Anexa 5

Specificatie Completata

Ventilator pulmonar neonatal, pediatric (caracteristici avansate)

Model: Hamilton-C3 Producator: HAMILTON Medical AG; Tara: ELVETIA.

Specificarea tehnica deplina solicitata de catre
autoritatea contractanta

Specificarea tehnica deplina propusa de catre
autoritatea ofertanta

Ventilator pulmonar neonatal, pediatric (caracteristici
avansate)
Cod 110310
Descriere Ventilator neonatal, pediatric/terapie intensiva
ofera suport ventilator temporar sau permanent pentru
copii nascuti prematuri §i nou-nascuti in stare critica sau
copii mici care suferd de insuficienta respiratorie
Parametrul Specificatia
Tip Mobil, pe suport cu rotile da
Tip pacient neonatal, pediatric da
Gama de control/setari Volum total 2-300 ml

Fluxul inspirator 0-30 I/min

Stabilirea limitei de presiune da

Nivelul de presiune 0-100 cm H20

Frecventa respiratorie, rpm 1-150

Timp insir 0.1-3s

Rata I.E 1:81a4:1

FiO2, % 21-100

CPAP/PEEP 0-40 cm H20

Suport presiune 0-20 cm H20

Inhalator da

Mecanism trigger flux

Conpensarea scurgerilor da

Blocarea panoului de comanda da
Inspiratie manuala da
Moduri de operare
Modul A/C A/C Volum respirator da

A/C presiune respiratorie da

Modul SIMV SIMV volum respirator da

SIMV presiune respiratorie da

Modul CPAP CPAP, suport presiune (PS) da

Modul Apnea--backup da

Modul Bilevel/APRV da

Ventilatie neinvaziva, NIV da
Monitorizare/afisare Presiunea inspiratorie maxima da
Presiunea medie in cdile respiratorii da

Presiunea PEEP da

Volumul total da

Volumul minutar da

Volumul minutar spontan da
Monitorizarea FiO2 da

Rata respiratorie da

Timp inspir da

Complianta sistemului respirator da
Scurgeri de sistem da
Alarme pacient FiO2 mare/mic da
Volum minutar mare/mic da
Presiune inspir mare/mica da
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Ventilator pulmonar neonatal, pediatric (caracteristici
avansate) DA
Cod 110310
Descriere Ventilator neonatal, pediatric/terapie intensiva
ofera suport ventilator temporar sau permanent pentru
copii ndscuti prematuri §i nou-nascuti in stare critica sau
copii mici care suferd de insuficienta respiratorie DA
Parametrul Specificatia
Tip Mobil, pe suport cu rotile DA
Tip pacient neonatal, pediatric DA
Gama de control/setari Volum total 2-300 ml DA
Fluxul inspirator 0-30 I/min DA

Stabilirea limitei de presiune DA

Nivelul de presiune 0-60cm H20 DA

Frecventa respiratorie, rpm 1-150 DA

Timp insir 0.1-12 s DA

Rata I.E 1:91a4:1 DA

FiO2, % 21-100 DA

CPAP/PEEP 0-25cm H20 in regim neonatal DA
Suport presiune 0-60 cm H20 DA

Inhalator DA

Mecanism trigger flux DA

Conpensarea scurgerilor DA

Blocarea panoului de comanda DA
Inspiratie manuala 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, suport presiune (PS) DA
Modul Apnea--backup DA

Modul Bilevel/APRV DA

Ventilatie neinvaziva, NIV DA
Monitorizare/afisare Presiunea inspiratorie maxima DA
Presiunea medie in caile respiratorii DA

Presiunea PEEP DA

Volumul total DA

Volumul minutar DA

Volumul minutar spontan DA

Monitorizarea FiO2 DA

Rata respiratorie DA

Timp inspir DA

Complianta sistemului respirator DA

Scurgeri de sistem DA
Alarme pacient FiO2 mare/mic DA

Volum minutar mare/mic DA

Presiune inspir mare/mica DA

PIP mare DA
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PEEP mare da

Lipsa PEEP da

Apnea da

Presiune/ocluzie continua ridicata da
Rata respiratorie ridicatd da

Circuit respirator deconectat da
Alarme echipament

Lipsa alimentare gaz aer, oxigen da
Lipsa alimentare electrica da

Baterie descarcata da

Eroare de sistem da

Autodiagnostic da

Porturi I/O Conector aer da
Conector O2 da

Display LCD TFT sau LED da
Marimea > 12 inch

Touchscreen da

Compresor de aer Integrat in dispozitivului, tip turbind da

Activare automata la absenta presiunii de intrare a aerului
da
Alimentarea Electrica Retea 220 V, 50 Hz da

Baterie interna da

Tip baterie reincarcabild

Timp operare baterie > 0.5 h
Accesorii
Circuite respiratorii pediatrice tip reutilizabil, cu incalzire,
cu capcana de apa 2 set.

neonatale tip reutilizabil, cu Incélzire, cu capcana de apa
2 set.

neonatale de unica utilizare, cu incalzire 10 set.
Masca respiratorie pediatrice tip reutilizabil 1 set.
Umidificator Indicati modelul oferit model

Umidificator cu mentinerea temperaturi si umidificarea
aerului in regim automa, Compatibil cu ventilatorul da
Minim doua regimuri de functionare: invaziv si neinvaziv
da

Camera de umidificare pediatrice/neonatale tip reutilizabil
2 buc.
Filtre antibacteriale pediatrice unica utilizare 100 buc.
neonatale unica utilizare 100 buc.

Senzor de debit pediatrice/neonatale tip reutilizabil 2 buc.

Plaman de test pediatrice tip reutilizabil 2 buc.
neonatale tip reutilizabil 2 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

PEEP mare DA
Lipsa PEEP DA
Apnea DA
Presiune/ocluzie continua ridicatda DA
Rata respiratorie ridicatd DA
Circuit respirator deconectat DA
Alarme echipament
Lipsa alimentare gaz aer, oxigen DA
Lipsa alimentare electrica DA
Baterie descarcata DA
Eroare de sistem DA
Autodiagnostic DA
Porturi 1/0 Conector aer DA
Conector O2 DA
Display LCD TFT DA
Marimea - 12.1 inch DA
Touchscreen DA
Compresor de aer Integrat in dispozitivului, tip turbina
DA
Activare automata la absenta presiunii de intrare a aerului
DA este tot timpul active.
Alimentarea Electrica Retea 220 V, 50 Hz DA
Baterie internda DA
Tip baterie reincéarcabila DA
Timp operare baterie - 3.5 h DA
Accesorii
Circuite respiratorii pediatrice tip reutilizabil, cu incélzire,
cu capcana de apa 2 set.DA
neonatale tip reutilizabil, cu Incélzire, cu capcana de apa
2 set. DA
neonatale de unica utilizare, cu incalzire 10 set. DA
Masca respiratorie pediatrice tip reutilizabil 1 set. DA
Umidificator Indicati modelul oferit model H 900 DA
Umidificator cu mentinerea temperaturi si umidificarea
aerului in regim automa, Compatibil cu ventilatorul DA
Minim doua regimuri de functionare: invaziv si neinvaziv
DA
Camera de umidificare pediatrice/neonatale tip reutilizabil
2 buc. DA
Filtre antibacteriale pediatrice unica utilizare 100 buc. DA
neonatale unica utilizare 100 buc. DA
Senzor de debit pediatrice/neonatale tip reutilizabil 2 buc.
DA
Plaman de test pediatrice tip reutilizabil 2 buc. DA
neonatale tip reutilizabil 2 buc. DA
Suport pe rotile Indicati modelul oferit model DA
integrat cu ventilatorul
Min. 4 rotile DA
Min. 2 roti cu frina DA
Brat articulat pentru fixarea furtunelor respiratorii DA
Suport pentru fixarea/atagarea cablurilor electrice,
furtunul aer, oxigen pentru transportare, depozitare DA
Miner pentru transportare DA
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Specificatie Completata

Ventilator pulmonar Adult, pediatric (caracteristici de baza)

Model: Hamilton-C3 Producator: HAMILTON Medical AG; Tara: ELVETIA.

Specificarea tehnica deplina solicitata de catre
autoritatea contractanta

Specificarea tehnica deplina propusa de citre
autoritatea ofertanta

Ventilator pulmonar Adult, pediatric (caracteristici de

baza)

Cod 110320

Descriere "Ventilatoare mecanice ofera suport ventilator

temporar sau permanent pentru pacientii care nu pot

respira pe cont propriu sau care au nevoie de asistenta,

mentinind o ventilare adecvata.

Parametrul Specificatia

Tip Mobil, pe suport cu rotile da

Tip pacient Adult, pediatric da

Gama de control/setari Volum total 20-2,000 mL
Flux inspir 3-180 L/min

Presiune inspir 0-80 cm H20

Rata respiratorie 0-100 rpm

Timp inspir 0-3s.

Rata I.E 1:41a4:1

FiO2, % 21-100

Buton pentru respiratie manuala da
PEEP/CPAP 0-45cm H20

Suport presiune 0-45 cm H20
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
A/C 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

Ventilatie neinvaziva, NIV da

Parametri monitorizati/afisati Presiunea inspiratorie

maxima da

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

Ventilator pulmonar Adult, pediatric (caracteristici de
bazd) DA
Cod 110320
Descriere "Ventilatoare mecanice ofera suport ventilator
temporar sau permanent pentru pacientii care nu pot
respira pe cont propriu sau care au nevoie de asistenta,
mentinind o ventilare adecvata. DA
Parametrul Specificatia
Tip Mobil, pe suport cu rotile DA
Tip pacient Adult, pediatric DA
Gama de control/setari Volum total 20-2,000 mL DA
Flux inspir 3-180 L/min DA Maxim este pina la 240
I/min DA

Presiune inspir 0-60 cm H20 DA

Rata respiratorie 0-80 rpm DA

Timp inspir 0-12 s. DA

Rata I:'E 1:9la4:1 DA

FiO2, % 21-100 DA

Buton pentru respiratie manuala DA

PEEP/CPAP 0-35cm H20 DA

Suport presiune 0-60 cm H20 DA

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
Modul Apnea-backup DA

Ventilatie neinvaziva, NIV DA

Parametri monitorizati/afisati Presiunea inspiratorie
maxima DA

Presiunea medie 1n 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
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Volum minutar mare/mic da

Presiune inspir mare/mica da

PIP mare da

PEEP mare da

Lipsa PEEP da

Apnea da

Presiune/ocluzie continua ridicata 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 da
Autodiagnostic da

Interfata Raportarea alarmelor si starea pacientului Afisare
pe display da

Posibilitatea conectarii in retea centralizata da
Display LCD TFT da

Mairimea > 12 inch
Compresor de aer Integrat in dispozitivului, tip turbind da

Alimentare Pneumatica Gazele comprimate aer, O2
Presiunea in retea 3-6 atm

Electrica Retea electrica 220 V, 50 Hz da
Baterie interna reincarcabila da
Timp operare baterie > 1 h

Accesorii

Circuit respiratoriu tip reutilizabil Adult 2 set.
Masca respiratorie tip reutilizabila Adult 2 set.
Umidificator Indicati modelul oferit model
Camera de umidificare tip reutilizabila 1 set.
Compatibil cu ventilatorul da

Suport pe rotile Sa se indica modelul oferit model

Min. 4 rotile da

Min. 2 roti cu frind 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

Volum minutar mare/mic DA
Presiune inspir mare/mica DA
PIP mare DA
PEEP mare DA
Lipsa PEEP DA
Apnea DA
Presiune/ocluzie continua ridicatda 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 DA
Autodiagnostic DA
Interfata Raportarea alarmelor gi starea pacientului Afisare
pe display DA
Posibilitatea conectarii in retea centralizata da
Display TFT DA
Marimea 12.1 inch DA
Compresor de aer Integrat in dispozitivului, tip turbina
DA
Alimentare Pneumatica Gazele comprimate aer, O2 DA
Presiunea 1n retea 3-6 atm DA
Electrica Retea electrica 220 V, 50 Hz DA
Baterie interna reincarcabila DA
Timp operare baterie - 3.5 h DA
Accesorii
Circuit respiratoriu tip reutilizabil Adult 2 set. DA
Masca respiratorie tip reutilizabild Adult 2 set. DA
Umidificator Indicati modelul oferit model H-900
Camera de umidificare tip reutilizabila 1 set. DA
Compatibil cu ventilatorul DA
Suport pe rotile Sa se indica modelul oferit model DA
este integrat cu ventilatorul
Min. 4 rotile DA
Min. 2 roti cu frinda 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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HAMILTON

MEDICAL

Intelligent Ventilation since 1983

Declaration of Conformity

We, Hamilton Medical AG, Via
Crusch 8, CH-7402 Bonaduz,
Switzerland, confirm that the
following products

We, Hamilton Medical AG, Via
Crusch 8, CH-7402 Bonaduz,
Switzerland, confirm that the
following products

We, Hamilton Medical AG, Via
Crusch 8, CH-7402 Bonaduz,
Switzerland, confirm that the
following products

CEDCL-H900Acc, Attachment on page 2

meet the following EC directive
(including all applicable
amendments):

Please note, this EU Declaration
of Conformity is issued under the
sole responsibility of Hamilton
Medical AG.

mit der folgenden EG-Richtlinie
(einschliesslich aller zutreffenden
Anderungen) Ubereinstimmt:

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

All listed products are classified
as class lIb.

Bitte beachten Sie, dass diese
EU Konformitatserklarung unter
der alleinigen Verantwortung der
Hamilton Medical AG ausgestellt
wird.

sont en conformité avec le
directive CE suivant (y compris
leurs amendements, le cas
échéant):

Veuillez noter que cette
déclaration de conformité UE est
émise sous la seule
responsabilité de Hamilton
Medical AG.

0197

TUV Rheinland LGA Products GmbH

Tillystrasse 2

90431 Nirnberg

Germany

Registration No: HD 60137935 0001

Validity:

This declaration is valid for
products manufactured in 2021.
Lot numbers are traceable via
manufacturing protocols. This
declaration is valid in connection
with the final inspection report.

Hamilton Medi

DoC-CEDCL-H900Acc_17

Giiltigkeit:

Diese Konformitatserklarung gilt
fiir Produkte, welche 2021.
produziert werden. Die
Losnummern sind lber
Fertigungsnachweise
nachvollziehbar. Diese
Konformitatserklarung ist gultig in
Verbindung mit dem
Endprifprotokoll.

Bonaduz, ....

04 JAN. 2001

Validiteé:

Cette déclaration est valable pour
les produits fabriqués en 2021.
Les numéros de lot peuvent étre
retracés par les preuves de
production. Cette déclaration est
valable associée au rapport
d’inspection final.



HAMILT®N
MEDICAL

Intelligent Ventilation since 1983

CEDCL-H900Acc Attachment

Product name P/N Basis UDI-DI/ GTIN
HAMILTON-BC8022 260161 07630002801560
HAMILTON-BC4022 260186 07630002804189
HAMILTON-BC8010 260185 07630002800846
HAMILTON-BC4010 260187 07630002801416
HAMILTON-BC8022-A 260188 07630002805568
HAMILTON-BC8010-A 260189 07630002807197

DoC-CEDCL-H900Acc_17



HAMILT®N

MEDICAL

Intelligent Ventilation since 1983

Declaration of Conformity

We, Hamilton Medical AG,
Via Crusch 8, CH-7402
Bonaduz, Switzerland,
confirm that the following
products

Wir, Hamilton Medical AG,
Via Crusch 8, CH-7402
Bonaduz, Schweiz,
bestatigen, dass die
folgenden Produkte

La société Hamilton Medical
AG, Via Crusch 8, CH-7402
Bonaduz, Suisse, confirme

gue les produits ci-dessous

CEDCL-HAM-C3, Attachment on page 2

meet the following EC
directive (including all
applicable amendments):

mit der folgenden EG-
Richtlinie (einschliesslich
aller zutreffenden
Anderungen) Ubereinstimmt:

EC Medical Device Directive:
93/42/EEC, Annex |l, Art. 3

All listed products are
classified as class Ilb.

sont en conformité avec le
directive CE suivant (y
compris leurs amendements,
le cas échéant):

c € 0197

TUV Rheinland LGA Products GmbH

Tillystrasse 2

Germany

90431 Nirnberg

Registration No: HD 60137935 0001

Validity:

This declaration is valid for
products manufactured in
2020. Lot numbers are
traceable via
manufacturing protocols.
This declaration is valid in
connection with the final
inspection report.

Hamilton Medical AG

J Hallek
CEO

CEDCL-HAM-C3/12

Giiltigkeit:

Diese Konformitatserklarung
gilt fir Produkte, welche 2020
produziert werden. Die
Losnummern sind Uber
Fertigungsnachweise
nachvoliziehbar. Diese
Konformitatserklarung ist guiltig
in Verbindung mit dem
Endprifprotokoll.

201 -12- 16

Bonaduz,

Validité:

Cette déclaration est valable
pour les produits fabriqués en
2020. Les numéros de lot
peuvent étre retracés par les
preuves de production. Cette
déclaration est valable
associée au rapport
d'inspection final.

Page 1 of 2



HAMILTSN
MEDICAL

Intelligent Ventilation since 1983

CEDCL-HAM-C3 Attachment

Product name P/N Basis UDI-DI/ GTIN

HAMILTON-C3 160005 07630002801881

CEDCL-HAM-C3 /12 Page 2 of 2



EC Certificate TOVRheinland
Directive 93/42/EEC Annex ll, excluding Section 4
Full Quality Assurance System
Medical Devices

Registration No.: HD 60137935 0001

Report No.: 21213508 015

Manufacturer: Hamilton Medical AG
Via Crusch 8
7402 Bonaduz
Switzerland

Products: Ventilators and ventilator systems
(see attachment for additional site included)

Replaces Approval, Registration No.: HD 60136804 0001

Expiry Date: 2024-05-26

The Notified Body hereby declares that the requirements of Annex Il, 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 II,
section 5 of the aforementioned directive. For placing on the market of class Ill devices covered by

Effective Date: 2019-07-09

Date: 2019-04-02

TUV Rheinland LGA Products GmbH - TillystraRe 2 - 90431 Nirnberg
TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197,

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




2 ®
TUVRheinland

TUV Rheinland i
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: HD 60137935 0001
Report No.: 21213508 015
Manufacturer: Hamilton Medical AG

Via Crusch 8
7402 Bonaduz
Switzerland

Additional site:

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

Date: 2019-07-09

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




HAMILTON-C3

KomnakTHbin annapat VIBJ1 ¢ wupoknmu
JoYHKUMOHaNbHbIMW BO3MOXXHOCTAMM

HAMILTON
0 Swiss MEDICAL

Qualit . e
vy Intelligent Ventilation since 1983




Halla uenb — TexHonormaA I/IHTeJ'IJ'IeKTyaJ'IbHOVI BEHTUITALNN

Hawa uenb — TeXHONorns MHTenNnNeKTyanbHON BEHTUNALUN. 3710 TexHonorus, KOTOpad nomoraeTt
MeONUMHCKOMY nepcoHany obnerynTb COCTOsIHNE KPUTU4ECKN O0rnbHbIX nayneHToB. Mbl BEpUM, YTO
MHHOBAL MW UTPakT BaXXHYO POJib B yAOBIETBOPEHNN TpeﬁOBaHVIVI COBPEMEHHOV peaHmumartonormn. [na Hac
WHHOBaLMK — 3TO peanuaauns HOBbIX NePCNeKTUBHLIX UAEN, a Takke HENpPepbIBHOE COBEPLLEHCTBOBAHME
CyLeCTByOLWKNX NPOOYKTOB C NOCTOSIHHOW COCPEAOTOYEHHOCTbIO Ha Ge3onacHocTu VIHﬂVIBVI,CI,yaJ'IbHOVI
BEHTUNALNN N NMPOCTOTE NCMNOJIb30BAHUA yCTpOﬁCTB.

Mbl yunTbIBAEM OT3bIBbl HALLMX KITMEHTOB, YYMMCS Y 9KCNEPTOB U3 pasHbIx cpep 1 MHBECTUPYEM B
[ONrOCPOYHbIE UCCMENOBAHNS U MOUCK HOBBLIX BO3MOXHOCTEN. Mbl paspabaTtbiBaeM peLleHus Ans
WHTENNeKTyanbHOW BEHTUNALMU: YCTPOWCTBA 1 PacxodHble MaTepuanbl Ans BEHTUALMN NEerkux Bcex rpynn

TsHKeNnobonbHbIX nauneHToB, OT MNageHueB 00 B3POCIbIX.

3 N

EHc Xannek (Jens Hallek) Bo6 XamunToH (Bob Hamilton)
CEO Hamilton Medical AG CEO Hamilton Medical, Inc.
HAMILTON-C3



Annapat VBJI
HAMILTON-C3

Annapat VIBJT HAMILTON-C3 — aT0 MOAynbHOE peLueHne ans

BEHTUNALNN NErknx ¢ LULMPOKNMH beHKLWIOHaJ'IbeIMVI

BO3MOXHOCTAMMU, KOTOpPOE noaxoauT Anda Bcex rpynn

nauymeHTos. HAMILTON-C3 — oauH 13 nepsbix annapatos UBJT,

OCHaLLleHHbIN aBTOMaTUYECKOM CUCTEMON YrpaBneHns

BeHTUnaumen INTELLIVENT®-ASV® v opyrvmm yHUKanbHbIMM

byHKUMAaMU. Bnarogaps KOMNakTHOW KOHCTPYKLMU 1

HE3aBNCMMOCTU OT MCTOYHUKOB CXKaTOro Bo3ayxa

HAMILTON-C3 mMOXHO nerko nepemeLlartb B npegenax

GonbHULbI.

v ABTOMaTM4eckoe yrnpaBrieHne BEHTUNALMEN Nerkmx 1
okcureHaumen naymneHTa ¢ nomowybro INTELLIVENT-ASV

v VHcTpymeHT P/V Tool® Pro: MIHCTpYMEHT Ans 3aLiuThi
nerkux Bo BpeMsi BEHTUNALMM, UCNOMb3yeMbl Npu
ONarHOCTUKe U peKpyTMEHTe

v KucnopopgHasi Tepanus ¢ BbICOKOI CKOPOCTbIO MOTOKA

v OddekTnBHas HenHeasuHasi BeHTUnALMSA (NIV)

v KomnakTHasi KOHCTPYKLUSI U HE3AaBUCUMOCTb OT UCTOYHMKOB
cxaToro Bosgyxa

v BeHTunsaums nerkux y B3pocnbix, AeTeil 1 MnageHUeB




YHMBepCanbHbIn, TMOKMIA, NMPOCTOM B UCMOJb30BaHUN

BO3MOXXHOCTb TPaHCMOPTUPOBKM B Mpefesiax MegnLMHCKOro y4pexneHus

Bnaropaps Bbicokonpoun3soanTensHorn TypbuHe mexaHudeckuii annapat MBJT HAMILTON-C3 abcontoTHo
He3aBUCUM OT MCTOYHUKOB CXaToro Bo3ayxa. A BCTPOEHHbIV aKKyMynaTop 60MnbLUION eMKOCTU NO3BoNseT
OCYLLECTBMNATb BEHTUMALMIO FErknX y naunMeHToB BO BPeMS TPaHCNOPTUPOBKN B Npeaenax MeauLMHCKOro
yupexaeHusi, Koraa HeT AOoCTyna K BHELLUHUM UCTOYHUKaM nuTaHus. KoMnakTHbIn MexaHnyeckuin annapat VBJ1
HAMILTON-C3 npocT 1 ygobeH B akcnnyaTaumu. Ero MoXHO nerko yCTtaHoBUTb Ha TENEXKY.
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HpOCTOTa NCMOJIb30BaHNA

ITOT KOMMAKTHbIA 1N HafeXHbI
MHOrOyHKLIMOHASbHBIV annapat C NOHATbIM
NHTEPhENCOM Ype3Bbl4akHO MPOCT B UCMOSIb30BaHMN.
HAMILTON-C3 ocHalueH cuctemoin INTELLIVENT-ASV 1

CYUTaAEeTCA OOHUM M3 Nyylwnx annapatos VIBJT Ha pbiHke.

MaTuac MapTe (Matthias Parthe),rnasa otnena
0byYeHVsa OKa3aHWio MHTEHCUBHOM Tepanuniu

bonbHuua B Tpumnn, Liopnx, LLsenuapna

HAMILTON-C3
]

B TecHOM coTpyaHUYeCTBE C NONb3oBaTeENsMU
aKcnepTaMum B 06nacT BEHTUNALMMN NErkUX HaLlu
VHXeHepbl pa3paboTan MHTYUTUBHO MOHATHBIN
nHtepderic. B HAMILTON-C3 u gpyrux annapaTax
MBJ1 npoussoacTea komnaHum Hamilton Medical
NCMNONb3YHTCS OAVMHAKOBbIE NMPUHLMMBI paboThbl,
No3TOMY, Hay4MBLUUCH NOMb30BaTbCA OAHUM
YCTPOWCTBOM, OCBOWTbL OCTarnbHble HE COCTaBUT Tpyaa.

B HAMILTON-C3 gaHHble MOHMTOpUHra cobmparoTcs B
cucteme Ventilation Cockpit n otobpaxatoTcsa B Buae
WHTYWTVBHO MOHATHbLIX rpacdmkoB. OTO No3BonseT
NPOBECTU ObICTPbI 0630p TEKYLLErO COCTOSHUSA
BEHTUMALMMN NETKMUX NaLMEHTA 1 NMOMOYb B NMPUHSATAN

peLleHnii KacaTenbHO Tepanuu.




Cuctema MoHuTOpKHra Ventilation Cockpit

- OCHOBHble MOHUTOPVPYEMbIE MapaMeTpb!
OTobGpakeHne BCeEX OCHOBHbLIX MOHUTOPUPYEMbIX
napameTpoB 1 rpaHuL, Tpesoru. Vicnonb3oBaHne
KPYMHbIX CMMBOJIOB NMO3BOMSET BUAETb UX JAXKE C
©0MbLIOro paccTosAHUS.

n MaHenb «duHam. Jlerk.»

OTobpaxeHne B 04HOM OMepaTVBHOM OTYETE AaHHbIX
0 ObIxaTenbHOM 06bemMe, NoaaTNMBOCTU NErkux,
WHULUNPOBAHHBIX NauueHToOM BOOXax U
COMpOTUBIIEHUN B peanbHOM BpemeHu. PaclumpeHne
N CXaTue Nerkmx BbINOSIHAETCH CUHXPOHHO C
aKkTUYECKMM ObIXaHNEM.

ol

8.5

407
226
1:4.4

’ Monitoring Graphics [ Tools

n MaHenb «CocT. BeHT.»

Ha naHenu «CocT. BeHT» oTobpaxatTcs WecTb
napameTpoB, CBA3aHHbIX C 3aBUCUMOCTbIO NauueHTa
oT annaparta /BJ1. MaHenb okanmneHa pamkown
3€eJ1EeHOr0 LBEeTa, ECNY B 30HE OTMYYEHUS HAXOAATCS
BCE 3Ha4YeHusi. ATO 03HaAYaAET, YTO MOXKHO HaYMHaTb
TECTbl CMIOHTAHHOrO AbIXaHWs UK 3KCTybauuto.

n HenocpencTBeHHbIN [OCTYN K OCHOBHbIM
KOHTPOSIMPYEMbIM MapameTpam

Bo3moxHOCTb foCcTyna 1 U3MeHeHus Havbonee
BaXHbIX KOHTPONUPYEMbIX NapaMeTpPOB TEKYLLEro

pexnma HenocpenCTBeHHO C rmaBHOro amcnnes.

Controls

Events System N I

HAMILTON-C3



NHOonBMAOyanbHas BEHTUAALMA C 3aLLUUTON Nerkmx

dyHkumm annapata NBJT HAMILTON-C3 no3BonstoT BbINOMHATL BEHTUMALMIO NTErkUX NauneHTa B COOTBETCTBUN C

ero nHamenayarnbHbiMU I'IOTpeGHOCTHMVI N NPUMEHATb CTPATErMO0 BEHTUNALNN C 3aLLUTON NETKUX.

ALanTuBHaA BEHTUNALMA C 3aLLMTON Nerknx B pexkume ASV
v Toggep>kaHune cambix paHHMX CMIOHTaHHbIX AblXaTesbHbIX YCUANA naupeHTa’ 2
v CokpalleHne BpeMeHV BEHTUMALMM NErK1X ANns pasnuyHbIX rpynn nauueHTos" 2

AfanTuBHaA BEHTUNALMA C 3aLUmTol nerkux B pexkrme INTELLIVENT-ASV

v DTOT pexxum npu3HaH Nyywnm Cpeam BCex OLEHNBaEMbIX PEXMMOB C TOYKM 3peHnsa 6e30nacHoCTH, komdgopTa
u oTnydYeHns’®

v CobniogeHre akTyanbHbIX peKoMeHAauuii Ans BEHTUMALMM C 3aLLUMUTON NErkMx Ha OCHOBE MoKasaHuii

AbixaTenbHoro obbema u pa60t4ero /:l,aBJ'IeHl/IFI4

OLeHKa COCTOSIHMSA NErkmx 1 BbINOJIHeHWE pekpyTMeHTa C MHCTpyMeHToM P/V Tool Pro

v TucTepesnc KprBORN faBieHNe/06beM MOXET MCMOMb30BATHCS A5 OLEHKM BO3MOXHOCTIN PacKpbITUs obbema
NIerknx BO BPeMSs CTaLMOHAPHOrO fiedeHns’

v VI3 npaKkTuKM N3BECTHO, YTO Y BOMbLUMHCTBA NALMEHTOB YAANOCh PAcKpblTb 0OGbEM NETrKNX Ha paHHeW cTagum
pas3BUTWS OCTPOro PECNMPaTOPHOro ANCTPecc-cnHapoma (ARDS)®

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

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

3 Mireles-Cabodevila E. Respir Care. 2013 Feb;58(2):348- 66. *Erratum in: Respir Care. 2013 Apr;58(4):e51
4 Arnal JM. Intensive Care Med Exp 2016, 4(Suppl 1):A602

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

© Borges JB. Am J Respir Crit Care Med. 2006 Aug 1;174(3):268-78
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ASV

.

g

INTELLIVENT

ASV )

/v

PRO

AfanTvBHasA NOALeP>KMBatoLLan BeHTUNAUMA (ASV)

NMOMOraeT HeMpPepbIBHO OTCNEXNBATb MEXAHUKY BHELLHErO AbIXaHUs 1
OblXaTenbHble YCUNUS naumeHTa, a 3aTeM COOTBETCTBEHHO pPerynmpoBaTh 4acToTy
[ObIXaHus, ablxaTenbHbll 06beM 1 BpeMs Booxa. ASV no3BonseT KpyrinocyTOYHO
afanTupoBaTb BEHTUMALMIO NETKUX AN KaXKA0ro AblXaTeNbHOro LMkna ¢ MOMeHTa
WHTY6auMmn 1 BNMoTb A0 3KCTybauuu.

ABTOMaTMYeckasa BeHTUALMA ¢ nomoLLbio INTELLIVENT-ASV

[aeT BO3MOXHOCTb HEMPEPBLIBHO KOHTPONMPOBAaTb BEHTUMNALMIO U OKCUTEHALMIO
nerkvMx nayueHTa. YcraHaBnuaatTCa napameTpbl MUHYTHOW BeHTUnaumm, PEEP n O2
Ha OCHOBE 3a[aHHbIX BPA4YOM LIENeBbIX 3HAYEHUN, a Takke PU3N0NornyecKkmx
nokasartenew naymeHTa. Takke B pexume INTELLIVENT-ASV 4OCTYMHbI MHCTPYMEHTbI
Ons paHHero aBTOMaTMYeCcKoro oTnyYeHus nauyeHTa ot annapata VIBJ1 (onuus
«BbICTP. OTNYyY. »).

VIHCTPYMEHT OL|eHKM COCTOAHUA Nerknx u pekpytmeHTta PV Tool Pro

nomoraeT Mpw OLeHKe BO3MOXHOCTU PackpbITUs obbema nerkux n onpegeneHunm
HeobxoauMow cTpaTernn pekpyTmeHTa. P/V Tool Pro Takke MOXeT MCnofb3oBaThCs
NS BbINOMHEHWSA MaHeBPa PeKpyTMEHTa C NPUMEHEHVEM ANUTENBHOW UHAMALUN 1
N3MepeHns yBennyeHns obbema nerkux.



DYHKLUMN 1 ONLNK

ncaen SIMY
oy APRY

cmv ASV pey
NIV Duomié
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YnbTpacoBpeMEHHbIE PEXUMbI
BEHTUNSALMK

BCTpPOEHHbIN MHCTPYMEHT Ans
BbIMOMHEHUS KUCMOPOAHOW Tepanum ¢
BbICOKOW CKOPOCTbBHIO MOTOKa

BCTpOEHHbIV NHEBMATUYECKNIA
Hebynansep 1 onuMoHanbHbIN
Hebynaiisep Aerogen®

MynbcoBasi okcumeTpus
(n3mepenune SpO2 n nynbca)

KanHorpadus B OCHOBHOM
(BontomeTpuyeckas) 1 GOKOBOM MOTOKaXx

2he
=Je
==je

[NocnepoBaTenbHbI MHTEpdENC Ans
NOAKIMHYEHUS K SNEKTPOHHbLIM AaHHbIM
nauueHTa u ero MoHuTopam

OkHo «CnpaBka» C UHCTPYKLMSAMMU
KacaTeslbHO YCTpaHeH sl Hernonazaok

BbicokoadpekTuBHasi HemHBas3MBHasA
BeHTUnsAYMs (NIV)

BeHTunaumsa nerkux y B3pocnbix, geten
1 MnageHLueB

BbicokonpoussoguTensHasa TypbuHa



KOHch'IbTaLI,I/II/I cneynanncTtoB B
BOMPOCax BEHTUNALUNK NErKNX

[ncTaHumoHHoe obyyeHune

Ha carnte Hamilton Medical College MoxHo npowiTtn
OecnnaTtHoe OUCTaHLUMOHHOE 0byyeHne, YToObI
pa3obpaTbCs B TOHKOCTAX MEXaHUYeCKOoM
BEHTUNALMK 1 NpuHUMNax paboTel annapatos BJ1.
YTt0oObl MpYcOeauHUTBCS K HaM, NeperanTe Ha BeO-
cawit college.hamilton-medical.com.

YHVBepcabHble pacxogHble maTtepuasbl gas
annapatos VIBJI

[MpounsBoanmble Hallelr KOMMaHnen
NPUHaANEXHOCTU U pacxofHble MaTepuanbl O4eHb
NPOCTbI B UCMONb30BaHUM U 6e3onacHbl Ans
nauveHToB. [OCTyMNHbI AeTanM MHOFOKPaTHOro M
pa3oBOro MCMosib3oBaHUs (BbIGOP 3aBUCUT OT
NONUTVKM BaLLE OpraHn3aLmm).

MepudbepuiiHble yCTPOMCTBa

J1nHerika NpoayKTOB HaLlel KOMNaHUK, CBA3aHHbIX C
BEHTUNSLUMEN NETKNX, BKNOYAET aKTUBHbIN
yBnaxHutenb HAMIILTON-H900, a Takxe
aBTOMAaTUYECKUI KOHTPOMNEp AaBMNEHUS B MaHXeTe
IntelliCuff. Oba ycTporicTBa MOXHO MCMONBb30BaThb C

ntobeim annapatom VBJT.



https://college.hamilton-medical.com/
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HAMILTON-C3

Technical specifications for SW version 2.0.x

Ventilation modes

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

SIMV A fixed rate is set for volume-controlled mandatory breaths. --

Additional patient triggered breaths between mandatory breaths

are spontaneous breaths (with or without pressure support).

Volume-targeted, APVcmv / (S)CMV+ Breaths are volume targeted and mandatory.

adaptive pressure- APVsimv / SIMV+ Volume-targeted mandatory breaths can be alternated with
controlled pressure-supported spontaneous breaths.
Pressure-controlled ~ PCV+ All breaths, whether triggered by either the patient or the

ventilator, are pressure controlled and mandatory.

PSIMV+ Mandatory breaths are pressure controlled. Mandatory breaths can
be alternated with pressure-supported spontaneous breaths.

DuoPAP Mandatory breaths are pressure controlled. Spontaneous breaths
can be triggered at both pressure levels.

APRV Spontaneous breaths can be continuously triggered. The pressure
release between the levels contributes to ventilation.

SPONT Every breath is spontaneous, with or without pressure support.

Intelligent ventilation ASV® Operator sets %oMinVol, PEEP, and Oxygen. Frequency, tidal volume, --

pressure, and I:E ratio are based on physiological input from the
patient.

INTELLIVENT®-ASV®  Fully automated management of ventilation and oxygenation based (0] -

on physiological input from the patient. The underlying mode is

ASV.
Noninvasive NIV Every breath is spontaneous, with or without pressure support.
ventilation NIV-ST Every breath is spontaneous as long as the patient is breathing

above 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 -- (0]
above the set rate. A backup rate can be set for mandatory breaths.

PS can be set to 0 (= nCPAP)

Oxygen therapy HiFlowO2 High flow oxygen therapy. No supported breaths. o o
Standard: Option: O  Not applicable: --
Swiss

Quality



Standard configuration and options (in alphabetical order)

Functions

Capnography, mainstream (volumetric) and sidestream
Communication ports:

COM port

Nurse call

Communication protocols: for details see Connectivity brochure
Dynamic Lung (real-time visualization of the lungs)
Event log (up to 1000 events with date and time stamp)
Inspiratory and expiratory hold maneuver

IntelliTrig (leak compensation)

Manual breath / prolonged inspiration

Nebulization (pneumatic)

02 enrichment

On-screen help

P/V Tool® Pro

Patient group

Print screen

Screen lock

Second battery

SpO2 monitoring

Standby with timer

Suctioning tool

TRC (tube resistance compensation)

Trends/Loops

Trigger, flow, and pressure selectable

Vent Status (Visual representation of ventilator dependancy)

Standard: Option: O Not applicable: --

HAMILTON-C3
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Adult / Ped
0

Neonatal

(0]



Technical performance data (in alphabetical order)

Description

Automatic expiratory base flow
Inspiratory pressure

Maximum inspiratory flow
Means of inspiratory triggering
Means of expiratory triggering
Minimum expiratory time

02 input flow

Oxygen mixer accuracy
Preoperational checks

Tidal volume

Standards and approvals

Classification

Certification

Declaration

Electromagnetic compatibility

Safety Class

Specification

Fixed at 6 I/min

0 to 60 cmH20

240 I/min (150 I/min with 100% 02)

Flow trigger or pressure trigger control

Flow cycle (ETS)

20% of cycle time; 0.21t0 0.8 s

80 I/min (at 2.8 bar/ 280 kPa / 41 psi input pressure)

+ (Volume fraction of 2.5% + 2.5% of actual reading)
Tightness test, Flow sensor/O2 sensor/CO2 sensor calibration
Adult/Ped: 20 to 2000 ml

Neonatal: 2 to 300 ml

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

IEC 60601-1:2005/A1:2012, IEC 60601-1-2:2014, ANSI/AAMI ES60601-1:2005/(R)2012, ISO
80601-2-12:2011, CAN/CSA-C22.2 NO. 60601-1:14, EN ISO 5356-1:2015, ISO 80601-2-55:2011
The HAMILTON-C3 was developed in accordance with pertinent international standards and
FDA guidelines. The ventilator is manufactured within an EN 1SO 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 |.

According to IEC 60601-1-2:2014

Class I, Type B applied part (ventilator breathing system, VBS), type BF applied parts CO2 sensor
including CO2 module connector, humidifier, nebulizer, and SpO2 sensor including SpO2 adapter,

continuous operation according to I[EC 60601-1



Pneumatic specifications
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
Waveforms

Intelligent panels

Trends

Loops

Alarms*

Priority
High priority

Medium priority

Low priority

Input pressure 2.8 10 6 bar / 41 to 87 psi

Connector DISS (CGA 1240) or NIST
Integrated ultra-quiet turbine

Connector ISO 15 mm ID/22 mm OD conical

Connector (on expiratory valve) I1SO 15 mm ID/22 mm OD conical

100 to 240 VAC, 50/60 Hz or

12 to 24 VDC

50 VA typical, 150 VA maximum

Electrical specifications: 14.4V DC, 6.8 Ah, 98 Wh, 35 W typical,

115 W maximum

Type: Lithium-ion
Normal operating time: > 3.5 h with one battery / = 7 h with two batteries
Options

Pressure, Flow, Volume, PCO2t, FCO2, Plethysmogram?, Ptrachea
Dynamic Lung?, Vent Status, ASV Graph?®
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/FCO2t

Alarm

Apnea time (s), ExpMinVol high/low (I/min), Oxygen high/low (%), Pressure high/low (cmH20),
Flow sensor calibration needed, Exhalation obstructed, Disconnection, Oxygen supply failed
fTotal high/low (b/min), PetCO2 high/low (mmHg), Pressure limitation (cmH20), Vt high/low
(ml), SpO2 high/low, High PEEP, Loss of PEEP, Pulse high/low

High SpO2, Loss of external power

1 CO2 + SpO2 option required | 2 For adult/pediatric patients only | 3 Only available in ASV mode | 4 For complete list of alarms see the operator's manual

HAMILTON-C3
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Control settings and ranges®

Parameter (units)

Apnea backup

Expiratory trigger sensitivity ETS (%)
Flow for HiFlowO2 therapy (I/min)

Flow pattern

Flow trigger (I/min)

Gender

I:E

%MinVol (%)

Oxygen (%)

P high (cmH20) (only in DuoPAP and APRV)
P low (cmH20) (only in APRV)
Pasvlimit (cmH20)

Pat. height (cm) (in)

Pause (%)

Pcontrol (cmH20)

Peak flow (I/min)

PEEP/CPAP (cmH20)

Pinsp (cmH20)

P-ramp (ms)

Pressure trigger (cmH20)
Psupport (cmH20)

Rate (b/min)

Sigh

T high (s) (only in DuoPAP und APRV)
T low (s) (only in APRV)

TI(s)

TI max (s)

Tip (s)

Tpause (s)

TRC compensation (%)

Vit (ml)

Weight (kg)

Range Adult/Ped
On, Off
5to 80
2t0 80

Square, 50% decelerating, Sine, 100%

decelerating
1 to 20, Off
Male, Female
1:9to 4:1

25 to 350

21 to 100
0to 60
0to35

5t0 60

30 to 250/ 12 to 98
0to 70

5 to 60

1to 195

0to 35
31060

0 to 2000
-0.1to -15.0, Off
0 to 60

1to 80

On, Off
0.1to 40

0.2 to 40
0.1to 12
1to3

Oto8

0to 30

0 to 100

20 to 2000

5 Parameter settings and ranges can change depending on the mode

Range Neonatal
On, Off
5to 80
2to 12

0.1to0 5.0, Off

1:9to 41
21 to 100
0 to 60
Oto 25

0to 25

0 to 60 NnCPAP-PS. 3 to 60 all other modes
0 to 600

-0.1to -15.0, Off
0 to 60

1to 150

0.1to 40

0.2to 40

0.1to 12

0.25t0 3.0

0to 30

0 to 100

2t0 300

0.2t0 30.0



Monitoring parameter

Parameter (units)

Pressure AUtoPEEP (cmH20)
Paw (cmH20)
PEEP/CPAP (cmH20)

Pinsp (cmH20)
Pmean (cmH20)
Ppeak (cmH20)
Pplateau (cmH20)
Flow Control Flow (I/min)
Insp Flow (I/min)
Exp Flow (I/min)
Volume ExpMinVol or MinVol NIV (I/min)
MVSpont or MVSpont NIV (I/min)
VTE or VTE NIV (ml)
VTESpont (ml)
VTl or VTINIV (ml)
Vt/IBW
Vt/Weight (ml/kg)
VLeak (%) or MVLeak (I/min)

HAMILTON-C3
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Description

Unintended positive end-expiratory pressure

Airway pressure

PEEP (positive end-expiratory pressure) and CPAP (continuous positive airway
pressure)

Inspiratory pressure

Mean airway pressure

Peak airway pressure

Plateau or end-inspiratory pressure

The set flow of gas to the patient. HiFlowO2 mode only.

Peak inspiratory flow, spontaneous or mandatory

Peak expiratory flow

Expiratory minute volume

Spontaneous expiratory minute volume

Expiratory tidal volume

Spontaneous expiratory tidal volume

Inpiratory tidal volume

Tidal volume according to ideal body weight (IBW) for adult/ pediatric patients and
according to the actual body weight for neonatal patients.

Leakage percent or total minute volume leakage



Monitoring parameter (continued)

Parameter (units)

Cco2

Sp02

Oxygen

Time

Lung mechanics

FetCO2 (%)
PetCO2 (mmHg)
slopeCO2 (%CO2/1)

Vtalv (ml)

V7alv (I/min)
V’CO2 (ml/min)
VDaw (ml)
VDaw/VTE (%)
VeCO2 (ml)
VicO2 (ml)
Sp02 (%)
Pulse (1/min)

Plethysmogram

SpO2/FiO2 (%)

Pl (%)
PVI (%)

SpCO (mi/dl)? (%)?
SpMet (%)

SpHb (g/dl) (mmol/I)
SpOC (ml/dl)
Oxygen (%)

I:E

fControl (b/min)
fSpont (b/min)
fTotal (b/min)

TI(s)

TE ()

Pause (s)

Cstat (ml/cmH20)
P0.1 (cmH20)

PTP (cmH20%*s)
RCexp (s)

Rinsp (cmH20/(1/s))
RSB (1/(*min))

Description

Fractional end-tidal CO2 concentration

End-tidal CO2 pressure

Slope of the alveolar plateau in the PetCO2 curve, indicating the volume/flow
status of the lungs

Alveolar tidal ventilation

Alveolar minute ventilation

CO2 elimination

Airway dead space

Airway dead space fraction at the airway opening

Exhaled CO2 volume.

Inspired CO2 volume

Oxygen saturation

Pulse

The waveform that visualizes the pulsating blood volume; it is delivered by the
pulse oximeter.

The SpO2/FiO2 ratio (%) is an approximation of the PaO2/FiO2 ratio, which, in
contrast to PaO2/FiO2, can be calculated noninvasively and continuously.
Perfusion index

Pleth variability index

Carboxyhaemoglobin saturation

Methaemoglobin saturation

Total haemoglobin

Oxygen content

Oxygen concentration of the delivered gas

Inspiratory:expiratory ratio

Mandatory breath frequency

Spontaneous breathing frequency

Total breathing frequency

Inspiratory time

Expiratory time

Inspiratory pause or plateau

Static compliance

Airway occlusion pressure

Pressure time product

Expiratory time constant

Inspiratory flow resistance

Rapid shallow breathing
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Physical characteristics

Weight Ventilation unit: 9.5 kg (21 Ib)
37 kg (81.6 Ib) with trolley and ventilation unit

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

Dimensions See graphic above

Monitor Type: Color TFT, Size: 1280 x 800 pixels, 12.1 in (307.3 mm) diagonal
Trolley accessories 02 bottle holding system, HAMILTON-H900 mounting system
Manufacturer:

Hamilton Medical AG

Via Crusch 8, 7402 Bonaduz, Switzerland
+41 (0)58 610 10 20

info@hamilton-medical.com

www.hamilton-medical.com

689469.08 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 (8) used by Hamilton Medical AG
see www.hamilton-medical.com/trademarks. © 2018 Hamilton Medical AG. All rights reserved.
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HAMILTON-H900

Technical specifications for software v1.10x

Operating modes

Manual and auto mode For invasive and noninvasive ventilation, and high flow oxygen therapy (HiFlow).

Control settings

Parameter Mode Range Default Resolution
Chamber exit temperature Invasive 35°C to 41°C 37°C 0.5°C
Noninvasive 30°C to 35°C 31°C 0.5°C
HiFlow 33°C to 37°C 35°C 1°C
Temperature gradient Invasive -2°C to 3°C Adult/Ped: 2°C 0.5°C
Neo: 3°C
Noninvasive -2°C to 3°C Adult/Ped: 2°C 0.5°C
Neo: 3°C
HiFlow - 2°C -
Resulting airway temperature Invasive 33°C to 42°C - -
(Y-piece)'
Noninvasive 28°C to 38°C - -
HiFlow 35°C to 39°C - -
Monitoring
Parameter Temperature Accuracy
Chamber exit temperature 10°C to 60°C / 30°C to 41°C +1°C / +0.5°C
Y-piece temperature 28°C to 43°C +0.5°C
1 Airway temperature is limited by the humidifier software to 42°C

Swiss
Quality

HAMILT92N

MEDICAL

Intelligent Ventilation since 1983



Alarms

High priority

Temperature too high, water level too high, humidifier dangerously inclined

Medium priority

No humidifier chamber inserted or defective chamber, no limb or defective limb connected, a limb is

not properly connected, low temperature, low water level

Additional

Visual alarm light, on-screen alarms

Audio pause

120s

Alarm loudness

For medium- and high-priority alarms at 1 m distance from humidifier: A setting of 1 = 50 db(A),

5 =60 db(A), and 8 = 65 db(A), with an accuracy of +6 db(A).

Performance
Description Specifications
Flow rates Invasive Up to 60 I/min
Noninvasive Up to 120 I/min
HiFlow Up to 100 I/min
Warm-up time Less than 30 minutes
Humidity At an ambient temperature of 18°C to 26°C:
Invasive Temperature setting of Minimum humidity 33 mg H20/I
37°C to 41°C
Noninvasive Temperature setting of Minimum humidity 12 mg H20/I
31°C to 35°C
HiFlow Flow rate < 60 I/min Minimum humidity 33 mg H20/I
Flow rate > 60 I/min Minimum humidity 12 mg H20/I
Standby Limited to 30°C on Y-piece

Electrical characteristics

Input voltage

220-240V/110-127V/ 100V

Frequency

50/60 Hz

Maximum power

283 VA (230 V version) / 293 VA (115 V version) / 260 VA (100 V version)

Potential equalization

Terminal for the connection of a potential equalization conductor according to DIN 42801

Connectors?

2 Not available in all markets

HAMILTON-H900
]

Interface RS-232 connection only with a Hamilton Medical ventilator



Standards and approvals

Classification Class | (in accordance to IEC 60601-1), Class llb (in accordance with MDD/MDR)
Certification IEC 60601-1:2012, IEC 60601:2007, I1SO 8185:2007, ISO 5356-1:2015, ISO 80601-2-74:2017
Applied parts Heated breathing circuit tubes (Type BF)

Environments

Temperature 10°C to 40°C (operation), -20°C to 60°C (storage)

Recommended ambient temperature: 18°C to 26°C

Relative humidity 30 to 95% noncondensing (operating) / 10 to 95% noncondensing (storage)
Altitude Up to 4,000 m (13,123 ft) / 61 kPa to 106 kPa atmospheric pressure

Gas input temperature 18°C to 31°C (recommended)

Ingress Protection (IP) IP 21

Physical dimensions

Dimensions (WxDxH) 18 cm (7.1in) x 16 cm (6.3 in) x 19 cm (7.5 in)
Weight 2.5kg (5.5 1b)
Display 3in/64 x 128 pixels, inverted dot matrix display (backlit)
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Manufacturer:

Hamilton Medical AG

Via Crusch 8, 7402 Bonaduz, Switzerland
@ +41(0)58 610 10 20
info@hamilton-medical.com

www.hamilton-medical.com
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® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.

Certificate

Standard ISO 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 2017-07-09 until 2020-07-08.

2020-02-06  (Change) /&(%A

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 Kdéln

A TUVRheinland®

Akkrediti tell . .
0-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

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

1SO 9001:2015
01 100 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

2020-02-06 (Change) W/}

www.tuv.com
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TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 Kdln

Page 1 of 1

A TUVRheinland®

Precisely Right.
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