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Savina - Short guide

This Savina short guide is intended for informational purposes only. It is not
a replacement or substitute for the Instructions for Use.

The completion of this guide does not relieve you from reading and
understanding the current versions of the instructions for use associated
with the relevant device.

It is also not a replacement for mandatory instructions or training courses.

© Dragerwerk AG & Co. KGaA, 2019



O

Savina -
System overview




Savina — System overview
Front connections

Screen

Trigger LED
Nebul. key

O, Suction key

Insp. hold key

Key for switching the
screen brightness
between bright/dark

Curves key

Settings key
Alarms key
Values key
Config. key
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Keys for ventilation parameters
(with a display of the current values)

Red LED:
— flashes for alarms with high
priority

Yellow LED:

— Flashes for alarms with medium
priority

— Lights up for alarms with low
priority

Audio paused 2 min. key
Alarm Reset key
Lock key

LED indicating the power supply

Standby key

Rotary knob



Savina — System overview
Rear

Connection for external battery or

Filter cover DC on-board power supply

Fuse Connection for power cable,

mains power fuse

Power switch for switching On or Off

COM port (serial RS232 port)

HPO port for O,
compressed gas hose O,

LPO port for connecting ce
a low-pressure oxygen source, .
e.g,, an O2 concentrator
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Savina — Operating concept
Control and display unit

Control and display unit

1. The Rotary knob is used to select, set and confirm parameters.

2. Keys to adjust ventilation mode:
— press the corresponding key,

— press the rotary knob to confirm, the yellow LED in the key
lights up

3. Setting ventilation parameters:
— press the corresponding key, the yellow LED in the key lights up
— to make the setting, turn the rotary knob to the right or left

— press the rotary knob to confirm, the setting is accepted, the
yellow LED in the key turns off

© Dragerwerk AG & Co. KGaA, 2019



Savina — Operating concept
Control and display unit

Keys for additional functions Drager

1. Audio paused 2 min.: suppresses the audible alarm for 2 minutes

2. Alarm Reset: resets or acknowledges an alarm message

3. Lock: key for locking and unlocking ventilation parameters

4, Standby: activates standby mode or starts the therapy

5. Curves: displays the main screen; switches between waveform
displays o®

6. Changes between bright and dark screen background
7. Insp. hold.: starts manual inspiration Savina

8. O, Suction: starts or terminates the suction maneuver ; .

O. Nebul.: switches the medication nebulizer on or off

© Dragerwerk AG & Co. KGaA, 2019



Savina — Operating concept
Control and display unit

Structure of the dialog windows
1. Active ventilation mode

2. Alarm message field

-
Nt
3. Depending on the dialog window:
waveforms, settings, alarm limits, measured values =,
Sucton
4. Numerical display of measured values on the main screen inep
hold
5. Message field for information and instructions
Dashed line: &4
Alarm limit Paw G\
Dotted line:

Pressure limitation activated, set value Pmax

© Dragerwerk AG & Co. KGaA, 2019
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Savina — Operating concept
Control and display unit

Opening a dialog window ~
Urager

Dialog windows are opened by pressing the corresponding key; dialog

windows consist of one or more pages. 1
1. Dialog window advanced Settings: —
Page 1/1: Trigger, FlowAcc, AutoFlow, Apn-Vent, VT, oes fapnoear 2Sigh
-
. . Netnsd
2. Dialog window Alarms:
Page 1/2: Paw, MV, T, 0 Tiop VE;
Page 2/2: T jiscomect (0Nly in NIV), FiO, (only in LPO) ozt
Sucton
3. Dialog window Values: 73
Page 1/3: P gy Pojss Poveans PEEP, Vi, MV, MV, FiOy; hold 8 10 BTN
Page 2/3: figy foons E, Ty Tngpr FIoWoeg R, C, Temp; My 3.40

Page 3/3 (only in NIV): fu, Ton PEEP, Vi, MV, MV, My,

spn’! pat?

4. Dialog window Configuration:

Page 1/4: Contrast of screen, Alarm signal volume, Measured values for main screen

S O PR Setwys Algna Yaloem Cant
Page 2/4: O, calib., O, monitoring, Flow monitoring, Pmax, Plateau, LPO-mode Q\ ¢ Db Db Db oD
Page 3/4: Language, dd.mm.yy, h:m, Baudrate, Parity

Page 4/4: SW, Working hours, h since service, Release code, Device-ID

—_— - AOAn

© Dragerwerk AG & Co. KGaA, 2019 1



03

Savina — Alarm management




Savina — Alarm management
Display of alarms

Alarms are signaled optically and acoustically according to their alarm
priority.

1. Optical alarm signals is displayed in the alarm message field.
— For alarms with high priority, the red LED flashes.
— For alarms with medium priority, the yellow LED flashes.
— For alarms with low priority, the yellow LED lights up.

, : I I MV low Alarm off
2. Acoustic alarm signals

The alarm with the highest priority is signaled acoustically. The alarm bar 0 15 30 4 i
signal continues to sound until either the cause for the alarm has Paw /% [ 40] mbar |TApn. _/&[18]s
been resolved or the alarm signal is suppressed. - Limin |ftot /& [_35]bpm
!/z LOFF)Limin |VTi S L
Alarm display Warning Caution Note —
Priority Top W Medium ! Low N
o length 5 tone seq. 3 tone seq, 2 tone seq. All user set alafms on single. pége
sound twice sound once sound once V+; alarm only in mask ventilation
Audio alert Every 7 sec. Every 20 sec. Alarm limits for FiO, when using high pressure inlet is automatically set

© Dragerwerk AG & Co. KGaA, 2019



Savina — Alarm management
Setting alarm limits

1. Open the Alarms dialog window

e Urager
2. Select the alarm limit by turning the rotary knob, confirm by e S e
pressing the rotary knob. {
l —
3. Set the value by turning the rotary knob, confirm by pressing =
the rotary knob. -
::.L Paw _/® [ 40| mbar |[TApn. _/&[ 15]s
Limin |fot /& [ 35]bpm
My
*1 ‘o~ .
&
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Savina — Alarm management
Display of alarms

Disabled alarms are displayed on the main screen.

1. The disabled alarm and alarm off symbol are visible on the .
main screen and in screen menu Alarms (page 4/4)

© Dragerwerk AG & Co. KGaA, 2019
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Savina — Preparing for operation
Device check

o =

Device check
Immediately before use on a patient, perfom the device check to

 BE
9

ALLLELELLELELLERER

" S 1 ‘

¥i

confirm that Savina is functioning correctly.

Hinnmmn
|

1. Checking the functioning of the LEDs and of the
acoustic alarm signal

Il
.

— Set the power switch to On
The LEDs in the displays and keys light up (with the exception
of the LEDs of the power supply). The alarm signal sounds.

© Dragerwerk AG & Co. KGaA, 2019

Urager

17



Savina — Preparing for operation
Device check

o =

2.Triggering the Apnoea alarm message

W
 m
'@
T

— Activate ventilation mode CPAP/ASB

— Set the PEEP key to 10 mbar (10 cmH,0).
— Activate apnea ventilation.

— Set the alarm limit T, .. to 15 s,

pnoea

¥i

Hinnmmn
|

Il
.

After the apnea alarm time Ty, .., €lapses, the alarm message
Apnoea is displayed. The alarm signal sounds. Savina activates
apnea ventilation.

— Steadily inflate and deflate the test lung to simulate spontaneous
breathing.

— Press the Alarm Reset key. R

Savina ventilates again in ventilation mode CPAP/ASB.

© Dragerwerk AG & Co. KGaA, 2019
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Savina — Preparing for operation
Device check

3. Triggering the PEEP high alarm message

— Activate ventilation mode IPPV
— Set the alarm limit Paw to 100 mbar (100 cmH20)
— Put on sterile gloves and seal the flow sensor

The airway pressure will be released after the alarm limit Paw has
been reached. The alarm message PEEP high is displayed. The
red LED flashes. The alarm signal sounds.

— Press the Alarm Reset key

© Dragerwerk AG & Co. KGaA, 2019
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Savina — Preparing for operation
Device check

4. Triggering the Airway pressure high alarm message

— On page Settings 1/1, deactivate the additional setting AutoFlow.

— On page Configuration 2/4, deactivate the ventilation function
Pmax

— On page Alarms 1/1, set the alarm limit Paw to a value less than
the current maximum airway pressure

The breath will be stopped after the alarm limit Paw has been
reached. The alarm message Airway pressure high is displayed.
The alarm signal sounds.

— Set the alarm limit Paw back to the hospital-specific value
— Press the Alarm Reset key N

© Dragerwerk AG & Co. KGaA, 2019

Urager

20



Savina — Preparing for operation
Device check

5. Triggering the MV low alarm message

— On page Alarms 1/1, set the alarm limit MV to a value greater than
the current measured value for MV

The alarm message MV low is displayed. The red LED flashes.
The alarm signal sounds.

— Set the alarm limit MV to a value less than the current measured
value for MV

— Press the Alarm Reset key

Ventilation continues.

© Dragerwerk AG & Co. KGaA, 2019
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Savina — Preparing for operation
Device check

6. Checking for leakages in the breathing circuit
— On page Settings 1/1, set the ventilation parameter FlowAcc to
100 mbar/s (100 cmH20/s)

— Hold down the Insp. hold key and watch the pressure waveform

The plateau pressure must remain constant.

© Dragerwerk AG & Co. KGaA, 2019
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Savina — Getting started

i

I
|

LLLRRLERLLERETEIRE

Device check
Immediately before use on a patient, perfom the device check to
confirm that Savina is functioning correctly.

.Y*—-f.‘ .

I
!

1. Set the power switch to On
The system start is performed.
The progress bar shows the progression of the system start.
Wait for the system to start (at most 20 seconds).

t
4

Urager

l

O
u'

2. Savina starts in Standby mode, press Alarm Reset to suppress =

Savina

the alarm tone ot Version 03.10 15.10.2015 'y m c . A
. . . . ) - Breathing circuit check e
3. Io sl;tart Breathing circuit check confirm by pressing the rotary - AR - s B 3
no CotmStanty ipres st > I ,
4. Select the line Patient connection with the rotary knob and 3 1
confirm. B e EEEE e
B. Select the application mode Mask/NIV or Tube with the rotary = N . . e
knob and confirm G

© Drigerwerk AG & Co. KGaA, 2019 24



Savina — Getting started
Start therapy

Select the ventilation mode

1. To select the ventilation mode press the corresponding key;
press the rotary knob to confirm
or
press the corresponding key for at least 3 seconds.

Set the ventilation parameter

2. To set ventilation parameters press the corresponding key. Turn

the rotary knob to the right or left to change a setting and
confirm by pressing the rotary knob

Adjust the alarm limits

3. Open the Alarms dialog window. Select the alarm limit with the
rotary knob and confirm with the rotary knob. Set the value by
turning the rotary knob and confirm with the rotary knob.

Start ventilation

4. Press the Standby key. Savina starts the therapy with the set
ventilation parameters.

© Dragerwerk AG & Co. KGaA, 2019
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Savina — Cleaning, disinfection, and
sterilization

Safety information on reprocessing

WARNING
Risk of infection or damage to device
Clean, disinfect, and sterilize the device and accessories using validated processes.

CAUTION

Risk of infection

If reusable medical devices are not reprocessed, there is an increased risk of infection to both hospital staff and patients.
Clean and disinfect reusable medical devices after each use.

Protective clothing, eye protection etc. must be worn.

Observe the hospital hygiene regulations!
Reprocess the device after every patient.

Recommendation:
Change the breathing circuit and expiration valve every 24 hours. Keep replacement systems ready.

CAUTION

The screen is made of Plexiglas. Do not treat with alcohol or agents containing alcohol. Danger of cracking.

© Dragerwerk AG & Co. KGaA, 2019
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Savina — Cleaning, disinfection, and
sterilization

Dismantling

Before dismantling

— Switch off the ventilator and humidifier, and remove their power plugs.
— Drain the water traps and ventilation hoses.

— Drain the water container of the humidifier.

© Dragerwerk AG & Co. KGaA, 2019
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Savina — Cleaning, disinfection, and
sterilization

Disassembling

6?_\ 1| ‘Mmzj [ —

'\ [St— — —— 2| | 1
3 N~ e O N oy =
(o e —C[ [ [ B

2 — T,
CO, sensor (optional): (1) Remove from the Temperature sensor: Unplug the connector Nebulizer (optional): (1) Remove the
cuvette. Unplug the connector from the back of the  from the socket for the breathing gas nebuliser hose from the nebuliser and from
unit,; (2) Remove the cuvette of the CO2 sensor temperature sensor on the patient the port on the device; (2) Remove the
from the Y-piece.; (3) Remove the catheter cone connection panel; Remove the breathing gas ~ medication nebuliser from the adult
from the cuvette; Prepare the CO2 sensor for wipe  temperature sensor from the Y-piece or from  breathing circuit.
disinfecting; Reprocess the reusable cuvette e. g. in  the holder of the breathing circuit for Dismantle the medication nebulizer in
a washer-disinfector (do not use rinse aid); The pediatric patients. Do not pull on the cable. accordance with the corresponding

disposable cuvette cannot be reprocessed and instructions for use.
must be disposed of.

© Dragerwerk AG & Co. KGaA, 2019

Nebulizer (optional): (1) Remove the
nebuliser hose from the nebuliser and from
the port on the device; (2) Remove the
medication nebuliser from the paediatric
breathing circuit; (3) Remove the catheter
connector from the inlet; (4) Remove adapter
from the outlet; (5) Remove corrugated hose
from the adapter; Dismantle and reprocess
the medication nebuliser in accordance with
its specific Instructions for Use.

29



Savina — Cleaning, disinfection, and

sterilization

Disassembling

L,

E,-"'

-

== | |

Flow sensor: Lift the flap (A) by the ~ Remove the flow sensor from the

lower edge and pivot it upwards; socket (C);

Push the flow sensor (B) as far as The flow sensor cannot be

it will go to the left; disinfected/cleaned in a machine,
nor can it be sterilised by the hot
steam method: Disinfect flow
sensor for about 1 hour in 70 %
ethanol solution;
The flow sensor may be re-used as
long as calibration can be carried
out successfully.

© Dragerwerk AG & Co. KGaA, 2019

Expiration valve: Remove and empty
the water trap container (A); Turn
the locking ring (B) as far as
possible to the left; Remove the
expiratory valve from the fitting.

Expiration valve: Pull the flow sensor
sleeve (C) from the expiratory valve;
Remove the diaphragm (D).
Sterilize the components of the
expiratory valve (valve housing, flow
sensor sleeve, diaphragm, water
trap) only after dismantling.

After cleaning and disinfecting,
always dry the expiratory valve by
means of hot steam sterilization

at 134 °C (273.2 °F) to ensure that
all remaining liquid is dried
completely in the interior areas.
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Savina — Cleaning, disinfection, and
sterilization

Uncritical medical devices
Manual disinfection and simultaneous cleaning

Perform manual disinfection preferably with disinfectants based on aldehydes or quaternary ammonium compounds. For choosing the appropriate disinfectant, observe country-specific lists
of disinfectants.

Semicritical medical devices

Manual cleaning

Perform manual cleaning preferably under running water and with commercially available cleaning agents (pH value < 12).

Manual disinfection

Perform manual disinfection preferably with disinfectants based on aldehydes or quaternary ammonium compounds. For choosing the appropriate disinfectant, observe country-specific lists
of disinfectants.

Machine cleaning and disinfection

Perform machine cleaning and disinfection using a washer-disinfector in accordance with EN ISO 16883, preferably with a cart for anesthesia accessories and ventilation accessories.

Visual inspection
Check all items for damage and external signs of wear, such as cracking, embrittlement, or pronounced hardening, and residual dirt. If there are external signs of wear, exchange affected
accessories. WARNING: Deposits not removed during reprocessing can damage the heating wires in the flow sensor and lead to a fire.

Sterilization
Sterilization frees semicritical medical devices from living microorganisms and dries residual water in the items’ interior spaces. Only sterilize cleaned and disinfected items. For sterilization,

use a vacuum steam sterilizer (in accordance with DIN EN 285), preferably with fractionated vacuum. CAUTION: Do not sterilize parts in ethylene oxide. Ethylene oxide may diffuse into the
parts.

© Dragerwerk AG & Co. KGaA, 2019
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Savina — Reprocessing list

Applicable to non-infectious patients.
The reprocessing list contains approximate values only. The instructions of the hospital’s infection control officer responsible have priority.

- - Manual
ltems which can be reprocessed Recommehded Pre-cleaning Machm.el cleamng anc Sterilizatiom
reprocessing intervals disinfection Cleaning Disinfection
Breathing hoses Per patient/weekly Yes Yes According to the corresponding instructions Yes
for use
Y-piece
Water traps" Per patient/weekly Yes Yes Possible Possible Yes
Water trap container
Expiratory valve
Diaphragm
Per patient/weekly?) Yes Yes Possible Possible Yes
Flow sensor sleeve
Wiater trap container
Breathing gas temperature sensor Per patient/weekly No No Outside® Outside® Yes

Flow sensor

Per patient/weekly?)

According to the corresponding instructions for use

Breathing gas humidifier

Per patient/weekly

According to the corresponding instructions for use

Medication nebulizer?

According to the corresponding instructions for use

Parts for adapting

Per patient/weekly

© Dragerwerk AG & Co. KGaA, 2019

1) Keep spring-loaded valves (water trap, pneumatic medication nebulizer) open during reprocessing.
2) Nebulization may lead to increased deposits making it necessary to exchange the parts more often.
3) For additional information, see corresponding instructions for use: “Reprocessing the breathing gas temperature sensor manually”.
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Thank you
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