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ISO 80601-1:2012, Medical electrical equipment — Part 1: General requirements for basic safety
and essential performance

IEC 60601-2-13:2011, Medical electrical equipment — Part 2-13: Particular requirements for the
safety and essential performance of anaesthetic systems

IEC 60601-1-2:2015, Medical electrical equipment — Part 1-2: equipment General requirements for
basic safety and essential performance — Collateral Standard: Electromagnetic disturbances —
Requirements and tests

IEC 62304:2006, Medical device software — Software life cycle processes
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AGSS Anesthetic gas scavenging system

Bpm Breaths per minute

Flow Inpiratory flow

FiO2 Inspiratory O concentration

MV Minute Volume

N20 Nitrous Oxide

02 Oxygen

PAW Airway Pressure

Preak Peak (airway) Pressure

PLimit Pressure limit

PC Pressure control

PS Pressure Supported

SIMV Intermittent Mandatory Ventilation Synchronized
VC Volume control

SPONT Spontaneous breathing

Ve Expiratory Tidal Volume

Vi Inspiratory Tidal Volume

INSP Inspiratory

P-V Pressure waveform

PMAX Maximum airway Pressure

VT Tidal Volume

Freq Number of breaths per minute

TILTE Ratio of inspiratory to expiratory time

TIP:TI Ratio of inspiratory pause time to inspiratory time
PEEP Positive end-expiratory Pressure

PINSP Inspiratory pressure in PC mode Desired

Slope Inspiratory time in Pressure control modes Desired
PPSA Differential pressure between PINSP and PEEP
Freq Min Minimum tolerable Spontaneouse breathing rate
PRS. TRIG Negative pressure at which machine triggers for support mode
FLW. TRIG | Positive flow at which machine triggers for support mode
Tinsp Inspiratory time Desired
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Last start: 12:40
Work Hours: 87.1
Ventilation Hours: 53.6

Firmware Version: 133
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2 Remove breath

*To exit from cur

1.Close all gas box valves.

3.To set flow sensor to zero , press rotary knob

ing set from absorber.

rent page press "Home" key

Inspiration Flow : 0.2 (L/min)
Flow PAW 02
Sensor | Sensor | Sensor
L Zero Zero 21% )
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1.Close all gas box valves.

2 Remaove breathing set from absorber.

3.To set PAV sensor to zero , press rotary knob
*To exit from current page press "Home" key

PAW Value - 0.2 (cmH20)

Flow PAW 02

Sensor | Sensor | Sensor

Zero Zero 21%
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1.Remove O2 sensor and expose to room air for 2 minutes.

2.To set 02 sensor to 21%, press rotary knob.

*To exit from current page press "Home" key

02 sensor value : 21 (%)

Flow PAW 02

Sensor | Sensor | Sensor

Zero Zero 21% J
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1.Calibrate flow and PAW sensors.

2.Close all gas box valves.

3.0bstruct Y-piece end and Make sure that Bellows is in the lowest possible position.
4 To start system tune, press rotary knob.

*To exit from current page press "Home" key

Calibrate| Run Leak | Access| Comp.
Device | System| Test | Alarm Test
Sensors| Tune Log p
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1.Check flow and PAW sensors calibration.

2 Close all gas box valves and make sure that Bellows is in the lowest possible position.
3.Connect breathing set to absorber and obstruct Y-piece end.

4 To start Leak test procedure press rotary knob.

*To exit from current page press "Home" key

PAW : Airway Leakage: (mL/min)

Calibrate Run Leak | Access| Comp.

Device | System | Test Alarm Test

\Sensors Tune Log
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PAW : 33 (cmH20)

1.Check flow and PAV sensors calibration.
2 Close all gas box valves and make sure that Bellows is in the lowest possible position.

3.Connect breathing set to absorber and obstruct Y-piece end.
4 To start Leak test procedure press rotary knob.
*To cancel Leak test procedure press "Home” key

Airway Leakage:

(mL/min}

Calibrate

Sensors
M

Device | System

Run

Tune

Leak

Test

Access

Alarm

Log

Comp.

Test

uﬁglo)’]- 2 3O (T (§ S 0315 Ao A-Y Sl

T polie ouid (g pSojlail asmas jo i ke ioniw 9 Ul e soled ploeil 5lamy g a b Y. 5l

A2 oo yioled |y Sid roriw ples] asras -V S w0 5 o

=E

Standby

=
2018/04/05  13:10

Testing completed

PAW : 33 (cmHZ0)

1.Check flow and PAW sensors calibration.
2_Close all gas box valves and make sure that Bellows is in the lowest possible position.

3.Connect breathing set to absorber and obstruct Y-piece end.
4.To start Leak test procedure press rotary knob.
*To exit from current page press "Home" key

Airway Leakage: M

(mL/min)
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1.Check flow and PAW sensors calibration and run system tune before start test.
2 Close all gas box valves.

3.Connect breathing set to absorber and obstruct Y-piece end.

4 To start compliance test procedure press rotary knob.

*To exit from current page press "Home" key

Airway Compliance 2.5 (mLfcmH20)

Calibrate| Run Leak | Access| Comp.

Device | System | Test | Alarm Test

Sensors| Tune Log
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1.Check flow and PAW sensors calibration and run system tune before start test.
2.Close all gas box valves.

3.Connect breathing set to absorber and obstruct Y-piece end.

4.To start compliance test procedure press rotary knob.

“To exit from current page press "Home" key

Testing completed

Airway Compliance 2.5 (mL/emH20)

Calibrate Run Leak | Access| Comp.
Device | System | Test Alarm Test
Sensors| Tune Log
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Volume control defaults Rotate - Navigate
Pressure control defaults -Press | Sellect

Pressure suppor. defaulis
SIMV defaults

Factory defaults
Audible alarm default
Time & Date

Pressure unit

Maintenance page

*Prass "HOME" to go back
to standby menu
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Volume Control Defaults

g0 oudais |y PEEP ¢ TIP: TI . TI: TE

(<& Standby 201810405 1310

Volume control defaults  |Default PMAX  [50]emi20) _Rotate - Navigate

Pressure control defaults |Default VT 0.6imL | -Press : Sellect

Pressure support defaults |Default Freq 12 (oom)

SIMV defaults Default TI:TE 1:2.0

Factory defaults Default TIP:TI 10 (%

Alarm volume defaults Default PEEP 00 (em20)

Time & Date

Pressure Unit

MAINEGCREAgD *Press "HOME" to go back
to standby menu
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Pressure Control Defaults

|, PEEP 4 Slope (TI: TE [Freq. PINSP 5,5 iws nolis 3lgi co 958 o0 oidlive V8-V IS5 o oS jshailon

(=& Standby 2018/04/05 1310\
Volume control defaults  [Default PINSP  [15}ewi20)| _Rotate - Navigate
Pressure control defaults |Default Freq 12 @om | -Press: Sellect

Pressure support defaults Default TI.TE 1.2.0

SIMV defaults Default Slope 0.2(seq)

Factory defaults Default PEEP 00 (em+20)

Alarm volume defaults

Time & Date

Pressure Unit

Maintenance Page

*Press "HOME" to go back
to standby menu

7

Pressure control defaults &loudass VF-V o

oals ioled Lesaly laie a5 el il o &l s o3loee 00gumme S5, 0,5 Camd j0 4y S o Ol |

AY

Y

% y.d”d i |



Saramad Teb Paraye Co.

Pressure Support Defaults

<Freq Min APPS 5,8 o polie ()lgf co 0gb oo cdmlice VY-V S j0 oS jshailes asans (pl jo

305 mlais |) PEEP ¢ Pressure trig Slope Flow trig

3
=B Standby 201810405 1210
Volume control defaults  |Default APPS  [{0}ew20| _Rotate - Navigate
Pressure control defaults |Default Freq min 12 wem | -Press: Sellect

Pressure support defaults [Default Flow trig 05 wmin

SIMV defaults Default Pres. trig -02 (em+20)

Factory defaults Default Slope 0.2(seq)

Alarm volume defaults Default PEEP 00 (evH20)
Time & Date

Pressure Unit

Maintenance Page

*Press "HOME" to go back
to standby menu
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SIMV Defaults
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g0 pdais |) TINSP ¢ TIP: TI Slope.Pressure trig Flow trig PEEP APPS Freq

K{E Standby 2018/04/05 13:10\
Volume control defaults |Default PMAX <mﬁ20) -Rotate : Navigate
Pressure control defaults |Default VT 0.6im | -Press: Sellect

Pressure support defaults |Default Freq 12 (oo

SIMV defaults Default APPS 10 (omi20

Factory defaults Default PEEP 00 (ovHz20)

Alam volume defaults Default Flow trig 05 (umin)

Time & Date Default Pres. trig  -02 (en+z20)

Pressure Unit Default Slope 0.2(s=)

Maintenance Page Default TINSP 1.7 (seq)

*Press "HOME" to go back
Default TIP:TI 10 ¢ to standby menu

SIMYV Defaults <loudss VA=Y L&
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Audible alarm Default
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Volume control defaults | Audible alarm - 01

-Rotate - Navigate
Pressure control defaults -Press | Sellect

Pressure suppor. defaulls
SIMV defaults
Factory defaults

Audible alarm default
Time & Date

Pressure unit

Maintenance page

*Prass "HOME" to go back
to standby menu
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Time & Date

(<& Standby 20180405 1310 |
Volume control defaults  [Minute -Rotate - Navigate
Pressure control defaults |Hour 10 -Press : Sellect

Pressure support defaults | Day 24

SIMV defaults Month 04

Factory defaults Year 2018

Alarm volume defaults
Time & Date

Pressure Unit

Maintenance Page

*Press "HOME" to go back
to standby menu

Time & Date &loadads 4 bgs o axan VeV Ko

Pressure Unit

s mmHg . cmH,0 o ,Lid 5,505l axly aans (pl jo cul asein Y-V S5 (0 4 jshiles
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=E Standby 20180405 1310
Volume control defaults  |Pressure Unit Rotate - Navigate
Pressure control defaults -Press : Sellect

Pressure support defaults
SIMV defaults
Factory defaults

Alarm volume defaults
Time & Date

Pressure Unit

Maintenance Page

*Press "HOME" to go back
to standby menu
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Maintenance Page
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Volume control defaults |Password: Ppoo

-Rotate : Navigate
Pressure control defaults -Press : Sellect

Pressure support defaults
SIMV defaults
Factory defaults

Alarm volume defaults
Time & Date
Pressure Unit

Maintenance Page

*Press "HOME" to go back
to standby menu
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Measurement range

0% ... 100 % oxygen (at atmospheric pressura)

Mominal sensor lifetime

= 1000 000 % volurme axyden hours

Output in ambient air

amv.. 14 mv

Electrical interface

2.5 mm mono phone Jack

Accuracy mests IS0 BOG01-2-55 requirements
Repeatability < 1 % volume O, at constant temperature and pressure
Linearity error = 3 % relative

Response time

< 12 = to 20 % of final value

Zero offset voltage

< 200 pY in 100 % ritrogen, applied for & min

Cross interference

meets 150 B0G01-2-55 requirements

Influence of humidity

-0.032 % rel. per % RH at 25 °C

Pressurs range

0.6 bar ... 2 bar (ppO, 0... 1250 mbar O,)

Irfluence of pressurs propertional to change in oxygen partial pressure z

Influence of mechanical shock < 1 % relative after a fall from 1 m 1

Operating temperature 09 . 480 5C i ; -«
Termperature compsnsation built-in MTC compensation i *

Effect of temperature compensation (steady between +25 °C and +40 °C: 3 % relative error I

state) between 0 °C and +50 °C: 8 % relative arror ' M16x1 (5/8-24 UNEF)*
Operating hurmidity 0% .. 99 % RH non-condensing @28

Long term output drift

< 1 % volums axygen per month
typically < -15 % relative over lifetime

Storage temperaturs

-20°C .. +50°C

Recommended storage

+5°C . 41590

Recommended load

= 10 kOhms

Warm-up time

< 30 minutes, after replacement of sensor

Weight

approximately 28 grams

Part numier

01-00-0020
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Vaporizer V-YA-\)

Aol A-VY S Bl b oSiws sl jo ouls colazul slo g lasice

Pour Fill

Filling system Key Filler
Quik-Fil

360 ml (dry wick)
300 ml (moist wick)

Volume . .
260 ml (between the mmimum and maximum
marks)
Connection to
anesthesia gas Selectatec-compatible plug-in connectors
machme
Oneratin 15 to 35C or| 10 to 15C or
pera™® 102 to 1035 to 40°C or
envronment . .
L/min 10 to 15 L/min
S 020 voloe | 1030°020
et ) or <20% rel,, | YoL¥b or +25/-
Output concentration I 2004 rel.,
concentration <6% whichever & [ i pichever is
accuracy greater greater
Set +0.25 vol.% jgl%,sfiin
concentration | *20% rel, 70“‘” DrE:I J
sOne - - 20% rel.,
= 6% "‘hﬁ"“” 5| whichever is
gfﬁ.'d er g:realer
Flow range 0.2 to 15L/min

0.2 to 10L/min for concentrations >5Vol.%

Maxmum angle of
talt 30°
(fixed on machine)

Temperature 10 to 40°C
Humidityl5 to 95%, non-condensmg
Atmospheric pressure 70 to 106 kPa

Environmental
conditions

Difference between
pressure range and

ambient pressure -10kPa~20kPa
on the vaporizer

outlet

Resistance T0ecmH20(@ 10L/mm

0. 0.2. 0.4, 0.6. 0.8, 1.0. 1.5, 2.0. 2.5,
3.0. 3.5. 4.0. 50. 6.0

Dialcalibration
markings Sevoflurane Vaporizer

0. 0.2. 0.4. 0.6. 0.8. 1.0. 1.5, 2.02.5. 3.0.

3.5. 40, 5.0. 6.0. 7.0, 8.0
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