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en: Description of the Device: Celsite® Access Ports are totally implantable access devices. The system consists of an access port, with a silicone septum, which
is connected to a catheter. The catheter may be made of Silicone (Si), Polyurethane (PUR) or Polyamide (PA) depending on the reference. Access to the system
is via percutaneous injection using a special non-coring needle. Both the port and the catheter are radio-opaque.

MR Information
General Information

According to |EC Standard 60601-2-33(2008), the scanner must be operated in Normal Operating Mode (defined as the mode of operation of the MR system
in which none of the outputs have a value that causes physiological stress to the patient):

The whole body averaged specific absorption rate (SAR) must be < 2.0 W/kg
The head SAR must be < 3.2 W/kg

Device Information

MR Conditional
The Celsite® Access Ports was determined to be MR-Conditional according to the terminology specified in the American Society for Testing and Materials (ASTM)
International, Designation: F2503-08. Standard Practice for Marking Medical Devices and Other Items for Safety in the Magnetic Resonance Environment.

Non-clinical testing demonstrated that the Celsite® Access Ports is MR Conditional. A patient with this device can be scanned safely, immediately after
placement under the following conditions:

Static magnetic field of 3-Tesla and 1.5-Tesla
Maximum spatial gradient magnetic field of 710 Gauss/cm or less
Maximum whole body averaged specific absorption rate (SAR) of 2.9 W/kg for 15 minutes of scanning

MRI-Related Heating

In non-clinical testing, the Celsite® Access Ports produced the maximum temperature rise during MRI performed for 15-min (i.e., per pulse sequence) in 3-Tesla
(Excite, Software G3.0-052B, General Electric Healthcare, Milwaukee, WI) MR systems, as:

MRI Condit MR System Reported, Maximum Calorimetry Value Highest Temperature Time for MRI
ondition Whole Body Average SAR (W/kg) (W/kg) Change (per pulse sequence)
3-T/128-MHz 29 27 22°C 15 min

Artifact Information

MR image quality may be compromised if the area of interest is in the exact same area or relatively close to the position of the Celsite® Access Ports. Therefore,
optimization or MR imaging parameters to compensate for the presence of this device may be necessary.

fr : Description du dispositif : Les chambres implantables Celsite® sont des dispositifs totalement implantables. Ce dispositif est constitué d'une chambre avec un
septum en silicone relié & un cathéter. Le cathéter peut étre en silicone (Si), en polyurethane (PUR) ou en polyamide (PA) en fonction de la référence. L'accés au
dispositif se fait par injection percutanée a I'aide d'une aiguille atraumatique, spécialement adaptée a la ponction des chambres implantables. La chambre et le
cathéter sont radio opaques.

Informations sur IRM

Informations générales

Selon la norme 60601-2-33(2008) de la CEl, I''RM doit &tre utilisé en mode de fonctionnement normal (défini comme étant le mode de fonctionnement dans
lequel aucun réglage du systéme n'a de valeur susceptible de provoquer un stress physiologique chez le patient) :

Le taux d'absorption spécifique (TAS) moyen pour tout le corps doit étre < 2,0 W/kg ;

Le TAS pour la téte doit étre < 3,2 W/kg

Informations sur le dispositif

Compatible sous conditions avec la RM

Les chambres implantables Celsite® ont été définies comme étant compatibles sous conditions avec la RM, selon la terminologie utilisée par la Société
américaine des analyses et des matériaux [American Society for Testing and Materials, ASTM], Désignation internationale : F2503-08. Pratiques normalisées
pour le marquage des dispositifs médicaux et des autres dispositifs de sécurité dans I'environnement d'un systéme d'imagerie par résonance magnétique.

Des tests non cliniques ont démontré que les chambres implantables Celsite® étaient compatibles sous conditions avec la RM. Un patient avec ce dispositif
peut tout a fait étre soumis & une imagerie par résonance magnétique, juste apres sa mise en place, en respectant les conditions suivantes :

Champ magnétique statique de 3 Tesla et 1,5 Tesla ;

Gradient spatial maximal du champ magnétique de 710 Gauss/cm ou moins ;

Taux d'absorption spécifique (TAS) moyen maximum pour tout le corps de 2,9 W/kg pendant 15 minutes de procédure d'imagerie.

Production de chaleur liée a I''RM

Dans les tests non cliniques, les chambres implantables Celsite® ont produit I'augmentation maximale de température au cours d'une IRM de 15 mn (par
exemple, en séquence d'impulsions) effectuée dans un systeme de RM de 3 Tesla (Excite HDx, Software 14X.M5, General Electric Healthcare, Milwaukee,
Wisconsin):

Réql de IIRM TAS moyen maximum pour toutle | Valeur calorimétrique | Changement maximal Durée de I''RM
cglages oe corps du systeme de RM (W/kg) (W/kg) de température (par fréquence d'impulsions,
3T/128 MHz 29 2,7 22°C 15 min

Informations sur les artefacts

La qualité de I'image par résonnance magnétique peut €tre altérée si la zone étudiée se superpose ou est relativement proche du site des chambres implantables
Celsite®. Par conséquent, une optimisation des parametres de I'lRM peut étre nécessaire pour compenser la présence de ce dispositif.

de: Beschreibung des Systems: Celsite® Portkatheter-Systeme sind vollstandig implantierbar. Das System besteht aus einer Portkaniile mit Silikon-Septum, das mit
dem Katheter verbunden ist. Der Katheter kann je nach Referenz aus Silikon (Si), Polyurethan (PUR) oder Polyamid (PA) bestehen. Der Zugang zum System erfolgt
mittels einer perkutanen Injektion mit einer speziellen Nadel ohne Stanzeffekt. Der Port und der Katheter sind rontgendurchlassig.

MR Information

Allgemeine Information

GemaB dem IEC Standard 60601-2-33(2008), muss der Scanner im Betriebsmodus Normal verwendet werden (definiert als der Betriebsmodus des
MR-Systems, in dem keiner der Outputs Werte hat, die fiir den Patienten zu physiologischen Belastungen fiihren):

Die durchschnittliche spezifische Absorptionsrate (SAR) fiir den ganzen Kérper muss < 2,0 W/kg sein

Die Kopf-SAR muss < 3,2 W/kg sein

Gerateinformation

MR Conditional

Die Celsite® Access Ports sind gemiB der von der "American Society for Testing and Materials International” (ASTM) "MR-Conditional”, Bezeichnung: F2503-
08. Standardverfahren zur sicheren Kennzeichnung medizinischer Geréte und anderer Gegenstande fiir Magnetresonanzumgebungen.

AuBerklinische Tests haben gezeigt, dass Celsite® Access Ports "MR Conditional” sind. Patienten mit diesem Gerat konnen unmittelbar nach der Platzierung sicher
gescannt werden, dabei gelten die folgenden Voraussetzungen:

Statisches Magnetfeld von 3-Tesla und 1,5-Tesla

Maximales Magnetfeld mit einem raumlichen Gradienten von 710 Gauss/cm oder weniger

Durchschnittliche spezifische Absorptionsrate (SAR) fiir den ganzen Korper hochstens 2,9 W/kg fiir einen Scanvorgang von 15 Minuten

MRI-bedingte Erwdrmung
In auBerklinischen Tests bewirkten die Celsite® Access Ports wihrend einer 15-miniitigen MRI (d.h. pro Pulssequenz) in 3-Tesla (Excite, Software
(3.0-052B, General Electric Healthcare, Milwaukee, WI) MR Systemen eine maximale Temperaturerhhung von:

MRI Bedi MR System-Ausgabe, Maximal Kalorimetrie-Wert Grofte Zeit fur MRI
€dingung | SAR Ganzkérperdurchschnitt (Wikg) (W/kg) Temperaturénderung (pro Pulssequenz)
3-T/128-MHz 29 27 22°C i

Produktinformation

Die MR Bildqualitat kann beeintrachtigt werden, wenn sich der betroffene Bereich genau an der oder in der Ndhe der Position des Celsite® Access Ports befindet.
Daher kann eine Optimierung der MR-Bildparameter erforderlich sein, um die Prasenz des Gerétes zu kompensieren.



en: Epoxy or Polysulphone
(PSU) housing (1)

4l

en: Titanium Chamber

(not Celsite® IMPLANTOFIX) (5)

(1)

fr: Boitier en époxy ou en polysulphone (PSU)
de: Geh3use aus Epoxid oder Polysulphon (PSU)
es: Cubierta de epoxy o polisulfona (PSU)

it: Guscio esterno in resina epossidica o
polisulfone (PSU)

sv: Hus av epoxi eller polysulfon (PSU)
pt: Bolsa de epoxy ou polisulfona (PSU)
zh: FEBIEEERI (PSU)SNI LR

ru: HapyxHaa kamepa nopta 13 3nokcuaHon
cmonbl U noaucynbdona (PSU)

nl: Epoxy- of polysulfoon (PSU) behuizing
no: Ramme av epoksy eller polysulfon (PSU)
da: Epoxy- eller polysulfon- (PSU) hus

fi: Epoksi- tai polysulfoni-kotelo (PSU)

pl: Obudowa z Zywic epoksydowych lub
polisulfonu (PSU)

el: MepiBAnua eno&ikng pnTivng /
mMoAucouApovng (PSU)

tr: Epoksi veya Polisilfon (PSU) gévde

cs: Pouzdro z epoxidu nebo polysulfonu (PSU)

th: nssuheBwanivialnadaluu (PSU)

ko: ©lFA] Z& Fe)HE(PSU) 2%

vi: Vi tri Epoxy hodc Polysulphone (PSU)

ro: Carcasd din rasing epoxi sau polisulfona (PSU)

bg: Koxyx 0T enokcvaHa cmona unv nonmcyndoH
(PSU)

et: Epoksiivaigust véi poliisulfoonist (PSU) korpus

en: Silicone Septum (2)

en: Catheter (4)

en: Exit cannula (3)

en: Connection ring with

anti-kink device

: Septum en silicone
: Silikon-Septum
: Séptum de silicona

Setto in silicone

: Silikonmembran

: Septo de silicone

T TR

: CunukoHoBaA MembpaHa
: Siliconenseptum

: Silikonseptum

: Silikoneseptum

Pistokalvo silikonia

. Silikonowa membrana

. Aldgpaypa oNkovng

- Silikon Septum

. Silikonové septum

- uiipndalaudmsuunada
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i: Vach ngan Silicone

: Perete despdrtitor din silicon
: CunukoHosa memGpaHa

: Silikoonist membraan

hu:

Szilikon szeptum
Silikoniné pertvara

. Silikbnové septum
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fr:
de:
es:

sv:
pt:
zh:
ru:
nl:
no:
da:
fi:
pl:
el:
tr:
cs:
th:
ko:
vi:
ro:
bg:
et:

hu:

sk:

Cannule de sortie
Auslasskaniile
Cénula de salida
Cannula di uscita
Utloppsror
Extremidade da canula
HNES 4

BeiBoaHanA kaHiona
Uitgangscanule
Utgangs-kanyle
Udgangs-kanyle
Ulostulokanyyli
Kanivla wyjéciowa
SwAnviokog §6d0u
Cikis kanolu
Vystupni kanyla
yinsnszrIansueAuasaIl
Al &7

Ong do thoat

Canulg de iesire
V13xopHa kaHiona
Viljaviiv kantidl
Kivezet6 kanil
Is&jimo kaniulé
Vystupnd kanyla

: Epoxi vagy poliszulfon boritas (PSU)

It: Epoksido arba polisulfono (PSU) korpusas
sk: Puzdro z epoxidu alebo polysulfonu (PSU)
(4) (5) (6)
fr: Cathéter fr : Réservoir en titane (sauf Celsite® IMPLANTOFIX) fr:
de: Katheter de: Titankammer (nicht Celsite® IMPLANTOFIX) de:
es: Catéter es: Camara de titanio (no Celsite® IMPLANTOFIX) es:
it: Catetere it: Camera in titanio (non in Celsite® IMPLANTOFIX) it
sv: Kateter sv: Titankammare (ej Celsite® IMPLANTOFIX)
pt: Cateter pt: Cémara de titanio (excepto para o porte Celsite® v
ohe S IMPLANTOFIX) pt:
ru: Katetep zh: %KM (Celsite® IMPLANTOFIX A4fFekis) zh:
. ite®
nl: Katheter ru: ﬁ\z!g'{%?\lﬂpoﬂg&l;TaHOBaﬂ kamepa (HeT B Celsite ru
no: Kateter nl: Titaniumkamer (niet bij Celsite® IMPLANTOFIX) e
d.a: Katete.r no: Titaniumkammer (ikke Celsite® IMPLANTOFIX) no:
fii Katetr da: Titankammer (ikke Celsite® IMPLANTOFIX) da:
pl: Cewnik fi: Titaanikammio (paitsi Celsite® IMPLANTOFIX) fi:
el: KaBetmpag h , .
pl: Komora tytanowa (nie dotyczy portéw Celsite® pl:
tr: Koteter IMPLANTOFIX)
cs: Katétr el: Kaya titaviou (0x1 Celsite® IMPLANTOFIX) el:
th: anedu tr: Titanyum hazne (Celsite® IMPLANTOFIX de yok)
ko: 7he|¥] cs: Titanové komrka (ne Celsite® IMPLANTOFIX) tr:
vi: Ong théng do th: nszuhelnnidisy (sniugaled suduwaulniin) cs:
ro: Cateter ko: ElEhE Au (Aol B0 ERET 2 A9) th
bg: Karetbp vi: Khoang Titanium (khong phéi Celsite® IMPLANTOFIX) ko:
et: Kateeter ro: Rezervor din titan (cu exceptia lui Celsite® vi
hu: Katéter IMPLANTOFIX) ro
It: Kateteris bg: Kamepa ot TTaH (He npu Celsite® IMPLANTOFIX) bg
sk: Katéter et: Titaanist kamber (mitte Celsite® IMPLANTOFIX)
hu: Titén kamra (kivéve a Celsite® IMPLANTOFIX) et
It: Titano kamera (iskyrus Celsite® IMPLANTOFIX) hu
sk: Titénovd komérka (nie Celsite® IMPLANTOFIX) ltk:
s

Bague de connexion avec systéme antiplicature
Konnektionsring mit Knickschutz
Rosca de conexion con dispositivo anti-acodamiento

: Anello di collegamento con dispositivo anti-

piegamento

Kopplingsring med knickskydd

Anel de conexdo com dispositivo antidobra
A A4 B IR R

: CoenHUTENBHOE KOMbLO C 3aLMUTHBIM YCTPONCTBOM

OT CKpyuMBaHNA

Aansluitingsring met antikinkvoorziening
Koplingsring med innretning mot knekk
Forbindelsesring med knaekbeskyttelse
Kiinnitysrengas kinkkauksenestolla

Pierscien faczacy, wyposazony w urzadzenie
zapobiegajace zaginaniu sie przewodow
SUVDETIKOG SAKTUALOG pe BLATAEN KATA TNG
oUOTPOPNG

Anti-kink pargacikli baglant halkasi
Spojovaci krouZek zajistény proti zalomeni

: awmuEmsuasauiugUnsalitetlasiuanzaiuines

HEd WA AAE 7kl 94 1e

i: Vong két néi vai thiét bi chdng xodn
: Inel de conectare cu dispozitiv de anti-buclare
: CbeAvHUTENEH MPBCTEH C YCTPOCTBO MPOTYB

nper-saHe

: Uhendusréngas keerdumisvastase seadmega
: Csatlakozd gylrG csavarodasgdtld eszkozzel

Jungiamasis Ziedas su apsauginiu jtaisu nuo susisukimo

: Spdjaci krizok zaisteny proti zalomeniu



(en)

Contents: Refer to unit package label for actual content list.

(fr) Contenu : Se référer a I'étiquette de I'emballage individuel pour la liste du contenu.
(de) Inhalt: Die Auflistung der Bestandteile entnehmen Sie bitte der Packungsbeilage.
(es) Contenido: Observar la etiqueta del embalaje de la unidad para consultar la lista de contenidos.
(it) Contenuto: Fare riferimento all'etichetta sulla confezione dell'unita per I'elenco del contenuto effettivo.
(sv) Innehall: Se etikett pa enhetens forpackning betraffande aktuellt innehall.
(pt) Contetdo: Consultar o folheto informativo para saber a lista de componentes.
@h) Wi E: RN YRTERIES I e LR
(ru) KomnnekTtauwa: AnA MoNHOMO CrMCKa KOMMNeKTauuy 06paTUTeCh K Hakmenke Ha yrnakoBKke YCTPOMCTBa.
(nl) Inhoud: Zie het verpakkingslabel van de unit voor de inhoudslijst.
(no) Innhold: Se etiketten pa forpakninen for aktuell innholdsliste.
(da) Indhold: Der henvises til enhedens emballageetiket for liste over det aktuelle indhold.
(fi) Sisélts: Varmista yksikkdpakkauksen nimiostd pakkauksen sisélto.
(pl) Zawarto$é: Faktyczna zawarto$é podana na opakowaniu.
(el) Neplexopevo: AvapepBeite 0NV EMONKUAVON TNG CUOKEUAOLAG TOU TIPOIOVTOG YIA TOV AKPLR) KATAAOYO TIEPLEXOUEVW.
(tr) i(;erik: icerdigi maddeler icin ambalajinvn Uzerindeki etikete bakiniz.
(cs) Obsah: Aktudini seznam je uveden na obalu.
(th) dmisznavlu 1 g Usznaudmesanisene 9 ausens Fail
(ko) WE&EEHAANEE B A 2GS 2
(vi) N6i dung: Tham khao nhn bao géi cho danh muc néi dung thuc té.
(ro) Continut: Consultati eticheta de pe pachetul dispozitivului pentru a vedea lista continutului actual.
(bg) CbabpKaHue: BuxTe NMCTOBKATA B OMakOBKaTa Ha YCTPOWCTBOTO 3a CMUCHK HAa AECTBATENHOTO ChAbPKaHME.
(et) Sisu: Pakendi tépset sisu vaadake komponendi pakendi sildilt.
(hu) Tartalom: a tényleges tartalomlistarél a csomagoldsi egység cimkéje ad téjékoztatdst
(It) Turinys: Realaus turinio sarasas nurodytas gaminio pakuotés etiketéje.
(sk) Obsah: Aktudlny zoznam je uvedeny na obale. .
Celsite® Discreet Celsite® IMPLANTOFIX Celsite® Concept Celsite®
en Access port sv Injektionsport no Port tr Erisim portu ro Port de acces sk Vstupny port
fr  Chambre implantable pt Porte de acesso da Adgangsport cs  Vstupni port bg TopT 3a AocTsn
de Port zh A UHET fi Implantoitava portti th gunsaldasingndis et Ligipddsuport
es Reservorio de acceso  ru  TMopT pl  Port dostepu ko M2 ZE hu Beiltetett port
it Port di accesso nl  Patiént port el Kaya npoopacewg Vi Céng truy cap It Prieigos portas
en Connection rings (x2) en J guide wire en Catheter
fr  Bagues de connexion (x2) fr  Guide J fr  Cathéter
de Konnektionsringe (x2) de Seldinger-Draht mit «J» -Spitze de Katheter
es Dispositivo de seguridad es Guiaen) es Catéter
del catéter (x2) it GuidaJ it Catetere
it Fermi per catetere (x2) sv J-ledare sv  Kateter
sv  Fixeringsdon till katetern (x2) pt Fio guia ) pt Cateter
pt Dispositivo de seguranca ( zh L5 zh S4%
@ do cateter (x2) ru J-06pasHbiil NPOBONOYUHBIIA ru Karetep
zh  JEEEEIR (x2) MPOBOAHMK nl  Catheter
ru  CoeauHUTENbHBIE MYDTHI (2) nl J-voerdraad no Kateter
nl Katheter-Koppelstukken (x2) no J guide wire da Kateter
no Kateter sikringsutstyr (x2) da J fremferingsledning fi  Katetri
da Kateter-fastgorelsesanordninger (x2) fi J ohjainvaijeri pl  Cewnik
i Kiinnitysrenkaat (x2) pl  Prowadnica J el KaBetnpag
pl  Pierécienie taczace (x2) el Suppativog odnyog J tr kateter
el ZuvdeTikoi SBakTUALOL (X2) trJkilavuz teli cs  Katétr
tr - Baglanti halkalari (x2) cs  Vodidi drat J th  @sau
cs  Krouzky k zajisténi katétru (x2) th  duaInisee M ko 7}EIE
th  wumudmsuasaugunsal (x2) ko J& fF=A vi  Ong théng
ko 94 12 (x2) vi Daydin) ro Cateter
Vi Céc loai vong néi (x2) ro  Fir de ghidare J bg Kartetvp
ro Inele de conectare (2) bg J-06paseH rbBKbLB MeTaneH et Kateeter
bg CbeavHUTeNH! NPBCTEHN Bofay hu  Katéter
et Uhendusrongad (x2) et J-kujuline juhtetraat It Kateteris
hu Csatlakozd gylrG (x2) hu J vezetédrot sk Katéter
It Jungiamieji Ziedai It J kreipiamoji viela
sk Krozky na zaistenie katétra (x2) sk Vodiaci drét J
en Syringe en Thin wall needle 18G/20G en Vein lifter
fr  Seringue fr Aiguille & corps fin 18G/20G fr  Leéve veine
de Spritze de Diinnwandkaniile 18G/20G de Venenheber
es Jeringa es Aguja de cuerpo fino 18G/20G es Elevador de vena
it Siringa it Ago a corpo fine 18G/20G it Dispositivo per il repertamento del vaso
2% sv Spruta sv Tunn véggnél 18G/20G sv Venelevator
/a*f' pt Servinga pt Agulha de pargdg fina 18G/20G pt Elevador da veia
¥ zh AR zh  18G/20G i A ZEET zh I
g‘ ru  LWnpuy, ru  ToHkocTeHHan urna 18G/20G ru BeHonogbemMHUK
nl Spuit nl Dunne wand naald 18G/20G nl Vene teugel
no Sproyte no Tynnvegget nal 18G/20G no Vene lofter
da Sprojte da Tyndvaegsnal 186/20G da Arelofter
fi  Ruisku fi  Ohutseinndmiinen neula 18G/20G fi Suonen kohottaja
pl  Strzykawka pl Igta cienka 18G/20G pl  Podnosnik zyty
el  ZUplyya el Belova Aerttn 18G/20G el  ®AeBIKOG avaomaoTtnpag
tr  Sinnga tr Ince cidarli igne 18G/20G tr - Damar kaldirici
cs  Injekéni stikacka cs  Tenkd Zilni jehla 18G/20G cs  Zilni elevator
th  nszuandaen th  @nuwuumisune wes 18G/20G th @snvanaldanan
ko FA}7] ko Blo] gk ulE 18G/20G ko ul &717]
vi  Ong tiém Vi Kim tiém thanh méng 18G/20G Vi Vit nang tinh mach
ro  Seringd ro  Ac subtire 18G/20G ro Ridicdtor de vend
bg CnpuHuoBKa bg TwvHkocTeHHa urna 18G/20G bg BeHoseH punTup
et Siistal et Ohukese seinaga noel (18G/20G) et Veenitéstja
hu Fecskendd hu Vékony fall tG 18G/20G hu Véna kiemeld
It Svirkitas It Plonasiené adata 18G/20G It Venos kelilis

sk Injekénd striekacka sk Tenkd Zilova ihla 18G/20G sk Zilovy elevator



Winged Surecan®

Surecan® a ailettes

Surecan® mit Fixierfliigeln
Surecan® con alas

Surecan® con alette

Surecan® med vingar

Surecan® com asas

Hy B SURECAN® JC A5 28 il £
Wrna Surecan® ¢ kpbinbiwkamn
Surecan® naalden met fixatievleugels
Surecan® med vinger

Surecan® med vinger
Surecan®-neula siivilla
Surecan® ze skrzydetkami
Surecan® pe miteplyla
Kanatl Surecan®

Surecan® s kridélky
Wangsuauuuuiiln

7l 42k grol e

Kim canh Surecan®

Surecan® cu aripioare

Surecan® ¢ kpunua

Néel Winged Surecan®
Szdrnyas Surecan®

Surecan® su sparneliais
Surecan® s kridelkami

en Tunnelling rod
fr Tunnelliseur
de Tunnelingnadel
es Tunelizador
it Tunnellizzatore

. sv Tunnelleringsstav

)
4]

N
5=

=

pt Vareta de tunelizacao
zh  BEHEEF

ru  TyHHenusaTop

nl Tunnel naald

no Tunneleringsstav

da Tunnelstang

fi Tunnelointineula

pl Tunelizator

el Papbdio dlavoifewg onpayyag
tr - Tunel ignesi

cs  Sondicka

+ o w o s A
th urislavzdmsuinansausinwilaifia

ko EIE® oA

vi  Thanh 6ng din

ro Tijd de tunelizare

bg O6pasysaL TyHen cTBON
et Lébistusvarras

hu Vezet6 pdicika

It Tunelizatorius

sk Sondicka

ECG cable en Introcan® i.v. cannula 20G
Cable ECG fr  Canule Introcan® 206
EKG Kabel de Introcan®-Kaniile 20G
1 cable de ECG es Canula Introcan® 20G
1 cavo ECG it Cannula Introcan® 20G
EKG Kabel sv  Introcan®-kanyl 20G
< pt Canula Introcan® 20G

jgf?ub‘gé?g s o " zh 206G Introcan- ik B4
Kabens ana OKI £ ru  Kanionsa Introcan® 20G ;9
ECG kabel : nl Introcan®-canule 20G ¥’
EKG-kabel ; no Introcan® Kanyle 20G
EKG-kabel da Introcan® kanyle 20G p
EKG-kaapeli fi  Introcan®-punktioneula 20G
Kabel do EKG pl  Kanivla Introcan® 20G
Kahwdio HKIM el ZwAnviokog Introcan® i.v. 20G
EKG kablosu tr  Introcan® damar kanilasi 206G
1 EKG kabel cs Nit:oiilnigkany(lo Intl;occ:n® 20G
sewadadmsunsdwila (ECG) 107 uendiees was 206
AAE AR ko QIEZZEe F W FALE 7] 2] 206
Cép ECG Vi Ong thong do Introcan® vi du dng thong do loai 20G
Cablu EKG ro Canuld IV Introcan® 20G
EKI kaben bg  Introcan® uHTpaBeHo3Ha kaHiona 20G
EKG-kaabel et Lv. kaniil Introcan (20G)
EKG-kébel hu  Introcan®-kantl 20G
EKG kabelis It Introcan® i.v. kanivlé 20G
EKG kdbel sk VnitroZilova kanyla Introcan® 20G

en Screw connector, connection spanner el

fr  Vis de connection, clé

en Surecan® needle 22G (x2)
fr  Aiguille Surecan® 22G (x2)

de 22G Surecan®-Portkaniile (x2)

es Agujas 22G Surecan® (x2)
it Aghi Surecan® 22G (x2)
Surecan®-nalar 22G (x2)

ru  Wrna Surecan® 22G (2)

nl 22G Surecan®-naalden (x2)
no 22G Surecan®-kanyler (x2)
da 22G Surecan® néle (x2)

fi  22G Surecan®-neula (x2)
pl Igla Surecan® 22G (x2)

el Belova Surecan® 22G (x2)
tr 222G Surecan® kanil (x2)
cs  Jehla 22G Surecan® (x2)

th  @ndsuauues 22 (x2)
ko Trol e vks 226G (x2)

vi  Kim Surecan® 22G (x2)

ro  Ac Surecan® 22 G (2)

bg Surecan® nrna 22G (x2)
et Noel Surecan® (22G) (x2)
hu Surecan® t 22G (x2)

It Surecan® adata 22G (x2)

sk lhla 22G Surecan® (x2)

en Peelable introducer

fr Introducteur pelable

de Spittbare Einflihrhiilse

es Introductor pelable

it Introduttore peel-away

sv Delbar introducer

pt Introdutor descascavel

zh TR R S

ru  PacliennAembiii UHTpOAbIOCe

nl  Peel-away introducer

no Splittbar introducer

da  Afskreelningsindforer

fi  Halkaistava sisadnvieja

pl Ostonka rozrywalna

el Eloaywy£ag e amoomwuevo
nepiBAnpa

tr  Ayrilabilir klavuz

cs  Snimatelny zavadéd

th  Uasnlainsizens

ko P& =¥t

Vi Vit mang c6 thé loai bd vo boc

ro  Dispozitiv de introducere exfoliant

bg O6ensaLy ce uHTpoAOCEP

et Mitmekihiline sisestaja

hu Széttéphetd bevezetd kandl

It Nuplésiamas jvediklis

sk Snimatelny zavéadzac

pt Agulha Surecan® de 22G (x2)
zh  22G SURECAN" TEH 2RI (x2)
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en Dilator 6F

fr  Dilatateur 6F

de Dilatator 6F

es Dilatador 6F

it Dilatatore 6F
Dilatatorn 6F

pt Dilatador 6F

zh 6F §

ru [Aunatatop 6F
Dilatator 6F

no Dilatoren 6F

da Dilatatoren 6F

fi  Laajennin 6F

pl Rozszerzacz 6F
el Awaotoléag 6F
tr  Genisletici 6F

cs  Dilatator 6F

th  @I28122110 6 NS
ko 7371 6F

Vi Banh (gan lam trong khi quan) 6F
ro Dilatator 6F

bg [Aunaratop 6F

et Dilataator 6F

hu Tégitd eszkdz 6F
It Pletiklis 6F

sk Dilatator 6F

=

en Splittocan® cannula
fr  Canule Splittocan®
de Splittocan® Kaniile
es Canula Splittocan®

it Cannula Splittocan®
Splittocan®-kanyl

pt  Cénula Splittocan®
zh  Splittocan 154741
ru  Kantona Splittocan®
nl  Splittocan®-canule
no Splittocan®-kanyle
da Splittocan® kanyle

fi  Splittocan® kanyyli

pl Kaniula Splittocan®
el Kavoula Splittocan®
tr - Kanul Splittocan®
cs  Kanyla Splittocan®
th @nasnlauau

ko e Ee A=
vi Bng thong do Splittocan®
ro  Canulg Splittocan®

bg Splittocan® kaHiona
et Kandil Splittocan®
hu  Splittocan® kanul

It Splittocan® kaniulé
sk Kanyla Splittocan®

Catheter with mandrin and Y-connector
Cathéter avec mandrin et connecteur Y
Katheter mit Mandrin und Y-Verbinder
Catéter con mandril y conector Y
Catetere con mandrino e connettore Y
Kateter med inféringsanordning

och Y-konnektor

Cateter com mandril e conector em Y

A REHRIYIE BRI S

KarteTtep ¢ MaHAPEHOM 1 Y-KOHHEKTOPOM
Katheter met mandrijn en Y-connector
Kateter med mandreng og Y-kopling
Kateter med dorn og Y-forbindelse
Katetri mandriinilla ja Y- yhdistaja
Cewnik z mandrynem i ztacznikiem Y
KaBetpag pe otethed kat
ouvdetnpa oxnuarog Y

Delgili katater ve Y konnekt&ri
Katetr s mandrinem a konektorem Y
ABFIUNTDNANTLLALT I TDNGAD
W= 8y A7) 9le e E
Ong théng c6 16i va dau ndi Y

Cateter cu mandrin si conector in Y
KateTbp ¢ maHapeH 1 Y-o6paseH
cbeauHuTen

Kateeter toestussiidamiku ja Y-liitmikuga
Katéter mandrinnal és Y-eladgazoval
Kateteris su mandrinu ir Y jungtimi
Katéter s mandrinom a konektorom Y

KoxAlwTtog ouvdeTtnpag,

KOXAlWTNPAG OUVSECEWG

Sroubovaci_koncktory, Spojovaci klic

de Konnektionsring, Schraubenschliissel tr  Vidali Konnektorler, konneksiyon
es Conectores de rosca, llave de enroscado spanneri

it Connettore a vite, chiave per collegamento cs

sv  Skruvkopplingar, Skruvnyckel th  ans, Uszualy

pt  Conectores roscados, Chave de conector ko UAE A7 e A 2y

zh  ERE RS R T Vi Dau ndi vit, dai 6c két ni

ru CoeAnHUTENbHBIA BUHT, KIlOY ro  Conector filetat, cheie de piulite

nl Schroefkoppelingen, Aandraaisleutel bg BWHTOB CheauHWUTEN, raeueH Koy

no Skrukopling, Koplingslas

da Strueforbindelser, Tilslutningsnegle hu
fi Katetrinyhdistdjd, Katetrin kiristysvéline It
pl  lacznik zakrecany, kluczyk do sk

dokrecania lacznika

et Kruvitav liitmik, liitmiku pinguti

Csavaros csatlakozd, csavarkulcs
Jungiamasis varztas, raktas
Skrutkovacie konektory, Spdjaci klo¢
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Celsite® ST304

Access port

Chambre implantable
Port

Reservorio de acceso
Port di accesso
Injektionsport

Porte de acesso
ISR A
Mopt

Patiént port

Port

Adgangsport
Implantoitava portti
Port dozylny, dootrzewnowy
Kaya npoopaong
Akses port
Pfistupovy port
gunsalilsianie
AL XE

Cdng truy cap

Port de acces

MopT 3a gocTbn
Ligipaasuport
Belltetett kanl
Prieigos portas
Pristupovy port

Catheter PUR, anti-kink device,

catheter coupling device 19/20G

Cathéter PUR, systeme anti-plicature,

systéme de connexion 19/20G

PUR Katheter, Knickschutz,

Katheterkupplung 19/20G

Catéter de poliuretano, Dispositivo antiacodamiento,
Sistema de union 19/20G

Catetere in poliuretano, Dispositivo anti inginocchiamento,
Sistema di connessione 19/20G

Kateter av polyuretan, Knickskydd,
Kopplingsanordning 19/20G

Cateter de poliuretano, Dispositivo anti-dobra,
conectores roscados 19/20G

PURSAF . B3, 19/20G 128
MonuypeTaHoBbIi kKaTeTep, npucnocobneHne
MpOTUB MEPEKPyYMBaHWA KaTeTepa,
YCTPOWCTBO ANA COEANHEHNA C kaTeTepom 19/20G
Polyurethaan katheter, anti-knikmechanisme,
Koppelingsysteem voor katheter 19/20G
Polyuretan-kateter, anti-knekk-utslyr,
Kateterkoplingssystem 19/20G
Polyurethankateter, anti-knaek anordninger,
Kateter forbindelsessystem 19/20G
Polyuretaanikatetri, kinkkauksen est&ja,
katetrinyhdistdja 19/20G

Cewnik poliuretanowy, przyrzad
zapobiegajacy zatamywaniu sie

cewnika, tacznik zakrecany 19/20G
KaBetpag PUR, avTioTpeBAWTIKN
ouokeun, ZUompa ouleuEng 19/20G
Politiretan kateter, anti-kink aletleri,

kateter konnektérleri 19/20G

Katétr z polyuretanu, systém proti

zauzleni 19/20G

aaau Twagmuy wian gunsailasiuanesines
uaz gunsalanse 2u1a 19/20

Zo| e FHEE, B ERYX| &R

Ong théng PUR, thiét bi chdng xoén,

thiét bi n6i 6ng thong 19/20G

Cateter PUR, dispozitiv de anti-buclare,
dispozitiv de cuplare la cateter 19/20G
KateTsp PUR, ycTpoiicTso MpoTvie NperbeaHe
19/20G

PUR-kateeter, keerdumisvastane seade 19/20G
PUR katéter, csavaroddsgdtld eszkoz,
katétercsatlakoztatd eszkodz 19/20G
Kateteris PUR, apsauginis itaisas nuo
susisukimo 19/20G

Katéter z polyuretanu, systém proti
zauzleniv 19/20G
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Screw connector, connection spanner

Vis de connection, clé

Konnektionsring, Schraubenschlissel
Conectores de rosca, llave de enroscado
Connettore a vite, chiave per collegamento
Skruvkopplingar, Skruvnyckel

Conectores roscados, Chave de conector
SR AR T
CoeaMHUTENbHBIA BUHT, KilioY
Schroefkoppelingen, Aandraaisleutel
Skrukopling, Koplingslas

Strueforbindelser, Tilslutningsnagle
Katetrinyhdistdja, Katetrin kiristysvaline
tacznik zakrecany, kluczyk do dokrecania tacznika
KoxAlwTtodg ouvdeTtnpag,
KOXAlWTNPAG OUVSECEWG

Vidali Konnektérler, konneksiyon spanneri
Sroubovaci koncktory, Spojovaci kli¢
a9, Uszualy

WAL AA 7] 9F Ad Ao

Dau ndi vit, dai 6c két ndi

Conector filetat, cheie de piulite

BVHTOB CbeAVHUTEN, raeueH KoY
Kruvitav liitmik, liitmiku pinguti

Csavaros csatlakozd, csavarkulcs
Jungiamasis varztas, raktas
Skrutkovacie konektory, Spdjaci k¢

Catheter PA, anti-kink device,

catheter coupling device 19/20G

Cathéter PA, systéme anti-plicature,

systéme de connexion 19/20G

Polyamid Katheter, Knickschutz,

Katheterkupplung 19/20G

Catéter de poliamida, Dispositivo antiacodamiento,
Sistema de union 19/20G

Catetere in poliammide, Dispositivo anti
inginocchiamento, Sistema di connessione 19/20G
Kateter av polyamid, Knickskydd, Kopplingsanordning
19/20G

Cateter de poliamida, Dispositivo antidobra,
conectores roscados 19/20G

PASA . BIAIEE 19/20G M He
MonnamnpHei kKaTeTep, NpucnocobneHne

NpOTWB NepeKpyYMBaHUA KaTeTepa,

YCTPOIACTBO [ANA COBAMHEHWA C KaTeTepoM 19/20G
Polyamide katheter, anti-knikmechanisme,
Koppelingsysteem voor katheter 19/20G
Polyamid-kateter, anti-knekk-utstyr,
Kateterkoplingssystem 19/206G

Polyamidkateter, anti-knaek anordninger,

Kateter forbindelsessystem 19/20G

Polyamidikatetri, kinkkauksen est&ja,
katetrinyhdistdja 19/20G

Cewnik poliamidowy, przyrzad zapobiegajacy
zatamywaniu sie cewnika, tacznik zakrecany 19/20G
KaBetpag PA, avTioTpeBAWTIKE CUGKEUN,
SUotnpa ouleugng 19/20G

Poliamid kateter, anti-kink aletleri,

kateter konnektérleri 19/20G

Katétr z polyamidu, systém proti zauzleni 19/20G
azanlndielue wsan gunsalilasiuanesuineg
uaz gunsaldauda auia 19/20

Zz|oto|= FtHE, | S2YX| Fx|

Bng thong PA, thiét bi chéng xodn,

thiét bi ndi 6ng théng 19/20G

Cateter PA,dispozitiv de anti-buclare,

dispozitiv de cuplare la cateter 19/20G

KateTbp PA, ycTpoiicTBO NPOTVIB NperbeaHe
19/20G

PA-kateeter, keerdumisvastane seade 19/20G

PA katéter, csavarodasgatld eszkoz,
katétercsatlakoztatd eszkoéz 19/20G

Kateteris PA, apsauginis jtaisas nuo

susisukimo 19/20G

Katéter z polyamidu, systém proti

zauzleniv 19/20G
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Syringe
Seringue
Spritze
Jeringa
Siringa
Spruta
Seringa

FEAES i

N

LWnpuy,

Spuit &
Sproyte
Sprojte

Ruisku
Strzykawka
Supyya-
Enjektor
Strikacka
nssuandnen
417

Ong tiém
Seringd
CnpuHLoBKa
Siistal
Fecskendd
Svirkstas
Striekacka

Surecan® needle 22G (x2)
Aiguille Surecan® 22G (x2)
22G Surecan®-Portkaniile (x2)
Agujas 22G Surecan® (x2)
Aghi Surecan® 22G (x2)
Surecan®-nalar 22G (x2)
Agulha Surecan® de 22G (x2)
22G SURECAN® TrAth ZE il £t (x2)
Wrna Surecan® 22G (2)

22G Surecan®-naalden (x2)
22G Surecan®-kanyler (x2)
226G Surecan® nale (x2)

22G Surecan®-neula (x2)

Igta Surecan® 226G (x2)
BeAova Surecan® 22G (x2)
22G Surecan® kanil (x2)
22G Surecan® jehly (x2)
Windhsuau was 22G (x2)
Frol e vhE 22G (x2)

Kim Surecan® 22G (x2)

Ac Surecan® 22G (2)
Surecan® urna 22G (x2)
Noel Surecan® (22G) (x2)
Surecan® tG 22G (x2)
Surecan® adata 22G (x2)
22G Surecan® ihly (x2)

Tuohy needle 16/18G
Aiguille de Tuohy 16/18G
Tuohy-Kaniile 16/18G
Aguja Tuohy 16/18G

Ago Tuohy 16/18G
Tuohy-nél 16/18G

Agulha Tuohy 16/18G
16/18 G Tuohv ZE il
Wrna Tuohy 16/18G
Tuohy-naald 16/18G
Tuohy-kanyle 16/18G
Tuohy nél 16/18G
Tuohy-neula 16/18G

Igta Tuohy 16/18G
BeAova Tuohy 16/18G
Tuohy kanil 16/18G
Tuohy jehly 16/18G
Waenlawas 16/18 G
2 3] (Tuohy) M= 16/18G
Kim Tuohy 16/18G

Ac Tuohy 16/18G

Tuohy urna 16 /18G
Noel Tuohy (16/18G)
Tuohy-t0 16/18G
Tuohy adata 16/18G
Tuohy ihly 16/18G

Syringe LOR

Seringue LOR

Spritze LOR

Jeringa LOR

Siringa LOR

Spruta LOR .
Seringa LOR &t
LOR {1414

Lnpuy, LOR o
LOR-Spuit -
LOR-Sproyte

Sprojte LOR

Ruisku LOR

Strzykawka LOR

ZUplyya an®wAelag aviloTaoEwg
Enjektor LOR

Strikacka LOR

nszUaNdngn waalaans

AN =5-& 7H(LOR) FAH]
Ong tiém LOR

Seringd LOR

CnpuHuoeka LOR

LOR-siistal

LOR fecskendd

Svirkstas LOR

Striekacka LOR

en Filter 0,2 n

fr  Filtre 0,2 p

de Flachfilter 0,2 p
es Filtrode 0,2 p

it Filtroda0,2p

sv  Bakteriefilter 0,2 u
* pt  Filtro de 0,2 u

zh  0.2uilIE %

ru 0,2 p dunetp

nl 0,2 p filter

no 0,2 p filter

da 0,2 p filter

fi 0,2 psuodatin
pl  Filtr 0,2

el ®ATpo 0,2 p
tr 0,2 filtre

cs 0,2 pfiltr

th shnspsauia 072 luasay
ko ©]7] 021

Vi BG loc kich thudc 0,2 p

ro Filtru 0,2 y

bg ®untbp 0,24

et Filter 0,2 pn

hu 0,2 p szlrd

It Filtras 0,2 p

sk 0,2 p filter

en  Scalpel E10, E11
fr Scalpel E10, E11
de Einmalskalpell E10, ET1
es Bisturi E10, E1
it Bisturi per dissezione E10, E11
7 sv Skalpell E10, E11
> pt  Bisturi E10, E11
zh E10- ENTETFARII
ru  Ckanbnens E10, E11
nl Scalpel E10, E11
no Skalpell E10, E11
da Skalpel E10, ET1
fi  Veitsi E10, ET1
pl  Skalpel E10, E11
el Xelpoupyikd paxatpidia
peyeBoug E10 kat E11
tr  Skalpel E10, EN1
cs  Skalpel E10, E11
th  swdiawss 10, 11
ko )78 vl 2~ E10,E11
vi  Daomd E10, E11
ro Scalpel E10, E11
bg Ckannen E10, Ell
et Skalpell E10, EN
hu ELO, E11 szike
It Skalpelis E10, E11
sk Skalpel E10, E11

el

STERICAN® needle 20G 70 mm
Aiguille STERICAN® 20G 70 mm
STERICAN® Portkaniile 20G 70 mm
Aguja STERICAN® 20G 70 mm

Ago STERICAN® 20G 70 mm
STERICAN®-nal 20G 70 mm

Agulha STERICAN® 20G 70 mm

20G 70 mm STERICAN® JEA1 22l (x2)
Wrna STERICAN® 20G 70 mm
STERICAN®-naald 20G 70 mm
STERICAN®-kanyle 20G 70 mm
STERICAN® ndl 20G 70 mm
STERICAN®-neula 20G 70 mm

Igla STERICAN® 20G 70 mm
BeAova STERICAN® 20G 70 mm
STERICAN® kanil 20G 70 mm
STERICAN® jehla 20G 70 mm

13N deassuau was 20 G 70 an
2"l 2] ke vl 20G 70mm

Kim STERICAN® 22G 70mm

Ac STERICAN® 20G 70 mm

Sterican® urna 20G 70mm

Noel STERICAN® (20G, 70 mm)
STERICAN® t( 20G 70 mm
STERICAN® adata 20G 70 mm
STERICAN® ihla 20G 70 mm

en  Tunnelling rod

fr Tunnelliseur

de  Tunnelingnadel
es  Tunelizador

it Tunnellizzatore
sv Tunnelleringsstav
pt Vareta de tunelizagdo
zh  RRiEE

ru TyHHEnu3aTop
nl - Tunnel naald

no Tunneleringsstav
da  Tunnelstang

fi Tunnelointineula
pl  Tunelizator

el Papdio diavoiewg onpayyag

tr Tonel ignesi
cs  Tunelizator

th  wislanzdmsinanssuiuaen

ko Bl d® ot

Vi Thanh ng dn

ro Tija de tunelizare

bg O6pasysaLly TyHen cTBON
et Lébistusvarras

hu Vezetd pdicika

It Tunelizatorius

sk Sondicka

en  Winged Surecan®

fr  Surecan® a ailettes

de  Surecan® mit Fixierfliigeln
es  Surecan® con alas

it Surecan® con alette

sv Surecan® med vingar

pt  Surecan® com asas

nl Surecan® naalden met
fixatievleugels

no Surecan® med vinger

da  Surecan® med vinger

fi  Surecan®-neula siivilla

pl Surecan® ze skrzydelkami

el Surecan® pe mrepuyla

tr Kanatli Surecan®

cs  Surecan® s kiidélky

th  dingrsuauuuuiitn

ko IS A g0l e

Vi Kim canh Surecan®

ro  Surecan® cu aripioare

bg Surecan® ¢ kpunua

et Noel Winged Surecan®

hu Szdrnyas Surecan®

It Surecan® su sparneliais

sk Surecan® s kridelkami

i B SURECAN® JC AR 2kl £
ru WUrna Surecan® ¢ KpbinblKamu



INSTRUCTIONS FOR USE
Celsite® ACCESS PORTS

PLEASE READ CAREFULLY

SUMMARY
I - INDICATIONS Page 6
Il - CONTRAINDICATIONS Page 6
Il - POTENTIAL COMPLICATIONS (Immediate and delayed) Page 6
IV - WARNINGS Page 6
V- SPECIAL ATTENTION Page 6

V-1 PATIENT
V-2 CATHETER POSITION
V-2-1 Venous catheters
V-2-2 Percutaneously placed Arterial catheters
(Celsite® Interventional with Anthron® catheter)
V-3 DRUG INCOMPATIBILITIES
V-4 NEEDLES
V-4-1 Puncture of the Celsite® Access Port
V-4-2 Puncture of the vein
V-5 OCCLUSION
V-6 INFECTION

VI - IMPLANTATION TECHNIQUES Page 6
VI-1 CENTRAL VENOUS IMPLANTATION TECHNIQUES
VI-1-1 Percutaneous Technique
VI-1-2 Surgical Cut-down Technique
VI-1-3 References requiring modifications to the above techniques
VI-1-3-1 Over-the-Wire Technique
VI-1-3-2 Brachial Implantation Technique
VI-1-3-3 ECG Technique
VI-1-3-4 Braunule Technique
VI-1-3-5 Valved Catheter
VI-1-3-6 Pre-connected catheter and port
VI-2 ARTERIAL IMPLANTATION TECHNIQUES (FOR H.ALT)
VI-2-1 Surgical Implantation Technique
VI-2-2 Percutaneous Implantation Technique
VI-2-2-1 Catheter tip in gastro-duodenal artery
VI-2-2-2 Catheter tip in hepatic artery
VI-3 PERITONEAL AND PLEURAL IMPLANTATION TECHNIQUES
VI-3-1 Peritoneal - Surgical Implantation Technique
VI-3-2 Peritoneal - Percutaneous Implantation Technique
VI-3-3 Pleural - Percutaneous Implantation Technique
VI-4 SPINAL IMPLANTATION TECHNIQUES

VIl - USE OF THE PORT AND CATHETER Page 8
VII-1 VENOUS PORTS
VII-2 ARTERIAL PORTS

VIIl - MAINTENANCE OF THE PORT AND CATHETER Page 8
VIII-1 RINSING AND HEPARINISATION
VIII-1-1 Venous ports
VIII-1-2 Arterial ports
VIII-1-3 Epidural or Intra-thecal ports
VIII-1-4 Peritoneal ports
VIII-1-5 Pleural ports

IX - DURATION OF IMPLANTATION AND REMOVAL OF THE PORT Page 8
IX-1 DURATION OF IMPLANTATION OF THE SYSTEM
IX-2 REMOVAL OF THE SYSTEM
IX-3 SPECIAL ATTENTION: BABYPORT®, BABYPORT® S, BABYPORT® PC AND SMALL PORTS

X - HIGH PRESSURE INJECTION Page 8



| - INDICATIONS

 Venous Access Ports are intended to be used for repeated int i of, for example, antibiotic and anti-viral drugs, parenteral nutrition, blood sampling or transfusion. Certain Celsite® Access
Ports may be used for Contrast Enhanced Computerised Tomography (CECT) using high pressure injection (see "X - High pressure injection"). For full list of validated references please refer to the tables on pages 109 and 110.

* Arterial Access Ports are intended to be used for intra-arterial administration of chemotherapy.

* Epidural or intra-thecal ports are intended to be used fov spinal admiristration of pain vehevmg drugs.

* Peritoneal ports are intended to be used for int of ¢

« Peritoneal/Pleural ports are intended to be used for intra-peritoneal istration of hydration, drainage of malignant ascites, or drainage of malignant pleural effusion.

Il = CONTRAINDICATIONS

The following are contraindications to port placement:

o Known infection, bacteraemia or septicaemia.

* Known allergy to any of the materials contained in the access port or catheter.

« If the medications to be used in the access port are incompatible with any of the materials contained in the access port or catheter.

« If the patient's anatomy does not allow the insertion of the catheter into the chosen access site or if the patient has had previous radiotherapy in the chosen area.

 Previous venous thrombosis.

® Heparin induced thrombocytopaenia (Celsite® Interventional with Anthron® catheter only).

1ll - POTENTIAL COMPLICATIONS (Immediate and delayed)

Air embolism Cerebral infarction or thrombosis (arterial) Liver failure (arterial)

Angiospasm (arterial) Embolism Pericarditis (arterial)

Angitis (arterial) Explantation of the port secondary to inflammatory reaction Pneumothorax

Aneurysm/false aneurysm (arterial) Fibrin sheath formation Port/Catheter migration

Brachial plexus injury Haematoma Thromboembolism/Thrombophlebitis
Cardiac arrhythmia, tamponade, perforation Haemothorax Thrombosis

Catheter disconnection, rupture or fragmentation Heparin Induced Thrombocytopaenia (HIT) Ulcer related to cytotoxic drugs (arterial)
Catheter occlusion Infection/Sepsis

Before implantation of the access port system these, and other, well documented potential complications should be considered.
IV - WARNINGS

During storage avoid freezing or excessively high , storage at room Anthron® catheters should be protected from light.

Celsite® Access Ports are for single use only, do not re-sterilise the product, or any of the components and destroy after use. The device and its accessories are not re-usable nor designed to be re-used. Any re-use would defi-
nitely compromise the performance and safety of the device.

The product is sterilised using Ethylene Oxide and is sterile and non-pyrogenic in unopened, undamaged, individual packages.

Refer to unit package label for actual content list.

Check the expiry date before use and never implant a device past the expiry date.

Do not remove from the unit carton until ready for use and ensure that all handling and use is under strict aseptic conditions.

This product should not be implanted or accessed except by personnel experienced in the technical and clinical aspects of access ports.

Special Warning for Anthron® catheter:
« The Anthron® catheter is made of PUR with a heparin coating.

« The Anthron® catheter should not be used for blood sampling for coagulation studies as the results may be affected by the release, however small, of heparin.
o As for all heparin, regular supervision of platelet levels is required during the use of the catheter due to the risk of heparin induced thrombocytopenia (HIT).

V - SPECIAL ATTENTION

V-1 PATIENT
Ensure that use of the access port is indicated taking into consideration the patients’ anatomy, needs and proposed use of the port.
Check the condition of the skin over the proposed implantation and puncture sites.

For venous catheter placement, place the patient slightly inclined head down.

V-2 CATHETER POSITION

To ensure that the system works correctly, there should be no kinking of the catheter.

It is recommended that the catheter is tunnelled sub-cutaneously to the port.

The position of the tip of the catheter may change when the patient moves.

V-2-1 Venous catheters

a) The catheter tip should always be positioned in the Superior Vena Cava at the entrance to the right atrium taking into account possible catheter tip movement (see Fig. 1, page 115). A radiograph should be taken to verify catheter
position and exclude haemothorax or pneumothorax.

b) Particular attention should be paid when the catheter is to be implanted via the sub-clavian route. It is recommended that the catheter be inserted outside the costo-clavicular space (see Fig. 2, page 115). Catheter
ruptures have been observed with the sub-clavian route, the associated risk of extravasation of the infused drugs and embolisation of the distal extremity may have serious consequences. This is due to rupture of the
catheter secondary to the catheter being pinched in the costo-clavicular space (Pinch-Off syndrome). It is necessary to pay particular attention to catheters used for long periods or for ambulatory patients rather than short
term catheters. Catheter rupture can occur with silicone and polyurethane catheters.

The following clinical signs may suggest catheter pinching:

© The patient needs to lift the arm to permit infusion.

* Intermittent malfunction of the catheter, such as difficulty with aspiration or infusion.

« Sub-clavicular pain or swelling during infusion.

* Palpitations or chest discomfort may indicate catheter fracture.

Remove any sub-clavian catheter which presents any of the signs of Pinch-Off.

A radiograph with contrast injection may be useful to detect catheter abnormalities at the costoclavicular level.

V-2-2 Percutaneously placed Arterial catheters (Celsite® InterVentional with Anthron® catheter)

a) It is recommended that the catheter be placed via the femoral artery (see Fig. A, page 114). The entry point into the artery should be below the inguinal ligament. The access port should be positioned on the patient's thigh,
medial to the iliac crest, to avoid kinking of the catheter (see Fig. B, page 114). The catheter should not traverse the inguinal ligament sub-cutaneously.

b) If needed, access may be via the axillary (see Fig. B, 2, page 114), acromiothoracic (see Fig. B, 3, page 114) or brachial artery (see Fig. B, 4, page 114). Care should be taken with these routes in patients with diabetes, hyper-
lipaemia and hyper-tension. The risk of cerebral embolism is higher in these patients.

) Placement in the sub-clavian artery is not recommended as this may lead to catheter displacement and subsequent fracture, and carries an increased risk of cerebral thrombosis or infarct in case of catheter thrombosis.

V-3 DRUG INCOMPATIBILITIES

Never use incompatible drugs together or in sequence: the port should be rinsed of all residues with 10 mL sodium chloride (NaCl) 0.9% between each medication.

V-4 NEEDLES

V-4-1 Puncture of the Celsite® Access Port

Always use special bevelled needles, such as Surecan®, Winged Surecan® or Cytocan, which are adapted for use with implantable access port systems.

Normal hypodermic needles will damage the septum and may cause leakage of the system or blockage due to small silicone particles.

V-4-2 Puncture of the Vein

Certain references contain a Safety Seldinger needle. The Safety Seldinger needle is designed to reduce the risk of accidental needle stick injury. Care must be taken to avoid needle sticks in accordance with local Infection
Control standards (and avoid the risk of exposure to contaminated blood).

Access the vein with the needle in the normal manner. After withdrawal of the Safety Seldinger needle activate the safety clip. To do this grasp the clear clip housing, which houses the metal safety clip, with your free hand.
Advance the clear clip housing forward along the Safety Seldinger needle towards the needle bevel in one continuous motion. Advance the clip housing over the needle bevel activating the safety mechanism. The clip will
remain on the needle bevel. The clip housing will separate from the clip and needle. Dispose of the needle and the clear clip housing immediately into sharps container.

Do not attempt to re-insert the needle into the patient or to re-cap the needle with the protective guard.

V-5 OCCLUSION

Always use a syringe equal to or greater than 10 mL volume when rinsing the port to avoid generating excessive pressures in case of occlusion of the system.

In case of obstruction of the system never try to clear the blockage using a fluid under high pressure which carries the risk of catheter fracture and migration. According to validated protocols, and under medical supervision,

2 mL of 70% alcohol may be used to aid the unblocking of silicone catheters when the blockage is due to lipid deposits. The use of alcohol with PUR catheters is not recommended.
According to validated protocols, and under medical supervision, 2 mL of Hydrochloric acid (HCI) 0.1 mol/L may be used to aid the unblocking of both silicone and PUR catheters when the blockage is due to mineral deposits.

V-6 INFECTION
In case of infection, if appropriate treat with antibiotic drugs. If this fails, or is not appropriate, the catheter and port should be removed.

~ IMPLANTATION TECHNIQUES

General considerations :

« To prevent shearing of the guide-wire never withdraw the J guide-wire through the Seldinger needle.

* Remove the guide-wire and the dilator together. Do not remove the guide-wire through the dilator as this may result in the guide-wire unravelling.

« To prevent shearing of the catheter, never withdraw the epidural/spinal catheters through the Tuohy needle.

® It is recommended that NaCl 0.9% (with or without heparin according to local protocols) be used to flush, and lock the port and catheter during implantation (see Fig. 3, page 115).

« During implantation ensure that the catheter is not damaged by unguarded forceps, suture needle or other sharp instruments.

o If using the Celsite® Concept ports (with silicone inserts) it is recommended that the suture be placed within the square indicated on the silicone.

o The catheter should be mounted on the exit cannula along its axis (see Fig. 11 a-b-c, page 115) and not across the axis and should be completely mounted on the exit cannula before the connection ring s slid over the
catheter.

VI-1 CENTRAL VENOUS IMPLANTATION TECHNIQUES

VI-1-1 Percutaneous Technique

a) Insert the Seldinger needle into the chosen vein; verify the position by observing blood reflux (see Fig. 4, page 115).

b) Insert the J guide-wire into the vein, when the correct position is reached, withdraw the needle (see Fig. 5, page 115).

¢) Thread the assembled dilator and peelable sheath over the guide-wire using a twisting motion to pass through the skin planes (see Fig. 6, page 115).

d) Remove the dilator and guide-wire from the vein and insert the catheter through the peelable sheath (see Fig. 7, page 115) to the desired position at the junction of the Superior Vena Cava and the right atrium
(see Fig. 1, page 115). Check catheter tip position using fluoroscopy.

€) Remove the peelable sheath from the vessel by pushing down on the 2 handles of the sheath, then peel the sheath from the catheter ensuring that the catheter is not dislodged from the vessel (see Fig. 8, page 115).

) Prepare the port pocket at the chosen site, the port should lie approximately 1/2 - 1 cm below the skin surface away from the injection site. Cut the luer connector from the catheter and attach to the tunnelling rod
(see Fig. 9, page 115).

) Tunnel the catheter from the puncture point to the port pocket (see Fig. 10, page 115); ensure there is no kinking of the catheter. Cut the excess catheter (at right-angles) prior to connecting to the port.

h) Catheter port/connection:

- Celsite®, Celsite® Concept, Celsite® Discreet:

Slide the connection ring over the catheter, firmly push the catheter onto the exit cannula ensuring the catheter covers the length of the exit cannula, slide the connection ring over the catheter and exit cannula. The connec-

tion ring should be in contact with the port (see Fig. 11c, page 115).

- Celsite® IMPLANTOFIX:

Slide the screw connector over the catheter, firmly push the catheter onto the exit cannula ensuring the catheter covers the length of the exit cannula, slide the screw connector over the catheter and exit cannula. The screw

connector should be tightened by hand and the spanner used to give the final tightening to the securement device, until an audible click is heard, to ensure correct attachment between the port and catheter.

- Celsite® Interventional with Anthron® catheter:

If necessary, cut the anti-kink portion of the connection ring to the desired length (a minimum of 1.5 cm should remain), then slide the connection ring over the catheter, firmly push the catheter onto the exit cannula ensu-

ring the catheter covers the length of the exit cannula, slide the connection ring over the catheter and exit cannula. The connection ring should touch the port.

i) Confirm catheter connection by gently pulling on the catheter.

j) Insert the port into the port pocket, paying attention not to kink the catheter.

k) Confirm catheter patency (by ensuring that both aspiration and injection are possible), ensure that the skin incision is 1 cm from the injection site.

1) It is possible to fix the access port to the fascia with sutures.

- Celsite® DRAINAPORT:

Both the connection ring and the catheter must be threaded together on the exit cannula to facilitate connection.

VI-1-2 Surgical Cut-down Technique
a) The skin is incised and the tissue dissected (see Fig. 12, page 115).

b) The selected vessel is identified and tapes passed under it. The vessel is incised with a scalpel or with scissors (see Fig. 13, page 115).
¢) The previously flushed catheter is inserted into the vessel, using either a small vessel dilator or vein lifter (see Fig. 14, page 115).

d) Follow from point e) - 1) of the preceding paragraph: "Percutaneous Technique"”

VI-1-3 requiring modifications to the above

VI-1-3-1 Over-the Wire Technique
This technique can only be used with the references ST3010TW and Celsite® IMPLANTOFIX references 04438604, 04438647.

Follow steps a) and b) above: "Percutaneous Technique”

o) Thread the dilator over the guide-wire using a twisting motion to pass through the skin planes. Remove the dilator (see Fig. 15, page 115).

d) Flush the catheter with sodium chloride (NaCl) 0.9 9%, and pass the catheter over the guide wire to the desired position at the junction of the Superior Vena Cava and the right atrium (see Fig. 1, page 115).
¢) Follow from point e) - |) above: “Percutaneous Technique".




VI-1-3-2 Brachial Implantation Technique

Brachial ports and catheters can be placed using either the OTW (Over-the Wire), Percutaneous or Surgical Cut-down Technique, (see Fig. E, page 114).

Select the appropriate vein on the anterior aspect of the elbow, normally the Basilic or Cephalic vein.

Ensure that the access port is not placed over the mid-line of the selected vein. The port and catheter should be positioned above the elbow on the internal surface of the arm.

VI-1-3-3 ECG Technique
This technique can only be used with the ECG references which have specially adapted accessories.

Percutaneous Technique: (see Fig. E, page 114)

a) Place ECG pads on the patient's chest.

b) Follow steps a) to c) above: "Percutaneous Technique”.

Note: A separate J-guide wire (0.035") is needed for access to the vein.

<) Prepare the catheter by inserting the specially marked J-guide wire, which is contained in the kit, into the catheter.

d) Remove the J-guide wire and dilator from the sheath and insert the catheter and guide-wire into the peelable sheath. The guide-wire should be pulled back into the catheter during placement into the vein.

) When approximately 10-13 cm of the catheter has been placed into the vein the guide-wire should be advanced into the catheter until the mark on the guide wire reaches the level of the luer connector on the catheter.

f) When the mark on the guide-wire is at the level of the luer connector the tip of the guide-wire is in the desired position at the tip of the catheter.

g) The sterile ECG cable is attached to the guide-wire, connected to the monitor via a universal adapter and switched to internal monitoring mode. The catheter and guide-wire are advanced using the ECG image to monitor progress.

h) As the catheter approaches the right atrium the P wave starts to elevate @. Maximal P wave height is reached and maintained when the catheter enters into the right atrium. Note that the amplitude of the P wave will
decrease if the catheter is advanced down into the inferior vena cava. After identifying the area where the P wave begins to develops its maximal amplitude (which corresponds anatomically to the junction between super-
for vena cava and the right atrium) advance the catheter a further 2 cm @. This is the final position of the catheter tip. As the procedure is performed with the patient in the supine position this catheter position allows
for the 2-3 cm cranial movement of the catheter which occurs when the patient is upright..

i) Remove the guide-wire while maintaining the catheter in place, flush and clamp the catheter.

Follow from point e) - 1) above: “Percutaneous Technique”

A post-operative radiograph should be taken to confirm catheter position and exclude haemothorax or pneumothorax.

Surgical Cut-down Technique: (see Fig. F, page 114)
This technique combines the Surgical Cut-down Technique with the ECG technique described above.
If no ECG change is noted catheter tip position has to be confirmed with fluoroscopy as catheter tip malposition is to be suspected.

The Celsite® Access Port with ECG technique should not be placed if any of the following is applicable to the patient:
 The presence of a cardiac pacemaker.

* Known cardiac ities, or heart rhythm disturban

 Access through the Inferior Vena Cava.

With regard to the ECG lead:

Safety regulations according to IEC 601-1 and NF EN 60601-2-25.

Protection against the risks of current leakage:

Only use Class 1 ECG monitor CE marked, with floating input (Type CF).

Connect additional potential equalisation (earth) on the monitor.

Protection against the risks of electrostatic discharge:

 Use only in rooms protected from electrostatic discharge (conductive flooring).
* Theatre shoes should be made of a recommended polymer material.

* Do not allow the J guide-wire to come into contact with external conductive parts.
 Before use, check that all connections are secure.

* Do not autoclave.

* Do not immerse in liquid.

® Repairs must be carried out only by the manufacturer.

VI-1-3-4 Braunule Technique

a) Puncture the vein with the Splittocan® needle percutaneously or through a skin incision.

b) Flush the catheter with sodium chloride (NaCl) 0.9 %. Remove the stilette from the cannula, and insert the catheter through the cannula to the desired position at the junction of the Superior Vena Cava and the right atrium.
) Gently withdraw the cannula over the catheter.

d) Follow from point e) - 1) above: “Percutaneous Technique”.

For the ST301M and ST305M, remove the mandrin from the catheter prior to cutting the Y connector off the catheter.

VI-1-3-5 Valved catheter

Do not place the catheter over the guide-wire, as this may cause damage to the valve.

The catheter must be tunnelled from the puncture point to the port pocket; the tunnelling rod must not be placed through the valve.
VI-1-3-6 Pre-connected catheter and port

The catheter should be measured and trimmed to the correct length before insertion in the vein.

The catheter must be tunnelled from the port pocket to the puncture point.

VI-2 ARTERIAL IMPLANTATION TECHNIQUES (FOR H.A.LT.

HALL

= Hepatic Arterial Infusion Therapy

VI-2-1 Surgical Implantation Technique
a) Perform a pre-operative arteriogram.

b) Any accessory arteries to adjacent organs must be embolised.

¢) The catheter is sutured to the chosen artery using the suture beads at the tip of the catheter.

d) Perfusion of the organ should be verified after placement of the catheter.

¢) Tunnel the catheter to the port pocket, the port should lie approximately 1/2 - 1 cm below the skin surface. Flush the port with sodium chloride (NaCl) 0.9 %.

VI-2-2 Percutaneous implantation Technique

Percutaneous placement of an arterial catheter is generally via the femoral artery. Access may also be via the axillary, acromiothoracic or brachial artery, and can be made either percutaneously or by surgical cut-down, depen-

ding on physician's choice.

An introducer should not be used during arterial procedures.

System implantation and catheter placement may be accomplished through a variety of techniques and the physician must choose the appropriate method for the patient and the intended result. Wider application, addition

or alteration will be based on the experience of the physician. In the following chapter we present two of the most commonly used techniques for hepatic artery infusion.

VI-2-2-1 Catheter tip in gastro-duodenal artery (see Fig. C, page 114)

Note: The port/catheter reference R305-A5ST has a side hole in the catheter 19 cm from the catheter tip. As the tip of the catheter will be embolised in place no flow occurs from the catheter tip. The taper of the catheter

should be trimmed to the correct length (distal to the side hole) before placement in the gastro-duodenal artery so that the flow of medication is not obstructed and the side hole is in the proper hepatic artery.

A rigid 0.018" angiography guide-wire is required for placement of the tapered Anthron® catheter.

As the catheter is embolised in place, removal of the catheter percutaneously may not be possible.

a) An arteriogram should be performed to confirm the location of the tumour, the anatomy of the blood vessels and blood supply to adjacent organs.

b) Any accessory arteries to adjacent organs which arise distally to the proposed location of the side hole should be embolised.

©) Place an exchange guide-wire (minimum length 2 m, diameter 0.018") through the angiography catheter to the desired position in the gastro-duodenal artery.

d) Remove the angiography catheter and place the Anthron® catheter over the guide-wire (do not use an introducer).

&) Remove the guide-wire.

1) A check arteriogram should be performed to confirm catheter position.

g) The tip of the catheter should be fixed in place using embolisation coils, a gluing agent or other means of immobilising the catheter tip, and of embolising the gastro-duodenal artery. Access should be via a contra-lateral
approach or through a micro-catheter which permits embolisation. Flow of medication is via the catheter side-hole.

h) In order to prevent displacement of the catheter tip during movement of the patient allow the catheter to sag or loop in the aorta.

Follow from point €) - 1): “Percutaneous Technique"”.

The access port should be placed in the pelvic area ensuring that there is a solid base behind the port.

The port should not be placed over the abdominal cavity.

VI-2-2-2 Catheter tip in hepatic artery (see Fig. D, page 114)

a) An arteriogram should be performed to confirm the location of the tumour, the anatomy of the blood vessels and blood supply to adjacent organs.
b) Any accessory arteries to adjacent organs which arise distally to the proposed location of the catheter tip should be embolised.
©) Place a guide-wire through the angiography catheter to the desired position in the hepatic artery.

d) Remove the angiography catheter and place the Anthron® catheter over the guide-wire (do not use an introducer).

) Remove the guide-wire.

f) A check arteriogram should be performed to confirm catheter position, function and adequate perfusion of the liver.

g) Ensure that a sufficient length of catheter is left in the aorta to prevent catheter tip displacement during patient movement.
Follow from point e) - ): “Percutaneous Technique”.

The access port should be placed in the pelvic area ensuring that there is a solid base behind the port.

The port should not be placed over the abdominal cavity.

VI-3 PERITONEAL AND PLEURAL IMPLANTATION TECHNIQUES
The catheter and port may be implanted either surgically or percutaneously, and may be used for locoregional chemotherapy or for drainage of symptomatic malignant ascites.

VI-3-1 Peritoneal - Surgical implantation Technique
a) During laparotomy the tip of the catheter is placed in the area of interest depending on the indication.

b) The catheter may be sutured to the fascia if the cuffed catheter (Drainaport) is used, and then tunnelled to the port pocket at the base of the ribs.

) Catheter function and position should be confirmed by flushing the port.

d) The catheter is cut to the desired length and attached to the access port, taking care that the skin incision does not lie over the septum and that the catheter is not kinked anywhere along its length.
e) Confirm catheter and port function before closing the skin.

f) It is possible to fix the access port to the fascia with sutures.

VI-3-2 Peritoneal - Percutaneous implantation Technique
al ories are available

a) Identify the desired final position of the catheter tip using ultra-sound guidance.

b) With the 18G needle access the peritoneal cavity sub-cutaneously, taking care not to puncture the intestine. A curved needle may be used to aid entry into the peritoneal space.

) Pass the 0.035" (0.89mm) guide-wire through the needle into the peritoneal cavity, remove the needle.

d) Pass the 12F dilator over the guide-wire to dilate the catheter route, followed by the 16F peelable sheath. Place the catheter into the desired position in the peritoneal space.

The use of a rigid catheter placed telescopically inside the peritoneal catheter and a super-stiff guidewire may facilitate its placement. Drain any fluid into a sterile bowl.

e) Create a pocket for the access port at the base of the ribs or over the iliac crest. If necessary further tunnel the catheter to the port pocket. It is advisable to have the cuff, if used, in the sub-cutaneous tissue so that tis-
sue in-growth helps maintain catheter position.

f) Trim the catheter to the desired length and attach to the access port, take care that the skin incision does not lie over the septum and that the catheter is not kinked anywhere along its length.

g) Confirm catheter and port function before closing the skin.

h) It is possible to fix the access port to the fascia with sutures.

VI-3-3 Pleural - Percutaneous implantation technique

(Implantation accessories are available separately).

a) Identify the desired puncture point using ultra-sound (US) guidance. If the procedure is performed without US guidance, the puncture point will be marked by aspiration of pleural fluid through the needle used for injec-
ting local anaesthetic.

b) With the 186 needle access the pleural space, taking care not to puncture the lung or liver.

©) Pass the 0.035" (0.89mm) guide-wire through the needle into the pleural cavity, remove the needle.

d) Pass the 12F dilator over the guide-wire to dilate the catheter route, followed by the 16F peelable sheath. Remove the guide-wire and dilator. Place the catheter into the desired position in the pleural space. Drain any fluid
into a sterile bowl.

¢) Create a subcutaneous pocket for the access port at the base of the ribs. Tunnel the catheter to the port pocket. Place the cuff in the sub-cutaneous tissue so that tissue in-growth helps maintain catheter position.

f) Trim the catheter to the desired length and attach to the access port. Take care that the skin incision does not lie over the septum and that the catheter is not kinked anywhere along its length.

g) Confirm catheter and port function before closing the skin.

h) It is possible to fix the access port to the fascia with sutures.

VI-4 SPINAL IMPLANTATION TECHNIQUES

a) Select the level for introduction of the catheter (L2-L3 or lower), and infiltrate the chosen area with local anaesthetic.

b) Select the position for the port pocket, this should be over a bony structure (the base of the ribs is usually chosen), and infiltrate local anaesthetic.

) Make a small incision at the chosen entry site and enter the epidural or intra-thecal space using the Tuohy needle.

d) Introduce the catheter into the Tuohy needle using the insertion aid on the catheter, and advance into the chosen position, the catheter is marked at 5 cm intervals to aid placement. It is suggested that a minimum of 5
cm should be placed in the epidural space. The PU catheter should be advanced until the mandrin reaches the end of the needle, the mandrin should then be withdrawn while advancing the catheter into the intra-thecal
or epidural space.

) Remove the Tuohy needle from the puncture site while holding the catheter in a fixed position.

1) To verify the patency of the catheter attach the catheter to the catheter coupling device® (see Fig. 17, page 115). Attempt aspiration and inject 3-5 mL of dilute local anaesthetic for epidural placement. For spinal
placement confirm the catheter position by ensuring aspiration of CSF (Cerebro-spinal-fluid) is possible.

g) Prepare the port pocket at the chosen site, the port should lie approximately 1/2 - 1 cm below the skin surface.

h) Thread the anti-kink device onto the catheter and attach the anti-kink device to the fascia with a suture.




i) Attach the catheter to the tunnelling rod, the route of the tunnelling rod may be anaesthetised with local anaesthetic prior to tunnelling. The catheter is then tunnelled to the port pocket. It may be necessary to do this in
two or more steps.

J) Cut the catheter, at right-angles, to the desired length allowing sufficient length for patient movement.

k) Slide the connection ring over the catheter; push the catheter onto the exit cannula of the chamber.

The connection ring should be tightened by hand and the spanner used to give the final tightening to the securement device.

1) The assembled port and catheter should again be checked for patency.

m) The chamber may then be sutured into the port pocket, taking care that the skin incision is not at the injection site.

* Attention: confirm that the catheter is pushed to the end of the catheter coupling device before closing to ensure correct function (see Fig. 17, page 115).

VII - USE OF THE PORT AND CATHETER

VII-1 VENOUS PORTS

Always verify that the port and catheter are functional by aspirating 2 mL of blood into a syringe and injecting 5 mL of sodium chloride (NaCl) 0.9% before attempting to start an infusion.

If aspiration of blood is not possible, attempt to slowly inject 2 mL of sodium chloride (NaCl) 0.9% into the port. If resistance to injection is noted, or if swelling occurs around the port or along the catheter, device malfunc-
tion should be suspected. In this case, device integrity should be verified using X-ray and contrast media studies.

During treatment, the infusion should be stopped immediately if any pain or swelling is noted or if blood return is absent.

If resistance to injection is noted, or if swelling occurs around the port or along the catheter, device malfunction should be suspected.

VII-2 ARTERIAL PORTS

Before attempting to start an infusion, verify that the port and catheter are functional. Using a syringe containing sodium chloride (NaCl) 0.9 %, attempt to inject into the port. Current practice is not to verify function by
aspiration of blood into the syringe.

If resistance to injection is noted, or if swelling occurs around the port or along the catheter, device malfunction should be suspected.

VIII - MAINTENANCE OF THE PORT AND CATHETER

General recommendations:

© If heparinised sodium chloride (NaCl) 0.9% is used the system should be rinsed first with sodium chloride (NaCl) 0.9% alone, as some drugs may react with heparin and result in blockage of the port/catheter due to the for-
mation of precipitates.

« Always rinse the system between administration of different drugs. Special care should be taken with drugs which have a higher risk of precipitation, with anti-coagulation agents, after blood sampling or after transfusion
to reduce the risk of catheter occlusion.

 Failure to maintain the system may result in occlusion of the catheter.

VIII-1 RINSING AND HEPARINISATION

VIII-1-1 Venous ports
Rinsing of the access port is essential.

Rinse the port with 10 mL of sodium chloride (NaCl) 0.9% after each use and every 4 weeks when no treatment is being given.

If resistance to injection is noted, or if swelling occurs around the port or along the catheter, device malfunction should be suspected.
VIII-1-2 Arterial ports

Arterial ports and catheters should be rinsed with 10 mL of sodium chloride (NaCl) 0.9% followed by heparinised sodium chloride (NaCl) 0.9% after each treatment and regularly, according to clinical needs (eg every 4 weeks)
when no treatment is being given.

If resistance to injection is noted, or if swelling occurs around the port or along the catheter, device malfunction should be suspected.

VIIl-1-3 Epidural or Intra-thecal ports
Sodium chloride (NaCl) 0.9%, 0,5 mL may be used to flush the system after use. Heparin should not be used in an epidural or spinal port.
If resistance to injection is noted, or if swelling occurs around the port o along the catheter, device malfunction should be suspected.

VIII-1-4 Peritoneal ports
Peritoneal ports may be rinsed with 20 mL sodium chloride (NaCl) 0.9% after each treatment.
If resistance to injection is noted, or if swelling occurs around the port or along the catheter, device malfunction should be suspected.

VIlI-1-5 Pleural ports
Pleural ports shu:\d be rinsed with 20 mL of heparinised sodium chloride (NaCl) 0.9%, initially this should occur weekly. The interval between rinsing may be extended according to clinical needs.
If resistance to injection is noted, or if swelling occurs around the port or along the catheter, device malfunction should be suspected.

IX — DURATION OF IMPLANTATION AND REMOVAL OF THE PORT

IX-1 DURATION OF IMPLANTATION OF THE SYSTEM

The port and catheter system should be removed at the end of treatment.

The duration of the system is mostly dependant on the catheter. Fracture is the most common complication of ageing. Risk of fracture may increase over time depending on the material of the catheter, the pathway, and the
entry point of the catheter into the vessel.

IX-2 REMOVAL OF THE SYSTEM

When removing the system, care must be taken not to fracture the catheter. If the catheter is sutured into the vessel, the sutures should first be removed. Control the catheter while removing the system from the port pocket.
Be vigilant if there is excessive resistance to the removal of the catheter. Catheters may become encapsulated and attached to the vein wall. Should this occur and it is not possible to remove the catheter without risking
catheter fracture, or if the catheter is fractured, the advice of an Interventional Radiologist, Surgeon or other Physician with endo-luminal experience should be sought.

Arterial catheters - If the catheter has been immobilised in an artery, using either coils or gluing technigues, removal of the catheter may not be possible. Attempts at removal may result in fracture of the catheter within the
artery and]or vessel injury.

IX-3 SPECIAL ATTENTION: BABYPORT®, BABYPORT® S, BABYPORT® PC AND SMALL PORTS

Following implantation of a port in a child particular attention should be given to the position of the catheter tip. Over time, as the child grows, the position of the catheter tip will change and move higher in the Superior
Vena Cava. As for any catheter, a high tip position in the SVC predisposes the catheter to fibrin sheath formation and other mechanical difficulties.

The position of the catheter tip should be checked radiographically a minimum of every 12 months or more frequently if the child is growing quickly. The system should be changed when the tip reaches the level of T.

X - HIGH PRESSURE INJECTION

SPECIAL ATTENTION

« Always verify that the Celsite® reference implanted is included in the table on page 109 and 110, only these references may be used for high flow rate/nigh pressure injection.

« Always verify that the port and catheter are functional by aspirating 2 mL of blood into a syringe and injecting 5 mL of sodium chloride (NaCl) 0.9% into the port/catheter before attempting to start an infusion of medication.

Do not exceed the recommended pressure (325 psi- 22.4 bars) and flow rate as Access Port system failure may occur.

* Contrast media should be warmed to 37°C (98.6°F) before use. According to drug manufacturers recommendations. Failure to follow this recommendation will result in up to 50% lower flow rates and/or Access Port or injec-
tion system failure.

© Use only Winged Surecan® (without Y-site) or Angled Surecan® needles.
Do not use needles which may not withstand high pressure.

* Use only 20G or 22G needles for Babyport® and Brachial ports. Use of 19G needles may lead to leakage of contrast media.

* Ensure that the needle is correctly placed in the port, securely taped to the skin and covered with an adhesive dressing before commencing high pressure injection.

 Catheter lengths more than 20 cm will result in reduction in flow rates.

 Depending on the technical characteristics of the injector system, the target flow rate might not be attained.

® The Access Port system should be flushed with 10 mL of sodium chloride (NaCl) 0.9% before, and after, using the port for CECT, followed by usual rinsing procedures.



en:Recommended maximum flow rates (mL/s)*®

Contrast media at 37°C (98,6°F) @

Viscosity 5,8 mPa.s (cP)** @

Viscosity 11,4 mPa.s (cP)** ©

Winged / Angled Surecan® needle 7

Winged / Angled Surecan® needle 7

22G 20G 19G 22G 20G 19G
Babyport® - Babyport® PC 2 4 1 3
(1,5x0,8 mm)
Brachial
(1,6x 1,1 mm) 2 4 U 3
Brachial L - Brachial R 5 4 1 3
(1,6x1,1 mm)
Babyport® S 2 4 2 4
(20x1,2 mm)
Double ST405L > 5 6 5 4 6
port® (3,2x1,2mm)
STL205P - STR205P 5 4 6 2 3 5
(21x1,4 mm)
ST305P 2 4 6 2 3 4
2,1x1,4 mm)
ST305C - CR305-A5 2 4 5 1 3 7
(1,7x1,1 mm)
CR305-A6 2 4 7 2 3 4
(20x1,2 mm)
Small T/ST305 - T/ST205 - ST505
Size Port ST315- ST215 - ST205F ECG 2 4 5 2 3 4
(2,2x1 mm)
STL205F - STR205 F 2 4 5 2 3 4
(2,2x1 mm)
ST305L - STS05L - ST205ECG - ST315L 2 4 5 2 3 g
(28x1,1 mm)
ST305M 2 4 6 2 3 4
(20x1,2 mm)
ST305H - ST505H 5 5 > > 4 6
(28x1,6 mm)
Double ST401L 2 5 7 2 4 6
port® (3,2x 1,2 mm)
ST301M
(2,0x 1,2 mm) 2 5 & 2 4 g
ST301C-ST501C-ST201C - ST3010TW
CR301-A5 2 5 6 2 4 5
(1,7x 1,1 mm)
CR301-A6
(20x1,2mm) 2 5 o 2 4 ©
T/ST301F -ST311F
T/ST201F - T/ST501F - ST201F ECG 2 5 6 2 4 6
(2,2x1 mm)
T/ST301P - ST201P 2 5 6 2 4 6
Standard (2,1x 1,4 mm)
i (1)
Size Port T/ST301 - ST311
T/ST201 - T/ST501 - ST201ECG 2 5 6 2 4 6
(2,8x 1,1 mm)
STL201L - STR201L 2 5 6 2 4 6
(28x1,1 mm)
ST201H -T/ST301H - ST311H - ST501H 5 5 7 5 5 7
(28x1,6 mm)
STL201H - STR201TH 2 5 7 2 5 7
(2,8x 1,6 mm)
ST301G-ST201G - ST501G 2 5 8 2 5 7
(3,2x1,6 mm)

Recommended
maximum
pressure
setting
(CT function) @

325 psi

*With a catheter of 20 cm @

** Or any contrast media with a similar viscosity at 37°C®
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en: FOR COUNTRY UNDER CE MARK ONLY / fr: POUR LES PAYS SOUS MARQUAGE CE UNIQUEMENT / de: NUR FUR
LANDER MIT GULTIGKEIT DES CE ZEICHENS / es: SOLO APLICABLE A LOS PAISES BAJO LA MARCA CE / it: SOLO
PER PAESI IN CUI E' NECESSARIO IL MARCHIO CE / sv: ENDAST FOR LANDER MED CE-MARKNING / pt: APENAS
PARA PAISES SUJEITOS A MARCA CE / zh: {RBRCERRERER / ru: TONbKO ANA CTPAH NMOL MAPKOW CE / nl: VOOR
LANDEN MET CE-MARKERING / no: KUN FOR LAND MED CE MERKING / da: KUN FOR CE M/AERKEDE LANDE / fi: MAAT
JOILLA ON CE-MERKINTA / pl: WYLACZNIE DLA KRAJOW UZYWAJACYCH OZNACZNIE CE / el: MONO TIA XQPES OTOY
AMNAITEITAI MIZTOMOIHZH CE / tr: SADECE CE BELGESININ GECERLI OLDUGU ULKELER IGIN / cs: POUZE PRO ZEMI
S OZNACENIM CE / ko: 8013 S8 z0ta Q15 gt Liztet i / vi: CHi AP DUNG CHO NHUNG NUGC DAT CHUNG
NHAN EC / ro: DOAR PENTRU TARILE CU MARCAJ CE / bg: 3A [TbPXXABW, NMPUMATALLM CE MAPKMPOBKA / et: CE MAR-
GISTUS / hu: ORSZAG SZERINTI CE ENGEDELY / It: CE SALIMS / sk: IBA PRE KRAJINU S OZNACENIM CE

Recommended maximum flow rates (mL/s)*™"
Contrast media at 37°C (98,6°F) @
Viscosity 5.8 mPa.s (cP)** @ Viscosity 11.4 mPa.s (cP)** ©
Recommended maximum
Surecan® Safety Il Surecan® Safety Il pressure setting
(CT function) ®
22G 20G 19G 22G 20G 19G
Babyport® - Babyport®PC 2 4 _ 1 3
(1,5x 0,8mm)
Brachial 2 5 _ 1 4
(1,6 x1,1mm)
Brachial L - Brachial R 2 5 1 4
(1,6 x1,1mm)
Babyport® S 2 5 1 4
(2,0 x 1,2mm)
DoubAIB? ST405L 2 5 8 1 4 6
port (3,2x 1,2mm)
STL205P - STR205P 2 5 8 1 4 5
(2,1x 1,4mm)
ST305P 2 5 8 1 4 5
(2,1x 1,4mm)
ST305C - CR305-A5 2 5 7 1 3 5
(1,7 x 1,1mm)
CR305-A6
2 5 7 1 3 5
(2,0x 1,2 mm)
Small Size TIST305 - T/ST205 - ST505
port (0 ST315 - ST215 - ST205F ECG 2 5 8 1 4 6
(2,2 x 1mm)
STL205F - STR205F 2 5 8 1 4 6
(2,2 x Imm)
ST305L - ST505L - ST205ECG - ST315L 2 5 8 1 3 6
(2,8 x1,1mm)
ST305M
2 5 8 1 3 6
(2,0x 1,2mm) 325 psi
ST305H - ST505H
2 6 9 1 4 6
(2,8 x1,6mm)
ST401L
Doubl rt (9] 2 5 8 1 4 6
ouble port (9) (32 x1,2mm)
ST301M 2 6 7 1 4 6
(2,0 x 1,2mm)
ST301C - ST501C - ST201C - ST3010TW
CR301-A5 2 5 6 1 3 5
(1,7 x 1,1mm)
CR301-A6
2 5 6 1 3 5
(2,0x 1,2 mm)
T/ST301F - ST311F
T/ST201F - T/ST501F - ST201F ECG 2 6 7 1 4 5
(2,2 x 1mm)
T/ST301P - ST201P
2 5 7 1 4 6
Standard (21 x 1,4mm)
Size port™
TIST301 - ST311
T/ST201 - T/ST501 - ST201ECG 2 6 7 1 4 6
(2,8 x1,1mm)
STL201L - STR201L 2 6 7 1 4 6
(2,8 x 1,1mm)
ST201H - T/ST301H - ST311H - ST501H 2 6 8 1 4 7
(2,8 x 1,6mm)
STL201H - STR201H 2 6 8 1 4 7
(2,8 x 1,6mm)
ST301G - ST201G - ST501G 2 6 9 1 4 6
(3,2 x 1,6mm)
*With a catheter of 20 cm @
**Or any contrast media with a similar viscosity at 37°C ©

en: Translations : see page 111 / fr: Traductions : Voir page 111 / de: siehe Seite 111 / es: Traduccion: ver pagina 111 / it:
Traduzioni: vedere a pagina 111/ sv: Oversattningar: Se sidan 111/ pt: Tradugdes: consulte a pagina 111 / zh: Eli® : 2 HE
1113 / ru: Mepesoa: cm. Ha cTp.111 / nl: Vertalingen: zie pagina 111 / no: Oversettelser: se side 111 / da: Overseettelse: se side
111/ fi: Kaannds : katso sivu 111 / pl: Thumaczenia: patrz strona 111 / el: Metagpdoeig: BAéme aehida 111 / tr: Ceviriler : Sayfa
111e bakiniz / cs: PFeklady: viz str. 111 / ko: #1%3: 111% / vi: Phan dich: xem trang 111 / ro: Pentru traducere consultati pagina
111/ bg: Mpesog: mons Bk cTp. 111/ et: Tolked : vt. Lk. 111/ hu: forditas: lasd a 111. oldalon / It: vertima Ziarékite psl. Nr.111 /
sk: Preklady: vid str. 111.



NEV
Celsite® ST205L / ST205P / ST205H
CT Marking of Epoxy Access Ports

Special Attention: FOR COUNTRY UNDER CE MARK ONLY —l

The following venous Access Ports are marked with “CT" to indicate compatibility with power
injection. This marking is visible on X-ray.
All characteristics of these devices are summarized below :

Reference Port/catheter Dead volume | Dead volume of | Implantation Possible
material of port catheter/cm route implantation
techniques
ST205L Epoxy Resin / Silicone | 0.25 ml 0.02 ml Venous Surgical, Seldinger
ST205P Epoxy Resin / PUR 0.25 ml 0.015 ml Venous Surgical, Seldinger
ST205H Epoxy Resin | PUR 0.25 ml 0.02 ml Venous Surgical, Seldinger

Recommended maximum flow rates (mL/s)*
Contrast media at 37°C (98,6°F)
Viscosity 5.8 mPa.s (cP)™ | Viscosity 11.4 mPas (cP)™ | Viscosity 5.8 mPa.s (cP]™ | Viscosity 11.4 mPa.s (cP)™

Sureean® Ssfety Il Surecan® Safety Il Winged/Angled Surecan Winged/Angled Surecan
226 | 208 226 226 | 198 | 1
(o & ! 2
11 51, 5
ety s & / :
(2;:?:::m1 & B 1 &

*With @ catheter of 20 cm (2)
*Or any contrast media with @ similar viscosity at 37°C (8) ]

en: Translations: see page 111-112-113. NEW. All characteristics of these devices are summarized below.

fr: Traductions : voir page 111-112-113. NOUVEAU. Toutes les caractéristiques de ces dispositifs sont résumées ci-dessous.

de: siehe : seite 111-112-113. NEU. Alle Eigenschaften dieser Produkte sind untenstehend zusammengefasst.

es: Traduccion: ver pagina 111-112-113. NUEVO. Todas las caracteristicas de este dispositivo estén resumidas a continuacion.
it: Traduzioni: vedere a pagina 111-112-113. NUOVO. Tutte le caratteristiche di questi dispositivi sono riassunte di seguito.

sv: Oversittningar: Se sidan 111-112-113. Ny. Alla egenskaper hos dessa produkter sammanfattas nedan.

pt: Tradugdes: consulte a pagina 111-112-113. NOVO. Todas as caracteristicas dos dispositivos sdo sumarizadas nos quadros seguintes.
nl: Vertalingen: zie pagina 111-112-113. NIEUW. Alle eigenschappen van deze producten zijn hieronder opgesomd.

no: Oversettelser: se side 111-112-113. NYTT. Alle egenskaper til disse produktene er listet nedenfor.

da: Oversaettelse: se side 111-112-113. NYHED. Alle egenskaber for disse produkter er opsummeret hereunder.

fi: Kd8nnds : katso sivu 111-112-113, UUTUUS. Yhteenveto niiden laitteiden ominaisuuksista Idytyy alla.

pl: Thumaczenia: patrz strona 111-112-113. NOWOSC. Petna charakterystyka tych urzadzen w, podsumowaniu ponizej.

el: MeTappdoeig: BAéTe oehiBa 111-112-113, NE0, DA Ta XUpUKMPIGTIKG TWY CUOKEUWY CUTGV TUVOIPILOVTG! TTPUKGTL.
tr: Ceviriler : Sayfa 111-112-113' bakiniz. YENI. Bu iiriin ile ilgili tiim 6zellikler asagida 6zetlenmistir.

es: Preklady: viz str. 111-112-113. NOVE. Viechny vlastnosti téchto zdravotnickych prostredkii jsou uvedeny nize.

ro: Pentru traducere: consultati pagina 111-112-113. NOU. Toate caracteristicile acestui dispozitiv sunt descrise mai jos.

bg: Moeson: MONA BIK CTP.111.112-113, HOBO, Becuykmn xapakTepuc TUKK Ha Teaun uagenua ca obobiuenn no-gony

et: Tolked : vt. Lk. 111-112-113. UUS. Seadmete kdik omadused kokkuvdtvalt allpool.

hu: forditas: lasd a 111-112-113 oldalon. Uj. A termékek jellemzéinek 8sszefoglaldsa.

It: vertima Zidrékite psl. Nr. 111-112-113. Naujiena. Zemiau yra apibendrinami visy $iy prietaisy pozymiai.

sk: Preklady: vid' str. 111-112-113. NOVE. Vsetky vlastnosti tychto zdravotnickych prostriedkov su uvedené dole.
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NEW

Celsite® BT301P / BT305P

en: Special Attention: FOR COUNTRY UNDER CE MARK ONLY / fr : Attention spéciale : POUR LES PAYS SOUS MARQUAGE CE
UNIQUEMENT / de: Besondere Aufmerksamkeit: NUR FUR LANDER MIT GULTIGKEIT DES CE ZEICHENS / es: Atencién especial: SOLO
APLICABLE A LOS PAISES BAJO LA MARCA CE [ it: Prestare particolare attenzione: SOLO PER PAESI IN CUI E' NECESSARIO IL
MARCHIO CE / sv: OBSERVERA! ENDAST FOR LANDER MED CE-MARKNING / pt: Nota especial: APENAS PARA PAISES SUJEITOS A
MARCA CE [ zh: $5kEBA: {VJICES: &5 /[T% [ ru: OcoBoe BHMManue, Tonbko gns crpad nog mapkoi CE [ nl: Let op!
VOOR LANDEN MET CE-MARKERING / no: OBS: KUN FOR LAND MED CE MERKING / da: Vaer opmarksom pa: KUN FOR CE M/ERKEDE
LANDE / fi: Erityistd huomioitavaa: MAAT JOILLA ON CE-MERKINTA / pl: Wazna uwaga: WYLACZNIE DLA KRAJOW UZYWAJACYCH
OZNACZNIE CE / el: Exdikn) Mpogoxii: MONO MA XQPEE OMOY AMAITEITAI NMIZTOMOIHEH CE [ tr: Ozel Dikkat: SADECE CE
BELGESININ GECERLI OLDUGU ULKELER iCiN / cs: Zvigitni upozornéni: POUZE PRO ZEMI S OZNACENIM CE /

ko: SOIAIE: SEOIE SEF2013 915 W L2t?h 612 [ viz Leu y dic biét: CHi AP DUNG CHO NH¥NG NUG'C DaT CHiFNG
NH&N EC / ro: Atentionare speciala: DOAR PENTRU TARILE CU MARCAJ CE / bg: Mons oBbpHeTe sHumanme: 3 A J1'b PIKA B H,
NPUJATAIM CE MAP KM POBKA [ et: Tihelepanu: CE MARGISTUS / hu: Specialis figyelmeztetd: ORSZAG SZERINTI
CE ENGEDELY / It: Ypatingas démesys: CE SALIMS / sk: Zvlastne upozornenie: IBA PRE KRAJINU S OZNACENIM CE

en: All characteristics of these devices are summarized below :

Reference | Port/catheter material Dead volume of | Dead volume of | Implantation route | Possible implantation technigues
port catheterfem
BT301P Polysulphone | PUR 0.50 ml 0.015 ml Venous Surgical
BT305P Polysulphone | PUR 0.25 ml 0.015 ml Venous Surgical
Recommended i flow rates (mL/s)* (1)

Contrast media at 37°C (98,6°F) (3}
Viscosity 5.8 mPas [cP)™ | Viscosity 11.4 mPa.s (cP]™ | Viscosity 5.8 mPas (cP)™ Viscosity 11.4 mPa.s (cP)™

(4] (s} (4 (5)
Surecan® Safety || Surecan® Safety Il Wingedmntgled Surecan Winged/Angled Surecan
7 (7)
226G 206G 226 206 | 226 206
BT301P 2 4 2 5 2 4
(2,1 x 1,4 mm)
BT305P 2 4 2 4 2 3
(2,1 x 1,4 mm) )
“With a catheter of 20 em (2)
“Or any contrast media with a similar viscosity at 37°C (s)

en: Translations: see page 111-112-113. NEW. All characteristics of these devices are summarized below.

fr: Traductions : voir page 111-112-113. NOUVEAL. Toutes les caractéristiques de ces dispositifs sont résumeées ci-dessous.
de: siehe : seite 111-112-113. NEU. Alle Eigenschaften dieser Produkte sind untenstehend zusammengefasst.

es: Traduccion: ver pagina 111-112-113. NUEVO. Todas las caracteristicas de este dispositivo estdn resumidas a continuacion.
it: Traduzioni: vedere a pagina 111-112-113. NUOVO. Tutte le caratteristiche di questi dispositivi sono riassunte di seguito.
sv: Oversittningar: Se sidan 111-112-113. Ny. Alla egenskaper hos dessa produkter sammanfattas nedan.

pt: Traducbes: consulte a pagina 111-112-113, NOVO. Todas as caracteristicas dos dispositivos sdo sumarizadas nos quadros seguintes.
nl: Vertalingen: zie pagina 111-112-113. NIEUW. Alle eigenschappen van deze producten zijn hieronder opgesomd.

no: Oversettelser: se side 111-112-113. NYTT. Alle egenskaper til disse produktene er listet nedenfor.

da: Overseettelse: se side 111-112-113. NYHED. Alle egenskaber for disse produkter er opsummeret hereunder.

fi: Kddnnos: katso sivu 111-112-113, UUTUUS. Yhteenveto ndiden laitteiden ominaisuuksista loytyy alla.

pl: Thumaczenia: patrz strona 111-112-113. NOWOSC. Peina charakterystyka tych urzadzen w podsumowaniu poniiej.

el: MeTagpdoeig: BAEme oehiba 111-112-113. NEO. Dha Ta XapakmmpioTikg Twy JUDKEULY QUTWY ouvoyifovTal TapakdTw.
tr: Ceviriler : Sayfa 111-112-113'¢ bakiniz. YENI. Bu diriin ile ilgili tiim dzellikler asagida dzetlenmistir.

cs: Preklady: viz str. 111-112-113. NOVE. Viechny vlastnosti téchto zdravotnickych prostfedki jsou uvedeny nize.

ro: Pentru traducere consultati pagina 111-112-113. NOU. Toate caracteristicile acestui dispozitiv sunt descrise mai jos.

bg: Mpeson: mona sux cTp. 111-112-113. HOBO. Bewdky xapakTepucTUKM Ha Tean uafenvs ca oSoblueHu no-gony.

et: Tolked : vt. Lk. 111-112-113. UUS. Seadmete kdik omadused kokkuvatvalt allpool.

hu: forditas: lasd a 111-112-113 oldalon. Uj. A termékek jellemzdinek dsszefoglalasa.

It: vertima Zidrékite psl. Nr.111-112-113. Naujiena. Zemiau yra apibendrinami visu Siy prietaisy poZymiai.

sk: Preklady: vid' str. 111-112-113. NOVE. Vietky vlastnosti tychto zdravotnickych prostriedkov st uvedené dole.
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en: Special Attention

CT Marking of Epoxy Access Ports

Contrast Enhanced Computerized Tomography (CECT) - refer to | — Indications

The following venous access ports are marked with “CT” to indicate compatibility with power injection. This marking is visible on
X-ray. Please refer to page 109 for recommended maximum flow rates (mL/sec).

Paediatric Small / Double Standard / Double
Babyport® STL205P, STR205P ST201C
Babyport® PC T/ST205, STL205F, STR205F T/IST201F
Brachial ST215 ST201F ECG
Brachial L, Brachial R ST205F ECG T/ST201, STL201L, STR201L
Babyport® S ST205ECG ST201ECG
ST405L ST201H, STL201H, STR201H
ST201G
ST201P
ST401L

fr:

de:

es:

SV.

pt:

zh:

nl:

no:

da:

fi:

el:

cs:

ko:

Vi

bg:

et:

hu:

sk:

Attention spéciale : Marquage CT pour les chambres implantables en époxy — Tomographie par ordinateur avec injection de contraste — Merci
de vous référer a la partie | - Indications. Les chambres implantables suivantes ont un marquage “CT” pour indiquer la compatibilité avec la haute
pression. Ce marquage est visible aux rayons X (radiographie). Merci de vous référer a la page 109 pour les débits maximum recommandés (ml/sec).
Pédiatrique — Petite / Double — Standard / Double.

Besondere Aufmerksamkeit: CT Markierung der Epoxy Access Ports — Kontrastmittel unterstitzte Computertomographie (CECT) - siehe
| — Anwendungsgebiete. Die folgenden vendsen Portkatheter-Systeme sind mit “CT” markiert um die Kompatibilitdt mit Hochdruckinjektionen
anzuzeigen. Diese Markierung ist im Réntgenbild sichtbar. Bitte beachten Sie Seite 109 fiir die empfohlenen maximalen Flussraten (ml/s).
Paediatrisch - Klein / Doppelport — Standard / Doppelport.

Atencion especial: Marca CT en los Reservorios de Acceso Epoxy. — Tomografia Computerizada con Realce de Contraste (CECT) — consulte
I- Indicaciones. Los siguientes reservorios de acceso venoso estan marcados con las letras “CT” indicando la compatibilidad de los mismos con la
inyeccion a alta presion / alta velocidad de flujo. Esta marca es visible a través de rayos X. Por favor, consulte la tabla de la pagina 109 para verificar
los flujos méximos recomendados. Pediatrico — Bajo perfil / Doble — Estandar / Doble.

Prestare particolare attenzione: Marchio CT sui Port in Resina Epossidica — Tomografia Computerizzata con mezzo di contrasto (TAC con mezzo
di contrasto) - fare riferimento al paragrafo “I - Indicazioni”. | seguenti codici di port venosi sono stati contrassegnati con il marchio “CT” per indicarne
la compatibilita con iniezioni ad alta pressione. Tale marchio € visibile ai Raggi X. Prego fare riferimento alla pagina 109 per indicazioni sui tassi di
flusso massimi raccomandati (mL/sec). Versione pediatrica — Basso profilo / Doppio — Standard / Doppio.

OBSERVERA! CT Markning av Celsite® injektionsportar (Epoxy Portar) — KONTRASTFORSTARKT DATORTOMOGRAFI - se | - Indikationer.
Féljande vendsa injektionsportar ar markerade med «CT» for att indikera kompatibilitet med hogtrycksinjektioner. Denna markning syns pa réntgen. Se sid
109 for rekommenderade maximala flodeshastigheter (ml / sek). Paediatric — Liten / Dubbel — Standard / Dubbel.

Nota especial: Marca CT nos Access Ports em epoxido — Tomografia de Contraste Computorizada — refere a | - Indicagdes. Os seguintes
catéteres totalmente implantaveis contém a marca CT para indicar a sua compatibidade com injeccéo a alta presséo. Esta marca é visivel com RX.
Por favor consulte a pagina 109 para taxas de fluxo méaximas recomendadas (mL/seg). Pediatrico — Pequeno/Duplo — Standard/ Duplo.

BHREHE REREEARAEEROCTIIE — WRITENRNAGE (CECT)- 3% |- BRE. U TRREBARABEEDTE CURERERTH
TREEFHFAMY, KFSEX-FETIL, FSHE100N LHEENEATE (EA/D). LER - MGR | NBHE - FEGE | NEHER.
Ocoboe BHUMaHMe. OGo3HayeHue CT Ha 3nOKCHMAHBLIX WMNNAHTMpyeMbix noptax — KomnbloTepHas Tomorpacmsi(KT-uccnenoarue)
C KOHTpacTpoBaHuem cM. |- MokasaHus. Creaytowme nNopTbl AN BEHO3HOTO [OCTyna UMetoT 06o3HaueHne «CT» 1 COBMECTUMBI st BBEAEHUS
KOHTpACTHOTO BelLecTBa nop AasneHnem. 310 0603HaueHe BUAHO Npu peHTreH-Buayannsaumm. Moxanyiicta, obpatutecs k ctp.109 Ans yTouHeHs
PEKOMEH/YEMOI CKOPOCTY BBEAEHUS KOHTpacTa (Mn/cek). Aetckui — Manbiit / [18oitHoit — CTangapTHbIi / [IBOAHON.

Let op! Epoxy port systemen met ‘CT’-markering — Contrast Enhanced Computerized Tomography (CECT) - zie | — Indicaties. De volgende
veneuze Celsite Port systemen zijn gemarkeerd met ‘CT" om aan te geven dat deze geschikt zijn voor hogedrukinjecties. Deze markering is zichtbaar
op réntgen. Op pagina 109 treft u het overzicht met de aanbevolen maximale injectiesnelheden (ml/s) aan. Kinderen — Klein/Dubbel — Standaard/
Dubbel.

OBS: CT merking av Epoxy Veneport — Kontrastforsterkende, datastyrt tomografi- med referanse til I- Indikasjoner. Falgende veneporter er merket
med “CT" for & betegne kompatibilitet med hayttrykksinjeksjon. Denne merkingen er synlig pa rentgen. Vennligst se side 109 for anbefalt, maksimal
stremningshastighet (ml/sek.). Pediatrisk — Liten/Dobbel — Standard/Dobbel.

Vaer opmaerksom pa: CT maerkning af Access Ports — Contrast Enhanced Computerized Tomography (CECT) — refererer il | — Indikationer.
Nedenstaende vene port er meerket med “CT” for at indikere kompabilitet med power injektion. Denne markering er synlig pa rentgen. Se venligst pa
side 109 for anbefalede maximum flow rates (mL/sec). Peediatrisk — Lille / Dobbelt — Standard / Dobbelt.

Erityistd huomioitavaa: CT merkintd Epoxy -laskimoporteissa — CECT. Alla luetelluissa laskimoporteissa on merkinté "CT", joka viittaa siihen,
etté portit soveltuvat korkeapaineinjektiointiin. Tamé merkintd nakyy rontgenissa. Katso sivun 109 suositukset maksimivirtausnopeuksista (ml/s).
Pediatrinen - Pieni/Tupla — Standard/Tupla.

Wazna uwaga: Oznakowanie CT portéw dostepu Epoxy — Podanie kontrastu pod wysokim cisnieniem w tomografii komputerowej (CECT) -
dotyczy | - Wskazania. Nastepujace porty dostepu zylnego sa 0znaczone znakiem «ct» w celu potwierdzenia, iz mozna je uzy¢ do podania kontrastu
pod wysokim ci$nieniem. Znak ten jest widoczny w promieniowaniu RTG. Na stronie 109 znajduja si¢ zalecane maksymalne predkosci przeptywu
(ml /'s). Pediatryczny — Maty/Podwojny — Standardowy/Podwajny.

Eidikr Mpoooyn: Znpavan Agoviking Topoypagiag yia To CUCTAMATA TUPTTIAVOU — KaBeTApa amd emolikA putivig — ASovikry Topoypagia
ue éyxuaon okiaypagikol (CECT) - avagopd ot E — evdeitei. Ta akdhouba ouatipara éyxuong kabetipa — Tuptravou gépouv Tnv €voelgn “CT”
TIpoKeIpévou va utrodelyBei n oupBardtnTd Toug e Tn duvapikn éyxuan akiaypa@ikol. H orjpavon autr eivar aktivookiepn. Mapakahw avarpégare
oTn oehida 109 yia Tig mpoTeIvOpevoug péyiaToug pubpols porg (mL/sec). Maidiarpikd — XapnAoU po@IA / AimmAd — KavovikoU Tpo@id / AimmAd.
Ozel Dikkat: CT igaretli Epoxy Akses Portlar — Contrast Enhanced Computerized Tomography (CECT) - Kontras Gelistirilmis Bilgisayarli Tomografi —
“I-Endikasyonlara bakiniz. Asa§idaki tabloda yer alan vendz akses portlar, basingli enjeksiyona uygun olduklarini belirlemek igin “CT" ile isaretlenmistir.
Bu isaret x-ray de goriintir. Onerilen maksimum akis hizlari (ml/sn) igin liitfen sayfa 109'a bakiniz. Pediatrik — Kiiglik / Double — Standart / Double.
Zvlastni upozornéni: Oznadeni epoxidovych implantabilnich porti pro CT — Kontrastni poitacova tomografie (CECT) - viz | - Indikace. Nize
uvedené Zilni implantabilni porty jsou oznaceny pismeny ,CT", coz znamena kompatibilitu s vysokotlakou injekci. Toto oznacenti je viditelné pfi RTG.
Doporucené maximalni pratoky (ml/s) viz strana 109. Pediatrické — Malé / Dvojité — Standardni / Dvojité.

ROAE: O FA AMA ZEO| HFE HESEY 0h2 — CipMo| Z3HE HFE Y - B M8 o Oh3 HY dha ZEE 1gF0]
Mygre defy| s ‘CT 2tn Eo|xo] UL of E7IE AAMoIMET Aol JHsELICH 109%0] LIUE 2T HY R (mlisec)S

HOtMQ. Aotnt - AZ/HHE - ARCIE/CE,

Luu y d&c bigt: Banh d&u chyp CT clia Epoxy Access Ports — Chup CT c6 can quang (CECT) - tham khao | - nhiing chi dinh. Access ports sau day
duoc danh dau “CT” cho biét liéu lugng tiém phi hp. Viéc danh d&u nay nhin thdy trén X-quang. Vui long tham khao trang 109 d€ xem tdc do dong chay
(mL/giy). Tré em - Loai nhd / 02 budng - Loai chudn/ 02 budng.

Atentionare speciala: Marcaj CT pentru Epoxy Access Ports — Computer tomograf cu substanta de contrast — consultati Cap. | - Indicatji. Urmatorele
catetere pentru acces venos sunt marcate “CT” pentru a indica compatibilitatea cu injectarea sub presiune nalta. Acest marcaj poate fi vizualizat sub
raze X. Consultati pagina 109 pentru ratele de debit maxim recomandate (ml/ sec). Pediatrice — Dimensiune mica/ Dublu port - Standard/ Dublu port.
Monsi o6bpHeTe BHuMaHKe: CT MapkupaHe Ha NopToBe 3a AOCTHLN OT enoKcuAHa cMmona — KOoHTpacTHa noAcuieHa KoMnioTbpHa Tomorpadms
(CECT) - BuxTe | — Mokasausi. CnepHuTe nopToBe 3a BEHO3EeH AOCTBN ca Mapkupah ¢ ,CT” 3a 03Hay4aBaHe CbBMECTUMOCT C MPUMOXEHUE Ha
MHXEKTOP 3a KOHTPACTHO BELLEeCTBO. Ta3n MapkvpoBKa ce Bikaa Ha peHTreH. Mons, BixTe cTpanuua 109 3a npenopbyBayi MakcManHi ckopocTi
Ha BnBaHe (mL/sec). Meanatpuynu — Manku / [iBoittn — CtaHaapTHu / [1BOiHN.

Tahelepanu: Epoksiidportide CT mérgistus — Kontrastainega Kompuutertomograafia (CECT) — vt |- Naidustused. Alljdrgnevad venoossed pordid
on margistatud “CT” tahisega, et viidata sobivusele suure réhu all sistimiseks. Margistus on rontgenkiirgusega nahtav. Soovituslikud maksimaalsed
voolukiirused (mli/sek) vt Ik. 109. Pediaatriline - Véike / kaheosaline — Standard / kaheosaline.

Specidlis figyelmeztetd: CT jelélés az Epoxy Access Porton — Kontrasztanyag adagolas Computer Tomografidhoz (CECT) - ajénlés — Indikacié. Az
alabbi vénas portok “CT” felirattal jel6lve, amely azt jelenti, hogy a port alkalmas az anyag nagynyomasu befecskendezésére. Ezen jelzés Rtg. arnyékot
ad. Kérjuk olvassa el a 109. oldalon talalhaté maximalis aramlési sebességrél sz616 ajanlast (mL/sec). Gyermek — Kicsi / Dupla — Normal / Dupla.
Ypatingas demesys: Epoksidiniy ,port* tipo kateteriy Zenklinimas KT Zymekliu — Kompiuteriné tomografija naudojant kontrasting medziaga
(KT)-prasome zidréti skyriy Nr.1 - Indikacijos. Zemiau iSvardinti veniniai “port” tipo kateteriai turi “CT" zymeklj, kuris nurodo jy tinkamuma atlikti auksto
spaudimo injekcijas. Sis Zymeklis yra rentgenokontrastinis. PraSome Zitrékite psl. Nr.109, kuriame yra nurodytos maksimalios leidZiamos srovés
tekmés (mL/s). Pediatriniai — Mazi/Dvigubi — Standartiniai/Dvigubi.

Zvlastne upozomenie: Oznagenie epoxidovych implantabilnych portov pre CT — Kontrastna pocitaova tomografia (CECT) - vid | - Indikéacie.
Zilné implantabilné porty, ktoré s uvedené niZSie, si oznacené pismenami ,CT", ktoré znamenaju kompatibilitu s vysokotlakou injekciou. Toto ozna-
Cenie je viditelné pri RTG. Odporuc¢ané maximalne prietoky (ml/s) vid stranu 109. Pediatrické — Malé / Dvojité — Standardné / Dvojité.
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. Dead volume Dead volume of Implantation Possible implantation
en : Reference (A Port/catheter material (B]
eference (A) " ' erial (B) of port (C) catheter/cm (D) * routes (E) techniques (F)
Celsite®
ST301V 0,50 mL i
ST305V Polysulphone (5)/Silicone (6) 0.25 mL 0,018 mL Venous (11) Seldinger (12)
ST401L (double lumen) (1) : " 0,50 mL x 2 .
ST405L (double lumen) (1) Epoxy Resin (7)/Silicone (6) 0.25mLx 2 0,013 mL Venous (11) Seldinger (12)
IT201F, ST201F, ST201F ECG Epoxy Resin (7)/Silicone (6) 0,50 mL Surgical (13), Seldinger (12)
T301F Polysulphone (5)/Silicone (6) 0,50 mL Surgical (13)
ST301F, ST311F Polysulphone (5)/Silicone (6) 0,50 mL Seldinger (12)
T305, ST305, ST315 Polysulphone (5)/Silicone (6) 025 mL 0,008 mL Venous (11) Surgical (13), Seldinger (12)
T205, ST205, ST215 Epoxy Resin (7)/Silicone (6) 0,25 mL Surgical (13), Seldinger (12)
ST205F ECG Epoxy Resin (7)/Silicone (6) 0,25 mL ECG (14)
T202F (arterial) (2) Epoxy Resin (7)/Silicone (6) .
7302 (arterial) (2) Polysulphone (5)/Silicone (6) 0,50 mL 0,008 mL Arterial (2) Surgical (13)
ST201G Epoxy Resin (7)/Silicone (6) )
ST301G Polysulphone (5)/Silicone (6) 0,50 mL 0,02mL Venous (11) Seldinger (12)
'T301H, ST301H, ST311H Polysulphone (5)/PUR (8) 0,50 mL
ST305H Polysulphone (5)/PUR (8) 0,25 mL 0,02 mL Venous (11) Surgical (13), Seldinger (12)
ST201H Epoxy Resin (7)/PUR (8) 0,50 mL
T201, ST201 Epoxy Resin (7)/Silicone (6) 0,50 mL Surgical (13), Seldinger (12)
T301, ST301, ST311 Polysulphone (5)/Silicone (6) 0,50 mL Surgical (13), Seldinger (12)
ST201ECG Epoxy Resin (7)/Silicone (6) 0,50 mL 0,01 mL Venous (11) ECG (14)
ST205ECG Epoxy Resin (7)/Silicone (6) 0,25 mL ECG (14)
IT305XL, ST305L, ST315L Polysulphone(5)/Silicone (6) 0,25 mL Surgical (13), Seldinger (12)
ST201C Epoxy Resin (7)/PUR (8) Seldinger (12), Braunule (18)
ST301C Polysulphone (5)/PUR (8) 0,50 mL 0,01 mL Venous (11) Over-the-Wire (15)
ST3010TW Polysulphone (5)/PUR (8)
ST301M, ST305M Polysulphone(5)/Silicone (6) 0,50 mL 0,01 mL Venous (11) Braunule (18)
ST305C Polysulphone (5)/PUR (8) 0,25 mL Seldinger (12), Braunule (18)
Brachial Epoxy Resin (7)/PUR (8) 0.15 mL 0,01 mL Venous (11) Seldinger (12), Over-the-Wire (15)
T301P, ST301P Polysulphone (5)/PUR (8) 0,50 mL Surgical (13), Seldinger (12)
ST201P Epoxy Resin (7)/PUR (8) 0,50 mL 0,015 mL Venous (11) Seldinger (12)
ST305P Polysulphone (5)/PUR (8) 0,25 mL Seldinger (12)
'T203J (peritoneal) (3) . . Peritoneal (3) .
DRAINAPORT T2033-1 (pleuraliperitoneal) (4) Epoxy Resin (7)/Silicone (6) 0,50 mL 0,053 mL PleuraliPeritoneal (4 Seldinger (12), Surgical (13)
Babyport®/Babyport® PC Epoxy Resin (7)/PUR (8) 0,005 mL. i
Babyport® S Epoxy Resin (7)/Silicone (6) 0,15 mL 0,011 mL Venous (11) Seldinger (12)
Polysulphone (5) PUR 0,003 mL Intrathecal (16) Intrathecal (I6)
ST304-19G y y
PUR (7)/Polyamide (9) 033 mt PA 0,003 mL Epidural (17) Epidural (17)
Polysulphone (5) PUR 0,002 mL Intrathecal (16) Intrathecal (16)
T304-20 .
N c PUR (7)/Polyamide (9) 033 mt PA 0,002 mL Epidural (17) Epidural (17)
Celsite® Discreet
STL201L, STR201L Epoxy Resin (7)/Silicone (6) 0,50 mL 0,01 mL Venous (11) Seldinger (12)
STL205F, STR205F Epoxy Resin (7)/Silicone (6) 0,25 mL 0,008 mL Venous (11) Seldinger (12)
STL201H, STR201H Epoxy Resin (7)/PUR (8) 0,50 mL 0,02 mL Venous (11) Seldinger (12)
STL205P, STR205P Epoxy Resin (7)/PUR (8) 0,25 mL 0,015 mL Venous (11) Seldinger (12)
. Seldinger (12)
Brachial L, Brachial R Epoxy Resin (7)/PUR (8) 0,15 mL 0,01 mL Venous (11) Over-the-Wire (15)
Celsite® Concept
IT501F, ST501F i ™ 0,50 mL Surgical (13), Seldinger (12)
’ Polysulph 5)+ sil 6)/Sill 6 0,008 mL Vi 11,
s T505 olysulphone (5)+ silicone (6)/Silicone (6) 025 mL | m ‘enous (11) Seldinger (12)
ST501G Polysulphone (5)+ silicone (6)/Silicone (6) 0,50 mL 0,02 mL Venous (11) Seldinger (12)
ST501H o 0,50 mL .
ST505H Polysulphone (5) + silicone (6)/PUR (8) 0.25 mL 0,02 mL Venous (11) Seldinger (12)
T501, ST501 ™ " 0,50 mL Surgical (13), Seldinger (12)
ST505L Polysulphone (5) + silicone (6)/Silicone (6) 0.25 mL 0,01 mL Venous (11) Seldinger (12)
ST501C Polysulphone (5) + silicone (6)/PUR (8) 0,50 mL 0,01 mL Venous (11) Seldinger (12), Braunule (18)
Celsite® IMPLANTOFIX
04438604, Seldinger (12), Over-the-Wire (15)
04438620, Polysulphone (5)/PUR (8) 0,33 mL 0,01 mL Venous (11) Braunule (18)
04430263 Surgical (13)
Polysulphone (5)/PUR arterial, open tip . .
04438817 with two suture beads (10) 0,33 mL 0,01 mL Arterial (2) Surgical (13)
04438647, Seldinger (12), Over-the-Wire (15)
04438663, Polysulphone (5)/PUR (8) 0,08 mL 0,01 mL Venous (11) Braunule (18)
04433521 Surgical (13)
04438704 - 0,33 mL i
” Seld 12
04438747 Polysulphone (5)/Silicone (6) 0,08 mL 0,011 mL Venous (11) eldinger (12)
Celsite® InterVentional with Anthron® catheter
Al Polysulphone (5)/PUR (8 0,50 mL 0,01mL Venous (11) Seldinger (12
CR301.A6 lysulp (5) ®) ,50 ml 11 ger (12)
R305-A5NT, R305-A5ST Arterial (2) Percutaneous (19)
CR305-A5 Polysulphone (5)/PUR (8) 0,25 mL 0,01 mL Venous (11) Seldinger (12)
(CR305-A6 Venous (11) Seldinger (12)

*en: to determine the priming volume of the port / catheter, multiply the catheter length by the dead volume of the catheter and add the dead volume of the port.

fr:

pour déterminer le volume d'amorgage de la chambre / du cathéter, multiplier la longueur du cathéter par le volume mort du cathéter et ajouter le volume mort de la chambre.

de: Um das 'Priming Volume' von Acces Port | Katheter zu bestimmen, multiplizieren Sie die Katheterlinge mit dem Totvolumen des Katheters und rechnen Sie das Totvolumen des Acces Ports hinzu.

[S

n

: determinar el volumen de carga del reservorio/catéter, multiplicar la longitud del catéter por el volumen muerto del catéter y afiadir el volumen muerto del reservorio.

it: per determinare il volume di riempimento del port /catetere, moltiplicare la lunghezza del catetere per lo spazio morto del catetere stesso ed aggiungere lo spazio morto del port.
sv: Bestdm portens/kateterns flédesvolym genom att multiplicera kateterns langd med kateterns dédvolym och lagga till portens dédvolym.

-

pt:

zh: SRR SEIE FANRAR SO, TR AR AR A

ru: ﬂ]’lﬂ OonpeaeneHvA 3anMBoYHOro obbema I'IOpTa/ KateTepa cnefyet yMHOXWUTL ANnHY KaTeTepa Ha 0CTaTo4HOe MPOCTPAHCTBO KaTeTepa n I'Ipl/lﬁaEI/lTb 0CTaTOYHbI 06bEM nopra.

para determinar o volume de preenchimento do porte/cateter, multiplique o comprimento do cateter pelo volume morto do cateter e acrescente o volume morto do porte.

nl: om het volume van de port/katheter te bepalen vermenigvuldigd de lengte vna het dode volume van de katheter en voeg het dode volume van de port toe.
no: for & bestemme portens/kateterets primevolum, multipliser kateterets lengde med kateterets dedvolum og tilfay portens dedvolum.
da: for at bestemme portens/katetrets spaede-volumen skal man gange katetrets leengde med katetrets dedvolumen og tilfgje portens dedvolumen.

fi:

Portin/katetrin alkutdytén méaarittamiseksi on katetrin pituus kerrottava katetrin tyhjalld tilavuudella ja tahan on lisattédva portin tyhja tilavuus.

pl: dla okredlenia podstawowej objetosci portu / cewnika, nalezy pomnozy¢ dugosé cewnika przez objetos¢ martwa cewnika i dodaé objetosé martwa portu.
el: yia va kaBopioete Tov GyKo TAPWONG TOU KaBETPA/KOBWVA, TOMATAAOIAOTE TO HKOG TOU KABETAPA EMi TOU VEKPOU GYKOU TOU KABETAPA Kal TIpOoBETTE TOV VEKPO GYKO TOU KOBwva.

tr:

cs: k urCeni plniciho objemu portu / katétru vyndsobte délku katétru mrtvym prostorem katétru a piictéte mrtvy prostor portu,
y . . " o . " 9 , . a
th: Wlaiwmua priming volume 2asgaamadiniia/angsnu Tiguanuenasausis dead volume gassnz@muuazuane dead volume zpsasmadnds

k
vi:

~
s =3

P 2B E O S ekl w, 7he e dolel] FhelE] APg8-4 & wetaL ) )
dé xac dinh dung lwong méi clia cong/ 6ng thdng, nhan chiéu dai cia 6ng théng véi dung luong chét clia ng thdng va cdng thém khdi luong chét clia cong.
: Pentru a determina volumul de primare a portului/cateterului, multiplicati lungimea cateterului cu volumul mort ol cateterului si addugati volumul mort al portului.

EHEE

£ AR S e,

Port / kateterin dolum hacmini belirlemek icin, kateter uzunlugunu kateterin 6l hacmi ile garpin ve portun 61U hacmini ilave edin.

bg: 3a pa onpegenute NbpBOHaYaNnHNA 0bem Ha nopTa /kaTeTbpa, YMHOXETe AbMKUHATA Ha KaTeTbpa No MbPTBUA 00EM Ha KaTeTbpa 1 fodaBeTe MbPTBUA 06EM Ha nopTa.
et: Pordi/kateetri praimimismahu arvutamiseks korrutage kateetri pikkus kateetri tiihimahuga ja liitke pordi tiihimaht.
hu: a katéter/port behelyezési méretének meghatérozasdhoz tébbszérézze meg a katéter hosszlsagdt a katéter holt térfogatéval és adja hozzd a port holt térfogatdt
It: kad apskaiciuotuméte porto/kateterio uZpildymo tiri, padauginkite kateterio ilg i§ kateterio nenaudingojo trio ir pridékite porto nencudingaji tiri.

sk: k uréeniu plniaceho objemu portu / katétru vyndsobte dizku katétru mitvym priestorom katétru a pripocitcjte mitvy priestor portu.
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Fig. 4 Fig. 5 Fig. 6

Fig. 7 Fig. 8 Fig. 9
©

Fig. 10 Fig. 1 Fig. 12

Fig. 13 Fig. 14
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Fig. 16 Fig. 17
en: Fig. zh: el: E.
fr: Illustration ru:  Puc. trr - Sek.
de: Abb. nl:  Fig. cs: Obr.
es: Fig. no: Fig. th: Uit
it:  Fig. da: Fig. ko: 2%
sv:  Fig. fi:  kuva vi:  Hinh
pt:  Fig. pl:  Rys. ro:  Fig.
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Fig. 15

bg: Owr.
et: Joon.
hu: abra
It:  Paw.
sk:  Obr.



STERILE
en - Caution, consult accompanying documents en - Latex-free en - Sterilized using ethylene oxide en - Batch code
fr - Attention, consulter les documents d'accompagnement fr - Sans latex fr - Stérilisé en utilisant de 'oxyde d'éthylene fr - Numéro de lot
de - Achtung! Siehe beiliegende Dokumente de - Latex frei de - Sterilisation mit Ethylenoxid de - Chargencode
es - Atencion, consultar documentacion adjunta es - Libre de latex es - Esterilizacion mediante Oxido de Etileno es - Numero de lote
it - Attenzione, consultare le istruzioni per I'uso it - Privo di lattice it - Sterilizzato con Ossido di Etilene it - Numero di lotto
sv - Varning, konsultera medféljande dokument  sv - Latexfri sv - Steriliserad med ethylenoxid sv - Batchnummer
pt - Atencdo, consultar documentos inclusos pt - Isento de latex pt - Esterilizado por ¢xido de etileno pt - Cddigo de lote
zh - i, EIRFHISCH zh - FEAK zh - RAFEZKRHE zh - #S
ru - BHumanve! CM. COMPOBOAUTENbHBIE AOKYMEHTHI  Fu - He copepuT natekca ru - CTepunuaaLiya Npu NOMOLLM OKCUAA STUNEHa ru - Homep napTum
nl - Let op, lees voor gebruik de bijsluiter nl - Latexvrij nl - Gesteriliseerd d.m.v ethyleenoxide nl - Batch
no - OBS!SIa opp i ledsagende dokumenter no - Uten latex no - Sterilisert med etylen oksyd no - Batch (produksjonsserie) kode
da - Forsigtighed, se vedlagte dokumenter da - Latex-fri da - Ethylenoxid steriliseret da - Batch kode
fi - Lue kdyttoohje fi - Elsisélld lateksia fi - Sterilointimenetelména etyleenioksidi fi - Erdanumero
pl - Ostrzezenie, sprawdzi¢ towarzyszace dokumenty pl - Wolny od Latexu pl - Sterylizowany przy uzyciu tlenku etylenu pl - Numer serii
el - Mpoooxn, 51aBacTe Ta CUVOBEUTIKA EYXELPIBIA el - EAelBepo Latex el - Anooteipwon pe alBulevoEeidio el - Kwdlkdg naptidag
tr - Dikkat, Urin ile birlikte verilen dokimanlara bakinz - tr - Lateks icermez tr - Etilen oksit ile sterilize edilmistir tr - Lot no
¢s - Pozor, viz priloZend dokumentace cs - Neobsahuje latex cs - Sterilizovéno ethylenoxidem cs - Cislo Sarze )
th - daesseds Ansisaslaindnannienans th - lLifiaunng Wudmdsznay th - mainbivsennds Tas waaudanlye th - wae1a2209ANNER
ko - Fo| AL MYME HAIR ko - zte~ 23tF ko - Mstof S ArEsio B ko - HE#=
vi - Than trong, xin tham khao tai liéu kém theo vi - Khong c6 Latex vi - Tiét trung bang ethylene oxide vi -S016
ro - Atentie, cosultati documentele insotitoare  ro - Nu contine Latex ro - Sterilizat cu oxid de etilena ro - Lot numarul
bg - BHumaHue, npoueTeTe ChMLTCTBAWMTE AOKYMEHTH  bg - He Chbabpxa narekc bg - CrepunmanpaHo ¢ eTUneHoB OKCUA bg - MaptugeH Homep
et - Ettevaatust! Lugege kasutusjuhendit et - Lateksivaba et - Steriliine.Steriliseeritud etiileenoksiidiga et - Partii
hu - Figyelmesen olvassa el a mellékelt téjékoztatét hu - Latex-mentes hu - Ethylen oxid-al sterilizalt hu - LOT szém
It - Démesio, skaitykite pridedamus dokumentus It - Be latekso It - Sterilizuotas etileno oksidu It - Serijos Nr.
sk - Pozor, vid prilozend dokumentacia sk - Neobsahuje latex sk - Sterilizované ethylénoxidom sk - Cislo Sarze
(] u REF u
en - Date of manufacture en - Use by date en - Catalogue number en - Manufacturer
fr - Date de fabrication fr - A utiliser avant la date fr - Numéro de catalogue fr - Fabricant
de - Herstellungsdatum de - Verwendbar bis de - Katalognummer de - Hersteller
es - Fecha de fabricacion es - Fecha de caducidad es - Referencia es - Fabricante
it - Data di fabbricazione it - Data di scadenza it - Codice catalogo it - Fabbricante
sv - Tillverkningsdatum sv - Anvénds fore sv - Katalognummer sv - Tillverkare
pt - Data de fabrico pt - Utilizar até pt - Numero de catalogo pt - Fabricante
zh - HiERH zh - BHHE zh - BREHS zh - HliER
ru - [lata u3rotosneHua ru - Mcnonb3osatb 4o ru - Howmep no karanory ru - [poussoputens
nl - Fabricagedatum nl - Exp. datum nl - Artikelnr. nl - Fabrikant
no - Produksjonsdato no - Brukes innen no - Varenummer no - Fabrikant
da - Produktionsdato da - Anvendes inden da - Reference nr. da - Producent
fi - Valmistuspaiva fi - Kéytettavaa ennen fi - Tuotenumero fi - Valmistaja
pl - Data produkgji pl - Data waznosci pl - Numer katalogowy pl - Producent
el - Huepopnvia kataokeung el - Huepopnvia Mgng el - ApiBuOg KwdikoU el - Qikog kataokeung
tr - Uretim tarihi tr - Son kullanma tarihi tr - Katalog numarasi tr - Uretici
¢s - Datum vyroby cs - PouZitelné do ¢s - Katalogové ¢islo cs - Vgrobce
th - fuiudn th - Junueang th - annansun th - gudn
ko - Mz=x} ko - FE7I% ko - 224z ko - HM|z=At
vi - Ngay san xuat vi - Ngay dén han vi - Mi hang vi - Nha san xuat
ro - Data fabricarii ro - A se folosi inainte de ro - Numar de catalog ro - Producator
bg - [lata Ha npouseoacTso bg - [la ce usnonsea npeau bg - KaranoxeH Homep bg - Mpoussoputen
et - Tootmise kuupdev et - Kasutada kuni et - Katalooginumber et - Tootja
hu - Gydrtdsi idd hu - Lejarati id6 hu - Katalégus szém hu - Gydrtd
It - Pagaminimo data It - Sunaudoti ik It - Katalogo Nr. It - Gomintojas
sk - Datum vyroby sk - Pouzitelné do sk - Kataldgové éislo sk - Vyrobca

@

en - Do not re-use

fr - Ne pas réutiliser

de - Nicht wiederverwenden
es - Un solo uso

it - Non riutilizzare

sv - For engangsbruk

pt - Nao reutilizar

zh - FEESER

ru - He ucnons3osarb NOBTOPHO
nl - Niet hergebruiken

no - Skal ikke gjenbrukes

da - Engangs

fi - Kertakdyttéinen

pl - Jednorazowego uzytku
el - Mnv enavaypnatporoleite
tr - Tekrar kullanmayiniz

cs - K jednorézovému pouziti
th - vanihnauanlddn

ko - craAg(2E8)

vi - Khéng str dung lai

ro - A nu se refolosi

bg - [la He ce nanon3sa noBTOpHO
et - Uhekordselt kasutatav seade

hu - Egyszerhaszndlatos

It - Vienkartinio naudojimo It - Negalima sterilizuoti kartotinai It - Saugoti nuo lietaus It - Démesio, atsargiai naudoti MR aplinkoje
sk - K jednorazovému pouZitiu sk - Nesterilizujte sk - Chrarite pred dazdom sk - Moino pouivat pri magnetickes rezonandii s podrmienkou

"‘-}‘I/

— —
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en - Keep away from sunlight en - Do not use if package is damaged en - DEHP-free
fr - Conserver a |'abri de la lumiére du soleil fr - Ne pas utiliser si 'emballage est endommagé fr - Sans DEHP
de - Von Sonnenlicht fernhalten de - Nicht verwenden, falls Verpackung beschadigt de - DEHP frei
es - Evitar el contacto directo con la luz solar  es - No utilizar si el envase esta dafiado es - Libre de DEHP
it - Tenere al riparo dalla luce it - Non utilizzare se la confezione ¢ danneggiata it - Privo di DEHP
sv - Far ej utsattas for solljus sv - Anvand ej om forpackningen ar skadad sv - DEHP-fri
pt - Manter afastado da luz solar pt - Nao utilizar se a embalagem estiver danificada pt - Isento de DEHP
zh - B RERR zh - MRBFRANFZER zh - F&DEHP
ru - 3awuwarb OT CONHEYHOro CBeTa ru - He ncnonb3osatb Mpy NoBPEXKAEHUM YNaKoBKW ru - He cogepxur A3r®
nl - Niet in zonlicht plaatsen nl - Bij beschadigde verpakking het product niet gebruiken ~ nl - DEHP-vrij
no - Holdes unna sollys no - Skal ikke brukes hvis emballasjen er skadet no - Fri for DEHP
da - Taler ikke sollys da - Anvendes kun hvis emballagen er ubeskadiget da - DEHP- fri
fi - Suojaa auringonvalolta fi - Al kdyta jos pakkaus on vahingorttunut fi - Eisisalla dehp
pl - Chroni¢ przed stoncem pl - Nie uzywad jesli opakowanie jest uszkodzone pl - Wolny od DEHP
el - Kpatelote 10 pakpla and 1o nAakd owg el - Mn 1o xpnaioroteite oe mepimwon kateatpaypéwng ouokevaoiag el - EAeUBepo DEHP
tr - Gunes isigindan uzak tutunuz tr - Hasarl ambalajlar kullanmayiniz tr - DEHP icermez
cs - Nevystavujte slunecnimu zéreni cs - NepouZivejte, je-li obal poskozen cs - Neobsahuje DEHP
th - msiushmn mswinidsenn msgauaauan  th - lianldw mandesussadariinanudsme th - Lifidudsznavees fdwai
ko - g mlstML ko - mZo| &AEH ALZZX| ko - DEHP ®&t®
vi - Tranh anh nang vi - Khong sir dung néu bao bi bi hu héng vi - Khéng c6 DEHP
ro - Pastrati departe de razele solare ro - Nu folositi daca ambalajul este deteriorat ro - Nu contine DEHP
bg - [la ce nasu oT npAKa CbHYEBa CBETAMHA bg - [la He ce U3MON3Ba ako OMaKoBKaTa e MoBpeAeHa bg - He cbabpxa an (2-etun-xexcun)dranar
et - Hoida otsese valguse eest et - Mitte kasutada, kui pakend on kahjustatud et - DEHP-vaba
hu - Napfénytdl tavol tatandd hu - Sériilés mentes csomagolds haszndlhatd hu - DEHP-mentes
It - Saugoti nuo saulés spinduliy It - Nenaudoti esant pazZeistai pakuotei It - Be DEHP
sk - Nevystavujte sinecnému Ziareniu sk - NepouZivajte ak je obal poskodeny sk - Neobsahuje DEHP
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en- Do not resterilize

fr - Ne pas restériliser

de - Nicht erneut sterilisieren
es - No re-esterilizar

it - Non risterilizzare

sv - Far ej omsteriliseras

pt - Nao re-esterilizar

zh- FEEHHES

ru - He cTepunn3osath NoBTOPHO
nl - Niet hersteriliseren

no- Skal ikke re-steriliseres
da- Ma ikke resteriliseres

fi - Ald sterilol uudelleen

pl - Nie resterylizowa¢

el - Mnv enavanootelpovete

tr - Tekrar sterilize etmeyiniz
cs - Nesterilizujte

th - vhaninauan vinlisieann @esh
ko- X{EFZ x|

vi - Khong tiét trung lai

ro - A nu se resteriliza

bg - [la He ce cTEpUAU3MPa NOBTOPHO
et - Mitte resteriliseerida

hu- Nem sterilezhetd Gjra

&

en - Keep away from rain

fr - Craint I'humidité

de - Trocken aufbewahren

es - Mantener alejado de la lluvia
it - Tenere all'asciutto

sv - Far ej utsattas for regn

pt - Manter em local seco

zh - B R

ru - 3awmwate ot JoXaA

nl - Droog en vochtvrij bewaren
no - Holdes unna regn

da - Opbevares tort

fi - Suojaa kosteudelta

pl - Chroni¢ przed deszczem

el - Kpareiote 1o pakpia and m Bpoxn
tr - Yagmurdan uzak tutunuz

cs - Chranite pred destém

th - maiRushen ldeslddania
ko - Az=Fx|

Vi - Tranh mua

ro - Pastrati in locuri uscate/fara umezeala
bg - [la ce naau o1 gwxa

et - Hoia kuivas

hu - Széraz helyen térolandd

en - MR Conditional

fr - Compatible sous conditions avec la RM
de - Bedingt MR sicher

es - RM-condicional

it - Compatibilita condizionale con RM
sv - MR-sakert under vissa forutséttningar
pt - Compatibilidade condicional com RM
zh - MREEH

ru - YcnosHo comecTimo ¢ MP
nl - MR voorwaardelijk

no- MR betinget

da- MR betinget

fi - Ehdollinen MRI yhteensopivuus
pl - Warunkowy dla MR

el - Kardnho yia payw Topoypagia o

tr - MR Kosullu

cs - Lze pouzivat pi magnetické rezonanci podminéné
th - Wulyenadaulanslaly MR

ko- MR ol wat ALg7ts

Vi - Chian toan trong mot s6 moi trurdng Cong hudng tir
ro - A se folosi cu precautie in RMN

bg - MoBnuABA Ce Ny MarHUTEH Pe3oHaHe

et - MR Conditional

hu- MR-el haszndlhatd

auvBikeg
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en - Standard size low profile port en - Small size low profile port en - Mini size low profile port

fr - Chambre profilée de taille standard fr - Chambre profilée de petite taille fr - Mini chambre profilée

de - Access-Port Flachprofil StandardgroBe de - Access-Port Flachprofil klein de - Access-Port Flachprofil mini

es - Reservorio de bajo perfil tamafio estandar es - Reservorio de bajo perfil tamafio pequefio  es - Reservorio de bajo perfil tamafio mini
it - Port a basso profilo di dimensioni standard it - Port a basso profilo di piccole dimensioni it - Port a basso profilo di dimensioni mini
sv - Port i standardstorlek med Iag profil sv - Liten port med lag profil sv - Miniport med lag profil

pt - Porte padrdo de baixo perfil pt - Porte pequeno de baixo perfil pt - Mini porte de baixo perfil

zh - FRMEiEZ & zh - NSRS zh - @iy 2ie

ru - HuskonpotunbHLIA NOPT CTaHAAPTHOrO pasmepa ru - HuskonpotunbHLIA NOPT Manoro pasmepa ru - HuskonpounbHLIA NOPT CBEPXMANOro pasmepa
nl - Standaard maat laag profil port nl - Kleine maat port laag profiel port nl - Mini maat laag profil port

no - Standard stgrrelse lavprofilport no - Liten starrelse lavprofilport no - Mini stgrrelse lavprofilport

da - Standard str. for lavprofil-port da - Lille str. for lavprofil-port da - Mini str. for lavprofil-port

fi - Standardikokoinen matala portti fi - Pienikokoinen matala portti fi - Minikokoinen matala portti

pl - rozmiar standardowy port niskoprofilowy pl - rozmiar maly port niskoprofilowy pl - rozmiar mini port niskoprofilowy

el - TUunavo kavovikoU peyEBoug XapnAoU mpo@i el - TUunavo pikpoU peyéBoug xaunAol mpodik el - TUunavo pivt peyeBoug XapnAoU Tpo@ik
tr - Standart ebatl dusk profilli port tr - Kiguk ebath distk profilli port tr - Kiglk - Mini ebath dustk profilli port

cs - Port standardni velikosti s nizkym profilem cs - Port malé velikosti s nizkym profilem cs - Port velikosti mini s nizkym profilem

th - faanvdnauiaNIaTs N th - dasmashaunaidn th - dasmashawadnii

ko - ¥FardexE ) ko - Ao Gexe ko - vy =7 ke ¥ E

vi - Céng nghiéng thap kich thuérc tiéu chuan vi - Cong nghiéng thap kich thuéc nho vi - Céng nghiéng thap kich thuéc rat nho
ro - Port standard cu profil jos ro - Port mic cu profil jos ro - Miniport cu profil jos

bg - CrangapTeH pasvep Ha MopT ¢ HUCkK Mpocus bg - Manbk paamep Ha NOpT ¢ HUCLK Mo bg - MuHm pasmep Ha nopT ¢ HUCBK Mpoun

et - Standardsuuruses madala profiiliga port et - Véike madala profiiliga port et - Ulivdike madala profiiliga port

hu - Standard méretd, alacsony profild port hu - Kisméret0, alacsony profild port hu - Mini méretd, alacsony profild port

It - Standartinio dydZio Zemo profilio portas It - MaZo dydZio Zemo profilio portas It - Mini dydZio Zemo profilio portas

sk - Port Standartnej velkosti s nizkym profilom sk - Port malej velkosti s nizkym profilom sk - Port velkosti mini s nizkym profilom

P

en - Standard size low profile double lumen port en - Small size low profile double lumen port

fr - Chambre double lumiére profilée de taille standard fr - Chambre double lumiére profilée de petite taille

de - Doppel-Lumen Access-Port Flachprofil StandardgroBe de - Doppel-Lumen Access-Port Flachprofil klein

es - Reservorio de doble lumen de tamafio estandar y bajo perfil es - Reservorio de doble lumen de tamafio pequefio y bajo perfil
it - Port con doppio lume a basso profilo di dimensioni standard it - Port con doppio lume a basso profilo di piccole dimensioni
sv - Dubbellumenport i standardstorlek med lag profil sv - Liten dubbellumenport med lag profil

pt - Porte padrdo de baixo perfil com duplo limen pt - Porte pequeno de baixo perfil com duplo limen

zh - BRI & zh - NESEAL A

ru - Hu3konpodunbHbIA ABYXNPOCBETHBIA NOPT CTAHAAPTHOrO pasmepa ru - HuakonpodunbHbIi BYXNPOCBETHBIA MOPT MANoro pasmepa

nl - Standaard maat laag profile dubbel lumen port nl - Kleine maat laag profiel dubbel lumen port

no - Standard stgrrelse lavprofil dobbellumenport no - Liten storrelse lavprofil dobbellumenport

da - Standard str. for lavprofil-port med dobbelt lumen da - Lille str. for lavprofil-port med dobbelt lumen

fi - Standardikokoinen matala kaksoislumenportti fi - Pienikokoinen matala kaksoislumenportti

pl - rozmiar standard port podwdjny niskoprofilowy pl - rozmiar maly port podwdjny niskoprofilowy

el - TUpmavo kavovikoU peyeBoug XapnAoU Tpo@iA pe Smho auld el - TUpnavo pikpoU peyeBoug xaunAol Mpodik pe BTG auhd

tr - Standart ebatl dusuk profilli cift [imenli port tr - Kiguk ebath disik profilli gift [imenli port

cs - Port standardni velikosti s nizkym profilem a s dvojitym lumen cs - Port malé velikosti s nizkym profilem a s dvojitym lumen

th - 2aamugnauanassuziiniaainie th - fdasmudnanadnsiaiisass

ko - XF A7 olF UL EE ko - A& A7) dEolF YR LE

vi - CAng lumen di nghiéng thap kich thudc tiéu chuin vi - Cong lumen di nghiéng thap kich thudc nho

ro - Port standard cu profil jos si lumen dublu ro - Port mic cu profil jos si lumen dublu

bg - CranpapTeH pa3vep Ha MopT ¢ HUCBK NPOHN 11 JBOEH OTBOP bg - Manbk paswep Ha MopT ¢ HUCBK NPOchun 1 JBOEH OTBOP

et - Standardsuuruses madala profiiliga kahekordse valendikuga port et - Véike madala profiiliga kahekordse valendikuga port
hu - Standard méretd, alacsony profil, dupla lumenes port hu - Kisméret{, alacsony profild, dupla lumenes port

It - Stondartinio dydZio Zemo profilio portas, dvigubo spindzio It - MazZo dydZio Zemo profilio portas, dvigubo spindzio

sk - Port Standartnej velkosti s nizkym profilom a dvojitym lumenom sk - Port malej velkosti s nizkym profilom a s dvojitym lumenom
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