Anexa 3

Specificatie tehnica completat:i

Model: Hamilton C6, Producator: Hamilton Medical AG, Tara: Elvetia

Specificarea tehnica deplina solicitata de catre
autoritatea contractanta

Specificarea tehnica deplina completata de
citre autoritatea ofertanta

Ventilator pulmonar adult, pediatric (caracteristici
avansate)

Cod 110330

Descriere Ventilatoarele mecanice ofera suport
ventilator temporar sau permanent pentru pacientii
care nu pot respira pe cont propriu sau care au
nevoie de asistentd, mentinind o ventilare
adecvata.

Parametrul Specificatia

Tip Mobil, pe suport cu rotile da

Tip pacient adult, pediatric da

Gama de control/setari Volum total 20-2,500 mL
Flux inspir 6-180 L/min

Presiune inspir 0-100 cm H20

Rata respiratorie 1-100 rpm

Timp inspir 0.1 - 8s.

Rata I:E 1:8 to 4:1

FiO2, % 21-100

Buton pentru respiratie manuala da
PEEP/CPAP 0-50 cm H20

Suport presiune 0-50 cm H20

Inhalator da

Mecanism triger Presiune

Flux

Ajustarea presiunii pantd/rampa da

Functia suspin da

Buton 100 % O2 da

Timpul maxim activ al butonului 100 % O2 2
min

Blocarea panoului de control da

Moduri de operare Modul A/C A/C Volum
respirator da

AJC presiune respiratorie da

Modul SIMV SIMV volum respirator da

SIMV presiune respiratorie da

Modul CPAP CPAP, CPAP/suport presiune (PS)
da

Modul Apnea-backup da
Moduri combinate da

Ventilatie neinvaziva da

Modul Bilevel/APRV da
Parametri monitorizati/afisati
Presiunea inspiratorie maxima da

Ventilator pulmonar adult, pediatric (caracteristici
avansate) DA
Cod 110330
Descriere Ventilatoarele mecanice ofera suport
ventilator temporar sau permanent pentru pacientii
care nu pot respira pe cont propriu sau care au
nevoie de asistentd, mentinind o ventilare
adecvata. DA
Parametrul Specificatia
Tip Mobil, pe suport cu rotile DA
Tip pacient adult, pediatric DA optional neonat (
dela 0.2 la 30 Kg)
Gama de control/setari Volum total 20-2000 mL
Flux inspir maxim 260 L/min DA

Presiune inspir 0-100 cm H20 DA

Rata respiratorie 1-80 rpm DA

Timp inspir 0.1 - 12 s. DA

Rata I:E 1:9 to 4:1 DA

FiO2, % 21-100 DA

Buton pentru respiratie manuala DA
PEEP/CPAP 0-50 cm H20 DA

Suport presiune 0-100 cm H20 DA

Inhalator DA penumatic

Mecanism triger Presiune DA

Flux DA

Ajustarea presiunii pantd/rampa DA

Functia suspin DA

Buton 100 % O2 DA

Timpul maxim activ al butonului 100 % O2 2
min DA

Blocarea panoului de control DA

Moduri de operare Modul A/C A/C Volum
respirator DA

AJC presiune respiratorie DA

Modul SIMV SIMV volum respirator DA

SIMV presiune respiratorie DA

Modul CPAP CPAP, CPAP/suport presiune (PS)
DA sa nu fie inurat cu nCPAP regim specilizat
pentru neonat

Modul Apnea-backup DA
Moduri combinate DA
Ventilatie neinvaziva DA

Modul Bilevel/APRV DA
Parametri monitorizati/afisati
Presiunea inspiratorie maxima DA
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Anexa 3

Presiunea medie in caile respiratorii da
Presiunea PEEP da
Volumul total da
Monitorizarea FiO2 da
Rata respiratorie da
Timp inspir da
Timp expir da
Rata |:E da
Volumul minutar spontan da
Alarme pacient FiO2 mare/mic da
Volum minutar mare/mic da
Presiune inspir mare/mica da
PIP mare da
PEEP mare da
Lipsa PEEP da
Apnea da
Presiune/ocluzie continua ridicatd da
Inversare IE da
Circuit respirator deconectat da
Alarme echipament Lipsa alimentare gaz da
Lipsa alimentare electrica da
Baterie descarcata da
Eroare de sistem Sensor decalibrat, scurgere prin
valve
Autodiagnostic da
Interfata Interfata cu dispozitivele exterioare da
Porturi pentru iesirea datelor da
Port pentru alarma la distanta da
lesire analogica da
Raportarea alarmelor si starea pacientului afisare
pe display da
Transmiterea rapoartelor la imprimata da
Posibilitatea conectérii in retea centralizata da
Display LCD TFT da
Marimea > 15 inch
Touchscreen da
Compresor de aer Integrat in dispozitivului, tip
turbina da
Alimentare Pneumatica Gazele comprimate aer,
02
Presiunea in retea 3-6 atm
Electrica Retea electrica 220 V, 50 Hz da
Baterie interna reincarcabila da
Timp operare baterie > 1 h
Accesorii
Circuite respiratorii pediatrice tip reutilizabil 2
set.
adult tip reutilizabil 2 set.

adult tip reutilizabil 1 set.
Umidificator Indicati modelul oferit model

Masca respiratorie pediatrice tip reutilizabil 1 set.

Presiunea medie in caile respiratorii DA

Presiunea PEEP DA

Volumul total DA

Monitorizarea FiO2 DA

Rata respiratorie DA

Timp inspir DA

Timp expir DA

Rata I:E DA

Volumul minutar spontan DA

Alarme pacient FiO2 mare/mic DA

Volum minutar mare/mic DA

Presiune inspir mare/mica DA

PIP mare DA

PEEP mare DA

Lipsa PEEP DA

Apnea d DA

Presiune/ocluzie continua ridicatd DA
Inversare IE DA

Circuit respirator deconectat DA
Alarme echipament Lipsa alimentare gaz DA
Lipsa alimentare electrici DA

Baterie descarcata DA

Eroare de sistem Sensor decalibrat, scurgere prin
valve DA

Autodiagnostic DA
Interfata Interfata cu dispozitivele exterioare DA
Porturi pentru iesirea datelor DA

Port pentru alarma la distanta DA

Iesire analogica DA

Raportarea alarmelor si starea pacientului afisare
pe display DA

Transmiterea rapoartelor la imprimata DA

Posibilitatea conectdrii in retea centralizata DA
Display LCD TFT DA

Marimea 17 inch DA

Touchscreen DA
Compresor de aer Integrat in dispozitivului, tip
turbind DA
Alimentare Pneumatica, O2 DA

Presiunea 1n retea 3-6 atm DA

Electrica Retea electrica 220 V, 50 Hz DA

Baterie interna reincarcabila DA

Timp operare baterie -1.5 h/90 min DA
Accesorii
Circuite respiratorii pediatrice si adult tip
reutilizabil 2 set. DA PN 260188 model
HAMILTON BC8022 A

Mascé respiratorie pediatrice tip reutilizabil 1
set. DA ('3 marimi)

adult tip reutilizabil 1 set. DA ( Marimi)
Umidificator H-900
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Umidificator cu mentinerea temperaturi si
umidificarea aerului Th regim automa, Compatibil
cu ventilatorul da
Minim doud regimuri de functionare: invaziv si
neinvaziv da
Camera de umidificare adult/pediatrice tip
reutilizabil 1 buc.

Filtre antibacteriale pediatrice unica utilizare 100
buc.

adult unica utilizare 100 buc.

Senzor de debit adult/pediatrice tip reutilizabil 2
buc.

Plaman de test adult tip reutilizabil 1 buc.

Suport pe rotile Indicati modelul oferit model

Min. 4 rotile da

Min. 2 roti cu frina da

Brat articulat pentru fixarea furtunelor respiratorii
da

Suport pentru fixarea/atasarea cablurilor electrice,
furtunul aer, oxigen pentru transportare,
depozitare da

Miner pentru transportare da

Umidificator cu mentinerea temperaturi si
umidificarea aerului Th regim automa, Compatibil
cu ventilatorul DA
Minim doud regimuri de functionare: invaziv si
neinvaziv DA
Camera de umidificare adult/pediatrice tip
reutilizabil 1 buc.DA (este inclus si in setul cu
PN 260188)

Filtre antibacteriale pediatrice/adult unica utilizare
100 buc. DA

Senzor de debit ( flux) adult/pediatrice tip
reutilizabil 2 buc. DA
Plaman de test adult tip reutilizabil 1 buc. DA
Suport pe rotile Indicati este integrat de ventilator

Min. 4 rotile da

Min. 2 roti cu frina da

Brat articulat pentru fixarea furtunelor respiratorii
DA

Suport pentru fixarea/atasarea cablurilor electrice,
furtunul aer, oxigen pentru transportare,
depozitare DA

Miner pentru transportare DA
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Technical specification for SW version 1.2.x

Ventilation modes

Standard: v Option: O Not applicable: --

Mode form Mode name Mode Adult/Ped Neonatal
Volume-controlled (S)CMV Breaths are volume-controlled and mandatory, including v -
modes, flow controlled patient-triggered breaths.

SIMV Volume-controlled mandatory breaths can be alternated with v -

pressure-supported breaths.

Volume-targeted modes, APVcmv /(S)CMV+ Breaths are volume targeted and mandatory. 4 v
adaptive pressure APVsimv / SIMV+  Volume-targeted mandatory breaths can be alternated with v v
controlled pressure-supported spontaneous breaths.
Pressure-controlled PCV+ All breaths, whether triggered by the patient or the ventilator, are v 4
modes pressure-controlled and mandatory.
PSIMV+ Mandatory breaths are pressure controlled. Mandatory breaths can be 4 4
alternated with pressure-supported spontaneous breaths.
DuoPAP Mandatory breaths are pressure controlled. Spontaneous breaths can v v
be triggered at both pressure levels.
APRV Spontaneous breaths can be continuously triggered. The pressure v 4
release between the levels contributes to ventilation.
SPONT Every breath is spontaneous, with or without pressure-supported 4 4
spontaneous breaths.
Intelligent ventilation ASV Operator sets %MinVol, PEEP, and Oxygen. Frequency, tidal volume, 4 -
pressure, and |:E ratio are based on physiological input from the
patient.
INTELLIVENT-ASV  Ventilator management of CO2 elimination and oxygenation is based 0 -
on clinician-defined target ranges and parameter limits, and
physiological input from the patient. The underlying mode is ASV.
Noninvasive modes NIV Every breath is spontaneous. v v

NIV-ST Every breath is spontaneous as long as the patient is breathing above v 4
the set rate. A backup rate can be set for mandatory breaths.

nCPAP-PS Every breath is spontaneous as long as the patient is breathing above - 0
the set rate. A backup rate can be set for mandatory breaths.

HiFlowO2 High flow oxygen therapy. No supported breaths. o] 0
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Standard configuration and options (in alphabetical order)

Standard: v Option: O Not applicable: --

Functions Adult/Ped Neonatal

Capnography, mainstream (volumetric) and sidestream ] o]

AN
AN

Languages

(English, US English, Chinese, Croatian, Czech, Danish, Dutch, Finnish, French, German, Greek, Hungarian,
Indonesian, Italian, Japanese, Korean, Norwegian, Polish, Portuguese, Romanian, Russian, Serbian, Slovak,
Spanish, Swedish, Turkish, Ukrainian)
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Technical performance

Description

Specification

Automatic expiratory base flow

Fixed at 6 I/min

Standards and approvals

Classification

Adult/Ped: 20 to 2000 ml
Neonatal: 2 to 300 ml

Class lIb, continuously operating according to EC directive 93/42/EEC

EN 60601-1:2006/A1:2013, IEC 60601-1-2:2014, ANSI/AAMI ES60601-1:2005/(R)2012, I1SO
80601-2-12:2011, CAN/CSA-C22.2 NO. 60601-1:14, EN ISO 5356-1:2015, ISO 80601-2-55:2018

Declaration

The HAMILTON-C6 was developed in accordance with pertinent international standards and FDA
guidelines. The ventilator is manufactured within an EN ISO 13485 and EN ISO 9001, Council Directive
93/42/EEC, Annex Il, Article 3 certified quality management system. The ventilator meets the Essential
Requirements of Council Directive 93/42/EEC, Annex I.

Class I, Type B applied part (ventilator breathing system, VBS), type BF applied parts CO2 sensor including
CO2 module connector, humidifier, Aerogen§ system, nebulizer, and SpO2 sensor including SpO2
adapter, continuous operation according to IEC 60601-1



Pneumatic performance

02

Air supply
Inspiratory outlet (To patient port)

Expiratory outlet (From patient port)

Electrical specifications

Input power
Power consumption

Battery

Graphical patient data

Graphic type/tab name

Input pressure: 2.8t0 6 bar/41 to 87 psi
Connector: DISS (CGA 1240) or NIST
Integrated turbine with lifetime warranty

Connector: ISO 15 mm ID/22 mm OD conical

Connector (on expiratory valve): ISO 15 mm ID/22 mm OD conical

100 to 240 VAC +10%, 50/60 Hz

60 VA typical, 210 VA (510 VA with humidifier) maximum

Electrical specifications: 14.4V, 5.0 Ah, 72 Wh, 48 W typical, 288 W maximum
Type: Lithium-ion

Normal operating time: > 90 min with one battery / = 180 min with two batteries
Options

Waveforms
Intelligent panels
Trends

Loops

Pressure, Flow, Volume, PCO2', FCO2', Plethysmogram’, Ptrach, Pes, Ptranspulm, Off
Dynamic Lung?, Vent Status, ASV Graph?®, SMPs (Secondary monitoring parameters)
1-, 6-, 12-, 24-, or 72-h trend data for a selected parameter or combination of parameters

Pressure/Volume, Pressure/Flow, Volume/Flow, Volume/PCO2', Volume/FCO2', Pes/NVolume,

Ptranspulm/Volume

''CO2 + Sp02 option required
2 Only for adult/pediatric patients
? Only in ASV mode
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Alarms

Priority Alarm

High priority Apnea, Check for blockage, Minute volume high/low, Oxygen high/low, Pressure high/low,

High Pressure during Sigh, Pressure not released

Flow sensor calibration needed (during ventilation), Check flow sensor tubing, Check flow sensor,
External flow sensor failed, Replace O2 sensor, Oxygen supply failed, Buzzer defective, Loudspeaker defective,
Disconnection on patient/ventilator side, Exhalation obstructed

Options not found, Self test failed, Blower fault, Device temperature high, Vent outlet temperature high,
Panel connection lost

Battery low, Battery power loss, Battery totally discharged, Battery temperature high,

Battery communication error, Battery defective, No ventilation after power failure

Sp0O2:* Low SpO2

HAMILTON-H900: Humidifier tilt, Humidifier chamber temp high, Humidifier Y-piece temp high,
Humidifier water high, Humidifier error, Check humidifier

IntelliCuff: Cuff leak, Check IntelliCuff

Medium priority Aerogen nebulizer disconnected, Frequency high/low, Vt high/low, Inspiratory volume limitation, High PEEP,
Loss of PEEP, Pressure limitation

Flow sensor calibration needed, Flip the flow sensor, Check flow sensor for water (Neonatal)

Fan failure, Function key not operational, Performance limited by high altitude, Real-time clock failure,

Battery low

Remote communication error, Remote communication timeout

CO2:° PetCO2 high/low

Sp0O2:4 Sp02: Adapter missing, SpO2: Light interference, SpO2: Low perfusion index, SpO2: Poor signal,

SpO2: Probe missing, SpO2: Patient disconnected, SpO2: Sensor error, PI high/low, PVI high/low, Pulse high/low,
Low Sp0O2

HAMILTON-H900: Check breathing circuit limbs, Check humidifier, Humidifier chamber temp low,

Humidifier Y-piece temp low, Humidifier water low, Humidifier check chamber, Humidifier check left/right tube
IntelliCuff: Check IntelliCuff, Cuff deflated, Cuff pressure high, Cannot turn off IntelliCuff

INTELLIVENT-ASV: FiO2 set to 100% due to low SpO2, Oscillation Oxygen, Oscillation %MinVol,

Oscillation PEEP/CPAP, Oxygenation adjustment off, Oxygen control limit exceeded, Oxygen supply failed,
Ventilation adjustment off

Low priority ASV: Cannot meet target, Maximum leak compensation, Pressure limit has changed, Pressure high,
Suctioning maneuver, Apnea ventilation, Apnea ventilation ended
Flow sensor calibration needed, Replace HEPA filter, IRV (inverse ratio ventilation), Release valve defective,
Touch not functional, Check settings, Settings file error, Language not loaded, Panel settings file error
Continue charging battery, Battery calibration required, Battery replacement required, Wrong battery,
Battery low, Loss of external power
02 sensor calibration needed, O2 sensor defective, 02 sensor missing, O2 sensor not system compatible
Invalid communication board
CO2:* CO2 calibration needed, CO2 sensor defect, CO2 sensor disconnected, CO2 sensor over temperature,
CO2 sensor warmup, Check CO2 sampling line, Check CO2 airway adapter, CO2: Poor signal
Sp0O2:* High Sp02
HAMILTON-H900: Check humidifier, Check humidifier communication
IntelliCuff: Check IntelliCuff

INTELLIVENT-ASV:® Oxygenation controller at limit, Recruitment in progress, Ventilation controller at limit

“If the SpO2 option is installed and enabled.
® If the CO2 option is installed and enabled.
S If INTELLIVENT-ASV is installed.



Control settings and ranges

Parameter (units) Range Adult/Ped’ Range Neonatal’

%MinVol (%) 25 to 350 -

Set temp'" (°C) INV: 35 to 41 INV: 35 to 41
NIV: 30 to 35 NIV: 30 to 35
HiFlowQ2: 33 to 37 HiFlowQ2: 33 to 37

7 Parameter settings and ranges can vary depending on the selected mode.
8 If the IntelliCuff integrated cuff pressure controller option is installed.

? If the PV Tool Pro option is installed.

' 0nly for high flow oxygen therapy.

""If the HAMILTON-H900 humidifier integration option is installed.
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Parameter (units) Range Adult/Ped’ Range Neonatal’

Sigh On, Off -

Tgradlentﬁ(oc)2t032t03 .........................................................
Thigh () (n DuoPAPand APRY) 0its0 0itos0
T|0W (S><mAPRV) .......................................... 02 to 40 ...................................................... 02 to 40 ......................................................
T|(S) ............................................................ 0“012 ...................................................... 0“012 ......................................................
T| max (S) ...................................................... 05 to 3 ........................................................ Ozsto 3 0 ...................................................
Tlp(s) .......................................................... Otog ................................................................
Tpa useg . (S> .................................................... 0 to 3 0 ........................................................ 0 to 30 ........................................................
TRC Com pensat |on ( %) .................................... 0 to .1. 00 ....................................................... O to .1. 00 .......................................................
Vt(m|> ......................................................... ZOtOZOOO ................................................... 2to300 .......................................................
We|ght<kg) ................................................................ 02t0300 ...................................................
Apcomr0|<cmHzo)5to1OO ....................................................... 3»[060 ........................................................
Ap,nsp(cmH20>3tO1oo ....................................................... Otoeo ........................................................



Monitoring parameters

Parameter (units) Description

Pressure AUtoPEEP (cmH20) Unintended positive end-expiratory pressure

Volume ExpMinVol or MinVol NIV Expiratory minute volume
(I/min)

MVSpont or MVSpont NIV Spontaneous expiratory minute volume

(I/min)
VTE or VTE NIV (ml) Expiratory tidal volume
VTESpont (ml) Spontaneous expiratory tidal volume
VTl or VTI NIV (ml) Inspiratory tidal volume
VY/IBW Tidal volume is calculated by ideal body weight (adult/pediatric patients) and according to the
) actual body weight for neonatal patients.
Vt/Weight (ml/kg)
VLeak (%) or MVLeak Leakage percent or total minute volume leakage
(I/min)
HAMILTON-C6



Parameter (units) Description

co2 FetCO2 (%) Fractional end-tidal CO2 concentration
petcoz(mmHg)Endtlda|co2pre55ure ...................................................................................................
SopeC02 (%CO21)  Slope of the alveolar plateau in the PetCO2 curve, indicating the volume/flow status of the lungs
S Aleolar minuteventlaton
Vta|v (m |) .............................. A|Veo|ar tld a|vent,|at |on ..................................................................................................
VCOZ(mem)COZe“mmat,on ............................................................................................................
VDaW(m| ) ............................. AI rway dead 5 pace ........................................................................................................
VOaATEGe) Airway dead space fraction at the aivway opening.
Vecoz(mDExha|edCO2Vo|ume ......................................................................................................
Vlco2<m|)|n5plredco2\,o|ume ......................................................................................................

Spozsp02<%)Oxygensaturatlon .........................................................................................................
Pu|se(1/mm)Pu|se ..........................................................................................................................
Plethysmogram The waveform that visualizes the pulsating blood volume; it i delivered by the pulse oximeter.
spO2F02 (%) The SpO2/FI02 ratio (%) is an approximation of the PaO2/F02 ratio, which, in contrast to

PaO2/Fi02, can be calculated noninvasively and continuously.

OS|OXygensaturat|onmdex .................................................................................................
P|(%)Perfus|on|ndex .............................................................................................................
pv|(%)thva”ablmymdex ......................................................................................................
CO%)  Camboxhemoglobinsatwration
SpMet(%)Methemogbbmsaturanon ..............................................................................................
SpHb (g/d) (mmol) Totalhemoglobin
Spoc(deDOXygencontent ............................................................................................................

Owgen Owgen(%)  Oxygenconcentation of the delivered gas

Tlme|E|nsp|ratoryexp|ratoryratlo ...............................................................................................
fControl G/min)  Mandatoybreath frequeny
fSpont(ofmin)  Spontaneousbreathing frequeny
flotl Gominy Totlbreathing freauency
T|(S)|nsp|ratoryt|me .............................................................................................................
TE<S>EXp|ratoryt|me .............................................................................................................
pause(s>|nsp|ratorypauseormateau .............................................................................................

Lung mechanics  Cstat (miemH20)  Staticcompliance




Physical characteristics

Weight Monitor (interaction panel) without shelf mount: 7.8 kg (17.2 Ib)
Monitor with shelf mount: 10 kg (22 Ib)

Ventilation unit with shelf mount: 10.5 kg (23.2 Ib)
Ventilation unit, monitor, and trolley: 46 kg (101 Ib)

The trolley can accommodate a maximum safe working load'? of 80 kg (176 Ib).

Dimensions, Trolley and shelf See figure below

mount solutions

Dimensions, Combined shelf See next page
mount solution,

monitor tilt/swivel range

Monitor Type: Color TFT, Size: 1920 x 1200 pixels, 17 in (431.8 mm) diagonal
Monitor mounting options VESA, pole mount, rail mount, handle mount
Trolley accessories Basket, O2 cylinder holders (two bottles), humidifier mounting system, additional standard rail,

bed docking system

"2 The maximum safe working load applies to a stationary, properly load-balanced trolley.
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Figure 1. HAMILTON-C6 dimensions
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y (14.2in)
56.0 cm 64.0 cm
(22.1in) (25.21in)
Shelf mount dimensions See the figures below
Monitor mounted to /left of ventilator body, Monitor tilt range: Forward = 30°; Backward = 37°

monitor tilt and swivel ranges )
) Monitor swivel range: 34° to the left from neutral
(see top figure below)

Monitor mounted to right of ventilator body, Monitor tilt range: Forward = 30°; Backward = 37°

monitor tilt and swivel ranges ) )
) Monitor swivel range: 144° to the right from neutral to 22° to the left
(see bottom figure below)



Figure 2. Shelf mount dimensions, monitor mounted to the /eft of the ventilator body, monitor swivel and tilt
ranges

(24?2(?:]) '

41.9 cm
(16.5in)

50 cm
(19.7 in)

o

Ny N

\

All'angles in the figures above are relative to the monitor facing forward, with the bottom of the monitor parallel to the shelf plate, at a 90° angle relative to the
floor. References to left and right refer to the reader's left and right, viewing the monitor from the front.

Manufacturer:

Hamilton Medical AG

Via Crusch 8, 7402 Bonaduz, Switzerland
@& +41 5861010 20
info@hamilton-medical.com

www.hamilton-medical.com

689596/04 Specifications are subject to change without notice. Some features are options. Not all features/products are available in all markets. For all
proprietary trademarks and third-party trademarks used by Hamilton Medical AG see www.hamilton-medical.com/trademarks. © 2021
Hamilton Medical AG. All rights reserved
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The next generation of intelligent ICU ventilators
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We live for ventilation technology

We live for ventilation technology. Technology that helps caregivers improve the lives of their critically
ill patients. We believe that innovation is essential to meet the demands of critical care. To us,
innovation is about realizing visionary new ideas and continuously improving existing products, always
maintaining the focus on safe, individualized ventilation, as well as ease of use.

We learn from our customers and from multi-disciplinary experts. And we invest in long-term research

and development. We develop Intelligent Ventilation solutions: devices and consumables for the
ventilation of all critically ill patients — from neonates to adults.

N W O =

Jens Hallek Bob Hamilton

CEO CEO

Hamilton Medical AG Hamilton Medical, Inc.
HAMILTON-C6



Meet the HAMILTON-C6

The HAMILTON-C6 represents a new generation
of high-end ventilators. The combination of
modularity, ease of use, mobility, and advanced
features allows you to individualize your patient's
ventilation therapy:

Vv State-of-the-art ventilation modes for adult,
pediatric, and neonatal patients

<

Adaptive, lung-protective ventilation modes
ASV® and INTELLIVENT®-ASV

IntelliSync+ real-time patient synchronization
High-performance noninvasive ventilation
High flow oxygen therapy

<L <L«

P/V Tool® Pro for lung assessment and
recruitment

<

Transpulmonary pressure measurement

v

v/ Remote access to humdifier controls and
status

Integrated IntelliCuff® pressure controller




Slender, flexible, convenient

Flexible device configuration

The HAMILTON-C6 adapts to your individual user environment. Mount it on a trolley, with the interaction
panel on top or in front, or use the shelf-mounted version with the interaction panel on the side or
mounted on the pendant system.

For intrahospital transport
Thanks to the slender frame, an integrated O2 cylinder carrier, and the high-performance turbine, the
HAMILTON-C6 can stay at your patient's side for intrahospital transports.

Ergonomic maneuverability
With a compact footprint and high-quality trolley wheels the HAMILTON-C6 is designed for easy handling
and maneuverability.

HAMILTON-C6
]






Ease of use

¢¢

The Hamilton operating platform actually made my
job as an educator and a clinical specialist a lot
easier. Because once we learn one platform it
transfers over to all of the other platforms. To the
MRI ventilators, to the transport ventilators, to the
neonatal side, in the EC and ICU, it all transfers
over.

Craig Jolly, Adult Clinical Education Coordinator
University Medical Center, Lubbock (TX), USA

HAMILTON-C6
]

In close cooperation with users and ventilation
experts, our engineers have designed a user
interface that is particularly intuitive. Switching
between the HAMILTON-C6 and all other Hamilton
Medical ventilators is easy because they are all
operated according to the same principles.

The Ventilation Cockpit on the HAMILTON-C6
consolidates the monitoring data and displays it as
intuitive graphics. These provide a quick overview
of the patient’s current ventilation status and
provide a reliable basis for therapy decisions.




The Ventilation Cockpit

- Main monitoring parameters

All of the main monitoring parameters at a
glance. The large characters allow you to see
them even from a distance.

n Dynamic Lung

One quick look shows you tidal volume, lung
compliance, patient triggering, resistance in real-
time, cuff pressure, and pulse. The lungs expand

and contract in synchrony with the actual breaths.

Graphics

ﬂ Vent Status

The Vent Status panel displays six parameters
related to the patient’s ventilator dependence.
When all values are in the weaning zone, the
panel is framed in green, indicating that
spontaneous breathing trials or extubation can be
considered.

n Direct access to main controls
Access and adjust the most important controls for
the current mode directly on the main display.

Modes

. sale
Crepgen MEP  Minvol Prug B wipert | Controls
Alarms

Tools Events

HAMILTON-C6




Individualized, lung-protective ventilation

Adaptive, lung-protective ventilation with ASV

v
v

Supports the earliest possible spontaneous breathing by the patient' ?
Shortens the ventilation time in various patient groups” 2

Your bedside assistant INTELLIVENT-ASY

v

v

Requires fewer manual adjustments than conventional ventilation, consequently reducing the work-
load for the healthcare team?

Follows the latest recommendations for lung-protective ventilation in terms of tidal volumes, driving
pressure, and mechanical power? > ©

Lung assessment and recruitment with the P/V Tool Pro

v

v

Hysteresis of the pressure/volume curve can be used for assessing the recruitability of the lung at the
bedside’

May reduce the need for assessing recruitability with a CT scan, when using the PV loop in early on-
set ARDS®

Synchronization based on waveform analysis with IntelliSync+

v

v

Waveform analysis is a reliable, accurate, and reproducible method for assessing patient-ventilator
interaction®

In terms of cycling, IntelliSync+ performs at least as well as ETS optimized by clinicians'®

Automatic cuff pressure control with IntelliCuff

v

Continuous cuff pressure control can decrease microaspiration and VAP'" '?

Transpulmonary pressure measurement

v

v

PEEP set based on transpulmonary pressure can improve compliance and oxygenation in ARDS
patients'?

Transpulmonary pressure measurement can avoid the use of ECMO in the most severe
patients'

' Kirakli C. Eur Respir J. 2011 Oct;38(4):774-80

2 Chen CW. Respir Care. 2011 Jul;56(7):976-83

3 Bialais, E., et al., Minerva Anestesiol, 2016. 82(6): p. 657-68

4 Arnal JM. Intensive Care Med Exp 2016, 4(Suppl 1):A602

® Arnal, J.-M., M. Saoli, and A. Garnero, Heart & Lung: The Journal of Cardiopulmonary and Acute Care. 2019 Nov
© Buiteman-Kruizinga LA. Crit Care Explor. 2021 Feb 15;3(2):e0335

" Demory D. Intensive Care Med. 2008 Nov;34(11):2019-25

8 Chiumello D. Crit Care Med. 2020 Oct;48(10):1494-1502

¢ Mojoli F. Intensive Care Med Exp 2016, 4(Suppl 1):A1168

' Mojoli F. Intensive Care Med Exp 2016, 4(Suppl 1):A1164

" Lorente L. Critical Care. 2014;18(2):R77

'2 Nseir S. American Journal of Respiratory and Critical Care Medicine. 2011;184(9):1041-1047
3 Talmor D. N Engl J Med. 2008 Nov 13;359(20):2095-104

4 Grasso S. Intensive Care Med. 2012 Mar;38(3):395-403
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PRO

Adaptive Support Ventilation (ASV)

adjusts respiratory rate, tidal volume, and inspiratory pressure continuously,
depending on the patient’s lung mechanics and effort. ASV adapts ventilation
breath-by-breath, 24 hours a day, and from intubation to extubation.

INTELLIVENT-ASV, your bedside assistant

is an advanced ventilation mode based on ASV. The clinician defines the
clinical goal for PetCO2 and SpO2. INTELLIVENT-ASV then adjusts CO2
elimination and oxygenation, and keeps the patient within the predefined
ranges. Quick Wean supports the clinician in weaning patients from
mechanical ventilation.

PV Tool Pro for lung assessment and recruitment

helps you assess recruitability and set PEEP based on respiratory mechanics. It
also provides a repeatable method for quickly performing recruitment
maneuvers.

IntelliSync+ keeps an eye on patient-ventilator synchrony

by continuously analyzing waveform shapes hundreds of times per second.
This allows IntelliSync+ to detect patient efforts and cycling immediately, and
initiate inspiration and expiration in real time. IntelliSync+ applies to invasive
and noninvasive ventilation, regardless of the ventilation mode.

IntelliCuff pressure controller
continuously measures and automatically maintains the user-set cuff pressure
of an endotracheal or tracheostomy tube in real time.

Transpulmonary pressure measurement

allows optimization of PEEP, tidal volume, and inspiratory pressure. Use it in
combination with the P/V Tool Pro to assess lung recruitability more precisely
and perform recruitment maneuvers.



Features and options
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State-of-the-art ventilation modes

Integrated high flow oxygen therapy

Integrated pneumatic and optional
Aerogen nebulizer

Pulse oximetry
(Sp0O2 and pulse measurement)

Mainstream (volumetric) and
sidestream capnography

Continuous monitoring of driving
pressure

2he
=Je
==je

2

Adult, pediatric, and neonatal
ventilation

High-performance turbine with
lifelong warranty

Integrated control for IntelliCuff
pressure controller

Remote access to HAMILTON-H900
controls and status

Serial interface for connection to
PDMS or patient monitors

On-screen help for alarm
troubleshooting



From the ventilation specialist E-learning
Hamilton Medical College provides free and open

e-learning on mechanical ventilation and
ventilators.
Join at: www.hamilton-medical.com/elearning.

Universal ventilator consumables

Our accessories and consumables are specially
developed for the highest possible patient safety
and ease of use. Choose between reusable and
disposable parts according to your institutional
policies.

Peripheral devices

Our ventilation portfolio includes an active
humidifier, the HAMILTON-H900, as well as the
automatic cuff pressure controller, IntelliCuff.
Both devices may be used with all kinds of
mechanical ventilators.

I
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https://college.hamilton-medical.com/

E”iﬁ,*El More information and free simulation software:
L2 www.hamilton-C6.com

HAMILTEON
MEDICAL

Manufacturer:

Hamilton Medical AG

Via Crusch 8, 7402 Bonaduz, Switzerland
@ +4158610 1020
info@hamilton-medical.com

www.hamilton-medical.com

689590.01 Specifications are subject to change without notice. Some features are options. Not all features are available in all markets. INTELLIVENT-ASV is not
available in the US. For all proprietary trademarks and third-party trademarks used by Hamilton Medical AG see www.hamilton-medical.com/
trademarks. ©2021 Hamilton Medical AG. All rights reserved.
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Declaration of Conformity

We, Wir, Nous,

Hamilton Medical AG, Via Crusch 8, CH-7402 Bonaduz, Switzerland,
(SRN: CH-MF-000013790)

confirm under our sole bestatigen, unter unserer confirmons sous notre seule
responsibility that the alleinigen Verantwortung, responsibilité que les produits
following products dass die folgenden Produkte  suivants

CEDCL-HAM-C6, Attachment on page 2

comply with: konform sind mit: sont conformes aux:

EC Medical Device Directive
93/42/EEC, Annex Il, Art. 3

All listed products are Alle aufgefiihrten Produkte sind Tous les produits répertoriés
classified as class llb. der Klasse llb zugeordnet. sont classés dans la classe llb.

TUV Rheinland LGA Products GmbH

Tillystrasse 2
90431 Niirnberg
0 1 97 Germany
Registration No: HD 1093044-1

medin Medical Innovations GmbH

EC REP Adam-Geisler-Strasse 1
82140 Olching
Germany
Validity: Giiltigkeit: Validité:

This declaration is valid for Diese Konformitatserklarung Cette déclaration est valable
products manufactured in  gilt flir Produkte, welche 2022  pour les produits fabriqués en

2022. Lot numbers are produziert werden. Die 2022. Les numéros de lot

traceable via Losnummern sind Uber peuvent étre retracés par les

manufacturing protocols. Fertigungsnachweise preuves de production. Cette

This declaration is valid in  nachvollziehbar. Diese déclaration est valable

connection with the final Konformitatserklarung ist giiltig associée au rapport

inspection report. in Verbindung mit dem d'inspection final.
Endpriifprotokoll.

Hamilton

s Hallck ol -

@) Bonaduz, ...

CEDCL-HAM-C&/ 09 Page 1 of 2
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Product name P/N UDI-DI / GTIN Basic UDI-DI/ GMN

HAMILTON-C6 160021 07630002808590 76300028PN160021ZW
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EC Certificate TUVRheinland

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices, Annex Il excluding (4)

Registration No.: HD 1093044-1
Manufacturer: Hamilton Medical AG
Via Crusch 8
7402 Bonaduz
Switzerland
Products: Ventilators and ventilator systems

Replaces certificate, registration no.: HD 60137935 0001

The Notified Body hereby declares that the requirements of Annex I, excluding section 4 of the directive
93/42/EEC have been met for the listed products. The above named manufacturer has established and
applies a quality assurance system, which is subject to periodic surveillance, defined by Annex I,
section 5 of the aforementioned directive. For placing on the market of class |1l devices covered by this
certificate an EC design-examination certificate according to Annex Il section 4 is required.

Report No.: 3348226-90
Effective date: 2021-05-19
Expiry date: 2024-05-26 @
Issue date: 2021-05-19

Dipl.-Ing. S. Pane
TUV Rheinland LGA Products GmbH
Tillystrale 2 - 90431 Nurnberg - Germany

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC concerning medical

devices with the identification number 0197.
Page 1 of 2




EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices, Annex Il excluding (4)

Registration No.:

Manufacturer:

Switzerland

HD 1093044-1

Hamilton Medical AG
Via Crusch 8
7402 Bonaduz

= ®
TUVRheinland

The scope of certification includes the following manufacturing sites:

No. Location
/01 Hamilton Medical AG
Via Crusch 8
7402 Bonaduz
Switzerland
/02 Hamilton Medical AG
Parc Industrial Vial 10
7013 Domat/Ems
Switzerland
/03 Hamilton Medical AG
Parc Industrial Vial 4
7013 Domat/Ems
Switzerland
Report No.: 3348226-90
Effective date: 2021-05-19
Expiry date: 2024-05-26
Issue date: 2021-05-19

Dipl.-Ing. S. Pane
TUV Rheinland LGA Products GmbH

TillystraRe 2 - 90431 Nurnberg - Germany

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC concerning medical

devices with the identification number 0197.

Page 2 of 2




Certificate

i ®
TUVRheinland

Quality Management System

EN ISO 13485:2016

Registration No.:

Organization:

Scope:

SX 1093044-1

Hamilton Medical AG
Via Crusch 8

7402 Bonaduz
Switzerland

Design and development, manufacturing, distribution and servicing of
ventilators and ventilator systems

The Certification Body of TUV Rheinland LGA Products GmbH certifies that the organization has established and applies a
quality management system for medical devices.

Proof has been furnished that the requirements specified in the abovementioned standard are fulfilled. The quality
management system is subject to yearly surveillance.

Report No.:
Effective date:
Expiry date:
Issue date:

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

3348226-90
2021-05-19
2023-07-08
2021-05-19

%\_/ Dipl.-Ing. S. Pane
g Rheinland LGA Products GmbH

”Fillystraf&e 2 - 90431 Nurnberg - Germany
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Certificate

Quality Management System
EN ISO 13485:2016

Registration No.: SX 1093044-1

Organization:

Via Crusch 8
7402 Bonaduz
Switzerland

Hamilton Medical AG

o ®
TUVRheinland

The scope of certification also covers the following locations:

No.  Facility
/01 c/o Hamilton Medical AG
Via Crusch 8
7402 Bonaduz
Switzerland
/02 c/o Hamilton Medical AG
Parc Industrial Vial 10
7013 Domat/Ems
Switzerland
/03 c/o Hamilton Medical UK Ltd.
Unit 1 Forge Mills Park
Station Road
Coleshill
Birmingham
B46 1JH
United Kingdom
/04 c/o Hamilton Medical AG
Parc Industrial Vial 4
7013 Domat/Ems
Switzerland
Report No.: 3348226-90
Effective date: 2021-05-19
Expiry date: 2023-07-08
Issue date: 2021-05-19
(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

Scope

Design and development, manufacturing,
distribution and servicing of ventilators and
ventilator systems

Manufacturing and servicing

Distribution and servicing

Manufacturing of ventilator sensors and
tubing systems

Dipl.-Ing. S. Pane
TUY |nland LGA Products GmbH
Tillystrale 2 - 90431 NUrnberg - Germany

2/2




HAMILTON-BC8022-A - Adult dual limb heated breathing set, autoclavable, with
integrated temperature probe, incl. chamber and water trap

HAMILTON-BC8022-A - Beheiztes Beatmungsschlauchset mit zwei Schenkeln fr
Erwachsene, autoklavierbar, mit integriertem Temperatursensor, inkl. Befeuchterkammer und
Wasserfalle

HAMILTON-BC8022-A - Kit de circuit respiratoire chauffant a deux branches pour adulte,
autoclavable, avec sonde de température intégrée, réservoir et piege a eau inclus
HAMILTON-BC8022-A: Equipo respiratorio para adultos con calefaccién en las dos ramas,
esterilizable en autoclave, con sensor de temperatura integrado, camara y colector de
agua incluidos

HAMILTON-BC8022-A - Kit de respiracdo aquecido de alca dupla para adulto,
autoclavavel, com sonda de temperatura integrada, incl. cdmara e retentor de agua
HAMILTON-BC8022-A - Set circuito paziente riscaldato con branca doppia per adulti,
autoclavabile, con sonda termica integrata, camera e raccogli condensa inclusi
HAMILTON-BC8022-A - SpiiR BHRSLH B R ITFIS KR AONU ANER.
TR R A A TR S

HAMILTON-BC8022-A - FAAMEHT 2 7 )L Y LMEFFR Y b, A—k I L —TTHE,
—HRBEEUY—, Fron—8LUI+r—2—+SvTHE
HAMILTON-BC8022-A — KomneKT B3poCnoro aBToKNaBMpyemMoro HarpeBaemMoro
[bIXaTeNbHOro KOHTypa ¢ Y-06pasHbiM KOHHEKTOPOM, BCTPOEHHBLIM TEMMepaTypHbLIM
30H[OM, pe3epByapOM YBMaXHUTENS U BNIAaroCGOPHUKOM

HAMILTON-BC8022-A - Yetiskin cift pargali 1sitmali solunum seti, otoklavlanabilir,
entegre sicaklik probu ile birlikte, hazne ve su kapani dahil

C€0197

Accessories

Instructions for use
Gebrauchsanweisung
Instructions d’utilisation
Instrucciones de uso

Istruzioni per I'uso

Instrucdes de uso

SRR

EASEE

WHCTpyKUMM No akcnnyartaumum
Kullanim talimatlari

260188

PN 624766/02 | 2015-10-23

HAMILT2N
EDICAL

ilation since 1983
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r—[ Alca inspiratéria (azul) para umidificador
Branca inspiratoria (blu) all'umidificatore
ERERENRSE (BE8)
MaTtpyGok Baoxa (rony6oi), NOACOeANHAEMbIN K
yBRaXHUTEN!O.
Nemlendiriciye giden inspiratuvar parga (mavi)

Inspiratory limb (blue) to humidifier
Inspirationsschenkel (blau) zum Befeuchter
Branche inspiratoire (bleue) vers I'humidificateur
Rama inspiratoria (azul) hacia el humidificador

£ RS (F) MER~

o

N

MAX filling level mark. Do not exceed this level.
Fllstandsmarkierung (MAX). Dieser Fiillstand darf
nicht tiberschritten werden.

Repeére du niveau de remplissage MAX. Ne pas
dépasser ce niveau.

Marca de nivel de llenado MAX. No superar este
limite.

Marca do nivel de enchimento MAX. Néo exceder
este nivel.

Simbolo del livello di riempimento MAX. Non
superare questo livello.

BEKCINR, FEETZ K I,
BERRLALI—Y COS 12 FBALE
SIZLTSEEL,

OTMeTka MaKCUManbHOTO YPOBHS! 3aMONHEHNS!.
He npessiwatime ezo.

Dolum seviyesi isareti MAX. Bu seviyeyi
gegmeyin.

624766/02



3 Water chamber
Befeuchterkammer
Réservoir d'eau
Camara de agua
Camara de agua
Camera dell'acqua
KEE

HBKF v onN—

BopaHblii pesepsyap

Su haznesi

IS

Water fill port and stopper. Ensure the
cap is closed during operation.
Wasserfullanschluss und Stopfen.
Stellen Sie sicher, dass die Kappe
wéhrend des Betriebs angebracht ist.
Port et systéme de fermeture du
réservoir d'eau. Vérifier que le
bouchon est fermé au cours de
I'opération.

Puerto de llenado de agua y tapén.
Compruebe que la tapa esté puesta
durante el funcionamiento.

Porta de enchimento de agua e
tampéo. Assequrar que a tampa esta
fechada durante a operacao.

Porta di riempimento dell'acqua e
tappo. Assicurarsi che il tappo sia
chiuso durante il funzionamento.
FEKORIEIKER, BHRERE ST
PR LN,

HIKR— b ER b vik—, RFHFIL
FryTEHL TS,

Kanan 3anonHexus Bogoit

v 3arnywka. Bo epemsi pabombi
ycmpoticmea Kpbiuika OomkHa bbime
3aKpeima.

Su dolum portu ve tikag. Cihaz
calisirken tikag kapaginin kapal
oldugundan emin olun.

5

Heated inspiratory limb (blue) with
temperature probe to patient
Beheizter Inspirationsschenkel (blau)
mit Temperatursensor zum Patienten
Branche inspiratoire chauffante (bleue)
avec capteur de température vers le
patient

Rama inspiratoria (azul) hacia el
paciente, con calefaccién y sensor de
temperatura

Alca inspiratoria aquecida (azul) com
sonda de temperatura para o paciente
Branca inspiratoria riscaldata (blu) con
sonda termica al paziente
HERERKAIAESE (E6)
EEERA

mEL RS (F) SRERY
Y—EBE~

HarpeBaemsiit natpy6ok Baoxa
(rony6own), noacoeanHseMbIin

K NaLMeHTy CTOPOHOIA

C TemnepaTypHbIM 30HAOM.

Isitmali inspiratuvar parga (mavi),
hastaya giden sicaklik probu ile birlikte

Expiratory limb (short, white) to ventilator
Exspirationsschenkel (kurz, weiB) zum
Beatmungsgerat

Branche expiratoire (courte, blanche) vers
le ventilateur

Rama espiratoria (corta, blanca) hacia el
respirador

Alca expiratoria (curta, branca) para o
respirador

Branca espiratoria (corta, bianca) al venti-
latore

ERETRATSE (8. B8)
S (a—h, B) EATFRR
~

Matpy6Gok Bbigoxa (kopoTkui, Genbiit),
nopcoeavHsieMblii k annapaty UBJ1
Ventilatore giden ekspiratuvar parga
(kisa, beyaz)

Hamilton Medical | Adult dual limb heated breathing set, autoclavable, Instructions for Use



7 Water trap, 22M/22M
Wasserfalle, 22M/22M
Piege a eau, 22M/22M
Colector de agua, 22 M/
22M
Retentor de 4gua, 22M/
22M
Raccogli condensa, 22M/

22M

KR, 22M/22M
TA—E—+SvT,
22M/22M
BnarocGopHuk,
LWTEKEPHbIE Pa3beMbl
22 Mm [ 22 Mm.

Su kapani, 22M/22M

8 Expiratory limb (long, white) from

patient

Exspirationsschenkel (lang, weiB) vom
Patienten

Branche expiratoire (longue, blanche)
partant du patient

Rama espiratoria (larga, blanca) desde
el paciente

Alca expiratoria (longa, branca) do
paciente

Branca espiratoria (lunga, bianca) dal
paziente

ERERARTFSE (K, B8)
H&EE (VY. B) 2EELNL
MaTpy6Gok BblgOXA (ANUHHBIA,
Genbii), noacoeanHsIEMbI CO
CTOPOHBI «OT NaLneHTa»

Hastadan gelen ekspiratuvar parga
(uzun, beyaz)

9 Y-piece, 22M/22M/15F

Y-Sttick, 22M/22M/15F

Piéce en Y, 22M/22M/15F

Piezaen'Y, 22 M/22 M/15 H
Pecaem “Y", 22M/22M/15F
Raccordo a Y, 22M/22M/15F

Y /&, 22M22M/15F

Y E—X. 22M/22M/15F
Y-06pa3Hblit KOHHEKTOP, LITEKePHbIN
(22 MMm) / lWUTEKEPHbIN (22 MM) / THe-
30080 (15 MM) pa3bembl.

Y pargasi, 22M/22M/15F

10 Adapter, 90°, 22M/15F/22F (optional)

Adapter, 90°, 22M/15F/22F (optional)
Adaptateur, 90°, 22M/15F/22F

(en option)

Adaptador, 90°, 22 M/15 H/22 H
(opcional)

Adaptador, 90°, 22M/15F/22F (opcional)
Adattatore, 90 °, 22M/15F/22F
(opzionale)

0, 90°, 22M/15F/22F (iR )
THETB—. 90° | 22M/15F/22F
(FFvav)

ApanTep, 90°, WTeKepHbIA (22 MMm) /
rHeagosov (15 Mm) / rHe3poBoM (22 Mm)
pasbembl (AONONHUTENbHBIN).
Adaptér, 90°, 22M/15F/22F (istege
bagl)

624766/02



Instructions for use

&\ WARNING

The breathing set including the water
chamber must be cleaned, disinfected,
and autoclaved before use.

Follow the instructions in the
HAMILTON-BC8022-A Reprocessing
Guide (PN 624767) to clean and
sterilize the product.

Inappropriate reprocessing may cause
malfunction of the product. The use of
ETO gas may lead to increased cancer
rates in patients and users. Hamilton
Medical does not warrant the proper
functioning of breathing sets if they
are cleaned or reused by the user in an
inappropriate manner.

The breathing set must be set up and
used by trained medical professionals.
The breathing set must not be covered
by any objects, such as sheets, towels,
etc.

Route the breathing circuit without
tension and without any kinks from
the humidifier to the patient, and pro-
tect against unintended influences.
Do not use heated breathing circuits
without existing gas flow. If the gas
supply is interrupted, the humidifier
must be switched off or put into
standby mode.

Adult dual limb breathing set, autoclavable

Heated limbs must not be placed
directly on the patient’s skin. Attach
breathing circuits or tubing holders
appropriately to avoid mechanical
forces on the ET tube.

Only fill the humidifier chamber with
sterile, demineralized water that
meets the hospital’s hygiene require-
ments.

Do not operate the device if the water
level in the humidifier chamber
exceeds the marked maximum (MAX).
Check the water level regularly and
refill if needed.

The humidifier must always be posi-
tioned below patient level. Do not
operate the humidifier at an angle in
excess of 10°.

Do not use the breathing set with
other humidifiers.

Do not add any drugs or medication
directly to the water in the water
chamber. If the HAMILTON-H900 is
used in combination with any medical
gases or nebulized medications, follow
the instruction for use of the supplied
application and make sure that it is
suitable for use with active humidifica-
tion.

Do not touch the hot plate or the bot-
tom of the chamber. The surfaces can
reach a temperature of over 85°C.
These hot surfaces radiate heat.

A cauTiON

o Check the breathing set for damage
prior to use. Discard the breathing set
if there is any sign of damage such as
cracks or discoloration.

Handlle used breathing circuits and
humidifier chambers as contaminated
goods according to local laws and
regulations or hospital internal proce-
dures.

If the ambient temperature is outside
the recommended range (18°C to
26°C), physiological humidity levels
may not be achieved. Humidification
performance is not guaranteed outside
of this range.

Read also the operating instructions of
the HAMILTON-H900 humidifier.
Before using the breathing set on the
patient, a tightness test must be car-
ried out. If this test fails, it may be
repeated once. After two consecutive
failed tests, the breathing set must be
replaced by a new one.

The refill water should be no warmer
than 37°C.

Hamilton Medical | Adult dual limb heated breathing set, autoclavable, Instructions for Use



o Check the stability of all connections
prior to use.

Intended use

The HAMILTON-BC8022-A breathing set is
intended to be used together with compat-
ible Hamilton Medical respiratory gas
humidifiers during invasive and noninvasive
mechanical ventilation of adult and pediat-
ric patients.

Terminology

The breathing circuit comprises the tubing
(connection limb, wall-heated inspiratory
limb, short expiratory limb, long expiratory
limb), water trap, and Y-piece.

The breathing set comprises the breathing
circuit and the humidifier chamber.

Connecting the HAMILTON-BC8022-A
breathing set to the HAMILTON-H900

Ventilator connection

Note that the limb connectors on the

humidifier combine electrical connections

with breathing circuit connectors. Ensure

proper orientation of electrical contacts on

the breathing circuit connectors to match

the connecting element on the humidifier.

See the full setup on the front page of these

Instructions for use.

To connect the breathing set

1 Insert the humidifier chamber com-

pletely into the humidifier until it clicks
into place.

To remove it, pull the humidifier cham-
ber out of the humidifier.

N

Connect the inspiratory connection
limb (short blue limb) first to the
humidifier chamber, then to the venti-
lator at the inspiratory outlet.

w

Connect the expiratory limbs (white) to
the water trap and connect the shorter
limb to the ventilator expiratory valve.

IN

Connect the inspiratory limb (long blue
limb) first to the humidifier chamber,
and then to the Y-piece.

(]

Manually fill the humidification cham-
ber using a syringe.

Be sure not to fill the chamber above
the marked MAX level.

Replace the blue water fill port cap. Be
sure the cap is closed during humidifier
operation.

o

Cleaning, disinfection, and
reprocessing

For detailed reprocessing instructions, use
the information provided in the HAMILTON-
BC8022-A Reprocessing Guide

(PN 624767). The guide is available online at
www.hamilton-medical.ch, in MyHamilton.
Registration is free.

A printed copy can be sent to you upon
request; contact your Hamilton Medical
technical representative.

Disposal

Used breathing sets may be contaminated.
Dispose of all parts according to your insti-
tution’s protocol. Follow all local, state, and
federal regulations with respect to environ-
mental protection.

Technical data

Flow range Up to 120 I/min

Connectors Conical according to

1SO 5356-1

Compliance of dual limb < 1 ml/cmH20/m

heated breathing sets

Compressible volume 400 ml
Water volume (max) 220 ml
Flow resistance at 30 I/min

(nominal flow)

Inspiration 0.3 cmH20
Expiration 0.3 cmH20
Gas leakage < 50 ml/min

Maximum operating pres- 10 kPa
sure in humidifier chamber

Circuit length 1.50 m (approx. 5 ft)

Compatibility HAMILTON-H900

humidifier

Operating conditions Recommended: 18°C to

Atmospheric pressure 61 to 106 kPa

Maximum operating dura- 28 days
tion
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m Beatmungsschlauchset mit zwei Schenkeln fiir Erwachsene, autoklavierbar

Gebrauchsanweisung

A VORSICHT

¢ Das Beatmungsschlauchset inkl. Be-
feuchterkammer muss vor dem Ge-
brauch gereinigt, desinfiziert und au-
toklaviert werden.

* Befolgen Sie die Anweisungen im
HAMILTON-BC8022-A Reprocessing
Guide (PN 624767) (HAMILTON-
BC8022-A Aufbereitungsvorschrift),
um das Produkt zu reinigen und zu ste-
rilisieren.

¢ Eine unsachgemaBe Aufbereitung
kann zu einer Fehlfunktion des Pro-
duktes fiihren. AuBerdem kann der
Einsatz von ETO-Gas das Krebsrisiko
von Patienten und Anwendern erh6-
hen. Hamilton Medical iibernimmt kei-
ne Garantie fiir die ordnungsgemaBe
Funktion von Beatmungsschlauchsets,
falls diese vom Anwender unsachge-
maB gereinigt und wiederverwendet
werden.

Das Beatmungsschlauchset muss von
ausgebildetem medizinischem Fach-
personal konfiguriert und verwendet
werden.

Das Beatmungsschlauchset darf nicht
mit Gegenstéanden wie Laken, Hand-
tiichern usw. abgedeckt werden.

Fiithren Sie das Beatmungsschlauchsys-
tem spannungsfrei und ohne Knicke

vom Befeuchter zum Patienten und
schiitzen Sie es gegen unerwiinschte
Einfliisse von AuBen.

Verwenden Sie beheizte Beatmungs-
schlauchsysteme nicht ohne vorliegen-
den Gasflow. Wenn die Gasversorgung
unterbrochen ist, muss der Befeuchter
abgeschaltet oder in den Standby-
Modus versetzt werden.

Beheizte Schenkel diirfen nicht direkt
auf der Haut des Patienten platziert
werden. Befestigen Sie die Beat-
mungsschlauchsysteme oder Schlauch-
halterungen ordnungsgemaB, um eine
mechanische Krafteinwirkung auf den
ET-Tubus zu verhindern.

Befiillen Sie die Befeuchterkammer
nur mit sterilem, entmineralisiertem
Wasser, das die Hygieneanforderun-
gen des Krankenhauses erfiillt.
Betreiben Sie das Gerat nicht, wenn
der Wasserstand in der Befeuchter-
kammer den markierten maximalen
Fillstand (MAX) tbersteigt.

Uberpriifen Sie den Wasserstand
regelmaBig und fiillen Sie bei Bedarf
Wasser nach.

Der Befeuchter muss stets unter der
Hohe des Patienten positioniert wer-
den. Betreiben Sie den Befeuchter
nicht in einem Winkel iiber 10°.

* Verwenden Sie das Beatmungs-
schlauchset nicht mit anderen
Befeuchtern.

Fillen Sie keine Arzneimittel oder Me-
dikamente direkt in die Befeuchter-
kammer. Wenn der HAMILTON-H900 in
Kombination mit medizinischen Gasen
oder vernebelten Medikamenten ver-
wendet wird, befolgen Sie die Ge-
brauchsanweisung der gelieferten An-
wendung und stellen Sie sicher, dass
sie fiir den Einsatz mit aktiver Befeuch-
tung geeignet ist.

¢ Beriihren Sie weder die Heizplatte
noch die Unterseite der Kammer. Die
Oberflachen kénnen eine Temperatur
von liber 85 °C erreichen. Diese heien
Oberflachen strahlen Warme ab.

A VORSICHT

o Untersuchen Sie das Beatmungs-
schlauchset vor dem Gebrauch auf
Schéden. Entsorgen Sie das Beat-
mungsschlauchset, wenn es Anzei-
chen von Schéden wie Risse oder Ver-
farbungen aufweist.

® Gebrauchte Beatmungsschlauchsyste-

me und Befeuchterkammern sind ge-
méB den lokalen Gesetzen und Vor-
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schriften oder den krankenhausinter-
nen Verfahren als kontaminierte Pro-
dukte zu behandeln.

Wenn die Umgebungstemperatur au-
Berhalb des empfohlenen Bereichs

(18 °C bis 26 °C) liegt, kénnen die phy-
siologischen Feuchtigkeitswerte még-
licherweise nicht erreicht werden. Die
Befeuchtungsleistung ist auBerhalb
dieses Bereichs nicht gewdhrleistet.

Lesen Sie auch die Bedienungsanlei-
tung zum HAMILTON-H900 Befeuch-
ter.

Vor der Verwendung des Beatmungs-
schlauchsets beim Patienten muss ein
Dichtheitstest durchgefthrt werden.
Wird der Test nicht bestanden, kann er
einmal wiederholt werden. Wenn der
Test zweimal in Folge nicht bestanden
wird, muss das Beatmungsschlauchset
durch ein neues ersetzt werden.

Das Wasser zum Nachfullen darf maxi-
mal 37 °C warm sein.

« Uberpriifen Sie die Stabilitat aller Ver-
bindungen vor der Verwendung.

Vorgesehener Verwendungszweck

Das HAMILTON-BC8022-A Beatmungs-

schlauchset ist fur die Verwendung zusam-
men mit kompatiblen Atemgasbefeuchtern
von Hamilton Medical bei der invasiven und
nichtinvasiven maschinellen Beatmung von

erwachsenen und padiatrischen Patienten
vorgesehen.

Terminologie

Das Beatmungsschlauchsystem umfasst die
Schlduche (Verbindungsschenkel, wandbe-
heizter Inspirationsschenkel, kurzer Exspira-
tionsschenkel, langer Exspirationsschenkel),
die Wasserfalle und das Y-Stick.

Das Beatmungsschlauchset umfasst das Be-
atmungsschlauchsystem und die Befeuch-
terkammer.

AnschlieBen des HAMILTON-BC8022-A
Beatmungsschlauchsets am HAMILTON-
H900

Anschluss am Beatmungsgerat

Beachten Sie, dass alle Schenkelanschlisse
am Befeuchter elektrische Anschlisse mit
Anschlissen am Beatmungsschlauchsystem
kombinieren. Stellen Sie sicher, dass die
elektrischen Kontakte der Anschliisse am
Beatmungsschlauchsystem korrekt ausge-
richtet sind, so dass sie dem jeweiligen An-
schlusselement am Befeuchter entsprechen.
Die vollstandige Konfiguration ist auf der
Vorderseite dieser Gebrauchsanweisung ab-
gebildet.
So schlieBen Sie das Beatmungsschlauchset
an
1 Setzen Sie die Befeuchterkammer voll-
standig in den Befeuchter ein, bis sie
hérbar einrastet.
Ziehen Sie die Befeuchterkammer aus

dem Befeuchter, um sie zu entfernen.

N

SchlieBen Sie den Inspirationsverbin-
dungsschenkel (kurzer blauer Schenkel)
zuerst an der Befeuchterkammer und
dann am Inspirationsauslass des Beat-
mungsgerdtes an.

w

SchlieBen Sie die Exspirationsschenkel
(weiB) an der Wasserfalle an und ver-
binden Sie den kirzeren Schenkel mit
dem Exspirationsventil des Beatmungs-
gerates.

N

SchlieBen Sie den Inspirationsschenkel
(langer blauer Schenkel) zuerst an der
Befeuchterkammer und dann am
Y-Sttick an.

Befullen Sie die Befeuchterkammer
manuell mit einer Spritze.

Stellen Sie sicher, dass die Befeuchter-
kammer nicht Gber den markierten
maximalen Fullstand (MAX) hinaus
befullt wird.

Bringen Sie die blaue Kappe wieder am
Wasserfullanschluss an. Stellen Sie
sicher, dass die Kappe wéhrend des
Befeuchterbetriebs angebracht ist.

v

o

Reinigung, Desinfektion und
Aufbereitung

Detaillierte Anweisungen zur Aufbereitung
finden Sie im HAMILTON-BC8022-A Repro-
cessing Guide (PN 624767) (HAMILTON-
BC8022-A Aufbereitungsvorschrift). Die
Vorschrift steht online auf der Website
www.hamilton-medical.ch unter

8
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»MyHamilton” zur Verfligung. Die Registrie-

A Kompatibilitat HAMILTON-H900
rung ist kostenlos. Befeuchter
Auf Arlfrage ist auch en ge_dFUthes Exemp- Betriebsbedingungen Empfohlen: 18 °C bis
lar erhéltlich. Wenden Sie sich dazu an lhren 26°C

Ansprechpartner fur technische Fragen bei Luftdruck 61 bis 106 kPa

Hamilton Medical.
amilton Medical Maximale Betriebsdauer 28 Tage

Entsorgung

Gebrauchte Beatmungsschlauchsets kon-
nen kontaminiert sein. Entsorgen Sie alle
Teile gemé&B den Richtlinien Ihres Kranken-
hauses. Befolgen Sie alle gesetzlichen
Bestimmungen hinsichtlich des Umwelt-
schutzes.

Technische Daten

Flowbereich Bis zu 120 I/min
Anschlisse Konisch gemaB
1SO 5356-1

Compliance von beheizten < 1 ml/cmH20/m
Beatmungsschlauchsets
mit zwei Schenkeln

Komprimierbares Volumen 400 ml
Wasservolumen (max.) 220 ml

Flow-Resistance bei
30 I/min (nomineller Flow)

Inspiration 0,3 cmH20
Exspiration 0,3 cmH20
Gasleckage < 50 ml/min

Maximaler Betriebsdruckin 10 kPa
der Befeuchterkammer

Schlauchsystemlange 1,50 m
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Kit de circuit respiratoire a deux branches pour adulte, autoclavable

Instructions d’utilisation

A PRECAUTION

¢ Le kit de circuit respiratoire compre-
nant le réservoir d'eau doit étre net-
toyé, désinfecté et autoclavé avant
utilisation.

Suivez les instructions du HAMILTON-
BC8022-A Reprocessing Guide

(PN 624767) (Guide de retraitement
HAMILTON-BC8022-A) pour nettoyer
et stériliser le produit.

Un retraitement inapproprié peut pro-
voquer un dysfonctionnement du pro-
duit. L'utilisation d’oxyde d'éthyléne
peut générer une augmentation des
taux de cancer chez les patients et les
utilisateurs. Hamilton Medical ne
garantit pas le bon fonctionnement
des kits de circuit respiratoire s’ils sont
nettoyés ou réutilisés par I'utilisateur
de maniére inappropriée.

Le kit de circuit respiratoire doit étre
configuré et utilisé par des profession-
nels de la santé qualifiés.

Le kit de circuit respiratoire ne doit pas
étre recouvert par des draps, des ser-
viettes, etc.

Installer le circuit respiratoire en veil-
lant a ne créer aucune tension ni tor-
sion entre I'humidificateur et le
patient, et le protéger de toute mani-
pulation malencontreuse.

Ne pas utiliser de circuits respiratoires
chauffants sans débit de gaz. Si I'ali-

en gaz est interr )
I'humidificateur doit étre éteint ou mis
en mode Veille.

Les branches chauffantes ne doivent
pas é&tre mises en contact direct avec la
peau du patient. Fixer les circuits respi-
ratoires ou les supports de tubulures
de maniére a ne pas exercer de forces
mécaniques sur la sonde d’intubation.

Remplir le réservoir d’eau uniquement
avec de I'eau stérile déminéralisée
répondant aux exigences d’hygiéne de
I'hépital.

Ne pas faire fonctionner le dispositif si
le niveau d’eau du réservoir d’eau
dépasse le niveau maximum (MAX)
indiqué.

Vérifier régulierement le niveau d’eau
et ajouter de I'eau si nécessaire.

L'humidificateur doit toujours &tre posi-
tionné en dessous du niveau du patient.
Ne pas faire fonctionner I'humidificateur
a un angle de plus de 10°.

Ne pas utiliser le kit de circuit respira-
toire avec d’'autres humidificateurs.

Ne pas ajouter de médicament directe-
ment dans I'eau du réservoir d’eau. Si
le HAMILTON-H900 est utilisé avec des
gaz de qualité médicale ou des médi-
caments nébulisés, respecter les ins-

tructions d’utilisation correspon-
dantes et s’assurer que ces procédures
sont compatibles avec une humidifica-
tion active.

Ne pas toucher la plaque chaude ou le
fond du réservoir. Les surfaces
peuvent atteindre une température de
plus de 85 °C. Ces surfaces chaudes
générent de la chaleur.

A PRECAUTION

o Vérifier que le kit de circuit respiratoire
n‘est pas endommagé avant toute utili-
sation. Jeter le kit de circuit respiratoire
s'il semble endommagé (fissures ou
décoloration, par exemple).

Manipuler les circuits respiratoires et
les réservoirs d'eau usagés comme des
produits contaminés, conformément a
la législation et aux réglements locaux
ou aux procédures internes de I'hépi-
tal.

Si la température ambiante se situe en
dehors de la plage recommandée

(18 °C a 26 °Q), les niveaux d’humidité
physiologique peuvent ne pas étre
atteints. Les performances d’humidifi-
cation ne sont pas garanties en dehors
de cette plage.
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e Lire également les instructions d'utilisa-
tion de I'humidificateur HAMILTON-
H900.

Effectuer impérativement un test
d'étanchéité avant d'utiliser le kit de
circuit respiratoire sur le patient. Le test
peut étre répété une fois en cas
d'échec. Aprés deux échecs consécu-
tifs, le kit du circuit respiratoire doit
étre remplacé par un nouveau Kkit.

L'eau de remplissage ne doit pas excé-
der une température de plus de 37 °C.

Vérifier que tous les raccords sont
stables avant toute utilisation.

Usage prévu

Le kit de circuit respiratoire HAMILTON-
BC8022-A est destiné a étre utilisé avec des
humidificateurs de gaz respiratoire compa-
tibles Hamilton Medical dans le cadre d'une
ventilation mécanique invasive et non inva-
sive chez les adultes et les enfants.

Terminologie

Le circuit respiratoire comprend la tubulure
(branche de raccord, branche inspiratoire a
paroi chauffante, branche expiratoire
courte, branche expiratoire longue), le piege
aeau et lapieceenY.

Le kit de circuit respiratoire comprend le cir-
cuit respiratoire et le réservoir d'eau.

Raccord du kit de circuit respiratoire
HAMILTON-BC8022-A a I'humidifica-
teur HAMILTON-H900

Connexion du ventilateur

Noter que les connecteurs des branches de
I’humidificateur combinent des connexions
électriques avec des connecteurs du circuit
respiratoire. Vérifier que les contacts élec-
triques sont correctement orientés sur les
connecteurs du circuit respiratoire pour cor-
respondre a I'élément de connexion de
I'humidificateur.

Voir la configuration globale sur la page de
garde des présentes instructions d’utilisa-
tion.

Pour connecter le kit de circuit respiratoire
1 Insérez le réservoir d’eau entierement
dans I'humidificateur jusqu’a ce qu'il
s'enclenche.
Pour I'enlever, sortez le réservoir d'eau
de I'humidificateur.

2 Connectez tout d'abord la branche de
raccord inspiratoire (branche bleue et
courte) au réservoir d'eau, puis au ven-
tilateur au niveau du port inspiratoire.

3 Connectez les branches expiratoires
(blanches) au piege a eau et connectez
la branche plus courte a la valve expira-
toire du ventilateur.

4 Connectez tout d'abord la branche ins-
piratoire (branche bleue et longue) au
réservoir d'eau, puis a la piece en Y.

5 Remplissez manuellement le réservoir
d’eau a l'aide d'une seringue.
Veillez a ne pas remplir le réservoir au-
dessus du niveau MAX.

o

Remettez le bouchon bleu du port de
remplissage d'eau. Vérifiez que le bou-
chon est fermé au cours du fonctionne-
ment de I'humidificateur.

Nettoyage, désinfection et
retraitement

Pour plus de détails sur les instructions de
retraitement, reportez-vous aux informa-
tions fournies dans le HAMILTON-BC8022-A
Reprocessing Guide (PN 624767) (Guide de
retraitement HAMILTON-BC8022-A). Le
guide est disponible en ligne a I'adresse
www.hamilton-medical.ch, dans la rubrique
MyHamilton. L'inscription est gratuite.

Une copie imprimée peut étre envoyée sur
simple demande. Il vous suffit de contacter
votre représentant technique Hamilton
Medical.

Mise au rebut

Les kits de circuit respiratoire usagés
peuvent étre contaminés. La mise au rebut
de toutes les piéces doit étre conforme au
protocole en vigueur dans votre établisse-
ment. Suivez toutes les réglementations
locales et nationales en matiére de protec-
tion de I'environnement.

Hamilton Medical | Adult dual limb heated breathing set, autoclavable, Instructions for Use
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Données techniques

Plage de débit Jusqu'a 120 I/min
Connecteurs Coniques en conformité
avec la

norme ISO 5356-1

Compliance des kits de < 1 ml/cmH20/m
circuit respiratoire
chauffant a deux branches

Volume compressible 400 ml
Volume d'eau (max) 220 ml

Résistance au débit a
30 I/min (débit nominal)

Inspiration 0,3 cmH20
Expiration 0,3 cmH20
Fuite de gaz < 50 ml/min
Pression de 10 kPa

fonctionnement maximum
dans le réservoir d'eau

Longueur du circuit 1,50 m
Compatibilité Humidificateur
HAMILTON-H900
Conditions de Recommandée : 18 &
fonctionnement 26°C

Pression atmosphérique 61 a 106 kPa

Durée de fonctionnement 28 jours
maximum
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Equipo respiratorio de dos ramas para adultos, esterilizable en autoclave

Instrucciones de uso

A ADVERTENCIA

¢ Antes del uso, el equipo respiratorio,
camara de agua incluida, debe lim-
piarse, desinfectarse y esterilizarse en
autoclave.

¢ Para limpiar y esterilizar el producto,
siga las instrucciones de la HAMILTON-
BC8022-A Reprocessing Guide
(PN 624767) (Guia de reprocesamiento
del HAMILTON-BC8022-A).

¢ El reprocesamiento inadecuado pro-
voca fallos en el producto. El uso del
gas ETO puede provocar un aumento
de los casos de cancer tanto en pacien-
tes como en usuarios. Hamilton
Medical no garantiza el correcto fun-
cionamiento de los equipos respirato-
rios si el usuario los limpia o reprocesa
inadecuadamente.

El equipo respiratorio lo debe configu-
rar y utilizar personal médico cualifi-
cado.

No debe cubrirse el equipo respiratorio
con ningln objeto, como sabanas o
toallas.

Asegurese de que no se produzcan
dobleces ni tension en el circuito respi-
ratorio al conectarlo del humidificador
al paciente y protéjalo de efectos no
intencionados.

No utilice circuitos respiratorios con
calefaccion sin flujo de gas. Si se inte-
rrumpe el suministro de gas, el humidi-
ficador debe apagarse o pasar al modo
standby.

Las ramas con calefaccion no deben
colocarse directamente sobre la piel del
paciente. Conecte los circuitos respira-
torios o los soportes de los tubos
correctamente para evitar que se pro-
duzcan fuerzas mecanicas en el tubo ET.
La camara de agua solo debe llenarse
con agua estéril y desmineralizada que
cumpla los requisitos de higiene del
hospital.

No ponga el dispositivo en funciona-
miento si el nivel de agua de la camara
supera el maximo indicado (MAX).

Compruebe habitualmente el nivel de
agua y anada en caso necesario.

El humidificador siempre debe colo-
carse por debajo del nivel del paciente.
El humidificador no debe funcionar en
un angulo superior a 10°.

No utilice el equipo respiratorio con
otros humidificadores.

No afiada farmacos ni medicamentos
directamente a la camara de agua. Si
se usa el HAMILTON-H900 en combina-
cion con cualquier gas médico o medi-
camento nebulizado, siga las instruc-
ciones de uso de la aplicaciéon suminis-

trada y asegurese de que sea ade-
cuada para el uso con humidificacion
activa.

No toque la placa calefactora ni la
parte inferior de la cdmara. Estas
superficies pueden alcanzar tempera-
turas superiores a 85 °C e irradian
calor.

Compruebe si el equipo respiratorio
presenta danos antes de utilizarlo. En
caso de visualizar algun dafo, como
grietas o decoloracion, deseche el
equipo respiratorio.

Manipule los circuitos respiratorios y las
cédmaras de agua usados como produc-
tos contaminados sequn la normativa y
legislacion locales o los procedimientos
internos del hospital.

Si la temperatura ambiente no se
encuentra en el intervalo recomendado
(de 18 °C a 26 °C), pueden no alcan-
zarse los niveles de humedad fisiolo-
gica. No se garantiza la eficacia de la
humidificacion fuera de este intervalo.

Hamilton Medical | Adult dual limb heated breathing
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Lea también las instrucciones de
funcionamiento del humidificador
HAMILTON-H900.

Antes de utilizar el equipo respiratorio
en el paciente, debe realizarse una
prueba de estanqueidad. En caso de
fallo, puede repetirse una vez. Si la
prueba falla dos veces, debe cambiarse
el equipo respiratorio por uno nuevo.

El agua de recarga no debe superar
los 37 °C.

Compruebe la fijacion de todas las
conexiones antes de utilizar el equipo.

Uso previsto

El equipo respiratorio HAMILTON-BC8022-A
esta disefiado para su uso junto con humidi-
ficadores de gas respiratorio compatibles de
Hamilton Medical durante la ventilacién
mecanica invasiva y no invasiva de pacientes
adultos y pediatricos.

Terminologia

El circuito respiratorio esta formado por los
tubos (rama de conexién, rama inspiratoria
con calefaccion en el tubo, rama espiratoria
corta, rama espiratoria larga), el colector de
aguaylapiezaen.

El equipo respiratorio est4 formado por el
circuito respiratorio y la cdmara de agua.

Conexion del equipo respiratorio
HAMILTON-BC8022-A al HAMILTON-
H900

Conexion del respirador

Tenga en cuenta que todos los conectores
de las ramas del humidificador combinan
conexiones eléctricas con conectores del cir-
cuito respiratorio. Asegurese de que orienta
correctamente los contactos eléctricos de
los conectores del circuito respiratorio de
manera que coincidan con el elemento de
conexion del humidificador.

En la portada de estas instrucciones de uso
aparece todo el equipo.

Para conectar el equipo respiratorio

Inserte completamente la cdmara en el
humidificador hasta que suene un clicy
quede fijada en su sitio.

Para extraerla, tire de la cdmara hacia
fuera del humidificador.

N

Conecte la rama inspiratoria de
conexion (corta y azul), primero a la
camara de agua y después al respirador
por la salida inspiratoria.

w

Conecte las ramas espiratorias (blancas)
al colector de agua y la rama maés corta
a la vélvula espiratoria del respirador.

4 Conecte la rama inspiratoria (larga y
azul), primero a la cdmara de agua y
después a la piezaen Y.

(5}

Llene manualmente la cdmara de agua
con una jeringa.

Asegurese de no llenar la cdmara por
encima del nivel denominado MAX.

6 Coloque la tapa del puerto de llenado
de agua azul. Compruebe que la tapa
esté puesta durante la humidificacion.

Limpieza, desinfeccion y
reprocesamiento

Si desea instrucciones detalladas sobre el
reprocesamiento, consulte la HAMILTON-
BC8022-A Reprocessing Guide (PN 624767)
(Guia de reprocesamiento del HAMILTON-
BC8022-A). La encontrard en linea en
www.hamilton-medical.ch, MyHamilton. El
registro es gratuito.

Pongase en contacto con el servicio de asis-
tencia técnica de Hamilton Medical para
solicitar el envio de una copia impresa.
Eliminacion

Los equipos respiratorios usados pueden
estar contaminados. Deseche todos los
componentes segun el protocolo de su cen-
tro sanitario. Cumpla todas las normativas
locales, estatales y federales referentes a la
proteccion medioambiental.
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Datos técnicos

Intervalo de flujo

Conectores

Compliance de los equipos
respiratorios con
calefaccion en las dos
ramas

Volumen comprimible
Volumen de agua (méx.)

Resistencia al flujo a
30 I/min (flujo nominal)
Inspiracion

Espiracion

Fuga de gas

Presion de funcionamiento
méxima en la cémara de
agua

Longitud del circuito
Compatibilidad
Condiciones de
funcionamiento

Presion atmosférica

Duracién maxima en
funcionamiento

Hasta 120 /min

Cénicos segun la norma
1SO 5356-1

< 1 ml/cmH20/m

400 ml
220 ml

0,3 cmH20
0,3 cmH20

< 50 ml/min

10 kPa

1,50 m

Humidificador
HAMILTON-H900

Recomendadas: de
18°Ca26°C

De 61 a 106 kPa
28 dias

Hamilton Medical | Adult dual limb heated breathing set, autoclavable, Instructions for Use
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Instrucdes de uso

A AvisO

* O kit de respiragdo, bem como a
camara de agua, tém que ser limpos,
desinfetados e autoclavados antes de
serem utilizados.

Siga as instru¢des no HAMILTON-
BC8022-A Reprocessing Guide

(PN 624767) (Guia de reprocessa-
mento HAMILTON-BC8022-A) para lim-
par e esterilizar o produto.

¢ Um reprocessamento inapropriado
pode causar um mau funcionamento
do produto. O uso de gas ETO pode
levar ao aumento das taxas de cancer
nos pacientes e usuarios. A Hamilton
Medical nao garante o funcior o

Kit de respiracao de alca dupla para adulto, autoclavavel

lado. Se o fornecimento de gas for
interrompido, o umidificador deve ser
desligado ou colocado no modo
standby.

As algas aquecidas ndo devem ser colo-
cadas diretamente sobre a pele do
paciente. Fixe os circuitos de respira-
¢do ou os suportes de tubos de forma
adequada para evitar for¢as mecanicas
no tubo ET.

Abasteca a camara de agua somente
com agua estéril, desmineralizada e
em conformidade com as exigéncias
do hospital em termos de higiene.
Nao opere o dispositivo se o nivel de
agua na camara de agua exceder o

4 » assinalado (MAX).

adequado de kits de respiracao se eles
forem limpos e reutilizados pelo usua-
rio de forma inapropriada.

O kit de respiragao deve ser configu-
rado e utilizado por profissionais de
saude treinados.

O kit de respiracao nao pode ser
coberto por nenhum objeto como, por
exemplo, lengéis, toalhas, etc.

Encaminhe o circuito de respiragdo do
umidificador para o paciente sem ten-
séao nem dobras, e proteja contra influ-
éncias nao pretendidas.

Néo utilize circuitos de respiracao
aquecidos sem o fluxo do gas insta-

Verifique regularmente o nivel de
agua e, se necessario, reabasteca.

O umidificador devera estar sempre
posicionado abaixo do nivel do
paciente. Nao opere o umidificador a
um angulo superior a 10°.

Nao utilize o kit de respiragdo com
outros umidificadores.

Nao adicione drogas ou medicamentos
diretamente a agua na camara de
agua. Se o HAMILTON-H900 for usado
em conjunto com gases medicinais ou
medicamentos nebulizados, siga as
instru¢des de uso da aplicagao forne-
cida e certifique-se de que se adequa a

utilizagdo em conjunto com umidifica-
cao ativa.

Nao toque a placa quente ou o fundo
da camara. As superficies podem atin-
gir uma temperatura superior a 85 °C.
Estas superficies quentes irradiam
calor.

& ADVERTENCIA

Verifique o kit de respiracdo quanto a
danos antes do uso. Descarte o kit de
respiragao se houver qualquer sinal de
danos, tais como rachaduras ou desco-
loracéo.

Manuseie os circuitos de respiracao e
as cdmaras de dgua usados como pro-
dutos contaminados de acordo com as
leis e regulamentos locais ou os proce-
dimentos internos do hospital.

Se a temperatura ambiente se encon-
trar fora do intervalo recomendado
(18 °C a 26 °C) pode ndo ser possivel
alcancar os niveis de umidade fisiolo-
gica. Fora desse intervalo ndo é possi-
vel assegurar o desempenho de umidi-
ficagdo.

Leia também as instrucoes de operacao
do umidificador HAMILTON-H900.

Espafiol | 624766/02
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® Antes de usar o kit de respiracdo no
paciente, é necessario efetuar um teste
de vazamento. Se esse teste falhar, ele
podera ser repetido uma vez. Se o teste
falhar ap6s duas tentativas consecuti-
vas, o kit de respiracdo devera ser subs-
tituido por um novo.

A 4gua de abastecimento nao devera
estar a uma temperatura superior a

37 °C.

Verifique a estabilidade de todas as
conexdes antes do uso.

Uso pretendido

O kit de respiracdo HAMILTON-BC8022-A
deve ser utilizado juntamente com umidifi-
cadores do gas respiratorio Hamilton Medi-
cal compativeis durante a ventilacdo meca-
nica invasiva e nao invasiva de pacientes
adultos e pediatricos.

Terminologia

O circuito de respirago inclui o tubo (alga
de conexdo, alca inspiratoria de parede
aquecida, alca expiratoria curta, alca expira-
téria longa), o retentor de dgua e a peca em
Y.

O kit de respiracdo inclui o circuito de respi-
racao e a camara de agua.

Conexao do kit de respiragao
HAMILTON-BC8022-A ao
HAMILTON-H900

Conexao do respirador

Observe que os conectores da alca no umi-
dificador combinam conexdes elétricas com
conectores do circuito de respiragao. Asse-
gure a orientacdo adequada dos contatos
elétricos nos conectores do circuito de respi-
racao para que correspondam ao elemento
de conexao no umidificador.

Veja a configuracao completa na primeira
pagina destas Instrugdes de uso.

Para conectar o kit de respiracao
1 Insira a cdmara de 4gua completa-
mente no umidificador até encaixar.
Para retira-la, puxe a cdmara de 4gua
para fora do umidificador.

2 Conecte a alca de conexao inspiratoria
(alca azul curta) primeiro a camara de
4gua e depois ao respirador na saida
inspiratoria.

3 Conecte as alcas expiratorias (brancas)
ao retentor de agua e conecte a alca
mais curta a valvula expiratéria do res-
pirador.

4 Conecte a alca inspiratoria (alca azul
longa) primeiro a cdmara de 4gua e
depois a peca em "Y".

5 Enchaacamara de 4gua manualmente,
utilizando uma seringa.

o

Certifique-se que ndo enche a camara
acima do nivel MAX assinalado.

Substitua a tampa azul da porta do
enchimento de agua. Certifique-se que,
durante a operacao do umidificador, a
tampa esta fechada.

Hamilton Medical | Adult dual limb heated breathing set, autoclavable, Instructions for Use
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Limpeza, desinfecgéo e
reprocessamento

Para instrugoes de reprocessamento deta-
lhadas, consulte o HAMILTON-BC8022-A
Reprocessing Guide (PN 624767) (Guia de
reprocessamento HAMILTON-BC8022-A).
O guia esta disponivel online, em
www.hamilton-medical.ch, em MyHamilton.
O registro é gratuito.

Também pode solicitar uma copia impressa;
contate seu representante de assisténcia
técnica da Hamilton Medical.

Descarte

Os kits de respiracao usados podem estar
contaminados. Descarte todas as pecas de
acordo com o protocolo de sua instituicao.
Siga todos os regulamentos locais, estaduais
ou federais em relacéo a protecdo ambien-
tal.

Dados técnicos

Intervalo de fluxo

Conectores

Complacéncia dos kits de
respiragao aquecidos de
alca dupla

Volume comprimivel
Volume da dgua (max)

Resisténcia ao fluxo a
30 I/min (fluxo nominal)
Inspiracao

Expiracao

Vazamento de gas

Pressao operacional
maxima na cdmara de
agua

Comprimento do circuito
Compatibilidade
Condigoes de
funcionamento

Presséo atmosférica

Duracdo de
funcionamento méxima

Até 120 I/min

Cénicos segundo
1SO 5356-1

< 1 ml/cmH20/m

400 ml
220 ml

0,3 cmH20
0,3 cmH20

< 50 ml/min

10 kPa

1,50 m (aprox. 5 pés)

Umidificador
HAMILTON-H300

Recomendado: 18 °C a
26 °C

61a 106 kPa

28 dias

Portugués

Portugués
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Istruzioni per I'uso

A ATTENZIONE

Il set circuito paziente, compresa la
camera dell’acqua, deve essere pulito,
disinfettato e sterilizzato in autoclave
prima dell'uso.

Per la pulizia e la disinfezione del pro-
dotto, attenersi alle istruzioni indicate
nella HAMILTON-BC8022-A Reproces-
sing Guide (PN 624767) (Guida alla riste-
rilizzazione di HAMILTON-BC8022-A).

La risterilizzazione non corretta puo
causare il malfunzionamento del pro-
dotto. L'uso di gas ETO puo portare a
un aumento dei casi di tumore nei
pazienti e negli operatori. Hamilton
Medical non garantisce il corretto fun-
zionamento dei set circuito paziente
nel caso in cui vengano puliti o riutiliz-
zati dall'operatore in modo non appro-
priato.

Il set circuito paziente deve essere pre-
disposto e utilizzato da professionisti
medici qualificati.

Il set circuito paziente non deve essere
coperto da oggetti, quali lenzuola,
asciugamani, ecc.

Far passare il circuito paziente, senza
tirarlo eccessivamente né attorci-
gliarlo, dall'umidificatore al paziente e
proteggerlo da fattori di disturbo invo-
lontari.

Set circuito paziente con branca doppia per adulti, autoclavabile

Non utilizzare circuiti paziente riscal-
dati senza flusso di gas esistente. Se
viene interrotta I'alimentazione del
gas, I'umidificatore deve essere spento
o messo nella modalita standby.

Le branche riscaldate non devono
essere posizionate direttamente sulla
pelle del paziente. Collegare in modo
appropriato i circuiti paziente o i sup-
porti per tubi per evitare forze mecca-
niche sul tubo ET.

Riempire la camera dell'acqua solo con
acqua sterile, demineralizzata, che
soddisfa i requisiti igienici dell'ospe-
dale.

Non utilizzare il dispositivo se il livello
dell'acqua nella camera dell'acqua
supera il livello massimo (MAX) con-
trassegnato.

Controllare regolarmente il livello
dell'acqua e riempire la camera, se
necessario.

L'umidificatore deve sempre essere
posizionato al di sotto del livello del
paziente. Non utilizzare I'umidificatore
a un angolo superiore a 10 °.

Non utilizzare il set circuito paziente
con altri umidificatori.

Non aggiungere farmaci di nessun tipo
direttamente nell’acqua della camera
dell’acqua. Se si utilizza HAMILTON-
H900 in combinazione con gas medi-

cali o farmaci nebulizzati, attenersi alle
istruzioni per I'uso dell’applicazione
fornita e assicurarsi che sia idonea
all'utilizzo con I'umidificazione attiva.

Non toccare la piastra calda o il fondo
della camera. La temperatura delle
superfici puo superare gli 85 °C. Que-
ste superfici calde irradiano calore.

A cAuTION

Prima dell'uso, controllare che il set cir-
cuito paziente non sia danneggiato. Eli-
minare il set circuito paziente, se risulta
danneggiato, in presenza di crepe o
scolorimento.

Maneggiare i circuiti paziente e le
camere dell'acqua usati come articoli
contaminati secondo le leggi e le nor-
mative locali o le procedure interne
dell'ospedale.

Se la temperatura ambiente é al di
fuori dell'intervallo raccomandato (da
18 °C a 26 °Q), i livelli di umidita fisiolo-
gica possono non essere raggiunti. La
capacita di umidificazione non é garan-
tita al di fuori di questo intervallo.

Leggere anche le istruzioni operative
dell'umidificatore HAMILTON-H900.

Hamilton Medical | Adult dual limb heated breathing

set, autoclavable, Instructions for Use

19



e Prima di utilizzare il set circuito
paziente sul paziente, deve essere ese-
guito un test di tenuta. Se questo test
ha esito negativo, puo essere ripetuto
una volta. Dopo due test consecutivi
con esito negativo, il set circuito
paziente deve essere sostituito con uno
nuovo.

La temperatura dell'acqua di riempi-
mento non deve essere superiore a

37 °C.

Prima dell'uso, controllare la stabilita di
tutte le connessioni.

Uso previsto

Il set circuito paziente HAMILTON-BC8022-
A é destinato a essere utilizzato insieme agli
umidificatori per gas respiratori Hamilton
Medical compatibili durante la ventilazione
meccanica invasiva e non invasiva di pazienti
adulti e pediatrici.

Terminologia

Il circuito paziente comprende i tubi, (branca
di connessione, branca inspiratoria riscal-
data a parete, branca espiratoria corta,
branca espiratoria lunga), il raccogli con-
densa e il raccordo a Y.

Il set circuito paziente comprende il circuito
paziente e la camera dell'acqua.

Connessione del set circuito paziente
HAMILTON-BC8022-A all'umidificatore
HAMILTON-H900

Connessione dal ventilatore

Notare che i connettori della branca
sull'umidificatore combinano le connessioni
elettriche con i connettori del circuito
paziente. Assicurarsi che i contatti elettrici
sui connettori del circuito paziente siano
orientati correttamente in modo che corri-
spondano all'elemento di connessione
sull'umidificatore.
Vedere ['allestimento completo sulla prima
pagina di queste Istruzioni per I'uso.
Per connettere il set circuito paziente
1 Inserire completamente la camera
dell'acqua nell'umidificatore finché non
scatta in posizione.
Per rimuovere la camera dell'acqua,
estrarla dall'umidificatore.

N

Prima connettere la branca di connes-
sione inspiratoria (branca corta blu) alla
camera dell'acqua, quindi al ventilatore
sull'uscita inspiratoria.

w

Connettere le branche espiratorie
(bianche) al raccogli condensa e con-
nettere la branca piu corta alla valvola
espiratoria del ventilatore.

4 Prima connettere la branca inspiratoria
(branca lunga blu) alla camera
dell'acqua, quindi al raccordo a V.

5 Riempire manualmente la camera
dell'acqua con una siringa.
Assicurarsi di non riempire la camera
dell'acqua al di sopra del livello mas-
simo (MAX) contrassegnato.

o

Rimettere il tappo blu della porta di
riempimento dell'acqua. Assicurarsi che
il tappo sia chiuso durante il funziona-
mento dell'umidificatore.

Pulizia, disinfezione e risterilizzazione

Per istruzioni dettagliate sulla risterilizza-
zione, utilizzare le informazioni fornite
nella HAMILTON-BC8022-A Reprocessing
Guide (PN 624767) (Guida alla risterilizza-
zione di HAMILTON-BC8022-A). La guida
& disponibile online all'indirizzo
www.hamilton-medical.ch, in MyHamilton.
La registrazione & gratuita.

Su richiesta, & possibile inviare una copia
stampata; contattare il rappresentante
dell'assistenza tecnica Hamilton Medical.
Smaltimento

| set circuito paziente usati possono essere
contaminati. Per lo smaltimento di tutti i
componenti, attenersi ai protocolli ospeda-
lieri. Lo smaltimento deve avvenire
nell'osservanza di tutte le disposizioni di
legge locali, regionali e nazionali in materia
di tutela ambientale.

Dati tecnici

Intervallo di flusso Fino a 120 I/min

20

Italiano | 624766/02

Italiano |



Connettori

Compliance dei set circuito
paziente riscaldati con
branca doppia

Volume comprimibile
Volume di acqua (max)

Resistenza del flusso a

30 I/min (flusso nominale)
Inspirazione

Espirazione

Perdita di gas

Pressione operativa
massima nella camera
dell'acqua

Lunghezza del circuito
Compatibilita

Condizioni di
funzionamento

Pressione atmosferica

Durata di funzionamento
massima

Conici secondo la
normativa ISO 5356-1

< 1 ml/cmH20/m

400 ml
220 ml

0,3 cmH20
0,3 cmH20

< 50 ml/min

10 kPa

1,50 m

Umidificatore
HAMILTON-H900

Consigliato: da 18 °C a
26°C

da 61 a 106 kPa
28 giorni
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Im KoMnneKkT B3pocnoro aBToknaBMpyemMoro AbixaTenbHOro KOHTypa
C Y-06pa3HbIM KOHHEKTOPOM

MHCTpyKUMM No akcnnyaTtauumn

A NPEOYNPEXOEHUE

Mepen T
AbIXaTenbHOro KOHTypa BMecTe ¢

OYUCTUTD, npo,qe:mmpuuvlpoaa'rh n
npocTepunu3oBaTh B aBTOKNase.

CnepyiTe MHCTPYKUUAM NO OYUCTKE U
cTep! 11K, np

B HAMILTON-BC8022-A Reprocessing
Guide (PN 624767) (PykoBoacTBe no
NoBTOpPHOW 06paboTke KOMMNMeEKTa
AbixaTenbHoro koHtypa HAMILTON-
BC8022-A).

HenpaBunbHas noBTopHas o6pa6otka
MOXeT CTaTb NPUYNHON HeUcnpaBHoO-
cTtun annapara UBJ. Ucnonb3oBaHue
3TUNEHOKCMAA MOXeT NOBbIWaThL
BEPOATHOCTL 3a6orneBaHNs pakom
y NauMeHTOB 1 onepaTtopos. Komna-
Hus Hamilton Medical He rapaHTupyet
p oe hyHKLUMOHMP Hue
KOMMMEKTOB AbIXaTeNbHbIX KOHTY-
POB, OYULLEHHBIX UMK MOBTOPHO

HeHaas obpa-

30M.
KomnnekT gbixaTenbHoro KOHTYypa
MOryT NnoAKn4YaTb U UCNOoNb30BaTh
TONbKO KEaJ‘IVId)VILlVIpOBaHHbIe Meaun-
UMHCKMe cneumanucTbl.

3anpeu.|aeTcn HaKpbIBaTb KOMMNMEKT
AbIXaTeNbHOro KOHTypa KakuMu-nn6o

.

npeaMeTamu (B TOM Yucne npocThbl-
HAMM, NONOTEHLaMU U T. A.).
[bixaTenbHbIN KOHTYP HYXXHO pacno-
FIOXMTb TaK, YTOGbI UCKITIOYUTL BO3-
MOXHOCTb HenpeiHaMepPeHHOro Bo3-
nAencteus. Moakniouasn KOHTYp, y6e-
ANTECH, YTO NaTPYGKMU He HATAHYThI,
a Tpy6KM, C NOMOLLLIO KOTOPLIX

y Tene K
NaUMeHTy, He NepeKpyYeHbl.

He ucnonb3yite HarpeBaeMmblii Abixa-
TenbHbIN KOHTYP, KOrAa rasosas
cMmecb He nopaetcA. Ecnu nopavya
rasa npekpaTunacb, oTKno4nTe

y Tenb Unu nep Te
YCTPOWCTBO B PEXUM OXUAAHMA.

Koxa naumeHTa He aomkHa Henocpea-
CTBEHHO KOHTaKTUPOBaThk C HarpeBae-
MbIMU naTpy6kamu. [bixaTenbHbIn
KOHTYP UNu Aepxatensb Tpy6ok cre-
AyeT NoACOeAVHATL TakK, YTOGbI
MCKIIOYUTL MeXaHM4eckoe Bo3AencT-
Bue Ha IT-Tpy6Ky.

PesepByap yBnaXHUTenNs MOXHO
HanoNHATL TONBLKO CTEPUNN3OBaHHOW,
o6ecconeHHoi BoaoW, COOTBETCTBYIO-
wWei NPUHATLIM B MEANLIMHCKOM yupe-
XAEHNN CaHTaPHO-TUTMEHNYECKUM
TpeGoBaHUAM.

He ncnonb3yitte uspenue, ecnu ypo-
BeHb BOAbI B pe3epByape yBNaxHU-

Tens npeBbIlaeT MaKCUManbHbIA
(oTmeTka «MAX»).

Perynsp p pAnTe yp

BOAbI U NPU HEOGXOAMMOCTH [ONU-
BailTe ee B pe3epByap.

YBnaxHuTenb AOMKEH BCeraa Haxo-
AUTbLCA HUXe YPOBHSA NauueHTa.

He ucnonb3yiTe yBnaxHurenb, ecnu
YPOBEHb ero HaknoHa npesbiwaet 10°.
He I/ICHOHb3yVITe KOMMNEKT AblXaTesnb-
HOro KOHTypa ¢ ApyruMu yBnaxHure-
namu.

He no6aBnsitTe HUKAKNUX NeKapcTBeH-
HbIX CMeceli HeNoCPEACTBEHHO B BOA-
HbI pesepByap. Ecnu HAMILTON-
H900 ncnonb3yeTcsi ¢ MEAULIMHCKUMU
razamv Unu ANsA pacnbineHus nexkap-
cT penaparos, ng f
BaNTeCb COOTBETCTBYHOLMUX UHCTPYK-
UMM No 3KcnnyaTtauum u yéeautech,
uTo ras/ng paT MoXeT 30-

BaTbCs NPU aKTUBHOM yBRaXXHeHUu.

He npukacaiTech k ropsiveit nnactuHe
M HUXHeN YacTu pesepByapa. Temne-
paTypa 3TUX NOBEPXHOCTE MOXeT
npesBbiwaTh 85 °C, U OHM u3nyyaoT
TENnmnoByIo IHEPruio.

A BHUMAHME
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« [lpexde yem ucronbL308ams KOM-
nnekm ObixamernbHO20 KOHMYypa,
ocmompume e2o u y6edumecs 8
omcymemeuu nospexdeHud. Mpu
Hanu4yuu makosbix (mpeuwjuHbl, obec-
yseyusaHue u m. 0.) ymunuaupytime
KOMIiiekm.

C ucrionb3oeaHHbIMU Obixamerib-
HbIMU KOHMypamu U pesepsyapamu
yenaxHumeneu credyem obpa-
wambcs Kak ¢ 3a2psi3HeHHbIMU rpeo-
memamu, cobrodas MecmHbie
3aKOHbI U HOPMbI UNU 8HYMPEeHHUe
npouyedypbl MeOUUUHCKO20 yupexde-
Hust.

Ecnu memnepamypa okpyxatouieli
cpedbl He coomeemcmeyem mpebo-
eaHusiM (18-26 °C), ycmpolicmeo
Moxem He obecriequsams HeObX00u-
MbIl ypo8eHb enaxHocmu. B makux
YCOBUSIX HEMb3SA 2apaHmupoeams
agpgpekmusHocmb rpouyedypb!
yenaxHeHus!.

.

O3HakoMBTECh C UHCTPYKLMAMM MO
JKCMyaTauum yBnaxHuTens ans
annapata MBJT HAMILTON-H900.

Mpexae Yem Ucnonb3oBaTh KOMMMEKT
AbIXaTerbHOro KOHTYpPa, BbINOMHUTE
NpoBepKy Ha repMeTuiHOCTb. Ecnn
pesynbTathl IPOBEPKM HEYLOBETBO-
pUTerbHBI, €8 MOXKHO NOBTOPHUT eLle
paa. Ecnu 1 BTOpas nonbiTka Aact

.

oTpuuaTternbHbIii pesynsrat, Habop
[AbIXaTenbHOro KOHTypa cneayet
3aMeHUTb.

Temnepatypa BOAb!, AONVMBAEMOiA

B pe3epByap, He JOIKHa NpeBsblwaTh
37 °C.

Mpexze YeM UCMONb30BaTh KOM-
MreKT, MPoBepbLTe HAAEXHOCTb BCEX
COEAVNHEHNIA.

Mpeanonaraemoe ucnonb3oBaHue

KomnnekT AbixaTenbHOro KoHTypa
HAMILTON-BC8022-A npepHa3HayeH
[Ns1 UCMOMb30BaHWS C COBMECTUMbIMU
YBINaXHUTENSIMUA ra30BbIX [blXaTemnbHbIX
cmeceit Hamilton Medical npu nposege-
HUW MHBA3NBHOW 1 HEUHBA3VNBHOW UCKYC-
CTBEHHOW BEHTUMALMMW NETrKUX Y B3pOCbIX
1 neamnaTpuyecKmnx NaLmeHToB.

TepMUHbI

[bixamerbHbil KOHMYpP COCTOUT U3 TPY-
6ok (coegmHUTENbLHOrO NaTpyoka,
naTpybka BOoxa ¢ HarpeBaeMbIMM CTEH-
Kamu, KopoTkoro natpy6ka Bblgoxa, ASUH-
Horo naTpy6ka Bblgoxa), BnarocbopHuka
1 Y-06pasHoro KoHHeKTopa.

Komriekm dbixamesibHO20 KOHMypa
BKIIOYAET [bIXaTerbHbli KOHTYp U pesep-
Byap yBMaxHUTens.

Mo¢ Ta

AbixaTensHoro koHtypa HAMILTON-

BC8022-A k annapaty UBJ1 HAMILTON-
H900

MopknioueHue k annapaty UBJ

O6paTtuTe BHUMaHWe: pasbeMbl Ans Npu-
coegunHeHusa nanyﬁKOB Ha yBnaxHutene
coAepXaT Kak dreKTpuyeckne KOHTakThbl,
TaK 1 pa3beMbl [ibIXaTenbHOro KOHTypa.
Y6eanTeCh, YTO SNEKTPUIECKME KOHTAKTbI
NpaBUbHO PACMONOXeHbI MO OTHOLIEHIO
K pasbemam [blXaTernbHOro KOHTypa (OHU
AOMKHbI COOTBETCTBOBATb COEANHUTESb-
HOMY 3MEMEHTY yBNaXHWUTens).

MonHas cxema NoAKmMYeHus NpuseaeHa
Ha NepBoOW CTpaHuLe aTon MHempykyuu
o 3Kcnnyamayuu.

MopaknioyeHne KoMnnekTa AbiIXxaTenbHOro
KOHTypa
1 BcTaBbTe pesepByap B yBnaxHUTENb
[0 KOHLA, YTOBbI OH 3aLLEnKHYICS.
Yro6bl U3BNEYL pe3epByap, NPOcTo
BbITALLMTE €ro U3 yBMNaxHUTENs.

2 [ogknounte CoeanHUTENbHbI
natpy6ok Baoxa (KopoTkui, rony6oit)
CHavana k pesepsyapy yBnaxHUTens,
a 3aTeM K BbIlyCKHOMY OTBEPCTUIO
naTpybka Bgoxa Ha annapate VIBJ1.

w

MopcoeaunuTe naTpybku BogOXa
(6enble) k BNArocGOpHWKY 1 NOAKIto-
4YnTe KOPOTKWIA NaTPy6OK K knanaHy
Bblgoxa annapara WBJ.

IS

MopkntounTe naTpybok BAOXa (ANWH-
HbIlA, rony6oit) cHavana K pesepsyapy
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yBRaXHUTENs, a 3atem k Y-obpas-
HOMY KOHHEKTOpY.

(&

BpyuHyto HanonHuTe pesepsyap
YBNaXHUTENs C MOMOLLLIO LWNpULa,
crneps 3a Tem, 4Tobbl ypoBeHb BOAb!
HE MPEBbLICUI MaKCUMarbHbIN
(otmeTka «MAX»).

(o2}

3akpoiiTe kaHan 3anonHeHns BoAow
ronyGoii KpblLLKoii. Bo Bpems paboTbl
YBRaXHUTeNs KpblLKa A0MKHa ObITb
3aKkpbiTa.

OuucTka, Ae3nHGeKUMs U NOBTOPHasA
obpaboTtka

Monpo6Hble MHCTPYKLIMM MO NOBTOPHOMN
obpaboTke npuseaeHsl B HAMILTON-
BC8022-A Reprocessing Guide

(PN 624767) (PykoBOACTBE MO NOBTOPHOM
obpaboTke KOMNneKTa AblxaTenbHOro
koHTypa HAMILTON-BC8022-A). Onek-
TPOHHasA Bepcus pyKOBOACTBA JOCTYMNHa
Ha BebG-caiite www.hamilton-medical.ch
(pa3pen MyHamilton). Peructpaums 6ec-
nnarHa.

Y106kl NONY4NTb NEYATHYIO KOMUIO PYKO-
BOACTBA, 06paTuTech k NpeacTaBUTENto
oT/ena TeXHUYeckomn noaaepxKn
Hamilton Medical.

YTtunusauua

Mcnonb3oBaHHbIE KOMMIEKTbI AblXaTerb-
HbIX KOHTYPOB MOTYT BbiTb 3arpsi3HEHbI.
YTunuaaumio Bcex KOMMOHEHTOB KOM-
nrnekTa criegyeT NpoBOANTL COMMacHoO
NpOTOKOMy BaLLero yypexaeHus. Cobnio-

FLaI?ITe BCe pernoHanbHble, rocyaapCTBeH-
Hble 1 hefepanbHble HOPMbI NO 3alnTe
OKpYXatoLen cpeabl.

TexHu4yeckune AaHHble

[wanasoH notoka

Pasbembl

MopatnmMBoCTb KOMMNEK-

o 120 n/muH

KowHycHele cornacHo
cTaHaapty ISO 5356-1

<1 mn/cMH20/m

TOB HarpesaembIx Abixa-

TenbHbIX KOHTYPOB

¢ Y-06pa3HbiM KOHHEKTO-

pom

Cxu1maembiii 06bem

O6bem Boabl (Makc.)

400 mn
220 mn

ConpoTuBEHNE NOTOKY
npu 30 n/MUH (HOMUHaNb-
Hasi CKOPOCTb MOTOKa)

Boox
Bbigox

YTeuka razosoii cmecn

MakcumansHoe paboyee

0,3 cMH20
0,3 cMH20

< 50 ma/MuH

10 kMa

naBrieHne B pesepsyape

yBnaxHuTens
[nuHa KoHTypa

CosmecTMocTb

Ycnosus akcnnyartauumn

1,50 m

YenaxHutenb
HAMILTON-H900

PekomeHayetcs:
18-26 °C

AtmocdepHoe nasnenne 61-106 kMa

MakcumanbHbiii Cpok

paboTbl

28 gHeit
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Yetigkin cift pargali solunum seti, otoklavlanabilir
Kullanim talimatlari

kesinti olugsmussa, nemlendirici kapa- « Sicak plakaya veya haznenin alt kis-

A UYARI

« Su haznesinin bulundugu solunum
setinin kullanimdan 6nce temizlen-
mesi, dezenfekte edilmesi ve otoklav-
lanmasi gerekir.

Uriinii temizlemek ve sterilize etmek
icin HAMILTON-BC8022-A Reproces-
sing Guide (PN 624767) (HAMILTON-
BC8022-A Tekrar isleme Kila-
vuzu)'ndaki talimatlan izleyin.

Tekrar islemenin uygun sekilde yapil-

tilmali veya bekleme moduna alinmali-
dir.

Isinan pargalar dogrudan hastanin
cildi izerine yerlestiriimemelidir.

ET hortumu iizerinde mekanik kuvvet
olugmamasi igin, solunum devrelerini
veya hortum tutucularini uygun
sekilde takin.

Sut ini yalnizca t in hij-
yen gerekliliklerini kargilayan steril,
minerallerden arindiriimig suyla dol-
durun.

mina dokunmayin. Yiizeylerdeki sicak-
lik 85°C'ye ulasabilir. Bu sicak yiizey-
ler is1 yayar.

A DIKKAT

Kullanmadan énce solunum setini
hasara karsi gézden gegirin. Catlama
veya renk degisimi gibi herhangi bir
hasar belirtisi varsa solunum setini
atin.

Kullanilan solunum devreleri ve su

as Urliniin ar neden o o . haznelerine, yerel kanun ve diizenle-
olabilir. ETO gazi kullanimi, hasta ve * Su haznesindeki su seviyesi igaretli meler veya hastane igi prosediirlerine
da kansere y ora- en yiiksek degeri (MAKS) gegiyorsa

ninin artmasina sebebiyet verebilir.
Hamilton Medical, kullanici tarafindan
uygun olmayan sekillerde temizlenen
veya yeniden kullanilan solunum set-
lerinin dogru sekilde galigmasiyla ilgili
bir teminatta bulunmaz.

Solunum seti egitimli tip uzmanlari
tarafindan kurulmali ve kullaniimalidir.

Solunum setinin iizeri, kagit, havlu,
vb. higbir nesneyle oértiilmemelidir.

Solunum devresini, nemlendiriciden
hastaya giden devrede higbir gerilim
ve kivrilma olugmayacak sekilde yer-
lestirin ve istenmeyen etkilere karsi
koruyun.

Isitilan solunum devrelerini gaz akisi
yoksa . Gaz besl inde

cihazi galigtirmayin.
Su seviyesini diizenli olarak kontrol
edin ve gerekirse su takviye edin.

ici daima h bulun-
dugu seviyenin altinda konumlandiril-
mahdir. Nemlendiriciyi 10°'nin lizerin-
deki agilarda galigtirmayin.

Solunum setini diger nemlendirici
cihazlarla birlikte kullanmayin.

Su haznesi igindeki suya dogrudan
herhangi bir ilag eklemeyin. HAMIL-
TON-H900’iin tibbi gaz veya nebulizas-
yon yoluyla verilen ilaglar ile birlikte
kullanilmasi durumunda verilen uygu-
lamanin kullanim talimatlarina uyun ve
cihazin aktif nemlendirme ile kullanim
igin uygun oldugundan emin olun.

uygun olarak kontamine malzeme
muamelesi yapin.

Ortam sicakligi énerilen araligin
(18°C ila 26°C) disindaysa, fizyolojik
nemlilik seviyelerine ulasilamayabilir.
Bu araligin digindaki nemlendirme
performansi garanti edilmemektedir.

Ayrica bkz. HAMILTON-H900 nem-
lendirici galisma talimatlari.

Solunum setini hastada kullanmadan
once bir kagak testi yapiimahdir. Bu
test basarisiz olursa islem bir kez
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daha tekrarlanabilir. Art arda iki basa-
risiz testten sonra solunum seti yeni-
siyle degistiriimelidir.

Takviye edilen su 37°C'den sicak
olmamalidir.

Kullanimdan énce tim baglantilarin
saglam olup olmadigini kontrol edin.

Kullanim amaci

HAMILTON-BC8022-A solunum seti,
yetiskin ve pediyatrik hastalarin invazif ve
noninvazif mekanik ventilasyonu sirasinda
uyumlu Hamilton Medical respiratuvar gaz
nemlendiricileri ile birlikte kullanilir.

Terminoloji

Solunum devresi; hortum (baglanti par-
gasl, duvar Isitmall inspiratuvar parga,
kisa ekspiratuvar parga, uzun ekspiratuvar
parga), su kapani ve Y pargasindan olu-
sur.

Solunum seti, solunum devresi ve su haz-
nesinden olusur.

HAMILTON-BC8022-A solunum setinin
HAMILTON-H900'e baglanmasi

Ventilator baglantisi

Nemlendirici lizerindeki parga konektor-
leri, elektrik baglantilarini solunum devresi
baglantilari ile birlestirir. Solunum devresi
konektorleri Gzerindeki elektrik temas nok-
talarini, nemlendirici tizerindeki baglanti
ogesiyle dogru eslesecekleri sekilde yer-
lestirin.

Kullanim talimatlari'min 6n sayfasinda yer
alan tam kurulum bolimiine bakin.

Solunum setini baglamak igin
1 Suhaznesini, hazne yerine oturup 'tik'
sesi ¢lkartincaya kadar nemlendirici-
nin igine sokun.
Hazneyi ayirmak igin, su haznesini
nemlendiriciden gekip gikarin.

2 Inspiratuvar baglanti pargasini (kisa
mavi parga) 6nce su haznesine, sonra
inspiratuvar ¢ikistaki ventilator parga-
sina baglayin.

3 Ekspiratuvar pargalar (beyaz) su
kapanina, kisa pargay! ise ventilator
ekspiratuvar valfe baglayin.

4 Inspiratuvar pargayi (uzun mavi
parga) 6nce su haznesine, sonra
Y pargasina baglayin.

5 Su haznesini bir siringa kullanarak
manuel olarak doldurun.
Hazneyi isaretli MAKS seviyesinin
lizerinde doldurmadiginizdan emin
olun.

6 Mavi su dolum portundaki tikag kapa-
gini yenisiyle degistirin. Nemlendirici

calisirken tikag kapagdinin kapali oldu-

gundan emin olun.

Temizlik, dezenfeksiyon ve tekrar
isleme

Ayrintili tekrar isleme talimatlari igin
HAMILTON-BC8022-A Reprocessing Guide
(PN 624767) (HAMILTON-BC8022-A
Tekrar Isleme Kilavuzu)'nda verilen bilgileri
kullanin. Kilavuza www.hamilton-medical.ch
adresindeki MyHamilton sekmesinden online
olarak erigebilirsiniz. Kayit ticretsizdir.

Basil kopya talebiniz dogrultusunda adre-
sinize gonderilebilir; Hamilton Medical tek-
nik temsilcinize bagvurun.

imha etme

Kullanilan solunum setleri kontamine
olmus olabilir. Tim pargalari kurumunu-
zun protokoliine uygun sekilde imha edin.
Cevreyi korumaya yonelik tiim yerel, resmi
ve federal yonetmelikleri izleyin.
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Teknik veriler

Akis arahgi

Baglantilar

Cift pargali 1sitmali
solunum setlerinin
uyumlulugu

Sikistirilabilir hacim
Su hacmi (maks)

30 l/dk'daki akis direnci
(nominal akis)
Inspirasyon
Ekspirasyon

Gaz kagag!

Su haznesindeki maksi-
mum galisma basinci

Devre uzunlugu

Uyumluluk

Calisma kosullar

Atmosfer basinci

En fazla 120 I/dk

ISO 5356-1'e uygun
konik baglantilar

<1 ml/lcmH20/m

400 ml
220 ml

0,3 cmH20
0,3 cmH20

< 50 ml/dk
10 kPa

1,50 m (yaklasik 5 ft)

HAMILTON-H900
nemlendirici

Onerilen: 18°C ila 26°C

61 ila 106 kPa

Maksimum galisma siiresi 28 giin
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Follow the Instructions for use.
Gebrauchsanweisung beachten.

Respecter les instructions d'utilisation.

Siga las instrucciones de uso.

Siga as Instrugdes de uso.

Sequire le istruzioni per |'uso.
BIREREAEER.

HEASABOHRBICHE > TS,
CrieayiiTe MHCTPYKUMSIM MO 3KCMTyaTaLmu.
Kullanim talimatlarini izleyin.

To patient port. Connect the inspiratory limb to the inspiratory
port on the ventilator.

Anschluss zum Patienten. SchlieBen Sie den Inspirations-
schenkel am Inspirationsanschluss des Beatmungsgeréates an.
Vers port patient. Connecter la branche inspiratoire au port
inspiratoire du ventilateur.

Orificio hacia el paciente. Conecta la rama inspiratoria al puerto
inspiratorio del respirador.

Conexao inspiratoria. Conectar a alca inspiratéria na porta
inspiratéria do respirador.

Porta Al paziente. Connettere la branca inspiratoria all'uscita
inspiratoria sul ventilatore.

ERARO. BRSBIEREFR EARSEA.
BER—b~, BREKE ATIFRBOBRTAR— b ISHREL
MopT «k nauveHTy». MNoacoeauHuTe naTpybok Booxa

K COOTBETCTBYHOLIEMY OTBEpCTUIO annapata MBI,

Hasta portuna. inspiratuvar pargay! ventilatdr iizerindeki
inspiratuvar porta baglayin.

(s

Do not use if the packaging is damaged.

Bei beschadigter Verpackung nicht verwenden.

Ne pas utiliser si I'emballage est endommagé.

No utilizar si el envase esta dafiado.

Né&o utilizar se a embalagem estiver danificada.

Non utilizzare se la confezione & danneggiata.
WSREAIRIA | B,

WEANHEBL TOBBEEEFERALANTIEEN,
He ncnonb3oBaTh Npy NOBPeXAEHHON ynakoBKe.
Ambalaj zarar gérmisse kullanmayin.

From patient port. Connect the expiratory limb to the expira-
tory port on the ventilator.

Anschluss vom Patienten. SchlieBen Sie den Exspirations-
schenkel am Exspirationsanschluss des Beatmungsgerates an.
A partir du port patient. Connecter la branche expiratoire au
port expiratoire du ventilateur.

Orificio desde el paciente. Conecta la rama espiratoria al puerto
espiratorio del respirador.

Conexao expiratoria. Conectar a alca expiratoria na porta
expiratoria do respirador.

Porta Dal paziente. Connettere la branca espiratoria all'uscita
espiratoria sul ventilatore.

BEBARO. BPSEEREFRL EFSHO.
BER—HD, FREEATFRBOFRA— b SHHE
LEY,

MopT «oT naumeHTax. MoacoeanHUTe NaTpy6ok BbiAoXa

K COOTBETCTBYHOLLEMY OTBepCTUio annapata MBI,

Hasta portundan. Ekspiratuvar pargayi ventilator tizerindeki
ekspiratuvar porta baglayin.
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Temperature probe; marks the loca-
tion of the temperature probe on the
breathing circuit.

Temperatursensor; zeigt die Position
des Temperatursensors im Beatmungs-
schlauchsystem an.

Sonde de température ; indique
I'emplacement de la sonde de
température sur le circuit respiratoire.
Sensor de temperatura; marca la
ubicacion del sensor de temperatura
en el circuito respiratorio.

Sonda de temperatura; marca a
localizacdo da sonda de temperatura
no circuito de respiragéo.

Sonda termica; segna la posizione
della sonda termica sul circuito
paziente.

BERL  EWIRER MR ERER
SLofuE.

BEIJO—D, FREROEET

Do not use any blades, knives, or cutters
to open; they can damage the product.
Keine Klingen, Messer oder Cutter

zum Offnen verwenden; sie kénnen

das Produkt beschadigen.

Ne pas utiliser de lames, de couteaux ou
d’autres instruments de découpe pour
ne pas endommager le produit.

No utilice cuchillas, cuchillos o ctters
para abrir el envase; estos pueden danar
el producto.

Nao utilizar laminas, facas ou
ferramentas de corte para abrir; estas
podem causar danos no produto.

Non utilizzare lame, coltelli o taglierini
per |'apertura; possono danneggiare il
prodotto.
DDEREAD R, DRDEITHE
% ; efilsEeRiArTm.

Y. FAT. hy ZF—FTRIFEWN
TLEEWL, HRITEADLK I END

Filling level mark on humidifier
chamber.

Fullstandsmarkierung an der
Befeuchterkammer.

Repeére du niveau de remplissage
sur le réservoir d'eau.

Marca de nivel de llenado en la
camara de agua.

Marca do nivel de enchimento na
camara de agua.

Simbolo del livello di
riempimento sulla camera
dell'acqua.

KA ERIZKRIARR,

KT v R—OWBEL AL
=7,

OTMeTKa YPOBHS! 3anofIHEeHNs!
pe3epByapa yBiaxHUTens.

Su haznesi tizerindeki dolum
seviyesi isareti.

O—JOEBEI—ILET, YET, Quantity

TemnepaTypHbIi 30H7 (ykasbiBaeT He BckpbiBaiiTe nsgenve ¢ NoMoLLbo Menge

Ha pacnonoxeHne TemnepaTypHoro NIe3BUIA, HOXEN NN IPYTUX PEXYLIMX Quantité

30HAa B [IbIXaTENbHOM KOHTYpE). VHCTPYMEHTOB: OHU MOTYT NOBPEANUTL Cantidad

Sicaklik probu; sicaklik probunun YCTPOWCTBO. Quantita

solunum devresi Gzerindeki konu- Ambalaji agmak igin bigak veya kesici Quantidade

munu gosterir. aletler kullanmayin; bunlar lriine zarar »

verebilr. Ha

Ha
Konuyectso
Miktar

CAUTION:
(USA only) Federal law restricts this device to sale by or on the order of a physician
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Hamilton Medical AG

Via Crusch 8, 7402 Bonaduz,
Switzerland

® +4158610 10 20
info@hamilton-medical.com
www.hamilton-medical.com

HAMILTSN
MEDICAL

Intelligent Ventilation since 1983



® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.

Certificate

Standard 1ISO 9001:2015
Certificate Registr. No. 01 100 1710001

Certificate Holder: Hamilton Medical AG
Via Crusch 8
7402 Bonaduz
Switzerland

including the locations according to annex

Scope: Design and development, manufacturing, distribution
and servicing of ventilators and ventilator systems

Proof has been furnished by means of an audit that the
requirements of ISO 9001:2015 are met.

Validity: The certificate is valid from 2020-07-09 until 2023-07-08.
First certification 2017

2021-01-08 /&(%/b

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 Koln

A TUVRheinland®

Akkrediti tell . .
D-ZM-16031-01.00 Precisely Right.

(( DAKKS

Deutsche

www.tuv.com




® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.

Annex to certificate

Standard

Certificate Registr. No.

No.
/01

/02

/03

www.tuv.com

ISO 9001:2015

Location

Hamilton Medical AG
Via Crusch 8

7402 Bonaduz
Switzerland

Hamilton Medical AG
Parc Industrial Vial 10
7013 Domat/Ems
Switzerland

Hamilton Medical UK Ltd.
Unit 1 Forge Mills Park
Station Road

Coleshill

Birmingham

B46 1JH

United Kingdom

2021-01-08

01100 1710001

Scope

Design and development and distribution of
ventilators and ventilator systems

Manufacturing and servicing of ventilators and
ventilator systems

Distribution and servicing of ventilators and
ventilator systems

TOV Rheinland Cert GmbH
Am Grauen Stein - 51105 Koln

Page 1 of 1

A TUVRheinland®

Precisely Right.



Certificate TOVRheinland

Certificate No.: MD 3321004-110
Manufacturer: Hamilton Medical AG
Via Crusch 8
7402 Bonaduz
Switzerland
D-U-N-S No.: 48-1492-312
Certification criteria: ISO 13485:2016

Australia Therapeutic Goods (Medical Devices) Regulations, 2002,
Schedule 3 Part 1 (excluding Part 1.6) — Full Quality Assurance
Procedure

Brazil RDC ANVISA n. 16/2013, RDC ANVISA n. 23/2012, RDC
ANVISA n. 67/2009

Canada Medical Devices Regulations — Part 1 — SOR 98/282

Japan MHLW Ministerial Ordinance 169, Article 4 to Article 68, PMD
Act

United States 21 CFR 820, 21 CFR 803, 21 CFR 806, 21 CFR 807 —
Subparts Ato D

Scope: Design and Development, Manufacturing, Distribution and Service of
Ventilators and Ventilator Systems

TUV Rheinland of North America, Inc., an MDSAP recognized Auditing Organization, certifies that the
quality management system of the Manufacturer has been audited against and found to conform the
Certification criteria for the Scope contained in this certificate. The quality management system is
subject to annual surveillance audit(s).

Project No.: 3321004-50
Issue Date: 2020-12-14
Effective Date: 2020-12-14
Expiry Date: 2023-07-08

m m Certification officer: Dipl.-Ing. (FH) D. Wiedemuth
MEDICAL DEVICE SINGLE AUDIT PROGRAM TUV Rheinland Of North America, |nC.

The validity of the certificate can be verified on https://www.certipedia.com/quality_marks/9105087651?locale=en
or calling 1-888-743-4652.

Page 1 of 2 TUV Rheinland of North America, Inc., 12 Commerce Road, Newtown, CT 06470, USA
g Tel: (925) 249-9123, Fax: (925) 249-9124

10/020h 04.08®  TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval



Certificate TOVRheinland

Certificate No.: MD 3321004-110
Manufacturer: Hamilton Medical AG
Via Crusch 8
7402 Bonaduz
Switzerland

The scope of certification includes the following additional sites:

No. Location Scope

/01 Hamilton Medical AG Design and Development, Distribution and
Via Crusch 8 Administration
7402 Bonaduz
Switzerland

D-U-N-S No.: 48-1492-312

/02 Hamilton Medical AG Manufacturing and Service
Parc Industrial Vial 10
7013 Domat/Ems
Switzerland

D-U-N-S No.: 48-1492-312

Project No.: 3321004-50
Issue Date: 2020-12-14
Effective Date: 2020-12-14
Expiry Date: 2023-07-08

m m Certification officer: Dipl.-Ing. (FH) D. Wiedemuth
MEDICAL DEVICE SINGLE AUDIT PROGRAM TUV Rheinland Of North America, |nC.

The validity of the certificate can be verified on https://www.certipedia.com/quality_marks/9105087651?locale=en
or calling 1-888-743-4652.

Page 2 of 2 TUV Rheinland of North America, Inc., 12 Commerce Road, Newtown, CT 06470, USA
g Tel: (925) 249-9123, Fax: (925) 249-9124

10/020h 04.08®  TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval
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