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2.12 1 pCO2 Sensor Holder §nwaizdiuuuy Built-in Liteazmanlunsvinis Calibration way
aaadslunmsifivsnm
2.13 lufirsesiigosdmivldnssdeia anuatduluy Built-in Wiievhnns Calibration vily
ALAINUAY ?ﬂﬁﬂlumﬂﬁmu

%ﬁg NG *g Mnﬁ{ﬂi@ﬁg |

Saintmed Public Ceitipaiy Lizaited 4 |

Hilirom. WelchAllyn' CIMortara $Masivo mMemsTIMV EKEAIR S

", - G SEESHEEN \
Yo sentec |[SOMNO Pyalrax JQQM/’”@ Medical DT BRA'DEN

ResMed Geratherm  QUINTON Lifotronic FIrugeMed - Sonostar .




SAINTMED 55 i1 bowm)

Advancing Telemedicine. Today. ﬂ wxmm,uﬂ ERTEN m‘LHcg ERTRETEVGERC A uum;a 11110

Tnséwd 0 2527 8075-8 Tn- 5815 0 2866 6471 Bwa info@saintmed.com

2.14 aunsnnsindgyanandieulsiviauuu Audible wag Visual dm5U high/low pCo2, Sp02,

PR Alarms wag Technical Alarms.

2.15 Wuatesivnmngindn thwin 2.3 Alandy

2.16 anansaldauldiuininssuaadu 100 - 240 V 50 Hz wagiiuummeTuuy Lilon anunsoldauls
deriles 10 dhlus

2.17 anunsadedeyalunansdsyagudnancdoya Central Station (Option)
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3.1 Digital Sensor Adapter Cable U 1 1
3.2 tcPCO2 Sensor U 1 1du
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3.6 Contact Gel 91U 5 I
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> SENTEC DIGITAL MONITOR with V-Sig

Overall System Performance

=
=3

¢ : Carbon Dioxide Partlal Pressure (tcPCO:
Measurement range: 0-200 mmHg (0-26.7 kPa)

Resolution: 0.1 mmHg (0.01 kPa) below 100 mmHg (10 kPa)/

1 mmHg (0.1 kPa) above 100 mmHg (10 kPa)

Drift® Typically < 0.5%/hour

Response time (T90)" Typically < 75 sec

Linearity” Typically < 1 mmHg (0.13 kPa)

Interferences by anesthetic gases: Negligible

Stabilization/ artifact detection: After sensor application or occurrence of a
tcPCO:2 artifact, tcPCO2 is displayed in grey until it (re)stabilizes.

[oo]
(%]

! & oV % £0 100%)°
Averaging mode: 2, 4,6, 8,12,16, and 32 sec
Approved sites for SpOz/ PR monitoring: Earlobe, low on forehead, cheek,
upper arm, on scapula (shoulder blade)

Sensor Heating Power (MP)

Measurement range:

Absolute Heating Power (AHP): 0-999 mW,
Relative Heating Power (RHP): -999-999 mW..-
Resolution: 1 mw i

~
(%Y

PulseRate (PR)
(Measure range; 2
lution: 1 bpm

Reso| & T AL,
Accuracy: £ 3 bpm Sensor Temperature i

Measurement range: 0.0 - 70.0 °C /

Resolution: 0,1 °C Cem e

Accuracy: +0,2°C (over 37.0 to 45.0 °C)

Pulsation Index (PI)
Measurement range: 0.1-10.0%
Resolution: 0.1%

LAn algorithm doveloped by J.W. Severinghaus is used to calculate LePCO; from the measured cutancous PCO;. This algarithm accounts for temperature and motabolic correction factors. The
tePCO: values displayad by the SDM are corrected/ normalized to 37 °C and provide an estimate of arterial PCO. (PaCOs) at 37 "C. Correction factors can ba customized by institution. Additionally.
and subject to institution's permission, In-vivo Correction (IC) of 1cPCO: values is possible at the boadside.

! Respective specifications basod on in vitro tosts performed as per IEC 60601-2-23:2011 at a sensor temperature of 42 °C.

’ Sp0: accuracy specification is based on controlled hypoxia studies on healthy, adult volunteers over the specifiod saturation range by applying a V-Sign™ Sensor 2 to each of the specified
measurement sites.

V-Sign™ Sensor 2 (VS-A/P/N) (igital, combined tcPCO2/ Sp0:/ PR sensor)

2.11 Sensor Membrane Change
Up to 6 weeks (default:28 days), Patented ‘4 Press-and-Turn steps’ membrane
tool for simple and highly reproducible membrane change.

Sensor Calibration

Calibration duration: Typically 3 minutes (ex. factory)

Calibration interval: Up to 12 hours. Once the calibration interval has elapsed, sensor
calibration is recommended, monitoring is possible for another 4 to 6 hours with
tcPCO:2 marked as ‘questionable'. Thereafter, sensor calibration is mandatory and
tePCO: is marked as invalid’ (tcPCO: value replaced by *---%).

] SMART CALMEM
"2.10 Supports i
calibration stal he sensor can be removed from the Docking Station
for up to 10 minutes without initiating a calibration upon reinsertion of the sensor into

nutes without Josing the

2.9 ‘General Characteristics

[
o

nimed Public Company Limited

Suitable for adult, pediatric, and neonatal patients
Reusable, waterproaf

Measurement Principle
Severinghaus-type PCO2 sensor combined with reflectance 2-wavelength
pulse oximetry.

Digital Micratachnalogy

Highly integrated opto-electronic sensor head comprising micro pH-electrode,
optical oximetry unit, temperature sensars, heating unit, all combined in a fully
digital design. High definition digitizer and pre-processing in the sensor head
provides robust and low noise signals that are digitally transmitted to the
SenTec Digital Monitor (SDM).

-
Sensor‘ﬂeﬂmr/y’

Sensor-specific dat
(serial numpér, f,
(seny raty

a are stored in the sensor's memory after manufacturing
ctgry PCOz sensitivity/ calibration, etc.) and during eperation
n/fMmembrane change, etc.). e

L
SAINT!

the Docking Station. Overall, SMART CALMEM significantly reduces the number of
required calibrations and the calibration gas consumption.

Sensor Internal Temperature Control
Sensor Temperature is reliably supervised/ controlled by two independent
circuits. In case of errors the sensor's power consuming parts are switched-off.

S Di lons/ S Cahle

Diameter x height of sensor head: 14 mm x 9 mm (0.55" x 0.35™)

Weight of sensor head: < 2.9 g (0.1 02)

Length of sensor cable: Approx. 80 cm (31") [plus Digital Sensor Adapter Cable of
150 cm (58"), 250 cm (98™), or 750 cm (295") length]

Sensor cable: Highly flexible, shielded cable with coating withstanding cleaning
agents and irradiation commonly used in busy hospital environments

Transport/ Storage of Sensor

Transport temperature: 0 - 50 °C (32 - 122 °F)

Long term storage temperature: 15 - 26 °C (59 - 78 °F)

Transport/ store sensor with membrane and protected from light/ radiation.

ED
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2.14

SenTec Digital Monitor (SDM) (sottware

version SMB SW-V08.00 and higher)

Physical Characteristics

Weight: 2.3 ky (5.1 Ibs) - including gas cy]inder 2.13

$ize:110.2 cm x 27.0 cm X23.0 cm (4.00" x 10.63" x 9.06")

Flip feet: Fiip feet serving as carrying handle or to adjust angle for improved
table-top viewing.

Mountabie: Mountable onroll/ infusion stands, wall mounts/ railings, transport
incubators, etc.

‘Sensor Calibration

Built-insensor calibration chamber fori-point calibration, Automatic calibration
ensures that system is'Ready for use'if sensor is stored in calibration chamber,
Comprehensive controls guarantee reliable calibrations,

Sensor Temperature

Selectable sensor temperature range; Configurable by institution between
37.0 and 44.5 °C (in steps of 0.5 °C; default range=40.0-44.0 °C), Safety
selectable range depending on the type of
the connected sensor, the selected patient mode, or the enabled parameters.
Selectable range: 37.0-43.5 °C (or as restricted by institution and/ or safety
controls of the SDM). In steps of 0.5 °C.
Default sensor temperature: 42.0 °C in Adult
Mode (or closest setting of selectable range if
outside selectable range).

Mode and 41.0 °C in Neonatal
default Sensor Temperature is

Initial Heating

Temporarily increases sensor temperature after sensor application for faster
perfusion and results (in Adult Mode only; +2 °C max. 44.5 °C; can only be
switched on if enabled by institution).

Redundant Sensor Temperature Contral on SDM

To guarantee safe operation should the sensor's temperature control fail, the
SDM firmware redundantly controls the temperature of the connected sensor,
Restarts or switches off sensor in case of errors,

Site Time

Maximal selectable "Site Time': Configurable by institution between 0.5 and
12.0 hours (in steps of 0.5 hours; max. 12.0 hours in Adult Mode at 41.5°C and
in Neonatal Mode at 40.5 “C). Depending on the selected patient mode and
with increasing sensor temperature, safety controls of the SDM may enforce
a safer setting.

Selectable range: 0.5-12.0 hours (or as restricted by institution and/ or safety
controls of the SDM). In steps of 0.5 hours.

Default "Site Time: 8.0 hours in Adult Mode at 42.0 °C or in Neonatal Mode
at 41.0 °C (or as restricted by institution and/ or safety controls of the SDM).

Slto Timer

Timer indicating remaining‘Site Time' during monitoring. Triggers an alarm once
‘Site Time' has elapsed.

Site Protection

(to 39 °Cif SpO2 disabled and
to 41°Cif Sp0O, enabled) once 'Site Time’ has elapsed (can only be switched off
if enabled by institution)

Alarm System

Alarm stgnals: Visual/ auditory alarm signals for high/ Jow tcPCO;, SpO:2 PR,
and'technical alarms. 'Alarm Melodies’ are institution-selectable.

Alarm inhibition: Auditory alarm signals can be PAUSED (1 or 2 minutes) or
switched off permanently (if enabled by institution).

Alarm system status indicators: Alarm Status Icon, AUDIO Status lcon, AUDIO
PAUSED/ OFF Indicator (LED indicator), AUDIO OFF Reminder (can only be
switched off if enabled by institution).

Display/ indicators

LED indicators: ON/ OFF; AUDIO PAUSED/ OFF; AC Power/ Battery; Battery
Charging

Display size: 16 ¢m (6.3") diagonat TFT Color Display (LED backlight)

Data update rate: 1 sec for tcPCO,, SpO2, PR, RHP; between 1.5 and
30 mm/sec for Pleth Wave .

Data validity: Clear representation of data validity/ quality for tcPCOz, SpO2,
PR, PI, RHP (valid, questionable, unstable, invalid)

Measurement screans: Various preconfigured, user-selectable measurement
screens displaying values/ online trends for tePCOz, Sp02, PR, RHP: alarm
limits for tcPCO;, SpQz PR; Baseline, Baseline values and Delta-x values for
tcPCOs SpO2, RHP; values for pulsation index, AHP, IC indicator; wiper bar
Pleth Wave or blip bar reflecting relative pulse amplitude; visual alarm signals;
status icons (e.g. remaining monitoring time) and status messages; ‘Patient
info’ during remote monitoring with V-CareNeT™

senrtec

SenTec AG
Ringstrasse 39 | CH-4106 Therwil
Phone: +41 61726 97 60

Fax: +4161726 97 61
info@sentec.com
www.sentac.com
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2.16

Your local distributor;’

‘Calibration’/ ‘Ready for use’ screens: ‘Calibration’ and ‘Ready for use' screens
displaying important system information (patient mode, sensor temperature
and 'Site Time’ related settings, name of profile, 'Patient info’ during remote
monitoring with V-CareNeT™, etc.) 2.17

Quick Access Menus’ To set new Baseline, new RHP reference, or
Events’ during monitoring (and other functions).

Languages: Catala, Cestina, dansk, deutsch, english, espafiol, frangais, italiano,
iapanese (katakana), polski, nederlands, norsk, portugués, pycekmii (russian),
svenska, suomi, tirkce

Highly configurable: Patient Mode, Enabled Parameters, Severinghaus
Correction Mode, Healing Power Mode, V-Check™ Mode, Parameter Display
Color, PCO:/PO2 Unit, (time) ranges for online trends, sweep speed of Pleth
wave, Sleep Mode, Brightness, Audio Settings, Menu Access, Profile Mode
(‘Basic’ or \Institutional’),

‘Operator

SDM Profiles

'SDM Profiles’ help to ensure that all your SDMs can be configured the way
you want them to, Within V-STATS™ preconfigured ‘SDM Profiles’ tailor-made
to meet the specific needs of varying clinical settings are available, With
V-STATS™, 'SDM Profiles’ can be customized and up to 4 'SDM Profiles’ can be
stored on the SDM. During use of the SDM, the operator at any time can restore
the active 'SDM Profile’ (if modified) or select a different profile in the menu
of the SDM. If at power-up the settings differ from those of the active 'SDM
Profile’ the modified settings can be maintained, the active 'SDM Profile’ can
be restored, or a different 'SDM Profile’ can be selected.

Speclal (safety-relevant) SDM Parameters

Within a password-protected area of V-STATS™the institution can configure all
menu accessible parameters as well as special parameters not being accessible
in the menu of the SDM. Several of these special parameters permit to disable
Or to restrict operator-access to menu accessible parameters. The maximal
'Sensor Temperature’ or the maximal ‘Site Time’ selectable at the bedside, for
example, can be adapted to settings being safe for your typical patients.

Patient Data Management ) .

Data Recording Intervat institution-selectable between 1 and 8 seconds;
non-volatile memory providing batween 35/ 227 hours monitoring data (at
i-/8-seconds resolution): automatic determination of measurement start/
end enables convenient selection of measurement(s) for on-screen viewing/
printing of graphical trends and statistical summary. V-STATS™ provides fast
data download to PC (approx. 3 min. for 8 hours data at 4-seconds resolution)
for subsequent display, analysis, and reporting within V-STATS™, With
V-CareNeT™ simultaneous download is possible from multiple SDMs,

Interfaces (isolated from sensor port)

Serial output (RS-/EIN-232): Supported protocols: SenTecLink, Philips
VuelLink/IntelliBridge, Spacelabs Flexport, Serial Printer, TCB

LAN port (Ethernet 10 BaseT): For Remote Monitoring with V-CareNeT™
Analoy output (0-1V): tePCO2; SpO;, PR, pleth wave (selectable ranges)
Nurse-call: Open and close type relays

Electrical

Instrument: AC Power: 100 - 240 V (50/60 Hz), max. 900 mA/ Electrical
Safety (IEC 60601-1): Class |, Type BF, Applied Part - Defibrillation Proof, IPX1,
Internal battery: Type: rachargeable, seated Lilon Battery/ Capacity (new fully
charged battery): up to 10 hours (if Sleep Mode=OFF, AUTO) and up to 12 hours
(if Sleep Mode=0ON)/ Charging Time: approx. 7 hours

Environmental

Transport/ storage temperature; 0O - 50°C(32-122 M5

Transport/ storage humidity: 10 - 959% non-condensing

Operating temperature: 10 - 40 °C (50 -104 °F)

Operating humidity: 15 - 959 non-condensing

Operating altitude: -400 - 4000 m (-1300 - 13120 ft) if connected to mains:
=400 - 6000 m (-1300 - 19600 ft) if operated on battery,

Built-in barometer: Range: 350 - 820 mmHg (47 - 109 kPa)/ Accuracy:
+ 3 mmHg (0.4 kPa)

Compllance

IEC 60601-1, ANSI/ AAM| ES60601-1, CAN/CSA-C22.2 No. 60601-1,
IEC 60601-1-6, IEC 60601-1-8, |EC 60601-2-23, ISO 80601-2-61, 60601-1-11,
60601-1-2

SAINTRED
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217 SENTEC V-CareNeT™

V-CareNeT™ SYSTEM

REMOTE MONITORING AND
ALARM SURVEILLANCE SYSTEM FOR UP
TO 40 SENTEC DIGITAL MONITORS (SDM)

V-CareNeT™ is a remote monitoring and alarm
surveillance system for up to 40 SenTec Digital
Monitors (SDM),
* TePCO:z, tcPO2*, SpO:, PR and alarms are displayed
on-line on the V-CareNeT™ central station
* For analysis and printing, trend data stored in the
internal memory of SDM can be downloaded
Setup of V-CareNeT™ js easy and only requires a
conventional Ethernet or wireless LAN network,
atleast one SDM, a PC serving as a central station
with V-STATS™ instailed and V-CareNeT™ pack-
age activated

V-CareNeT™ FEATURES

Remote monitoring of patient's ventilation and
oxygenation (tcPCOz, tcPO;, SpO2) provides a new
level of safety to patients.

On the general care floor, where nurse-to-patient
ratios often preclude the level of direct surveil-
lance, combined tcPCO2/Sp0; patient monitoring
is of particular importance. For example, patients
receiving supplemental oxygen and patient controlled
analgesia (PCA) are at increased risk to undergo
medication-induced respiratory depression. In such
settings, tcPCO: monitoring unambiguously helps
to detect hypoventilations that may be critically
delayed or missed by SpO2 menitoring alone. There-
fore, remote monitoring of tcPCO: in addition to
SpO:zis important for patient safety,

For neonatal patients, continuous transcutaneous
monitoring of tcPCO2 and tcPO2 supports therapy
guidance to avaid risks of lung and brain damages,
Retinopathy of Prematurity and increased mortality,
The use of noninvasive tcPCO2/tcPO2 manitoring
may lessen the need for blood gas sampling, reduc-
ing the risk of infections.

V=CareNeT" immediately delivers impartant patient
data and alarms to qualified caregivers who can
intervene promptly.

*Remote rmonitoring and alarm surveillance is only
supported for tcPO: if an OxiVenT™sensor is con-
nected and patient type is set to <<neonatal>>

V-CareNeT™ Genearal Description

» V-CareNeT™ is a remote monitoring and alarm
surveillance system for SenTec Digital Monitors
V-CareNeT"™ comprises local-area network, up

to 40 connected SDMs, one PC (central station)
with V STATS™ installed and V-CareNeT" Package
activated

Only one PC at a same time is allowed to access the
SDMs connected within the V-CareNeT™ network

V-CareNeT™ Remote Monitoring Screen Components
* The remote monitoring screen comprises the
«V-CareNeT™ Control Window» and several
«Remote Monitoring Windows» (according to the
number of SDMs with admitted patients)
V-CareNeT™ evaluates the size/resolution of the
computer's screen and calculates the number

of patients that can be simultaneously admitted to
V-CareNeT"™ to ensure that the «V-CareNeT™ Con-
trol Window» and all active «Remote Maonitoring»
windows are fully visible and can be arranged
without overlapping

V-CareNeT™ Control Window

The «V-CareNeT™ Control Windawns is always visible

(in the front). It provides the following elements:

* Software Activity Indicator

* Button to arrange all open «Remote Monitoring
Windows»

* Button opening a dialog to edit the list of «SDM
Device/Host Names»

« Button opening V-CareNaT™ Seltings

/\//u'//—\/’

* Alist of «SDM Device/Host Names» identifying

the SDMs currently in the system

A «Connect check box» column permitting

to activate/deactivate the connection to the

respective SDM

A «Connection status indicator» column:

Each indicator indicates the connection status for

the respective SOM in the system

An «Admit patient check box» column permitting

to admit/discharge a patient

A Speaker Test Button

An AUDIO Paused/OFF Button and AUDIO Message

* An Alarm indicator: If an alarm occurs for an SOM
connected to a patient, the respective «SDM
Device/Host Name» highlights red (high priority),
yellow (medium priority) or cyan (low priority)

Remote Monitoring Windows

Individual «Remote Monitoring Window» displays:

« Device/Host Name, location (optional)

* Customized Information Field (patient name,
comment, or patient D)

* Suspend Monitoring Chack Box in title bar

* Monitored data (tcPCO3, tcPOz Sp0O2 PR) in a
black data field

» Status Informatian: «Remaining Monitoring
Timen, «Sensor Temperaturen, «Status Message»
and «Alarm Status» in the status bar

Mouse click on «Customized Information Fields

opens the patient data dialog where patient data

can be edited and displayed,

AINTIMED
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Detall View Window

Clicking Into the black data field in the «Remote
Monitoring Window» opens up an additional dialog,
which displays the following information:

Pulsation Index

Heating Power

Status bar with patient mode/battery status/
barometric pressure/ramaining gas level

SDM Alarm configuration: current high/low alarm
limits for each paraméter, «Alarm volume», «Au-
ditory Alarms», «AUDIO OFF Reminder»

SDM Temperature/Site Time configuration: «Sen-
sor SET temperaturen, «Maximum operator-select-
able sensor SET temperature», «Preset site time»,
«Maximum operator-selectable preset site times,
Status of «Site Protection» and «initial Heating»
Various sensor and monitor status information
and firmware/hardware versions

Sensor/monitor configuration and status informa-
tion

Connecting SDMs

The V-CareNeT™ Control Window provides an
overview of the connected SDMs and their
connection status.

" The «Connection Status Indicator» indicates the
connection status color-coded

Device discovery search functions support the
easy setup of V-CareNeT™

With an established connection between
V-STATS™ and an SDM it is possible to download
trend data from the SDM or to activate remote
monitoring (i.e. admitting a patient)

.

Saintmed Public Company Limited

(_é{snTecz AG | Ringstrasse 39 | 4106 Therwil | Switzerland | www.sentec.com

sentec



V-CareNeT™ FEATURES

Patient Administration

* Patient administration supports the fallowing
functions:
* Admit patients to the V-CareNeT™ system
* Edit patient data
+ Transfer patients to another location or station/SDM
* Discharge patients

SDM is reconnected to the same LAN subnet, the
remote monitoring is automatically reestablished.
In this event, only the location needs to be up-
dated in the Patient Data clialog

needs to be assigned to the new SDM in the
Patient Data dialog, which provides a list of cur-
rently available SDMs

Note: Ensure compliance with local data protection
regulations before entering personal data. Non-

authorized persons must not have access to patient

information.

Interrupted Remote Monitoring

When the V-CareNaeT™ system stops receiving data
from an SDM or connection to V-CareNeT™ is inter-
rupted (e.g. SDM's LAN interface set to ‘OFF'or
LAN cable is defective/removed or because of net
infrastructure/software failures), an audible low

priority alarm occurs at the central station, the mes-
sage «Remote Monitoring Interrupted» replaces the
black data field and the Status Bar of the respeclive

remote monitoring window.

Furthermore, the respective «SDM Device/Host
Name» in the «V~CareNeT™ Control Window» high-
lights cyan When communication between the SDM

V-CareNeT™ SPECIFICATIONS

Il a patient is transferred with SDM, as soon as the

If a patient is transferred without SDM, the patient

and V-CareNeT™ s restored, monitoring automati-
cally resurnes at the central station.

Suspended Remote Monitoring

Selecting the «Suspend check box» suspends remote
monitoring (without interrupting the connection
between V-CareNeT™ and the respective SDM).

The message «Remote Monitoring Suspended»
replaces the black data field and the Status Bar.
Furthermore, all alarms (including auditory alarm
signals) are inhibited for the respective SDM,

Alarm System

V-CareNeT™'s alarm system is designed to meet
the requirements of IEC 60601-1-8:2006, A1:2012 as
well as of the applicable particular standards (1SO
80601-2-61; [EC 60601-2-23). Alarm conditions are
evaluated by the SDM, and if any, transmitted to
and visualized by V-CareNeT™,

If the speaker test has been confirmed by the
operator, an audible alarm sounds at the central
station when an alarm occurs

Visual Alarm

*© A blinking parameter indicates an alarm limit
violation for tcPCOz, tcPQ1, SpO2, or PR
Technical alarms of the SDM are displayed in the
status bar with an «Alarm messagey, if the alarm
is sensor temperature or site time related the
respective icons will show an alarm situation
The highest priority alarm condition is indicated
by an «Alarm Status Icon» (color coded)

If two or more alarm conditions occur at the same
time, the «Alarm Status lcon» indicates the high-
est currently active alarm priority

Audio Alarm System

« Acoustic alarm signals are only supported if the
«Speaker Test» is confirmed

+ V-CareNeT™ evaluates the highest currently

present alarm priority for all admitted patients/

stations and activates the acoustic alarm signal

corresponding to the highest currently active

alarm condition

Acoustic alarm signals are designed to be compli-

ant with IEC 60601-1-8 (priority encoded, alarm

melodies)

Acoustic alarms can be paused for 120 seconds or

switched off permanently

The operating status-of the auditory alarm system

is visually indicated by the «AUDIO Paused/OFF

Button», the «AUDIO Message», and acoustically

indicated by the «AUDIO OFF Reminder»

Alarm Melodies and the «AUDIO OFF Reminder» can

be enabled/disabled in a password protected area

.

Speaker Test

After start up of V-CareNeT™, the acoustic alarm
signals are not active. In order to enable auditory
alarm signals it is required to perform a *Speaker
Test' and to confirm proper function of the PC's
speaker and audio system. The Speaker Test acti-
vates automatically when confirming the test via
button or automatically when the interval for the
automatic speaker test has elapsed (default 4 hours).

Data Recording
Data can be downloaded from the internal memory
of the SDMs

System Components

The V-CareNeT™ system comprises the following

components:

* One PC (central station) with V-STATS™ 4,01
or higher with activated V-CareNeT™ package,
Local-area network (LAN), and up to 40 con-
nected SDMs

Monitoring Performance

V-CareNeT™ supports simultaneous remote moni-
toring for up to 40 connected devices (provided
the screen of the PC/laptop on which V-STATS™
runs is big enough and resolution settings are
selected accordingly).

The tcPCOz, tcPO2, SpO3, PR and alarms are dis-
played on-line in a clinical context.
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Central Station

» CPU: multi core at 2 GHz and higher

* Memaory: 4 GB minimum

« HD: min. 1 GB (free space on hard disk)
* LAN: 10 Base-T

* Screen: 2560x1440 for 40 beds (SDMs)
» Audio: integrated speaker system

+ OS: Windows*7, 8, 8.1,10

Network )

¢ Standard Ethernet (10 Base-T, preferably with
DHCP router/server in subnet)

* Standard network cables (RJ-45, Cat-5)

Your local distributor:

SenTec Dlgital Monitor (SDM)

V-CareNeT™ requires SenTec Digital Monitors with
firmware version SMB SW-V08.00 or newer with
supported LAN interface. Contact your local
distributor to update your SDM.

SAINTMED
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January 31% 2023

Towhom it mav.concern

We hereby confirm that

SaintMed Public Company Limited
222,222 11-2 West Inn Complex Bldg., 10 th Floor,
Moo 1, Rattanatibeth Rd., Bangrakyai,
Bangbuathong, Nonthaburi 11110 Thailand

is our exclusive distributor for our Sentec Digital Monitoring System, the V-Sign™ Sensor, the OxiVenT™
Sensorand related accessories and disposables within Thailand

This letter is valid until December 31%, 2023 at which time this authorization letter can be renewed upon
mutual agreement

The appointment is governed by the terms and conditions specified in the Distribution Agreement
Therefore, SaintMed Public Company Limited is responsible for promoting, selling and providing installation,
commissioning and servicing the above mentioned Sentec AG Manufacturing products during and
beyond warranty to any private and public hospital or clinic, as well as within any public tenders.

Sentec is the exclusive manufacturer of the Sentec Digital Monitor SDM and its disposables and related
accesories.

Yours truly,

Caroline Moeller Hanneke Heitling
Heald of Regulatory Affairs & Quality Assurance Inlernational Sales - Indirect Markets
Sentec AG Sentec AG P
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