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FLOW METER S.p.A.

certified

DECLARATION OF CONFORMITY FOR THE MEDICAL DEVICE FAMILY

“TERMINAL UNITS FOR COMPRESSED MEDICAL GASES AND VACUUM AND FOR ANAESTHETIC GAS SCAVENGING
SYSTEMS”

IDENTIFIED WITH BASIC UDI-DI 80572982171203092BDT11ERH

whose codes are specified in the attachment, to the General Safety and Performance Requirements referred to in
Annex | of the EU Regulation 2017/745 on medical devices and subsequent amendments and corrections.

FLOW METER S.p.A., SRN IT-MF-000029985, with registered office and operation site in Via del Lino, 6, zip code 24040 -
Levate (BG) - |, manufacturer of the medical devices named “TERMINAL UNITS FOR ANAESTHETIC GAS SCAVENGING
SYSTEMS”, whose codes are reported in the attachment,

declares under its own responsibility that the devices in question satisfy all the General Safety and Performance
Requirements required by Annex | of the EU Regulation 2017/745.

For this purpose it hereby guarantees and declares under its own responsibility that:

1. The devices in question satisfy the dispositions applicable under the EU Regulation 2017/745, as required by the procedure
of Article 52 “Conformity assessment procedures”, point 4 of the aforementioned Regulation.

2. The devices in question should be considered as belonging to class IIB according to Rule 12 and 9 of Annex VIII of the EU
Regulation 2017/745.

3. The devices in question are sold in NON STERILE packaging.
4. The devices in question are manufactured in different versions as stated in the list of product codes in the attachment.

5. The design and manufacturing process is conducted in compliance with the requirements of the company’s Quality
Management System, in accordance with the requirements of Annex IX of the EU Regulation 2017/745.

6. FLOW METER S.p.A. undertakes to preserve and keep available to the Competent Authority the product Technical
Documentation, specified in Annexes Il and 1l of the EU Regulation 2017/745, for a period of at least ten years from the last
date of placing on the market of the last batch of the product.

7. The a.m. medical devices comply with all the requirements of the following standards:

- EN ISO 9170-2 “Terminal units for medical gas pipeline systems - Part 2: Terminal units for anaesthetic gas scavenging
systems”

8. The devices in question have been designed, manufactured and placed on the market as indicated in the Product Technical
Documentation and according to the company Quality System declared to be compliant by Kiwa Cermet Italia S.p.A,
Notified Body number 0476 according to EU Regulation 2017/745, as prescribed in annex 1X, chapter | and Il of the EU
Regulation 2017/745 (certificate no. MDR 00006-A, first issue of 03.06.2022, and valid up to 02.06.2027). This system,
adopted for the design and manufacturing of all devices, is declared as conforming to standards ISO 9001 and EN 1SO
13485, current edition (ref. certificate n0.19026 — A and certificate no. 19026 — M issued by KIWA Cermet Italia S.p.A. . —
Via Cadriano, 23 — 40057 Granarolo dell’Emilia (BO) - Italy).

9. FLOW METER S.p.A. has already notified the Italian Competent Authority of the placing on the market of the
aforementioned devices. It also declares to have established and to maintain an appropriate procedure to ensure the post-
marketing surveillance measures required by the EU Regulation 2017/745 on medical devices.

This declaration of conformity content is confirmed at every placing on the market of a new device batch, manufactured since
17/01/2024. This declaration of conformity is valid until the expiry date of the certificate.

Attachments: List of models with codes to which this declaration refers;
Copy of EC marking certificate.
Witnessed
Flow Meter S.p.A.
The legal representative

Roberto Paratico
Date of issue of the declaration: 17/01/2024 - Ed. / Is.: 01/2
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Attachment 01 — List of models with codes to which this declaration refers — Updated 17/01/2024

CND
. . classification
Code Description RDM identifier
and European

Nomenclature

Socket for anaesthetic gas scavenging terminal unit EN

000349001 737-4 AGSS type 1 with venturi system

000349002 ﬁgasess'fggéclgas scavenging terminal unit EN 737-4

000349005 ?g;:ie'x‘érs zasnglis;hleg;:r%?s vié:ravenging terminal unit EN 9979459 7120309
000349011 | 20 7305\ 3SS type 1 with vemturt yatom

000349012 S/s anaesthetic gas scavenging terminal unit EN 737-4

AGSS type 1
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Attachment 02 — EC marking certificate issued by Notified Body

kiwé

Reg. N evisiol

g Nsenbr’ MDR 0000€-A Revgon”

Primo rilascio / 2022-06-03 Valido da/ 20220603

First issue date Valid from

Scadenza / Uit odifi =

sirmeal 2027-06-02 w":h:‘,ge e 2024-01-15

Data Scadenza Pracedente /

Previous Expiry
Pagina 1 di 8
Page 1 of &

Certificato UE del Sistema di Gestione della Qualita
EU Quality Management System Certificate

Kiwa Cermet ltalia centifica che, sulla base dei risukat delle valutazioni effettuate, il Sistema di
Gestione della Qualita dell'Crganizzazione:

Kiwa Cermnet ltalia certifies that, on the basis of the assessment carmied out, the Quality
Managerment System of the Organization:

FLOW METER S.p.A.

Operatore economico / Economic operator: Fabbricante / Manufacturer
SRN: [T-MF-000029985

Sede Legale e Operativa / Legal and Operational Headquarters

Viz del Lino § - 24040 Levate (BG) - Italiz

Unita Operativa / Operative Unit

Vizle Italia 11/A - 24040 Levate (BG)- talia

E' conforme ai requisiti applicabili del Regolamento (UE) 2017/745, Allegato [X capo | e lll, per le
seguent: tipologie di dispositivi:

Is in cornpliance with the applicable requirernents of Regulation (EU) 2017/745, Annex IX Chapter |
and Ili, for the folfowing devices types:

ADB99 - Dispositivi di drenaggio e raccolta liquidi - altri 7 Drainage and fiuid cofection devices -
other

R060202 - Sistemi di umidificazione per ossigenoterapia / Oxygen administration hurmidification
systemns

Z120301 - Strumentazione per anestesia e di supporto alla ventilazione polmonare / Anaesthesia
and pulrmonary ventilation support instruments

Z120309 - Sistemi gas medicali/medicinak e relativi accesson / Medicalimedicnal gas pipeline

ERTIFICATE

systems and related accessories

Kiwa Cermat Italia SpA = i = SR . s
Sociota con 300 unico, soggetts Direttore Divisione Dispositivi Medici
all'attivita di direzione @ coordinamento 2 A iz,
& Kowa Italia Holding Srl Medical Devices Division Manager
Via Cacrimn, 22 Alessia Frabetti
400657 Cranarolo dell Emiia 201
Tel 4330514883117
Fax 438.051.763.320 v
E-mal: nfo@awacemat.nt Ea_ ALEé'glAnal
vy v it ‘lu’i 1“=u- FRABETTI

< A F Data: 16/01/2024
Organismo Notificato n. 0476 17:28:25
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Attachment 02 — EC marking certificate issued by Notified Body

kiwa

Reg. M i izi i

ﬁ':g. H::r;ﬁ MDR 0000&-A :I:::g:ﬂ

Primo rilascic | M22-06-03 Valide: da | 02206-03

Frst issue dete Vol Frowemr

Scadenza | Uit oadifica / -

[oadenin 2027-06-02 - mg; fiea) 2024-01-15

Dt Seadenza Pracsdents

Previous Sxpiry
Pagina 2 di &
Fage 2 of 8

Allegato tecnico al Certificato

Technical sheet enclosad to the Certificate

Identificazione dei Dispositivi / Devices identifieatron:

Tipclogia !/ Type:

ADB9D - Dispositivi di drenaggio e raccolta hiquidi - altn f Dramage and fuid collection devices

- ather

MNome / Mama:
Aspiraton Venturl / Ventwr suctron urit

MNome commerciale / Srandname:
AV Serie, EASYAIr Serie

Classs di nischio / Aist class:

lla

MNoms / NMame:

Conteniton di raccolta per liquidi aspirati & relatin accesson / Collaction comtamers for
suction liguids and refated accessories

MNome commerciale / Srandname:
MOMOKIT, FLOVAC, Serie MAK
Classs di nischio / Aist class:

Im

L'audit del sistema di gestione della qualita & limitato agli aspett che nguardano la
conformita dei dispositivi ai requisiti metrologicl § The audlit of the gualdy mansgem ent
system is imited to the asped's relating to the conformity of the devices with the
metrologrcal requiremenis

ERTIFICATE

MNomsa / NMame:

Sistami di regolazions del vuoto - valvole a battents idraulico ! Vaarwm regulstion systams -
watar manametarns

Mome commerciale / Erandname:
VA sene, VD searie

Classs di nischio / Aist class:

lla
Eiwa Cermat ltalia 5. pA. _ _ -
Sociut con !nnuil.l':,: seggatts Chrettore Divisione Dispositiv Medic
=m= h:ii. Halding = : Medical Devices Dfvision Manager
¥ia Cadriznc, 23 Alassis Frabettf

40057 Granarolo dell Emilia @01
Tel +730051.4858.3.111
Fax 438,051 . 763 322

E-mal: nfo@lawacemmat it
L Firmate digitaimente
da: ALESSIA

Organisma Notificato n. 0476 Alesria F,“;W‘ FRABETTI

o | Data: 16/01/2024
Notifed Body e, (476 172826

C=RM=T

WO POESAT_MED_ MO e 3
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Attachment 02 — EC marking certificate issued by Notified Body

ERTIFICATE

Kiwa Cormat halia 5.pA.

Societa con socko unsco, soggatts

kiwa

watumen MDRODOOGA oo

Primc rlascic | 202206-03 Valide da / 20220603

Frst issue dete Vol Frowemr

Scadenca 2027-06-02 Wi modifcn | 2024-01-15

Diate Scmdenza Precsdents ¢

Previois Dxpiry
Pagina 3 di 8
Fage 3 of 8

Allegato tecnico al Certificato
Technical sheet enclosed to the Certificate

Identificazione dai Dispositivi | Devices sdentification:

MNomsa / Name:

Sistami di regolazions del vucto - vuotometn / Vacuwm regulators — vacuum meters
Mome commerciale / Brandnamea:
Easyvac, Easyval, EasyVac Plus, Easyvac DGT saries

Classs di rischio / Fist olass:
lla

Tipclogia f Type:
ROB0202 - Sistemi di umidificazions per ossigenctarapia / Oxygen sdmunistration
hurmidification systems

Mome / Namea:

Umidificaton per uso medicale /! Humidifsers for medical use
MNome commerciale ! BEmndnames:
CH. TR, MAK, OXITER, Easy0X series

Classs di nschio / Rrst class:
lla

Tipologia ’ Type:
Z1203M - Strumentaziona per anestesia e di supporto alla ventilazione polmonare
Anagasthesiz and pulmonary ventilation suppont instrumants
MNoma / NMama:
Unita flussometriche per anestesia / Anaasthesiaz fow meter units
Modello / Modal
FM 2200, FM 2200, FM 2500, FM 2800, FM 2900

Mome commerciale / Erandname:
FM sarie

Chrettore Divisione Dispositivi Medic

all'attivita di direzione @ coordinamsnto

di KFwa =Bz Holding S

Vi Cadnang, 23

40067 Granarolo dell Emiliz @01
Tal +232051.458.3.111

Fax 428,051 782352

E-mail: nfo@iwacomat it
vy T 1L

Organismo Notificato n. 0476
MNotfed Body e (478

C=RM=T

WO POEAT_RFT KT e 3

Updated 17/01/2024

Madical Davices Division Manager
Alessia Frabeti

Firmato di&i‘talmeme
ALESS

da
Alessia Fw&cm‘ FRABETT ot

172827
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Attachment 02 — EC marking certificate issued by Notified Body

kiwa

mm MORoEA e

Primic: rilascic | 202206-03 Valide da/ 20220603

Frst issue dete ¥l Firormr

Scodenca 2027-06-02 Wi modifcn | 2024-01-15

Diate Scadenza Precsdents §

Prewious Expiny
Pagina 4 di &
Fage 4 of 8

Allegato tecnico al Certificato
Technical sheet enclosed to the Certificate

Identificazione dai Dispositivi | Devices rdentification:

Classs di rischio / Fist olass:
b non impiantabile / f& not smpda nta bie

Destinazicne d'uso ( Intended purpose:

Le unita flussometrniche FM seno strumenti di misura adatti per I'impego in anestesia, per
la miswura della portata di gas medicinali & loro miscele /| FW fowmetsr urits are
measuring instruments to be used in anesthesia procedures to measure the flow rate of
medicinal gases and their mixturas

Tipologia !’ Type:
2120309 - Sistemni gas medicaliimedicinali e relativi accessori /| Madicalimeadicinal gas pipeline
systams and related accessories

MNoma / NMame:

Impianti per la distnbuzione dei gas medicinah nelle ambulanze § Madical gases ppeline
systems for ambulances

Classs di rischio / Aist class:
llb non impiantabile / f& not imods nta bis

Destinazione d'uso / /ntended purpose:

Gh "Impianti per la distnbuzione dei gas medicinali nelle ambulanze” sono dispositivi che
supportano la distribuzione dell'ossigenc allinterno delle ambulanze, assicurando 1l
collegamento delle fonti mobil, costituite da bombole di gas medicinale connesse
all'impianto con opportuni niduttori di pressione per ambulanze con le unita terminali che
fungono da punto di uscita dell'impilanto di distribuzione / The “Medica!/ gases pipaline
systams for ambulances” are devices that support the distribution of oxygen m
ambulances, ensuring the connection of mabile sources consisting of medical gas
cyinders connected to the pipaline system through appropriate pressure reducers for
ambulances, with the terminal units that act as the exit point of the pipeline system

ERTIFICATE

MNomsa / Name:

Ridutton di pressione e nduttori di pressicne con flussimetr ! Pressure regulatars and
pressure regulstors with fow meters

Kiwa Cormat ltalia 5.pA. - L. - I ..
Sociots con mﬁuiuig: sogpatts Dhrettore Divisione Dispozitii Medic
all’asttrwita o direesone @ coordnamento , ) -

i Krwa sk Holding Sl Madical Devices Division Manager
¥ia Cadrianc, 23 Alessia Frabettf

40067 Granarolo dell Emilia @01

Tal +33081.488.3.1 11

Fax 435,051 763 320 diital

E-mail: info@iwacomat it Firmato di mefnte
da: ALESS[A

ey v 1E - #
Alessia Frabett: Bta: 36/01/2024

Organismo Notificate n. 0476
Notifed Body e (M7 17-28-28

C=RM=T

WO POITAT_MIED MO mee 3

Updated 17/01/2024 Page 6/10



Attachment 02 — EC marking certificate issued by Notified Body

kiwa

Tolmes/ MDROODDSA i

Primn_ rilascio / 2022406-03 '|'uli::ln da / 202240603

First issue dnte Vi frormr

Seadenaa 2027-06-02 Uime modiica | 2024-01-15

Dot Soadenza Preosdents §

Prewiowus Expivy
Pagina 5 di &
Fage 5 of 8

Allegato tecnico al Certificato
Technical sheet enclosed to the Certificate

ldentificazions dei Dispositivi / Devices rdentrfication:

MNome commerciale / Eandname:

Pressura regulator FM serie, pressure regulator MU sene, Pressure regulator Easycars
sarie, pressure regulator Easyears Plus sens, pressure regulator for ambulances FM sane

Classs di rischio / Rist class:
b non impiantabile / #& not smolantabie

Destinazicne d'uso ( Intended purpose:
| ndutton di pressione per use medicale sono dispositivi medici destinati a ridurre il
valore di pressiona del gas medicinale in ingresso, portandolo ad un valore compatibile
con quello prescritto per la somministrazione dal gas al pazients; sono quindi idonei per
il montaggio diretto sulle bombole oppure all'unita terminale dell'impianto di
distribuzione dei gas medicinali / Pressure regulators for medical use are medical devices
imtendad to reduce the pressure value of the inlet medicinal gas, bringing it to a valve
compatible with that prescribed for the administration of the gas to the patient: they are
therafore suitable for direct mounting on cylindars or to the terminal unit of the medicinal
gas pipaline systam

MNoms / Name:

Tubi flassibili per bassa pressione per I'impiego con 1 gas medicali / Madlical gasas low

pressume Haxible hoses

Classa di rischio / Aist class:
llb non impiantabile  §& not smpla nta bie

ERTIFICATE

Kiwa Cormat alia SpA.

Sociota con socia unieo, soggatta Dhrettore Divizione Dheposinag Medic
X Vo s ot o amata Medical Devices Division Manager
Via Cadrizno, 23 Alassia Frabettf

40057 Granarolo dell Emilia E01

Tel +32.051.458.3.111

Fax 438,051 7823850

E-mail: mfo@iwacemat.it EI‘I"I‘EIT.D di?'itdmente

yywwy g a: ALESS
Alessia Prabetti| FsemL ooy

Organismo Motificatc n. 3476 -

NotFed Body e (476 17:28:20

C=RM=T

WO POSSAS_MITD_RIOE e 3
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Attachment 02 — EC marking certificate issued by Notified Body

ERTIFICATE

Kiwa Cormat lalia SpA.
Societs con soko uneco, soggatts

Via Cadnano, 23

400657 Granarolo dellEmiia @01
Tal +2320051. 4583111

Fax 428,051 763352

E-mal: mfo@tawacemat.it
Sy kT ik

Organismo Notificato n. 0476
Notfed Body . (478

C=RM=T

WO POSSAS_MITD_RIOE e 3

Updated 17/01/2024

kiwa

ot/ MDRODOOGA e

Prima rilascic / 202206-03 Validc da 20220603

First issue dete Ve Froem

Seaderaa 2027-06-02 Wi modifcs | 2024-01-15

Dotz Scadenza Precadents

FPrevious Expivy
Pagina & di &
Page & of &

Allegato tecnico al Certificato
Technical sheet enclosed to the Certificate

ldentificaziona dei Dispositivi [ Devices identification:

Destinazione d'uso | Intended purpass:
| tubi flessibili per bassa pressions sono destinati a collagare gli impiant centralizzat di
distribuzione dei gas madicinali all’ apparecchiatura medica tramite la quale avverra la
sommministrazions &l pazients oppure ad alimentare strumenti chirurgiciPer uso con i
segueantl gas* Ossigeno;* Protossido di azoto;* Aria medicale Anidride carbonica*
Specifiche miscels dei gas sopraslencati» Ana per azionare strumanti chirurgici;* Azoto
per azicnara strument chirurgici;* Vuoto. / Low pressure fexible hoses are intended to
connact cantralized medicinal gas pipaline systems to the medical equpment for the gas
administration to the patient or to feed surgical instruments. They are intended to be
usad with the following gases: Oxygen; Nitrous axida: Madical air; Carbon diaxida;
Specific mctures of the gases listed above; Air to operate surgical instruments; Nitragen
to aperate surgical instrumenis; Vacuwum.

MNome / Mame:

Unita flussometriche per gas medicinali / Fow meter urits for medical gases

Nome commearcials / Brandnama:

Flow mieters series RS, Flomed, Floval, BM, 5F, Easymed, Easyflow, Easymed Plus, QMED,
DF flow selector, EasyMIX oxygen / air mixer, EasyVea flow driver “jat”

Classs di rischio / Aist class:
lla
MNome / Mame:

Unita terminali per gas madicinali compressi e vuoto / Temmmal units for medical gases
madical gasas mixturas and vacuum

MNome commerciale / Eandname:

Terminal units for compressed medical gas and vacuum, NIST terminal unit connected to a
double 02 flowmetar

Classe di rischio / Aist class:
llb non impiantabile ! §& not s planta bie

Dhrettore Divisione Dispozitia Medici
Madical Devices Division Manager
Alessia Fraber

Firmzto digitalmente
da: ALESS[A

Alessia Fraberts| Fresem

1728230
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Attachment 02 — EC marking certificate issued by Notified Body

kiwa

Feg. Numero MDR 00006-A Revisione

Prim rilascic / 202206-03 Walido da / 20220603

Arst issue dete Vi Firome

S | 2027-06-02 Utime modifes | 2024-01-15

Data Soadenza Precsdents

Presinus Eypiny
Pagina 7 di &
Fage 7 of 8

Allegato tecnico al Certificato
Technical sheet enclosed to the Certificate

Identificaziona dei Dispositivi / Devices identification:

Destinazicne d'uso / intended purposa:

Le unita tarminali sono dispositivi che fungono da punto di uscita dell'impianto di
distribuzicne a bassa pressione di gas madicinali, ana medicale e vuoto / Termnal urnits
ame devicas that act as the outlat point of the medical gas, medical air and vacuwm

pipaling systam
MNoma | Mama:
Unita terminali per sistemi di evacusazione gas anesteticl / Jermuna! units for anaesthetic gas
scRVengng systams
Classs di rischio / Aisk class:
llb mon impiantabile ! £& ot implantabile
Destinazione d'uso | fmended purpose:

Dispositivi che fungono come punto di ingresso all'impiante per la evecuazions del gas
anestetic | Devices that act as inlat point to the anesthetic gases scavenging systam

ERTIFICATE

La lista complets del codicl, relathvl 3l modell certificat], @ disponiblie presso Kiwa Carmet Halla.
e complete 5 of e codes related (o e certicated moddls i avataie 2t KTne Cermet Fals.

Il prasents Certlflcato & sDgQEtto 2l Fispetto del requisitl contrattuzll di Klwa Cermet Ralla ed & velldo solo par la
tipologle di dispositvl sopra |dentificate soggetts 3 sorveglianzs pefodica.

This Cortiiea o [5 subjoct fo KIWa Cenmet JBNE eguiafons and I 5 vaid only for the Simmeantionad fypas of
deves Hist ane subfect fo perlodic Survey.

L'allegato tecnico & parte Intagranta del prasents Certificato

The Eehnkcal shaaf [5 20 Infagrating part of Sis Cariicats.

Kiwa Cormat kalia 5.p.A.

Societi con S0k UNo, Soggetts DChrettore Divisions Dispositivi Medic
all attivita di direzione o coondinamento X . Lo

di Krwa Italia Holding Srl Meadical Devices Division Manager
Via Cadriane, 23 Alessia Frabetti

40067 Granarolo dell Emilia @00
Tal +22.051.4858.3.111

Fax 4380051763 320

E-mail: nfo@awacemat.it

vy kv if o
Firmato digitalmente

Organismo Notificato n. 0476 da ALESSIA

Notied Body o, G475 Alessia FM‘ E‘:‘:'f?ﬁ?m 12024
C=RM=T

17281
MO0 POSSAE_NET_MOR v 3
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Attachment 02 — EC marking certificate issued by Notified Body

kiwa ¥

Storia del Certificato
Cerfificate History
Rew. Data Descrizione modifica Rapporto di valutazione™ del
Rew. Date Descripiion of Ghange Assessment Report Dated
] DDE2022 Certificazione iniziale E;Mmmmduzl; mﬂn&rm
; L 21 ]
kel conliicaton 22472022, D40S2022, 050552022,
110672022, 127062022
Analis docurmentarions wonica del [
Tewshrica documenialion sy
clfe- 25022022, ZENE2022,
200372022, MNNG2022, (4042022,
0542022
1 1300172024 Aggiormamento form del certficato

per inclusione dei Modelli e
indicazione delle sottoclassi dei
dispositivi di classe llb. Inclusione dei
dispositivi precedentermente compresi
nel certificato MDR 00006-C.
Correzione refusi. / Update of the
certificate form for inclesion of the
Models and indication of the
subclasses of class llb devices.
Inclusion of devices previously
included in the MOR 00006-C
certificate. Cormection of typos.

| rapport di valutazione sono disponibili su nichiesta | Assessment reports ame svailable ypon regues?

ERTIFICATE

Kiwa Carmat Halia 5.p.A.

Sodiots on s wnico, soggatta Dhirettore Divizions Dispositiv Medici
all'arthvita di direziona o coordinamento . . Lo

di Kiwa Ializ Holding Sr Medical Devices Division Manager
¥ia Cadriano, 73 Alassia Frabatt

40057 Granarcko dall Emila (BO1
Tel +33051.488.2.111
Fax +35.061.763 32

E-mal: ro@kraeoemmat.it Firmato digitalmente

da: ALESSIA

R Alessin Fraberti| TRABETTI
Organismio Notficato n. D476 DEI'_IZEII_1 &01,/2024
Moo Body . (876 172832

C=RM=T

W00 POSIAS_MED MR s
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