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Use of Symbols to Indicate Compliance with the MDR
November 2021

Version 3.0 (replaces version 2.0 of December 2019)

The Medical Devices Regulation 2017/745/EU (‘MDR’) has new requirements that ask for various
kinds of information to be indicated on the label of medical devices. Originally, the present guidance
was developed to support compliance with labelling requirements of the MDR in a harmonised
manner before the publication of 1ISO 15223-1: 2021 Medical devices — Symbols to be used with
information to be supplied by the manufacturer — Part 1. General requirements, which has now
been published (July 2021). Therefore, the present guidance has been updated to align with the new
ISO 15223-1:2021.

For information on use of symbols mentioned in the present document ISO 15223-1: 2021 should
be consulted.

The present guidance covers the following:

1. Medical device

2. Contains human blood or plasma derivatives

3. Contains a medicinal substance

4, Contains hazardous substances

5. Contains biological material of human origin

6. Contains biological material of animal origin

7. Sterilized using vaporized hydrogen peroxide

8. Translation

9. Repackaging

10. Single Patient Multiple use

11. Single sterile barrier system

12. Double sterile barrier system

13. Single sterile barrier system with protective packaging inside
14. Single sterile barrier system with protective packaging outside
15. Importer

16. Distributor

17. Unique Device Identifier

18. Contains nano materials

Additionally, in Annex Il of the present guidance MedTech Europe recommends symbols to be used

with patient implant card.
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Disclaimer

This “Use of Symbols to Indicate Compliance with the MDR” guidance (the “document”) has been
prepared by MedTech Europe based on information collected from both MedTech Europe members
and the public domain. While MedTech Europe considers the information herein to be reliable it
makes no warranty or representation as to its accuracy, completeness or correctness. The
document is intended for informational purposes only and should not be construed as legal advice

for any particular facts or circumstances.

MedTech Europe cannot be held liable for any discrepancy between the present guidance nor for
any discrepancy in terms of translations of ISO15223-1:2021 by regional or national standards
bodies. As such MedTech Europe is not responsible for any damage or loss incurred by any of its
members or any third party acting based on the contents of the document.

MedTech Europe has been given a permission by the Belgian standardisation body NBN (Bureau

de normalisation) to use in this document symbols included in ISO 15223-1(2021) Medical devices

— Symbols to be used with information to be supplied by the manufacturer — Part 1: General

requirements.

Please note that this document is not a standard or normative document and all official standards
referenced in this publication are available at NBN.

MedTech Europe reserves the right to change or amend the document at any time without notice.

Why symbols?

There are 24 official languages in Europe, which creates a necessity to translate the information provided
on the labels into multiple languages, depending on where the device is made available. This requirement
can be dealt with by using symbols. The use of symbols on the label as an alternative to written language
is permitted in the MDR regulation: Annex 1, chapter Ill, 23.1. h). Symbols are efficient, cost saving and
internationally understood concepts to convey the required information to the user of a medical device.

MDR legislative references

Annex 1, chapter lll, paragraph 23.2 ‘Information on the label’ outlines what must be included on the label

and serves as the legislative reference for the following symbols:
The symbols below can either be found on the ISO Online Browsing Platform (https://www.iso.org/obp) or

in ISO 15223-1:2021. If a symbol is registered in ISO 7000 its numerical reference is included next to the
symbol title. Otherwise, symbols not registered in ISO 7000 are found only within ISO 15223-1:2021.
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1. Medical device
MDR, Annex 1, 23.2, g.

2. Contains human blood or plasma derivatives (3701)
MDR, Annex 1, 23.2, e.

3. Contains a medicinal substance (3702)
MDR, Annex 1, 23.2, e

4. Contains hazardous substances (3723)
MDR Annex 1, 23.2.(f)
Note:
For additional guidance on how to provide information (e.g. in the Instructions for Use) on CMR/ED
substances present in the medical device, materials or parts thereof, please consult MedTech Europe’s
guidance on ‘MDR Requirements on Hazardous Substances’ (section on labelling). This guidance is
internal and available to MedTech Europe members only.

5. Contains biological material of human origin (3700)
MDR, Annex 1, 23.2, e.
This symbol indicates that the medical device to which it is affixed contains tissues or cells, or their
derivatives, of human origin

6. Contains biological material of animal origin (3699)
MDR, Annex 1, 23.2, e.
This symbol indicates that the medical device to which it is affixed contains tissues or cells, or their
derivatives, of animal origin.

7. Sterilized using vaporized hydrogen peroxide
MDR, Annex I, 23.2, |. (method of sterilization)

8. Translation (3728) & 9. Repackaging (3727)

e MDR Art. 16, point 3 requires these activities to be mentioned on the device/ its packaging or
accompanying document: A distributor or importer that carries out any of the activities
mentioned in points (a — includes translation) and (b - includes repackaging) of paragraph 2 shall
indicate on the device or, where that is impracticable, on its packaging or in a document
accompanying the device, the activity carried out together with its name, registered trade name or
registered trade mark, registered place of business and the address at which it can be contacted,
So that its location can be established.’

These symbols have been developed for use by such entities to facilitate their compliance with the MDR

10. Single Patient — Multiple use (3706)
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e Medtech Europe recommends use of the present symbol for ‘Single patient - multiple use’ meaning.
This symbol is part of the 1ISO 152231 standard and a part of the ISO 7000 database. Its use is
supported by references in the ISO and IMDRF documents.

° References made in_ISO 20417: 2021 Medical devices — Information to be supplied by the

manufacturer and IMDRF 2019”Principles of Labelling for Medical Devices and IVD Medical
Devices”, Art. 5.2.18:

11. Single sterile barrier system (3707)

12. Double sterile barrier system (3704)

13. Single sterile barrier system with protective packaging inside (3708)

14. Single sterile barrier system with protective packaging outside (3709)

MDR Annex | GSPR 23.3. “information on the packaging which maintains the sterile condition of a device
(‘sterile packaging’) and concretely point a) of that section: “’an indication permitting the sterile packaging
to be recognised as such” form the requirement for which these four symbols have been developed.

15. Importer (3725) & 16. Distributor (3724)

Importer and Distributor have new obligations under the MDR, which include for instance indication on the
label of their activities with regards to repackaging and translation (MDR Art.16). These symbols were
developed to facilitate MDR compliance.

17. Unique Device Identifier
MDR 2017/745 — Annex VI, Part C The UDI System, 4. UDI Carrier, 4.5. “’When AIDC carriers other than
the UDI carrier are part of the product labelling, the UDI carrier shall be readily identifiable.”

18. Contains nano materials (3703)

MDR pays increased attention to nano materials (for instance Annex | GSPR, chapter II, Art.10.6) and,
while not formally requesting that specific information regarding nano materials needs to be indicated on
the label, the creation of this symbol is considered useful.

Symbol validation & process

MedTech Europe performed a validation of symbols 1,2,4-6,8-10 above according to the ISO (International
Standardisation Organisation) 15223-2 process (ISO 15223-2:2010-01 Medical Devices — Symbols to be
used with medical device labels, labelling, and information to be supplied — Part 2: Symbol development,
selection and validation). The validation was run in five languages in multiple geographies and included
patients and healthcare providers. MedTech Europe members performed validation of the remaining new
symbols in line with the above-mentioned ISO 15223-2 process.
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All symbols are scalable and recognizable at 5 mm height (the same minimum height required for the CE
Mark). They will ensure that medical devices comply with the MDR in an efficient manner and will clearly
communicate the relevant information to end users such as healthcare professionals and patients.

Based on the validation results and the 1ISO TC 210 WG 03 feedback, in May 2019 MedTech Europe
presented the symbols in Annex | of this document with descriptions in all 24 EU official languages, which
was followed in December 2019 with an updated version of this guidance (including minor changes to the
symbols — listed in Annex IlI).

A note on the use of symbols

In the European Union, these symbols must be described in the Instructions for Use in line with the
MDR 23.1. h) until they are published in a harmonised European standard. Note that jurisdictions
outside of the EU may have different requirements regarding the ‘Information to be Supplied by the

Manufacturer’.

When using the template provided in the annex:

¢ |f some of the symbols are not needed for your particular needs, you can drop all or some of the symbols
from the list, but MedTech Europe strongly recommends you to keep always the same order as
shown on the attached listing. Always using the same order by the manufacturer will speed up user
recognition and acceptance of the symbols and their meaning.

e Please make sure you always use the same titles as given in 1SO 7000 or ISO 15223-1:2021 (to
avoid any confusion amongst users).
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Symbol designs, titles, and translations
All symbols included in this document are to be found in ISO 15223-1 (2021) 2021 Medical devices —
Symbols to be used with information to be supplied by the manufacturer — Part 1. General requirements.

MD

en

Contains human blood or plasma
derivatives

de

Enthdlt menschliches Blut oder
Plasmaderivate

fr

Contient du sang humain ou des
dérivés du plasma

bg

Cv0bpHa YO8EWKU KPBbBHU UAU
nAa3mMeHU Npou3eooHU

Cs

Obsahuje lidskou krev nebo derivdty
plazmy

da

Indeholder humant blod- eller
plasmaderivat

el

Mepléxet avBpwrmivo alua n
Tapdywyo TAdOUATOC

es

Contiene sangre humana o
derivados de plasma

et

Sisaldab inimese vere véi plasma
derivaate

fi

Sisdltdd ihmisen veren tai plasman
johdannaisia

hr

SadrZi ljudsku krv ili derivate plazme

hu

Emberi vért vagy plazma-
szdrmazékokat tartalmaz

Contiene sangue umano o derivati
del plasma

Sudétyje yra Zmogaus kraujo arba
plazmos preparaty

Satur cilvéka asinis vai plazmas
atvasinajumus

Bevat menselijk bloed of
plasmaderivaten

en | Medical Device

de | Medizinprodukt

fr | Dispositif médical

bg | MeduuuHcko usdenue
cs | Zdravotnicky prostfedek
da | Medicinsk udstyr

el | latpoteyvoAoyiko mpoiov
es | Producto sanitario

et | Meditsiiniseade

fi | Lddkinndllinen laite

hr | Medicinski proizvod

hu | Orvostechnikai eszkéz

it | Dispositivo medico

It | Medicinos priemoné

v | Mediciniska ierice

nl | Medisch hulpmiddel

no | Medisinsk utstyr

pl | Wyréb medyczny

Inneholder humant blod eller
plasmaderivater

www.medtecheurope.org
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pt

Contém sangue humano ou
derivados de plasma

ro

Contine sdnge uman sau derivate
din plasma

ru

Codepxum Kposb Yyesn08eKa unau
npou3soo0Hble naa3mel

sk

Obsahuje ludsku krv alebo derivdty
plazmy

sl

Vsebuje derivate ¢loveske krvi ali
plazme

Sr

Cadpxu mydCcKy Kpe uau depusame
naasme

SV

Innehdller humant blod eller
plasmaderivat

tr

insan kani veya plazma tiirevleri
icerir

en

Contains hazardous substances

de

Enthdélt Gefahrstoffe

fr

Contient des substances
dangereuses

debp}fca ornacHu eewecmea

Obsahuje nebezpecné latky

Indeholder farlige stoffer

Meptéxet emikivduvn ovoia

Contiene sustancias peligrosas

Sisaldab ohtlikku ainet

Sisdltdd vaarallisia aineita

Sadrzi opasne tvari

Veszélyes anyagot tartalmaz

Contiene sostanze pericolose

pt | Dispositivo médico

ro | Dispozitiv medical

ru | MeduuyuHckoe uszdenue

sk | Zdravotnicka pomécka

sl | Medicinski pripomocek

sr | MeduyuHcKo cpedcmeo

sv | Medicinteknisk produkt

tr | Tibbi cihaz

en | Contains a medicinal substance
de | Enthdlt ein Arzneimittel

fr | Contient une substance médicinale
bg | CvObpra nekapcmeeHo sewjecmeo

cs | Obsahuje Iécivou latku

da | Indeholder et lzegemiddel

el | MMeplexel apuakeuTiky ovaia

es | Contiene una sustancia medicinal

et | Sisaldab raviainet

fi | Sisdltdd lddkeainetta

hr | Sadrzi ljekovitu tvar

hu | Gydgyszert tartalmaz

it | Contiene una sostanza medicinale
It | Sudétyje yra vaistinés medZiagos
Iv | Satur zales

Sudétyje yra pavojingy medZiagy

www.medtecheurope.org
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nl

Bevat een geneesmiddel

no

Inneholder et medisinsk stoff

nl

Bevat gevaarlijke stoffen

Zawiera substancje leczniczg

pt

Contém uma substdncia medicinal

ro

Contine o substantd
medicamentoasd

ru

Codepxwum fekapcmeeHHoe
geuecmeo

sk

Obsahuje liecivu latku

sl

Vsebuje zdravilno ucinkovino

Sr

Caodpxcu nekosumy cyncmaHuy

SV

Innehdller ett Ickemedel

tr

Tibbi bir madde icerir

en

Contains biological material of
human origin

de

Enthdlt biologisches Material
menschlichen Ursprungs

fr

Contient une substance biologique
d’origine humaine

bg

CvObprca 6Uos02U4YeH Mamepuan om
YoB8eWKU npou3xoo

CS

Obsahuje biologicky materidl lidského
plvodu

da

Indeholder biologisk materiale af human
oprindelse

el

Mepiéxet BloAoytko vUALkO
avipwmnivng mpogAeuong

es

Contiene material bioldgico de origen
humano

et

Sisaldab inimpdritolu bioloogilist
materjali

fi

Sisdltédd ihmisperdistd biologista

materiaalia

no | Inneholder farlige stoffer

pl | Zawiera niebezpieczne substancje

pt | Contém substdncias perigosas

o Contine substante periculoase

u Codepxum onacHele seujecmsa

sk | Obsahuje nebezpecné Iatky

sl | Vsebuje nevarno snov

sr | Cadpxu onacHe cyncmaxuye

sv | Innehdller farliga dmnen

tr | Tehlikeli madde icerir

en Colntains.bi_ological material of
animal origin

de Enthdlt biologisches Material tierischen
Ursprungs

r Contient une substance biologique
d’origine animale

b CvObpica buosoaudyeH mamepuan om
HUBOMUHCKU MPOU3X00

cs Obsahuje biologicky materidl zvifeciho
plvodu

da Indeholder biologisk materiale af
animalsk oprindelse

ol Meptéyet BioAoyiko VALK {wikng
POoEAEUONC

s Contiene material bioldgico de origen
animal

ot Sisaldab loomset pdiritolu bioloogilist

materjali

www.medtecheurope.org
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Sisdltdd eldinperdistd biologista
materiaalia

Page 8 of 22




X

% MedTech Europe

from diagnosis to cure

GUIDANCE

hr

Sadrzi bioloski materijal ljudskog
podrijetla

hu

Emberi eredetli biolégiai anyagot
tartalmaz

hr

Sadrzi bioloski materijal
Zivotinjskog podrijetla

Contiene materiale biologico di
origine umana

hu

Allati eredetti bioldgiai anyagot tartalmaz

Sudétyje yra Zmogaus kilmés
biologinés medZiagos

Contiene materiale biologico di
origine animale

Satur cilvéka izcelsmes biologisko
materialu

Sudeétyje yra gyvininés kilmés biologinés
medZiagos

nl

Bevat biologisch materiaal van
menselijke oorsprong

Satur dzivnieku izcelsmes biologisko
materialu

no

Inneholder biologisk materiale av
human opprinnelse

nl

Bevat biologisch materiaal van
dierlijke oorsprong

pl

Zawiera materiat biologiczny
pochodzenia ludzkiego

no

Inneholder biologisk materiale av
animalsk opprinnelse

pt

Contém material bioldgico de
origem humana

pl

Zawiera materiat biologiczny pochodzenia
zwierzecego

ro

Contine material biologic de origine
umand

pt

Contém material bioldgico de
origem animal

ru

Codepxum b6uonoauyeckuli
mMamepuasa 4ega08€4YECKO20
npoucxoxoeHus

ro

Contine material biologic de origine
animald

sk

Obsahuje biologicky materidl
ludského pévodu

ru

Codepxum 6uonozauveckul
mMamepuasa #HUBOMHO20
npoucxoxoeHus

sl

Vsebuje bioloski material
¢loveskega izvora

sk

Obsahuje biologicky materidl
Zivocisneho pbévodu

Sr

Cadpxu buonowku mamepujan
/oy0CKo2 nopekaa

sl

Vsebuje bioloski material Zivalskega
izvora

SV

Innehdller biologiskt material av
mdnskligt ursprung

Sr

Cadpxu 6buosowKu mamepujan
HUBOMUHCKO2 MOPEKAaA

tr

insan kékenli biyolojik materyal
icerir

SV

Innehdller biologiskt material av
animaliskt ursprung

www.medtecheurope.org

tr

Hayvan kékenli biyolojik materyal
icerir
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Sterilized using vaporized

par
1)

en

Single Patient - multiple use

de

Einzelner Patient — mehrfach
anwendbar

fr

Un seul patient — a usage multiple

bg

EQuUH nayueHm — MHO20KPAMHA
ynompeba

Cs

Jeden pacient — vicendsobné pouZiti

da

Enkelt patient — flergangsbrug

el

MoAAamnAn xpnon — oe €vav uovo
aoBevn

es

Un solo paciente — uso multiple

et

Uhel patsiendil korduvalt kasutatav

fi

Potilaskohtainen — voidaan kdyttdd useita
kertoja

hr

Jedan pacijent — visestruka uporaba

hu

Egyetlen beteg esetében tébbszér
ujrahaszndlhatd

Singolo paziente — uso multiplo

Vienas pacientas — daugkartinis
naudojimas

Viens pacients — vairakkartéja
lietosana

nl

Eén patiént — meervoudig gebruik

no

Kun til bruk pd én pasient —
flergangsbruk

en hydrogen peroxide

de Sterilisiert mit verdampftem
Wasserstoffperoxid

r Stérilisé,par peroxyde d’hydrogéne
vaporisé

by Cmepunu3upaHo ¢ usnapeH 8000po0eH
rnepokcuo

cs Sterilizovdno za pouZiti odpareného
peroxidu vodiku

da Steriliseret med vaporiseret
hydrogenperoxid
ATTOOTEIPWUEVO UE TN XpHoN

el | efatutouevou vmepoéeidiov tou
ubpoyovou

os Esterilizado utilizando perdxido de
hidrégeno vaporizado
Steriliseeritud aurutatud

et . .
vesinikperoksiidiga

fi | Steriloitu vetyperoksidihéyrylli
Sterilizirano vaporiziranim

hr . . .
vodikovim peroksidom

hu GO6zfdzisu hidrogén-peroxiddal
sterilizdlva

it Sterilizzato utilizzando perossido di
idrogeno vaporizzato

It Sterilizuotas naudojant garintgjj
vandenilio peroksidg

v Sterilizéts, izmantojot iztvaicétu ddenraZa
peroksidu

al Gesteriliseerd met verdampt
waterstofperoxide

"o Sterilisert ved bruk av fordampet
hydrogenperoksid

ol Sterylizowane za pomocqg
odparowanego nadtlenku wodoru

ot Esterilizado por perdxido de

hidrogénio vaporizado

pl

Wielokrotne uzycie u jednego
pacjenta”

ro

Sterilizat cu vapori de peroxid de hidrogen

pt

Paciente unico — vdrias utilizagbes

www.medtecheurope.org
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Un singur pacient — utilizare multipld
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Cmepunu3oeaHo c ucriosn1b3o8aHuem

ru .
ucrniapeHHol nepeKkucu 8000pooa

par
1)

Sterilizované pouZitim odpareného

sk
peroxidu vodika

ru

MHOZOKmeHOe ucronb3osaHue 08
00HO020 nayueHma

Steriliziramo z uparjenim vodikovim

|
S peroksidom

sk

Jeden pacient — viacndsobné pouZitie

Cmepuau3oeaHo Kopuwherwem

Sr
ucriapeHo2 8000HUK NMepoKcuoa

sl

En bolnik — veckratna uporaba

Steriliserad med férangad

sV .. .
viteperoxid

Sr

JedaH nayujeHm — suwecmpyka
ynompeba

Buharlasmis hidrojen peroksit

r kullanilarak sterilize edildi

SV

En patient — flera anvédndningar

tr

Tek hasta — ¢oklu kullanim

R

en | Translation

i

= <

de | Ubersetzung

fr | Traduction

bg | Mpesod

cs | Preklad

da | Oversattelse

el | Metappaon

es | Traduccion

et | Télge

fi | Kddnnos
hr | Prijevod
hu | Forditds

it | Traduzione

en | Repackaging

de | Umpacken

fr | Reconditionnement

bg | lIpeonakosaHe

cs | Prebaleni

da | Ompakning

el | Emavacuokevaoia

es | Reembalado

et | Umberpakendamine

fi | Uudelleenpakkaus

hr | Promjena pakiranja
Ujracsomagolds

It | Vertimas

Riconfezionamento

Iv | Tulkosana

Perpakavimas

nl | Vertaling

no | Oversettelse

pl | Ttumaczenie

www.medtecheurope.org

Iv | ParpakosSana
nl | Herverpakking
no | Ompakking
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$

= =

pt | Tradugdo

ro | Traducere

ru | lMepesod

sk | Preklad

sl | Prevod

sr | llpesod

sv | Oversdttning

tr | Tercime

en | Single sterile barrier system

de | Einfaches Sterilbarrieresystem

fr | Systéme de barriére stérile simple

b EOuHU4YHa cmepunHa 6apuepHa
cucmema

cs | Jednoduchy systém sterilni bariéry

da | System med enkelt steril barriere

el | Zuotnua povou oteipou ppayuou

es | Sistema de barrera estéril unica

et | Uhekordne steriilne kaitsemeetod

. Yksinkertainen steriili
estejdrjestelmd

hr | Sustav jednostruke sterilne barijere

hu | Egyszeres steril hatdrolérendszer

it | Sistema di barriera sterile singola

It | Vieno sterilaus barjero sistema

Iv | Sistéma ar vienu sterilo barjeru

l Toepassing van een enkelvoudige
steriele barriére

no | Enkelt sterilt barrieresystem

www.medtecheurope.org

pt | Reembalagem

ro | Reambalare

ru | CmeHa ynakosku

sk | Prebalovanie

sl | Prepakiranje

sr | [loHOBHO NaKosamwe

sv | Ompaketering

tr | Yeniden ambalajlama

en | Double sterile barrier system

de | Doppeltes Sterilbarrieresystem

fr | Systéme de barriére stérile double

b JeoliHa cmepunHa 6apuepHa
cucmema

cs | Dvojity systém sterilni bariéry

da | System med dobbelt steril barriere

el | Zuotnua durtAoU oteipou ppayuou

es | Sistema de barrera estéril doble

et | Kahekordne steriilne kaitsemeetod

. Kaksinkertainen steriili
estejdrjestelmd

hr | Sustav dvostruke sterilne barijere

hu | Dupla steril hatdroldrendszer

it | Sistema di barriera sterile doppia

It | Dvigubo sterilaus barjero sistema

Iv | Sistema ar dubultu sterilo barjeru

l Toepassing van een dubbele steriele
barriére

no | Dobbelt sterilt barrieresystem
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pl

System pojedynczej bariery
sterylnej

pt

Sistema de barreira unica estéril

pl

System podwdjnej bariery sterylnej

ro

Sistem cu barierd sterild unicd

pt

Sistema de barreira dupla estéril

ru

OduHapHaa cmepunbHasa bapbepHas
cucmema

ro

Sistem cu barierd sterild dubla

sk

Systém s jednou sterilnou bariérou

ru

JeoliHas cmepunsHaa 6apbepHas
cucmema

sl

Sistem enojne sterilne pregrade

sk

Systém s dvojitou sterilnou bariérou

Sr

Cucmem ca jeOHOM cmepuaHOM
6apujepom

sl

Sistem dvojne sterilne pregrade

SV

System med enkel sterilbarriér

Sr

Cucmem 0s8ocmpyke cmepusaHe
bapujepe

tr

Tekli steril bariyer sistemi

SV

System med dubbel sterilbarriér

tr

Cift steril bariyer sistemi

en

Single sterile barrier system with
protective packaging inside

de

Einfaches Sterilbarrieresystem mit
Schutzverpackung innen

en

Single sterile barrier system with
protective packaging outside

fr

Systéme de barriére stérile simple
avec emballage de protection
interne

de

Einfaches Sterilbarrieresystem mit
Schutzverpackung aufien

bg

EOuHU4YHa cmepunHa 6apuepHa
cucmema ¢ 8bmpewHa 3auUmHa
0MnaKoeKa

fr

Systéme de barriére stérile simple
avec emballage de protection
externe

CS

Jednoduchy systém sterilni bariéry s
ochrannym balenim uvnitr

bg

EOuHU4YHa cmepunaHa 6apuepHa
cucmema ¢ 8bHWHA 3aWUMHA
0MnaKoeKa

da

System med enkelt steril barriere
med indvendig
beskyttelsesemballage

CS

Jednoduchy systém sterilni bariéry s
ochrannym balenim vné

www.medtecheurope.org

da

System med enkelt steril barriere
med udvendig
beskyttelsesemballage

Page 13 of 22




X

% MedTech Europe

from diagnosis to cure

GUIDANCE

el

Zuotnua puovou oteipou ppayuou
UE TPOOTATEUTLKI) ECWTEPLKN
ouokevaoia

es

Sistema de barrera estéril tunica con
embalaje protector interior

el

Zvuotnua povou oteipou ppayuou
UE MPOOTATEUTIKN EEWTEPLKN
ouokevaoia

et

Uhekordne steriilne kaitsemeetod
seesmise kaitsepakendiga

es

Sistema de barrera estéril unica con
embalaje protector exterior

fi

Yksinkertainen steriili
estejdrjestelmd ja sisdpuolinen
suojapakkaus

et

Uhekordne steriilne kaitsemeetod
vilise kaitsepakendiga

hr

Sustav jednostruke sterilne barijere
sa zasStitnim pakiranjem iznutra

fi

Yksinkertainen steriili
estejdrjestelmd ja ulkopuolinen
suojapakkaus

hu

Egyszeres steril hatdroldorendszer
belsé védécsomagoldssal

hr

Sustav jednostruke sterilne barijere
sa zaStitnim pakiranjem izvana

Sistema di barriera sterile singola
con confezione protettiva interna

hu

Egyszeres steril hatdroldrendszer
kiilsé véd6csomagoldssal

Vieno sterilaus barjero sistema su
vidine apsaugine pakuote

Sistema di barriera sterile singola
con confezione protettiva esterna

Sistéma ar vienu sterilo barjeru un
aizsargiepakojumu iekSpusé

Vieno sterilaus barjero sistema su
iSorine apsaugine pakuote

nl

Toepassing van een enkelvoudige
steriele barriére rondom een
beschermende verpakking

Sistéma ar vienu sterilo barjeru un
aizsargiepakojumu arpusé

no

Enkelt sterilt barrieresystem med
beskyttende emballasje inni

nl

Toepassing van een enkelvoudige
steriele barriere binnen een
beschermende verpakking

pl

System pojedynczej bariery
sterylnej z wewnetrznym
opakowaniem

ochronnym

no

Enkelt sterilt barrieresystem med
beskyttende emballasje utenpd

pt

Sistema de barreira unica estéril
com embalagem de protegdo
interna

pl

System pojedynczej bariery
sterylnej z zewnetrznym
opakowaniem

ochronnym

ro

Sistem cu barierd sterild unicd cu
ambalaj de protectie interior

pt

Sistema de barreira unica estéril
com embalagem de protegdo
externa

ru

OduHapHaA cmepunbHasa 6apbepHas
cucmema ¢ 3auUmHoOU ynakoeKkol
8HYympu

ro

Sistem cu barierd sterild unicd cu
ambalaj de protectie exterior

sk

Systém s jednou sterilnou bariérou s
ochrannym obalom vnutri

ru

OduHapHaA cmepunvHasa bapbepHas
cucmema ¢ 3auumHoli ynakosKol
CHapymcu

www.medtecheurope.org

sk

Systém s jednou sterilnou bariérou s
ochrannym obalom vonku
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sl

Sistem enojne sterilne pregrade z
notranjo zascitno ovojnino

Sr

Cucmem ca jeOHOM cmepuaHOM
bapujepom u yHympawrom
30WMUMHOM ambanamom

sl

Sistem enojne sterilne pregrade z
zunanjo zascitno ovojnino

SV

System med enkel sterilbarriér och
skyddsférpackning inuti

Sr

Cucmem ca jeOHOM cmepuaHOM
bapujepom u crnobaWHOM
30WMUMHOM aMbanaxom

tr

icerisinde koruyucu ambalaj
bulunan tekli steril bariyer sistemi

SV

System med enkel sterilbarriér och
skyddsférpackning utanpd

tr

Disinda koruyucu ambalaj bulunan
tekli steril bariyer sistemi

',
72

en | Importer

de | Importeur

fr | Importateur

bg | BHocumen

cs | Dovozce

da | Importgr

el | Elcaywyéog
es | Importador
et | Importija

fi | Maahantuoja
hr | Uvoznik

hu | Importér

it | Importatore
It | Importuotojas
Iv | Importétajs
nl | Importeur

www.medtecheurope.org

en | Distributor
de | Vertreiber

fr | Distributeur
bg | Aucmpubymop
cs | Distributor
da | Distributgr
el | Atavouéac
es | Distribuidor
et | Edasimiiiija
fi | Jdlleenmyyji
hr | Distributer
hu | Forgalmazo
it | Distributore
It | Platintojas
Iv | Izplatitdjs

nl | Distributeur

Page 15 of 22




X

% MedTech Europe

from diagnosis to cure

GUIDANCE

- .
72

no | Importagr

pl | Importer
pt | Importador
ro | Importator
ru | Umnopmep
sk | Dovozca

sl | Uvoznik

sr | Y8o3HUK

sv | Importér

tr | ithalatgi

no | Distributgr

pl | Dystrybutor

pt | Distribuidor

ro | Distribuitor

ru | Aucmpubsromop
sk | Distributor

sl | Distributer

sr | Aucmpubymep
sv | Distributér

tr | Distribiitor

UDI

en

Unique Device Identification

de

Eindeutige Gerdtekennung

en

Contains nano materials

fr

Identifiant de dispositif unique

de

Enthélt Nanomaterialien

bg

YHUKaneH udeHmugukamop Ha
usdenuemo

fr

Contient des nanomatériaux

CSs

Jedinecny identifikdtor prostfedku

bg

CvO0bpxa HaHoMmamepuaau

da

Unik enhedsindentifikator

Movadikd¢ avayvwpLoTIKOG KWwSLKOG

el
npoiovrog

es | Identificacion unica de producto

et | Kordumatu identifitseerimistunnus

fi | Yksiléllinen laitetunniste

hr Jedinstvena identifikacijska oznaka
proizvoda

hu | Egyedi eszk6zazonosito

www.medtecheurope.org

cs | Obsahuje nanomateridly

da | Indeholder nano-materialer

el | MNeptexet vavoiAika

es | Contiene nanomateriales

et | Sisaldab nanomaterjale

i Sisaldab nanomaterjale
Sisdltdd nano-materiaaleja

hr | SadrZi nanomaterijale

hu | Nanoanyagokat tartalmaz
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Identificatore univoco del
dispositivo

Unikalus prietaiso identifikatorius

Contiene nanomateriali

Unikdls ierices identifikators

Sudétyje yra nanomedZiagy

nl

Unieke identificatiecode van het
hulpmiddel

no

Unik enhetsidentifikator

pl

Niepowtarzalny identyfikator
urzgdzenia

pt

Identificador de dispositivo unico

ro

Identificator unic al dispozitivului

ru

YHUKaGnbHbIU UOeHMugpuKkamop
ycmpolicmea

sk

Unikdtny identifikator pomécky

sl

Edinstveni identifikator pripomocka

Sr

JeduHcmeeHu udeHmugukamop
cpedcmea

SV

Unik enhetsidentifierare

tr

Benzersiz Cihaz Tanimlayicisi

Iv | Satur nano materidlus

nl | Bevat nanomaterialen

no | Inneholder nano-materialer
pl | Zawiera materiaty nano

pt | Contém nanomateriais

ro | Contine nanomateriale

ru | Codepxum HaHoMamepuanol
sk | Obsahuje nano materidly

sl | Vsebuje nanomateriale

sr | Cadpxu HaAHo mamepujane
sv | Innehdller nanomaterial

tr

Nano malzemeler igerir

Note: The abbreviations used for the languages are the official short names in English for
language names as given in the standard 639-1:2002: Codes for the representation of

names of languages -- Part 1: Alpha-2 code:

en = English; de = German / Deutsch; fr= French / Francais; bg = Bulgarian / 6bnrapcku; cs
= Czech / Cestina; da = Danish / Dansk; el= Greek / EAAnvikd; es = Spanish / Espafiol; et =
Estonian / Eesti; fi = Finnish / Suomi; hr = Croatian / Hrvatski; hu = Hungarian / Magyar; it=
Italian / Italiano; It = Lithuanian / Lietuviu kalba; Iv = Latvian / LatvieSu valoda; nl = Dutch /
Nederlands; no = Norwegian / Norsk; pl = Polish / Polski; pt= Portuguese / Portugués; ro =
Romanian / Roména; ru = Russian / Pycckun; sk = Slovak / Sloven¢ina; sl = Slovenian /
Slovenski; sr = Serbian / Srpski; sv = Swedish / Svenska; tr = Turkish / Tirkge.

www.medtecheurope.org
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Recommended symbols for use with the patient implant
card

- As an alternative to text

- Based on requirements of MDR Art.18 MTE recommends the following symbols

-  The symbols below can either be found on the |SO Online Browsing Platform
(https://lwww.iso.org/obp) or in 1ISO 15223-1:2021. If a symbol is registered in ISO 7000 its
numerical reference is included next to the symbol title. Otherwise, symbols not registered in ISO
7000 are found only within ISO 15223-1:2021

@
Patient identification (5664) w fP

Medical device

- included in 1SO 15223-1:2021, not in M D
ISO 7000

- MDR 2017/745 — Art. 18 - 81d (linked
with Annex | §23.2Q)

- The MDCG guidance on implant
cards (MDCG 2019-8 v2) uses this
symbol to indicate ‘device name’

Health care centre or doctor (Pl PF 044)

o
+

Date (5662)
- to indicate the date of implantation

Patient information website (3705)

Manufacturer (3082)

LB

Batch code (2492) or Serial number
(2498)

-
o
|

SN

www.medtecheurope.org Page 18 of 22
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Unique Device ldentifier
- included in I1SO 15223-1:2021, not
in ISO 7000

UDI

www.medtecheurope.org
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Annex Il (for reference only)
Summary of changes to symbols between May 2019 &
December 2019

Contains human blood or plasma derivatives
- technical adjustment of the graphic

May 2019 November 2019

©)
S

Contains a medicinal substance
- technical adjustment of the graphic

May 2019 November 2019

®
®)

Contains hazardous substances
- the original exclamation mark was replaced with an ISO aligned exclamation mark.

May 2019

S

November 2019

S

Single Patient - multiple use
- technical adjustment of the graphic

May 2019

)

(SN

November 2019

()

Translation

- The original arrow was replaced with an ISO aligned arrow

www.medtecheurope.org
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May 2019

ROR

November 2019

AR

Repackaging

- One arrow was replaced by two arrows to reinforce the meaning

May 2019

@
36

November 2019

2@
& T
NS

www.medtecheurope.org
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References*:
e MD Regulation 2017/745/EU

*For EU legislation please see latest consolidated version. For MedTech Europe documents, in case any
links are broken, please consult the latest version under the Requlatory E-Library (for members only).

e SO 15223-1 (2021) 2021 Medical devices — Symbols to be used with information to be supplied
by the manufacturer — Part 1: General requirements.

About MedTech Europe

MedTech Europe is the European trade association for the medical technology industry including
diagnostics, medical devices and digital health. Our members are national, European and multinational
companies as well as a network of national medical technology associations who research, develop,
manufacture, distribute and supply health-related technologies, services and solutions.

For more information, visit www.medtecheurope.org.

For further information on the content of this Guidance document, please contact:

Oliver Bisazza

Director Industrial Policies
MedTech Europe
0.bisazza@medtecheurope.org

MedTech Europe Labelling Working Group (medical devices):

Jana Moravcova

Manager Industrial Policies
MedTech Europe
j.moravcova@medtecheurope.org
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