@ Magtracee skirtas naudoti su

Sentimage

Siame vadove pateikta informacija gali bati kei¢iama be
jspéjimo. PraSome aplankyti www.endomag.com naujausiai
versijai.

Numatytas naudojimo tikslas 1.1.1. tech. parametrai

Magtracée yra magnetinis zymeklis, BKiftas véziu serganciy
pacienty limfmazgiams pazyméti ir aptikti pries jy chirurginj

BiGpSijalSB). Magtracee gali bati naudojamas kaip SLB
zymeklis visur, kur gydytojas mano, kad SLB tinkama.
Suaugusiems Zmonéms Magtrace vartojimase suaugusiyjy
populiacijoje neribojamas pagal vézio tipg, taip pat amziy ar
etnine kilme.

Numatyta pacienty tiksliné grupé (-és).
Magtracee skirtas visiems suaugusiyjy véZiu sergantiems
pacientams, kuriems, gydytojo nuomone, SLB yra tinkamas.

Klinikiné nauda

Magtracee yra magnetinis Zymeklis. Magnetinis signalas i3
Magtracee yra sukeliamas Sentimage prietaisu. Magtracee
veiksmingumas nepriklauso nuo radioizotopy. Tai reiSkia, kad
visos ligoninés, i$ kuriy daugelis neturi branduolinés medicinos
skyriy, gali naudoti Magtracee kad SLB procedira baty
prieinama pacientui.

Naudojimo indikacijos 1.1.1. tech. parametrai

Magtracee yra magnetinis Zymeklis, Kiftaslifistikalibrtuctasinatidoti
su Sentimage prietaisu TIK kaip bendros sistemos dalis, skirta
pazymeéti ir nustatyti limfmazgius suaugusiems véZiu sergantiems
pacientams prieS$ jy chirurginj pasalinima. Magtrace naudojimas
neribojamas pagal véZio tipg, su salyga, kad Sentimag zondo
naudojimas yra tinkamas tam tikram véZio tipui.

[IRjEKEijeS. Europoje Magtracee pagal Medicinos prietaisy
direktyva 93/42/EEB yra klasifikuojamas kaip Ila klasés
medicinos prietaisas.

Apibadinimas 1.1.1. tech. parametrai

Magtraceayira juodai ruda sterili superparamagnetiniy
karboksidekstranu dengty GeleZiesioksidoidaleligisuspensija

injekciniame vandenyje, aseptiSkai tiekiama vienkartiniuose
buteliukuose, kuriuose yra apie 2,2 ml. Kiekvienas
Magtrace mililitras turi apie 28 miligramus geleZies.

Dozavimas ir administravimas

DidZiausia dozé yra 2,0 ml, o geleZies kiekis yra 55 mg +/- 4
mg vienojedozéje. PrieS naudodami patikrinkite buteliuko
sandaruma, kadjsitikintuméte,jog jis nepaZzeistas.
Nenaudokite, jei suldzes buteliukodangtelis, buteliukas
yra nesandarus arba pasibaiges galiojimo laikas.

Itraukite Magtracee sterilia adata j atitinkama sterily
hipoderminj Svirkstg ir patikrinkite kiekj.

Kraties sritis: 1.1.2. tech.parametrai
Jeinaudojate operacijos metu, susvirkskite 2,0 ml
Magtracee po oda j subareolinj arba peritumorinj intersticinj
audinj ir po to 5 minutes intensyviai masaZuokite injekcijos
vieta. Subareolinés injekcijos atveju, chirurgai turéty palaukti
bent 20 minuciy prieS bandant transkutaniskai iSmatuoti
signala paZastyje. Peritumorinés injekcijos atveju gali tekti
laukti ir ilgiau. 1.1.7. darbo metodika
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1.1.2. tech.

1.1.3. tech.parametrai paramametras

operacija), suleiskite 2,0 ml Magtracee arba 1,0 ml

Magtracee j subareolinj arba peritumorinj intersticinj audinj.

Nereikia masaZuoti su prieSoperacine injekcija. Magtracee

buteliukas turi bati naudojamas tik vieng kartg vienam ~ 1.1.7. darbo
pacientui. Sig vienkartine injekcijg galima atlikti keliais ~metodika
nedideliais injekcijy kiekiais, kuriy bendras taris yra 2,0 ml

Magtracee arba 1,0 ml Magtracee i$ vieno Magtracee buteliuko,

adata neiSeinant i$ sterilaus lauko. I8siurbus reikiama tarj iS

buteliuko, buteliukg reikia iSmesti

(zr. toliau esantj skyriy ,Atlieky tvarkymas”).

Atlikite pjavj tik po to kai gaunamas aiSkus transkutaninis
signalas su Sentimag®. Vyresniems ar stambiasniems
pacientams Magtrace® migracija limfagyslémis gali bati
létesné.

Esant kitoms indikacijoms: vartoti Magtracee SvirkSciant j
peritumorinj audinj ir, jei reikia 5 minutes masazuokite
injekcijos vieta.

Teskite kaip nurodyta auksciau.

Klinikiniy tyrimy demografija

Magtracee buvo tiriamas jvairaus amziaus (27-89 mety) ir KMI
(17,1-51,7) populiacijose. Nebuvo pranesta apie amzZiaus ar KMI
apribojimus.

Kontraindikacijos

1. Magtrace® draudZiama vartoti pacientams, kuriems yra
padidéjes jautrumas geleZies oksidui arba dekstranojunginiams.
2. Negalima skirti pacientams, sergantiems geleZies pertekliaus
liga.

3. Nedvirk3kite jokiam pacientui sumetaliniu implantu arti
Katomos sarginio limfmazgiovietos.

Ispéjimai ir atsargumo priemonés
1. Magtrace® skirtas naudoti TIK su Sentimag® jrenginiu, todél
jam taikomi ,Sentimag” jspéjimai ir atsargumo priemonés,
jskaitant atsargumo priemones, taikomas pacientams,
turintiems Sirdies stimuliatoriy.
2. Tinkamas naudoti TIK apmokyty gydytojy sarginiams
limfmazgiams aptikti atliekant chirurgines procedaras.
3. Magtrace® gali pakeisti injekcijos ir drenazo vietos magnetinio
rezonanso tomografijos (MRT) tyrimus. Kai kurie pokyciai gali
bati ilgalaikiai. Dél Sios prieZasties chirurgai turéty apsvarstyti,
ar Magtrace® yra tinkamas pacientui kiekvienu konkreciu atveju.
4. Magtrace® néra skirtas pacientams, sergantiems geleZies
stokos anemija, gydyti ar kitiems medicininiams tikslams.
5. Netycia suleidus j veng, gali pasireiksti anafilaktoidinés arba
Sirdies ir kraujagysliy sistemos reakcijos.
6. Gali atsirasti trumpalaikis arba ilgalaikis rusvas odos
daZymas injekcijos vietoje.
7. Nenaudokite pakartotinai, nes sterilumas negali bati
garantuotas, jei buteliuko guminé plomba jau buvo pradurta.
Pakartotinis jau atidaryto buteliuko naudojimas gali sukelti
uzterSimga ir kryZmine infekcija tarp pacienty.
8. Néra atlikta tyrimy su Magtrace® nés¢ioms moterims,
maitinanc¢ioms motinoms ar vaikams.

A Nepageidaujamos reakcijos

Kai medziaga, panasi j naudojama Magtrace®, buvo suleista

j veng, pranesta apie Siuos nepageidaujamus poveikius:
DaZnas (<2%) - skausmas injekcijos vietoje, vazodilatacija,
parestezija. Nedazni (0,1% iki <1%) - astenija, nugaros
skausmas, reakcijos injekcijos vietoje, kratinés skausmas,
pykinimas, vémimas, galvos skausmas, skonio pojatis, nieZulys,
bérimas. Retas (=0,01% iki <0,1 %) - padidéjes jautrumas ir
anafilaksija, hipertenzija, flebitas, hiperestezija, nerimas,galvos
svaigimas, traukuliai, parosmija, dusulys, sustipréjeskosulys,
rinitas, egzema, dilgéliné. Yra buves
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nedidelis skaiCius praneSimy apie uzdegiminj ir padidéjusio
jautrumo atsaka po injekcijos j odg. Nepageidaujamos reakcijos
po intersticinés injekcijos pozymiy néra. Magtracee néra
skirtas injekcijoms j vena.

Perdozavimas

Vartojant taip, kaip nurodyta su vienu 2 ml tario doze,
perdozavimas mazai tikétinas.

Neklinikiné toksikologija ir klinikinis saugumas
Magtracee buvo perziarétas ir iSbandytas, kaip nurodyta EN
10993-1:20009, atsizvelgiant j nurodytg injekcijos vietg ir trukme.
ISsami neklinikiné medZiagy toksikologija, panaSi j naudojama
Magtracee jskaitant Zmogaus farmakodinamikos ir
farmakokinetikos tyrimus, matyti, kad medziaga ir galimi jos
skilimo produktai yra saugas.

Veikimo mechanizmas

Limfine sistemga sudaro kraujagysliy tinklas, kuriuo teka audiniy
skystj (limfg), kartu su suSvirkS¢iamu Magtracee, j limfmazgius, o
véliau ir j organus, susijusius su imunine sistema. Limfmazgiai
veikia kaip filtras, paSalinantys i$ limfos skysc€io svetimus
organizmus ar nenormalias Igsteles ir kitas medZziagas, tokias kaip
bakterijos ir véZio lastelés. Magtracee dalelés taip pat sulaikomos
filtre. Todél jos fiziSkai jstringa limfmazgyje ir gali veikti kaip
superparamagnetinis Zzymeklis, kurj gali atpazinti

Sentimage prietaisas.

Magtracee dalelés yra sulaikomos dél nataralaus fizinio
limfmazgio filtravimo ir néra medicininio poveikio dalis.

Galutinis vartotojas ir mokymai

Magtracee skirtas naudoti TIK tinkamai apmokytiems gydytojams,
kad aptikty sarginius limfmazgius chirurginiy proceddry metu. Be
to, gydytojai PRIVALO bati apmokyti naudoti Magtracee

ir Sentimage sistema prie$ naudojima.

Magnetinis laukas

Kai Magtracee medziaga yra veikiama Sentimag® prietaisu,
Magtracee dalelés reaguoja laikinai skleisdamos magnetinj
lauka.

Sandéliavimas

Laikyti nuo +20C ir +300C temperatdroje, vietoje, kurioje
temperataros svyravimai baty kuo mazesni.
NEUZSALDYTI.

Nenaudoti pasibaigus galiojimo laikui, nurodytam ant buteliuko.

Atlieky tvarkymas

Magtracee atliekos neturéty bati iSmetamos j vieSai tvarkomy
atlieky konteinerius:

+ UZterStas dalis rekomenduojama sudeginti.

* Visada reikia laikytis vietiniy teisiniy reikalavimy.

Pacienty konsultavimas

1. Paklauskite paciento apie bet kokias reakcijas j geleZies
oksido ar dekstrano produktus.

2. Informuokite pacienta, kad jis pranesty apie bet kokius
padidéjusio jautrumo pozymius ir simptomus, kurie gali
atsirasti vartojimo metu ir (arba) po jo, pvz., iSbérimas, niezulys,
galvos svaigimas,galvos svaigimas.

3. Perspékite pacientg, kad oda gali ilgai pasidaryti rusva.

4. Pasakykite pacientui, kad Magtrace® gali pakeisti
pooperacinio magnetinio rezonanso tomografijos (MRT)
vaizdus. Kai kurie pokyciai gali bati ilgalaikiai.
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Apie bet kokj rimtg incidenta, jvykusj, susijusj su Siuo produktu,
reikia pranesti Endomagnetics Ltd Siuo el. pasto adresu:

- info@endomag.com
Magtrace® taikomi simboliai

®
=

LOT

Vienkartinio naudojimo

Galiojimo laikas nurodytas ant buteliuko

Ant buteliuko nurodytas partijos arba partijos numeris

REF

Katalogo numeris

Aseptiskai uzpildytas

[:Ii.] Perskaitykite instrukcijas

A Ispéjimai ir jspéjimai, nurodyti instrukcijose

g Nenaudokite, jei buteliukas atidarytas arba paZeistas

300C

wl
q3

2797

Laikyti tarp nurodyty temperatary

Gamintojas

Medicinos prietaiso CE Zenklas, kaip nurodyta
Medicinos prietaisy direktyvoje 93/42/EEB. 2797
reiSkia patvirtinancig paskelbtaja jstaiga.

Rx Only

m Europos jgaliotasis atstovas
Endomagnetics Ltd)effreys
I pastatasCowley Road,
Emergo Europe
Prinsessegracht 20
E 2514 AP Haga,

KembridZas
Nyderlandai

Naudoti gydytojui arba jo nurodymu

MR salyginis

CB4 OWS, Jungtiné Karalysté

Sentimage yra ,Endomagnetics Ltd.” registruotasis Europos
Sajungos prekés Zenklas.

Magtracee yra registruotasis Endomagnetics Ltd prekés Zenklas
Jungtinéje Karalystéje.



@ Magtrace® for use with
Sentimag®

The information contained in this manual is subject to change
without notice. Please visit www.endomag.com for the latest
version.

Intended Purpose Klll tech. parametl’ai

Magtrace® is a magnetic tracer intended to mark and locate
lymph nodes in cancer patients prior to their surgical removal as
part of Sentinel Lymph Node Biopsy (SLNB) procedure in adult
populations. Magtrace® can be used as an SLNB marker
wherever the physician deems SLNB appropriate. Within the
adult population the use of Magtrace®is not restricted to the type
of cancer, nor is it restricted by age or ethnicity within the adult
population.

Intended Patient Target Group/s

Magtrace® is intended for all cancer patients in the adult
population for whom SLNB is deemed appropriate by the
physician.

Clinical Benefits

Magtrace® is a magnetic tracer. The magnetic signal from
Magtrace® is induced by the Sentimag® device. Magtrace® does
not rely for its effectiveness on radioisotopes. This means that
all hospitals, many of which do not have nuclear medicine
departments can use Magtrace® to make SLNB available to the
patient.

Indications for Use 1.1.1. tech. parametrai

Magtrace® is a magnetic tracer intended and calibrated for use
with the Sentimag® device ONLY as part of an overall system to
mark and locate lymph nodes in adult cancer patients prior to
their surgical removal. The use of Magtrace® is not restricted to
the type of cancer, provided the use of the Sentimag probe is

iable for th rticul type. .
viable for the particular cancer type 1.1.2, tech.parametrai

According to its Intended Use, Magtrace® must be detected
within 30 days after injection. In Europe, Magtrace® is classified
as a class lla medical device by Medical Device Directive

93/42IEEC. 1.1.4/1.1.5. tech. parametrai 7

Description

Magtrace® is a blackish-brown sterile aqueous suspension of
superparamagnetic carboxydextran-coated iron oxide particle

in injectable water, supplied aseptically in single-use vials
containing circa 2.2 ml. Each millilitre of Magtrace® contains
circa 28 milligrams of iron.

Dosage and Administration

The maximum dose is 2.0ml, with an equivalent iron content of
55 mg +/- 4 mg per dose. Inspect the seal of the vial before use
to ensure it is unbroken. Do not use if the vial cap is broken, the
vial is leaking, or if the expiry date has passed.

Draw Magtrace® via a sterile needle into an appropriate sterile
hypodermic syringe and check the quantity.

1.1.2. tech. parametras

For Breast: {ga

If using intra-opératively, administer 2.0ml Magtrace® by
subcutaneous injection into either subareolar or peritumoral
interstitial tissue and follow with 5 minutes vigorous massage at
the injection site. For subareolar injection, surgeons should
wait at least 20 minutes before attempting transcutaneous
measurement of the axilla. Peritumoral injection may require a
longer wait. 1.1.7. tech parametras =7
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1.1.1. tech. parametry

1.1.2. tech.parametrai
If injectingﬁeratively (i.e. at least the day before

surgery), administer 2.0ml  Magtrace® or  1.0ml
Magtrace® into either subareolar or peritumoral interstitial
tissue. There is no need to massage with pre-operative
injection. The Magtrace® vial must only be used for a single
administration to the patient. This single administration may be
performed in multiple small injection volumes totaling 2.0ml
Magtrace® or 1.0ml Magtrace® from a single volume drawn from
the Magtrace® vial without the needle leaving the sterile field.
The Magtrace® vial must be disposed of after drawing the\
required volume from the vial (refer to Disposal section below)

1.1.7. tech. parametras

Proceed with incision only after obtaining a clear
transcutaneous signal with the Sentimag®. Migration may be
slower in older or larger patients.

For other indications: Administer Magtrace® by injection into
peritumoral tissue and, where appropriate, follow with 5 minutes
massage at the injection site. Proceed as above.

Demographics of the Clinical studies

Magtrace® has been studied in populations with a range of ages
(27-89 years) and BMI (17.1-51.7) reported. No limitations in age
or BMI were reported.

1.1.1. tech. parametrai

Contraindications

1. Magtrace® is contraindicated in any patient
hypersensitivity to iron oxide or dextran compounds.
Do not administer to any patient with iron overload disease.
Do not administer to any patient with a metal implant close
to the expected sentinel lymph node location.

with

wnN

&Warnings and Precautions

1. Magtrace® is intended ONLY for use with the Sentimag®
device, and is therefore subject to the Warnings and
Precautions of the Sentimag® device, including the
precaution regarding the use in patients with pacemakers.
For use ONLY by appropriately trained clinicians for detection
of sentinel lymph nodes during surgical procedures.

3. Magtrace® can alter magnetic resonance imaging (MRI)
studies of the injection and drainage site. Some amount of
alteration may be long-term. Because of this, surgeons
should consider whether Magtrace® is appropriate for a
patient on a case by case basis.

4. Magtrace® is not intended for treatment of iron deficiency
anaemia in patients or any other medicinal applications.
5. If inadvertently administered intravenously, anaphylactoid

or cardiovascular reactions may occur.

Some transient or long-term brownish skin coloration may

occur.
7. Do not reuse, sterility cannot be guaranteed if the rubber
seal on the vial has already been punctured. Reuse of an
already opened vial can lead to cross contamination and
cross infection between patients.
There have been no studies of Magtrace® in pregnant
women, nursing mothers or paediatric patients.

®

AAdverse Reactions

When similar material to that used in Magtrace® has been injected
intravenously, the following undesirable effects have been
reported: Common (<2%) — pain at the injection site, vasodilation,
paresthesia. Uncommon (20.1% to <1%) — asthenia, back pain,
injection site reactions, chest pain, nausea, vomiting, headache,
taste perversion, pruritus, rash. Rare (20.01% to <0.1%) -
hypersensitivity = &  anaphylaxis, hypertension, phlebitis,
hyperesthesia, anxiety, dizziness, convulsion, parosmia, dyspnea,
increased cough, rhinitis, eczema, urticaria. There have been a
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small number of reports of inflammatory and hypersensitivity
response with intradermal injection. There is no evidence of adverse
reaction following interstitial injection. Magtrace® is not intended
for intravenous injection.

Overdose

Overdose is unlikely if used as specified with a single 2 ml
volume of Magtrace® is administered.

Non-Clinical Toxicology and Clinical Safety

Magtrace® has been reviewed and tested as specified in EN
10993-1:2009 based on the specified site of injection and
duration. Detailed non-clinical toxicology of materials similar to
that used in Magtrace® including human pharmacodynamics and
pharmacokinetics studies shows that the material and its
potential breakdown products are safe.

Mechanism of Action

The lymphatic system comprises a network of vessels that drain
tissue fluid (lymph) including the injected Magtrace® into lymph
nodes and then the specialized organs involved in the immune
system. The lymph nodes act as a filter, removing invading
organisms or abnormal cells and other materials such as bacteria
and cancer cells from the lymph fluid. Magtrace® particles are also
trapped in the filter. They therefore become physically trapped in the
node, allowing them to be used as a superparamagnetic marker
which can be identified by the Sentimag® device.

The Magtrace® particles are trapped by the natural physical
filtration action of the lymph node and are not part of a medicinal
action.

End user Profile and Training
Magtrace® is for use ONLY by appropriately trained clinicians for

detection of sentinel lymph nodes during surgical procedures. 2

Additionally, clinicians MUST be trained in the use of Magtrace®
and Sentimag® system before use.

Magnetic Fields

When the Magtrace® material is exposed to the excitation field
of the Sentimag® the Magtrace® material responds with a
temporarily induced magnetic field.

Storage

Store between +2°C and +30°C and such that temperature
variations will be minimised.

DO NOT FREEZE.

Do not use after expiry date specified on vial.

Disposal

Magtrace® should not be disposed via public recycling.
* Incineration of contaminated parts is recommended.
* local legal requirements should be followed at all times.

Patient Counselling

1. Question patient regarding any prior history of reactions to
iron oxide or dextran products.

2. Inform patient to report any signs and symptoms of
hypersensitivity that may develop during and/or following

administration, such as rash, itching, dizziness,
lightheadedness.

3. Advise patient that some long-term brownish skin coloration
may occur.

4. Advise patient that Magtrace® may alter post-operative
magnetic resonance imaging (MRI) scans. Some alteration
may be long-term.
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Any serious incident that has occurred in relation to the device
should be reported to Endomagnetics Ltd using the following
email address:

- info@endomag.com

Symbols applicable to the Magtrace® medical
device

@ Single Use
w

Lot or batch number specified on vial

Catalogue Number
Aseptically Filled

I:Ii] Read Instructions

Expiry Date specified on vial

A Warnings and Cautions specified in instructions

Do not use if vial is open or damaged

O/ﬂ/ -
° Store between temperatures indicated

Manufacturer

CE mark for Medical Device as specified by the
Medical Device Directive 93/42/EEC. 2797
signifies the approving Notified Body.

q3

2797

R Only For Use by, or on the Order of, a Physician

/A MR Conditional

E European Authorized Representative

ol C€

2797
| EC [REP|

Endomagnetics Ltd

The Jeffreys Building
Cowley Road, Cambridge
CB4 0WS, United Kingdom

Emergo Europe
Prinsessegracht 20
2514 AP The Hague
The Netherlands

Sentimag® is a registered European Union Trademark of
Endomagnetics Ltd.

Magtrace® is a registered Trademark of Endomagnetics Ltd in
the United Kingdom.
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