Openmtion database

8.9.5 Opemation history

The Opeamtions history screens aan diyer whether they are displayed from the User page sceen (see
FIG 14) or thePatient popup windav (see FIG15).
This page displgs all the recorded opemtions with the following information:
FIG 14
¥ PatientOs yst and last names (8);
PatientOs number (7);
PatientOs date of birth (6);
OpenrtionOs date (3);
Opeition type (implantology or sugery) (4);
¥ Planning software used (9) (see chapter "9.4 Import an opaion" 48).

¥
¥
¥
¥

Note :If the opemation has been imported, the corsponding planning softvare icon is displg/ed.

Opeations recorded by other users are marked either with the symbol (12, FIG15) or  (11). Itis
not possible to modify inbrmation for these opeations.
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FIG 15

This page also alows to:

¥ Filter operations hy type, ly tapping IM (implantology),SR(surgery) or ALL (surgery and
implantology) (10);

¥ Filter operations by user, by tapping  (current user only) or  (all users) (11);

¥ Find speciyc inbrmation in the list with the Seach button (1) éee chapter "8.9.1 Seaih
operations history";

¥ Export al yltered opemtions data in a .zip yle containing .csv or .pdf dataf each opeation, with
the Export al button (5) 6ee chapter "8.9.4 Export &bperations reports",

¥ Sort patients names and opeations dates ty tapping on their espective columnsO titles (2).

Note :Patients names column is replaced by a non-sortable Tooth number column when accessing the

Opeations history screen from the Patient popup windaw.

A. Tap on the desied opeiation line to access and modify the speciyc infmation through the
Opeation datapage.

The Opeation datapage screen is displayed.

Note :Opeiations recorded by other users are marked either with the symbol (12, FIG15)or (11).
It is not possible to modify inbrmation for these opeations.
See chapter "8.9.2 Opattion data’

Tap (1) to display the search popup shaving the following yelds:
¥ By patient name(2);
¥ By patient number(3);

Note :By patient nameand By patient numberare only available if the search popup vas accessed fom
the User page sceen.
¥ By date mange(start B end) (8).
These yelds @n be edited in oder to deyne seach criteria (4).
In addition to this, it is possible to automatilly ylter operations displaying only those perbrmed:
¥ This week (7);
¥ This month (6);
¥ This year (5).
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FIG 16 FIG 17 FIG 18

8.9.6  Operation report

FIG17,FIG18andFIG 19

These three pages ae available either during or after an opeftion. It is possible to switch thiough these
pages with the Patient , Implants and Opemtiontab switch (1).

The common pagedoter allows to export the opemtion report (2)

(See chapter "8.9.3 Exportaport”), addNotes(3) and go back (4) to the pwvious page.

Note :If the opeiation has been imported, the comsponding planning softvare icon is displag/ed.

Opeiations recorded by other users are marked either with the symbol (12, FIG15) or  (11). Itis
not possible to modify inbrmation for these opeations.

Patient data tab

FIG 17
This page alows to view the opeation date (9), the patient identity* (8) and his medikchistory* (7).

Note :Values with "*" @an be modiyed and saed during and also after an opeation.

Tap  to modify the patienDs imdfrmation (See chapter 08.8.1dd or edit patien dr details).

Implants data tab

FIG 18

This page alows to consult thelmplant brandand Implant type(10)

and the implant position (5) in details. As wkhs the Bone density(8) and thelnsertion torque (7).

It is possible to modify the implants Reference*, Lot number*and Expiration date*(9), and thelSQ*6)
values readings.

For more information about ISQ &lues readings, See chapter "8.11 IS@Mues readings”

Note :If information is modiyed Canceland Save buttons are displayed

Implant brand and Implant type can only be modiyed during opeation, bebre the foot control is pressed
in the implant placement step. In this @se, the yrst procedure step of the newl selected implant is
selected when going back to theOpemtive page screen. If imported from a planning software it is not
possible to modify data.

This page diyers whether the opemtion concerns implantology or sugery and whether the implant
information has been sanned or yled-in manually.
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Opermation data tab

FIG 19

This page alows to consult the opeations in detail

(5) Opeation summary table for each implant, including step nhumber step name, max. eached speed,
max. set speed, max. @ached tolque, max. set togue, motor rotation direction, irrigation level and
instrument type

(6) Gaphic with torque and speed as a function of opeation time for each implant and for each opeitive
step

(7) Implant selection icons.
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FIG 19 FIG 20

8.9.7  Operation report export

A. From the Opeamtion datapage, tap to export the opemation data.
A popup windav allows to choose the &port format:

B. Tap Export as .pdbr Export as .csv.
The Opeation report screen (export as pdf) or the opeation data table (eport as csv) is displged.
FIG 20
C.Tap the Export eport button (1) to choose thegort target.
A popup windav allows to choose the &port target (2).
D. Choose the gport target among the aailable web yle stoages or the instaled apps supporting the
csv or pdf yles.
The corresponding app popup is displged.

Note :It is only possible to export as a mail if a mail account is already created and conygued on the

iPad.
Or tap Close(or Done, for csv export) (3) to go back.

40




8.9.8  Export all operations reports
FIG 21
A. From the Opeations historypage scieen tap

listin a .zip yle.
A popup windav allows to choose the &port format.

(2) to port all operations displayed in the yltered

Note : When the Opeations history screen is accessed fom the Patient popup windaw, only recorded
operations related to the coresponding patient ae exported.

B.Tap Export as .pdbr Export as .csv.
The export progress bar popup is displayed (export might take some time depending on the amount

of operations):

The EXPOR COMPLETgopup is displayed when the .zip yle containing .pdf or .csv datadr each
operation has been ceated successfuly:
C.Tap anywhere on the sceen to acknavledge message.

A popup windav allows to choose the &port target (1).
D. Choose the gport target among the aailable web yle stoages or the instaled apps supporting the

.Zip yles.
The corresponding app popup is displged.

Note :It is only possible to export as a mail if a mail account is already created and conygued on the
iPad.

/N\ cAUTION
If the generated zip yle is large, it might not be possible to eport it with the procedure described abwe.
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FIG 21

8.9.9 iChiropro App update

FIG 22

When the appliation is launched, it wil check whether a new ersion is available on the App Stoe ©.

If a new update is available, a message ba will be displayed on Disclaimer sceen to notify the user
should dowvnload the appliation.

Note :This function is actie only when the iRd is connected to the internet
¥ Download:user can automaticlly access App Stog © application page.
¥ Remind Me Lateruser can delay the update and continue to work with cuently installed app
version (the message appea once a dg).
¥ Ignore:User can ignore the update and continue to work with cuently installed app \ersion (the
message reappeais only if a new \ersion is available).
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FIG 22 FIG 23 FIG 24

8.10 Information
FIG 23

A.Tap to open the Inbrmation screen (it is also possible to access it &im the home page sceen).

FIG 24
This screen alows to navigate to the bllowing pages:

¥ Latest news (1) (opens Bien-Air website latest nes/page);
¥ User manual(2) (appli@tion detects the language of the i&d and davnloads the User Manual in
the same language);

Note :If the User Manual is not aailable in the correct language, the English manual is denloaded. 29
The user @n export the User Manual to tagets such as emails, printer or ary other supported export
target.

¥ Catalogue(3) (open online atalogue (pdf yle));

¥ Web TU4) (opens Bien-Air web TV);

¥ About(5) (See chapter "8.10.1 Abot

¥ Contact us(6) (opens email appliation with predeyned email addess iChilopro@bienaircom);

¥ Implants update(7) (displays updated implants / protocols list, FIG 26).

Note : Latest News, Catalogue, Wb TV and Contact us functions ar greyed out when the iRad is not
connected to the internet

8.10.10 About

FIG 25
The Aboutscreen displays the following information:
¥ Manufacturer contact details (1);
¥ Application name and ersion (2);
¥ iPad model and iOS ersion (3);
¥ Compatible dental units (4);
¥ iChiropro;
¥ iChiropro Surgery;
¥ Interface boad name and yrmware version (5);
¥ MXi micromotor drive type and yrmware version (6).
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FIG 25 FIG 26 FIG 27

8.10.11 Implants update

FIG 27
The Implants update sceen displays the automatically updated implants and potocols. Type of update
is indicated with the following symbols:

¥ for the added implants;

¥ for the implants with existing protocols which hare been updated;
¥ for the removed implants.

8.11 1SQ walues readings

FIG 28

By default ISQ ®lues readings area (1) displays only the  (3) button. It is possible to add up to y& ISQ
editable yelds by tapping the  (3) button and toDelete(2) them.

Tap  (4) to access a popup with gplanations on the ISQ or tap the button (5) to displaa graph (FIG
29) of the diyerent ISQ eadings in klation to time.
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FIG 1 FIG 2 FIG 3

9 Opention B Implantology mode

9.1 Enter implantology mode
FIG1

TapIM  to enter the implantology mode.
The implantology mode dows operations consisting of placing up to 8 implants. Each implant
placement is made up of segral steps that an be edited ly the user.

The Setuppage scieen is displayed.

9.2 Setup screen description

FIG2

The Setup screen alows to plan an opemtion, start a planned opeation or select a single implant or
direct placement:

(1) Searchyeld (to ynd speciyc inbrmation in the planned opeations list)

(2) Import an opeation from a planning software (see "9.4 Import an opetion™)

(3) Back to the pevious scieen

(4) Directoperation area

(5) Plan a new opeation (see "9.3 Plan an opetion")

(6) Plannedoperations area

Note :PatientsO names and opationOs datesan be sorted by tapping on their respective columns titles
(6).
9.3 Plan an opeation

A.From the Setupscreen, tap  Add new opeationto add a new opeation.
The Opeation setuppage scieen is displajed.

FIG3

B.Tap (6) to access the Btients list popup.
The Ratients list popup is displajed.
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FIG 4 FIGS5 FIG 6

FIG4
C.Tap on the desied patient line to select the patient

D. See section "8.8.1 dd or edit patient' if the desired patient is not pesent or to modify patien©s data.
The Opeation setuppage screen is displayed again, and the dllowing patient information yelds are
automatically ylled in,FIG 3
¥ First and last namesX7);
¥ Date of birth(1);
¥ Patient Number(5).
E.Tap the Pbllowing operation yelds to yll them in, FIG 3:

¥ Opeation date*(2);
¥ Bone density(from 1 to 4, or unknaevn) (3).
Fields marked with an asterisk must be yled in before saving.

FTap (4)to select an implant
The Implant brand selectionpopup windaw is displayed.

Note :In case ary implant among the favorite ones has been updated or a new tand has been added,
the Implants updatepopup windaw is displayed:

Added implants are marked with the  symbol, implants with updated protocols are marked with the

symbol and removed implants are marked with the ~ symbol.
Implant updates are possible oniy when the iRad is connected to the internetflap Close to acknwiedge.
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FIGS

G Tap aBrandto access the implants types windw or tap Close(1) to go back.
The Implant type selectionpopup window is displayed.
See section "9.11 Bookmark or emove brands” to bookmark or remove brands or see "9.10.1 Ad

implant" if the desired brand is not present
FIG6

Note :User-deyned implants are represented by . Default implants ae represented by
H.When available, choose betweerGuided(implant) and Non-guided(1).
I. Tap the desied implant system (3) and its diameter (2).

If the desired implant is not azailable, see"9.10 Ad, edit or emove implants"

The app naigates back to theOpemtion setuppage screen.



FIG 7 FIG 8
FIG7

J.Tap (7)to s@n an implant barcode.
The @mera is activated, and the San page sceen is displayed.
FIG8
K. Align the yellow rectangle with the barcode.
The Scan completed!popup is displayed when the bacode has been ead successfuly:

L. If correct, tap Doneor the Scan completed!popup itself
The pllowing implant information yelds are automatially ylled in:

¥ Reference / GTIN(8);
¥ Lot number(6);
¥ Expiration date(2) if available.

Note :0nly Code 128, QR code, and DataMatrix bades are supported.
It is also possible to yl these yelds in manualy by tapping on them.
It is possible to add up to 8 implants. Each implant is numbeaxd in the jaw representation accoding to
the operation order. The last implant type used 6r the operation is proposed bty default for additional
implants.
M. Deyne the implant position ly tapping the coresponding tooth in the jav representation.

The selected tooth is eplaced ly a blue highlighted implant (3).

N.Tap  (9) to add other implants to the opeation or tap (1) to emove implants from the
operation.

Note : It is possible to add up to 8 implants. Each implant is numbexd in the jav representation
according to the opeiation order. The last implant type used 6r the operation is proposed by default for
additional implants.

Long tap on implants icons and mee them to reorganize order.
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QO Tap or slide Notes(5) to write comments in elation to the opeation.

Note :Position of the Notesis automatically saved.

P. Tap Save (4) to alidate.
The opeation appeass on the planned opeations list.

Note :In case mandatory yelds ale empty, saving is not possible until these yelds ae ylled in. Empty
mandatory yelds blink on the sceen.

QTap to go back to the Setup page seen ortap  to start the operation.

Note :Starting an opetion is not possible if the implan©Os position and iefmation is not deyned. Empty
mandatory yelds blink on the sceen.
See section "9.6 Start oresume a planned opeation” to start a planned opeation.

49



9.4 Import an operation

A. From the Setupscreen, tap  Import from [Planning softvare logoJto import an opeiation from
corresponding planning softvare.

The @amera is activated, and the Planning code sm page is displged.

Note :The user must have enabled the import Eature in the Pmy'[e popup windaw to import an operation
from a planning softvare (see section O8.8.1d4 or edit patien©).

FIG9

B. Align the yellow rectangle with the desied QR code fsm a planning software.

The Scan completed popup is displa/ed when the QR code has beerad successfuly.
FIG 10
C.If correct, tap Done(1) or the Scan completed!popup itself

The opeation information is imported and theOpeation setuppage screen is displayed.

Note :When imported patient inbrmation corresponds to an alleady eisting patient information (same
First name, Last name, Date of birthand Patient number ), patients ale automatically merged. If only
some of these yelds ake coincident a manual meme is still possible (see section "8.8.4 Mage patients’).

50



FIG9 FIG 10 FIG 11

FIG11
The Pllowing operation information is automatically deyned br each step and eannot be modiyed:

¥ Implants placement oder (12)

¥ Implant brand (2)

¥ Implant type(3)

¥ Implant position(5)

D. If necessary modify the automatially ylled in patientOs genel information (13) andBone density
(8).

E.Tap the Opeation date*yeld (1) to deyne the opedtion date.

Note :Fields marked with an asterisk must be yled in bebre saving.

FTap (10) to s@n an implant baicode.
The amera is activated and the San page sceen is displayed.

FIG 10
G Align the yellow rectangle with the barcode.
The Scan completed!popup is displayed when the bacode has been ead successfuly.

H.If correct, tap Doneor the Scan completed! popuptself.
The pllowing implant information yelds are automaticlly ylled in:

¥ Reference / GTIN(11);
¥ Lot number(9);
¥ Expiration date(4) if available.

Note :The Referenceyeld is replaced by a GTINyeld when GI'IN code is aailable in the barcode data.
Onk Code 128, QR code, and DataMatrix bades ae supported.

It is also possible to yl these yelds in manualy by tapping on them.

I. Tap or slide Notes(7) to write comments in elation to the opeation.

Note :Position of the Notesis automatically saved.

J. Tap Save (6) to \alidate.
The opeation appears on the planned opeations list.

Note :If the opeiation has been imported, the comsponding planning softvare icon is displged

K.Tap to go back to theSetuppage scieen ortap  to start the opermation.

See section "9.6 Start oresume a planned opedtion” to start a planned opeation.
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FIG 12 FIG 13 FIG 14

9.5 Remove an opea@tion
FIG12

A. From the Setuppage screen, swipe left and tapDelete(1) to remove the desiied opeiation.
A message ba opens:Delete opeation.

B. Tap Cancelor Deleteto acknowledge.
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9.6 Start or resume a planned opeation
FIG 13
A. From the Setuppage screen, in thePlannedoperations area, tap the opeation that needs to be

started or tap an opeation marked with the  symbol to resume it and go diectly to step C.
The Opeation setuppage screen (start opeiation) or the Opeative page screen (resume opeition)
is displayed.

Note :17 In case mandatory yelds ale empty, saving is not possible until these yelds ae ylled in. Empty
mandatory yelds blink on the sceen.
FIG 14

B.Check if the opeationOs imirmation is correct and tap  to access theOpeative page screen.

Note :Starting an opemtion is not possible if the implan©Os position and iefmation is not deyned. Empty
mandatory yelds blink on the sceen.

/N caUuTION

If the foot control is pressed bebre entering in opemtive mode, a warning message "Please elease
pedal E' will be displayed.
The MXi micromotor will not start to run until the foot control is released and pessed again.

/N\ cAUTION

If the sound wlume is OFF bebre entering in opeiative mode, a warning message "Please switch ON
sound wlume on your iPad and set it to an appopriate level according to the ambient noise leel in your
practice room:" will be displayed.

The MXi micromotor will not start to run until the sound wlume is ON.

FIG 15

/N caUuTION

When accessing theOpemtive page screen for the yrst time, a popup is displgyed to introduce the ot
control®s ainge button behavior. Tap anywhere on the screen to close the popup or tapDonOt she me
againto acknowledge:

C.Opeiate by pressing the ot control to adjust the MX micromotor speed. If needed, tap (1) to
record step.

Note :Real-time speed and togque \alues are displayed when the MX micromotor is running.
When the paver demand of the MXi micromotor is excessive, the Opeative screen displays the

overheating symbol . In this case the iChippro unit lowers the torque automatially in order to avoid
overheating of the MXi micromotor. To restore 100% toque, alow the motor to idle or stop for a few
seconds.

/N caUTION

Recording steps is only possible with the contra angle handpiece CA 20:1 L designedylBien-Air Dental
SA.
D. Navigate through the opeation steps ly:
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¥ Short pressing the bot controlOs @nge button or tapping the Naigation area (9) to go to the et
step;
¥ Tapping the desied step icon (4).

Note :Refer to the corresponding handpiece IFU if a tool change is needed.

For safety reasons, the speedometer and the step icon of high-speed steps euhighlighted in orange.
The bllowing popup warning is displayed when switching from low speed to high speed ( (0 100 RPM)
drilling:

Tap OK or short pess the foot controlOs blue button to ackmaedge the popup varning and alow the
MXi micromotor to start.

The implant placement step icon is maréd with the  symbol in the upperright corner.

E.Tap (2) to visualize the sugical protocol geneated by the planning software, if necessary

Note :Surgical protocol visualization is ony available for operations imported from coDiagnostiX?@.

F. If necessarytap  (3) to visualize the position of the tool to be usedifthe current step in the
cassette.

Note :Tool visualization in the assette may not be azailable for all implant systems.

See chapter "9.9 @ol visualization in assette" br details.
G Adjust the opemtive parameters (7) if necessary

See section "9.8 Opettive parameters'. )
H.Long tap on the implant icons (11) or long psss the ot controlOs @nge button to perbrm the
other planned implants placement

FIG 15

Note :Refer to the corresponding handpiece IFU if a tool change is needed.
I. Select the bone density (10)f the current implant position; it is possible to set or modify the bone
density value at ary time during the opeation ( 2= unknown).

J. Tap Data(5) to modify patien©s data if necessary
The Opeation Datapage screen is displayed.

See section "8.9.2 Opation data" br details.
K. Tap the Finish button (6) to end the opation.

A message ba opens:Finish opeation .
L. Tap Finishto conyrm the end of opeation or Cancelo continue opeation.

54



FIG 15 FIG 16 FIG 17

9.7 Start a direct operation
The direct operation mode alows realizing an opeation without ary planning.
FIG 16

A. From the Setuppage scieen, tap  (2) in theDirectoperation area to select implant band and
type,
The Implant brand selectionpopup window is displayed.

Ortap (1) if the desied implant selection is aleady displayed and go diectly to step E.
The Opeative page scieen is displayed.

FIG 17
B.Tap a brand to access thelmplant type selectionwindow.

The Implant type selectiorwindow is displayed.
See section "9.10.1 Ad implant” if the desired brand is not present or see "9.11 Bookmark or emove
brands" to manage bands.

Note :User-deyned implants are represented by . Default implants ae represented by
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C.When aailable, choose betweerGuided(implant) and Non-guided(1).
D. Tap the implant system (2) and its diameter (3) to select the desd implant.

E.If the desired implant is not available, see "9.10 Ad, edit or emove implants"
The app naigates back to theSetuppage screen.

FTap (1) to access theOpeative page scieen,FIG 15.

/A cauTION

If the foot control is pressed bebre entering in opemtive mode, a warning message "Please elease
pedal E' will be displayed. The MX micromotor will not start to run until the foot control is released and
pressed again.

/AN cauTION

If the sound wlume is OFF bebre entering in opemative mode, a warning message "Please switch ON
sound wlume on your iPad and set it to an appopriate level according to the ambient noise lewel in your
practice room:' will be displayed. The MX micromotor will not start to run until the sound volume is ON.
FIG 18.

A\ caUuTION

When alccessing theOpemtive page screen for the yrst time, a popup is displayed to introduce the ot
controlOs ange button behavior. Tap anywhere on the screen to close the popup or tapDonOt she me
againto acknowledge.
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G Opeinate by pressing the Dot control to adjust the MX micromotor speed. If needed, tap (1) to
record step.

Note :Real-time speed and togue \alues are displayed when the MX micromotor is running.
When the paver demand of the MXi micromotor is excessive, the Opeative screen displays the

overheating symbol . In this case the iChippro unit lowers the torque automatially in order to avoid
overheating of the MXi micromotor. To restore 100% toque, alow the motor to idle or stop for a few

seconds.

/\ cauTION
Recording steps is only possible with the contra angle handpiece CA 20:1 L designedylBien-Air Dental

SA.
H. Navigate through the opeation steps by:

. Short pressing the bot controlOs @nge button or tapping the Neigation area (7) to go to the et
step;
J. Tapping the desied step icon (3).

Note :

Refer to the corresponding handpiece IFU if a tool change is needed.

For safety reasons, the speedometer and the step icon of high speed stepseaiighlighted in orange.
The following popup warning is displayed when switching from low speed to high speed ( (. 100 RPM)

drilling:

Tap OK or short pess the foot controlOs blue button to acknaledge the popup warning and allow the
MXi micromotor to start.

The implant placement step icon is mar&d with the ~ symbol in the upperright corner.

K.If necessary tap  (2) to visualize the position of the tool to be usedifthe current step in the
cassette.

Note :Tool visualization in the @ssette is only available for operations using Straumann® non-guided
implants.

See chapter "9.9 @ol visualization in @assette" br details.
L. Adjust the opemative parameters (6) if necessary

See section "9.8 Opeattive parameters”.
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M. Select the bone density (8); it is possible to set or modify the bone densiglue at ary time during
the operation (? = unknavn).
N. Tap Data(4) to modify patien©s data if necessary
The Opeation datapage screen is displayed.

See section "8.9.2 Opation data" br details.
Q. Tap the Finish button (5) to end the opation.

A message ba opens:Finish opetion .

P. Tap Finishto conyrm the end of opeation or Canceko continue opeation.
The Opeation datapage screen is displayed. Fil the necessary inbrmation in and tap Save .

See section "8.9.2 Opation data" br details.

O
Z
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FIG 18 FIG 19 FIG 20

9.8 Opemative parameters

The opentive parameters disposition can slightly diyer whether it is displayed from a direct operation,
a planned opeation or a procedure protocol. However, the procedures given in this chapter are valid for
all kinds of operations. Al operation parameters can be tempotarily changed during an opeation, on
the Opeative screen.

9.8.1 MXi micromotor Speed & drque

FIG 19.
Maximum reachable speed (3) and tajue (2) \alues are displayed when the MXi micromotor is not
running. Real-time speed (3) and toque (2) alues are displayed when the MX micromotor is running.

Note : The max. eached toque \alue is represented by the green arrow (1).
Slide to adjust the maximum speed and t@ue \alues.

Or tap the icons to activate the keypad for yne adjustment

FIG 20.

Use keypad to precisely adjust the motor max. speed and togue values and tap Cancelor Doneto
validate.

9.8.2  MXi micromotor rotation direction
FIG 21.

Tap to select the otation mode of the MX micromotor:
¥ Forward (clockwise)
¥ Rewerse (counterclockwise)

Note :The opeative screen always displays the selected ptation direction.

In reverse mode (CCW), the symbol pashes and tikedas a sound alert (alternate medium beeps).

The opeative screen alvays displays the selected handpieceatio.

The handpiece atio is red-colored for multiplication gears, blue-colored for direct-drive, and green-
colored for reduction geas.

The opeative screen alvays displays the selected light intensity alue.
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FIG 21 FIG 22 FIG 23

9.8.3 Irrigation Level

FIG 22.

Slide or tap the appiopriate dot to set up the irrigation lewel. 6 lewvels of adjustment are possible:
irrigation OFF 30ml/min, 60ml/min, 90ml/min, 120ml/min, 150ml/min.

9.8.4 Handpiec ratio

FIG 23.
Tap and select to modify the handpieceatio.

/N\ cAUTION
\erify that the handpiece coresponds to yur selection.

Note :The opeative screen always displays the selected handpieceatio.
The handpiece atio is red-colored for multiplication gears, blue-colored for direct-drive, and green-
colored for reduction geas.

Data Recording is only possible with the conta-angle CA 20:1 designedybBien-Air Dental 3.

9.8.5 Light intensity

FIG 24.

Slide or tap the appopriate dot to set up the light intensity of the MX micromotor. 11 lewels of
adjustment are possible:

light OFF 10%, 20%, 30%, 40%, 50%, 60%, 70%, 80%, 90% and 100% of the max light inteadaity v

Note :The opeative screen always displays the selected light intensity alue.
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FIG 24 FIG 25 FIG 26

9.9 Tool visualization in cassette
FIG 25.

From the Opeative screen, tap  to visualize the position of the tool to be useddr the current step in
the cassette.

The tool visualization page s@en is displayed.
FIG 26.

This page alows to locate the needed tool in the assette:
(1) Complete / Basicswitch

Note : The Basic tab allows to display simpliyed tools identiycation table and @ssette picture (not

available for all Straumann? implants).

(2) Curent step tool to be used

(3) ools identiycation table

(4) Cassette pictue

(5) Closebutton

A. Find the current step tool number (2) in the tools identiyation table (3). If necessaryswipe davn or
up to access the tool in the tools identiyation table (3).

B.Locate the current step tool number in the assette picture (4).

C.Tap Closeto go back to theOpeative page scieen.
The Opeative page scieen is displayed.
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9.10 Add, edit or remove implants

9.10.6 Add implant
FIG 27.

A. From the Implant type selectionpopup windav tap  (2) to create a copy of a factory implant or

tap (1) to ceate an implant named after an gisting Implant Brand, with opeation parameters
assigned ly default

Note :User-deyned implants are represented by . Default implants ae represented by

It is also possible to add a new tand by tapping  in the Implant brand selectionpopup windaow.
The Drill protocolpage screen is displayed. If creating an implant as a coyy of a factory implant or
named after an «isting Implant Brand, go diectly to step E.

FIG 27.
B. Tap the Implant brandbutton (1).
The Implant brand selectionpopup windaw is displayed again.

FIG 28.
C.Type the biand name in theBrand nameyeld (2).

Itis also possible to automatially yll-in the Brand nameyeld by tapping on the icon of one of the gisting
Implant Brands.
D. Tap Done(1) to \alidate.

The app naigates back to theDrill protocolpage screen.
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FIG 27 FIG 28 FIG 29

FIG 30.
E.When available, choose betweerGuided(implant) and Non-guided(9).

F. Fill in or modify the Implant type(1) andDiameter(2) yelds.

G Change theStep name(7) and the opeative parameters (6) if necessarySee section "9.8 Opettive
parameters’.

H.Tap  (5) to record step by default

A\ caUuTION

Recording steps is only possible with the contra-angle handpiece CA 20:1 L designedytBien-Air Dental
SA.

I.Tap (8) to add steps ortap (3) to remove steps from the drill protocol. Change their position ¥
dragging and eleasing them.

Note :It is possible to add up to 12 stepsoir each drill protocol

The implant placement step icon is maréd with the ~ symbol.
By default when a new implant is created from scratch, only the implant placement step is pesent This
step cannot be ;removed, its recording is active by default and @nnot be deactiated.

J. Tap Save (4) to \alidate.

The new implant an be found in the Implant type selectionpopup windaw, into its corresponding
brand. If a band has been ceated, it is nav present in the Implant brand selectionpopup windaow.

Note :Thelmplant brand and Implant type yelds must be ylled in bebre saving.

63



FIG 30 FIG 31

9.10.7 Edit (userdeyned) implant
FIG 31.

A. From the Implant type selectionpopup windaw, tap
modiyed.

The Dirill protocolpage screen is displayed.
B.Change the desied opeiative parameters.

See section "9.8 Opeattive parameters'.
C.Tap Saveto validate or Canceto discard changes.

9.10.8 Remove (userdeyned) implant
Swipe left to remove the desiied userdeyned implant:

(1) on the userdeyned implant to be
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9.11 Bookmark or remove brands

FIG 32.

A. From the Implant brand selectionpopup windaw, long tap on a band in the ALLtab (1) to actiate
the bookmark or remove brands function.

Note :When displg/ing the Implant brand selection popup windaev for the yrst time, the favorite brands
tab (2) is selected. When no land is bookmarked in the favorite brands tab (2), a tutorial eplaining how
to bookmark brands is displased.

The brands icons ake greyed out when the bookmark or emove brand function is actiated.

B.Tap (5) to bookmark a band ortap  (4) to emove a brand.
Note :The biands present by default in the app (factory ones)annot be removed.
C.Tap Done(3) to \alidate or Cancel(6) to dis@ard changes. Bookmarkd brands are displayed in the

favorite brands tab (1).

To unbook mark beands, appy reverse procedure (possible on bothALLand favorite brands tab).
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FIG 1 FIG 2 FIG 3

10 Opeation B Sugery mode

10.1 Enter surgery mode
FIG1

A.Tap to enter the sugery mode.
The Setuppage screen is displayed.

The sumgery mode alows to perform operations which do not include implants placement

Note :In the USA and Canada, the sugery mode is available only on the iChiopro Surgery unit (REF
1600883-001).

10.2 Setup screen description

FIG 2

The Setupscreen alows to plan an opeation, start a planned opeation or start a direct operation:
(1) Searchyeld (to ynd speciyc inbrmation in the planned opeations list)

(2) Plan a new opeation (see "10.3 Plan an opation™)

(3) Back to the pevious scieen

(4) Directoperation area

(5) Plannedoperations area

Note :PatientsO names and opationOs datesan be sorted by tapping on their respective columnsO titles

(6).
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10.3 Plan an opeation

A. From the Setupscreen, tap  to add a new opeation.
The Opeation setuppage scieen is displajed.
FIG3

B.Tap (6) to access the patients list
The Ratients list popup is displaed.
FIG 4
C.Tap on the desied patient line to select the patient

See section "8.8.1 Ad or edit patient’ if the desired patient is not pesent or to modify patien©s data.
The bllowing patient information yelds are automaticlly ylled in, FIG 3:

¥ First and last names* (7);
¥ Date of birth(1);
¥ Patient Number(5).

D. Tap the fllowing operation yelds to yll them in:

¥ Opeation date* (2);
¥ Bone density(from 1 to 4, or unknaevn) (3).

Note :Fields marked with an asterisk must be yled in bebre saving.

E.Tap  (4) to choose the pocedure.
The Procedure popup window is displayed.
FIGS5

Note :User-deyned procedures are represented ty . Default piocedures are represented by
F. Tap the desied procedure or tap Close(1) to go back.

The app naigates back to theOpemtion setuppage screen.
See "10.8.1 Ad procedure” to create an userdeyned procedure.
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FIG 4 FIGS5 FIG 6

FIG6
G In the jaw representation, tap the desied tooth emplacement to ayect the pocedure to it.
The tooth is highlighted in blue (4).

H.Tap  (5) to add other pocedures to the opeation, or tap (1) to ;remove procedures from the
operation.

Note : It is possible to add up to 8 pocedures per opemtion. Each pocedure is numbered in the jav
representation accoding to the opeation order.
Long tap on pocedure icons and mae them to reorganize oder.

I. Tap or slide Notes(3) to write comments in elation to the opeation.

Note :Position of the Notesis automatically saved.

J. Tap Save (2) to go back to theSetuppage screen.
The opeation appears on the planned opeations list.

Note :In case mandatory yelds ale empty, saving is not possible until these yelds ae ylled in. Empty
mandatory yelds blink on the sceen
See section "10.5 Start orgsume an opeation” to launch a planned opeition.
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FIG 7 FIG 8 FIG9

10.4 Remove an opemrtion
FIG7
A. From the Setuppage screen, swipe left and tapDeleteto remove the desited opeation:

A message ba opens:Delete opeation .

B. Tap Cancelor Deleteto acknowledge.

10.5 Start or resume an opeation
FIG8
A. From the Setuppage screen, in thePlannedoperations area, tap the opeation that needs to be
started or tap an opeation marked with the ~ symbol to resume it and go diectly to step C.
The Opeation setuppage screen (start opeiation) or the Opeative page scteen (resume opetion)
is displayed.
FIG9
B.Check if the opeationOs imirmation is correct and tap (1) to access th©peative page screen.

Note :Starting an opeation is not possible if the pocedure is not deyned.

/N caUuTION

If the foot control is pressed bebre entering in opemtive mode, a warning message "Please elease
pedal E' will be displayed. The MX micromotor will not start to run until the foot control is released and
pressed again.

/N\ cAUTION

If the sound wlume is OFF bebre entering in opemative mode, a warning message "Please switch ON
sound wlume on your iPad and set it to an appopriate level according to the ambient noise lewel in your
practice room:" will be displayed. The MX micromotor will not start to run until the sound volume is ON.

69



FIG 10
FIG 10

/N\ cAUTION
When accessing theOpeative page screen for the yrst time, a popup is displg/ed to introduce the
orange button behavior. Tap anywhere on the screen to close the popup or tapDonOt she me againto

acknowledge:

C.Opeiate by pressing the Dot control to adjust the MXi micromotor speed. If needed, tap (1) to
record step.

Note :Real-time speed and toque \alues are displayed when the MX micromotor is running.
When the paver demand of the MXi micromotor is excessive, the Opeative screen displays the

overheating symbol . In this case the iChippro unit lowers the torque automatially in order to avoid
overheating of the MXi micromotor. To restore 100% toque, alow the motor to idle or stop for a few

seconds.
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D. Navigate through the opeation steps by:

¥ Short pressing the bot controlOs @nge button or tapping the Naigation area (2) to go to the et
step;
¥ Tapping the desied step icon (3).

Note :Refer to the corresponding handpiece IFU if a tool change is needed.
E.Adjust the opemtive parameters (6) if necessary

See section "9.8 Opettive parameters"”.

F. Select the bone density (7); it is possible to set or modify the bone densiglue at ary time during
the operation.

G Tap the teeth icons (8) or long mss the oot controlOs @nge button to perbrm the operationOs
other planned sugery procedures.

Note :Refer to the corresponding handpiece IFU if a tool change is needed

H. Tap Data(4) to modify patien©s data if necessary
The Opeation datapage screen is displayed.

See section "8.9.2 Opation data" br details.
I. Tap the Finish button (5) to end the opation.
A message ba opens:Finish opeation .

J. Tap Finishto conyrm the end of opeation or Canceto continue opeation.
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FIG 11 FIG 12 FIG 13

10.6 Start a direct operation

The direct operation mode alows realizing an opeation without ary planning.
FIG11

A. From the Setuppage screen, tap  (2) in theDirectoperation area to select sugery procedure .

The Piocedure popup windav is displayed. Note :User-deyned procedures are represented by

Default procedures are represented by  .Ortap (1) if the desied opertion is already
displayed and go diectly to step E.

The Opeative page scieen is displayed.

FIG12

B. Tap the desied procedure or tap Close(1) to go back.
The app naigates back to theSetuppage screen.

See chapter "10.8.1 dd procedure” to create an user deyned pocedure.

C.Tap (1) to access theOpeamtive page screen,FIG 11.
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A\ cauTION
If the foot control is pressed bebre entering in opemtive mode, a warning message "Please elease
pedal E' will be displayed. The MX micromotor will not start to run until the foot control is released and

pressed again.

/\ cAUTION
If the sound wlume is OFF bebre entering in opeative mode, a warning message "Please switch ON
sound wlume on your iPad and set it to an appopriate level according to the ambient noise leel in your

practice room:" will be displayed.
The MXi micromotor will not start to run until the sound wlume is ON.

FIG 13

/N\ cAUTION
When accessing theOpeative page screen for the yrst time, a popup is displayed to introduce the
orange button behavior. Tap anywhere on the screen to close the popup or tapDonOt she me againto

acknowledge:

D. Openate by pressing the bot control to adjust the MX micromotor speed. If needed, tap (1) to
record step.

Note :Real-time speed and toque \alues are displayed when the MX micromotor is running.
When the paver demand of the MXi micromotor is excessive, the Opeative screen displays the

overheating symbol . In this case the iChippro unit lowers the torque automaticlly in order to avoid
overheating of the MXi micromotor. To restore 100% toque, alow the motor to idle or stop for a few

seconds.
E.Navigate through the opeation steps by:

¥ Short pressing the bot controlOs @nge button or tapping the Neigation area (2) to go to the et
step;
¥ Tapping the desied step icon (3).

Note :Refer to the corresponding handpiece IFU if a tool change is needed.
F. Adjust the opemtive parameters (6) if necessary

See section "9.8 Opaitive parameters".
G Select the bone density (7); it is possible to set or modify the bone densigfue at ary time during

the opemation.
H. Tap Data(4) to modify patien©s data if necessary
The Opeation datapage screen is displayed.

See section "8.9.2 Opation data" br details.
I. Tap the Finishbutton (5) to end the opeation.
A message ba opens:Finish opeation .

J. Tap Finishto conyrm the end of opeation or Cancelo continue the opeation.
The Opeation datapage screen is displayed. Fil the necessary inbrmation in and tap Save.

See section "8.9.2 Opation data" br details.

73



FIG 14 FIG 15 FIG 16

10.7 Openmtive parameters

The opertive parameters disposition can slightly diyer whether it is displayed from a direct operation,
a planned opeation or a procedure protocol. However, the procedures given in this chapter are valid for
all kinds of operations. Al operation parameters can be tempotarily changed during an opeation, on
the Opeative screen.

10.7.1 MXi micromotor Speed & ©rque

FIG 14

Maximum reachable speed (2) and tajue (1) \alues are displayed when the MXi micromotor is not
running. Real-time speed (2) and togue (1) \alues are displayed when the MXi micromotor is running.
Slide to adjust the maximum speed and togue values. Or tap the icons  to activate the keypad for yne
adjustment.

FIG 15

use keypad to precisely adjust the motor max. speed and togue values and tap Cancelor Doneto
validate.

10.7.2 MXi micromotor rotation direction

FIG 16

Tap to select the otation mode of the MX micromotor:
¥ Forward (clockwise)
¥ Rewerse (counterclockwise)

Note :The opeative screen always displays the selected ptation direction.
In reverse mode (CCW), the symbol pashes and tlkas a sound alert (alternate medium beeps).
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FIG 17 FIG 18 FIG 19

10.7.3 Irrigation Level

FIG 17

Slide or tap the appopriate dot to set up the irrigation leel.

6 levels of adjustment ae possible:

Irrigation OFF 30ml/min, 60ml/min, 90ml/min, 120ml/min, 150ml/min.
10.7.4 Handpiec ratio

FIG 18
Tap and select to modify the handpieceatio.

/N\ WARNING
Verify that the handpiece coresponds to yur selection.

Note :The opeative screen always displays the selected handpieceatio.

The handpiece atio is red-colored for multiplication gears, blue-colored for direct-drive, and green-
colored for reduction geas.

10.7.5 Light intensity

FIG 19

Slide or tap the appopriate dot to set up the light intensity of the MXXmicromotor.

11 lewels of adjustment ae possible:

light OFF 10%, 20%, 30%, 40%, 50%, 60%, 70%, 80%, 90% and 100% of the max light inteadaity v

Note :The opeative screen always displays the selected light intensity alue.
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FIG 20 FIG 21 FIG 22

10.8 Add, edit or remove procedures

10.8.6 Add procedure
FIG 20

A. From the Procedure popup windav, tap (1) to create a piocedure from scratch. Ortap (2) to
create a copy of a factory pocedure.

The Procedure Protocolpage screen is displayed.

Note :User-deyned procedures are represented ty . Default pocedures are represented bty
FIG 21
B.Fill in or modify the Procedure nameyeld (7).

C.Change theOptional step namg5) and the opeative parameters (4) if necessary

See section "10.7 Opetive parameters'.

D.Tap (3) to record step by default

E.Tap (6)to add steps ortap (1) to emove steps from the procedure protocol. Change their
position by dragging and eleasing them.

Note :It is possible to add up to 12 stepsof each procedure.

F. Tap Save (2) to \alidate.
The new pocedure can be bund in the Procedure popup windaw.

Note :The Piocedure name yeld must be yled in bebre saving.

10.8.7 Edit (userdeyned) procedure

FIG 22

A. From the Procedure popup windav, tap (1) on the user deyned pocedure to be modiyed.
The Procedure protocolpage screen is displayed.

B.Change the desied opeative parameters.

See section "10.7 Opetive parameters'.
C.Tap Saveto validate or Canceto discard changes.
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FIG 23

10.8.8 Remove (user-deyned) procedure

FIG 23
Swipe left to remove the userdeyned procedure.
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11 List of errors & Troubleshooting
11.1 Safety alerts (operating)

Warning
description

Foot
control to

be released Please rlease pedal

Message

Cause of varning

Foot control is pressed when
accessing opemtive page.
Foot control remains pressed
when acknowledging ary
system notiycation. Motor is
jammed for more than 2

Release foot control
and press it again.

seconds.
Motor : P .
torque ,'[\(/I)?tﬁg drt“ée Ilrpel\t;n?ellr\a%r%cri Avoid extended use. Let
limitation ovgrheatin P system cool dowvn.
active 9-
Low to high User switches from low
speed speed to high speed ( G 100 Conyrm transition and
drilling RPM) driling during implant acknowledge message.
transition procedure.
iPad spealer was switched
I ho dol OIOFI,:blorOI sotl;/nd olume was
: Please switch ON sound @lume on your disable user. It is ;
IsF;)%daler iPad and set it to an appopriate level necessary to hae iPad ;lrJ]Ejn sleP?goi%%atlruras
OFF according to the ambient noise lewel in speaker turned ON so that , /'o = ot oo
your practice room. system sound notiycations ppop '
and alarms may be heard
distinctly.
Do NO update iRad
with new iOS \ersions
iOS \ersion installed on the unless Bien-Air
iPad has not been ‘eriyed recommends to do so.
Non- according to Bien-Air If the iPad has been
veriyed iOS validation protocols. updated with a new iOS
version in Therefore it is NOT version despite
use recommended to use the everything, do not use
system with this the system until Bien-
conyguration. Air has veriyed and
approved the new iOS
version.
Uy An update of the User Manual It is highly
is available on Bien-Air recommended to

Manual has User Manual has been updated, and ma
be consulted in the Inbrmation page.

been
updated

website, and has beenconsult the updated
automatically downloaded on User Manual bebre
the iPad. using the system.
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Error

Message Cause of erpr

description

ERFOR 1: Loss of pedal connection

Foot  control Foot control is not connected! ;
connection Please check bot control Eg:)rtec(ﬁ)ntrol 5 (S GEIEEEe
missing connection. Y-

1. Check
connection
2. If problem persists,
contact Bien-Air Dental
SA

pedal

ERFROR 2: [eristaltic pump genenal error

Irrigation pump Irrigation pump fault! Irrigation pump electrical failure.
general failure please contact Bien-Air Dental & Irrigation pump motor overheats

Contact Bien-Air Dental
SA.

ERFOR 3: Loss motor connection

(h:/(l)or;[r?(rection Motor is not connected! Please Loss of motor phase fault Motor
missing check motor connection. is not properly connected.

1. Check
connection.
2. If problem persists,
contact Bien-Air Dental
SA.

motor

ERFOR 4: Motor able fault

Motor control card failure. Motor
cable may be dekct.

cable Motor cable fault!
Please eplace motor @ble.

Motor
failure

1. Replace motor @ble
2. If problem persists,
contact Bien-Air Dental
SA.

ERFOR 5: Motor conwl overheating

(I\J/\I,%tror drive Ovwerall system overheating! Owrheating of motor control
temperature Please wait until cool. card.

1. Wait for system
cooling
2. If problem persists

contact Bien-Air Dental
SA.

GEN ERRR [RilCode] : §stem electrical fault

1. Switch OFF unit
2. Disconnect iRRd device flom
unit

[FailCode] = EC100: Motor dré/
communication failure
[FailCode] = EC101 : Motor drev

System 3. Close appliation :
electrical 4. Switch unit back ON H:na(ijl%rovgtlat]a-géé%grg Motor dri
failure 5. Reconnect iRd device to unit » :

over voltage failure
[FailCode] = EC120: Motor dré/
other failure

6. Restart application
7. If problem persists, contact
Bien-Air Dental $\

1. Switch OFF unit

2. Disconnect iRd
device from unit

3. Close iChiopro
application

4. Switch unit back ON
5. Reconnect ifRad device
to unit

6. Restart
application
7. If problem persists
contact Bien-Air Dental
SA.

iChiropro
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11.2 i0S ompatibility errors (disclaimer screen)

iOS \ersion (identiyer digit Text version Restriction
change) (reommendations
¥ None.
¥ Curently installed iOS is Currently installed iOS x.yz text section is -
Green identical to iOS \eriyed during displayed in green color No restrictions
app \alidation.
¥ Last digit is dijeent: iOS X : : ¥ Conyguation in
v Cunengtl ins)t/alled.iOS e Currently installed iOS x.yz text section is use is  slightly
GEisE Meia] %r e s displayed in orange color. User must be avare diyerent from
9 cgm el (0 S T e durir? that the conyguration he is using is slighty recommended
o E’alidation y 9 diyerent from the recommended conyguation. conyguration.
PP : ¥ No estrictions
¥ Conyguation in
¥ First and/or second digit are/ use is_signiycantly
is diyerent: iOS X.g, or iOS (rjelz%%rn?nmtendedfrom
X.Yz. -, .
Red ¥ Curently installed iOS was Currently installed iOS x.z text section is conyguration.
updated for major or at least displayed in red color.
signiycant changes compaed & CAUTION
to i0OS eriyed during app The current
validation conyguration

should NO be used!
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FIG 1

12 Maintenance and servicing

A\ cauTION

Only use original Bien-Air Dental maintenance psducts and parts or those ecommended ty Bien-Air
Dental SA. Using other poducts or parts may cause opertional failure and/or void the gualantee.

12.1 Servicing

/N\ cAUTION

Newer dismantle the device. r all servicing or repair operations, you are advised to contact ypur usual
supplier or Bien-Air Dental &\ directly.

Service period

The device vas tested by simulating 10,000 clinial procedures (corresponding to a service period of 6
to 10 years). If the actual use of the device xceeds the tested service period, peventive maintenance of
the device is ecommended.

12.2 Cleaning

/N cAUTION

¥ Do not immeise in disinfectant solution.
¥ Not designed br an ultrasonic bath.

/N\ WARNING

¥ Use a new sterile irrigation line ér each patient

¥ Use a new sterile potective sheet br each patient
Clean the unit including the backet and the foot control by gently rubbing it with a clean cloth soaled in
a suitable product (i.e. Bien-Air Dental Sm@ynet or isopropyl alcohol for about 15 sec.)
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FIG 1 FIG 2

12.3 Replacement of fuses
A. Switch oy the iChiropro unit "O!

B.Remove the iPad from the adapter

/N cAUTION
The paver cable must be disconnected at least 10 seconds bafe opening the fuseba.
C.Remove the fuse ba (1) with a pat scewdriver FIG 2.

D. Replace the fuses (2) # the new ones and put the fuse boback (1) in place-I1G 3.

/A cauTION
Only use fuses T4.0AH 250AC REF 1307312-010.

12.4 iPad adapter change

A. Switch oy the iChiropro unit "O”

B.Remove the iRad from the adapter

C.Remove the bracket support and unplug althe cables on the iChiopro unit.
D. Open the peristaltic pump lid and uninstalthe peristaltic cassette in it

E.Tilt the iChilopro unit to approximately 45j and remove both screws (2).FIG 1

F. Remove the iPad support (s1) and instdlthe needed one, pging attention not to brce it to avoid
damaging the connector
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12.5 Packaging and Stoage

Storage conditions

[0iC; +40iC]
[+32jF; +104iF]

Temperature range:

Relative humidity range: [10%; 80%]

[650 hPa; 1060 hR]

Atmospheric pressure limitation: [490 mmHg: 795 mmHg]

4 Keep avay from rain
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13 Transport & disposal

13.1 Transport

Temperature range: [-20iC; +50iC]
P 9 [-4iF; +122{F]
Relative humidity range: [5%:; 80%]

[650 hPa; 1060 hR]

Atmospheric pressure limitation: [490 mmHg: 795 mmHg]

4 Keep away from rain

13.2 Disposal

The disposal and/or recycling of materials must be performed in accodance with the legislation in
force.

This device must be ecycled. Electrial and electronic equipment may contain dangeous substances
which constitute health and ervironmental hazards. The user must eturn the device to its dealer or
establish direct contact with an appioved body br treatment and recovery of this type of equipment
(European Diective 2012/19/ EU).
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14 Genenl information

The device must be used B qualiyed professionals in compliance with the curent legal provisions
concerning occupational saéty, health and accident pevention measures, and these instructions or
use. In accodance with such equirements, the opeators:

¥ must only use devices that ae in perfect working order; in the event of irregular functioning, excessive
vibration, abnormal heating or other signs that mg indicate malfunction of the device, the work must
be stopped immediatey; in this @se, contact a epair center that is appoved by Bien-Air Dental 2\

¥ must ensure that the device is used ory for the purpose for which it is intended, must protect
themselves, their patients and thid parties from any danger.

14.1 Limitation of liability

CAUTION
Bien-Air Dental SA shal not be held liable for any non-compliant use of the iRad. The conditions ér and
restrictions on use set by Apple must be espected {ailbreak, hadware modiycation, etc). D ensure
the appropriate working of the whole device, mak sure to use your iChiropro application only with iOS
version validated by Bien-Air Dental &\

14.2 Trademarks

iPad Air", iPad Pro” and iPad” are registered trademarks of Apple Inc.

14.3 Terms of guarantee
Bien-Air Dental SA grants the user a gualantee covering all functional defect, or material or
manufacturing faults.The device is ceered by this guarantee from the date of irvoicing for:

¥ 12 months for the motor cable;

¥ 24 months for the iChiiopro unit and CA 20:1 L MiorSeries;

¥ 36 months for the MXi LED micomotor.
In the ewvent of a justiyed claim, Bien-Air Dental & or its authorized representative will repair or replace
the product free of chage.
All other claims of ary kind whatsoe\er, particularly claims for damages, ae excluded.
Bien-Air Dental SA shal not be held responsible for damage or injury and the consequences thexof,
resulting from:

¥ excessivwe wear and tear

¥ improper use

¥ non-obsenance of the instructions br installation, opemtion and maintenance

¥ unusual chemial, electrical or electrolytic inpuences

¥ poor connections, whether of the ajrwater or electricity supply.

/N caUuTION

The guamlntee shal become nul and void if the damage and its consequences a due to improper
manipulation of the product, or modiycations to the product carried out by persons not authorized ty
Bien-Air Dental 3\

Claims under the terms of the guaantee will be considered only on presentation, together with the
product, of the invoice or the consignment note, on which the date of puwhase, the poduct reference
and the serial no. should be cleayl indicated.

Please refer to the Geneal Terms and Conditions of Sale om/ww.bienaircom.
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14.4 References

Device REF LEGEND

1600784-001 Console iCHIRPRO

1600755-001 Electric micromotor MX*i LED
1600881-001 MX LED able 3 meters length.
1600606-001 MX LED able

1303393-001 Potency for attaching physiological puid bag
1600631-001 Foot control pedal

1601192-001 Wireless foot control + Dongle
1501746-002 Sterile protect yIm

1501738-010 Irrigation line 3.5m

1500984-010 Irrigation line

1501621-010 Irrigation sys KM 20:1L

1307312-010 Pack of 10 fuses ¢5x20 T4.0AH 2508 high beaking @pacity.
1501317-100 Bur Guads HP1:2 (100 PCES)
1501635-001 Irrigation line KM (10/plg)

1301575-001 Handpiece/ support holder

1308761-001 iPad 10 adapter

1308964-001 iPad Air 5 adapter

1501635-001 Irrigation line KM (10/plg)
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sl Bien-Air Dental SA
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