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AERO DUO HIGH LEVEL INTENSIVE CARE
MECHANICAL VENTILATOR OF TURKEY
DESIGWNED AND PRODUCED FOR INTEMSIVE CARE AMD
REANIMATION UNITS.
: Modern and evgonomic lines.,
] ! User-friendly interface.

Ferfect performance.

lraditional and innovative cperating rmodas.

Made In Tu rkiye Compatible with ped and adul patients.

L and maintenance.

IDEAAERO DUO

IDEA Aero s produced in TURKEY by Alpress with the support of
biomedical engineers and ICU experienced medical doctors

Aero is the result of 17 years high technology machines I I
manufacturing experience. I I—’AI% DUO
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{ Esay conned air and oxygen flanges

doesn't require any tools and fits any

/ wal plug connections

For avoiding cross-contamination of
palients Aero duo circuit connections

removable and disinfectable,

10.1 Inch high resolution Ic

of IDEA duo pre 5 clear and highly
visible graphics and resplratory values
from any view angle

Also monitor can be rotate up 1o users position

High senstivity and robust rotary buton provides
accurale adjustment of all values of respiration modes

Also push buton feature makes confirmation easy
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Ventilator
ICU Ventilation and Respiratory Monitoring
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Ventilator
ICU Ventilation and Respiratory Monitoring

Technical Features of Aero

Types of Patients: Modes of Ventilation

Padiatnc and Adult
* VC-CMV - PC-CMV - SPN-CPAP
TSN PC-SIMV - SPN-BILEVEL

 NOAD CPAP
ia - PC-AC

+ PC-APRV

- PV-PSV

Detailed Features

Inspiratory Time (Thigh) 0110308
Expiratory Time (Tlow) -005t030s
Inspiratory Pressure (Phigh)  « 1 to 95 mbar (or hPa ar cmh20)

Expiratory Pressure (Plow) - 0 to 50 mbar (or hPa or cmh20)

Airway Presure Measurement  * Auto Calibration and Auto Diagnostic
+ Realtime Flow Calibraton
« Auto Leakage Compensalion
= 2-301/min O2 Therapy
* Both Invasive and non Invasive modes

Enhancements  + Auto Callbration and Auto Diagnostic
* Reattime Flow Calibration
« Auto Leakage Compensation
« 2-30/min O2 Therapy
* Both invasive and non invasive modes

Working Features

Tharapy Types

Wenlilation Frequency (RR]

Inspiration Tims: {Ti)

Tidal Viahurne (W)

Inspiratory Flow [Flow)

I|'|,-;."|_‘:-ri1|-:_‘||:,' Pressure (Finsp)

naplratory Frassure Limit (Prmax)
PEEF

Pressure Assist (Psupp)

Rize time for pressure assist

O Concentration (FICR2)

Triger sensithvity [Fiow Trigoern

= Imvasive Ventiaton (Tube)
= Maon-invasive ventilation (MIV)
= D2-Therapdy

= Adult 0.5 1o 80 Fmin
= Pedigtric patients, 0.5 1o 80 / min

= Aoyl 0L F 010 5
= Pediatric Patients, 0.2 to 103

= &dults 0.1 ko 2.5L
= Pediatric Patients 0.03 fo 0,31

= &dults Z to 1200 S min
= Pediatric Patients, 2 to 300 5 min

= 1 1o &5 mbar (or hPa ar comH20)

= 2 1o 100 mbar ior hPa ar cmH20)

= 0 1o 50 mbar {or hPa ar cmH20)

= 0 1 95 mbar (oF hPa of cmiH20)

= Adults, Pediatric patients 0 fa 23
21 o 10w val. 5o

0.2 1o 150 Fmén

IDE=F
AERO DUO
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Ventilator
ICU Ventilation and Respiratory Monitoring

Flove Mesisuramanl
Miruge violuma Mazsuraman

Mairs Fower Supply

Tidal viobuma Measuraman e (W) Mains power connection - 100V Bg 240V, SIS0 Ha

Respinstory Fiate Messurement
1l
ARsgpan|

2 Measuramant (insaratary Side) - inspiratory 08 Concar
Aangea 18 to 100 Wols
Curent Consumgption
Curve Displays ) 30 o 100 mbar |or hPa or om20) a0y a.54

i M, 0.9 A

Alarms / Mon#oring

Expratony Mivse Volumea (MVe)

Alrwety Precare (Paw) o Performance Data

Inspiranory O2 Concentraion (Fo2)
Contrd Principla
Volume Menitaning (VT)

Aprea Aarm Tire (Tapn) Insplratioey Flow Max, 180 L

sconnect Alem Delay Time (Tdisconnact
tsconnect Alaem Delay Time (Tdisconnact) Baso flow. adits

Basa Mow, pedialic pasents

ol comprassed A supply

sufficent 1o

Power Consumption
Maxirum - 100 W
Duning Ve an, Winoes Cnarging the ary nerax 8O 'W
Digital Machine 1 Jput aNg Pt via an
nertacs

Gas Supply

to 6.0 bar {of 2 a0 hPa

D 6.0 ber {or 2 0 800 kPR

Size and Weigh!
Approx, 18
Approx. 34 kg (7491
Physical Spectfications
Vent!

\antiation Unt on e Troley

Aero Duo Screen

Uiagong Soreen Sie #LL" TF vor Touch Soraan
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Ventilator
ICU Ventilation and Respiratory Monitoring

VONILASON PALSD 1Hoen ;Y winde ﬂ

VERTLANCM PR

A/C:PC PC-AC PCV PCV C P-AC VCV-AC
PSV SIMV: PC PC-SIMV SIMV-PC PSIMV+ SIMV-PC+PS P-SIMV PSV-AC
AC PS SPN-CPAP/PS CPAP/PSV Spont PS PSV SIMV/VCV+PSV

SIMV /VC BiLevel PC-BIPAP BiLevel DuoPAP BiVent DuoLevel SIMV/PCV+PSV
SIMV / PS APRV PC-APRV APRV APRV Bivent-APRV APRV SIMV/PRVC+PSV
SIMV / PSV A/C:VC VC-AC VCV (S)cmv [ V-AC SPONT/CPAP+PSV
CPAP VC+ Autoflow PCV-VG APV/SIMV+ PRVC PSV/VG
Bilevel CPAP A/C:VC VC-CMV VeV CMV [ V-AC SPON / CPAP + PSV
A b HiLevel 02 Therapy  SIMV:VC VC-SIMV SIMV-VC SIMV SIMV-VC+PS V-SIMV

PSV/VG VC4 VC-SIMV+ Autoflow SIMV-PCVG APV/SIMV 4 SIMV-PRVC+PS PRVC

PS SPN-CPAP/PS CPAP Spont. PS/CPAP

VS SPN-CPAP/VS - - VS

SPN-PPS - - -

IDER €Eon

AERO DUO

Respiratory Ventilators
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: REAR SIDE CONNECTING POINTS
Ventilator

ICU Ventilation and Respiratory Monitoring

FRONT SIDE CONNECTING POINTS

Figure 3: Connections at the rear sids of the device

5 Oxygen sensor connection

Figure 2: Connections at the front side of the device & Electrical Connection 110-220V 0.8Amax

Connection of tube circuit - inspiration

The single line patient circuit or the inspiration section of a double line
patient circuit is connected here.

Connection of pressure measuring tube

The single line patient circuit or the inspiration section of a double line
patient circuit is connected here.

7 Medical Oxygen input Max 6 Bar

8 Medical Air input Max 6 Bar

Connection of tube circuit - expiration
The expiration section of a double line patient circuit will be connected
here.

Expiration sensor cable will connect here

Expiration flow sensor input socket r $ I

DE=F B TaTgt

AERO DUO

Respiratory Ventilators
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CONTROL ELEMENTS

Ventilator
ICU Ventilation and Respiratory Monitoring

OPTIONAL BLOWER / TRIBUNE DESCRIPTION

IDEA AERO BLOWER DRIVE

Figure 4: Control elements

3 color Led indicator

Rotary encoder and push button

1- Pressurized air outlet
2- Airinlet filter group

3- Blower electronics and sensor housing _
i=—=N con

4- Power input and hall sensor output connection
AERO DUO

Respiratory Ventilators
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MOVABLE AND REMOVABLE HOUSING PARTS

Ventilator
ICU Ventilation and Respiratory Monitoring

EXPIRATION VALVE SET

Figure 6: Device Handle

14 Handle (pull-out)
The handle may be pulled out for device transport.

Explration

11 Set Detachable Flow sensor
Figure 7 :Control Monitor

y Eny 15-Control Monitor,
12 Disposable-Reusable expiration valve Monitor is rotatable

IDEA Eon

AERO DUO

Respiratory Ventilators
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FiO, SENSOR CONNECTION
Ventilator Connect the FiO» sensor to the device as shown in Figure 23. if ventilation is in

ICU Ventilation and Respiratory Monitoring

progress, it will also show in the parameter screen.

NOTICE

In the case of a malfunction (abnormal operation) dashes are displayed
instead of the measured value.

CONNECTING A DOUBLE LINE PATIENT CIRCUIT

Connect the tube circuit to the device according

A Patient side connection B Pressure measuring tube C Expiration tube D A Owyoen Serent

B Oxygen Sensor Cable
Inspiration tube E+H Bacterial filters C Oxygen Sensor Socket
D Oxygen Cable Socket

Figure 16: Connecting a double line patient circuit with pressure measuring tube

" l
il EOn:

Respiratory Ventilators
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Ventilator
ICU Ventilation and Respiratory Monitoring

CONNECTING OXYGENAND AIR SOURCE
ATTENTION

Only the oxygen connection adapter supplied may be used to connect oxygen.
Otherwise, there is a risk that the back-stop in the connection is damaged.

Connect the oxygen source to the device as shown in Figure 27 .

|

A Tube From oxgen source B Tube from Medical Air source, C Medical Air
Connection D Cxygen connection

SWITCHING THE DEVICE ON
NOTICE

The tube circuit may be connected when the device is started up, but it may
not yet be connected to the patient yet.

If you are using oxygen therapy during ventilation, please note the
section "Using oxygen”

To switch on the :
1. Press the main power switch on the back of the devi osition "ON").

Figure 31: Switching on the device

2. The home screen will be displayed.

SWITCHING THE DEVICE OFF

1. Stop the ventilation.
2. Switch off the power with the main power switch on the rear panel (position "OFF").

Figure 32: Switching off the device

4 [ ——)
‘ AERO DUO

Respiratory Ventilators




©2021 ALPRESS All rights reserved.

The content published in this user's manual is
the sole property of the ALPRESS . All forms of
reproduction, editing, distribution and any kind
of exploitation, even in part, require the prior
written consent of the ALPRESS .

The ALPRESS reserves the right to amend or
replace this user's manual without prior notice.

Please ensure that you are always working
with the most current version of this user's
manual. Should you have any questions, please
contact the ventilation device provider, or
check our information at www.eon-group.com

The respiratory device may only be operated
and maintained by trained personnel.

About Us

EON GROUP are global distributor of

IDEA AREO DUO on behalf of ALPRESS

company. We are global distributor, for

more detail please visit our group
website |

Eony

page 17



http://www.eon-group.com/

alpress

Seyit Nizam Mah. Demirciler Sitesi 9.Yol No:26
Zeytinburnu/ Istanbull TURKEY

Tel: +90 212 416 65 05 - 416 6508

Fax:+90 212 416 65 54

info@alpress.com.r | www.alpress.com.tr

TASARIM KALIP DANISMANLIK LTD. STI

To whom it may concern,

We, ALPRESS DESIGN MOULD & CONSULTING CO. hereby declare that EON GROUP (THAILAND) CO., LTD. is
our Exclusives Authorization Dealer to the following countries.

Thailand, India, and all over Asia

This Authorization letter can be verified by our head office in ISTANBUL.
Sincerely,

18.08.2021
Alpress Kalipcilik Dan. Ith. lhr. Ltd. Sti.

NN\
AN
NS

Our License

EON GROUP are global distributor of

IDEA AREO DUO on behalf of ALPRESS

company. We are global distributor, for

more detail please visit our group
website |

Eon;
page 18
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Unique

High Quality Machine
made by ALPRESS

Tested

Certify under
1SO13485, CE, FDA

|

First to Market

First one manufacture
100% Made in Turkey

Y

Authentic

SARS-COV-2, invasive
ventilation is required.
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IDEA AERO DUO Ventilator is
ICU Ventilation and Respiratory
Monitoring machine made by
ALPRESS Company.

100% made in Turkey.

[

Eony
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IDEAAERO DUO

ICUVENTILATORAND RESPIRATORY

—

FAST PRODUCED VENTILATOR SYSTEM
[/ As alpress,
We have produced a minimal (clinically accepted) ventilator production in
hospitals related to the current pandemic caused by the COVID-19 virus.

Aero Duo for adults and children from a tidal volume of 50 ml and higher
and in professional healthcare facilities when an FDA-cleared clinical venti-
lator is not available during the COVID-19 pandemic. It can be used for in-
tensive care ventilation. The Aero Duo is not suitable for use in vehicles, air-
planes and helicopters.

vakkini sakli tutar

Eon;
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o) IDEA AERO
J ,/ Respiratory Ventilators

Technology For Health

IDEA Aero Respiratory Ventilators

Alpress produced the IDEA Aero Respiratory Ventilators by proving itself once again
with its technological infrastructure and knowledge

— -RBIDEA

NTELLIGENT OEGN ENGINCERNG

E0n:
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el o) IDEA AERO
ol /) Respiratory Ventilators

Technology For Health

g
&)
7
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— .l\/\.
Ventilation Modes Extensive monitoring
ey +SIMV +3 waveforms
«PCV +SIMV/PC » Alarm History
+ AC-VC/PC  «CPAP + 30 days patient trend data "‘

*Up to 5000 events log

— -BD=R

ENGNCERING APPUCAT

E0n:
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IDEA Aero comes with adjustable screen that allows
tilting for best viewing angle

i N =

ECO Basic

- Setting range indicator
- Setting summary

- Alarm range indicator
- Active alarm with color coded
- Auto alarm limits

Easy of use

Thanks to the innovative Ul design of IDEA Aero,
change of ventilation modes requires only 2 simple
steps. Each function is in logical order so that you
wouldn't be lost in complex user manual.

Ease of maintenance

With our newly designed expiratory and inspi-
ration valves , replacing and cleaning are no
longer a hassle. Also, it is extremely durable
and can last longer than most of the competi-
tors offerings right now out there in the
market.

Valve system:

- Detachable design

- Require no tools during disassemble
- Support autoclave disinfection

- Extremely durable

E0n:
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\ IDEA AERO
o, Respiratory Ventilators TeChﬂO|Ogy For Health

=

- Easy detachable trolley
- Light weight only~16 Kg
- Up to 4 hrs internal battery support

Advanced Monitoring - Fi02 monitoring

We know that uninterrupted patient
care is important. With our IDEA Aero
mechanicallCU ventilator, your patients
are always under support and protec-
tion no matter how stressful the envi-
ronments are. Also, with our powerful
patient monitoring solution, patient
data can be retained and transfer seam-

less. @Q Invasive @
Non-Invasive Multi-Language

- Modern ventilation modes
- Waveforms - Trends

- Advanced Safety

- Long term Logging

- Multi touch user interface
- Silent operation

- Better synchronous breaths
- Detachable exhalation valve

— -RBIDEA

NTELUIGENT OEHGN ENGINCERING APPUCATIONS

E0n:
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SIMV-PC

==

IDEA Aero Uses Simple but Powerfull Interface to Ensure Stability

= |DEA Aero uses 7 most common = |DEA Aero works compitable
control modes. with all adult patients.
= Volume and pressure controlled = 50-3000 ml Vtial and up to 80
= Aero Duo modes can be selected on touch breaths in a minute
screen

= Flow and Pressure graphs to
= 02 - Air mix can be adjusted from inspect ventilation process
touch screen and O2 concentration
can be adjusted 21%-100%

— -BDER

Eon:
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Respiratory Ventilators
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Aero Duo

Monitoring Functions

- Real time FiO2 monitoring

«Volume, Flow and Pressure waveform graphics
- Leakage monitoring and compansation

- Up to 8 hours battery life (optional)

- Peep Level monitoring

« Pleteau reading

Advanced Safety

- Deatachable exhalation valve for avoid cross-contamination
- 4 flow sensor for advanced accuracy

- Spontaneus brath triggering with pressure and flow sensors
- 50 - 3000ml tidal volume for every patient needs

- Intelligent alarms for maximum patient safety
- Auto calibration and diagnostic for stability

Key Features

- Non-invasive ventilation in all modes

- Full record of all ventilation data

- Easy to use features with low-learning curve
- Multi language

E0n:
page 26
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1) IDEA AERO

Ventilation Setting

! Respiratory Ventilators

Ventilation Mode

Volume Controlled Ventilation

Pressure Controlled Ventilation

Support of Spontaneous Breathing

e - PCV
« AC/VC = AC/PC
+ SIMV-VC + SIMV/PC
Enhancements Therapy Types

« Auto Calibration and Auto Diagnostic
« Realtime Flow Calibration

« Auto Leakage Compensation

+ Both invasive and non invasive modes

« Invasive Ventilation (Tube)
« Non-invasive ventilation (NIV)

Ventilation Frequency (RR)

* Adult 0.5 to 80/ min
® Pediatric patients, 0.5 to 80 / min

Inspiration Time (Ti)

® Adults 0.2t0 10s
* Pediatric Patients, 0.2to 10 s

Tidal Volume (VT)

© Adults 0.1 to 2.5L
*® Pediatric Patients 0.03 to 0.3L

Inspiratory Flow (Flow)

® Adults 2 to 120L / min
* Pediatric Patients, 2 to 30L / min

Inspiratory Pressure (Pinsp)

* 1 to 95 mbar (or hPa or cmH20)

Inspiratory Pressure Limit (Pmax)

® 2 to 100 mbar (or hPa or cmH20)

PEEP

* 0 to 50 mbar (or hPa or cmH20)

Pressure Assist (Psupp)

* 0 to 95 mbar (or hPa or cmH20)

Rise time for pressure assist

* Adults, Pediatric patients 0 to 2s

02 Concentration (FiO2)

® 2110 100 Vol. %

Triger sensitivity (Flow Trigger)

® 0.2 to 15L / min

Aero Duo

Inspiratory Time (Thigh)

*0.1t030s

Expiratory Time (Tlow)

©0.05t030s

Inspiratory Pressure (Phigh)

* 1 to 95 mbar (or hPa or cmh20)

Displayed Measured Values

Expiratory Pressure (Plow)

* 0 to 50 mbar (or hPa or cmh20)

Airway Presure Measurement

* Plateau Presure (Pplat)

* Positive end-expiratory Pressure (PEEP)

* Positive end-expiratory Pressure (PIP)

* Mean airway pressure (Pmean)

* Range -30 to 100 mbar (or hPa or cmH20)

Flow Measurement

Minute Volume Measurement

* Expiratory Minute Volume (MVe)
*® Inspiratory Minute Volume (MVi)
* Total Minute Volume (MV)

Tidal Volume Measurement

* Tidal Volume (VT)
* Inspiratory Tidal Volume
* Expiratory Tidal Volume

Respiratory Rate Measurement

* Breathing Frequency (RR)
* Mandatory Respiratory Rate (RRmand)
* Spontaneous Breathing Frequency (RRspon)

02 Measurement (inspiratory Side)

+ Inspiratory O2 Concentration (Fio2)
+ Range 12To 100 Vol%

Curve Displays

* Airway Pressure Paw (t) -30 to 100 mbar (or hPa or cmH20)
* Flow (t) -100 to 100 L / min
* Volume V (t)

DATELLIGENT OGN ENGINCERING APPUCATIONS

E0n:
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o) IDEA AERO
/) Respiratory Ventilators

Alarms / Monitoring

Operating Data

Aero Duo

Expiratory Minute Volume (MVe)

® High / Low

Airway Pressure (Paw)

® High / Low

Inspiratory O2 Concentration (Fio2)

® High/ Low

Volume Monitoring (VT)

© High/ Low

Apnea Alarm Time (Tapn)

* 5 to 60 seconds

Performance Data

Disconnect Alarm Delay Time (Tdisconnect)

* 0 to 60 seconds

Control Principle

* Time-cycled, Volume-constant, Pressure-controlled

Inspiratory Flow

+Max. 120 L/ min

Base flow, adults

®2L/min

Base flow, pediatric patients

*3L/min

Safety Valve

* Opens if medical compressed air supply fails (supply gas flow is
not sufficient to provide the inspiratory flow required), enables
spontaneous breathing with ambient air.

238.39
205.00

#4000 I EeE———
O.
[——l

377.80
331.00
275.00

Mains Power Supply

Mains power connection
* 100V to 240 V, 50/60 Hz

Curent Consumption

At230V
® Max. 0.5 A

Power Consumption

At 100V

* Max. 0.9 A

Maximum

100 W

During Ventilation, Without Charging the Battery

* Approx. 80 W

Digital Machine Output

* Digital output and input via an RS$232 C interface

Gas Supply

02 Gauge Pressure

* 2.0 to 6.0 bar (or 200 to 600 kPa)

Physical Specifications

Air Gauge Pressure

® 2.0 to 6.0 bar (or 200 to 600 kPa)

Dimensions (W x H x D)

Ventilation Unit

* 460 mm x 210 mm x 310 mm
(18.1in x82in x122in )

Ventilation Unit on the Trolley

Weight

* 500 mm x 1210 mm x 400 mm
(19.6in x476in x15.7in )

Aero Duo

* Approx. 16 kg (35.2 Ibs )

Aero Duo With Trolley

Aero Duo

* Approx. 34 kg (74.9 Ibs )

Diagonal Screen Size

® 10.1" TFT Color Touch Screen

E0n:
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IDEAAERO DUQO 2

OXYGENCONCENTRATOR

gen Concentrator

Alpress reserves the right to change any products, technical specifications, price and stock information, without any prior notice.
Alpress, istedigi zaman ve Onceden herhangi bir bildiime gerek olmaksizin modelleri, donanimi, teknik Szellikleri, fiyat ve stok bilgilerini degigtirme hakkini sakli tutar

]

SECOND PRODUCED OXYGEN CONCENTRATOR

As alpress,

We have produced a minimal (clinically accepted) ventilator production in
hospitals related to the current pandemic caused by the COVID-19 virus.

Aero Duo for adults and children from a tidal volume of 50 ml and higher
and in professional healthcare facilities when an FDA-cleared clinical venti-
lator is not available during the COVID-19 pandemic. It can be used for in-
tensive care ventilation. The Aero Duo is not suitable for use in vehicles, air-
planes and helicopters.

E0n:
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Technology For Health

i IDEA AERO 2
Oxygen Concentrator

q
a

)

.\

IDEA Aero? Oxygen Concentrator

Alpress produced the IDEA Aero? Oxygen Concentrator by provroving itself once again
with its technological infrastructure and knowledge

|

— -RBIDEA

NTELLIGENT OESSGN ENGINCERING APPUCATIONS
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IDEA AERO 2
Oxygen Concentrator

|

@ 2
[
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[
0 3>
Oxygen Concentrator
+ 10 LPM Type « 24 hour continious
« 5LPM Type » Medical grade

+ 55inch touchscreen  + Humidifier

— —-RIDEA

NTELLIGENT DESGN ENGINEERING APPUCATIONS

Eon:
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IDEA AERO 2
Oxygen Concentrator

= 45 cm -— = 20cm =

45 cm §

& (o

Easy of use

Thanks to the innovative Ul design of IDEA Aero Duo 2,
Change of Oxygen Concentrator control only 2 simple steps,
By 5.5 inch touchscreen control is in logical order so that you
wouldn't be lost in complex user manual.

For Health

Ease of maintenance

With our newly designed expiratory and inspi-
ration valves , replacing and cleaning are no -
longer a hassle. Also, it is extremely durable
and can last longer than most of the competi-
tors offerings right now out there in the
market.

Valve system:
- Detachable design
- Require no tools during disassemble

E0n:
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{ IDEA AERO
Oxygen Concentrator D
i Aero Duo
Product Type
* 10LPM ® 5LPM
Liter flow
* 0.5to 10 liters per minute high purity medical grade O2 supply * 0.5 to 5 liters per minute high purity medical grade O2 supply

Product Specifications

© 24 hour continious work capacity

* Medical grade oil free silent compressor
* Built-in Humidifier

* External compressor connection option
* Schock absorber lockable wheels

* 5.5 inch touchscreen control

Flow Meansurement

Sound level
» 42 dBA typical © 40 dBA typical
OPI (oxygen percentage indicator) alarm levels
* Low oxygen: 82%, very low oxygen: 70%
Operating temperature
* 55°F to 90°F (12°C to 32°C)
Storage/transport humidity
* -30°F to 160°F (-34°C to 71°C) up to 95% relative humidity
Operating humidity
* Up to 95% relative humidity
Outlet pressure
* 55PS|
Operating altitude
* 010 7,500' (010 2,286 m)

Power Consumption

® 220 VAC +/- 10% 50hz

* Lightweight (21Kg - 46lIbs) © Lightweight (17Kg - 46lbs)
* Compact (45cmX20cmX45cm)

* 100% Made in Turkey

* 3 year guarantee

— -RBIDEA

NTELLIGENT OEGN ENGINGERING APPUCATIONS.
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Products Certification

Idea Aero Duo made under certification follow:

ISO 13485:2016

of Registration

This is to Certify that the
Medical Devices — Quality Management System
of
ALPRESS KALIPCILIK DANISMANLIK ITHALAT
iHRACAT SANAYI VE TICARET LIMITED SIRKETI

SEVITNIZAM MAH. DEMIRCILER SIT. 9.CAD. NO: 26
ZEYTINBURNU / ISTANBUL / TURKIYE

has beenind dently d and is
with the requirements of

ISO 13485:2016

This Certificate is to the ing p! or service ranges:
PRODUCTION, SALES AND SERVICE RESPIRATORY AND
VENTILATOR DEVICES

SOLUNUM VE VENTILATOR CiHAZI IMALATL, SATISI VE SERVIiSi

22 Certificate No :: TR51860H
Date of initial registration 11 April 2020
Date of this Certificate 11 April 2020
Surveillance audit on or before 10 April 2021
Recertification Due / Certificate expiry 10 April 223
T Cartcnte i ropedy of Staanchy Mamagumast & Sysem Sarvice LI mnd mmaies ot

e

_ufw&r
Director

STAUNCHLY MANAGEMENT & SYSTEM SERVICES LTO.
N

susF108ATIREVR2

ce

AT UYGUNLUK BEYANI
CE Declaration ofConformiby

Oretici
Manufacturer
Adres
Address
grﬂn Tanum : Solunum ve Ventiatér Cihazi
roduct and Ventlator Apparatus

Oriin Marka ve Modeli
Product Brand and Model :5:&% E% gowa IDEA AERO DUO DVO0104,

ligili Direktif * O3/42/EEC Medikal Cihaz Y&netmeligi
Related Directive SYAIEEC Madical Devios Dvrective

{EN 806011, EN 784-3042 EN 62304, EN 1SO 152231, EN 150 13485,
Lygiienen oxnclert EN 190149712010, TS EN 14165, EN 17805A1, Ex 50601-125,

EN 60501-1-6, EN 60601-1-8
Sertifika No .
Certilicato No sAvZoe
Yayin Tarihi i
Release Date $ 22052020

SogedkTarthl 21,05 2021

W declre thet e sppicable descrived above Medical Do
Tho product aove have boen mpy QUA Cortiication based

on infemdl production cortrols.

DECLARATIVE APPROVAL

(@)

QMA SYSTEM CERTIFICATION CO.
22 Milford Street, BOSTON, MA 02118 United States of AMERICA
Tel: 41 315613 2638 - www.sccanter s

US FDA

_/( ﬂ U.S. FOOD & DRUG
4 ACMinsTRATION

Acknowledgment Letter

Mehmet UCA

Dynasty Gold Jewers, Inc.
61 Audrey Ave.

Oyster Bay, NY 11771
UNITED STATES

Dear Mehmet UCA

The Center for Devices and Radiological Health (CDRH) of the Food and Drug Administration
(FDA) has received your submission. This submission has been assigned the unique document

control number below. All future correspondence regarding this submission should be identified
prominently with the sumber assigned and should be submitted to the Document Control

Center at the above letterhead address. Failure to do so may result in processing delays. If you
believe the information identified below 1s mcorrect, please notify the Program Operations Staff
at (301) 796-5640.

Submission Number: PEUA201144/A001
Recaved: 5212020

Applicant

Device:

We will notify you when the review of this has been if any
information is required. If you are new about a for which
we have already made 2 final decision, please note that your submission will not be re-opened.
For mformation about CDRH review regulations and policies, please refer to

hatp://wwnw. fda gov/MedicalDevicesDeviceRegulationandGuidance/default itm.

Sincerely yours,

Center for Devices and Radiclogical Health

E0n:
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Products Certification

Idea Aero Duo made under certification follow:

Test Report

Declaration of Conformity

Declaration of Conformity

NETES MUHENDISLIK VE DI TiC. A §.
KALIBRASYON LABORATUVARI

No:3 Uskiidar / istanbul

KALIBRASYON SERTIFiKAS!
Calibration Certificate

Cinaz A . VENTRATOR CiHAZI
Devca Nawws

Markas: (Uretcisi)
Tradewark (Maraacager)

Kiguk Camlica Mah. Oymak Cikmazi Sok.

l s: design mould & consulting company

Declaration of Conformity
Manufacturer

Alpress Kalipcilik Danismanlik Ith. Ihr. Ltd. Sti,
Demirciler Sit. 9.cd no26 Zeytinburnu Istanbul. Turkey

Herewith declare that:

Tipt / Modeli - ovoios
Tipe / Model PRy Icu
Sen Numarast ADMY2000250 Product Name: IDEA Aero Duo
Serial Nuwber Model Number: DV0104
Demirbag Numarast i
mw“;gﬁ is in conformity with the following standards:
stek to T 2001189 + IEC 60601-1: 2012: Medical Electrical Equipment — Part 1,
i + IEC 60601-1-2: 2014: Medical Electrical Equipment Part 1-2,
ustomer (Naree / Addbecs) + IEC 60601-1-11: 2015: Medical Electrical Equipment Part 1-11,
+ IEC 62304: 2015: Medical Device Software — Software Life Cycle Processes
Kalibrasyon Tarii : 2752000 + 1SO 10993: Fifth Edition 2018-08: Biological Evaluation of Medical Devices - Part 1
:;"’:‘"';'; - 5 + 1SO 18562-1 First Edition 2017-03: of Gas y
anin Savfa Sayiss : b
e C. in g;almcare Applications - Part 1 "
+ 1SO 18562-2 First Edition 2017-03 of as y
reatze. sl g dmsinra " -
a0 caviraton fm.-mu e cesbis el b which resie s it o mciremant avcrin oih et e 7 s (0 in Healthcare Applications - Part 2
.,.,.,.....,.,.,. T T o sty i o s L ] Tonls JRI0ME siminaren - ISO 18562-3 First Edition 2017 Evaluation of Gas y
m,..,,.z e 15 oo TOREAL 2.0019.X o T3 £ SOIEC 170352007 s in Healthcare Applications - Part 3
TURER) tabcamyen - I1SO 18562-4 First Edition 2017-03 of Gas y
,.,.,. ,,‘,..,..,"“"_";",‘.',"‘“"‘m,”", ™ ,"",,.,.," ‘:"' L T isa in Healthcare Applications - Part 4
iy eton b \rars et eden
U sarviaa. uncratann peoes Issued by: Alpress Kalipcilik Danismanlik Ith. Ihr. Ltd. Sti,
E Date: 20/06/2020
Place: Istanbul / Turkey
Yaywiandi§: Tanh Kalibrasyonu Yapan Onaylayan / Tanh
Dare Cadbrated by Approvel | Dare Murat Degirmencioglu
Dept. Manager
2752020 Yimaz ALCIN Quarkl Resource and Development Dept
Alpress Company
Busena ¥: amaz. i dager
Tei:{0216) 340 50 20 pox Fac (0210) 405151 intemmec E-posta:

S o 7 g BomEer 173

alprzfss

alpress

Seyitnizam Mh. Demircier Sit. 9.C. No:26
v £ 1stanbul / Turke:
#0212 416 4505 - 08
infoBaloress.com.ir - www.alpres.com.ir

design mould & consulting company

Declaration of Conformity

Manufacturer
Alpress Kalipcilik Danismanlik Ith. Ihr. Ltd. Sti,
Demirciler Sit. 9.cd no26 Zeytinburnu Istanbul. Turkey

Herawith declare that:

Products description: ICU Ventilator
Product Name: IDEA Aero Duo
Model Number: DV0104

is in conformity with the following standard:

- 1SO 80601-2-12 First Edition 2011-04-15: Medical Electrical Equipment - Part 2-12:
Particular Requirements for the Safety of Lung Ventilators - Critical Care Ventilators

Issued by: Alpress Kalipcilik Danismanlik Ith. Ihr. Ltd. Sti,
Date: 20/06/2020
Place: Istanbul / Turkey

Murat Degirmencioglu
Dept. Manager

Resource and Development Dept
Alpress Company

ress

E0n:
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ThankYou

Eon Group (Thailand) Co., Ltd. ¢

ah
+66 2899 2400 []

info@th.eon-group.com

o
-]
=]
&
<]
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