Arect ICG Sensors Adult med|So

Datasheet

Medizinische Messtechnik GmbH

Specification

Name 41ect ICG Sensors Adult
REF N1209-5 1nr.
Purpose Detection of ICG signals for medis ICG devices in adolescents and
1nr. adults
Application Single use on intact skin 1nr.
Electrode type Ag/AgCL, Latex free 1nr
Line material Foam tape
Size Single Sensor: 50 mm diameter
Double Sensor: 46 mm x 88 mm Lnr.
Stud size 45 mm

Pouch content

2x 4tecr single ICG Sensors, 1% 4tect double Sensor

1nr

Box content

50 pouches

Use before

2 years after production

Environmental

Temperature: 5 ... 28 °C

Conditions keep dry
keep away from sunlight
Dimensions
1nr.
38 mm
F N
+ 88 mm
\ / 4
50 mm 46 mm
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4tect ICG jutikliai suaugusiems

Duomeny lapas

medis.

Medizinische Messtechnik GmbH

Specifikacija
Pavadinimas 4+r ICG jutikliai suaugusiems
REF N1209-5
Paskirtis Paaugliy ir suaugusiyjy ICG signaly aptikimas naudojant medis ICG
prietaisus
Naudojimas Vienkartinis naudojimas ant nepazeistos odos
Elektrodo tipas Ag/AgCL, be latekso

Padengimo medziaga

Putplascio juosta

Dydis

Viengubas jutiklis: 50 mm diametras
Dvigubas jutiklis: 46 mm x 88 mm

Kaisc¢io dydis

4,5 mm

Pakuotés turinys

2x 47ect viengubi ICG jutikliai, 1x 4rect dvigubi jutikliai

DézZutés turinys

50 pakuocCiy

Naudoti iki

2 metai po pagaminimo datos

Aplinkos salygos

Temperatira: 5 ... 28 °C;
laikykite sausoje vietoje,
saugokite nuo saulés Sviesos.

Matmenys
38 mm
A
+ 88 mm
\ / v
< > < L g
50 mm 46 mm
Autoriy teisés | medis Medizinische Messtechnik GmbH Lapai
Failas N1209-5_datasheet_v5 1i81
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ICG Sensor - Labels and Symbols
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Notice of proprietary property:

This document and the information contained in it are the propriatary property of
medis Medizinische Messtechnik GmbH (called medis), llmenau. It may not be copied
or used in any manner for may any of the information in or upon it be used for any
purpose without the expressed written consent of an authorized agent of medis.

Exported:

This file has been exported on 2024-
Mar-15 as copy of an electronic
document. The original document is
located in the medis document
management system.
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med i S. ICG Sensor - Labels and Symbols

1 Meta-Information

1.1 Approval

Versio Date*) Last modified by Document Status
n
2 2023-Nov-03 Manuela Hagedorn ICG Sensor - Labels and Symbols ° Released

*) The date represents the date the document was given for review. See version history below for further approval
information.

1.2 Product/ Software

Product name ICG Sensor Hardware Version 1

Software Version -

1.3 Version History

Version Date Created/Changed by Description
1 2023-JUN-26 Manuela Hagedorn Initial creation as extraction of "Technical Data" labeling information from
Ueb - ICG Sensor (v14)
« N1201-5 and N1209-5 pouch labels updated
« N1201-5 box label updated
2 2023-NOV-03 Manuela Hagedorn Box labels updated:

+ languages added: pt/pt-br, cn, ko
« Order of UDI data identifiers updated

Pouch labels updated:
« Order of UDI data identifiers updated

Release Table

Version Date*) Author or Approver Status **)

1 2023-Jun-26 Manuela Hagedorn REVIEWED
1 2023-Jun-26 Susann Balling m
2 2023-Nov-03 Manuela Hagedorn REVIEWED

2 2023-Nov-03 Susann Balling RELEASED

Version numbers can increase during the approval process
**) Status: Draft, Reviewed, Released

Copyright: medis Medizinische Messtechnik GmbH Meta-Information-3/11
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medis.

1.4 Addressees and Intention of this Document

This document is for the manufacturing teams and defines the labeling requirements for the ICG sensors.

1.5 Relevant Documents

No Document Description

1 LIS - Glossar / LIS - Glossary Company-specific definition of terms and definitions

2 ICG Sensor - Content of Technical File = Links between the versions of documents in the technical file (e.g. this one) and the product
versions.

3 ICG Sensor - Instructions for Use Instructions for use of the ICG Sensors

2 Scope

This document outlines the necessary labeling for the ICG sensors.

Copyright: medis Medizinische Messtechnik GmbH Scope-4/11


https://intranet.medis-de.com/confluence/display/QM/LIS+-+Glossar
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https://intranet.medis-de.com/confluence/display/Ueb/ICG+Sensor+-+Instructions+for+Use

med iS. ICG Sensor - Labels and Symbols
3 Labeling ICG Sensor

3.1 ICG Sensor

ICG Sensor (N1209-5) 1nr. ICG Sensor (1201-5)

Illustration of the sensors: two sensors in front view (left) and two in
back view (right)

Illustration of the sensors: all sensors in front view (top) and back view
(bottom)

Copyright: medis Medizinische Messtechnik GmbH Labeling ICG Sensor-5/11
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3.2 Pouch Label

ICG sensor pouch label indicating the model, manufacturer and manufacturing information, as well as the CE mark and safety symbols:

ICG Sensor (N1209-5) 1nr
Pouch Label 170 x70 mm
41ect ICG Sensors Aduilt 20+18/E7 N1209-5 [
\g/Ag!
230601
-
[} 8 [MD] M 2023-06
— (01)04260667445255
(11)230601
CE | 2oom0s [
- @ S, Medixirg:}gdelsgrgkcmtm
2| 10em Phone: +49-3677-46 29 0
® @_ Fax.  +49-3677-46 29 29
mail It medi mpan
g Womsrvon somensar g
& 98693 llmenau, Germany
“© d
H e » Wi medis company
Version v6/2023
Source file N1209-5_Package_v6-2023.svg

Copyright: medis Medizinische Messtechnik GmbH
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medis. ICG Sensor - Labels and Symbols

Information to be « LOT number
changed for each LOT + Date of manufacture
« Use-by date
« UDI (data matrix and human-readable)

Copyright: medis Medizinische Messtechnik GmbH Labeling ICG Sensor-7/11
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3.3 Box Label

Box label of ICG Sensors:

ICG Sensor - Labels and Symbols

ICG Sensor (N1209-5) 1nr. ICG Sensor (1201-5)
Box Label 147 x 104 mm 147 x 104 mm
Inhalt | H Inhalt i
41ect ICG Sensors Adult commar 50 X |/ ICG Sensors Adult professional conms 50 X I/
Einmal-IKG-Sensoren fiir Erwachsene Ag/AgCI Einmal-IKG-Sensoren fiir Erwachsene Ag/AgCl
Disposable ICG Sensors for adults Disposable ICG Sensors for adults
Sensori ICG monouso per adulti Sensori ICG monouso per adulti
Capteurs ICG & usage unique pour adultes Capteurs ICG a usage unique pour adultes
Sensores ICG desechables para adultos Sensores ICG desechables para adultos
Sensores de ICG descartaveis para adultos Medizinprodukt Klasse | Sensores de ICG descartaveis para adultos Medizinprodukt Klasse |
P! "
AFRAN—XIEICCERSS Medical device class | ATFHAN—RXIEICGERREE ~ Medical device class |
Aolg 23| |CG MA Dispositivo medico di classe | Mol U2 ICG MM Dl_sposmvo medico di classe |
= ° = Dispositif médical de classe | Dispositif médical de classe |
Dispositivo médico de clase | Dilsjpositiy:? medi(éz_) de f:lase :
Dispositivo médico classe | Ispositivo medico classe
ot RE e - - [ RS
N1209-5 o1z 719 Gl REF| N1201-5 CESEEY
230601 ce 231116 : ce
&, 2023-06 (01)04260667445248 @ 2023-11 (01)04260667445200
(11)230601 - 211))231101 -
17)250 . 17)251031 d
2 202505 (1mpsos wmediSe w  2025-10 (loesteas «lMmediSe
Medizinische Messtechnik GmbH Medizinische Messtechnik GmbH
Phone: +49-3677-46 290 Phone: +49-3677-46.290
e 1, Fox | wi937r462929 B e e Eml: salos@mediscompany
‘ \ " : o oSy : .
. [:Ii] ® SR />.§ azfgerjzfssgmziwssgfrngpany o I::l’i] ® /ﬂ/éz F T //.Y @ gv\éesrgn;r[.von-smgens-sns
. I 5°C, menau, Germany
3 &
['4
Version v3/2023 v4/2023
Source files boxlabel _N1209-5_v3-2023.svg boxlabel _N1201-5_v4-2023.svg
Information to be changed + LOT number
for each LOT + Date of manufacture

« Use-by date
« UDI (data matrix and human-readable)

Copyright: medis Medizinische Messtechnik GmbH
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med is ICG Sensor - Labels and Symbols
[ ]

Product description de, en, it, fr, es, pt/pt-br, cn, ko de, en, it, fr, es, pt/pt-br, cn, ko
languages

Labeled box (example)

Example of labeled box containing 50 pouches

Example of labeled box containing 50 pouches

Note: The image may show an older version of the box label and is for illustration purposes

Note: The image may show an older version of the box label and is for illustration purposes only. Always use the latest version of the box labell

only. Always use the latest version of the box label!

Copyright: medis Medizinische Messtechnik GmbH Labeling ICG Sensor-9/11
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4 Explanation of Used Symbols

Symbol Comment
r Ij Manufacturer
L i
d [|j Date of manufacture
L -
Use-by date

a ! Reference number
L -

r A

Batch number

LOT

L -
r \\‘// B Keep away from sunlight
ZIN
/\\
a
L -
a ‘0 Keep dry

Temperature limit

Do not re-use

g :[ - Consult instruction for use
L _

Not contains or presence of natural rubber latex

Copyright: medis Medizinische Messtechnik GmbH Explanation of Used Symbols-10/11
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(]

Symbol Comment

Medical device

MD

C € CE mark

Copyright: medis Medizinische Messtechnik GmbH Explanation of Used Symbols-11/11
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ICG jutiklis. Etiketés ir simboliai.

Autoriy teisés: medis Medizinische Messtechnik GmbH

Pranesimas apie nuosavybés teise priklausancia nuosavybe:

Sis dokumentas ir jame pateikta informacija yra medis Medizinische
Messtechnik GmbH (toliau - medis), Ilmenau, nuosavybé. Jo negalima
kopijuoti ar naudoti bet kokiu budu, taip pat negalima naudoti jokios
jame esancios informacijos be rastisko medis jgalioto atstovo
sutikimo.

Eksportavimas:

Sis failas buvo eksportuotas
2024-03-15 kaip elektroninio
dokumento kopija. Dokumento
originalas yra medis dokumenty
valdymo sistemoje.
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medIS. ICG jutiklis. Etiketés ir simboliai.

1 Meta-informacija

1.1 Patvirtinimas

Versi Data *) Paskutinj Dokumentas Busena
ja pakeitima atliko
2 2023-11-03 Manuela Hagedorn ICG jutiklis. Etiketés ir simboliai. Q I&leista

*) Data rodo dokumento pateikimo perzilrai data. Daugiau informacijos apie patvirtinima rasite
toliau pateiktoje versijos istorijoje.

1.2 Produktas / programineé jranga

Produkto pavadinimas  ICG jutiklis Techninés jrangos versija 1

Programinés jrangos --

versija
1.3 Versijos istorija
Versija Data Sukureé / atliko Aprasymas
keitimus
1 2023-06-26 Manuela Hagedorn Pirminis sukdrimas - ,Techniniy duomeny®" zenklinimo
informacijos iSgavimas i$
Ueb - ICG Sensor (v14)
+ Atnaujintos N1201-5 ir N1209-5 pakuodiy, etiketés
+ Atnaujinta N1201-5 dézutés etiketé
2 2023-11-03 Manuela Hagedorn Atnaujintos dézudiy etiketés:
+ pridétos kalbos: pt/pt-br, cn, ko
+ Atnaujintas UDI duomeny, identifikatoriy, eiliSkumas.
+ Atnaujintos pakuociy etiketés.
+ Atnaujintas UDI duomeny identifikatoriy eiliSkumas.
ISleidimo lentelé
Versija Data *) Autorius arba tvirtintojas Busena **)
1 2023-06-26 Manuela Hagedorn PERZIURETA
1 2023-06-26 Susann Balling ISLEISTA
2 2023-11-03 Manuela Hagedorn PERZIURETA

2 2023-11-03 Susann Balling ISLEISTA

Patvirtinimo proceso metu versijy numeriai gali padidéti.
**) Blsena: Juodrastis, perzitréta, iSleista.

Autoriy teisés: medis Medizinische Messtechnik GmbH Meta-informacija - 3 / 11



medIS. ICG jutiklis. Etiketés ir simboliai.

1.4 Sio dokumento adresatai ir paskirtis

Sis dokumentas skirtas gamybos grupéms ir apibrézia ICG jutikliy zenklinimo reikalavimus.

Susije dokumentai

Nr. Dokumentas Aprasymas

1 LIS - Glossar / LIS - Glossary  Kompanijai bldingi terminai ir apibréztys.

2 ICG Sensor - Content of Sasajos tarp techninés bylos dokumenty versijy (pvz., Sios bylos) ir gaminio
Technical File versijy.

3 ICG Sensor - Instructions for ICG jutikliy naudojimo instrukcijos
Use

2 Apimtis

Siame dokumente aprasomas batinas ICG jutikliy Zenklinimas.

Autoriy teisés: medis Medizinische Messtechnik Apimtis -4/ 11



medis. ICG jutiklis. Etiketés ir simboliai.
3 ICG jutiklio Zzenklinimas

3.1 ICG jutiklis

ICG jutiklis (N1209-5) ICG jutiklis (1201-5)

Jutikliy iliustracija: dviejy jutikliy vaizdas i$ priekio
(kairéje) ir is galo (desinéje).

Jutikliy iliustracija: visy jutikliy vaizdas i$ priekio (virsuje)
ir i$ galo (apacioje).

Autoriy teisés: medis Medizinische Messtechnik GmbH ICG jutiklio zenklinimas - 5/ 11
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3.2 Pakuoteés etiketé

ICG jutiklis. Etiketés ir simboliai.

ICG jutiklio pakuotés etiketé, kurioje nurodyta modelio, gamintojo ir gamybos informacija, taip pat CE Zenklas ir saugos simboliai

ICG jutiklis (N1209-5)

Pakuotés etiketé 170 x 70 mm

47 ICG Sepgors_;xxdun 2118*&

- =

[ ® o ._MD ol
A ® 6 il
CE - 202505 !

REF| N1209-5
[LoT] 230601

2023-06

s medise

Mediginische Messtochnik GmbH

o] &
® a1 | 10 cm
N CE
2 I« { 10cm } >
Versija v6/2023

Saltinio failas N1209-5_Package_v6-2023.svg

Autoriy teisés: medis Medizinische Messtechnik GmbH
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ICG jutiklis (1201-5)

120 x 170 mm

ICG Sensors Adult professional

40/ F‘h'r

AglAgCl

e

Eﬂ N1201-5
__LOT_ 231116

® 2

v5/2023

N1201-5_Package_v5-2023.svg

X [ mo sdmedise
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medis. ICG jutiklis. Etiketés ir simboliai.

Partijos numeris

Pagaminimo data

Naudokite iki nurodytos datos

UDI (duomeny matrica ir perskaitoma)

Informacija, kuri
turi buti pakeista
kiekvienai partijai

Autoriy teisés: medis Medizinische Messtechnik GmbH ICG jutiklio zenklinimas - 7 / 11
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medis.

3.3 Dézutés etiketé
ICG jutikliy dézutés etiketé:

ICG jutiklis (N1209-5) ICG jutiklis (1201-5)

147 x 104 mm 147 x 104 mm

Dézutés etiketé

ICG Sensors Adult professional

Einmal-IKG-Sensoren fiir Erwachsene
Disposable ICG Sensors for adults

Sensori ICG monouso per adulti

Capteurs ICG a usage unique pour adultes
Sensores |CG desechables para adultos
Sensores de ICG descartaveis para adultos

4-ec7 ICG Sensors Adult conrat 50 X [/

AglAgCI

Medizinprodukt Klasse |
Medical device class |

.. Inhalt 50 X E‘/

AglAgCI

Medizinprodukt Klasse |
Medical device ciass |

Einmal-IKG-Sensoren fiir Erwachsene
Disposable ICG Sensors for adults

Sensori ICG monouso per adulti

Capteurs ICG a usage unique pour adultes
Sensores |CG desechables para adultos
Sensores de ICG descartaveis para adultos

BTFEAN—RIEICCERE
el LI 8 ICG A

28°C

Dispositive medico di classe |
Dispositif médical de classe |
Dispositive médica de clase |

Phone: +49-3677-46 200
Fax:  +49-3677-46 29 20

AFRAN—RIEICGIEREE
HYE Y ICG UM

28°C

Dispositive medico di classe |
Dispositif médical de classe |
Dispositive médico da clase |

Dispositiva médica r;las_sg I Dispositivo médico :las\se |
nizoes vzovs B
230601 C€ 231116 ] C€
&I 2023-06 (01)04260667445248 &I 2023-11 (01)04260667445200
(11230601 w (1)231101 &
& 202505 i wmedise 2 202510 s wmedise
Medizinische Messtechnik GmbH Medizinische Messtechnik GmbH

Phone; +45-3677-46 200
Fax,  +49-3677-46 20 29

B2F il -Q;’/ Email: sales@medis.company B2°F i, &-.‘;” Email: sales@medis.company
@ -1 \Werner-von-Siamens-Sir.8 ] - Wernar-von-Siamens-Sird
§ 5°C A\ GBEO3 imenau, Germany g 5°C A\ 98503 Bmenau, Germary
5 41°F L www.medis.company - 41°F L ‘www.medis company
H H
© w©
Versija v3/2023 v4/2023

Saltinio failai

Informacija, kuri turi
buti pakeista
kiekvienai partijai

boxlabel _N1209-5_v3-2023.svg

+ Partijos numeris

Pagaminimo data

+ Naudokite iki nurodytos datos

UDI (duomeny matrica ir perskaitoma)

Autoriy teisés: medis Medizinische Messtechnik GmbH
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medis. ICG jutiklis. Etiketés ir simboliai.

Gaminio de, en, it, fr, es, pt/pt-br, cn, ko de, en, it, fr, es, pt/pt-br, cn, ko
aprasymo

kalbos

Dézuté su etiketémis
(pavyzdys)

PaZenklintos dézutés su 50 pakuociy pavyzdys PaZenklintos déZutés su 50 pakuociy pavyzdys

Pastaba. Iliustracijoje gali blti pavaizduota senesné dézutés etiketés Past:ab_a."IIiustn‘.a_cijoje gali b.Uti pquiz_duo.ta sengsn{a dezutes etik_etés
versija ir ji pateikiama tik kaip vaizdiné priemoné. Visada naudokite versija ir ji P?te'.k'ama t”.< kaip Y?'dee priemone. Visada naudokite
naujausia dézutés etiketés versija! naujausia dézutes etiketés versija!

Autoriy teisés: medis Medizinische Messtechnik GmbH ICG jutiklio zenklinimas - 9 / 11



medls. ICG jutiklis. Etiketés ir simboliai.
4 Naudojamy simboliy paaiskinimas

Simbolis Komentaras

g Ij Gamintojas

L -

" [|—' Pagaminimo data
| |

Naudokite iki nurodytos datos

g ! Referentinis numeris
L _
g ! Partijos numeris
L _
r B . . v .
\\:// Saugokite nuo saules Sviesos
//l -_
A\
]
L _
T, ,".’—' Laikkite sausoje vietoje

Temperaturos ribos

Nenaudokite pakartotinai

L _
r B Skaitykite naudojimo instrukcijas
L _

@ Sudétyje néra natdralaus kauciuko latekso

Autoriy teisés: medis Medizinische Messtechnik GmbH Naudojamy simboliy paaiskinimas - 10 / 11



medIS. ICG jutiklis. Etiketés ir simboliai.

Simbolis Komentaras

Medicinos prietaisas

MD

c € CE ?yma

Autoriy teisés: medis Medizinische Messtechnik GmbH Naudoja 1/11





