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DICHIARAZIONE DI CONFORMITA' CE
AN MIR

DECLARATION OF CONFORMITY rev.1

DICHIARAZIONE DI CONFORMITA’ CE

DECLARATION OF CONFORMITY CE

(Allegato II escluo par.4)
(annex IT exclirding par.4)

MIR - Medical International Reseatch S.p.A. fabbricante del seguente dispositivo:
MIR - Medical International Research 8.p.A. manufaciurer of the following device:

Tipo Turbina monouso con boccaglio in carta
Type Disposable turbine with cardboard mouthpiece
Marca MIR - Medical International Research
Brandname

Nome Dispositivo FlowMIR

Device nawe

Classe di rischio IIa
Risk Class

dichiara che questo & conforme ai Requisiti Essenziali della Direttiva 93/42 sui Dispositivi
Medici e successive modifiche, e al D.Lgs 46/97 e successive modifiche ed integrazioni.

La presente dichiarazione & basata sul Certificato CE n. MED 9826 emesso da Kiwa Cermet
Italia s.p.a., Via Cadriano 23, 40057 - Granarolo dell'Emilia (BO), Ente Notificato n.0476.

La presente dichiarazione viene emessa in conformita alla Direttiva 93/42 e sotto la sola
responsabilita del fabbricante.

hereby declares that it complies with the Essential Requirements of directive 93 /42/ EEC conterning Medical Devices, and
its amendments, and its transposition in the Menzher States.

This declaration is made on the basis of the CE Certificate n. MED 9826 isswed by KIW.A CERMET ITALLA
sp.a, Via Cadriano 23, 40057 - Granarolo dell' Emilia (BO), Notified Body 1. 0476.

This declaration is issued in compliance with Directive 93 /42 and wnder the sole vesponsibility of the mannfacturer.

Y

Roma, (9.05.2022
Lugo, data
Place, date

Amministratore Delegato
Chief Excecutive Officer
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AN MIR ATITIKTIES DEKLARACIJA

Perz. 1

CE ATITIKTIES DEKLARACIJA
(IT priedas, iSskyrus 4 dalj)

MIR — Medical International Research S.p.A. toliau nurodyty prietaisy gamintojas

Tipas: Vienkartinés turbinos su kartoniniais kandikliais

Prekeés zenklas: MIR — Medical International Research

Prietaiso pavadinimas: FlowMIR

Rizikos klasé: Ila

Siuo dokumentu skelbia, kad prietaisai atitinka esminius direktyvos 93/42/EEB bei jos papildymy ir
perkelimo | Valstybes Nares dél medicinos prietaisy reikalavimus.

Si deklaracija parengta remiantis KIWA CERMET ITALIA s.p.a., Via Cadriano 23, 40057 — Granarolo

dell’Emilia (BO), notifikuotosios jstaigos nr. 0476, CE sertifikatu nr. MED 9826.
Si deklaracija i$leista atsizvelgiant 1 93/42 direktyva ir yra gamintojo atsakomybéje.

Roma, 2022-09-05 /paraSas/
Vieta, data Giovanni Carlino
Direktorius
ISversta teisingai pagal mano Zinias ir jsitikinimus. Tekstas yra i§verstas teisingai ir tiksliai bei be pakeitimy prasméje. Vi
AS esu uztikrintas, kad lietuviy kalbos vertimas atitinka originaly dokumenta. {\ 5
\ \:’Ll“’\" =
Vaidas Vilmantas (MB ,,Beikeris“, jm .k. 304539005)
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flowMIR"

Disposable Turbine Flowmeter,

Vienkartiné turbina su
kandikliu

wiIth Caraboara moutnpiece

The original and Patented disposable
sensor, with turbine technology

wl MIR

910004 Medical International Research Sir.l.
A\\ M I R Via del Maggiolino 125,

oY
L%

00155 Roma - Italy

P. 4390622754777
F.  +390622754785
@  mir@spirometry.com
W. www.spirometry.com

USA - MIR USA, Inc.
FlowMIR 1900 Pewaukee Road, Suite D
Disposable Turbine Jvaukesha WIS3186

P +1(262)565-6797

with Cardboard F. +1(262)364-2030

Mouthpiece @  mirusa@spirometry.com
TF. 844-464-7872

AN\MIR | emasl Opvev

MEDICAL INTERNATIONAL RESEARCH


http://www.spirometry.com/
https://www.facebook.com/MIRmedical
https://www.linkedin.com/company/mir-medical/
https://twitter.com/MIRmedical
https://www.youtube.com/channel/UCILSpO_1MlUBgKcCDiIMhNw
https://vimeo.com/user44650671/albums
Remigijus.S
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Vienkartinė turbina su kandikliu


MAIN features

/;“\' _‘\'\ / “\“.
B ACCURATE ‘% PORTABLE % CLEAN
Compliant with ATS/ERS Not affected by air Physically isolated from
accredited Spirometry pressure, humidity, inspiration and expiration
Gu:jdellne.s,hlncludmg 22033 temperature and viscosity. flows. Reduce cross-
update with accuracy 2,97 No need for a weather contamination risk
station.

Factory calibrated, no need
for daily calibration check.

o N e
i FlowMIR
E!%?jg1u'a‘m o Disposable Turbine with

Cardboerd Moathpiece Cardboard Mouthpiece

‘‘‘‘‘‘ v Easytoreplace
stire | s e i puc e ol

+ Singlepackaging

.................

Available in a 60 pcs or Each turbine is Factory calibrated, no Hygienically sealed, no
10 pcs carton box. Easy individually sealed into need for calibration need for cleaning
to store. Easy to carry. an easy-to-open equipment and equipment and

No expiration date. plastic bag. calibration procedure maintenance procedures

Also AVAILABLE

N\ Without cardboard mouthpiece (code 910001.).

\ Compatible with disposable Anti-Viral filters (code
910302).




Sensor Flowmeter OVERVIEW

Pneumotach Ultrasonic
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Affected by air pressure,
humidity, temperature and viscosity
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Affected by water condensation
in expiration
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Yes No
Risk of "measurement drift" NONE HIGH . VERY HIGH
of the original signal (Infrared Sensor) (Transducer + Filter) (Transducer + Control +
Filter)

Complete physical isolation of
the sensor from inspiration and

expiration

Calibration Required

PLAY VIDEO
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VISIT WEBSITE -::5\3

TECHNICAL Datasheet -..

Product Code 910004

Dimension Packaging

External diameter @33.3 mm Packaging type clean, not sterile
Internal diameter @ 30.5 mm Pieces per box 10/60 pieces

Length 41.5 mm Pieces per pallet 4800(480 boxes)/
Thickness 2 mm 4200 pieces (70 boxes)
weight 20.29¢g Phthalates free

Mouthpiece @ 30 mm (1.18 inches) latex free

Material Certificates & Registration

Transparent part
Deflector

Blade
Mouthpiece

LEXAN 121R (policarbonate)
LEXAN 121R (policarbonate)
HOSTAFORM C52021

pure cellulose or paper

CE class IIa

CE certificate MED 9826
CND code 712150180
GMDN code 46906


https://youtu.be/uPajETZZM6E
https://www.spirometry.com/turbine/
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