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DECLARATION OF CONFORMITY FOR THE MEDICAL. DEVICE FAMILY “FLOW-METERING DEVICES FOR MEDICAL.
GASES”

whose codes are specified in the attachment, to the essential requirements described in Annex | of Directive 93/42/EEC,

as amended by Directive 2007/47/EC and as prescribed by Annex l of Directive 83/42/EEC and following amendments.

FLOW METER S.p.A., with registered office address Largo Porta Nuova, 14 Bergamo - i, headquarters and production site

address Via del Lino, 6, Levate {BG) - |, manufacturer of the medical devices named "FLOW-METERING DEVICES FOR

MEDICAL GASES”", whose codes are reported in the attachment,

declares under its own responsibility that the device in question satisfies all the essential requirements of Annex | of

Directive on Medical Devices 93/42/EEC, amended by Directive 2007/47/EC.

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

1. The devices in question satisfy the dispositions applicable under Directive 93/42/EEC, amended by Directive 2007/47/EC.

2. The devices in question should be considered as belonging to Class il A, following rule 2 of Annex IX of the above menticned
Directives.

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 procedures comply with the requirements of the Company Quality System, as prescribed in the
Annex Il of the a.m. Directive.

6. The Product Technical File wilt be filed and available to the Notified Body, as specified by Annex II of Directive 93/42/EEC of
reference, amended by Directive 2007/47/EC, for a period of at least ten years from the last placing on the market of the
product with the last product batch.

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

EN ISO 15002 “Flow-metering devices for connection to terminal units of medical gas pipeline systems”;

e ENISO 5356-1 "Anaesthetic and respiratory equipment - Conical connectors - Part 1: Cones and sockets”;

»  ENISO 5358 “Low-pressure hose assemblies for use with medical gases”;

o iSO 32 “Gas cylinders for medical use - Marking for identification of content”;

« DIN 13280-2 “Versorgungsanlagen fir medizinische Gase - Teil 2: Mafle und Zuordnung von Steckern und

gasartspezifischen Verbindungssteilen fir Entnahmestellen fir med. Druckgase und Vakuum®;

e NF X 08-100 “Couleurs - Tuyauteries rigides - Identification des fluides par couleurs conventionnelles’;

e NI 8507 “Impianti di distribuzione dei gas non infiammabili per uso medico — Unita terminal”;

e BS 5682 “Specification for probes (quick connectors) for use with madical gas pipeline systems”;

e EN ISO 9170-1 “Terminal units for medical gas pipeline systems - Part 1: Terminal units for use with compressed medical

gases and vacuum”,

» EN ISO 7396-1 “Medical gas pipeline systems - Pari 1. Pipeline systems for compressed medical gases and vacuum”

« NF S 90-116 “Prises murales et fiches correspondantes pour fluides medicaux”;

e ENISO 1500t “Anaesthetic and respiratory equipment - Compatibility with oxygen”.

8. The devices in question have been manufactured and placed on the market as indicated in the Product Technical File and
according to the company Quality System declared to be compliant by CERTIQUALITY, Notifled Body number 0546 according
to Directive 93/42/EEC, as prescribed in annex I of the aforementioned Directive amended by Directive 2007/47/EC
(certificate no. 16655/1, first issue of 08/02/2011, current issue of 07/06/2012 and valid up to 06/06/2017). This system,
adopted for the design and manufacturing of all devices, is declared as conforming to standards ISC 2001:2008 (ref.
Certificate no. 421, current issue of 07/06/2012) and ISO 13485:2004 (ref. Certificate no. 10627, current issue of 07/06/2012).

8. The placing on the market of the above mentioned devices has already been notified to the ltalian Competent Authority by
FLOW METER S.p.A.. A suitable procedure has been established and is maintained in order to guarantee the post-marketing
surveillance required by Directive 83/42/EEC, amended by Directive 2007/47/EC.

This declaration of conformity content is confirmed at every placing on the market of a new device batch, manufactured since

07/06/2012. This declaration of conformity is valid until the expiry date of the certificate.

Atiachments: 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; 07/06/12 - Ed. / Is.. 03/0

Page 1/23




2

Attachment 02 — EC marking certificate issued by Notified Body
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Certificato n. 421 Certificato n. 10627

PROHLASENI O SHODE PRO ZDRAVOTNICKE PROSTREDKY ZE SKUPINY ,,PRISTROJU PRO

MEREN{ PRUTOKU MEDICINALNICH PLYNU*

jejich% kédy jsou uvedeny v piiloze, se zikladnimi poZadavky popsanymi v Pfiloze I Smérnice 93/42/EHS, ve znéni Smirnice
2007/47/ES a jak predepisuje P¥iloha T Smérnice 93/42/EHS a nasledujici novely.

FLOW METER S.p.A., se sidlem na adrese Largo Porta Nuova, 14 Bergamo — 1, adresa feditelstvi a vyrobniho podniku Via del Lino 6,
Levate (BG) — 1, vyrobce zdravotnickych prostfedki nazvanych ,PRUTOKOMERY PRO MEDICINALNI PLYNY®, jejichz kady jsou
uvedeny v piiloze,

prohiaduje, na svoji vlastni odpov&dnost, Ze dotyéné zdravotnické prostiedky spliinji véechny zakladni poZadavky Ptilohy | Smé&mice o
zdravotnickyeh prostredich 93/42/EHS ve znéni Smérnice 2007/47/ES.

Za timto néelem timto garantuie a prohladuje na svoji viastni odpovédnost, Ze;

1.

Doty&né zdravotnické prostfedky spiiiuji dispozice pouZitelné dle Smémice 93/42/EHS, ve znéni Smérnice 2007/47/ES.

2. S dotydaymi zdravotnickymi prostfedky by mélo byt nakladano jake s patficimi do THidy I A, a to dle ptedpisu 2 Prilohy 1X vy3e
uvedenych smémic.

3. Dotyéné zdravotnické prostfedky se proddvaji v nestertinich obalech.

4, Dolyéné zdravotnicke prostfedky se vyrabdji v rdznych veszich, jak je uvedeno v seznamu produktovych kodi v piiloze.

5. Navrh a vyrobni postupy spitiuji poZadavky ve spoletnosti zavedencho Systému Fizeni kvality, jak pfedepisuje Priloha 1T vyie
jmenované Smérmice.

6. Technicka dokumentace produktu bude podéna a bude k dispozici Notifikovanému orgdnu, jak stanovi Pfiloha I Smémice 93/42/EHS
jako odkaz, ve zngni Smérnice 2007/47/ES, a to po dobu nejméns deseti let od posledniho uvedeni predukiu na trk s posledni vyrobni
Sarzi,

7. Vyse uvedené zdravotnické prostiedky sphiuji viechny poZadavky nasledujicich norem;

» ENISO 15002 , Pfistroje k méfeni priitoku pro plipojeni k terminalnim jednotkéam potrubnich rozvodi medicinglnich piynd®,

e ENISO 5356-1 , Anestetické a respiradni pristroje” — KuZelové spojky — Cést 1: Spojky s vnitfnim a vn&jsim kuzelem®,

» ENISO 5359, Nizkotlaké hadicové sestavy pro pouziti s medicindlnimi plyny™;

s 180 32 ,Plynoveé ldhve pro pouZiti ve zdravomnictvi — Oznaeni k identifikaci obsahu™;

«  DIN 13260-2 ,Versorgungsanlagen fiir medizinische Gase - Teit 2: Mabe und Zuordnung von Steckern und gasartspezifischen
Verbindungsstellen fiir Entnahmestellen fur med. Druckgase und Vakuom®;

«  NF x 08-100 ,“Couleurs — Tuyauteries rigides — Identification des fluides par couleurs Conventionnelies™;

+  UNI9507  Jmpianti di distribuzione dei gas non inflammabili per uso medico — Unitd terminali®;

= BS 5682 Specifikace sond {rychlospojek) pro pouZiti ve zdravotnickych systémech potrubnich rozvodil medicindlnich plynt™;

e EN ISO 9170-1 , Termirdlni jednotky pro potrubni rozvody medicinalnich plynii - Cast t: Terminalni jednotky pro stladené
medicinalni plyny a podtlak™;

» EN ISO 7396-1 , Potrubni rozvody medicinglnich pkyni - Cast T; Potrubni rozvody pro stladené medicinalni plyny a podtlak

e NF $90-116 , Prises murales et fines correspondantes pour fluides médicaux™;

EN [SO 15001 .Ancsteticke a respiraCni piistroje - Kompatibilita s kyskikem®™,

8. Dotyi&ne zdravotnické prostiedky byly vyrobeny a uvedeny na irh, jak je uvedeno v technické dokumentaci produktu a podle Systému
Fizent kvality, o ndmi spoletnost prohladuje, ¥e odpovida certifikaci dle CERTIQUALITY, Notifikovany orgéan & 0546 podle Smérnice
93/42/EHS, jak stanovi Priloha Il vySe uvedené Smé&mice ve znéni Smérnice 2007/47/ES {certifikat &. 16655/1), prvni vydéni ze dne
08/02/2011, sktudlni vydani ze dne 07/06/2012 a plainé do 06/06/2017. Spolednost prohlasuje, Ze fento systém, zavedeny pro navrh a
vyrobu viech zdravotnickych prostfedki, odpovida normam 1S 9001:2008 (certifikat ¢, 421, aktudini vydani ze dne 07/06/2012) a [SO
13485:2004 (Certifikit & 10627, aktuaini vydani ze dne 07/06/2012).

9. O uvedeni vyie jmenovaného zdravotnického prostfedka na trh spolednost FLOW METER S.p.A. jiZ informovala italsky kompetentni

utad. Byl stanoven odpovidajici postup a tento se dodriuje k zajiSténi poprodejniho dozoru nad produkty, jak vyZaduje Smémice
93/42/£HS, ve znéni Smémice 2007/47/ES:

Obsah fohoto prohlaseni o shod® se potvrzuje spolu s kaZdym uvedenim nové ZarZe pfistroje na trh, vyrobené od data 07/06/2012. Toto
prohiadeni o shodg je platné do data exspirace certifikatu,

Pfilohy:  Seznam modelé s kody, na néZ se toto Prohldseni vztaheje;

Datum vydéni prohlaeni: 07/06/12 Ed./Vyd. 03/¢

Kopie osved&eni o ozmateni CE.

Dosvédtuje

Flow Meter S.p.A.
Zikonny zistupce
Roberto Paratico

Neditelny podpis
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Priloha 02 — Osvédéeni o oznaovani CE vydané notifikovanym orgianem

CERTIQUALITY
INSTITUTO DI CERTIFICAZIONE DELLA QUALITA

NOTIFIKOVANY ORGAN C. 0546

SCHVALENI SYSTEMU KVALITY ZAVEDENEHO SPOLECNOSTI

FLOW-METER S.p.A.
IT-24100 BERGAMO (BG) ~ LARGO PORTA NUOVA 14

Provozovny
IT — 24040 LEVATE (BG) — VIA DEL LINO 6

PRO NASLEDUJIC DRUHY/TRIDY PRODUKTU

Pristroje pro pouiiti s medicindlnimi plyny

Certiguality S.r.1, Notifikovany orgdn ¢. 0546 potvrzuje, Ze systém zajisténi kvality je v souladu s pozadavky
Smérnice Rady 93/42/EHS, pFiloha 11

OSVEDCENI &. 16655/1

TOTO OSVEDCENI JE BEZ PRISLUSNE PRILOHY NEPLATNE

PRVNI VYDANI: 08/02/2011
AKTUALNI VYDANI:  07/06/2012

PLATNOST DO: 06/06/2017

Neditelny podpis, Feditel

CERTIQUALITY, INSTITUTO DI CERTIFICAZIONE DELLA QUALITA
Via Gaetaro Giardine 4, 201 23 MILANO, tel: 02 8069171, Fax: 02 86465295, certiquality@eertiquality.it, www.certiquality.it

MOD. 5.20 ED 05 010205

Strana 22/23



CERTIQUALITY
INSTITUTO D CERTIFICAZIONE DELLA QUALITA

NOTIFIKOVANY ORGAN C. 0546

PRILOHA K OSVEDCENI C. 16655/1

FLOW-METER S.p.A.

SEZNAM PRODUKTU
Odsdavaci jednotky Venturi
Pritokoméry pro anestézii
Systémy na dpravy vakua

Priitokoméry pro medicindglni plyny

Reguldtory tlaku a reguldtory tiaku s pritokoméry
(tvp FM, standardni nebo ambulantni pouziti — Typ MU - Typ EASYCARE)

Zvihéovade pro pouziti ve zdravotnicrvl
Termindlni jednotky pro stlacené medicindini plyny a vakuum a pro sbérné systémy pro anestetické plyny
Reguldtor taku s vdicovym ventilem tvpu MERCURY
Sestavy nizkotlakych hadicek pro pouziti s medicindglnimi plyny
Mobilni inhalacni systémy oxidu dusicného v dusiku (KOMIS 2)
Hadicové systémy pro medicindlni plyny pro pouziti v silnicnich ambulancich

TATO PRILOHA JE BEZ PRISLUSNEHO OSVEDCENT NEPLATNA

PRVNI VYDANI: 08/02/2011
AKTUALNI VYDANI:  07/06/2012

PLATNOST DO: 06/06/2017

Neditelny podpis, Feditel

CERTIQUALITY, INSTITUTO Di CERTIFICAZIONE DELLA QUALITA
Via Gaetano Giardine 4, 201 23 MILANO, tel: 02 8069171, Fax: 02 86465295, cetiquality@certiquality.it, www.certiquality. it

MOD. 5.20 ED 05 010205
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Jako tlumoénik z jazyka anglického jmenovany rozhodnutim
Krajského soudu v Plzni ze dne 21.6.1996 ¢&.j. 468 stvrzuji, Ze
pieklad souhlasi s textem piipojené listiny.

V piekladu jsem provedla tyto opravy... .;.g..ﬂ.,? Y
Tlumodénicky tkon je zapsén pod pof. €./ f"i%?/f 8 ;*??.deniktl.
Odména uctovana za............ stran/y podle pol.&... 5L 7.




