Certificate of Compliance

Dellavista.

the art of breathing

Device Type Serial Number

Bellavista 1000e MB470044

Routine Electrical Safety Test Report

Visual check Result

No Housing Damage? OK

No Connector Damage?

Device Label correct?

Tests according to EN 60601-1

Measurement Measured Limit Result

Value

Protective Conductor Continuity /Rr:/ +0.0670hm <0.1000hm OK

Insulation Resistance Measurement /Rps/ >+310.0MOhm >2.000MOhm OK

(Referencing EN 62353, sub-clause 5.3.4)

Earth Leakage Current Measurement Normal Condition +0.181mA <0.500mA OK

lqi"E-,’-’(‘]I

Earth Leakage Current Measurement Single Fault Condition +0.288mA <1.000mA

[Ire-sec]

Touch Current Normal Condition /Zu.xc] +001.0pA <100.0pA OK

Touch Current Single Fault Condition /[7y.-sic/ +176.1pA <0.500mA

Supply Voltage +238.7V Not applicable OK

Test Voltage Dielectric Strength /¥DC/ +02.28kV Not applicable OK

(Referencing EN 50514, sub-clause 5.2)

Function Test OK

Measurement Device Type Manufacturer Software
SECUTEST 0751/601 /Slll  GOSSEN-METRAWATT V7.39

The device is compliant with technical specifications and has passed all tests mentioned above after final

assembling (end of line).

Routine Electrical Safety Test

Final Control

Commissioning by manufacturing

Date Signed
13.12.24 \l‘ Dm"ﬂ
N Name: Yi Dong
N ___ _(Neme ¥iBODG.y .o
161224 V _
Name: Joseph Teo

301.935.000 Rev 02

Vyaire Medical, Inc., 26125 North Riverwoods Blvd., Mettawa, IL 60045 U.S.A. T 1-833-327-2384 www.vyaire.com



Certificate of Compliance

Device Type

Bellavista 1000e

Dellavista.

the art of breathing

|
| Serial Number

R -

_ ‘ MB470042

Routine Electrical Safety Test Report

Visual check Result

No Housing Damage? OK

No Connector Damage?

Device Label correct?

Tests according to EN 60601-1

Measurement Measured Limit Result

Value

Protective Conductor Continuity /Rr:/ +0.0750hm <0.1000hm OK

Insulation Resistance Measurement [Rws/ >+310.0MOhm >2.000MOhm OK

(Referencing EN 62353, sub-clause 5.3.4)

Earth Leakage Current Measurement Normal Condition +0.181mA <(0.500mA OK

Hrendd

Earth Leakage Current Measurement Single Fault Condition +0.286mA <1,000mA

[Tresic]

Touch Current Normal Condition /v +001.0pA <100.0pA OK

Touch Current Single Fault Condition /Zuzsc/ +175.3pA <0.500mA

Supply Voltage +238.3V Not applicable OK

Test Voltage Dielectric Strength /¥DC] +02.28kV Not applicable OK

(Referencing EN 50514, sub-clause 5.2)

Function Test OK

Measurement Device Type Manufacturer Software
SECUTEST 0751/601 / Sl GOSSEN-METRAWATT V7.39

The device is compliant with technical specifications and has passed all tests mentioned above after final

assembling (end of line).

Date Signed
Routine Electrical Safety Test ;
13.12.24 \f‘ DOﬂ?,
rgt_ame: Yi Dbng___ .
Final Control : _
- Name:YiDong °

Commissioning by manufacturing

301.935.000 Rev 02

16.12.24

Name: Joseph Teo

Vyaire Medical, Inc., 26125 North Riverwoods Blvd., Mettawa, IL. 60045 U.S.A. T 1-833-327-2384 WWw.vyaire.com
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Dellavista.

the art of breathing
Certificate of Compliance

Device Type Serial Number
Bellavista 1000e ’ MB470034
Routine Electrical Safety Test Report
Visual check Result
No Housing Damage? OK
No Connector Damage?
Device Label correct?
Tests according to EN 60601-1
Measurement Measured Limit Result
Value
Protective Conductor Continuity /Ree/ +0.0760hm <0.1000hm OK
Insulation Resistance Measurement /Rmws/ >+310.0MOhm >2.000MOhm OK
(Referencing EN 62353, sub-clause 5.3.4)
Earth Leakage Current Measurement Normal Condition +0.179mA <0.500mA OK
Hrend]
Earth Leakage Current Measurement Single Fault Condition +0.290mA <1.000mA
[Tre-src]
Touch Current Normal Condition /7] +001.0pA <100.0pA OK
Touch Current Single Fault Condition /[T-s/ +173.5pA <0.500mA
Supply Voltage +237.8V Not applicable OK
Test Voltage Dielectric Strength /¥DC) +02.28kV Not applicable OK
(Referencing EN 50514, sub-clause 5.2)
Function Test OK
Measurement Device Type Manufacturer Software
SECUTEST 0751/601 /Sl GOSSEN-METRAWATT V7.39
The device is compliant with technical specifications and has passed all tests mentioned above after final
assembling (end of line).
Date Signed
Routine Electrical Safety Test _
13.12.24 ;
¥ DOV‘
o - Name: Yi Dong P

Final Control ]6 1 24 S . A

e Ni Do o,
R Name:YiDong 7
Commissioning by manufacturing |

16-12.24 - XJ
Name: Joséph Teo

301.935.000 Rev 02
Vyaire Medical, Inc., 26125 North Riverwoods Blvd., Mettawa, IL 60045 U.S.A. T 1-833-327-2384 www . vyaire.com



Dellavista.

the art of breathing
Certificate of Compliance

Device Type | Serial Number

Bellavista 1000e MB470024

Routine Electrical Safety Test Report

Visual check Result

No Housing Damage? OK

No Connector Damage?

Device Label correct?

Tests according to EN 60601-1

Measurement Measured Limit Result

Value

Protective Conductor Continuity /Re/ +0.0730hm <0.1000hm OK

Insulation Resistance Measurement /Rus/ >+310.0MOhm >2 000MOhm OK

(Referencing EN 62353, sub-clause 5.3.4)

Earth Leakage Current Measurement Normal Condition +0.177mA <0.500mA OK

[Tre-nc]

Earth Leakage Current Measurement Single Fault Condition +0.287mA <1.000mA

[Tee.src]

Touch Current Normal Condition /luz.xd/ +001.0pA <100.0pA OK

Touch Current Single Fault Condition /fi-swc/ +171.5pA <0.500mA

Supply Voltage +238.1V Not applicable OK

Test Voltage Dielectric Strength /¥DC] +02.28kV Not applicable OK

(Referencing EN 50514, sub-clause 5.2)

Function Test OK

Measurement Device Type Manufacturer Software
SECUTEST 0751/601 / Sl GOSSEN-METRAWATT V7.39

The device is compliant with technical specifications and has passed all tests mentioned above after final
assembling (end of line).

Date Signed

Routine Electrical Safety Test e
13.12.24 ]

A Dm;'a,
Name: Yi Dong

Final Control : ; e

Commissioning by manufacturing 16 ]2_24 M

|
|

Name: YiDong

Name: Joseph Teo

301.935.000 Rev 02
Vyaire Medical, Inc., 26125 North Riverwoods Blvd., Mettawa, IL 60045 U.S.A. T 1-833-327-2384 www.vyaire.com



Dellavista.

the art of breathing
Certificate of Compliance

Device Type Serial Number
Bellavista 1000e MB470026
Routine Electrical Safety Test Report
Visual check Result
No Housing Damage? OK
No Connector Damage?
Device Label correct?
Tests according to EN 60601-1
Measurement Measured Limit Result
Value

Protective Conductor Continuity /Rpx/ +0.0720hm <0.1000hm OK
Insulation Resistance Measurement [Rus/ >+310.0MOhm >2.000MOhm OK
(Referencing EN 62353, sub-clause 5.3.4)
Earth Leakage Current Measurement Normal Condition +0.179mA <0.500mA OK
[Tpenc]
Earth Leakage Current Measurement Single Fault Condition +0.285mA <1.000mA
[Tpe.src]
Touch Current Normal Condition (Zi.xc/ +001.0pA <100.0pA OK
Touch Current Single Fault Condition /Znsrc/ +173.8pA <0.500mA
Supply Voltage +238.8V Not applicable OK
Test Voltage Dielectric Strength /¥DCy +02.28kV Not applicable OK
(Referencing EN 50514, sub-clause 5.2)
Function Test OK
Measurement Device Type Manufacturer Software

SECUTEST 0751/601 / Sl GOSSEN-METRAWATT V7.39
The device is compliant with technical specifications and has passed all tests mentioned above after final
assembling (end of line).

Date Signed
Routine Electrical Safety Test
13.12.24 : '
o Doﬂ_
- - . | Name:YiDong
Final Control ]6 : 2
- - ) ) Name: Yi Dong
Commissioning by manufacturi ‘
mm! 9% . | 16.12.24
‘ Name: Joseph Teo

301.935.000 Rev 02
Vyaire Medical, Inc., 26125 North Riverwoods Blvd., Mettawa, IL 60045 U.S.A. T 1-833-327-2384 www.vyaire.com



Dellavista.

the art of breathing
Certificate of Compliance

Device Type Serial Number

Bellavista 1000e ‘ MB470035

Routine Electrical Safety Test Report

Visual check Result

No Housing Damage? OK

No Connector Damage?

Device Label correct?

Tests according to EN 60601-1

Measurement Measured Limit Result

Value

Protective Conductor Continuity / R/ +0.0690hm <0.1000hm OK

Insulation Resistance Measurement [Ru/ >+310.0MOhm >2.000MOhm OK

(Referencing EN 62353, sub-clause 5.3.4)

Earth Leakage Current Measurement Normal Condition +0.185mA <0.500mA OK

[eenc]

Earth Leakage Current Measurement Single Fault Condition +0.295mA <1.000mA

[re-sec/

Touch Current Normal Condition /7u.-xc/ +000.9pA <100.0pA OK

Touch Current Single Fault Condition [Zu..src/ +179.4pA <0.500mA

Supply Voltage +238.2V Not applicable OK

Test Voltage Dielectric Strength /¥DC) +02.28kV Not applicable OK

(Referencing EN 50514, sub-clause 5.2)

Function Test OK

Measurement Device Type Manufacturer Software
SECUTEST 0751/601 /Slll  GOSSEN-METRAWATT V7.39

The device is compliant with technical specifications and has passed all tests mentioned above after final
assembling (end of line).

Date Signed

Routine Electrical Safety Test

13.12.24 : \I‘ quﬂ.

. | Name: Yi Dong
Final Control ; '
16-12-24 N Doﬂ?/
] - - o Name: Yi Dong o
Commissioning by manufacturing |6 Wil s . v

? Name: Joseph Teo

301.935.000 Rev 02
Vyaire Medical, Inc., 26125 North Riverwoods Blvd., Mettawa, IL 60045 U.S.A. T 1-833-327-2384 www.vyaire.com



0312-001-018-R Rev.10
Effective: 02J1AN2024
CRF#: 2023-149

AVvyaire fSUmeNE  Declaration of Conformity
MDR - Reg EU 2017/745

Document Number: DC-IMT-01-EU Revision: 0s
Tgchnlcai Document TD-IMT-01
Number:

(bg) fexnapauus sa cbOTBETCTBUE PerNameHT 3a MeAULMHCKY UsAenus (hr) Izjava o sukladnosti
Uredba o medicinskim proizvodima e (cs) Prohld%eni o shodé » (da) Overensstemmelseserklaering o
{nl) Verklaring van conformiteit e (et ) Vastavusdeklaratsioon e (fi) Vaatimustenmukaisuusvakuutus
Ladkintélaiteasetus e (fr) Déclaration de conformité e (de) Konformitatserkidrung o (el) AfAwon
ouppopdwang o (hu) Megfeleléségi nyilatkozat e (it) Dichiarazione di conformitd Regolamento sul
dispositivi medici e (lv) Atbilstibas deklaracija e (It) Atitikties deklaracija Medicinos priemoniy
regalmentas e (pl) Deklaracja zgodnoéci Rozporzadzenie e (pt) Declaragdo de conformidade o (ro)
Declaratie de conformitate e (sk) Vyhldsenie o zhode e (s} zjava o skladnosti Uredba EU o medicinskih
pripomotkih @ (es) Declaracién de conformidad Informe del dispositivo medico ® (sv) Férsikran om

Bverensstimmelse

Legal Manufacturer

3axonen npoussoauten/ Zakonski proizvodaé/ Opravnény vyrobce/
Juridisk producent/ Wettelijke fabrikant/ Seaduslik tootja/
Oikeudellinen valmistaja/ Fabricant legal/ RechtmiRiger Hersteller/
Nopwog karaokevaotig/ Jogszerd gyartd/ Produttore legale/
Likumigais raZotdjs/ Teisétas gamintojas/ Producent prawny/
Fabricante legal/ Fabricant legal/ Zakonny vyrobca/ Zakoniti
proizvajalec/ Fabricante legal/ Godkind tillverkare

Vyaire Medical, Inc. - 26125
North Riverwoods Blvd,,
Mettawa, IL 60045, USA

SRN
Cepuen Homep/ SR broj/ SRN/ SRN/ SRN/ SRN/ SRN/ SRN/ SRN/ SRN/

Vyaire Medical Inc. -
Manufacturer - US-MF-

Egyedi regisztracids szém (SRN})/ SRN/ SRN/ Unikalusis registracijos 000008254

numeris{ Niepowtarzalny numer rej/ NUR/ NRS/ SRN/ Enotna

registrska Stevilka/ SRN/ SRN

Product bellavista™ 1000

Npopyxt/ Proizvod/ Produkt/ Produkt/ Namen/ Toode/ Tuote/ bellavista™ 1000neo

Produit/ Produkt/ Mpoiév/ Termék/ Prodotto/ Produkts/ Gaminys/ bellavista™ 1000e

Produkt/ Produto/ Produs/ Produkt iFlow 2008 Adult/Pediatric

lzdelek/ Producto/ Produkt Proximal Flow Sensor
iFlow 40S Neonatal/Infant
Pediatric Proximal Flow Sensor

Product Codes See Attachment

Mpoayxrosn kogose/ Kodovi proizvoda/ Produktové kddy/
Produktkoder/ Productcodes/ Tootekoodid/ Tuotekoodit/ Codes
produits/ Produktcodes/ Kwbikol npoidvrwy/ Termékkédok/ Codici
prodotto/ Produkta kods/ Gaminiy kodai/ Kody produktéw/ Cédigos

Bumre npukavenus daiin/
Pogledajte prilog/ Viz pfiloha/
Se bilag/ Zie bijlage/ Vt lisa/
Katso liite/ Voir Ia piéce jointe/
Siehe Anhang/ Atite To

CONFIDENTIAL AND PROPRIETARY PROPERTY OF VYAIRE MEDICAL

Template: 0401-067-012-R, Rev.02

CRF #: 2022-091

Page 10f 19




RVYyalre S5 Declaration of Conformity %2008 R kevio

MDR - Reg EU 2017/745 CRF#: 2023:143
D«i)cument Number: DC-IMT-01-EU Revision: 05
Tgchnical Document TO-IMT-01
Number:

de produto/ Codurile produsului/ Produktové kédy/ Sifre izdelka/
Cédigos de product/ Produktkoder

ouvnuuévo/ Lasd a
mellékletet/ Vedere 'allegato/
Skatit pielikumu/ Zr, Prieda/
Patrz zalgcznik/ Consultar
anexo/ A se vedea
atasamentul/ Pozrite si
prilohu/ Glejte prilogo/ Ver
archivo adjunto/ Se bilagan

Product Codes

NpoaykrToeu Kogose/ Kodovi proizvoda/ Produktové kddy/
Produktkoder/ Productcodes/ Tootekoodid/ Tuotekoodit/ Codes
produits/ Produktcodes/ Kwbiol npoiéviwy/ Termékkodok/ Codici
prodotto/ Produkta kods/ Gaminly kodai/ Kody produktéw/ Cédigos
de produto/ Codurile produsului/ Produktové kédy/ Sifre izdelka/
Cadigos de product/ Produktkoder

See Attachment

Buwre npukaveHus paiin/
Pogledajte prilog/ Viz ptiloha/
Se bilag/ Zie bijlage/ Vit lisa/
Katso liite/ Voir la piéce jointe/
Siehe Anhang/ Aeite to
ouvnupéve/ Lasd a
mellékietet/ Vedere V'allegato/
Skatit pielikumu/ Zr. Prieda/
Patrz zatacznik/ Consultar
anexo/ A se vedea
atagamentul/ Pozrite si
prilohu/ Glejte prilogo/ Ver
archivo adjunto/ Se bilagan

EMDN Codes

EMDN kopose/ EMDN kodovi/ Kédy EMDN/ EMDN-koder/ EMDN-
codes/ EMDN koodid/ EMDN-koodit/ Codes EMDN/ EMDN-Codes/
Kwbicol EMDN/ EMDN-kédok/ Codici EMDN/ EMDN kodi/EMDN
kodai/ Kody EMDN/ Codigos EMDN/ Codurile EMDN/ Kody EMDN/
Sifre EMDN/ Cédigos de EMDN/ EMDN-koder

See attachment

Busre npukaueHns paiin/
Pogledajte prilog/ Viz pfiloha/
Se bilag/ Zie bijlage/ Vt lisa/
Katso liite/ Voir piéce jointe/
Siehe Anhang/ Agite o
-quvnuuévo/ Lasd a
mellékletet/ Vedere I'allegato/
Skatit pielikumu/ Zr. Prieda/
Patrz zatacznik/ Consultar
anexo/ A se vedea
atasamentul/ Pozrite si
prilohu/ Glejte prilogo/ Ver
archivo adjunto/ Se bilagan

CONFIDENTIAL AND PROPRIETARY PROPERTY OF VYAIRE MEDICAL

Template: 0401-067-012-R, Rev.02 CRF #:2022-091

Page 2 of 18




Rvyaire fEIREY°  Declaration of Conformity 12001018 revio

representant

Valtuutettu edustaja/ Représentant agréé/ Bevollméchtigter
Vertreter/ Etovoio8ompévos avumpdownos/ Meghatalmazott
képviseld/ Rappresentante autorizzato/ Pilnvarotais parstavis/
|galiotasis atstovas/ Upowazniony przedstawiciel/ Representante
autorizado/ Reprezentant autorizat/ Autorizovany zastupca/
Pooblasteni zastopnik/ Representante autorizado/ Auktoriserad

MDR - Reg EU 2017/745 CRES: A0E3-193

Document Number: DC-IMT-01-EU Revision: 05
Technical Document
" TD-IMT-01

Authorized Representative

Yubasomouien npegcrasuren/ Ovlateni predstavnik/ Emergo Europe ~

Autorizovany zdstupce/ Autoriseret repraesentant/ Geautoriseerd I

; : : Sl Westervoortsedijk 60,
vertegenwoordiger/ Volitatud esindaja/ 6827 AT Arhem

The Netherlands

Authorized Representative SRN NL-AR-00000116
Ymeanomolen npegcrasnten SRN/ Oviadteni predstavnik SRN/
Autorizovany zéstupce SRN/ Autoriseret repraesentant SRN/
Geautoriseerd vertegenwoordiger SRN/ Volitatud esindaja unikaalne
registreerimisnumber/ Valtuutetun edustajan SRN-numero/ SRN du
Représentant agréé SRN/ Bevollméchtigter Vertreter SRN/ Eviatoc
aplOpde kataydplong (SRN) efouciobotnuévoy avTpoownou/
Meghatalmazott képviseld egyedi regiszirécios széma/ SRN del
rappresentante autorizzato/ Pilnvarotd parstavia SRN numurs/
Jgaliotojo atstovo SRN/ Upowazniony przedstawiciel SRN/
Repre_seht’ante autorizado SRN/ SRN reprezentant autorizat/
Autorizovany zdstupca SRN/ Identifikator SRN za pooblaitenega
zastopnika/ SRN del representante autorizado/ Auktoriserad

direktiivit/ Directives
générales applicables/
Allgemein geltende

representant SRN

General applicable Regulation (EU) 2017/745 of the European Parliament and of the Council of 5
directives April 2017 for medical devices

OB npHAGHKMK Pernament (EC) 2017/745 na Esponelickns napnameHT u #a CoBeTa OT 5
Anpextusu/ Opée anpun 2017 r. 38 MEAULIMHCKA U3ZeNUa

primjenjive uredbe/ Uredba (EU) 2017/745 Europskog parlamenta i Vijeda od 5. travnja 2017, o
Obecné platné medicinskim proizvodim

smérnice/ Generelt Naffzenf Evropského parlamentu a Rady (EU) 2017/745 ze dne 5. dubna 2017
geldende direktiver/ o zdravotnickych prostiedcich

Algemenie toepasselijke | Europa-Parlamentets og Ridets forordning (EU) 2017/745 af 5. april 2017 om
richtlijnen/ medicinsk udstyr

Kohaldatavad Verordening (EU) 2017/745 voor medische hulpmiddelen van het Europees
tlddirektiivid/ Parlement en de Raad van 5 april 2017

Yleiset soveltuvat Euroopa Parlamendi ja ndukogu 5. aprilll 2017. aasta mérus (EL) 2017/745

meditsiiniseadmete koht
Eurocopan parlamentin ja neuvostan asetus (EU) 2017/745 lgakintalaitteista,
annettu 5. paivind huhtikuuta 2017

CONFIDENTIAL AND PROPRIETARY PROPERTY OF VYAIRE MEDICAL

Tempiate'. 0402-067-012-R, Rev.02

CRF #: 2022-091 Page 30f 19




Rvyaire SRS Declaration of Conformity %2000 0isR ket

MDR — Reg EU 2017/745 CRF#; 2023-149
Document Number: DC-IMT-01-EU Revision: 05
Technical Document TD-IMT-01
Number:
Richtlinien/ levikég Réglement (UE) 2017/745 du Parlement européen et du Conseil du 5 avril
Loyouces obnyisg/ 2017 relatif aux dispositifs médicaux
Altaldnosan Verordnung {EU) 2017/745 des Européischen Parlaments und des Rates vom
alkalmazandé 5. April 2017 fir Medizinprodukte
irdnyelvek/ Direttive Kavoviouds (EE) 2017/745 tov Evpwnaikoy KowoBoullou kal tou
generali applicabili/ ZupBoullou tng Sng Anpikion 2017 v ta wrporeyvoloyikd ripoidvea
Visparpiemérojamas Az Eurbpai Parlament és a Tandcs (EU) 2017/745 rendelete (2017. 4prilis 5.)
direktivas/ Bendrai orvostechnikai eszkézok alapjén
taikomi teisés aktai/ Regolamento (UE} 2017/745 del Parlamento europeo e del Consiglio del 5
Ogélnie stosowane aprile 2017 sui dispositivi medici
dyrektywy/ Diretivas Eiropas Parlamenta un Padomes 2017. gada 5. aprila Regula (ES) 2017/745
gerais aplicaveis/ par medicinas iericém
Directive generale 2017 m. balandZio 5 d. Europos Parlamento ir Tarybos reglamentas (ES)
aplicabile/ Veobecné 2017/745 dél medicinos priemoniy
platné smernice/ Rozporzadzenie Parlamentu Europejskiego i Rady {UE) 2017/745 z dnia 5
Splodne veljavne kwietnia 2017 r. dotyczace wyrobdw medycznych
directive/ Directivas Regulamento (UE) 2017/745 do Parlamento Europeu e do Conselho de 5 de
generales aplicables/ abril de 2017 relativo a dispositivos medicos
Allménna tilldmpliga Regulamentul (UE) 745/2017 Parlamentului European si al Consiliului din 05
direktiv aprilie 2017 pentru dispozitivele medicale
Nariadenie (E0) 2017/745 eurépskeho parlamentu a Rady 2 5. aprila 2017 o
zdravotnickych poméckach
Uredba (EU) 2017/745 Evropskega patlamenta in Sveta o medicinskih
pripomockih z dne 5. aprila 2017
Reglamento (UE) 2017/745 del Parlamento Europeo y del Consejo del 5 de
abril de 2017 para dispositivos medicos
Europaparlamentets och radets férordning (EU) 2017/745 av den 5 april 2017
; for medicintekniska enheter
.| Notified Body BS] Group The Netherlands B.V.
- | Hotuduumpan opraw/ Nadlezno tijelo/ Notifikovany organ/ ~ Say Building, John M.
Bemyndiget organ/ Aangemelde instantie / Teavitatud asutus/ Keynesplein 9, 1066 EP,
Himottettu laitos/ Organisme notifié/ Benannte Stelle/ Kowonowmpévoc | Amsterdam, Netherlands; NB
opyaviopde/ Bejelentett szerv/ Organismo notificato/ Pilnvarota 2797

iestade/ Notifikuotoji jstaiga/ Jednostka notyfikowana/ Organismo
notificado/ Organism notificat/ Notifikovany organ/ Prigladeni organ/
Organismo notificado/ Anmalt organ

EC Certificate(s) Expiration Date | MDR 734803
Ceptudukar(u) ua EO/ EZ Cpok Ha rogroct/ Datum isteka | 2027-04-21
certifikat/ Certifikaty ES/ EU- valjanosti/ Datum vyprieni

certifikat(er)/ EG-certificaa- platnosti/ Udlgbsdato/

CONFIDENTIAL AND PROPRIETARY PROPERTY OF VYAIRE MEDICAL

Temﬁate: 0401-067-012-R, Rev.02 CRF #: 2022-091 Page 4 of 19



RVyaire PN peclaration of Conformity

0312-001-018-R Rev.10
Effective: 02JAN2024

MDR — Reg EU 2017/745 CRF¥: 2023-149
Document Number: DC-IMT-01-EU Revision: 05
Technical Document TD-IMT-01
Number:
certificaten/ EU sertifikaat Vervaldatum / K8lblikkusaeg/

{sertifikaadid)/ EY:n todistukset/
Certificat(s) CE/ EG-Zertifikat(e)/
Miotormoumikd{a) EK/ EK-tandsitvany
{ok)/ Certificati CE/ EK sertifikats(-
i)/ EB sertifikatas (-ai)/
Swiadectwo{-a) CE/ Certificado(s)
CE/ Certificat(e) CE/ Certifikét
(certifikty) ES/ Potrdilofa) ES/
Certificado(s) de CE/ EU-certifikat

Voimassaolon pa&ttymispéivé/
Date de péremption/
Ablaufdatum/ Huepounvio
Ménc/ Lejératl id6/ Data di
scadenza/ Deriguma termins/
Galiojimo pabaigos data/ Data
wygasniecia wainosci/ Data de
validade/ Data expirarii/ Ddtum
exspiracie/ Rok uporabnosti/
Fecha de caducidad/
Utgangsdatum

Annex

Mpunomenue/ Prilog/ Priloha/ Tilfgjelse/ Bijlage/ Lisa/ Liite/ Annexe/
Anlage/ Napdptrpa/ Fiiggelék/ Allegato/ Pielikums/ Notifikuotoji
istaiga/ Priedas/ Zatacznik/ Anexa/ Priloha/ Priloga/ Anexo/ Annex

Annex IX, Chapters | and Il

Quality System Certificate Expiration Date FM 555355
CepTudrKat 3a cucTema 3a Cpok Ha rogmoct/ Datum isteka | 2027-01-02
Kauectso/ Certifikat sustava valjanosti/ Datum vyprieni

kvalitete/ Certifikdt systému jakost/
Kvalitetssystem-certifikat/
Certificaat kwaliteltssysteem/
Kvaliteedi-siisteemi sertifikaat/
Laatujarjestelman todistus/
Certificat du systéme qualité/
Qualitatssystemzertifikat/
Moronontikd suotiparog
nowdtnrag/ Mi-nd-ség-biz-to-si-ta-
si rendszer tandsitvinya/
Certificato del sistema di qualitd/
Kvalitates sistémas sertifikats/
Kokybés sistemos sertifikatas/
Certyfikat systemu jakosci/
Certificado do sistema de
qualidade/ Certificatul sistemului
de calitate/ Certifikdt systému
kvality/ Potrdilo o sistemu
kakovosti/ Certificado del sistema
de calidad/ Certifikat for
kvalitetssystem

platnosti/

Udlpbsdato/ Vervaldatum/
Kailblikkusaeg/ Vaoimassaolon
paattymispdiva/ Date de
péremption/ Ablaufdatum/
Hpepopnvia Ane/ Lejarati id6/
Data di scadenza/ Deriguma
termind/ Galiojimo pabalgos
data/ Data wygasniecia
wainoéci/ Data de validade/
Data expirdrii/ Datum
exspirdcie/ Rok uporabnosti/
Fecha de caducidad/
Utgéngsdatum
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Document Number: DC-IMT-D1-EU Revision: 05
Technical Document TD-IMT-01
Number:
Full Quality System IS0 13485:2016

Cucrema 3a nvnHo kavecrso/ Celoviti sustav kvalitete/ Kompletni
systém Fizen( kvality/ Komplet kvalitetssystem/ Volledig
kwaliteltssyteem/ Taiellk kvaliteedististeem/ Téysimittainen
laatujérjestelmé/ Systéme qualité complet/ Vollstandiges
Qualitatssystem/ Zootnpa rdfipoug nowbtntag/ Teljes
mindségiranyitasi rendszer/ Sistema di qualita complete/ Pilnigas
kvalitates sistéma/ Visiko kokybés uitikrinimo Sistema/ Petny system
jakosci/ Sistema de qualidade complete/ Sistem de calitate complet/
Systém pinej kvality/ Popoln sistem kakovosti/ Sistema de calidad
complete/ Fullt kvalitetssystem

Other applicable ROHS Directive: Directive 2011/65/EU of the European Parliament and of the
directive Council of 8 June 2011 on restriction of the use of certain hazardous
Apyra npunoxmuma substances in electrical and electronic equipment {Only include this on

Anpextvsa/ Druge electrical and electronic devices)
primjenjive uredbe/
lJind platnad smérnice/ Avpexrusa ROHS: Oupektuba 2011/65/EC Ha EBpoOneickun napiamMeHT 1 Ha

Andet geldende Coseta o7 8 1oHn 2011 r. 0THOCHO OrpaHWYEHWeTD 3a ynotpebarta Ha
direktiv/ onpegeneny ONacHy BEIECTBA B @NGKTPUUECKOTO U eIeKTPOHHOTO

Andere toepasselijke obopyasare

richtlijn/ Muu Direktiva ROHS: Direktiva 2011/65/EU Europskog parfamenta i Vijeta od 8.
kohaldatav direktiiv/ lipnja 2011, o ogranienju uporabe odredenih opasnih tvari u elektritnoj |
Muu soveltuva elektronitkej opremi

direktiivi/ Autre Smérnice ROHS: Smé&rnice 2011/65/EU Evropského parlamentu a Rady ze dne
directive applicable/ 8. tervna 2011 o omezeni pouzivani nékterych nebezpetnych latek v

Andere anwendbare elektrickych a elektronickych zafizenich

Richtlinie/ Alkn RoHS-direktivet: Europa-Parlamentets og Radets direktiv 2011/65/EU af 8.
wybovoa obnyla/ juni 2011 om begreensning af brugen af visse farlige stoffer i elektrisk og
Egyéh vonatkozd elektronisk udstyr '

irdnyelv/ Altra direttiva | ROHS-richtlijn: Richtlijn 2011/65/EU van het Europees Parlement en de Raad
applicabile/ Cita van 8 juni 2011 betreffende beperking van het gebruik

piemérojama direktiva/ | van bepaalde gevaariijke stoffen in elektrische en elektronische apparatuur
Kita taikoma direktyva/ | RoHS-i direktiiv: Euroopa Parlamendi ja nBukogu 8. juuni 2011. aasta direktiiv
Inne stosowne 2011/65/EL teatavate ohtlike ainete kasutamise piiramise kohta elektri- ja
dyrektywy/ Outra elektroonikaseadmetes

diretiva aplicdvel/ Altd | ROHS-direktilvi: 8. paivini kesikuuta 2011 annettu Euroopan parlamentin ja
directivé aplicabild/ Ind | neuvoston direktiivi 2011/65/EU tiettyjen vaarallisten aineiden sahks- ja
platnd smernica/ Druga | elektroniikkalaitteissa kdyton rajoittamisesta

veljavna direktiva/ Otra | Directive ROHS: Directive 2011/65/UE du Parlement européen et du Conseil
Directiva applicable/ du 8 juin 2011 relative a.la limitation de Futilisation de certaines substances
dangereuses dans les équipements électriques et électroniques
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Technical Document TD-IMT-01
Number;
. Annat tillampligt ROHS-Richtlinle: Richtlinie 2011/65/€U des Europaischen Parlaments und des
direktiv Rates vom 8. Juni 2011 {iber die Beschrinkung der Verwendung bestimmter

gefahrlicher Substanzen in elektrischen und elektronischen Gersten

Obnyla ROHS: O8nyla 2011/65/EE tov Eupwnaikod KowoBouhlou kat tou
ZupPouiou g 8ng fouviou 2011 oXETIKA UE TOV TEPLOPLOWD THG xpriong
OPLOPEVWY EMKiVBUVIIY OUBLWY OF NAEKTPIKS Kal nAektpovikd e§omhiopd
ROHS irdnyelv: Az Eurdpai Parlament és a Tandcs 2011/65/EU irdnyelve
(2011. junius 8.) egyes veszélyes anyagok elektromos és elektronikus
berendezésekben val6 alkalmazdsdnak korldtozasérs|

Direttiva ROHS: direttiva 2011/65/UE del Parlamento europeo e del Consiglio
dell'8 giugno 2011 relativa alla restrizione dell’'uso di determinate sostanze
pericolose nelle apparecchiature elettriche ed elettroniche

ROHS direktiva: Eiropas Parlamenta un Padomes 2011. gada 8. junija
direktiva 2011/65/ES par noteiktu bistamu vielu izmanto$anas ierebefofanu
elektriskds un elekironiskas lekirtas

Pavojingy mediiagy naudojimo apribojimo direktyva: 2011 m. birfelio 8 d.
Europos Parlamento ir Tarybos direktyva 2011/65/ES dél tam tikry pavojingy
medZiagy naudojimo elektros ir elektroningje jrangoje apribojimo

Dyrektywa ROHS: Dyrektywa Parlamentu Europejskiego | Rady 2011/65/UE 2
dnla 8 czerwca 2011 r. w sprawie ograniczenia stosowania niektdrych
niebezpiecznych substancji w sprzecie elektrycznym | elektronicznym
Diretiva ROHS: Directiva 2011/65/UE do Parlamento Europeu e do Conselho,
de 8 de Junho de 2011, relativa & restri¢iio do uso de determinadas
substéncias perigosas em equipamentos eléctricos e electrdnicos

Directiva ROHS: Directiva UE 65/2011 a Parlamentuluj European si al
Consiliului din 08 funie 2011 privind restrictionarea utilizérii anumitor
substante periculoase In echipameniele electrice §i electronice

Smernica ROHS: Smernica 2011/65/EU eurépskeho parlamentu a Rady z 8.
Juna 2011 o obmedzeni poutitia uréitych nebezpeinych ltok v elektrickych a
elektronickych zariadeniach

Direktiva ROHS: Direktiva 2011/65/EU Evropskega parlamenta in Sveta o
omejevanju uporabe nekaterih hevarnih snoviv elektriéni in elektronski
opremi z dne 8. junija 2011

Directiva ROHS: Directiva 2011/65/UE del Parlamento Europeo y del Consejo
del 8 de junio de 2011 relativa a la restriccién del uso de ciertas sustancias
peligrosas en aparatos eléctricos y electrénicos

ROHS-direktiv: Europapariamentets och ridets direktiv 2011/65/EU av den 8
juni 2011 om begrénsning av anvindning av vissa farliga dmnen i elektrisk och
elektronisk utrustning

DOC Expiration Date This DOC is valid for all products produced from date of issuance to
01/02/2027 (MM/DD/YYYY)
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bizonyitvany lejérati
ideje/ Data di scadenza
DOL/ DOC Deriguma
termins/ Dokumento
galiojimo pabaigos data/
Data wygasniecia
wainosci Deklaracjl
zgodnoscl/ Data de
validade da DC/ Data
expirdrii DC/ Datum
exspirdcie DOC/ Rok
uporabnosti DOC/
Fecha de caducidad del
DOC/ DOC
utgangsdatum

MDR — Reg EU 2017/745 CHES; 2023349
Document Number: DC-IMT-C1-EU Revision: 05
Technical Document
Number: TD-IMT-01
DOC Cpok wa rogHoct/
Datum isteka valjanosti | Toau ZOKYMEHT e BanuZEH 3a BCUUKM NPOAYKTH,NPOU3BEACHN OT AATaTa Ha
izjave o sukladnosti/ usgasare go 01/02/2027 (MM/AL/TTTT).
Datum vyprieni Ova iz]ava o sukladnostivaljana je za sve proizvode proizvedene od datuma
platnosti dokumentu/ izdavanja do 01/02/2027 (MM/DD/GGGG).
DOC-udighsdato/ DOC- | Tento dokument je platny pro viechny vyrobky vyrobené od data vydani do
vervaldatum/ 01/02/2027 (MM/DD/RRRR)
Vastavusdeklaratsiooni | Dette dokument geelder for alle produkter, der er fremstillet fra
aegumiskuupiev/ udstedelsesdatoen til 01/02/2027 (MM/DD/AAAA)
Asiakirjan voimassaclon | Dit DOCis geldig voor alle producten die zijn geproduceerd vanaf de datum
padttymispdivd/ Date | van uitgifte tot 01/02/2027 (MM/DD/111))
d’expiration du See vastavusdeklaratsioon kehtib kdigi toodete jaoks, mis on toodetud alates
document/ DOK.- viljaandmise kuupievast kuni 01/02/2027 (KK/PP/AAAA)
Ablaufdatum/ Tdmd asiakirja on voimassa kaikille tuotteille, jotka on tuotettu julkaisupéivin
Huspopnvia Aéng ja 01/02/2027 (KK/PP/VVWV) vililli.
eyypadou/ Megfelelési | Ce document est valide pour tous les produits fabriqués & partir de la date

d’émission 3 01/02/2027 (MM/JI/AAAA)

Dieses DOK. ist fiir alle Produkte giiltig, die ab dem Ausstellungsdatum bis
zum 01/02/2027 (MM/TT/11)} produziert wurden

To napdv eyypado wyver yia 6Aa 1o rpoidvia mov mopayoval and tnv
nuepopnvia éxdoon Ewg Ty 01/02/2027 (MM/HH/EEEE)

Ez a Megfelelési bizonyitvany minden olyan termékre érvényes, amelyet a
kibocsétds idépontjdtél a feltlintetett ddtumig tart6 id6szakban allitottak el6:
01/02/2027 EEEE/HH/NN)

Questo DOC & valido per tutti | prodotti realizzati dalla data di emissione al
01/02/2027 [MM/GG/AAAA)

8is DOC ir derigs visiem produktiem, kas rajoti no izdo$anas datuma lidz
01/02/2027 (MM/DD/GGGG)

$is dokumentas galioja visiems gaminiams, pagamintiems nuo ileidimo datos
iki 01/02/2027 (MMMM/MM/DD)

Niniejsza deklaracja zgodnodci jest waina dla wszystkich produktéw
wyprodukowanych od daty wydania do 01/02/2027 (MM/DD/RRRR)

Esta DC é valida para todos os produtos produzidos desde a data de emissio
até 01/02/2027 (DD/MM/AAAA)

Acest DC este valabil pentru toate produsele fabricate de la data emiterii
citre 01/02/2027 (ZZ/LL/AAAA) 4

Toto DOC plati pre vietky produkty vyrobené odo diia vydania do 01/02/2027
{MM/DD/RRRR)

Ta DOC velja za vse izdelke, proizvedene od datuma izdaje do 01/02/2027
(MM/DD/LLLL)
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MDR - Reg EU 2017/745 CRF#: 2023-149
Document Nurnber: DC-IMT-02-EU Revision: 05
T gfchnical Document .
Number: _

Este DOC es vélido para todos los productos producidos desde la fecha de
emision hasta 01/02/2027 (DD/MM/AAAA)

Detta DOC ér giltigt for alla produkter som producerats fran
utfardandedatumet till 01/02/2027 (MM/DD/AAAA) ;
We, the manufacturer hereby declare under sole responsibility that the products listed in this document
are in conformity with the General Safety and Performance Requirements of Annex | and meets the
Regulation 2017/745 of the European Parliament and of the Council of 5 April 2017 for medical devices.
The medical devices are manufactured under control of ISO 13485:2016 Quality Management System. *

Elecironically signad by: Terrie
McDanie! ’

“ L‘I! !\ 't\wj (T o Res.!_qn: I.aﬁn e t(r;hp'cwmsm San Antonio, TH USA 304\48%’2024
Terrie McDaniel, Vice President Date and Place
Global Quality Assurance, Regulatory Affairs and

Clinical/PERC
oA, AN E!ocm;nimﬂy signad by: Erin
Reason: fmva this document Mettawa, IL USA 30-May-2024

Erin Salbilla Date and Place
Sr. Director Quality

CONFIDENTIAL AND PROPRIETARY PROPERTY OF VYAIRE MEDICAL
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MDR - Reg EU 2017/745 CRE: 2023-149
D;cument Number: DC-IMT-01-EU Revision: 05
;22:;:::1 Document FOIMT-01
- Attachment

| (bg) Npusauen daiin / (hr) Prilog / (cs)PEiloha / (da) Bllag / (n!) Bijlage / (et) Lisa / (fi) Liite / (fr) Pigce

. jointe /{de) Anhang / (el) Zuvnuuévo/ (hu) Mellékietet / (it) Allegato / (Iv) Pielikums / {It) Priedas /
{pl) Zatgcznik / {pt) Anexo / (ro) Atasament / (sk) Prfloha / (s1) Priloga / (es) Archivo adjunto / {sv)
Bilaga

Device Listing

- Cnucvk Ha usgenunta / Popis proizvoda / Seznam prostfedk( / Produktoversigt / Apparaatvermelding
/ Seadmete loend / Laiteluettelo / Liste des dispositifs / Geriiteliste / Kavaxbpion ovokeuig / Az
eszkoz listdzdsa / Elenco dispositive / lerices uzskaitijums / Priemoniy saradas / Lista urzadzer /
Listagem de dispositivos / Listarea dispozitivelor / Zoznam pom&cok / Seznam pripomatkov / Lista de

dispositivos / Enhetslista
301.100.000 | 0190752TDI | bellavista™ b 12 | 7120301 2797 TD-IMT-01
MTO112BF) | 1000 _ 0504
301.100.060 | 0180752TDI | bellavista™ b 12 | z120301 2797 TD-IMT-01
MTO112BF) 1000neo 0504
301.100.100 | 0190752TDI | bellavista™ Iib 12 | 2120301 2797 TD-IMT-01
_ MTO112BF] | 1000e 0504
301.328.020 | 0190752TDIM | iFlow 2008 ita 2 | 21203010 2797 TD-IMT-01
TO122AMVB | Adult/Pediatric 585
Proximal Flow
Sensor
301.470.020 | 0190752TDIM | iFlow 405 la 2 21203010 2797 TD-IMT-01
TO122AMVB Neonatal/Infant 585
Proximal Flow
! Sensor

CONFIDENTIAL AND PROPRIETARY PROPERTY OF VYAIRE MEDICAL
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MDR - Reg EU 2017/745 CRFH: 2023-149
'Dif:;cumen.t Number: DC-IMT-01-EU Revision: 05
Technical Docurhent
N_;:mber: TD-IMT-01
- | 21203010504 ADULT AND The bellavista ventilators were developed for
i PAEDIATRIC/NEONATAL ventilating adult and pediatric patients and,

PULMONARY VENTILATORS optionally, neonatal patients as of a tidal volume of
22 mL, The device is intended for use in clinics and
institutional facilities where medically trained
professionals are available for attending to the
patient. The device can be used at the bedside, as
well as for transferal within a facility, when a
patient is in need of oxygen.
71203010585 Pulmonary ventilators for The iFlow 2005 and 405 are intended to be used as
Hospltal Use - Consumables a device to measure continuous bi-directional
patient air flow and airway pressure with bellavista
ventilators. The IFlow 200 S is intended to be used
only by appropriately trained personnel and can be
used for the following types of ventilation:
e Life supporting ventilation and non-life
supporting ventilation
e Invasive and non-invasive ventilation
o Stationary and during intra-hospital patient
transportation

CONFIDENTIAL AND PROPRIETARY PROPERTY OF VYAIRE MEDICAL
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MDR - Reg EU 2017/745 CRF#; 2023-149
Document Number: DC-IMT-01-EU Revision: 05
Ti gchnical Document TD-IMT-01
Number:
1 Translation

(bg) Hue, npoussoanTensT, AekAapUpPame C HaCTORLLOTO e4MHCTBEHO OTTOBOPHOCTTA, Y€ NPOAYKTUTE,
136 poeHK B HaCTOALLMA JAOKYMEHT, ca B CboTBETCTBME C 0BLMTe NIUCKBaHMA 3a BesonacHocT v pabora
Ha NpUnomeHue | u otroeapaT Ha Pernament 2017/745 na Esponeiickun napnamenT u Ha Cbseta o1 5
anpua 2017 3a meauumuHeku uzgenvs. MeguuuHcKUTe U3JennA Ca NPoM3BeeHK NOY KOHTPONE Ha
cucTeMata 3a ynpaeneHne Ha Kauecrsoro 150 13485:2016.

(hr) Mi, proizvodat, ovime izjavljujemo pod iskljuivom odgovornoicu da su proizvodi navedeni u ovom
dokumentu u skladu s opéim zahtjevima sigurnosti i uéinkovitosti utvrdenima u Prilogu 1. Uredbe
2017/745 Europskog parlamenta i Vijeéa od 5. travnja 2017. o medicinskim proizvodima i da su u skladu
s navedenom Uredbom. Medicinski proizvodi proizvedeni su u skladu sa sustavom upravljanja
kvalitetom prema normi ISO 13485:2016.

(cs) My, vyrobce timto prohladujeme na svou vyhradni odpovédnost, #e produkty uvedené v tomto
dokumentu jsou v souladu s obecnymi poZadavky na bezpeénost a funkéni zplisobilost uvedenymi

v pFiloze | a spliiuji nafizeni Evropského parlamentu a Rady 2017/745 ze dne 5. dubna 2017

o zdravotnickych prostfedcich. Zdravotnické prostfedky jsou vyrobeny pod kontrolou systému Fizent
kvality SO 13485:2016.

(da) Producenten erkizerer sig hermed eneansvarlig for, at de produkter, der er anfart i dette dokument,
eri overensstemmelse med de generelle sikkerheds- og prasstationskrav | bilag | og overholder Europa-
Parlamentets og Rédets forordning 2017/745 af 5. april 2017 om medicinsk udstyr. Det medicinske
udstyr er fremstillet | overensstemmelse med I1SO 13485:2016 Kvalitetssikringssystem.

Wij, de fabrikant, verklaren hierbij onder onze volledige verantwoordelijkheid dat de producten die in
dit document worden genoemd in overeenstemming zijn met de Algemene veiligheids- en
prestatievereisten van Bijlage | en voldoen aan de Verordening 2017/745 voor medische hulpmiddelen
van het Europees Parlement en de Raad van 5 april 2017, De medische hulpmiddelen worden
vervaardigd In overeenstemming met het ISO 13485:2016-kwaliteitsbeheersysteem.

(nl} Wij, de fabrikant, verklaren hierbij onder onze volledige verantwoordelijkheid dat de producten die
in dit document worden genoemd in overeenstemming zijn met de Algemene veilighelds- en
prestatievereisten van Bijlage | en voldoen aan de Verordening 2017/745 voor medische hulpmiddelen

- van het Europees Parlement en de Raad van 5 april 2017. De medische hulpmiddelen worden
vervaardigd in overeenstemming met het ISO 13485:2016-kwaliteitsbeheersysteem.

(et) Meie tootjana kinnitame, et vastutame selle eest, et kdesolevas dokumendis loetletud tooted
vastavad | lisa ldistele ohutus- ja toimivusnBuetele ning Euroopa Parlamendi ja nBukogu 5. aprilli 2017.
aasta midrusele 2017/745 meditsiiniseadmete kohta. Meditsiiniseadmed on toodetud
kvaliteedijuhtimissiisteemi 15O 13485: 2016 kontrolli all.
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Document Number: DC-IMT-01-EU Revision: 05
Technical Document
e TD-IMT-01

(fi} Valmistaja vakuuttaa tdten yksinomaisella vastuullaan, etté téssé asiakirjassa luetellut tuotteet ovat
litteen [ yleisten turvallisuus- ja suorituskykyvaatimusten mukaisia ja etté ne tayttéviit Euroopan
parlamentin ja neuvoston ld8kintdlaiteasetuksen 2017/745, joka on annettu 5. péivind huhtikuuta 2017,
- Ladkintalaitteet on valmistettu 1SO 13485:2016 -standardin mukaisen laadunhallintajérjestelmin
- valvonnassa.

(fr} Nous soussignés, fabricant, déclarons, sous notre entidre responsabilité, que les produits listés dans ce
document sont conformes exigences générales en matiére de sécurité et de performances de 'Annexe | et
qu'ils satisfont au Réglement (UE) 2017/745 du Parlement européen et du Conseil du 5 avril 2017 relatif

aux dispositifs médicaux. Les dispositifs médicaux sont fabriqués sous le contréle du systéme de gestion de

la qualité 1SO 13485:2016,

{de) Der Hersteller erklédrt hiermit in alleiniger Verantwortung, dass die in diesem Dokument
aufgeflihrten Produkte den allgemeinen Sicherheits- und Leistungsanforderungen von Anhang |
entsprechen und die Verordnung 2017/745 des Européischen Parlaments und des Rates vom 5. April

- 2017 fiir Medizinprodukte erfiillen. Die Fertigung der Medizinprodukte erfolgt unter Kontrolle mit dem
Qualitdtsmanagementsystem geméR 1SO 13485:2016.

(el) Epelg, o karaokevaotrg, SnAwvoupe 61 Tou mapbdviog pe anokAeronki eyBivn OtL ta npoidvea
ntou avadépovial 1o napdv éyypado ouppopdwvovtal fe Tig Mevikés analtioels achdAeiad Kat
andbdoong tou Napaptipatog | ket nAnpolv Tov Kavovicud 2017/745 tou Eupwraikol KowoBouliou
- kattou ZupBoudiou tng 5ng Anpiiiou 2017 yia Ta wetpotexvoloyikd mpoidvra. Ta wopotexvoroyikd
- npoidvra kataokeudiovral und Tov éAeyxo Tou Zuotipdtoc Siageiplong nowtnrog 1ISO 13485:2016.

(hu) Gydriékeént sajat felelfsséglinkre kijelentjuk, hogy az ebben a dokumentumban felsorolt termékek
megfeleinek az I. melléklet ditaldnos biztonségi és teljesitményi kévetelményeinek, és megfelelnek az
orvostechnikal eszkdzokre vonatkozd, 2017 &prilis 5-i 2017/745 eurdpai parlamenti és tandcsi
rendeletnek. Az orvostechnikai eszkéztket az 150 13485:2016 mindségirdnyitasi rendszer szerint

| gyartjuk,

- {it) Il produttore dichiara sotto la propria responsabilita che i prodotti elencati in questo documento
sono conformi al requisiti generali di sicurezza e di prestazione di cui all'allegato | e soddisfano il
regolamento 2017/745 del Parlamento europeo e del Consiglio del 5 aprile 2017 sui dispositivi medici. |
dispositivi medici sono prodotti sotto controllo del sistema di gestione della qualita 1SO 13485;2016.

- {v) Més, rafotajs, ar ¥o vienigi uz savu atbildibu deklaréjam, ka 3ajd dokumentd nosauktie produkti
~ atbilst | pielikuma visparigajdm droSuma un veiktspéjas prastbdm un izpilda Eiropas Parlamenta un
~ Padomes 2017. gada 5. aprija Regula 2017/745 par medicinas iericém ietvertas prasibas. Medicinas
ierices tiek raZotas 150 13485:2016 Kvalitates parvaldibas sistémas uzraudziba.
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Rvyaire TSR Declaration of Conformity %312 000018R Rev.10

IMDR - Reg EU 2017/745 CRF#: 2023149
Document Number: DC-IMT-01-EU Revision: 05
nghn];af Document TD-IMT-01
Number:

(It) Mes, gamintojas, prisiimdami visg atsakomybe patvirtiname, kad $iame dokumente iSvardyti
gaminial atftinka | priedo bendruosius saugos ir velksmingumo reikalavimus ir 2017 m. balandio 5 d.
Europos Parlamento ir Tarybos Reglamento (ES) 2017/745 dél medicinos priemoniy reikalavimus.
Medicinos priemonés yra pagamintos talkant ISO 13485:2016 , Kokybés vadybos sistemos” kontrole.

{pl) My, producent, niniejszym deklarujemy na wylgczng odpowiedzialno$é, ie produkty wymienione

w ninlejszym dokumencie sg zgodne z ogélnymi wymogami bezpieczefistwa i funkcjonowanla Zatacznika
I'i spetniajg przepisy rozporzadzenia 2017/745 Parlamentu Europejskiego | Rady z dnia 5 kwietnia 2017 r.
dla wyrobdéw medycznych. Wyroby medyczne sa produkowane pod kontrolg systemu zarzadzania
jakoscig 150 13485:2016.

(pt) N&s, o fabricante, declaramos pelo presente e sob a nossa exclusiva responsabilidade que os
produtos indicados neste documento estdo em conformidade com os Requisiios gerais de seguranga e
desempenho do Anexo | e que cumprem o Regulamento 2017/745 do Parlamento Europeu e do
Consetho de 5 de abril de 2017 relativo a dispositivos médicos. Os dispositives médicos sfo fabricados
sob o controlo do Sistema de gestdo de qualidade 180 13485:2016.

{ro) Fabricantul declard prin prezenta pe propria réspundere ¢d produsele enumerate n acest document
sunt in conformitate cu Cerintele Generale referitoare la Performanti si Siguranid ale Anexel | si
respectd Regulamentul 745/2017 al Parlamentului European si al Consiliului din 05 aprilie 2017 pentru
dispozitive medicale. Dispozitivele medicale sunt fabricate sub controlul Sistemului de Gestionare a
Calitatii 13485:2016.

{sk) My, vyrobca, tymto vyhlasujeme na svoju viastnd zodpovednost, Ze produkty uvedené v tomto
dokumente splfiajti pofiadavky na vieobecnt bezpegnost a vykon prilohy | a splfiaju poZiadavky
nariadenia 2017/745 eurdpskeho parlamentu a Rady z 5. aprila 2017 o zdravotnickych pomdckach.
Zdravotnicke pomdcky sa vyrabajl pod dohfadom systému manaZmentu kvality 1SO 13485:2016.

{sl} Kot proizvajalec na lastno odgovornost navajamo, da so izdelki, navedeni v dokumentu, skladni s
splo&nimi zahtevami glede varnosti in ufinkovitosti v Prilogi | ter skladni z Uredbo 2017/745 Evropskega
parlamenta in Sveta o medicinskih pripomotkih z dne 5. aprila 2017. Medicinski pripomotki so izdelani
skladno s standardom SO 13485:2016 Sistem za zagotavljanje kakovosti.

(es) Nosotros, el fabricante declaramos bajo la responsabilidad exclusiva que los productos que figuran
en este documento cumplen con los Requisitos generales de seguridad y rendimiento del Anexo 1y que
cumplen con el Reglamento 2017/745 del Parlamento Europeo y del Consejo del 5 de abril de 2017 para
dispositivos médicos. Los dispositivos médicos se fabrican bajo el control del sistema de gestién de
calidad 1SO 13485:2016,

(sv) Vi, tillverkaren, intygar hiirmed pa eget ansvar att de produkter som anges | detta dokument
Gverensstémmer med de allménna sékerhets- och prestationskraven i bilaga | och uppfyller

CONFIDENTIAL AND PROPRIETARY PROPERTY OF VYAIRE MEDICAL
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MDR - Reg EU 2017 /745 CRF#: 2023-149

D::mument Number: DC-IMT-01-EU Revision: 05

Technical Document
Number:

f
i

TD-IMT-01

Europaparlamentets och rédets férordning 2017/745 av den 5 april 2017 fér medicintekniska enheter.
De medicintekniska enheterna ér tillverkade under kontroll av kvalitetshanteringssystemet
SO 13485:2016.

CONFIDENTIAL AND PROPRIETARY PROPERTY OF VYAIRE MEDICAL
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Document Number: DC-IMT-01-EU Revision: 05
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Number:

2 Translation
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Rvyaire N Declaration of Conformity 120010188 Revio

MDR - Reg EU 2017/745 CRE#: 2023-149
Dcf)cument Number: DC-IMT-D1-EU Revision: 05
Technical Document TD-IMT-01
Number;

Mpoayk OcHosH UDI- Onucanue Knac Mpasu EMDN Homep Ha TexHuuecka
TOBM DI Ha EC nofa) )] HOTUdMLUMPAH | JOKYMEHTALM
KoaoBe _ v oprau f
Kodovi Jedinstvena Opis EU Pravilo/p | EMDN | Broj Tehnitka
proizvoda | identifikacija klasa | ravila kéd nadleZnog dokumentacija
prolzvoda tijela
(UDI-DI}
Produktové | Zékladnf UDI- Popis Tfda | Pravidia Kéd Cislo Technickd
kédy Di EU EMDN | notifikovanéh | dokumentace
o organu
Produktkod | Grund- Beskrivelse | EU- Regel/ EMDN- | Godkendelses | Teknisk
er lzeggende klasse | regler kode organnummer | dokumentatio
i UDI-DI n
Product Basis-UDI-DI Beschrijving | EU- Regel(s) EMDN- Nummer Technische
codes klasse code aangemelde | documentatie
instantie
Toote- Uldine UDI-DI Kirjeldus ELi- Reegel EMDN Teavitatud | Tehnifine
koodid klass | {Reeglid) | kood asutuse dokumentatsi
, number oon
| Tuotekoodi | Perus UDI-DI Kuvaus EU- Sédnnot | EMDN- fimeitetun Tekninen
t luokka koodi laitoksen dokumentaati
| numero 0
Codes UDI-DI de Description | Classe | Régle(s) Code Numérode | Documentatio
produit base UE EMDN l'organisme | ntechnique
notifié
Produkt- Grund- Beschreibung | EU- Vor- EMDN- | Nummerder | Technische
codes legende UDI- Klasse | schrift Code benannten | Dokumentatic
DI {en) Stelle n
Kuwbucol Baowd UDI-DI | Mepypadry | Katny | Kavé- K 8ixde ApiBuée Texvikoe
npoidviwv o-pla | vaclec) EMDN | xowonoupév | dbakelog
EE oy
OPYEVITUOD
: {NB)
| Termék- Alap UDI-DI Leirds EU- | Szabé- EMDN- | Bejelentett | Milszaki
kédok osztél | ly(ok) kod szervszama | dokumentdcid
hd
CONFIDENTIAL AND PROPRIETARY PROPERTY OF VYAIRE MEDICAL
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CRF#; 2023-145

AVvyaire fRurete  Declaration of Conformity
MDR - Reg EU 2017/745

Documenit Number: DC-IMT-01-EU Revision: 05
Technical Document TD-IMT-01
Number:
Codici UDI-DI di base Descrizione | Classe | Regole Codi-ce Numero di Documenta-
prodotto UE EMDN organismo | zione tecnica
maodificato
Produkta Pamata UDI- Apraksts ES Noteiku EMDN Pilnvarotds | Tehniska
kods DI klase | ms(-i) kods iestates dokumentacija
numurs
Gaminiy Pagrin-dinis Apradas ES Taisyk-lé | EMDN NB numeris | Techniné
kodai UDI priemo- klasé | {-és) kodas dokumentacija
nés identifi-
katorius
Kody Podsta-wowe Opis | Klasa | Reguta(- Kod Numer Dokumentacja
produk-téw | UDI-DI UE vl EMDN jednostki techniczna
notyfikowanej
Codigos de | UBI-D! basica Descrigdo Classe | Regra(s) | Codigo Numero do | Documentaci
produto UE EMDN organismo © técnica
notificado
Codurile UDI-DI de Descriere Clasd | Regulam Cod Numdér Documentatie
| produsului | bazj UE ent{e) EMDN organism tehnicéd
] notificat
Produk- Zéklad-ny Opis Trieda | Pravidio Kéd Cislo Technické
tové kédy | UDI-DI el {pravidld | EMDN | notifikovanéh | dokumentécia
) o organu
Sifre Osnovni UDI- Opis Razre | Predpis(i | 3ifra Stevilka Tehnitna
izdelka ]| dEU |} EMDN priglaSenega | dokumentacija
_ organa
.| Cédigos de | UDI-DI bésico Descripciéon | Clase | Normafs | Cadigo Nimerode | Documentacié
| producto de UE | ) de EMDN | organismo | n técnica
notificado
| | Produktkod | Grund- Beskrivning | EU- Regler EMDN- Nummer Teknisk
er ldggande UDI- klass kod anmiéit organ | dokumentatio
DI n
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Declaration of Conformity
MDR - Reg EU 2017/745

0312.001-018-R Rev.10
Effective: 02JAN2024
CRF#: 2023-149

Dbcument Number:

DC-IMT-01-EU

Revision: 05

Technical Document

TD-IMT-01

Number:

2 Translation

' | EMDN ko, EMDN cpok TpegHasHaverue

EMDN kéd Pojam prema EMDN- | Namjena
u
Kéd EMDN Termin EMDN Zamyileny atel
EMDN-kode EMDN-term Tilsigtet anvendelse
EMDN-code EMDN-term Beoogd doel
EMDN kood EMDN termin Kasutuseesmark
EMDN-koodi EMDN-termi Kayttbtarkoitus
Code EMDN Terme EMDN Usage prévu
EMDN-Code EMDN-Dauer Verwendungszweck
Kwbwdg EMDN Opoc EMDN NpoBAenduevog okonde
EMDN-kéd EMDN-kifejezés Rendeltetés
Codice EMDN Termine EMDN Scopo previsto
EMDN kods EMUDN termins Paredz&tais mérkis
|| EMDN kodas EMDN terminas Numatyta paskirtis
Kod EMDN Termin EMDN Przeznaczenie
| cédigo EMDN Termo EMDN Finalidade
Cod EMDN Termen EMDN Scop preconizat
K6d EMDN Pojem EMDN Zamyifané pouditie
Sifra EMDN lzraz EMDN Predvideni namen
ﬂggo de EMDN Término de EMDN Proposito previsto
EMDN-kod EMDN-term Avsedd anvéndning
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bsi.

EU Quality Management System Certificate

Regulation (EU) 2017/745, Annex IX Chapter I and III

MDR 734803 R000

By Royal Charter

Manufacturer: Vyaire Medical, Inc

Address:

26125 N. Riverwoods Blvd
Mettawa

Illinois

60045

USA

Single Registration Number: US-MF-000008254

EU Authorised Representative: Emergo Europe

Address:
Westervoortsedijk 60
6827 AT Arnhem
The Netherlands

Scope: See attached Device Schedule

On the basis of our examination of the quality system in accordance with Regulation (EU) 2017/745, Annex IX
Chapter I and I1I, the quality system meets the requirements of the Regulation. For the placing on the market of
Class I1I devices, and Class IIb implantable devices that are not considered well-established technologies as specified
in Article 52(4) an additional Annex IX Chapter II certificate is required.

For and on behalf of BSI, a Notified Body for the above Regulation (Notified Body Number 2797):

T e

Graeme Tunbridge, Senior Vice President Global Regulatory & Quality

First Issue Date: 2022-04-22 Starting Validity Date: 2024-05-29
Current Issue Date: 2024-05-29 Expiry Date: 2027-04-21

..making excellence a habit’

Page 1 of 3

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.



bsi.

EU Quality Management System Certificate

Regulation (EU) 2017/745, Annex IX Chapter I and III

By Royal Charter

MDR 734803 R000

Device Schedule: Class III and Class IIb devices

Class IIb under Rule 12 Intended purpose
Bellavista ventilator The Bellavista ventilator was developed for ventilating adult
BV 1000, 1000e and paediatric patients. Also neonatal patients with a tidal

volume =2 mL. The device is intended for use in clinics and
institutional facilities where medically trained professionals
are available for attending to the patient. The device can be
used at the bedside, as well as for transferal within a facility,
when a patient is in need of oxygen.

Bellavista ventilator The Bellavista 1000 neo ventilator was developed for

BV 1000neo ventilating neonatal patients of a tidal volume of 22 mL, The
device is intended for use in clinics and institutional facilities
where medically trained professionals are available for
attending to the patient. The device can be used at the
bedside, as well as for transferal within a facility, when a
patient is in need of oxygen.

Device Schedule: Class IIa, Custom-made and other devices

Device(s) Risk Classification

Flow sensor Class 11a

SuperNO2VA Et mask & system Class Ila

First Issue Date: 2022-04-22 Starting Validity Date: 2024-05-29
Current Issue Date: 2024-05-29 Expiry Date: 2027-04-21

..making excellence a habit”

Page 2 of 3

Validity of this certificate is conditicnal on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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EU Quality Management System Certificate

Regulation (EU) 2017/745, Annex IX Chapter I and III

By Royal Charter

MDR 734803 R000

Certificate History
(References to applicable Common Specifications, Harmonized Standards complied with, and the relevant test and audit reports that support
any of the below certificate changes may be requested frory Cerlificate. Verificationd@bsigroup,.com)

Date  Reference Number  Action
| 2022-04-22 o dms o Tssued

| Current 30188088 - Amended — Change of authorised representative address;
f 7 _Removal of subcontractor pages.

First Issue Date: 2022-04-22 Starting Validity Date: 2024-05-29
Current Issue Date: 2024-05-29 Expiry Date: 2027-04-21
..making excellence a habit”

Page 3 of 3

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel; + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies,



