rev.06 ST068
N Spirobank Oxi labeling
MEDICAL INTERNATIONAL RESEARCH 15/11/2021
Product name Spirobank Oxi
Product code 911125xx

Model:SpiroBank OXI  FCC ID:TUKMIR065

A23-E000001  NEST((e.)
1d label 451216 ) o S

MIR via del Maggiolino R ‘ 0476
125 - 00155 Roma - ITALY P22 Em
Rx Only label
provided by MIR
Amount needed 451294
one for each device
Manufacturing
petiod/IFU symbol .
Amount needed 451293 2020 |
one for each device
—
ol A\MIR
Model: Spirobank OXxi
A23-E000001
451216

Intended purpose: spirometer and
oximeter

. (01)08052990321711
FCC ID:TUKMIR065 (21) A23-E000001

70°C 93% 106kPa @
25°C 10% ’ 50kPa _’:

External label
Amount needed 460026
one for each device

REF| 911125P1
(Example only for device MIR spirobank Oxi)

451234

“ N\ MIR Distributed by: c €

MECICAL INTERMATICNAL RESEARCH Easy Medlcal SO|UtI0nS

Model: Spirobank Oxi 0476
Powered by DIGITAL SPIRO Rx ONLY

A23-E000001

911125D0

Intended purpose:

spirometer and oximeter (01)08052990321803
FCC ID:TUKMIR065 (21)A23-E000001

70°C 93% @ 106kPa @
25°C 10% ’ 50kPa
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rev.06 ST068
/' Spirobank Oxi labeling
MEDICAL INTERNATIONAL RESEARCH 15/11/2021
(01)08052990321711
451216 (21)A23-E010001
GUDID label for
USA For Spirobank OXI
Amount needed
one for each serial
number
(01)08052990321803
451234 (21)A23-E010001
For Spirobank OXI EMS customization
The QR code in the GUDID label and in the external label must comply with the following requirements:
QR code type GS1 Datamatrix 128
GTIN Global trade number (01)08052990321711
Serial number (21)A23-ExxxxxX
The bar code of the serial number in the external label must comply with the following requirement:
Bar code type 128 with readable part below
UDI = UDI_DI + UDI_PI
REF Description UDI-DI GTIN Lot Serial Exp Manuf.
Number | date Date
(01) (20) (21) @7) (11)
911125 Spirobank Oxi with reusable turbine 8052990321711 X - -
911125B0 | Spirobank Oxi without reusable turbine 8052990321711 X X - -
911125P1 Spirobank Oxi F/V with reusable turbine 8052990321711 X X - -
911125P0 | Spirobank Oxi F/V without reusable turbine 8052990321711 X X - -
911125S1 | Spirobank Oxi F/V SVC with reusable turbine 8052990321711 X X - -
911125S0 | Spirobank Oxi F/V SVC without reusable turbine 8052990321711 X X - -
911125D0 | Spirobank Oxi F/V SVC without reusable turbine 8052990321803 X X - -
(EMS customization)

Concerning the proper application of the labeling please refer to ILCO038.
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