SecurMark® Biopsy Site Marker for Eviva®
Patient Information

Instruction Leaflet and Implant Card to be supplied to patients
implanted with SecurMark Titanium Biopsy Site Marker(s).

1. Name of the patient or patient ID. To be filled by the healthcare
institution or provider.

2. Date of implantation. To be filled by the healthcare institution
or provider.

3. Name and address of the healthcare institution or provider. To
be filled by the healthcare institution or provider.
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Symbols

|i|’? Patient Name or Patient ID

Date of Implantation

Name and Address of the implanting
healthcare institution or provider

Information website for patients

Medical Device

E[5]| pm B |=

Unique Device Identifier

|_
o
=

LOT Number

Manufacturer

MR Conditional

>k

Material Titanium Class ||

Material Glycoprene II

What should you do with the implant card?

Keep your patient implant card with you. Your patient implant
card has important information about your SecurMark Biopsy
Site Marker(s)'. Be sure to show your implant card to any doctors
that you see.

' SecurMark Biopsy Site Marker(s) will be referred to as markers
throughout the entire document.

Warnings and Precautions:

¢ A complete list of warnings and precautions can be found in
the SecurMark Biopsy Site Marker(s) ‘Instructions for Use’,
which is located at
http://www.hologic.com/package-inserts.




e Contact your doctor if you think you are having side-effects
related to the marker(s) or its use, or if you are concerned
about risks. This document is not meant to replace a
consultation with your doctor if needed.

e The marker(s) will be left in your breast after biopsy. Your
tissue will grow around the marker and will stay in your body
unless your doctor needs to remove the tissue around the
marker(s). Your doctor may take the marker(s) out at that time.

e MRI SAFETY INFORMATION
The marker(s) is MR Conditional. A patient with this device can
be safely scanned in an MR system under specific conditions.
Please consult your doctor for further information.

Possible Risks and Undesirable Effects:

Your doctor should tell you about the benefits and possible risks
of the marker(s) and the procedure. Any medical procedure

has risks and unwanted effects. These are typically found by
reviewing the experience of patients who have had the procedure
done. Doctors and patients may also give feedback about

the device. Refer to the list below for possible risks or known
complications. Many factors, including your health condition and
medical history, can affect the outcomes of your surgery and the
complications you experience. Some complications (such as
infection) may lead to additional treatment. Please contact your
doctor to discuss the risks further.

Possible Risks & Undesirable Effects:

e Pain e Hypersensitivity or allergic
e Seroma formation reaction
e Inflammation e Soft tissue damage

e Misdiagnosis (due to marker

e Bruisin
° Hematgma migration)
e Hemorrhage e Perforation or scar tissue
; ’ e Needle stick/puncture

¢ Infections

e Sepsis



Implantable Material Information:

Marker Material/Composition
Permanent Titanium Grade Il per ASTM F67-13:
Component

OXYgen, MaX ....ccccurrreerieeesieiieesee e 0.25

Titanium

Bioabsorbable | Glycoprene Il (100%)
component

In compliance with the Australian Therapeutic Goods (Medical
Devices) Regulation 2002 Clause 13A.3, the following
information can be found in the SecurMark Biopsy Site
Marker(s) ‘Instructions for Use’, which is located at
http://www.hologic.com/package-inserts.

2 a. The intended purpose of the device; and

2 b. The kind of patient on whom the device is intended to be
used.

3. Any special operating instructions for the use of the
device.

4 a. The intended performance of the device.

All other requirements of MD 2002 Clause 13A.3 are included
in this Patient Information Leaflet.

Any serious incident that occurs in relation to the device
should be reported to Hologic, Inc. and to the Therapeutic
Goods Administration

(https://www.tga.gov.au).

© 2025 Hologic, Inc. All rights reserved. Hologic, Eviva and SecurMark are trademarks
and/or registered trademarks of Hologic, Inc. in the United States and/or other countries.

AW-23658-002 Revision 001
January 2025



Aciktng 8éong Browiag SecurMark® yia Eviva®
IMAnpogopieg aoBevolg

DUANO 0ONYILV Kal KAPTA EPPUTEUPATOG TTOU TTPETTEI VO
TTapaoyeBolv oe aoBeveig e epPUTEUPEVO BEIKTN BEong PBlowiag
ato Titdvio SecurMark.

1. Ovopa acBevoug 1 ID aoBevoug. ZUPTTANPWVETaI OTTO TO
idpupa 1 TOV TTAPOXO UTTNPECIWYV UYEIOVOMIKNG TTEPIBaAWNG.

2. Huepopunvia epeuteuong. ZUPTTIANPWVETaI OTTO TO iOpUNA i} TOV
TIAPOXO UTTNPECIWV UYEIOVOUIKAG TTEPIBOAYNG.

3. Ovopa kai dietBuvan Tou I6PUUATOG A TOU TTAPOXOU UTTNPECIWV
UYEIOVOUIKAG TTEPIBaAWNG. ZuptrAnpwveTal atré 1o idpupa A Tov
TIAPOXO UTTNPECIWV UYEIOVOUIKAG TTEPIBOAYNG.
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20uBoAa

‘Ovopa acBevolg 1 ID aoBevoug

Huepounvia epeuteuong

‘Ovopa kai d1elBuvon Tou IBPUNATOG i TOU
TTAPOXOU UTTNPECIWYV UYEIOVOMIKAG TTEPIBOAWNG
TTOU TTPAYMATOTIOIE TNV EPPUTEUCN

loTéToTog e TTANPOPOpiES yia aoBeveig

laTPOTEXVOAOYIKO TTPOIOV

ATTIOKAEIOTIKA) TAUTOTTOINGN 1ATPOTEXVOAOYIKOU
TTPOI6VTOG

Ap1Buég TTapTtidag

KataokeuaoTAg

> LRI[E EEm ==

Acoalég yia oapwaeig MR utrd 6poug

YAIko: Titavio - Karnyopia Il

YAiko: Glycoprene Il

Ti TPETTElI VO KAVETE ME TNV KAPTA EUPOUTEUPOATOG;

KpatioTe TNV kdpTa eppuTelpaTog acBevolg padi oag. H kapta
EMPUTEUPOTOG A0BEVOUG TTEPIEXEI ONUAVTIKEG TTANPOPOPIES YIa TOUG
Acikteg B¢éong Blowiag SecurMark!. ®povrioTe va TTapouaideTe TNV
KAPTA EPPUTEUPATOG GTOUG YIOTPOUG TTOU BAETTETE.

" O1 Acgikteg Béong Blowiag SecurMark Ba avagépovtal wg SeikTeg o€
OAOKANPO TO €yypago.

Mpo&1doTroINoEIg Kal TTPOPUAAEEIS:

» Mmopeite va Bpeite pia oAokAnpwuévn AioTa pe Tig
TTPOEIBOTIOINTEIG Kal TIPOPUAGEEIS oTIg «Odnyieg xpRong» Twv
AsikTwov B€ong Blowiag SecurMark, Tig oTToieg UTTOPEITE Va
Bpeite otn dielBuvon
http://www.hologic.com/package-inserts.



* EmKoivwvAoTE PE TOV YIOTPO 0Ag av VOUICETE OTI EQaVICeTE
TTOPEVEPYEIEG TTOU OXETICOVTaI hE TOUG OEIKTEG A TN XPrion Toug, A av
QVNOUXEITE yIa TOUG KIVOUVOUG. To TTapdv £yypa@o dev TTPOOPICETal
Va QVTIKATAOTAOEI ETTIOKEWN OTOV YIOTPO 0OG OV XPEIOOTE.

» O d¢eikTeg Ba TTapapeivouv aTo 0TABOG gag PeTd Tn Broyia.
O 107166 oag Ba avatTuyBei yUpw atré Tov deikTn kal Ba
TTAPAUEIVEI OTO CWHA 0AG EKTOG €AV O YIATPOG XPEIAOTEI va
agaipéoel Tov 1076 YUpw a1rd auTtév. O yiaTpdg oag PTTopEi va
agaipéael Tov JEiKTN O QUTAV TNV TTEPITITWON.

* NMAHPO®OPIEXZ AZDAAEIAZ AMNEIKONIZHZ MATNHTIKOY
ZYNTONIZMOY
O1 d¢ikTeg gival ag@aleig oe TepIBAAAov payvnTikoU
OuvTOVIOPOU UTré 6poug. H odpwaon evog aoBevoug pe authv
TN OUOKEUN 0€ oUCTNPA PJayvnNTIKOU CUVTOVICUOU PTTOPET va
TTPAYHUATOTTOINGEI JE ATPAAEIN UTTO OUYKEKPIUEVEG TUVONKEG.
YUMBOUAEUTEITE TOV YIATPO GOG VIO TTEPIOCTOTEPES TTANPOPOPIEG.

MOavoi Kivduvol Kal aveTiBUuNTEG EVEPYEIEG:

O yIaTpdG 00G TTPETTEI VO GAG EVNUEPWOEI VIO TO OPEAN KAl TOUG
MBavoUg KIVOUVOUG TwV JEIKTWY, KABWG Kal yia TNV TTEURACN.

Kd&Be 1arpikr) eTrépBaon evéxel KIvOUVOUG Kal QveTTIBUUNTEG EVEPYEIEG.
AuTd gvtoTTiovTal GUVABWG KE TNV QvooKOTINGN TNG EPTTEIRIAG TWV
aoBevwv TTou €xouv UTTOBANBEl TNV eTépRaacn. MaTtpoi kal acBeveig
UTTOPE £TTIONG VA TIAPEXOUV avaATPOPOSOTNON YIa TN GUOKEUN.
AvaTpEETE OTOV TTAPAKATW TTiVOKA yia TIBavoug KivoUuvous i
YVWOTEG ETTIMTTAOKEG. MoAAoi TTapdyovTeG, GUUTTEPIAGUBAVOEVWVY TNG
KATAOTAONG TG UYEIOG GOG KAl TOU IOTPIKOU I0TOPIKOU 0OG, TTOPOoUV
va eTnpedoouV TNV €KBacn TOU XEIPOUPYEIOU Kal TIG ETTITTAOKES TTOU
Ba avTIETWTTIoETE. OPICPEVES ETTITTAOKEG (TT.X., AOiWEN) UTTOPEi va
odnynoouv o€ TTPOCBETN BepaTreia. ETTIKOIVWVAOTE PE TOV YIaTPO
0aG yIa va GUNTACETE TTEPAITEPW TOUG KIVOUVOUG.

MBavoi kivduvol Kal aveTmiBUUNTEG EVEPYEIES:

» [Mepioxn * Ymepeuaiobnaia fj aAAepyIkA
. SXNUATIONOC avTidpaon
OEPWUOTOG e TpaupaTIOPOG TWV HOAGKWY HOPIwV
* O®Aeypovih * Eo@aApévn diayvwon (Aoyw
« EkyUpwon METATOTTIONG TWV JEIKTWV)
.« AipdTwpa * AidTpnon f ouAWBNG 10TOG
« Apoppayia * TpaupaTiopdg / TpUTa atréd BeAdva

+ NOIUWEEIC * Znyaiyia



MAnpo@opieg eppuTEUCIOU UAIKOU:

Aciktng YAik6/c0vOeon

Movipo ouoTaTIKO Tiravio - Katnyopia Il cUpgwva pe 1o
ASTM F67-13:
ALWTO, HEY. weiiiiiieeiiieee e 0,03
AVOPOKAG, HEY. ceveeerieiieeirienieeeieene 0,08
Ydpoyovo, pey.
ZIONPOG, HEY. cvverrieieeeiree e 0,30
O&UYOVO, HEY. ceeeiiiiiiieiieeieesieeene 0,25
TITAVIO...cccvieiee. 10oppoTria (99,32%)

Bioatroppo@roiyo Glycoprene Il (100%)

ouoTaTIKO

In compliance with the Australian Therapeutic Goods (Medical
Devices) Regulation 2002 Clause 13A.3, the following
information can be found in the SecurMark Biopsy Site
Marker(s) ‘Instructions for Use’, which is located at
http://www.hologic.com/package-inserts.

2 a. The intended purpose of the device; and

2 b. The kind of patient on whom the device is intended to be
used.

3. Any special operating instructions for the use of the
device.

4 a. The intended performance of the device.

All other requirements of MD 2002 Clause 13A.3 are included
in this Patient Information Leaflet.

Any serious incident that occurs in relation to the device
should be reported to Hologic, Inc. and to the Therapeutic
Goods Administration

(https://www.tga.gov.au).

© 2025 Hologic, Inc. Me Tnv em@uAagn avtoég dikaiwuatog. Or ovopacieg Hologic,
Eviva kai SecurMark givair eptropiké orjpara ri/kar ojpara katateBévia Tng Hologic, Inc.
f/kal Twv Buyatpikwy TG oTig Hvwpéveg MoAiteieg APEPIKAG f/Kal o€ GAAEG XWPEG.

AW-23658-1102 AvaBewpnon 001
lavoudpiog 2025



SecurMark®-biopsieplaatsmarker voor Eviva®
Patiéntinformatie

Instructiefolder en implantaatkaart die moeten worden
gegeven aan patiénten met (een) geimplanteerde SecurMark-
biopsieplaatsmarker(s) van titanium.

1. Naam van de patiént of patiént-ID. In te vullen door de
zorginstelling of zorgverlener.

2. Datum van implantatie. In te vullen door de zorginstelling of
zorgverlener.

3. Naam en adres van de zorginstelling of zorgverlener. In te
vullen door de zorginstelling of zorgverlener.
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Symbolen

lll? Patiéntnaam of patiént-ID

Datum van implantatie

Naam en adres van de zorginstelling of
zorgverlener die de implantatie uitvoert

Informatiewebsite voor patiénten

Medisch hulpmiddel

(3] e |Bs =

Unieke hulpmiddelnummer

LO

=

Partijinummer

Fabrikant

MRI-conditioneel

>k

Materiaal titanium klasse Il

Materiaal Glycoprene I

Wat moet u met de implantaatkaart doen?

Houd de implantaatkaart voor patiénten bij u. Op uw
implantaatkaart staat belangrijke informatie over uw SecurMark-
biopsieplaatsmarker(s)' Laat uw implantaatkaart zien aan alle
artsen met wie u een afspraak heeft.

' SecurMark-biopsieplaatsmarker(s) worden in dit gehele document
‘markers' genoemd.

Waarschuwingen en voorzorgsmaatregelen:

* Een complete lijst met waarschuwingen en
voorzorgsmaatregelen is te vinden in de gebruiksaanwijzing van
de SecurMark-biopsieplaatsmarker(s), die te downloaden is op
http://www.hologic.com/package-inserts.




* Neem contact op met uw arts als u denkt dat u bijwerkingen
ondervindt die zijn gerelateerd aan de marker(s) of het gebruik
ervan, of als u zich zorgen maakt over de risico's. Dit document
is niet bedoeld ter vervanging van een consult met uw arts.

e De Markers blijven na de biopsie achter in uw borst. Uw
weefsel groeit rond de marker en deze blijft in uw lichaam
tenzij uw arts het weefsel rond de marker(s) moet verwijderen.
Uw arts kan de marker(s) op dat moment verwijderen.

e INFORMATIE OVER MRI-VEILIGHEID
De marker(s) is/zijn MRI-veilig onder bepaalde voorwaarden.
Een patiént met dit hulpmiddel kan onder specifieke
omstandigheden veilig worden gescand in een MRI-systeem.
Raadpleeg uw arts voor meer informatie.

Mogelijke risico's en bijwerkingen:

Uw arts moet de voordelen en mogelijke risico’s van de marker(s)
en de ingreep met u bespreken. Aan alle medische ingrepen zijn
risico's en bijwerkingen verbonden. Deze worden doorgaans
ontdekt door de ervaringen te evalueren van patiénten die de
ingreep hebben ondergaan. Artsen en patiénten kunnen ook
feedback geven over het hulpmiddel. Raadpleeg onderstaande
lijst voor mogelijke risico's of bekende complicaties. Veel factoren,
zoals uw gezondheidstoestand en medische geschiedenis,
kunnen invloed hebben op de resultaten van uw operatie en de
complicaties die u ondervindt. Sommige complicaties (zoals
infecties) vereisen aanvullende behandeling. Neem contact op met
uw arts om de risico's verder te bespreken.

Mogelijke risico's en bijwerkingen:

* Pijn * Overgevoeligheid of allergische
* Seroomvorming reactie

 Ontsteking * Letsel aan zacht weefsel

e Kneuzing ¢ Verkeerde diagnose (als gevolg

e Hematoom van verschuiving van marker)
i ¢ Perforatie of littekenweefsel
* Bloeding

e Naaldenprik/punctie
¢ Infecties privp

e Sepsis



Informatie over implanteerbaar materiaal:

Marker Materiaal/samenstelling

Permanente Titaniumkwaliteit Il conform ASTM F67-13:

component Stikstof, max. .....coevvviiveeeeieccieee. 0,03
KooIStof, MaXx. ....cceeeeeeeeeeiieeeeieeeeens 0,08
Waterstof, max. .0,015
IJZEr, MaX. cooeeeeeeieee e 0,30
Zuurstof, Max. ..ccceeeeeeeeeiiieeeeeeececnnes 0,25
Titanium.....cccceeeecieeee. balans (99,32%)

Bioabsorbeerbare Glycoprene Il (100%)

component

In compliance with the Australian Therapeutic Goods (Medical
Devices) Regulation 2002 Clause 13A.3, the following
information can be found in the SecurMark Biopsy Site
Marker(s) ‘Instructions for Use’, which is located at
http://www.hologic.com/package-inserts.

2 a. The intended purpose of the device; and

2 b. The kind of patient on whom the device is intended to be
used.

3. Any special operating instructions for the use of the
device.

4 a. The intended performance of the device.

All other requirements of MD 2002 Clause 13A.3 are included
in this Patient Information Leaflet.

Any serious incident that occurs in relation to the device
should be reported to Hologic, Inc. and to the Therapeutic
Goods Administration

(https://www.tga.gov.au).

© 2025 Hologic, Inc. Alle rechten voorbehouden. Hologic, Eviva en SecurMark zijn
handelsmerken en/of gedeponeerde handelsmerken van Hologic, Inc. in de Verenigde
Staten en/of andere landen.

AW-23658-1502 Revisie 001
Januari 2025



SecurMark® biopsiplatsmarkoér for Eviva®
Patientinformation

Instruktionsbroschyr och implantatkort som ska ges till patienter
implanterade med SecurMark-biopsiplatsmarkérer av titan.

1. Patientens namn eller patient-ID. Fylls i av vardinrattningen
eller vardgivaren.

2. Implantationsdatum. Fylls i av vardinrattningen eller
vardgivaren.

3. Vardinrattningens eller vardgivarens namn och adress. Fylls i
av vardinréttningen eller vardgivaren.
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Symboler

lll? Patientens namn eller patient-ID

Implantationsdatum

Namn och adress till vardinrattningen eller
vardgivaren som utfor implantationen

Informationswebbplats for patienter

Medicinteknisk produkt

(3] e |Bs =

Unik produktidentifiering

LoT LOT-nummer
“ Tillverkare
MR-villkorlig

Material titan klass Il

Material Glycoprene Il

Vad ska du géra med implantatkortet?

Hall patientimplantatkortet med dig. Ditt patientimplantatkort
innehaller viktig information om SecurMark-biopsiplatsmarkoéren'.
Var noga med att visa upp implantatkortet for alla Iékare som du
besdker.

' SecurMark-biopsiplatsmarkérer kallas markérer i hela dokumentet.

Varningar och férsiktighetsatgarder:

e En fullstéandig lista 6ver varningar och forsiktighetsatgarder
finns i bruksanvisningen till SecurMark-biopsiplatsmarkdren,
som finns pa
http://www.hologic.com/package-inserts.




e Kontakta din lakare om du tror att du har biverkningar
relaterade till markdrerna eller anvandningen av dem, eller om
du ar orolig for risker. Detta dokument &r inte avsett att ersatta
en konsultation med din lékare om det behdvs.

e Markoren/markérerna lamnas kvar i brostet efter biopsin.
Vavnaden kommer att vaxa runt markdren och stannar i
kroppen savida inte din lakare behover ta bort vavnaden runt
markérerna. Din lakare kan da ta ut markérerna.

¢ MR-SAKERHETSINFORMATION
Markoren ar MR-villkorlig. En patient med den hér enheten kan
sakert genomga undersokningar i MR-system under specifika
forhallanden. Radfraga din ldkare om mer information.

Mdjliga risker och biverkningar:

Din lakare bor beratta om férdelarna och eventuella risker med
markorer och foérfarandet. Alla medicinska ingrepp har risker och
oodnskade effekter. Dessa hittas vanligtvis genom att granska
erfarenheten hos patienter som har fatt proceduren klar. Lakare
och patienter kan ocksa ge aterkoppling om enheten. Listan
nedan innehaller mojliga risker eller kdnda komplikationer. Manga
faktorer, inklusive ditt halsotillstdnd och sjukdomshistoria, kan
paverka resultatet av din operation och de komplikationer du
upplever. Vissa komplikationer (sdsom infektion) kan leda till
ytterligare behandling. Kontakta din lakare for mer information
om riskerna.

Majliga risker och biverkningar:

e Smarta o Overkanslighet eller allergisk

¢ Serombildning reaktion

e Inflammation e Mijukvavnadsskada

¢ Feldiagnos (pa grund av
mark&rens migrering)

e Blamarken

* Hematom ) L
e Perforation eller &rrvavnad

¢ Nalstick/punktion
e Sepsis

e Blddning
e Infektioner



Information om implanterbart material:

Markor Material/sammanséttning
Permanent Titankvalitet Il enligt ASTM F67-13:
komponent

Biologiskt Glycoprene Il (100 %)
nedbrytbar
komponent

In compliance with the Australian Therapeutic Goods (Medical
Devices) Regulation 2002 Clause 13A.3, the following
information can be found in the SecurMark Biopsy Site
Marker(s) ‘Instructions for Use’, which is located at
http://www.hologic.com/package-inserts.

2 a. The intended purpose of the device; and

2 b. The kind of patient on whom the device is intended to be
used.

3. Any special operating instructions for the use of the
device.

4 a. The intended performance of the device.

All other requirements of MD 2002 Clause 13A.3 are included
in this Patient Information Leaflet.

Any serious incident that occurs in relation to the device
should be reported to Hologic, Inc. and to the Therapeutic
Goods Administration

(https://www.tga.gov.au).

© 2025 Hologic, Inc. Med ensamratt. Hologic, Eviva och SecurMark &r varumérken
och/eller registrerade varumarken som tillhér Hologic, Inc. i USA eller andra lander.

AW-23658-1602 Revision 001
Januari 2025



Biopsiakohdan SecurMark®-merkki

Eviva®-biopsialaitetta varten
Potilastiedot

Ohjelehtinen ja implanttikortti annetaan potilaille, joille on
implantoitu biopsiakohdan titaaninen SecurMark-merkki.

1. Potilaan nimi tai potilastunnus. Terveydenhuoltolaitos tai
-palveluntarjoaja tayttaa.

2. Implantointipéiva. Terveydenhuoltolaitos tai -palveluntarjoaja
tayttaa.

3. Terveydenhuoltolaitoksen tai -palveluntarjoajan nimi ja osoite.
Terveydenhuoltolaitos tai -palveluntarjoaja tayttaa.
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Symbolit

Potilaan nimi tai potilastunnus

kS

Implantointipaiva

Implantoinnin suorittavan
terveydenhuoltolaitoksen tai
-palveluntarjoajan nimi ja osoite

Potilasvalistussivusto

Laakinnéllinen laite

Yksil6llinen laitetunniste

0 Eranumero (LOT)

Valmistaja

> EEEE m| 3=

Ehdollisesti MK-turvallinen

Materiaali: titaani, laatu |l

Materiaali: glykopreeni Il

Mita implanttikortin kanssa pitaisi tehda?

Pida potilaan implanttikortti mukanasi. Potilaan implanttikortissa
on tarkeita tietoja biopsiakohdan SecurMark-merkeista'. Muista
nayttad implanttikortti kaikille laakareille, joita tapaat.

' Biopsiakohdan SecurMark-merkkeja kutsutaan merkeiksi koko
asiakirjassa.

Varoitukset ja varotoimet:

e Taydellinen luettelo varoituksista ja varotoimista on biopsiakohdan
SecurMark-merkkien kayttoohjeissa, jotka ovat osoitteessa
http://www.hologic.com/package-inserts.




e Ota yhteytta laakariin, jos epailet merkkien tai niiden kaytén
aiheuttavan sivuvaikutuksia tai jos olet huolissasi riskeista.
Taman asiakirjan tarkoituksena ei ole korvata tarvittaessa
tehtavaa laékarin konsultaatiota.

e Merkit jadvat rintaasi biopsian jalkeen. Kudos kasvaa merkin
ympérille ja pysyy kehossasi, ellei Iadkarin tarvitse poistaa
merkkien ympérilla olevaa kudosta. Tall6in 1aakari voi poistaa
merkit.

e MAGNEETTIKUVAUKSEN TURVALLISUUSTIEDOT
Merkit ovat ehdollisesti turvallisia magneettikuvauksessa.
Potilas, jolla on tdma laite, voidaan turvallisesti kuvata
magneettikuvausjérjestelmassa tietyissa olosuhteissa. Pyyda
lisatietoja l1aakariltasi.

Mahdolliset riskit ja epasuotuisat vaikutukset:

La&karin tulee kertoa sinulle merkkien ja toimenpiteen
hyddyisté ja mahdollisista riskeisté. Kaikkiin l1aaketieteellisiin
toimenpiteisiin liittyy riskejé ja ei-toivottuja vaikutuksia. Ne
|oytyvét tavallisesti tarkastelemalla toimenpiteen lapikayneiden
potilaiden kokemuksia. My0s |aakérit ja potilaat voivat antaa
palautetta laitteesta. Seuraava luettelo siséltdad mahdolliset riskit
tai tunnetut komplikaatiot. Monet tekijat, kuten terveydentilasi
ja sairaushistoriasi, voivat vaikuttaa leikkauksen tuloksiin ja
kokemiisi komplikaatioihin. Jotkin komplikaatiot (kuten infektio)
voivat johtaa lisdhoidon tarpeeseen. Ota yhteyttd la&kéariin, jos
haluat keskustella riskeisté tarkemmin.

Mahdolliset riskit ja epasuotuisat vaikutukset:

® Kipu ¢ yliherkkyys tai allerginen reaktio

e serooman e pehmytkudosvaurio
muodostuminen ¢ virheellinen diagnoosi (merkin

e tulehdus siirtymisen vuoksi)

e mustelmat e perforaatio tai arpikudos

e hematooma ¢ Neulanpisto/punktio

e verenvuoto ® sepsis.

e infektiot



Implantoitavan materiaalin tiedot:

Merkki Materiaali/koostumus

Pysyva Titaani, laatu Il, ASTM F67-13 -standardin

komponentti mukainen:
Typpi, Maks. ...ccovieiiiiieceeeeee 0,03
Hiili, Maks. ...oooeeiiiieeeeee e 0,08
Vety, Maks. ..ooooveeeriiiee e 0,015
Rauta, maks. . .
Happi, maks. ......cccooviiiiiiciiieeee 0,25
Titaani...cccceeeceeerineeenne loppuosa (99,32 %)

Resorboituva Glykopreeni Il (100 %)

komponentti

In compliance with the Australian Therapeutic Goods (Medical
Devices) Regulation 2002 Clause 13A.3, the following
information can be found in the SecurMark Biopsy Site
Marker(s) ‘Instructions for Use’, which is located at
http://www.hologic.com/package-inserts.

2 a. The intended purpose of the device; and

2 b. The kind of patient on whom the device is intended to be
used.

3. Any special operating instructions for the use of the
device.

4 a. The intended performance of the device.

All other requirements of MD 2002 Clause 13A.3 are included
in this Patient Information Leaflet.

Any serious incident that occurs in relation to the device
should be reported to Hologic, Inc. and to the Therapeutic
Goods Administration

(https://www.tga.gov.au).

© 2025 Hologic, Inc. Kaikki oikeudet pidatetaan. Hologic, Eviva ja SecurMark ovat
Hologic, Inc:n tavaramerkkeja tai rekisteroityja tavaramerkkeja Yhdysvalloissa ja/tai
muissa maissa.

AW-23658-1702, versio 001
Tammikuu 2025



SecurMark® biopsistedmarker for Eviva®
Pasientinformasjon

Instruksjonshefte og implantatkort som skal leveres til pasienter
med implantert(e) SecurMark-biopsistedmarker(er) i titan

1. Pasientens navn eller pasient-ID. Fylles ut av helseinstitusjonen
eller leveranderen.

2. Dato for implantat. Fylles ut av helseinstitusjonen eller
leverandaren.

3. Navn og adresse til helseinstitusjonen eller leveranderen. Fylles
ut av helseinstitusjonen eller leveranderen.
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Symboler

lll? Pasientens navn eller pasient-ID

Dato for implantering

Navn og adresse til den implanterende
helseinstitusjonen eller leveranderen

Nettside med informasjon for pasienten

Medisinsk utstyr

(3] e |Bs =

Unik utstyrsidentifikator

LoT Partinummer
“ Produsent
MR-betinget

Materiale titan klasse |l

Materiale Glycoprene

Hva skal du gjgre med implantatkortet?

Ta med deg pasientimplantatkortet. Pasientimplantatkortet ditt
inneholder viktig informasjon om SecurMark biopsistedmarker(er)"
Vis implantatkortet til alle leger som du oppsoker.

' SecurMark biopsistedmarker(er) vil bli referert til som markerer gjennom
hele dokumentet.

Advarsler og forholdsregler:

e Det finnes en fullstendig liste med advarsler og forholdsregler
i bruksanvisningen («Instructions for Use») for SecurMark-
biopsistedmarkarene, som ligger pa
http://www.hologic.com/package-inserts.




e Kontakt din lege hvis du tror at du har bivirkninger relatert til
markeren(-ene) eller bruken av den, eller hvis du er bekymret
for risikoer. Dette dokumentet er ikke ment & erstatte en
konsultasjon med legen din, om ngdvendig.

e Markoaren(e) vil etterlates i brystet ditt etter biopsien. Vevet
vil vokse rundt markeren vil forbli i kroppen din med mindre
legen din ma fierne vevet rundt markeren. Legen din kan fierne
markeren(e) pa det tidspunktet.

e MR-SIKKERHETSINFORMASJON
Markeren(e) er MR-betinget. Det betyr at en pasient med
denne enheten kan trygt skannes i et MR-system under
bestemte forhold. Sper legen din for & fa mer informasjon.

Mulige risikoer og ugnskede effekter:

Legen din skal fortelle deg om fordelene og mulige risikoer
ved markearen(e) og prosedyren. Enhver medisinsk prosedyre
har risikoer og bivirkninger. Disse finner man vanligvis ved &
ga gjennom erfaringene til pasienter som har gatt gjennom
prosedyren. Leger og pasienter kan ogsa gi tilbakemelding
om enheten. Se listen nedenfor for mulige risikoer eller kjente
komplikasjoner. Mange faktorer, inkludert din helsetilstand
og sykehistorie, kan pavirke operasjonens resultater og
komplikasjonene du opplever. Enkelte komplikasjoner (som
infeksjon) kan fore til ytterligere behandling. Ta kontakt med legen
din for & diskutere risikoene mer.

Mulige risikoer og ugnskede effekter:

e Smerter e Overfolsomhet eller allergisk

e Seromdannelse reaksjon

¢ Blotvevsskade

¢ Diagnosefeil (forarsaket av at
markeren(e) vandrer)

e Betennelse
e Blamerker

e Hematom
e Perforering eller arrvev

¢ Blgdnin
9 ¢ Nalestikk/punksjon

¢ Infeksjoner
) e Blodforgiftning



Informasjon om implanterbart materiale:

Marker Materiale/sammensetning

Permanent Titan klasse Il int. ASTM F67-13:

komponent Nitrogen, maks. .......cccoovveveeiieriennnen. 0,03
Karbon, maks. .... 0,08
Hydrogen, maks. ......cccceevveriierinennns 0,015
Jern, Maks. ..o 0,30
Oksygen, Maks.........ccceceeneerireenneenne. 0,25
L= balanse (99,32 %)

Bioabsorberbar | Glycoprene Il (100 %)

komponent

In compliance with the Australian Therapeutic Goods (Medical
Devices) Regulation 2002 Clause 13A.3, the following
information can be found in the SecurMark Biopsy Site
Marker(s) ‘Instructions for Use’, which is located at
http://www.hologic.com/package-inserts.

2 a. The intended purpose of the device; and

2 b. The kind of patient on whom the device is intended to be
used.

3. Any special operating instructions for the use of the
device.

4 a. The intended performance of the device.

All other requirements of MD 2002 Clause 13A.3 are included
in this Patient Information Leaflet.

Any serious incident that occurs in relation to the device
should be reported to Hologic, Inc. and to the Therapeutic
Goods Administration

(https://www.tga.gov.au).

© 2025 Hologic Inc. Med enerett. Hologic, Eviva og SecurMark er varemerker og/eller
registrerte varemerker som tilherer Hologic, Inc. i USA og/eller andre land.

AW-23658-1802 Revisjon 001
Januar 2025



SecurMark® Marker(er) for biopsistedet til Eviva®
Patientoplysninger

Instruktionsfolder og implantatkort, der skal udleveres til
patienter, der har faet implanteret SecurMark Titanium Marker(er)
for biopsistedet(s).

1. Navn pa patient eller patient-id Udfyldes af
sundhedsinstitutionen eller -udbyderen.

2. Dato for implantation. Udfyldes af sundhedsinstitutionen eller
-udbyderen.

3. Navn og adresse pé sundhedsplejeinstitutionen eller -udbyderen.
Udfyldes af sundhedsinstitutionen eller -udbyderen.
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Symboler

lll? Patientnavn eller patient-id

Dato for implantation

Navn og adresse pa
sundhedsplejeinstitutionen eller -udbyderen

Website med information til patienter

Medicinsk udstyr

Unik enhedsidentifikator

0 LOT-nummer

Producent

> E|E[E[3] tr By @

MR-betinget

Materiale - titanium, klasse Il

Materiale — glycoprene Il

Hvad skal du gere med implantatkortet?

Opbevar dit patientimplantatkort hos dig. Dit patientimplantatkort
indeholder vigtige oplysninger om din(e) SecurMark Marker(er)
for biopsistedet'. Serg for at vise dit implantatkort til alle lzeger,
du besgger.

' SecurMark Markaer(er) for biopsistedet vil blive omtalt som markerer i hele
dokumentet.

Advarsler og forsigtighedsregler:

e En komplet liste over advarsler og forholdsregler kan findes i
SecurMark Marker(er) for biopsistedet 'Instructions for Use',
som findes pa
http://www.hologic.com/package-inserts.




e Kontakt din leege, hvis du mener, at du har bivirkninger i
forbindelse med markaren/markererne eller brugen af den/
dem, eller hvis du er bekymret for risici. Dette dokument skal
ikke erstatte en eventuel konsultation med din laege.

e Markaren(e) vil blive efterladt i brystet efter biopsien. Dit vaev
vil vokse omkring markeren og blive i din krop, medmindre din
leege har brug for at fjerne vaevet omkring markeren(e). Din
leege kan tage markeren/markererne ud pa det tidspunkt.

¢ MR-SIKKERHEDSINFORMATION
Markeren(e) er MR-betinget. En patient med denne enhed
kan scannes sikkert i et MR-system under specifikke forhold.
Kontakt din lzege for at fa yderligere oplysninger.

Mulige risici og ugnskede virkninger:

Din lzege ber forteelle dig om fordelene og de mulige risici

ved markgren/markgrerne og proceduren. Enhver medicinsk
procedure har risici og ugnskede virkninger. Disse findes typisk
ved at gennemga erfaringerne fra patienter, der har faet foretaget
proceduren. Leeger og patienter kan ogsa give feedback om
anordningen. Se listen nedenfor for mulige risici eller kendte
komplikationer. Mange faktorer, herunder din helbredstilstand og
medicinske historie, kan pavirke resultatet af din operation og de
komplikationer, du oplever. Nogle komplikationer (f.eks. infektion)
kan medfere yderligere behandling. Kontakt din lsege for at
diskutere risiciene yderligere.

Mulige risici og ugnskede virkninger:

* Smerte e Overfolsomhed eller allergisk
e Seromdannelse reaktion

e Betzendelse e Skader pa blgdvaev

o BI& maerker * Fejldiagnose (p& grund af

e Heematom markermigration)
e Blodning e Perforering eller arvaev
¢ Nalestik/punkterin

¢ Infektioner Sone p g

* Sepsis



Information om implanterbart materiale:

Markor Materiale/sammensaetning

Permanent Titanium grad Il i henhold til ASTM F67-13:

komponent Kveelstof, maks. ....ccccceeeeeveiciiiieeeeen, 0,03
Kulstof, maks. . ....0,08
Brint, maks. ......cccoviieeeeiieeeee 0,015
Jern, maks. ..oooccveeiiieeeeeeeee 0,30
11t MAX. e 0,25
Titanium.....cccoeeeeieeees balance (99,32%)

Bioabsorberbar | Glycoprene Il (100 %)

komponent

In compliance with the Australian Therapeutic Goods (Medical
Devices) Regulation 2002 Clause 13A.3, the following
information can be found in the SecurMark Biopsy Site
Marker(s) ‘Instructions for Use’, which is located at
http://www.hologic.com/package-inserts.

2 a. The intended purpose of the device; and

2 b. The kind of patient on whom the device is intended to be
used.

3. Any special operating instructions for the use of the
device.

4 a. The intended performance of the device.

All other requirements of MD 2002 Clause 13A.3 are included
in this Patient Information Leaflet.

Any serious incident that occurs in relation to the device
should be reported to Hologic, Inc. and to the Therapeutic
Goods Administration

(https://www.tga.gov.au).

© 2025 Hologic, Inc. Alle rettigheder forbeholdes. Hologic, Eviva og SecurMark er
varemaerker og/eller registrerede varemzerker tilharende Hologic, Inc. i USA og/eller
andre lande.

AW-23658-1902 Revision 001
Januar 2025



Marqueur d’identification du site de biopsie

SecurMark® pour Eviva®
Informations sur le patient

La notice d’instructions et la carte d’implant doivent étre
fournies aux patients qui ont regu un ou plusieurs marqueurs
d’identification du site de biopsie SecurMark en titane.

1. Nom du patient ou ID patient. A remplir par I’établissement de
santé ou le prestataire.

2. Date d’implantation. A remplir par I’établissement de santé ou
le prestataire.

3. Nom et adresse de I'établissement de santé ou du prestataire.
A remplir par I'’établissement de santé ou le prestataire.
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Symboles

lll? Nom du patient ou ID patient

Date d’implantation

Nom et adresse de I’établissement de santé
ou du prestataire

Site d’information pour les patients

Dispositif médical

Identifiant de dispositif unique

0 Numéro de lot

Fabricant

> E|E[E[3] tr By @

RM conditionnelle

Titane de classe Il

Glycoprene |l

Que faire avec la carte d’implant?

Gardez votre carte d’implant patient avec vous. Votre carte
d’implant patient contient des informations importantes sur
vos marqueurs d’identification du site de biopsie SecurMark’.
Assurez-vous de montrer votre carte d’implant a tous les
médecins que vous voyez.

' Le marqueur d’identification du site de biopsie SecurMark sera désigné
comme marqueur dans tout le document.

Mises en garde et précautions :

e Une liste compléte des mises en garde et précautions se
trouve dans le mode d’emploi du marqueur d’identification du
site de biopsie SecurMark a I’adresse
http://www.hologic.com/package-inserts.




e Contactez votre médecin si vous pensez avoir des effets
secondaires liés au(x) marqueur(s) ou a son utilisation ou si vous
étes préoccupée par les risques. Ce document n’est pas destiné
a remplacer une consultation avec votre médecin au besoin.

e e marqueur sera laissé dans votre sein aprés la biopsie. Vos
tissus vont se développer autour du marqueur et resteront
dans votre corps, a moins que votre médecin n’ait besoin de
retirer les tissus autour du marqueur. Votre médecin pourra
retirer le(s) marqueur(s) a ce moment-la.

o RENSEIGNEMENTS SUR LA SECURITE DE L'IRM
Le ou les marqueurs sont RM conditionnels. Une patiente
munie de ce dispositif peut étre examinée en toute sécurité
dans un systéme de RM dans des conditions spécifiques.
Veuillez demander plus d’informations a votre médecin.

Risques possibles et effets indésirables :

Votre médecin doit vous informer des avantages et des risques
possibles des marqueurs et de la procédure. Toute procédure
médicale comporte des risques et des effets indésirables. On les
identifie habituellement en analysant I'expérience des patientes
qui ont subi la procédure. Les médecins et les patientes peuvent
également donner leur avis sur le dispositif. Consultez la liste ci-
dessous pour connaitre les risques possibles et les complications
connues. De nombreux facteurs, y compris votre état de santé
et vos antécédents médicaux, peuvent influencer les résultats
de votre chirurgie et les complications que vous pourriez
éprouver. Certaines complications (comme une infection) peuvent
nécessiter un traitement supplémentaire. Veuillez contacter votre
médecin pour discuter des risques plus en détail.

Risques possibles et effets indésirables :

e Douleurs ¢ Hypersensibilité ou réaction
 Formation d’un allergique

sérome e |ésion dans les tissus mous
¢ Inflammation ¢ Diagnostic erroné (d( a la

e Ecchymose migration des marqueurs)

e Hématome e Perforation ou tissu cicatriciel

e Hémorragie e Piqre d’aiguille/perforation

e Infections * Septicémie



Informations importantes sur le dispositif
implantable :

Marqueur Matériau/Composition
Elément Titane de grade Il selon la norme
permanent ASTM F67-13 :

AZOte, MAX ceveeeeciieeee e

Carbone, MaX......cccueeeveeeneeriieeneeenne
Hydrogéne, max..
Fer, MaX ..o
OXYgENE, MAX ..eeeurierrerreenirerreesiee e

Titan€...cocveeeeee e

Composant Glycoprene Il (100 %)
bioabsorbable

In compliance with the Australian Therapeutic Goods (Medical
Devices) Regulation 2002 Clause 13A.3, the following
information can be found in the SecurMark Biopsy Site
Marker(s) ‘Instructions for Use’, which is located at
http://www.hologic.com/package-inserts.

2 a. The intended purpose of the device; and

2 b. The kind of patient on whom the device is intended to be
used.

3. Any special operating instructions for the use of the
device.

4 a. The intended performance of the device.

All other requirements of MD 2002 Clause 13A.3 are included
in this Patient Information Leaflet.

Any serious incident that occurs in relation to the device
should be reported to Hologic, Inc. and to the Therapeutic
Goods Administration

(https://www.tga.gov.au).

© 2025 Hologic, Inc. Tous droits réservés. Hologic, Eviva et SecurMark sont des
marques de commerce ou des marques déposées d’Hologic, Inc. aux Etats-Unis ou
ailleurs.

AW-23658-2202 Révision 001
Janvier 2025



Marcador de local de bidpsia SecurMark® para Eviva®
Informagdes do paciente

Folheto de instrugdes e cartdo de implante a serem fornecidos
aos pacientes implantados com marcadores de local de bidpsia
de titanio SecurMark.

1. Nome ou ID do paciente. A ser preenchido pela instituicao ou
pelo prestador de servigos de saude.

2. Data da implantacéo. A ser preenchido pela instituicdo ou pelo
prestador de servicos de saude.

3. Nome e endereco da instituicdo ou do prestador de servigcos
de saude. A ser preenchido pela instituicdo ou pelo prestador
de servigos de saude.
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Simbolos

Nome ou ID do paciente

Data da implantagéo

Nome e enderecgo da instituicao ou
do prestador de servigos de saude da
implantacao

Site de informagdes para pacientes

Dispositivo médico

ElE ba| By |

Identificador de dispositivo exclusivo

LO

=

Numero do lote

Fabricante

Condicionado a RM

>k

Material Titanio Classe Il

Material Glicopreno Il

O que vocé deve fazer com o cartao de implante?

Mantenha seu cartdo de implante do paciente com vocé. O
cartéo de implante do paciente contém informagdes importantes
sobre os marcadores de local de biépsia SecurMark’. Nao se
esquecga de mostrar seu cartdo de implante a todos os médicos
que vocé consultar.

" Os marcadores de local de bidpsia SecurMark serdo mencionados como
marcadores em todo o documento.

Adverténcias e precaucoes:

e Uma lista completa de adverténcias e precaugdes pode ser
encontrada nas “Instrucdes de uso” dos marcadores de local
de bidpsia SecurMark, localizadas em
http://www.hologic.com/package-inserts.




e Entre em contato com seu médico se achar que vocé
apresenta efeitos colaterais relacionados aos marcadores ou
ao seu uso ou se tiver preocupagdes a respeito dos riscos.
Este documento néo se destina a substituir uma consulta com
o seu médico, se necessario.

e Os marcadores serdo deixados em seu seio apds a bidpsia.
Havera crescimento de tecido ao redor dos marcadores e eles
permanecerdo no seu corpo, a menos que o médico precise
remover o tecido ao redor dos marcadores. O médico pode
retirar os marcadores nesse momento.

o INFORMACOES DE SEGURANCA DE RM
Os marcadores sdo condicionados a RM. Um paciente com
esse dispositivo pode fazer exames de RM em seguranga em
condigdes especificas. Consulte o seu médico para obter mais
informacoes.

Possiveis riscos e efeitos indesejaveis:

O médico deve informar os beneficios e possiveis riscos dos
marcadores e do procedimento. Qualquer procedimento médico
apresenta riscos e efeitos indesejados. Normalmente, esses
riscos e efeitos indesejados podem ser identificados através
da avaliagdo da experiéncia das pacientes que realizaram o
procedimento. Os médicos e as pacientes também podem dar
feedback sobre o dispositivo. Consulte a lista abaixo para ver
possiveis riscos ou complicagdes conhecidas. Muitos fatores,
incluindo o seu histérico médico e estado de saude, podem
afetar os resultados da cirurgia e as possiveis complicagdes.
Algumas complicagdes (tais como infec¢ao) podem exigir
tratamentos adicionais. Entre em contato com o seu médico
para tratar mais detalhadamente a respeito dos riscos.

Possiveis riscos e efeitos indesejaveis:

e Dor e Hipersensibilidade ou reagao
e Formagdo de seroma  alérgica

e Inflamagdo e Danos nos tecidos moles

e Diagnostico incorreto (devido a
migragéo do marcador)

e Contusodes

e Hematoma
e Hemorragia e Perfuracéo ou tecido cicatricial
- 9 e Picada de agulha/furo
¢ Infeccoes s
e Sepse



Informacodes sobre materiais implantaveis:

Marcador Material/composicao

Componente Titanio Grau Il conforme ASTM F67-13:
permanente

Nitrogénio, Max ......ccceeceveveeriieriieeenn.
Carbono, MAX......ccvvervvererrerereeneene
Hidrogénio, max...
Ferro, Max .....cccoeevereeneeccneeeeeeeen
OXigNIO, MAX ..eeeveerrrirrienireereesiee e

L= T o T

Componente Glicopreno Il (100%)
bioabsorvivel

In compliance with the Australian Therapeutic Goods (Medical
Devices) Regulation 2002 Clause 13A.3, the following
information can be found in the SecurMark Biopsy Site
Marker(s) ‘Instructions for Use’, which is located at
http://www.hologic.com/package-inserts.

2 a. The intended purpose of the device; and

2 b. The kind of patient on whom the device is intended to be
used.

3. Any special operating instructions for the use of the
device.

4 a. The intended performance of the device.

All other requirements of MD 2002 Clause 13A.3 are included
in this Patient Information Leaflet.

Any serious incident that occurs in relation to the device
should be reported to Hologic, Inc. and to the Therapeutic
Goods Administration

(https://www.tga.gov.au).

© Copyright Hologic 2025. Todos os direitos reservados. Hologic, Eviva e SecurMark
sdo marcas comerciais e/ou marcas registradas da Hologic, Inc. nos Estados Unidos
e/ou em outros paises.

AW-23658-2302 Revisdo 001
Janeiro de 2025



Marcador del sitio de la biopsia

SecurMark® para Eviva®
Informacion para pacientes

Folleto de instrucciones y tarjeta de implante para pacientes
implantadas con marcador(es) del sitio de la biopsia de titanio
SecurMark.

1. Nombre o identificacion de paciente. Para rellenar por la
institucion sanitaria o el profesional sanitario.

2. Fecha de implantacion. Para rellenar por la institucion sanitaria
o el profesional sanitario.

3. Nombre y direccion de la institucion sanitaria o el profesional
sanitario. Para rellenar por la institucion sanitaria o el
profesional sanitario.
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Simbolos

Nombre o identificacion de paciente

kS

Fecha de implantacion

Nombre y direccién de la institucion sanitaria
o el profesional sanitario encargados del
implante

Sitio web de informacién para pacientes

Producto sanitario

Identificador Unico del producto

0 Numero de lote

Fabricante

Compatibilidad condicional con las técnicas
de RM

> EEEE m| 3=

Material: titanio de clase Il

Material: glicopreno Il

¢Qué debe hacer con la tarjeta de implante?

Lleve consigo su tarjeta de implante para pacientes, ya que
contiene informacién importante sobre el o los marcadores del
sitio de la biopsia SecurMark'. Asegurese de mostrar la tarjeta de
implante a todos los médicos que la atiendan.

" Los marcadores del sitio de la biopsia SecurMark se denominaran
“marcadores” en todo el documento.

Advertencias y precauciones:

e Puede consultar la lista completa de advertencias y
precauciones en las Instrucciones de uso de los marcadores
del sitio de la biopsia SecurMark, disponibles en
http://www.hologic.com/package-inserts.




e Podngase en contacto con su médico si cree que tiene efectos
secundarios relacionados con los marcadores o su uso, o si le
preocupan los riesgos. Este documento no pretende sustituir
una consulta con su médico en caso de ser necesaria.

e El marcador o los marcadores permaneceran en la mama
después de la biopsia. El tejido crecera alrededor de los
marcadores, que permaneceran en su CUerpo a menos que
su médico necesite extirpar el tejido que los rodea. Es posible
que su médico retire los marcadores en ese momento.

o INFORMACION DE SEGURIDAD DE RM
Los marcadores tienen una compatibilidad condicional con
las técnicas de RM. Se puede explorar de forma segura a
pacientes con este dispositivo implantado en sistemas de
RM en condiciones especificas. Consulte a su médico para
obtener mas informacion.

Posibles riesgos y efectos no deseados:

Su médico debe informarle sobre los beneficios y los posibles
riesgos de los marcadores y del procedimiento. Cualquier
procedimiento médico tiene riesgos y efectos no deseados que,
por lo general, se identifican revisando la experiencia de los
pacientes que se han sometido al procedimiento. Los médicos
y los pacientes también pueden compartir informacion sobre

el dispositivo. Consulte la lista que aparece a continuacién

para conocer los posibles riesgos o las complicaciones
conocidas. Muchos factores, incluidos su estado de salud y sus
antecedentes médicos, pueden afectar a los resultados de la
intervencion quirdrgica y las complicaciones que experimente.
Algunas complicaciones (como una infeccién) pueden requerir un
tratamiento adicional. Péngase en contacto con su médico para
analizar los riesgos con mas detalle.

Posibles riesgos y efectos no deseados:

e Dolor ¢ Hipersensibilidad o reaccion alérgica
e Formacion de seroma e Dafios en los tejidos blandos

¢ Inflamacion e Diagndstico incorrecto (debido a la

e Contusion migracion del marcador)

e Hematoma e Perforacion o tejido cicatricial

e Hemorragia ¢ Pinchazo/Puncion con aguja

e Infecciones ¢ Septicemia



Informacion sobre el material implantable:

Marcador Material/Composicion

Componente Titanio de grado Il segun la norma

permanente ASTM F67-13:
Nitrégeno, Max.....cccecceeeevieeeinieeeeien. 0,03
Carbono, MAX......ccceveerieeeneerieenee e 0,08
Hidrogeno, MaxX. ......ccceeeveeeeeiveennnns 0,015
Hierro, MAax. ....ccoecvereeereeeee e 0,30

Componente Glicopreno Il (100 %)
bioabsorbible

In compliance with the Australian Therapeutic Goods (Medical
Devices) Regulation 2002 Clause 13A.3, the following
information can be found in the SecurMark Biopsy Site
Marker(s) ‘Instructions for Use’, which is located at
http://www.hologic.com/package-inserts.

2 a. The intended purpose of the device; and

2 b. The kind of patient on whom the device is intended to be
used.

3. Any special operating instructions for the use of the
device.

4 a. The intended performance of the device.

All other requirements of MD 2002 Clause 13A.3 are included
in this Patient Information Leaflet.

Any serious incident that occurs in relation to the device
should be reported to Hologic, Inc. and to the Therapeutic
Goods Administration

(https://www.tga.gov.au).

© 2025 Hologic, Inc. Todos los derechos reservados. Hologic, Eviva y SecurMark son
marcas comerciales o marcas registradas de Hologic, Inc. en Estados Unidos o en
otros paises.

AW-23658-2452 Revision 001
Enero de 2025



Marker za mjesto biopsije SecurMark® za Eviva®
Podaci o pacijentu

Letak s uputama i kartica implantata koji se daju pacijentima
kojima su implantirani markeri mjesta biopsije od titanija
SecurMark.

1. Ime pacijenta ili ID pacijenta. Ispunjava zdravstvena ustanova
ili pruzatelj usluge.

2. Datum implantacije. Ispunjava zdravstvena ustanova ili
pruzatelj usluge.

3. Naziv i adresa zdravstvene ustanove ili pruzatelja usluge.
Ispunjava zdravstvena ustanova ili pruzatelj usluge.
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|i|’? Ime pacijenta ili ID pacijenta

Datum implantacije

Naziv i adresa zdravstvene ustanove ili
pruzatelja usluge koji provode implantaciju

Informativna internetska stranica za pacijente

Medicinski proizvod

(3] e |Bs =

Jedinstveni identifikator uredaja

LO

=

Broj SERIJE

Proizvodac

>k

Uvjetno sigurno za MR

Materijal - titanij razreda Il

Materijal - glikopren I

Sto trebate uéiniti s karticom implantata?

Imajte sa sobom karticu implantata pacijenta. Vasa kartica
implantata pacijenta sadrzi vazne informacije o vas$im markerima
mjesta biopsije SecurMark’. Obavezno pokazite svoju karticu
implantata svim lije¢nicima koje posjetite.

" Markeri mjesta biopsije SecurMark nazivaju se u cijelom dokumentu
markeri.

Upozorenja i mjere opreza:

» Kompletan popis upozorenja i mjera opreza moze se pronaci u
,2Uputama za uporabu“ markera mjesta biopsije SecurMark koji
se nalazi na

http://www.hologic.com/package-inserts.



» Obratite se svom lije¢niku ako mislite da imate nuspojave
povezane s markerima ili njihovom uporabom ili ako ste
zabrinuti zbog rizika. Ovaj dokument nije predviden kao
zamjena za konzultacije s lije¢nikom ako su potrebne.

» Marker/markeri ¢e ostati u vasoj dojci nakon biopsije. Vase
tkivo ¢e rasti oko markera i ostat ¢e u vasem tijelu osim ako
vas lijecnik ne mora ukloniti tkivo oko markera. Vas lijecnik tada
moze izvaditi marker/markere.

* MRI SIGURNOSNE INFORMACIJE
Marker/markeri su uvjetno sigurni za MR. Pacijent s ovim
uredajem moze se sigurno snimati u MR sustavu pod
odredenim uvjetima. Za daljnje informacije obratite se svom
lije¢niku.
Moguci rizici i nezeljeni u€inci:
Va$ bi vam lijecnik trebao reci prednosti i moguce rizike markera
i postupka. Svaki medicinski postupak ima rizike i nezeljene
ucinke. Oni se obi¢no pronalaze pregledom iskustva pacijenata
kod kojih je proveden zahvat. Lijecnici i pacijenti takoder mogu
dati povratne informacije o uredaju. Pogledajte donji popis
za moguce rizike ili poznate komplikacije. Mnogi ¢imbenici,
uklju€ujuci vase zdravstveno stanje i povijest bolesti, mogu
utjecati na ishod vase operacije i komplikacije koje dozivljavate.
Neke komplikacije (kao $to je infekcija) mogu dovesti do

dodatnog lije¢enja. Obratite se svom lije¢niku kako biste dodatno
porazgovarali o rizicima.

Mogudi rizici i nezeljeni ucinci:

* bol » preosjetljivost ili alergijska reakcija
» stvaranje seroma » ozljeda mekog tkiva

* upala » pogresna dijagnoza (zbog

« modrice migracije markera)

« hematom  perforacija ili oziljak

« krvarenje » ubod/punkcija iglom

« infekcije ° sepsa



Informacije o materijalu za implantaciju:

Marker Materijal/sastav

Stalna Titanij stupanj Il prema ASTM F67-13:

komponenta DUSTK, MaKS. vorreeeeer oo 0,03
Ugljik, maks. ....coooveiieirieeccce e 0,08
Hidrogen, maks. .........cccccvveiiieninnns 0,015
Zeljezo, Maks. .......ccocooooeeeeeeeeeenn 0,30
Kisik, maks. .......ccccccoiviiiiiiiie, 0,25
Titanij ..o, ravnoteza (99,32 %)

Bioapsorbiraju¢a | Glikopren Il (100 %)

komponenta

In compliance with the Australian Therapeutic Goods (Medical
Devices) Regulation 2002 Clause 13A.3, the following
information can be found in the SecurMark Biopsy Site
Marker(s) ‘Instructions for Use’, which is located at
http://www.hologic.com/package-inserts.

2 a. The intended purpose of the device; and

2 b. The kind of patient on whom the device is intended to be
used.

3. Any special operating instructions for the use of the
device.

4 a. The intended performance of the device.

All other requirements of MD 2002 Clause 13A.3 are included
in this Patient Information Leaflet.

Any serious incident that occurs in relation to the device
should be reported to Hologic, Inc. and to the Therapeutic
Goods Administration

(https://www.tga.gov.au).

© 2025. Hologic, Inc. Sva prava pridrzana. Hologic, Eviva i SecurMark zastitni su
znakovi i/ili registrirani zastitni znakovi drustva Hologic, Inc. u Sjedinjenim Americkim
Drzavama i/ili drugim drzavama.

AW-23658-2502 revizija 001
Sijecan] 2025.



Marker mista biopsie SecurMark® pro Eviva®
Informace pro pacienta

PFibalova informace a implantacni karta uréené pro pacienty,
kterym byly implantovany titanové markery mista biopsie
SecurMark.

1. Jméno pacienta nebo ID pacienta. Vyplfiuje zdravotnické
zafizeni nebo poskytovatel zdravotni péce.

2. Datum implantace. Vyplnuje zdravotnické zafizeni nebo
poskytovatel zdravotni péce.

3. Nazev a adresa zdravotnického zafizeni nebo poskytovatele
zdravotni péce. Vyplfiuje zdravotnické zafizeni nebo
poskytovatel zdravotni péce.
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Symboly

Jméno pacienta nebo ID pacienta

==e
=~

Datum implantace

Nazev a adresa implantujiciho zdravotnického
zafizeni nebo poskytovatele zdravotni péce

Informacni webové stranky pro pacienty

Zdravotnicky prostfedek

(3] e |Bs =

Jedine¢ny identifikator prostfedku

Lo Cislo garze

=

Vyrobce

>k

Podminéné bezpec¢né v prostredi MR

Material titan tfidy Il

Material Glykopren Il

Co byste méli délat s implantaéni kartou?

Implantaéni kartu pro pacienta méjte u sebe. Implantaéni karta
pro pacienta obsahuje dulezité informace o markerech mista
biopsie SecurMark'. Svoji implanta¢ni kartu ukazte véem |ékarum,
které navstivite.

" Markery mista biopsie SecurMark budou v celém dokumentu oznagovany
jako markery.

Varovani a bezpec€nostni opatreni:

+ Uplny seznam varovani a bezpe¢nostnich opatfeni naleznete
v ,navodu k pouziti“ znackovace(d) mista biopsie SecurMark,
ktery je k dispozici na adrese
http://www.hologic.com/package-inserts.




» Obratte se na svého Iékare, pokud si myslite, ze mate
nezadouci Uc€inky souvisejici s markery nebo jejich pouzitim,
nebo pokud mate obavy z rizik. Tento dokument nenahrazuje
konzultaci s Iékafem, pokud ji potfebujete.

* Markery zlstanou po provedeni biopsie v prsu. Vase tkan
poroste kolem markeru a zUstane ve vasem téle, pokud IékaF
nepotfebuje odstranit tkarn kolem markeru. Lékaf muze v té
dobé marker(y) vyjmout.

« INFORMACE O BEZPECNOSTI V PROSTREDI MR
Marker je podminéné bezpecny v prostfedi MR. Pacient s timto
prostfedkem muze byt za specifickych podminek bezpe¢né
skenovan v systému MR. Dalsi informace ziskate od svého
lékare.

Mozna rizika a nezadouci ucinky:

Vas lékar by vas mél informovat o pfinosech a moznych rizicich

markeru (marker() a zakroku. Jakykoli |ékarsky zakrok ma

rizika a nezadouci ucinky. Ty se obvykle zjistuji vyhodnocenim

zkusenosti pacientu, ktefi podstoupili zakrok. Lékati a pacienti

mohou také poskytnout zpétnou vazbu tykajici se prostfedku.

V niZe uvedeném seznamu naleznete mozna rizika nebo znamé

komplikace. Vysledky chirurgického zakroku a komplikace, které

se u vas vyskytnou, muze ovlivnit mnoho faktort, véetné vaseho
zdravotniho stavu a anamnézy. Nékteré komplikace (napfiklad

infekce) mohou vyZzadovat dal$i [é¢bu. Obratte se na svého
Iékare a prodiskutujte s nim rizika.

Mozna rizika a nezadouci ucinky:

* Bolest » Precitlivélost nebo alergicka
+ Tvorba seromu reakce
. Zanst » Poskozeni mékkych tkani
« Podlitiny » Nespravna diagnéza (zplsobena
migraci marker)

* Hematom . .

) 3 » Perforace nebo zjizvena tkan
» Krvaceni . .

» Pichnuti jehlou/vpich

* Infekce

* Sepse



Informace o implantovatelném materialu:

Marker Material/slozeni

Trvala soucast Titan jakosti Il podle ASTM F67-13:
Dusik, MaX........cccoevieiiiiiiiiiieee 0,03
UhIiK, MaX......oooereerenieeneee e 0,08
Vodik, MaX......ccoeviiiiiiiiieiieen, 0,015
Z€1€Z0, MAX. ..eveeeeeeeeeeeeeeeeen 0,30
KysIliK, MaX. ....oooveeiiiiieeiieeenieeee 0,25
Titan....cooeieeece zbytek (99,32 %)

Bioabsorbovatelna | Glykopren Il (100 %)

slozka

In compliance with the Australian Therapeutic Goods (Medical
Devices) Regulation 2002 Clause 13A.3, the following
information can be found in the SecurMark Biopsy Site
Marker(s) ‘Instructions for Use’, which is located at
http://www.hologic.com/package-inserts.

2 a. The intended purpose of the device; and

2 b. The kind of patient on whom the device is intended to be
used.

3. Any special operating instructions for the use of the
device.

4 a. The intended performance of the device.

All other requirements of MD 2002 Clause 13A.3 are included
in this Patient Information Leaflet.

Any serious incident that occurs in relation to the device
should be reported to Hologic, Inc. and to the Therapeutic
Goods Administration

(https://www.tga.gov.au).

© 2025 Hologic, Inc. VSechna prava vyhrazena. Hologic, Eviva a SecurMark jsou
ochranné znamky a/nebo registrované ochranné znamky spole¢nosti Hologic, Inc. ve
Spojenych statech a/nebo jinych zemich.

AW-23658-2602 revize 001
Leden 2025



Marker pentru locul biopsiei SecurMark® for Eviva®
Informatiile pacientului

Prospectul de instructiuni si cardul de implant care trebuie
furnizate pacientilor carora li s-a(u) implantat markerul (markerii)
de titan pentru locul biopsiei SecurMark.

1. Numele pacientului sau ID-ul pacientului. De completat de
catre institutia sau furnizorul de asistenta medicala.

2. Data implantarii. De completat de catre institutia sau furnizorul
de asistenta medicala.

3. Numele si adresa institutiei sau furnizorului de asistenta
medicala. De completat de catre institutia sau furnizorul de
asistenta medicala.
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Simboluri

Numele pacientului sau ID-ul pacientului

ptS

Data implantarii

Numele si adresa institutiei sau furnizorului
de asistenta medicala care a efectuat
implantarea

Site web de informatii pentru pacienti

Dispozitiv medical

Identificator unic al dispozitivului

0

Numar de LOT

Producator

> K| [E3 a| By ==

Conditioneaza RMN

TITANIUM CLASS Il

Material: titan clasa Il

MATL | GLYCOPRENE Il

Material: glycoprene Il

Ce trebuie sa faceti cu cardul de implant?

Pastrati la dvs. cardul de implant al pacientului. Cardul dvs.

de implant pentru pacient contine informatii importante despre
markerul (markerii) pentru locul biopsiei SecurMark’. Asigurati-va
ca prezentati cardul de implant oricarui medic pe care-l consultati.

" Markerul (markerii) pentru locul biopsiei SecurMark va (vor) fi denumit
(denumiti) markeri pe parcursul intregului document.

Avertizari si precautii:

+ O lista completa de avertizari si precautii poate fi gasita in
LInstructiunile de utilizare” ale markerului (markerilor) pentru
locul biopsiei SecurMark, care se afla la

http://www.hologic.com/package-inserts.




» Contactati medicul dvs. daca credeti ca aveti efecte secundare
legate de marker(i) sau de utilizarea acestuia (acestora) ori daca
aveti ingrijorari cu privire la riscuri. Acest document nu este menit
sa Tnlocuiasca o consultatie la medicul dvs., daca este necesar.

* Markerul (markerii) va (vor) ramane in san dupa biopsie.
Tesutul dvs. va creste n jurul markerului si va ramane in
corpul dvs., cu exceptia cazului in care medicul dvs. trebuie sa
indeparteze tesutul din jurul markerului (markerilor). Medicul
dvs. poate scoate markerul (markerii) la acel moment.

+ INFORMATII DE SIGURANTA PRIVIND RMN
Markerul (markerii) conditioneaza RMN. Un pacient cu acest
dispozitiv poate fi scanat in siguranta intr-un sistem RMN
n anumite conditii. Consultati medicul dvs. pentru informatii
suplimentare.

Riscuri posibile si efecte nedorite:

Medicul dvs. trebuie s& va informeze cu privire la beneficiile si
riscurile posibile ale markerului (markerilor) si ale procedurii.
Orice procedura medicalé prezinta riscuri si efecte nedorite.
Acestea sunt de obicei identificate prin examinarea experientei
pacientilor carora li s-a efectuat procedura. De asemenea, medicii
si pacientii pot furniza feedback cu privire la dispozitiv. Consultati
lista de mai jos pentru riscurile posibile sau complicatiile
cunoscute. Numerosi factori, inclusiv starea dvs. de sanatate

si antecedentele medicale, pot afecta rezultatele interventiei
chirurgicale si complicatiile pe care le suferiti. Unele complicatii
(cum ar fi infectia) pot necesita tratament suplimentar. Luati
legatura cu medicul dvs. pentru a discuta mai detaliat riscurile.

Riscuri posibile si efecte nedorite:

* Durere » Hipersensibilitate sau reactie

+ Formare de serom alergica

« Inflamatie » Afectare a tesuturilor moi

« Echimozi » Diagnostic eronat (din cauza
migrarii markerului)

* Hematom

. + Perforatie sau tesut cicatricial
* Hemoragie

- « Tntepaturd/punctie de ac
* Infectii ’ ’

* Sepsis



Informatii privind materialele implantabile:

Marker Material/Compozitie

Componenta Titan Gradul Il conform ASTM F67-13:
permanenta

AZOt, MAX...iiiiiiiiiiiiiiiecce e 0,03
Carbon, MaX. .....ccccceeeevvveeeeeeeecvieeen. 0,08
Hidrogen, max. ......ccocceeiviiiiniieeinns 0,015
Fier, MaX....occcoeeeeeeiiiiieee e 0,30
OXIgEN, MAX. «eveeiiieiieiiieaiee e 0,25
Titan. ..o echilibru (99,32%)

Componenta Glycoprene Il (100%)
bioabsorbabila

In compliance with the Australian Therapeutic Goods (Medical
Devices) Regulation 2002 Clause 13A.3, the following
information can be found in the SecurMark Biopsy Site
Marker(s) ‘Instructions for Use’, which is located at
http://www.hologic.com/package-inserts.

2 a. The intended purpose of the device; and

2 b. The kind of patient on whom the device is intended to be
used.

3. Any special operating instructions for the use of the
device.

4 a. The intended performance of the device.

All other requirements of MD 2002 Clause 13A.3 are included
in this Patient Information Leaflet.

Any serious incident that occurs in relation to the device
should be reported to Hologic, Inc. and to the Therapeutic
Goods Administration

(https://www.tga.gov.au).

© 2025 Hologic Inc. Toate drepturile rezervate. Hologic, Eviva si SecurMark sunt marci
comerciale si/sau marci comerciale inregistrate ale Hologic, Inc. si/sau ale filialelor sale
in Statele Unite ale Americii si/sau in alte tari.

AW-23658-3102 Revizuirea 001
lanuarie 2025



Znacka na oznacenie miesta biopsie

SecurMark® pre Eviva®
Informéacie o pacientovi

Letak s pokynmi a karta implantatu, ktoré sa maju poskytnut
pacientom s implantovanymi titAnovymi znackami na oznacenie
miesta biopsie SecurMark.

1. Meno pacienta alebo ID pacienta. VyplIni zdravotnicke
zariadenie alebo poskytovatel zdravotnej starostlivosti.

2. Datum implantacie. Vyplni zdravotnicke zariadenie alebo
poskytovatel zdravotnej starostlivosti.

3. Nazov a adresa zdravotnickeho zariadenia alebo poskytovatela
zdravotnej starostlivosti. Vyplni zdravotnicke zariadenie alebo
poskytovatel zdravotnej starostlivosti.
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Symboly

Meno pacienta alebo ID pacienta

ptS

Datum implantacie

Nazov a adresa implantujuceho
zdravotnickeho zariadenia alebo
poskytovatela zdravotnej starostlivosti

Informacna webova stranka pre pacientov

Zdravotnicka pomdcka

Jedine¢ny identifikator pomocky

0 Cislo SARZE

Vyrobca

> K| [E3 a| By ==

Podmienecne bezpecné v prostredi MR

Material titan triedy Il

Material glykoprén Il

Co mate robit s kartou implantatu?

Nechajte si kartu implantatu pri sebe. Vasa karta implantatu
obsahuje délezité informacie o znackach na oznacenie miesta
biopsie SecurMark'. Nezabudnite ukazat svoju kartu implantatu
kazdému lekarovi, ktorého navstivite.

' Znagky na oznadenie miesta biopsie SecurMark sa budu v celom
dokumente oznacovat ako znacky.

Vystrahy a bezpe¢nostné opatrenia:

+ Uplny zoznam vystrah a bezpe&nostnych opatreni najdete
v navode na pouZitie znacky na oznacenie miesta biopsie
SecurMark, ktory sa nachadza na stranke

http://www.hologic.com/package-inserts.



* Ak si myslite, ze pocitujete vedlajSie ucinky suvisiace so
znackou (znackami) alebo jej pouzivanim, alebo ak sa obavate
rizik, obratte sa na svojho lekara. Tento dokument nema
nahradit’ pripadnu konzultaciu s lekarom.

» Znacka (znacky) sa po biopsii ponecha vo vasom prsniku. Vase
tkanivo bude rast okolo znacky a zostane vo vaSom tele, pokial
vas lekar nebude potrebovat odstranit' tkanivo okolo znacky
(znaciek). Vas lekar moze v tom ¢ase znacku (znacky) vybrat.

+ INFORMACIE O BEZPECNOSTI V PROSTREDI MR
Znacka (znacky) je podmienecne bezpecna v prostredi MR.
Pacient s touto poméckou méze byt bezpecne vysetreny
v systéme MR za dodrzania $pecifickych podmienok. Dalie
informacie ziskate od svojho lekara.

Mozné rizika a neziaduce uU€inky:

Vas lekar vas ma informovat o prinosoch a moznych rizikach
znacky (znaciek) a zakroku. Kazdy lekarsky zakrok ma rizika

a neziaduce UCinky. Tie sa zvy€ajne zistuju na zaklade skusenosti
pacientov, ktori zakrok podstupili. Lekari a pacienti mozu tiez
poskytovat spatnu vazbu k pomécke. Mozné rizika alebo zname
komplikacie najdete v zozname nizSie. Vysledky chirurgického
zakroku a komplikacie, ktoré sa u vas vyskytnu, mézu byt
ovplyvnené mnohymi faktormi vratane vasho zdravotného stavu

a anamnézy. Niektoré komplikacie (napriklad infekcia) m6zu viest
k dalSej liecbe. Obratte sa na svojho lekara, aby s vami blizSie
prediskutoval rizika.

Mozné rizika a nezZiaduce UCinky:

* Bolest » Precitlivenost alebo alergicka
+ Vznik serému reakcia
. Zapal » Poskodenie makkého tkaniva
« Modriny * Nespravna diagnéza (z dévodu

. migracie znacky)
* Hematom . .

L. » Perforacia alebo jazvy
» Krvacanie . o
. « Pichnutie ihlou

* Infekcie

* Sepsa



Informacie o implantovatelnom materiali:

Znacka Material/zlozenie

Trvaly Titan triedy Il podla normy ASTM F67-13:

komponent DUSTK, M&Ker.rrrreeerseescorsess e 0,03
UhIiK, MaX..eoeeieeerieesceec e 0,08
VodiK, MaX....ooieiiiiieeiiee e 0,015
Z€1€Z0, MAX. ..eveeeeeeeeeeeeeeeeeeeeeenn 0,30
KySIiK, MaX. ..ooeiiiieiiiieeiieeecce 0,25
TN bilancia (99,32 %)

Biologicky Glykoprén 11 (100 %)

vstrebatelna

zlozka

In compliance with the Australian Therapeutic Goods (Medical
Devices) Regulation 2002 Clause 13A.3, the following
information can be found in the SecurMark Biopsy Site
Marker(s) ‘Instructions for Use’, which is located at
http://www.hologic.com/package-inserts.

2 a. The intended purpose of the device; and

2 b. The kind of patient on whom the device is intended to be
used.

3. Any special operating instructions for the use of the
device.

4 a. The intended performance of the device.

All other requirements of MD 2002 Clause 13A.3 are included
in this Patient Information Leaflet.

Any serious incident that occurs in relation to the device
should be reported to Hologic, Inc. and to the Therapeutic
Goods Administration

(https://www.tga.gov.au).

© 2025 Hologic Inc. VSetky prava vyhradené. Hologic, Eviva a SecurMark st ochranné
znamky a/alebo registrované ochranné znamky spolo¢nosti Hologic, Inc.v USA a/alebo
inych krajinach.

AW-23658-3202 revizia 001
Januar 2025



Oznacevalec mesta biopsije SecurMark® za Eviva®
Informacije o bolniku

Navodila za uporabo in kartica o vsadku, ki jih morajo dobiti bolniki
z vsajenimi titanovimi oznacevalci mesta biopsije SecurMark

1. Ime ali ID bolnika. Izpolni zdravstvena ustanova ali ponudnik.
2. Datum vsaditve. Izpolni zdravstvena ustanova ali ponudnik.

3. Naziv in naslov zdravstvene ustanove ali ponudnika. Izpolni
zdravstvena ustanova ali ponudnik.
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7 Ime ali ID bolnika

Datum vsaditve

Naziv in naslov zdravstvene ustanove ali
ponudnika, kjer je bila vsaditev izvedena

Spletno mesto z informacijami za bolnike

Medicinski pripomocek

(3] e |Bs =

Edinstveni identifikator pripomocka (UDI)

LO

=

Stevilka serije

Proizvajalec

>k

Pogojno varno za uporabo z MR

Material titan razreda II

Material Glycoprene ||

Kaj morate narediti s kartico o vsadku?

Kartico o vsadku za bolnika imejte pri sebi. Vasa kartica o vsadku
za bolnika vsebuje pomembne informacije o vaSem oznacevalcu
mesta biopsije SecurMark’. Kartico o vsadku pokazite vsem
zdravnikom, s katerimi pridete v stik.

" Oznadevalci mesta biopsije SecurMark bodo v celotnem dokumentu
poimenovani oznacevalci.

Opozorila in previdnostni ukrepi:

» Celoten seznam opozoril in previdnostnih ukrepov je na voljo v
navodilih za uporabo oznagevalcev mesta biopsije SecurMark,
ki so na voljo na spletni strani

http://www.hologic.com/package-inserts.



» Stopite v stik s svojim zdravnikom, ¢e menite, da imate
stranske ucinke, povezane z oznacevalci ali njihovo uporabo
oziroma Ce ste zaskrbljeni glede tveganj. Ta dokument ne
nadomesca posveta z zdravnikom, ¢e ga potrebujete.

» Oznacevalci bodo po biopsiji ostali v dojki. Vase tkivo bo zraslo
okoli oznacevalca in slednji bo ostal v vaSem telesu, razen ¢e
bo moral zdravnik odstraniti tkivo okoli oznacevalca. Takrat
lahko va$ zdravnik odstrani oznacevalec.

* VARNOSTNE INFORMACIJE GLEDE MR
Oznacevalec je pogojno varen za uporabo z MR. Bolnika s
tem pripomockom je mogoce varno slikati s sistemom MR pod
dolo¢enimi pogoji. Za ve¢ informacij se obrnite na svojega
zdravnika.

Mozna tveganja in nezeleni u€inki:

Va$ zdravnik vam mora predstaviti koristi in mozna tveganja
uporabe oznacevalcev ter posega. Vsak medicinski poseg

ima tveganja in nezelene ucinke. Ti se obicajno odkrijejo pri
preverjanju izkusenj bolnikov, pri katerih je bil opravljen poseg.
Zdravniki in bolniki lahko prav tako podajo povratne informacije o
pripomocku. Za mozna tveganja ali znane zaplete glejte spodnji
seznam. Na izide operacije in morebitne zaplete lahko vplivajo
Stevilni dejavniki, vkljuéno z vasim zdravstvenim stanjem in
anamnezo. Nekateri zapleti (kot je okuzba) lahko privedejo do
dodatnega zdravljenja. Za nadaljnji pogovor o tveganjih se obrnite
na svojega zdravnika.

Mozna tveganja in nezZeleni ucinki:

* bolecina, » preobcutljivost ali alergijska reakcija,
* nastanek seroma, » poskodba mehkega tkiva,

* Vvnetje, * napacna diagnoza (zaradi premika
« podplutbe, oznacevalca),

« hematom, « perforacija ali zabrazgotinjeno tkivo,
« krvavitev, » vbod z iglo/punkcija,

« okuzbe, ° sepsa.



Informacije o vsadnem materialu:

Oznacevalec Material/sestava

Trajna Titan razreda Il glede na ASTM F67-13:

KOMPONGNt | e NIV oo 0,03
Ogljik, NAJV. weeveeeieeiieeseeeee 0,08
VodiK, NAJV. ..eoeiiiiiiieiiiec e 0,015
Zelez0, NAV. ..o 0,30
KiSiK, NAJV...coviiiiiieciieecie e 0,25
Titan....cccoevvieeee ravnovesije (99,32 %)

Bioresorbilna Glycoprene Il (100 %)

komponenta

In compliance with the Australian Therapeutic Goods (Medical
Devices) Regulation 2002 Clause 13A.3, the following
information can be found in the SecurMark Biopsy Site
Marker(s) ‘Instructions for Use’, which is located at
http://www.hologic.com/package-inserts.

2 a. The intended purpose of the device; and

2 b. The kind of patient on whom the device is intended to be
used.

3. Any special operating instructions for the use of the
device.

4 a. The intended performance of the device.

All other requirements of MD 2002 Clause 13A.3 are included
in this Patient Information Leaflet.

Any serious incident that occurs in relation to the device
should be reported to Hologic, Inc. and to the Therapeutic
Goods Administration

(https://www.tga.gov.au).

© 2025 Hologic Inc. Vse pravice pridrzane. Hologic, Eviva in SecurMark so blagovne
znamke in/ali registrirane blagovne znamke druzbe Hologic, Inc. v ZdruZenih drzavah
Amerike in/ali drugih drzavah.

AW-23658-3302 revizija 001
Januar 2025



Marker miejsca biopsji SecurMark®

do urzadzenia Eviva®
Informacje o pacjencie

Ulotka z instrukcjg i karta implantu do dostarczenia pacjentom,
ktérym wszczepiono tytanowy marker/tytanowe markery miejsca
biopsji SecurMark.

1. Imie i nazwisko pacjenta lub identyfikator pacjenta. Wypetnia
instytucja lub swiadczeniodawca opieki zdrowotne;j.

2. Data implantacji. Wypetnia instytucja lub Swiadczeniodawca
opieki zdrowotne;j.

3. Nazwa i adres instytuciji lub $wiadczeniodawcy opieki zdrowotne;j.
Wypetnia instytucja lub Swiadczeniodawca opieki zdrowotne;.
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Symbole

Imie i nazwisko pacjenta lub identyfikator
pacjenta

Data implantacji

Nazwa i adres instytucji lub
$wiadczeniodawcy wykonujgcej/
wykonujgcego implantacje

Informacyjna strona internetowa dla
pacjentow

Wyréb medyczny

Unikalny identyfikator wyrobu

Numer partii

Producent

Produkt bezpieczny w srodowisku badan
metoda rezonansu magnetycznego, jesli
zostang spetnione okreslone warunki

> LIEEE B B ==

Materiat Tytan klasy Il

Materiat Glikopren Il

Co nalezy zrobi¢ z kartg implantu?

Karte implantu nalezy mie¢ zawsze przy sobie. Karta implantu
pacjenta zawiera wazne informacje na temat markera(-6w)
miejsca biopsji SecurMark’. Karte implantu nalezy pokaza¢
kazdemu lekarzowi podczas wizyty.

" Marker lub markery miejsca biopsji SecurMark bedg nazywane
markerami w catym dokumencie.

Ostrzezenia i Srodki ostroznosci:

* Pelng liste ostrzezen i srodkéw ostroznosci mozna znalez¢ w
JInstrukcji uzywania” markera(-6w) miejsca biopsji SecurMark
na stronie
http://www.hologic.com/package-inserts.



» Nalezy skontaktowac sie z lekarzem w przypadku wystgpienia
skutkéw ubocznych zwigzanych z markerem(-ami) lub jego/
ich uzyciem, lub w przypadku watpliwos$ci dotyczacych ryzyka.
Niniejszy dokument nie zastepuje konsultacji z lekarzem w
razie potrzeby.

» Marker(y) pozostanie(-ng) w piersi po biopsji. Tkanka obrosnie
marker, ktory pozostanie w ciele, chyba ze lekarz bedzie
musiat usunag¢ tkanke wokot markera(-ow). Lekarz moze
wowczas usung¢ marker(y).

+ BEZPIECZENSTWO WYKONYWANIA REZONANSU
MAGNETYCZNEGO (RM)
Marker jest uwazany/markery sg uwazane za warunkowo
bezpieczny(-e) w srodowisku rezonansu magnetycznego.
Pacjentka z tym wyrobem moze by¢ bezpiecznie poddawana
obrazowaniu systemem RM w okreslonych warunkach. W celu
uzyskania dalszych informaciji nalezy skonsultowac sie z lekarzem.

Mozliwe ryzyko i dziatania niepozadane:

Lekarz powinien poinformowac¢ pacjentke o korzysciach i mozliwym
ryzyku zwigzanym z markerem(-ami) i procedurg. Kazda procedura
medyczna wigze si¢ z ryzykiem i niepozgdanymi skutkami.
Zazwyczaj zrédtem wiedzy na ten temat sg doswiadczenia

innych pacjentéw, ktérzy zostali poddani takiej samej procedurze.
Lekarze i pacjenci mogg rowniez przekazywac opinie na temat
wyrobu. Ponizsza lista zawiera mozliwe czynniki ryzyka lub znane
powiktania. Wiele czynnikéw — w tym stan zdrowia i wczesniejsze
choroby — moze mie¢ wptyw na wyniki operacji i wystepujace
powikfania. Niektore powiktania (na przyktad zakazenie) mogg
wymagac dodatkowego leczenia. Nalezy skontaktowac sie z
lekarzem w celu dalszego omdéwienia ryzyka.

Mozliwe ryzyko i dziatania niepozadane:

- Bal * Nadwrazliwosc¢ lub reakcja
« Wysiek ptynu alergiczna
surowiczego » Uszkodzenie tkanek migkkich
« Stan zapalny » Nieprawidtowa diagnoza (z
« Siniaki powodu przemieszczenia
. markera)
* Krwiak ) .
» Perforacja lub tkanka bliznowata
» Krwotok o
_— » Zaktucie igtg
» Zakazenia

* Posocznica



Informacje dotyczace materiatlu wszczepialnego:

Marker Materiat/sktad

Skiadnik staty Tytan klasy Il zgodnie zASTM F67-13:
AZOt, MaKS. ...cooiiieiiiiie e 0,03
Wegiel, maks. ......ccccoovveiiiiiiciicciee 0,08
Woddr, maks........ccccoeeeriieiiniiieenn 0,015
Zelazo, MaKS. .....ccoceeeeeeeeeeeeeeeeeen 0,30
Tlen, Maks. .....ccccveeiieeiiiiieeeieee e 0,25
Tytan ..o pozostata czes¢ (99,32%)

Skfadnik Glikopren Il (100%)

bioabsorbowalny

In compliance with the Australian Therapeutic Goods
(Medical Devices) Regulation 2002 Clause 13A.3, the following
information can be found in the SecurMark Biopsy Site
Marker(s) ‘Instructions for Use’, which is located at
http://www.hologic.com/package-inserts.

2 a. The intended purpose of the device; and

2 b. The kind of patient on whom the device is intended to be
used.

3. Any special operating instructions for the use of the
device.

4 a. The intended performance of the device.

All other requirements of MD 2002 Clause 13A.3 are included
in this Patient Information Leaflet.

Any serious incident that occurs in relation to the device
should be reported to Hologic, Inc. and to the Therapeutic
Goods Administration

(https://www.tga.gov.au).

© 2025 Hologic, Inc. Wszelkie prawa zastrzezone. Hologic, Eviva i SecurMark sg
znakami towarowymi i (lub) zarejestrowanymi znakami towarowymi firmy Hologic, Inc.
w Stanach Zjednoczonych i (lub) innych krajach.

AW-23658-3402 Wersja 001
styczen 2025 r.



Eviva® igin SecurMark® Biyopsi Bolgesi Marker’i
Hasta Bilgileri

SecurMark Titanyum Biyopsi Bolgesi Marker’i/Markerleri implante
edilen hastalara verilecek Talimat Kilavuzu ve Implant Karti.

1. Hastanin adi veya hasta kimligi. Saglik kurulusu veya saglayici
tarafindan doldurulacaktir.

2. implantasyon tarihi. Saglik kurulusu veya saglayici tarafindan
doldurulacaktir.

3. Saglik kurulugunun ve saglayicinin adi ve adresi Saglk
kurulusu veya saglayici tarafindan doldurulacaktir.
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Semboller

|i|’? Hasta Adi veya Hasta Kimligi

implantasyon tarihi

implantasyonu gergeklestiren saglik
kurulusunun veya saglayicinin adi ve adresi

Hastalar igin bilgilendirme web sitesi

Tibbi Cihaz

(3] e |Bs =

Benzersiz Cihaz Tanimlayicisi

LoT LOT Numarasi
M Uretici
MR Kosullu

Malzeme Titanyum Sinif Il

Materyal Glikopren I

implant karti ile ne yapmalisiniz?

Hasta implant kartinizi yaninizda bulundurunuz. Hasta implant
kartinizda SecurMark Biyopsi Bolgesi Markerleriniz hakkinda
onemli bilgiler bulunmaktadir . Gorlstigliniiz tim doktorlara
implant kartinizi gésterdiginizden emin olunuz.

1 SecurMark BiyopsiBoélgesi Marker’i/Markerleri tiim belge boyunca marker
olarak anilacaktir.

Uyarilar ve Onlemler:

» Uyarilar ve dnlemlerin tam listesi
http://www.hologic.com/package-inserts
adresinde bulunan SecurMark Biyopsi Bolgesi Markerleri
'Kullanim Talimatlari'nda bulunabilir.



» Marker/Markerler veya kullanimi ile ilgili yan etkileriniz
oldugunu dislniyorsaniz veya riskler konusunda endiseleriniz
varsa doktorunuzla iletisime geginiz. Bu belge, gerekli olmasi
halinde doktorunuza danismanizin yerine gegmez.

* Marker/Markerler biyopsi sonrasinda gégstintizde birakilir.
Dokunuz markerin/markerlerin etrafinda blyutyecek ve
doktorunuzun markerlerin etrafindaki dokuyu ¢ikarmasi
gerekmedikge viicudunuzda kalacaktir. Doktorunuz marker’i/
markerleri o sirada ¢ikarabilir.

+ MRG GUVENLIK BILGILERI
Marker/Markerler MR Kosulludur. Bu cihaza sahip bir hasta,
belirli kosullar altinda bir MR sisteminde glivenli bir sekilde
taranabilir. Daha fazla bilgi igin litfen doktorunuza danisin.

Olasi Riskler ve istenmeyen Etkiler:

Doktorunuz size markerin/markerlerin ve prosediriin faydalari

ve olasi riskleri hakkinda bilgi vermelidir. Her tibbi prosedurun
riskleri ve istenmeyen etkileri vardir. Bunlar tipik olarak prosediri
uygulayan hastalarin deneyimleri incelenerek bulunur. Doktorlar
ve hastalar da cihaz hakkinda geri bildirimde bulunabilirler. Olasi
riskler veya bilinen komplikasyonlar icin asagidaki listeye bakiniz.
Saglik durumunuz ve tibbi ge¢cmisiniz de dahil olmak tizere birgok
faktor, ameliyatinizin sonuglarini ve yasadiginiz komplikasyonlari
etkileyebilir. Bazi komplikasyonlar (enfeksiyon gibi) ek tedaviye
ihtiyag duyulmasina neden olabilir. Riskler hakkinda daha fazla
bilgi almak igin lttfen doktorunuzla iletisime geginiz.

Olasi Riskler ve istenmeyen Etkiler:

* Agr * Asir duyarlilik veya alerjik reaksiyon
» Seroma olugsumu ¢ Yumusak doku hasari

» Enflamasyon * Yanlis tani (marker migrasyonu

« Morarma nedeniyle)

« Hematom » Perforasyon veya skar dokusu

- Hemoraiji + Igne cubugu/delme

« Enfeksiyonlar + Sepsis



implante Edilebilir Malzeme Bilgileri:

Marker Malzeme/Bilesim

Kalici Bilesen ASTM F67-13 uyarinca Titanyum Sinif II:
Azot, MakS......cccooeiiiiii 0,03
Karbon, maks .......ccccceeveeeieeiiiiieeeeeen, 0,08
Hidrojen, maks........c.ccceeiiiiiiiieninns 0,015
Demir, maks........cccovuveeeeeiieiiiieeeee 0,30
Oksijen, Maks ........ccoceeviienieinieiiee 0,25
Titanyum .....cccooevrnenen dengesi (% 99,32)

Biyoemilebilir Glikopren Il (%100)

bilesen

In compliance with the Australian Therapeutic Goods (Medical
Devices) Regulation 2002 Clause 13A.3, the following
information can be found in the SecurMark Biopsy Site
Marker(s) ‘Instructions for Use’, which is located at
http://www.hologic.com/package-inserts.

2 a. The intended purpose of the device; and

2 b. The kind of patient on whom the device is intended to be
used.

3. Any special operating instructions for the use of the
device.

4 a. The intended performance of the device.

All other requirements of MD 2002 Clause 13A.3 are included
in this Patient Information Leaflet.

Any serious incident that occurs in relation to the device
should be reported to Hologic, Inc. and to the Therapeutic
Goods Administration

(https://www.tga.gov.au).

© 2025 Hologic, Inc. Tim haklari saklidir. Hologic, Eviva ve SecurMark, Hologic, Inc
ve/veya yan kuruluglarinin Amerika Birlesik Devletleri ve/veya diger ilkelerdeki ticari
markalari ve/veya tescilli ticari markalaridir.

AW-23658-3602 Revizyon 001
Ocak 2025



SecurMark® mapkepu 3a nokauujy 3a 6uoncujy 3a
Eviva®
WHdopmaumje o naumjeHTy

JleTak ca ynyTcTBUMa 1 KapTuua 3a UMnnaHTauujy Koju ce
ncnopy4yjy naumnjeHTuma Kojuma je umnnantupaH SecurMark
Tutanuymski mapkep(n) 3a mecto buoncuje.

1. ime naumjeHta nnu M naumjeHta. MNonywasa 3gpaBcTBeHa
yCTaHOBa Unu npyxanad, ycnyra.

2. Jatym nmnnaHTauuje. Nonyhwasa 3gpaBCcTBEHA yCTaHOBA UNn
npyxanaw ycnyra.

3. HasuB 1 agpeca 3gpaBcTBeHe yCcTaHOBE Uiy npyaoua ycnyra.
MonyhaBa 3gpaBCTBeHa yCTaHOBa UMK Npyxanadk, ycnyra.
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Cumobonu

Mme naumjeHta nnu M naumjeHta

[atym umnnaHtauuje

Ha3auB 1 agpeca 3npaBcTBEHe yCTaHOBE 3a
UMMnaHTaumrjy unu npyxaoua ycnyra

MHdopmaTuBHK cajT 3a naumjeHTe

MeauLMHCKO CpeacTBo

JeanHcTBeHU naeHTudumkaTop ypehaja

0

BPOJ cepuje

[Mponssohay

bl A BIEIBI- IS

YcnosHo 6e36eaHo 3a MP

TITANIUM CLASS Il

Matepwujan Tutanujym Knaca Il

MATL | GLYCOPRENE Il

Matepwujan mukonpeH Il

LUTa Tpeba ga paguTte ca KapTULOM 32 UMMNAHT?

Hocute ca cobom cBojy kapTuuy 3a umnnaHT. Bawa kaptuua 3a
MMMNMaHT MMa BaxkHe uHdopmMauuje 3a Baw SecurMark mapkep(e)
3a nokauujy 3a 6uoncujy’. O6aBe3HO NoKaXUTe CBOjy KapTully 3a
MMNNaHT CBUM Nnekapuma Koje BuauTe.

" SecurMark mapkep(1) 3a nokauujy 3a 6roncujy Hasoauhe ce kao
MapKepu Kpo3 Lieo AOKYMEHT.

Ynosopera u Mepe onpesa:

+ KomnneTHa nucTa ynosopera 1 Mepa onpesa Moxe ce
npoHahu y ,.YnyTcTBy 3a ynotpeby” 3a SecurMark mapkep(e) 3a
nokauwjy 3a Guoncujy, Koje ce Hanasu Ha

http://www.hologic.com/package-inserts.




* Ob6paTnTe ce CBOM fekapy ako MUCIUTE Ja UMaTe HeXerbeHe
edbekTe y Be3n ca MapkepoM(1Mma) Unv keroBoM ynotpebom,
UM ako cTe 3abpuHyTKn 360r pusnka. OBaj AOKYMEHT Huje
HaMeH-EH a 3aMeHN KOHCYNnTaLumjy ca nekapom ako je notpebHa.

* Mapkep(n) he octatn y Bawmm gojkama HakoH 6uoncuje. Bawwe
TkMBO he pacTu oko mapkepa u octahe y Ballem Terny oCuMm ako
Ball nekap He Tpeba [a yKInoHu TKMBO OKO Mapkepa(a). Baw
nekap MoXe Aa n3Bagu Mapkepe y To Bpeme.

» BE3BEAHOCHE MHO®OPMALIMJE 3A MATHETHY PESOHAHLLY
Mapkep(v) cy ycnoBHu 3a MarHeTHy pe3oHaHLy. MauujeHT ca
oBuM ypehajem moxe 6e3benHO Aa ce CKeHnpa y cuctemy
marHeTHe pe3oHaHLe nog oapeheHum ycnosuma. 3a goaaTtHe
MHopMaLmje obpatute ce CBOM Nnekapy.

Moryhu pusnum u HexerbeHu edekTu:

Baw nekap Tpeba ga Bam kaxe 0 npegHocTMma 1 moryhum
puanumma 3a mapkep(e) v npoueaype. CBaka MeguLmMHcKa
npoueaypa HocK pusnke n HexerbeHe edpekte. OHM ce 0BUYHO
Hanase npernegom UCKycTBa nauujeHarta Kojuma je ypaheHa
npoueaypa. Jlekapu 1 naumjeHTn Takohe mMory AaTi noBpaTHe
nHdopmauuje o ypehajy. MNMorneaajte gowy nUcTy 3a moryhe
pu3nke unm nosHate komnnukauumje. MHoru daktopu, ykrby4yjyhu
Balle 34paBCTBEHO CTake 1 NCTopujy bonectu, Mory ytuuatu
Ha Ucxop Balle onepauuje u Komnnvkauuje Koje nmare. Heke
KOMMnuKauuje (Kao WTo je uHdekumja) Mory JoBeCTU A0
nopaTtHor neversa. ObpaTuTe ce CBOM nekapy kako bucte aarbe
pasroBapanu o pu3uuMma.

Moryhu pnanum n HexerbeHn edexTun:

* 6on, * MPeoceTIbUBOCT UMK aneprujcka

+ hopMUpar-e cepome, peakuvja,

* owTehere MeKor TK1Ba,

* ynana,
. mogpuLe, * norpeluHa avjarosa (36or
mMurpauuje mapkepa),
* Xemartom, .
* nepdopauuje unu TK1Bo ca
* KpBapetbe,

oXurbumma,
* WMHOekunje, » ybopa urne/nyHkTypa,

* cenca.



UHdopmaumje o maTtepujany 3a uMnNnaHTauujy:

Mapkep Martepumjan/CactaB

TpajHa Tutanwjym HuBoa Il y cknagy ca ASTM

KOMMOHEHTa F67-13:
ABOT, MAKC. .eeeeiveiiiiiieeniiee e 0,03
YITBEHUK, MAKC. ..eoeeeeeeiiirieeeeeeeeiieenes 0,08
BOAOHWK, MaKC............cceeveeeieenean, 0,015
BOXAE, MAKC......eeeeeeiieeeiie e 0,30
KMCEOHUK, MAKC. ....ccuvvieiiiiieiiieeas 0,25
TUTAHWYM ..o 6akaHc (99,32%)

Broancopnuvona | Tnukonpet I (100%)

KOMMOHeHTa

In compliance with the Australian Therapeutic Goods (Medical
Devices) Regulation 2002 Clause 13A.3, the following
information can be found in the SecurMark Biopsy Site
Marker(s) ‘Instructions for Use’, which is located at
http://www.hologic.com/package-inserts.

2 a. The intended purpose of the device; and

2 b. The kind of patient on whom the device is intended to be
used.

3. Any special operating instructions for the use of the
device.

4 a. The intended performance of the device.

All other requirements of MD 2002 Clause 13A.3 are included
in this Patient Information Leaflet.

Any serious incident that occurs in relation to the device
should be reported to Hologic, Inc. and to the Therapeutic
Goods Administration

(https://www.tga.gov.au).

© 2025 Hologic, Inc. Ca npasa 3aapxaHa. Hologic, Eviva n SecurMark wurosu
cy n/vnu pernctpoBanu xuroen komnanuje Hologic, Inc. n/unu wexnx nogpehexnx
komnanuja y CjeanweHnm [ipxasama n/unv pyrum emrbama.

AW-23658-3902 Peusuja 001
Janyap 2025



SecurMark® merki fyrir vefjasyni fyrir Eviva®
Upplysingar fyrir sjiklinga

Leidbeiningabaeklingur og igreedslukort sem & ad afthenda
sjuklingum sem hafa fengid igraedslu med SecurMark-merki/
merkjum fyrir vefjasyni Ur titani.

1. Nafn eda audkenni sjuklings. Fyllt Ut af heilbrigdisstofnun eda
heilbrigdisstarfsmanni.

2. Dagsetning igreedslu. Fyllt ut af heilbrigdisstofnun eda
heilbrigdisstarfsmanni.

3. Heiti og heimilisfang heilbrigdisstofnunar eda
pjonustuveitanda. Fyllt ut af heilbrigdisstofnun eda
heilbrigdisstarfsmanni.
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Takn

Nafn eda audkenni sjuklings

Dagsetning igraedslu

Nafn og heimilisfang heilbrigdisstofnunar
eda heilbrigdisstarfsmanns sem framkveemdi
igraedsluna

Vefsida med upplysingum fyrir sjuklinga

Leekningateeki

Einkveemt audkenni taekis

0

Lotundmer

Framleidandi

> LEE[E m B ==

Skilyrt fyrir segulémun

TITANIUM CLASS Il

Efni: titan, flokkur Il

MATL | GLYCOPRENE Il

Efni: Glycoprene I

Hvad & ad gera vid igraedslukortio?

Vertu med igraediskortio a pér. igraedslukort sjuklings hefur ad
geyma mikilvaegar upplysingar um SecurMark-merkid fyrir vefjasyni'.
Mundu ad syna 6llum leeknum sem pu leitar til igreedslukortid.

' pegar talad er um merki i pessu skjali er att vid SecurMark-merki fyrir

vefjasyni.

Vidvaranir og varudarradstafanir:

e Heildarlista yfir varnadarord og vartdarreglur er ad finna
i ,SecurMark Biopsy Site Marker(s) Instructions for Use*
(notkunarleidbeiningar fyrir SecurMark-merki fyrir vefjasyni) a
http://www.hologic.com/package-inserts.




e Hafdu samband vid leekninn ef pu telur pig finna fyrir
aukaverkunum sem tengjast merkinu/merkjunum eda notkun
pess, eda ef pu hefur ahyggjur af hugsanlegri &haettu. Pessu
skijali er ekki eetlad ad koma i stadinn fyrir radleggingar laeknis
ef & parf ad halda.

e Merkid/merkin verda skilin eftir i brjéstinu eftir vefjasynatoku.
Likamsvefurinn vex umhverfis merkid og merkid verdur afram i
likamanum nema leeknirinn purfi ad fjarleegja vefinn umhverfis
merkid/merkin. Ef pad gerist mun leeknirinn hugsanlega
fjarlaegja merkid/merkin.

o Oryggisupplysingar vardandi segulémun
Merkid/merkin pola segulémun (MR Conditional). Haegt
er ad skanna sjukling med petta teeki & 6ruggan hatt i
segulémunarkerfi vid tilteknar adstaedur. Reeddu vid leekninn til
ad fa frekari upplysingar.

Hugsanleg aheetta og aukaverkanir:

Leeknirinn aetti ad segja pér fra avinningi og hugsanlegri ahzettu
af merkinu/merkjunum og adgerdinni. Sérhver leeknisadgerd
hefur i for med sér ahaettu og daeskileg ahrif. Ahzetta og
Gaeskileg ahrif eru yfirleitt greind med pvi ad rannsaka reynslu
sjuklinga sem hafa gengist undir adgerdina. Einnig er heegt ad
fa upplysingar um teekid hja lseknum og sjuklingum. Eftirfarandi
listi synir hugsanlega &haettu og pekkta fylgikvilla. Margir peettir,
par & medal heilsufar pitt og heilsufarssaga, geta haft ahrif a
nidurstddur skurdadgerdarinnar og fylgikvilla sem pu finnur fyrir.
Sumir fylgikvillar (svo sem sykingar) geta krafist frekari med&ferdar.
Haféu samband vid laekninn til ad reeda dhaettuna frekar.

Hugsanleg ahaetta og aukaverkanir:

e Verkur e Ofneemi eda ofnaemisvidbrégd
e Myndun sermiguls e Skemmdir & mjukvef

e Bodlga e ROng greining (vegna pess ad
o Marblettir merkid flyst til)

 Margull e Rof eda 6rvefur

e Blading e Nalarstunga/-astunga

. Sykingar ° Bléésyklng



Upplysingar um igraedanlegt efni:

Merkipenni Efni/samsetning
Varanlegur ihlutur | Titan, stig Il skv. ASTM F67-13:

Koéfnunarefni, ham.. .0,03
Kolefni, hAm. .....coooeiiiiiiiiiieeeeeeeeeeeees 0,08
Vetni, NAmM. ... 0,015
JArN, hAm. ..., 0,30
Surefni, NAM. coooeeeeeeeees 0,25

..jafnveegi (99,32%)

Lifuppleysanlegur | Glycoprene Il (100%)
ihlutur

In compliance with the Australian Therapeutic Goods (Medical
Devices) Regulation 2002 Clause 13A.3, the following
information can be found in the SecurMark Biopsy Site
Marker(s) ‘Instructions for Use’, which is located at
http://www.hologic.com/package-inserts.

2 a. The intended purpose of the device; and

2 b. The kind of patient on whom the device is intended to be
used.

3. Any special operating instructions for the use of the
device.

4 a. The intended performance of the device.

All other requirements of MD 2002 Clause 13A.3 are included
in this Patient Information Leaflet.

Any serious incident that occurs in relation to the device
should be reported to Hologic, Inc. and to the Therapeutic
Goods Administration

(https://www.tga.gov.au).

© 2025 Hologic, Inc. Allur réttur askilinn. Hologic, Eviva og SecurMark eru vérumerki
og/eda skrad vérumerki Hologic, Inc. i Bandarikjunum og/eda 68rum I6ndum.

AW-23658-3982 Endurskodun 001
Januar 2025



Marcador do local da biopsia SecurMark® para Eviva®
Informagdes do paciente

Folheto de instrugdes e cartdo do implante a entregar aos
pacientes implantados com marcador(es) do local da biopsia em
titanio SecurMark.

1. Nome do paciente ou ID do paciente. A preencher pela
instituicao ou pelo prestador de cuidados de saude.

2. Data da implantacédo. A preencher pela instituicdo ou pelo
prestador de cuidados de saude.

3. Nome e endereco da instituicao ou do prestador de cuidados
de saude. A preencher pela instituicdo ou pelo prestador de
cuidados de saude.
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Simbolos

Nome do paciente ou ID do paciente

kS

Data da implantagéo

Nome e enderecgo da instituicao ou do
prestador de cuidados de saude que realizou
a implantagéo

Website de informagdes para pacientes

Dispositivo médico

Identificador Unico do dispositivo

0 Numero de LOTE

Fabricante

> EEEE m| 3=

Condicional para IRM

Material Titanio de Classe Il

Material Glycoprene Il

O que deve fazer com o cartdo do implante?

Tenha sempre o cartdo do implante do paciente consigo. O
cartéo do implante do paciente tem informacdes importantes
sobre o(s) seu(s) marcador(es) do local da biopsia SecurMark’.
Certifique-se de que mostra o cartao do implante a qualquer
médico que venha a consultar.

' O(s) marcador(es) do local da biopsia SecurMark sera(zo) referido(s)
como marcadores em todo o documento.

Adverténcias e precaucoes:

e Pode encontrar uma lista completa de adverténcias e
precaugoes nas instru¢des de utilizagdo do(s) marcador(es) do
local da biopsia SecurMark, disponiveis em
http://www.hologic.com/package-inserts.




e Contacte o seu médico se considerar que esta a sentir efeitos
secundarios relacionados com o(s) marcador(es) ou com a
sua utilizacao ou se estiver preocupado com os riscos. Este
documento néo pretende substituir uma consulta com o seu
médico, se for necessaria.

e (O(s) marcador(es) sera(ao) deixado(s) na mama apds a biopsia.
O tecido ira crescer em volta do marcador e este permanecera
no corpo, a ndo ser que o médico precise de remover o tecido
envolvente. O médico pode retirar o(s) marcador(es) nessa altura.

e INFORMAGAO DE SEGURANGA PARA IRM
O(s) marcador(es) é(sdo) condicional(ais) para IRM. Um
paciente com este dispositivo pode ser examinado com
seguranga num sistema de IRM em condigdes especificas.
Consulte o seu médico para obter mais informacdes.

Possiveis riscos e efeitos indesejaveis:

O médico deve falar consigo sobre os beneficios e os possiveis
riscos do(s) marcador(es) e do procedimento. Qualquer
procedimento médico envolve riscos e efeitos indesejados.
Normalmente, estes sdo determinados mediante a analise da
experiéncia dos pacientes submetidos ao procedimento. Os
médicos e os pacientes também podem dar o seu feedback
sobre o dispositivo. Consulte na lista seguinte os possiveis riscos
ou as complicagdes conhecidas. Diversos fatores, incluindo

o seu estado de saude e histérico médico, podem afetar os
resultados da cirurgia e as complicagdes sofridas. Algumas
complicagdes (como a infegcdo) podem obrigar a um tratamento
adicional. Contacte o seu médico para discutir os riscos.

Possiveis riscos e efeitos indesejaveis:

e Dor e Hipersensibilidade ou reagao

e Formagdo de seroma  alérgica

e Inflamagdo e |esdo de tecidos moles

e Equimose e Diagnostico incorreto (devido a

* Hematoma migragéo do marcador)
e Hemorragia e Perfuracéo ou tecido cicatricial
or. * Picada/punc&o da agulha
¢ Infegdes Sonei
e Sepsia



Informacéao sobre o material implantavel:

Marcador Material/composicao

Componente Titanio de grau Il segundo ASTM F67-13:

ermanente
P AZOtO, MAX. .eeeeeeieeeeee e e 0,03

Carbono, MAX.....cccueeereeeeeiieeesieeaeans

Hidrogénio, max. ..

Ferro, Max. ....cccoveeeieeneecee e 0,30

OXIgENIo, MAX. .eeevveeeeiiieeeiieeeeiieaeaes 0,25

Proporgédo de titanio..........cccc..... (99,32%)
Componente Glycoprene Il (100%)

bioabsorvivel

In compliance with the Australian Therapeutic Goods (Medical
Devices) Regulation 2002 Clause 13A.3, the following
information can be found in the SecurMark Biopsy Site
Marker(s) ‘Instructions for Use’, which is located at
http://www.hologic.com/package-inserts.

2 a. The intended purpose of the device; and

2 b. The kind of patient on whom the device is intended to be
used.

3. Any special operating instructions for the use of the
device.

4 a. The intended performance of the device.

All other requirements of MD 2002 Clause 13A.3 are included
in this Patient Information Leaflet.

Any serious incident that occurs in relation to the device
should be reported to Hologic, Inc. and to the Therapeutic
Goods Administration

(https://www.tga.gov.au).

© 2025 Hologic, Inc. Todos os direitos reservados. Hologic, Eviva e SecurMark sao
marcas comerciais e/ou marcas comerciais registadas da Hologic, Inc. nos Estados
Unidos da América e/ou noutros paises.

AW-23658-602 Revisao 001
Janeiro de 2025



Marker del sito bioptico SecurMark® per Eviva®
Informazioni per la paziente

Foglio di istruzioni e scheda dell'impianto da fornire alle pazienti
a cui sono stati impiantati uno o piu marker del sito bioptico in
titanio SecurMark.

1. Nome o ID della paziente: da compilare a cura dell'istituto
sanitario o dell'operatore sanitario.

2. Data dell'impianto: da compilare a cura dell'istituto sanitario o
dell'operatore sanitario.

3. Nome e indirizzo dell'istituto sanitario o dell'operatore
sanitario: da compilare a cura dell'istituto sanitario o
dell'operatore sanitario.
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Simboli

Nome o ID della paziente

Data dell'impianto

Nome e indirizzo dell'istituto sanitario o del
fornitore di servizi sanitari che ha effettuato
I'impianto

Sito web informativo per le pazienti

Dispositivo medico

ElE ba| By |

Identificazione unica del dispositivo

LO

=

Numero di LOTTO

Fabbricante

>k

A compatibilita condizionata alla RM

Materiale titanio classe Il

Materiale Glycoprene I

Che cosa fare con la scheda dell'impianto?

Tenga con sé la scheda dell'impianto della paziente. La scheda
dell'impianto della paziente contiene informazioni importanti sui
marker del sito bioptico SecurMark’. Si assicuri di mostrare la
sua scheda dell'impianto a tutti i medici che consulta.

"I marker del sito bioptico SecurMark sono denominati marker in tutto il
documento.

Avvertenze e precauzioni:

e Nelle "Istruzioni per I'uso" dei marker del sito bioptico
SecurMark, & disponibile un elenco completo di avvertenze e
precauzioni reperibile all'indirizzo
http://www.hologic.com/package-inserts.




e Contatti il suo medico se pensa di avere effetti collaterali legati
ai marker o al loro uso, o se & preoccupata per i rischi. Questo
documento non intende sostituire un consulto con il medico,
se necessario.

e | marker restano nel seno dopo la biopsia. Il tessuto crescera
intorno ai marker e rimarra nel corpo a meno che il suo medico
non abbia bisogno di rimuovere il tessuto intorno ai marker. Il
medico potra togliere i marker in quel momento.

e INFORMAZIONI SULLA SICUREZZA DELLA RM
| marker sono a compatibilita condizionata alla RM. Una
paziente con questo dispositivo puo essere sottoposta a
scansioni in modo sicuro in un sistema RM in condizioni
specifiche. Per maggiori informazioni, consulti il suo medico.

Possibili rischi ed effetti indesiderati:

Il suo medico la informera dei benefici e dei possibili rischi

dei marker e della procedura. Qualsiasi procedura medica
presenta rischi ed effetti indesiderati, che sono di solito rilevati
esaminando |'esperienza delle pazienti sottoposte all'intervento.
Medici e pazienti possono anche fornire un feedback sul
dispositivo. Faccia riferimento alla tabella sottostante per i
possibili rischi o le complicanze note. Molti fattori, tra cui le sue
condizioni di salute e la sua anamnesi, possono influenzare i
risultati dell'intervento chirurgico e le eventuali complicanze.
Alcune complicanze (come un'infezione) potrebbero richiedere un
trattamento aggiuntivo. Per maggiori informazioni sui rischi, parli
approfonditamente con il suo medico.

Possibili rischi ed effetti indesiderati:

e Dolore ¢ |persensibilita o reazione allergica
e Formazione di e Danni ai tessuti molli

sieroma e Diagnosi errata (a causa della
¢ |nfiammazione migrazione dei marker)
e Lividura e Perforazione o tessuto cicatriziale
e Ematoma e Puntura di aghi
e Emorragia e Sepsi

e Infezioni



Informazioni sul materiale impiantabile:

Marker Materiale/Composizione

Componente Titanio grado Il secondo ASTM F67-13:

ermanente .
P Azoto, MasSSIMO......eeeeeeeeciiieeeeeeeeeis 0,03

Carbonio, massimo ........cccceeeveeneeenne. 0,08
Idrogeno, massimo

Ferro, massimo.......ccccceeeeveeceveeeeeneenns
Ossigeno, Massimo........coecueeeriieeennne 0,25
Titanio...cceeeeeeeecceieeenes equilibrio (99,32%)

Componente Glycoprene Il (100%)
bioassorbibile

In compliance with the Australian Therapeutic Goods (Medical
Devices) Regulation 2002 Clause 13A.3, the following
information can be found in the SecurMark Biopsy Site
Marker(s) ‘Instructions for Use’, which is located at
http://www.hologic.com/package-inserts.

2 a. The intended purpose of the device; and

2 b. The kind of patient on whom the device is intended to be
used.

3. Any special operating instructions for the use of the
device.

4 a. The intended performance of the device.

All other requirements of MD 2002 Clause 13A.3 are included
in this Patient Information Leaflet.

Any serious incident that occurs in relation to the device
should be reported to Hologic, Inc. and to the Therapeutic
Goods Administration

(https://www.tga.gov.au).

© 2025 Hologic, Inc. Tutti i diritti riservati. Hologic, Eviva e SecurMark sono marchi
commerciali e/o marchi registrati di Hologic, Inc. negli Stati Uniti e/o in altri Paesi.

AW-23658-702 Revisione 001
Gennaio 2025



SecurMark® Biopsiestellenmarker fiir Eviva®
Patienteninformationen

Beipackzettel und Implantatausweis sind jenen Patienten
auszuhandigen, die SecurMark-Titan-Biopsiemarker implantiert
haben.

1. Patientenname oder Patienten-ID. Von der
Gesundheitseinrichtung oder dem Gesundheitsversorger
auszufillen.

2. Implantationsdatum. Von der Gesundheitseinrichtung oder
dem Gesundheitsversorger auszufillen.

3. Name und Adresse der Gesundheitseinrichtung oder des
Gesundheitsversorgers. Von der Gesundheitseinrichtung oder
dem Gesundheitsversorger auszufillen.
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Symbole

Patientenname oder Patienten-ID

Implantationsdatum

Name und Adresse der
Gesundheitseinrichtung oder des
Gesundheitsversorgers, welche(r) das
Implantat eingesetzt hat

B [

Informationswebsite flr Patienten

Medizinprodukt

Eindeutige Geratekennung

0 Chargennummer

Hersteller

Bedingt MRT-sicher

> (& [EE] ba

Material Titan Klasse Il

Material Glycoprene Il

Handhabung lhres Implantatausweises

Fuhren Sie lhren Implantatausweis mit sich. lhr Implantatausweis
enthalt wichtige Informationen Uber Ihre(n) SecurMark-
Biopsiestellenmarker'. Denken Sie daran, lhren Implantatausweis
bei jedem Arztbesuch vorzuzeigen.

' SecurMark-Biopsiestellenmarker werden im gesamten Dokument als
Marker bezeichnet.

Warnungen und Vorsichtshinweise:

e Eine vollstandige Liste mit Warnungen und Vorsichtshinweisen
finden Sie in der Gebrauchsanweisung des bzw. der
SecurMark-Biopsiestellenmarker auf
http://www.hologic.com/package-inserts.




e Wenden Sie sich an lhren Arzt, wenn Sie glauben, dass bei Ihnen
Nebenwirkungen im Zusammenhang mit dem/den Marker(n)
oder deren Anwendung auftreten, oder wenn Sie sich Sorgen
Uber die damit verbundenen Risiken machen. Dieses Dokument
ersetzt nicht die Konsultation Ihres Arztes, falls erforderlich.

e Der/die Marker verbleiben nach der Biopsie in lhrer Brust.
Ihr Gewebe wachst um den Marker herum und verbleibt in
Ihrem Korper, es sei denn, lhr Arzt muss das Gewebe um den/
die Marker herum entfernen. lhr Arzt kann den/die Marker zu
diesem Zeitpunkt herausnehmen.

¢ INFORMATIONEN ZUR MRT-SICHERHEIT
Die Marker sind bedingt MRT-sicher. Ein Patient mit diesem
Implantat kann unter bestimmten Bedingungen gefahrlos
einem MRT-Scan unterzogen werden. Bitte fragen Sie lhren
Arzt nach weiteren Informationen.

Mégliche Risiken und unerwiinschte Wirkungen:

Ihr Arzt sollte Sie Uber den Nutzen und die méglichen Risiken
des/der Marker(s) und des Verfahrens informieren. Jedes
medizinische Verfahren ist mit Risiken und unerwiinschten
Wirkungen verbunden. Diese werden in der Regel anhand der
Erfahrungen von Patienten ermittelt, die sich dem Verfahren
bereits unterzogen haben. Auch Arzte und Patienten kénnen
Rickmeldungen zum Produkt geben. Mégliche Risiken bzw.
bekannte Komplikationen kénnen Sie der Liste unten entnehmen.
Viele Faktoren, einschlieBlich Ihres Gesundheitszustands und Ihrer
Krankengeschichte, kénnen einen Einfluss auf das Ergebnis lhrer
Operation und die bei lhnen auftretenden Komplikationen haben.
Manche Komplikationen (wie beispielsweise eine Infektion) kénnen
eine zusatzliche Behandlung erforderlich machen. Wenden Sie
sich an lhren Arzt, um ausfihrlicher tber die Risiken zu sprechen.

Mégliche Risiken und unerwiinschte Wirkungen:

e Schmerzen ¢ Uberempfindlichkeit oder

e Serombildung allergische Reaktionen

e Entziindungen e Schadigung von Weichgewebe

e Fehldiagnosen (aufgrund der

¢ Ergussbildung S

: Migration des Markers)

e Hamatom .
e Perforation oder Narbengewebe

e Blutungen . .

. e Nadelstichverletzung/Punktion

¢ Infektionen

e Sepsis



Informationen zu den implantierbaren Materialien:

Marker Material/Zusammensetzung
Permanente Titan Grade Il gemaB ASTM F67-13:
Komponente

Sauerstoff, max. .....cccovveeeeeeeiiiienennnn. 0,25
Titan...ccccceeeeee e Restbetrag (99,32 %)
Bioresorbierbare | Glycoprene Il (100 %)

Komponente

In compliance with the Australian Therapeutic Goods (Medical
Devices) Regulation 2002 Clause 13A.3, the following
information can be found in the SecurMark Biopsy Site
Marker(s) ‘Instructions for Use’, which is located at
http://www.hologic.com/package-inserts.

2 a. The intended purpose of the device; and

2 b. The kind of patient on whom the device is intended to be
used.

3. Any special operating instructions for the use of the
device.

4 a. The intended performance of the device.

All other requirements of MD 2002 Clause 13A.3 are included
in this Patient Information Leaflet.

Any serious incident that occurs in relation to the device
should be reported to Hologic, Inc. and to the Therapeutic
Goods Administration

(https://www.tga.gov.au).

© 2025 Hologic, Inc. Alle Rechte vorbehalten. Hologic, Eviva und SecurMark sind
Marken und/oder eingetragene Marken von Hologic, Inc. in den Vereinigten Staaten
und/oder anderen Léndern.

AW-23658-802 Revision 001
Januar 2025



Marqueur de site de biopsie SecurMark® pour Eviva®
Informations sur le patient

Notice d’instructions et carte d’implant a fournir aux patients
implantés avec un ou plusieurs marqueurs de site de biopsie
SecurMark en titane.

1. Nom du patient ou ID du patient. A remplir par I’établissement
ou le professionnel de santé.

2. Date d’implantation. A remplir par I'établissement ou le
professionnel de santé.

3. Nom et adresse de I'établissement ou du professionnel de santé.
A remplir par I’établissement ou le professionnel de santé.
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Symboles

lll? Nom du patient ou ID du patient

Date d’implantation

Nom et adresse de I’établissement ou du
professionnel de santé d’implantation

Site Web d’informations pour les patients

Dispositif médical

(3] e |Bs =

Identifiant unique de I'appareil

LO

=

Numéro de lot

Fabricant

Compatible IRM sous conditions

>k

Matériau Titane grade Il

Matériau Glycoprene Il

Que devez-vous faire de la carte d’implant ?

Conservez votre carte d’implant sur vous. Elle contient des
informations importantes sur le(s) marqueur(s) de site de biopsie
SecurMark. Veillez a montrer votre carte d’implant a tous les
médecins que vous consultez.

' Le ou les marqueur(s) de site de biopsie SecurMark seront désignés
comme marqueurs tout au long du document.

Avertissements et précautions :

e \ous trouverez une liste compléete des avertissements et des
précautions dans le mode d’emploi du (des) marqueur(s) de
site de biopsie SecurMark, qui se trouve a I'adresse suivante
http://www.hologic.com/package-inserts.




e Contactez votre médecin si vous pensez avoir des effets
secondaires liés au(x) marqueur(s) ou a son utilisation, ou si les
risques vous préoccupent. Ce document n’est pas destiné a
remplacer une consultation avec votre médecin si nécessaire.

e Le ou les marqueurs seront laissés dans votre sein apres la
biopsie. Vos tissus se développeront autour du marqueur et
resteront dans votre corps, a moins que votre médecin n’ait
besoin de retirer les tissus autour du ou des marqueurs. Votre
médecin pourra retirer le ou les marqueurs a ce moment-la.

* INFORMATIONS SUR LA SECURITE DE L'IRM
Le ou les marqueurs sont compatibles IRM sous conditions.
Un patient équipé de ce dispositif peut étre examiné en toute
sécurité dans un systeme RM dans des conditions spécifiques.
Veuillez consulter votre médecin pour plus d’informations.

Risques et effets indésirables éventuels :

Votre médecin doit vous informer des bénéfices et des risques
éventuels du ou des marqueurs et de I'intervention. Toute
intervention médicale comporte des risques et des effets
indésirables. lls sont généralement détectés grace a I'examen

de I'expérience des patientes ayant subi 'intervention. Les
médecins et les patientes peuvent également donner leur avis sur
le dispositif. Reportez-vous a la liste ci-dessous pour connaitre
les risques possibles ou les complications connues. Plusieurs
facteurs, dont votre état de santé et vos antécédents médicaux,
peuvent influer sur I'issue de votre intervention chirurgicale et les
complications que vous rencontrerez. Certaines complications
(comme une infection) peuvent entrainer I'instauration d’un
traitement supplémentaire. Veuillez contacter votre médecin pour
discuter des risques plus en détail.

Risques et effets indésirables éventuels :

e Douleur e Hypersensibilité ou réaction

e Formation de sérome allergique

e Inflammation e | ésions des tissus mous

¢ Diagnostic erroné (d( a la

e Ecchymoses ‘ ’
migration du marqueur)

e Hématome
. . e Perforation ou tissu cicatriciel
e Hémorragie

e PigQre d’aiguille/perforation
¢ Infections q 9 P

e Septicémie



Informations relatives au matériau implantable :

Marqueur Matériau/composition

Composant Titane de grade Il conformément a la norme

permanent ASTM F67-13 :
AZOte, MAX ceveeeeciieeee e 0,03
Carbone, MaXx.......ccoueeeveeeneerieeeneeennes 0,08
Hydrogene, max.......cccceeveeriveninennns 0,015
Fer, MaX ..o 0,30
OXYgENE, MAX ..eeeurierrerreenirerreesiee e 0,25
Reste en

Composant Glycoprene Il (100 %)

bioabsorbable

In compliance with the Australian Therapeutic Goods (Medical
Devices) Regulation 2002 Clause 13A.3, the following
information can be found in the SecurMark Biopsy Site
Marker(s) ‘Instructions for Use’, which is located at
http://www.hologic.com/package-inserts.

2 a. The intended purpose of the device; and

2 b. The kind of patient on whom the device is intended to be
used.

3. Any special operating instructions for the use of the
device.

4 a. The intended performance of the device.

All other requirements of MD 2002 Clause 13A.3 are included
in this Patient Information Leaflet.

Any serious incident that occurs in relation to the device
should be reported to Hologic, Inc. and to the Therapeutic
Goods Administration

(https://www.tga.gov.au).

© 2025, Hologic Inc. Tous droits réservés. Hologic, Eviva et SecurMark sont des
marques déposées et/ou des marques commerciales de Hologic, Inc. aux Etats-Unis
et/ou dans d’autres pays.

AW-23658-902 Révision 001
Janvier 2025



