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Stent Graft System
CT1eHT-rpadT cuctema
Systém stentgraftu
Stentgraftsystem
Gefalprothesensystem
>UoTnua pooxeupaTtog stent
Sistema de endoproétesis
Stentsiiriku stisteem
Stenttisiirrejarjestelma
Systeme d’endoprothése
Sustav stent-grafta
Sztentgraftrendszer
Sistem Cangkok Stent
Sistema di endoprotesi
CTreHT-rpadT Xymeci
AHE J2}TE A|AH
Stento transplanto sistema
Stentprotézes sistéma
CTeHT-rpadT cuctem
Stentgraftsysteem
Stentgraftsystem
System stentgraftu
Sistema de endoprotese
Sistem de grefa de tip stent
CucTema cTeHT-rpadra
Systém stentgraftu
Sistem pokrite Zilne opornice (stent-graft)
Stent graft sistem
Stentgraftsystem
Stent Greft Sistemi
Cuctema cteHT-rpadTa
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Medtronic, Medtronic with rising man logo, and Medtronic logo are trademarks of Medtronic. Third-party trademarks (“TM*”) belong to their respective owners. The
following list includes trademarks or registered trademarks of a Medtronic entity in the United States and/or in other countries.

Medtronic, Medtronic ¢ noroto ¢ uanpassLy, ce YoBeK 1 1oroto Ha Medtronic ca TbproBcku Mapku Ha Medtronic. TbproBCKUTE MapKu Ha TPeTU cTpaHu (, TM*)
NPUHaANEHKaT Ha CbOTBETHUTE UM COBCTBEHMLN. CMMCBHKBT NO-J0/y BKAOYBA THPrOBCKM MapKu AW PermcTprpaHi TbProBCKU MapKu Ha lopUaMYECKO inLe Ha
Medtronic B CALL, w/unu B apyrv bpmasi.

Medtronic, Medtronic s logem se vstavajici postavou a logo Medtronic jsou ochrannymi zndmkami spole¢nosti Medtronic. Znacky tretich stran (,TM*“) jsou ochrannymi
znamkami pfislugnych vlastnikl. Néasledujici seznam obsahuje ochranné zndmky nebo registrované ochranné znamky obchodni jednotky spole¢nosti Medtronic
v USA a/nebo v jinych zemich.

Medtronic, Medtronic-logoet med en person, der rejser sig op og Medtronic-logoet er varemeerker tilhgrende Medtronic. Tredjepartsvaremaerker (“TM*”) tilherer deres
respektive ejere. Folgende liste indeholder varemeerker eller registrerede varemzerker tilhgrende en Medtronic virksomhed i USA og/eller i andre lande.

Medtronic, das Medtronic Logo ,,Rising Man“ und das Medtronic Logo sind Marken von Medtronic. Die Marken Dritter (,TM*“) sind Eigentum ihrer jeweiligen Inhaber.
Die folgende Liste enthalt Marken oder eingetragene Marken einer Medtronic Gesellschaft in den USA und/oder in anderen Landern.

To Medtronic, To AoyoTuro tng Medtronic e Tov eyelpopevo avBpwTto kal To AoyoTturio Medtronic gival eunopikd orjpata tng Medtronic. Ta europikd orpata tpitwv
(«TM*») avrjkouv 0Toug avTioTOLKOUG KATOXOUG Toug. H akdAouOn Aiota meplAauBAvel EUMOPLKE OY)UaTaA ¥) orHaTa Katatebevta piag etapeiag g Medtronic otig
Hvwpeéveg MoAtteieg ry/kat oe AAAEG XWPEG.

Medtronic, el logotipo de Medtronic con la figura de una persona levantandose y el logotipo de Medtronic son marcas comerciales de Medtronic. Las marcas de
terceros (“TM*”) son marcas comerciales de sus respectivos propietarios. La siguiente lista incluye marcas comerciales o marcas comerciales registradas de una
entidad de Medtronic en Estados Unidos o en otros paises.

Medtronic, Medtronic koos tdusva inimese logoga ja ettevotte Medtronic logo on ettevatte Medtronic kaubamérgid. Kolmandate isikute kaubamargid (, TM*“) kuuluvad
nende vastavatele omanikele. Jargmine loend sisaldab ettevotte Medtronic kaubamaérke voi registreeritud kaubamarke Ameerika Uhendriikides ja/voi teistes riikides.

Medtronic, Medtronic ja nouseva mies -logo ja Medtronic-logo ovat Medtronic-yhtién tavaramerkkejé. Kolmansien osapuolien tavaramerkit ("TM*”) ovat omistajiensa
omaisuutta. Seuraava luettelo siséltda Medtronic-yhtididen tavaramerkit tai rekisterdidyt tavaramerkit Yhdysvalloissa ja/tai muissa maissa.

Medtronic, Medtronic avec le logo de I'homme qui se reléve et le logo Medtronic sont des marques commerciales de Medtronic. Les marques commerciales tierces
(“TM*”) appartiennent a leurs détenteurs respectifs. La liste suivante comprend des marques commerciales ou des marques déposées d'une entité Medtronic aux
Etats-Unis et/ou dans d'autres pays.

Meditronic, Medtronic s logotipom uspravnog ¢ovjeka i logotip tvrtke Medtronic Zigovi su tvrtke Medtronic. Zigovi tre¢ih strana (“TM*”) pripadaju njihovim vlasnicima.
Sljededi popis ukljucuje Zigove ili registrirane zigove tvrtke Medtronic u SAD-u i/ili u drugim zemljama.

A Medtronic sz, a felemelkedd embert abrazol6 logoval kiegeszitett Medtronic sz6 és a Medtronic logo a Medtronic védjegye. A harmadik felek védjegyei ("TM*") az
adott tulajdonosok védjegyei. A kdvetkez6 felsorolas a Medtronic vallalat védjegyeit vagy bejegyzett védjegyeit tartalmazza az Amerikai Egyesult Allamokra és/vagy
mas orszagokra vonatkozoan.

Medtronic, logo Medtronic dengan pria yang sedang bangkit, dan logo Medtronic adalah merek dagang Medtronic. Merek dagang pihak ketiga (“TM*”) adalah merek
dagang dari masing-masing pemiliknya. Daftar berikut ini meliputi merek dagang atau merek dagang terdaftar dari entitas Medtronic di Amerika Serikat dan/atau di
negara lainnya.

Medtronic, l'indicazione Medtronic con la rappresentazione grafica del logo e il logo Medtronic sono marchi di fabbrica di Medtronic. | nomi commerciali di parti terze
("TM*") appartengono ai rispettivi proprietari. L'elenco seguente comprende i marchi o i marchi registrati di un'azienda Medtronic negli Stati Uniti e/o in altri Paesi.

Medtronic, keTepinin xaTkaH agam norotuni 6ap Medtronic xxaHe Medtronic norotvni Medtronic KOMNaHUACLIHbLIH, cayAa 6enrinepl 601bIN Tabblnajbl.
YwiHW TapantapAbliH, cayaa 6enriiepl (“TM*”) onapabiH TUICTI nenepiHe Tuecinl. Keneci TI3iM Medtronic KoMNaHWACbIHbIH cayja 6enriiepiH Hemece
AKLLI-Ta xxaHe/Hemece 6acka engepgae TIPKereH cayaa 6enrinepiH KaMTuabl.

Medtronic, 20L& AFEH0l Z & & Medtronic 210 ¥ Medtronic 2 1= Medtronicll A ELICH EFAF A HE("TM+")= oY AR Xt HALILICH OIS 282
01= 2/%= JIEH 2JH0A AF2El= Medtronic A RSl AHE F= S2 AELICH

»Medtronic*, ,Medtronic” su atsistojancio vyro logotipu ir ,Medtronic* logotipas yra ,Medtronic* prekiy zenklai. Tre€iujy Saliy prekiy zenklai (TM*) priklauso
atitinkamiems jy savininkams. Toliau pateikti bendroves ,Medtronic* prekiy Zenklai arba registruotieji prekiy zenklai JAV ir (arba) kitose Salyse.

Medtronic, Medtronic logotips ar aug§amceélusos cilvéku un Medtronic logotips ir uznémuma Medtronic pre€u zimes. TreSo pusu pre¢u zimes (“TM*”) pieder to
attiecigajiem Tpasniekiem. Talak saraksta ir noraditas ASV un/vai citas valstis registrétas uznémuma Medtronic pre¢u zimes.

Medtronic, noroto Medtronic co 4oBeK LWTo cTaHyBa v loroto Medtronic ce TproBckun mapku Ha Medtronic. TproBckute Mapku Ha TpeTu ivua (“™*”) um npunaraar
Ha coofBETHUTE concTBeHUUN. CNeHUOT CNIUCOK COAPIM TPrOBCKU MapKu UM PErMcTpUMpaHn TProBCKU MapKu Ha cybjekToT Medtronic Bo CA/L n/wunu Bo apyru
3emju.

Medtronic, het Medtronic-logo met de opstaande mens, en het Medtronic-logo zijn handelsmerken van Medtronic. Handelsmerken van derden (“TM*”) zijn eigendom
van de desbetreffende eigenaren. Onderstaande termen zijn gedeponeerde of geregistreerde handelsmerken van een Medtronic-entiteit in de Verenigde Staten
en/of in andere landen.

Medtronic, Medtronic-logoen med mannen som reiser seg opp, og Medtronic-logoen er varemerker for Medtronic. Tredjeparters varemerker (“TM*”) tilhgrer de
respektive eierne. Den fglgende listen inneholder varemerker eller registrerte varemerker for en Medtronic-enhet i USA og/eller i andre land.

Medtronic, logo firmy Medtronic z podnoszgcym sig cztowiekiem ilogo Medtronic sg znakami towarowymi firmy Medtronic. Znaki towarowe podmiotéw trzecich (, TM*“)
naleza do ich wiascicieli. Ponizsza lista zawiera znaki towarowe lub zastrzezone znaki towarowe podmiotu firmy Medtronic w Stanach Zjednoczonych i/lub w innych
krajach.

Medtronic, o logétipo da Medtronic com homem a elevar-se e o logétipo da Medtronic sdo marcas comerciais da Medtronic. As marcas comerciais de terceiros (“TM*”)
pertencem aos respetivos proprietarios. A lista seguinte inclui marcas comerciais ou marcas comerciais registadas de uma entidade da Medtronic nos Estados Unidos
e/ou noutros paises.

Medtronic, sigla Medtronic cu omul care se ridica si sigla Medtronic sunt marci comerciale ale Medtronic. Marcile comerciale terte (,TM*”) apartin detinatorilor lor
respectivi. Lista urmatoare include marci comerciale sau marci comerciale inregistrate ale unei entitati Medtronic in Statele Unite si/sau in alte tari.

Medtronic, norotun Medtronic ¢ nso6paxeHnem 4enoBeKa, NPUHUMAIOLLErO BEPTUKANbHOE NONOKEHWE, U norotun Medtronic ABNAIOTCA TOProBbIMKM MapKamu /
TOBapHbIMM 3HaKaMu KoMnaHuu Medtronic. ToproBble MapKu CTOPOHHUX NPOU3BOAUTENEN, OTMEYEHHbIe cuMBOIOM "TM*", ABNAIOTCA COBGCTBEHHOCTHIO
COOTBETCTBYIOLMX BAagensLes. CneayoLwmii nepeydeHb BHIOHYAEeT TOProBble MapKU UK 3aperMcTpupoBaHHble ToBapHble 3HaKK KomnaHuu Medtronic B CLUA n/
WK B APYrUX CTpaHax.

Medtronic, logo Medtronic so vstavajucim ¢lovekom a logo Medtronic st ochranné znamky spolo¢nosti Medtronic. Ochranné znamky tretich stran (,TM*“) patria ich
prislusnym vlastnikom. Nasledujuci zoznam uvadza ochranné znamky alebo registrované ochranné znamky organiza¢nej jednotky spolo€nosti Medtronic v Spojenych
Statoch a/alebo v inych krajinach.



Medtronic, logotip druzbe Medtronic z osebo, ki vstaja, ter logotip Medtronic so blagovne znamke druzbe Medtronic. Blagovne znamke tretjih oseb (“TM*”) so last
njihovih lastnikov. Na spodnjem seznamu so navedene blagovne znamke ali registrirane blagovne znamke druzbe Medtronic v Zdruzenih drzavah Amerike in/ali drugih
drzavah.

Naziv Medltronic, logotip Medtronic sa &ovekom koji se podiZe i logotip Medtronic su Zigovi kompanije Medtronic. Zigovi treéih lica (,TM*“) pripadaju svojim vlasnicima.
Sledeca lista obuhvata zigove ili registrovane zigove kompanije Medtronic, pravnog lica u SAD i/ili u drugim zemljama.

Medtronic, Medtronic-logotypen med mannen som reser sig upp och Medtronic-logotypen &r varumérken som tillhér Medtronic. Tredje parters varumarken ("TM*”)
tillhér respektive innehavare. Foéljande lista omfattar varumarken eller registrerade varumarken som tillhér ett Medtronic-féretag i USA och/eller i andra lander.

Meditronic, ayaga kalkan adamli Medtronic logosu ve Medtronic logosu Medtronic sirketinin ticari markalaridir. Uglinci taraf ticari markalari (“TM*”) ilgili sahiplerinin
mulkiyetindedir. Asagidaki listede, bir Medtronic sirketinin Amerika Birlesik Devletleri ve/veya diger Ulkelerdeki ticari markalari veya tescilli ticari markalari
bulunmaktadir.

Medtronic, norotnn Medtronic i3 ntognHoto, Lo nigHiMaeTbeA, i norotrn Medtronic € ToBapHMMM 3HaKaMu Komnarii Medtronic. ToBapHi 3HaK CTOPOHHIX BUPOBHMKIB
(“TM*”) € MaiHOM BifNOBIAHWX BNACHWKIB. HUXYeHaBeaeHMIM Nepenik MiCTUTbL TOBapHi 3HaKKW abo 3apeecTpoBaHi ToBapHi 3HaKW KomnaHii Medtronic y CnonyveHnx
LLitaTax i/a6o B iHLIMX KpaiHax.

Medtronic, Medtronic v&i logo ngudi dan éng dang dirng 1én va logo Medtronic la cac thuong hiéu clia Medtronic. Cac thuong hiéu bén thir ba (“TM*”) thudc vé cac

chi sé hitu trong (rng. Danh sach sau day bao gém cac thwong hiéu hodc thwong hiéu da dang ky clia mot t6 chirc Medtronic tai Hoa Ky va/hoac tai nhirng quéc

gia khac.

Jeis oriall lplaaa¥ dls ("TIM*) Lol oleall Lol oledlall Medtronic & s Lals 4las olede o Medtronic olads waseidl Lass ¢ sallall =)l xe Medtronic slass <Medtronic +25
LAY Gl 5/ 8usill sLY S & Medtronic & i Ll eBLSH aad dawll Lkl eledlall ol Ll oledall LGN 5L

EndoAnchor™, Endurant lIs™, Endurant [I™, Endurant™, Heli-FX™, Reliant™, Talent™



EXPLANATION OF SYMBOLS ON PRODUCT LABELING e OBACHEHUE HA CUMBOJIUTE BbPXY ETUKETA HAMPOAYKTA
* VYSVETLENI SYMBOLU UVEDENYCH NA STITCiCH OBALU « FORKLARING AF SYMBOLER PA PRODUKTETS
MZERKATER « ERLAUTERUNG DER SYMBOLE DER PRODUKTBESCHRIFTUNG ¢ EME=HIHZH TON ZYMBOAQN ZTH
ZHMANZH TOY NPOIONTOZ « EXPLICACION DE LOS SiMBOLOS QUE APARECEN EN LA DOCUMENTACION DEL
PRODUCTO « TOOTE MARGISTUSEL OLEVATE SUMBOLITE TAHENDUQ- TUOTE-ETIKETIN SYMBOLIEN SELITYKSET e
EXPLICATION DES SYMBOLES DES ETIQUETTES DU PRODUIT « OBJASNJENJE SIMBOLA NA OZNAKAMA NA
PROIZVODU * A TERMEKCIMKEKEN LEVO SZIMBOLUMOK JELENTESE « PENJELASAN SIMPOL PADA PELABELAN
PRODUK ¢ SPIEGAZIONE DEI SIMBOLI SULLE ETICHETTE DEL PRODOTTO ¢ ©HIM >XAMNCbIPMACbIHAA BOJ1YbI
MYMKIH TAHBANIAPAbIH, CUMTATTAMACDI « M Z 2t J|S &Y « ETIKETESE ESANCIY SIMBOLIY REIKSMES « UZ
IZSTRADAJUMA MARKEJUMA ATTELOTO SIMBOLU SKAIDROJUMS « OBJACHYBAHE HA CUMBOJIUTE HA ETUHETATA
HA NMPOU3BOAOT - VERKLARING VAN DE SYMBOLEN OP DE PRODUCTLABELS * FORKLARING AV SYMBOLER PA
PRODUKTEMBALLASJEN » OBJASNIENIE SYMBOLI ZNAJDUJACYCH SIE NA ETYKIETACH OPAKOWANIA « EXPLICACAO
DOS SiMBOLOS NA DOCUMENTACAO DO PRODUTO « EXPLICAREA SIMBOLURILOR DE PE ETICHETA PRODUSULUI ¢
OBbACHEHWE CUMBOJIOB HA 3TUKETHAX NPOAYHTA ¢ VYSVETLIVKY K SYMBOLOM NA OZNACENI BALENIA »
RAZLAGA SIMBOLOV NA OVOJNINI ¢ OBJASNJENJA SIMBOLA NA OZNAKAMA PROIZVODA « FORKLARING AV
SYMBOLER PA PRODUKTMARKNINGEN « URUN ETiKET VE BELGELERINDEKI SEMBOLLERIN ACIKLAMASI »
NOACHEHHA CUMBOJIIB, LLLO MICTATbCA B MAPHYBAHHI BUPOBY - GIAI THiCH VE CAC KY HIEU TREN NHAN SAN
PHAM
T Gualo e Bugagh) 590l prud g

Refer to the device labeling to see which symbols apply to this product. ¢ HanpaseTte cnpaBKa ¢ eTUKeTa Ha yCTPOMCTBOTO, 3a Aa
BMAMWTE KOW CUMBOJIM CE OTHACAT 3a TO3M NPOAYKT. ® Symboly, které se vztahuiji k tomuto vyrobku, naleznete na Stitcich obalu. ¢ Se
enhedens meaerkater for de symboler, der gaelder for dette produkt. ¢ Welche Symbole fur dieses Produkt zutreffen, entnehmen Sie
bitte der Produktbeschriftung. ¢ Avatpe&te o orjuavon Tou TpoidvTog yia va deite Tola GUMBOAA LoXUOUV YIa TO TIAPOV TIPOTOV. ©
Consulte la documentacion del dispositivo para comprobar qué simbolos se utilizan con este producto. ¢ Toote puhul kehtivad
sUmbolid leiate seadme siltidelt. ® Katso laitteen etiketistd, mitka symbolit koskevat tata tuotetta. e Se référer aux étiquettes sur
I'appareil pour savoir quels symboles s’appliquent a ce produit. ¢ Na oznakama na uredaju pogledajte koji se simboli odnose na ovaj
proizvod. ® A termékre vonatkozd szimbolumok az eszkdz cimkeéin talalhatok. ¢ Lihat label perangkat untuk melihat simbol yang
digunakan untuk produk ini.  Fare riferimento alle etichette presenti sul dispositivo per individuare i simboli relativi a questo prodotto.
Ochbl eHIMre Kavi TaHbanapblH KoNAaHbIaTbIHbIH KePY YLUIH KypblIFbl XXanceipMacbiH kapaHbi3. e Ol IS0 HE& = JISE
A X et &5 Al 2. « Norédami suzinoti, kokiu simboliu pazymétas gaminys, Zitrékite j pakuotés etikete. ¢ Skatiet
etiketes uz ierices, lai redzétu, kadi simboli attiecas uz So izstradajumu.  [poBepeTe ja eTMKeTaTa HA NOMaraaoTo 3a Aa BUAWUTE KOM
cMmb0/1 ce oHecyBaart Ha 0BOj npoun3eog. ® Controleer het productlabel om te zien welke symbolen op dit product van toepassing
zijn. ¢ Se pa etiketten pa enheten for & fastsla hvilke symboler som gjelder for dette produktet.  Aby okresli¢, ktére symbole dotycza
niniejszego produktu, nalezy zapoznac sie z etykietami urzgdzenia. e Consulte a documentagéo do dispositivo para ver que simbolos
se aplicam a este produto. ® Consultati eticheta dispozitivului pentru simbolurile aplicabile acestui produs. ¢ CM. B MapKMpoBKe
M3aenuns, Kaknme CMMBOJIbl MPUMEHMMbI K AaHHOMY NPOAYKTY. ® Prezrite si oznagenie zariadenia, aby ste zistili, ktoré symboly sa
vztahuju na tento produkt. ¢ Na nalepkah na embalazi so navedeni simboli, ki se nanasajo na ta izdelek.  Pogledajte spoljnu oznaku
na pakovaniju da biste videli koji se simboli primenjuju na ovaj proizvod.  Se markningen pa enheten fér de symboler som géller denna
produkt. ¢ Bu trinde hangi sembollerin gecerli oldugunu gérmek icin cihazin etiketlerine bakin. ¢ 3BepHiTbCA 10 MapKyBaHHs
npUCTpOIO, 11106 BU3HAYMUTK, AKi CUMBO/IM CTOCYIOTLCA LibOro BUPOBY. ® Tham kh&o nhan mac thiét bi dé xem ky hiéu nao &p dung cho
san pham nay.

e o Gl Sl 5 gell & al Slgadl Guals aal,
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Conformité Européenne (European Conformity) This symbol means that the device fully complies with applicable
European Union acts. e Conformité Européenne (EBponelicko cboTBeTcTBME) TO31 CUMBO 03HAaYaBa, Ye YCTPOMCTBOTO
CbOTBETCTBA HaMbJIHO HA MPUIOKMMOTO 3aKOHOAATENCTBO Ha EBponeicKkmaA cbio3. e Conformité Européenne Evropska
shoda (European Conformity) Tento symbol znamena, ze prostfedek pIné vyhovuje pozadavkim pfislusnych zékon
Evropské unie. ¢ Conformité Européenne (Europeeisk Standard) Dette symbol betyder, at enheden fuldt ud overholder
den geeldende EU-lovgivning. ¢ Conformité Européenne (Europaische Konformitat) Dieses Symbol besagt, dass das
Gerat allen Vorschriften geltender EU-Gesetze entspricht. ¢ Conformité Européenne (Evpwraikn Zuppopdpwon) To
OUMPBOAO QUTO onpaivel 6TL TO TIPOIOV CUMUOPPWVETAL TIATPWG HE TOUG LoXVOVTEG VOUOUG TNG Evpwrtaikng ‘Evwong. ©
Conformité Européenne (Conformidad Europea) Este simbolo indica que el dispositivo cumple totalmente las leyes de
la Union Europea aplicables. « Conformité Européenne (Euroopa vastavusmargis). See sumbol tdhendab, et seade
vastab taielikult kohaldatavatele Euroopa Liidu seadustele. ® Conformité Européenne (eurooppalainen
vaatimustenmukaisuus). Tama symboli tarkoittaa, etta laite on kaikilta osin Euroopan unionin soveltuvan lainsaadannén
mukainen. ¢ Conformité Européenne (Conformité Européenne) Ce symbole signifie que le dispositif est entierement
conforme aux lois en vigueur de I’'Union européenne. e Conformité Européenne (Sukladnost s europskim normama) Ovaj
simbol znaci da je uredaj potpuno uskladen s odgovarajuc¢im zakonima Europske unije. ¢ Conformité Européenne
(Eurdpai megfelel6ség). Ez a szimbdlum azt jelenti, hogy az eszkdz teljes mértékben megfelel a vonatkozé eurdpai unios
jogszabalyoknak. ¢ Conformité Européenne (Kesesuaian untuk Uni Eropa) Simbol ini berarti bahwa perangkat
sepenuhnya mematuhi undang-undang yang berlaku di Uni Eropa. ¢ Conformité Européenne (Conformita europea)
Questo simbolo indica che il dispositivo & conforme alle normative dell’Unione europea applicabili. ¢ Conformité
Européenne (Eyponanblk, carkecTik) byn TaHb6a KypbliFbiHbIH Eypona OfafbiHbIH, TUICTI 3aHAapblHa TOJbIK,
calikec ekeHIH 6ingipegl. « Conformité Européenne (R8 & 4d) 0l Jls= 2 EXJt R HEg HE2 2o
Z=28t2 20| & LIC. » Conformité Européenne (Conformité Européenne) (Europos atitiktis). Sis simbolis reigkia, kad
jrenginys visiskai atitinka taikomus Europos Sgjungos aktus. ¢ Conformite Européenne (Conformité Européenne —
atbilstiba Eiropas Savienibas prasibam). Sis simbols norada, ka ierice pilniba atbilst piemérojamo Eiropas Savienibas
aktu prasibam. ¢ Conformité Européenne (EBponcka coobpasHocT) OBOj CMM60/1 3HAYM eKa NoMaraaoTo € Le/IOCHO
Cc006pas3HO CO Bare4vKnTe 3aKOHW Ha EBponckara YHuja. ¢ Conformité Européenne (Europese Conformiteit). Dit
symbool betekent dat het product volledig voldoet aan de geldende wetgeving van de Europese Unie. ¢ Conformité
Européenne (samsvar med europeisk standard) Dette symbolet betyr at enheten er fullstendig i samsvar med gjeldende
EU-rettsakter. ¢ Conformité Européenne (Zgodnos$¢ z normami Unii Europejskiej) Symbol oznacza, ze urzadzenie
spetnia wszystkie wymogi obowigzujgcych aktdw prawnych Unii Europejskiej. ¢ Conformité Européenne (Conformidade
Europeia) Este simbolo significa que o dispositivo estd em total conformidade com as leis da Unido Europeia aplicaveis. ¢
Conformité Européenne (Conformitate Europeana) Acest simbol atesta conformitatea deplina a dispozitivului cu
legislatia relevanta a Uniunii Europene. e Conformité Européenne (European Conformity) 3ToT cumsos 0603Ha4aeT, 4To
YCTPOMCTBO MOIHOCTbIO COOTBETCTBYET Tpe60oBaHUAM NPUMEHNMbIX AMperTHB EBponencroro Cotoza. ¢ Conformité
Européenne (Zhoda s poziadavkami EU) Tento symbol znamena, Ze zariadenie je v Uplnom sulade s platnymi pravnymi
predpismi Europskej Unie. ¢ Conformité Européenne (Evropska skladnost). Ta simbol pomeni, da je pripomocek v celoti
skladen z veljavnimi zakoni Evropske unije. ¢ Conformité Européenne (uskladenost sa evropskim standardima). Ovaj
simbol znadi da je uredaj u potpunosti usaglaSen sa zakonima Evropske unije. ® Conformité Européenne (Europeisk
standard) Denna symbol anger att enheten uppfyller alla gallande lagar i den Europeiska unionen. ¢ Conformité
Européenne (Avrupa Normlarina Uygunluk) Bu sembol, cihazin ilgili Avrupa Birligi yasalarina tam olarak uygun oldugunu
ifade eder. ¢ Conformité Européenne 3Hak BignosigHOCTi BUMOram EBponencbKoro Corosy * Conformité Européenne
(Hop chuén chau Au) Ky hiéu nay cé nghia la thiét bi tuan thi day di cac dao luat dwoc ap dung clia Lién minh Chau Au.
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UKCA (UK Conformity Assessed). This symbol means the device complies with the essential requirements for Great
Britain (England, Wales, and Scotland). ¢ UKCA (OueHeHo cboTBeTCTBME 32 BennkobputaHus). Tosn cumBon
03HayaBa, Ye U3LENMETO OTroBapsa Ha OCHOBHUTE U3UCKBaHWA 3a Bennkobputanua (AHmus, Yenc v LLothaHgus). ©
UKCA (vyhodnocena shoda s normami platnymi ve Spojeném kralovstvi). Tento symbol znamena, Ze zafizeni spliuje
zékladni pozadavky pro Velkou Britanii (Anglii, Wales a Skotsko). ¢ UKCA-meerkning (UK Conformity Assessed
(overensstemmelsesvurdering)). Dette symbol betyder, at enheden overholder de vigtigste krav for Storbritannien
(England, Wales og Skotland). ¢ UKCA (UK Conformity Assessed). Dieses Symbol bedeutet, dass das Produkt den
wesentlichen Anforderungen fir GroB3britannien (England, Wales und Schottland) entspricht. ¢ UKCA (UK Conformity
Assessed: AEIOAOYNEVO WG TIPOG TN CUMMOPPwWon oTo HB). To cUMBOAO auTd onuaivel OTL TO TIPOIOV cuppopdwveTal
ME TIG ouolwdelg anattroelg yia tn MeydAn Bpetavia (AyyAia, OuvaAia kat Zkwtia). ¢ UKCA (UK Conformity Assessed).
Este simbolo significa que el dispositivo cumple los requisitos esenciales para Gran Bretafa (Inglaterra, Gales y
Escocia). ¢ UKCA (UK Conformity Assessed) vastavussertifikaat. See simbol néitab, et seade vastab Suurbritannia
(Inglismaa, Walesi ja Sotimaa) olulistele nduetele. « UKCA (Yhdistyneen kuningaskunnan vaatimustenmukaisuus
arvioitu). Tama symboli tarkoittaa, ettd laite on Ison-Britannian (Englannin, Walesin ja Skotlannin) olennaisten
vaatimusten mukainen. ¢ UKCA (UK Conformity Assessed). Ce symbole signifie que le dispositif est conforme aux
exigences essentielles s’appliquant a la Grande-Bretagne (Angleterre, Pays de Galles et Ecosse). ¢ UKCA (ocjena
sukladnosti s normama u Ujedinjenom Kraljevstvu). Taj simbol znaci da je proizvod uskladen s osnovnih zahtjevima za
Veliku Britaniju (Englesku, Wales i Skotsku). ¢ UKCA (UK Conformity Assessed — egyeslilt kiralysagbeli megfelelés
értékelve). Ez a szimbdlum azt jelenti, hogy a késziilék megfelel a Nagy-Britanniara (Anglia, Wales és Skocia) vonatkoz6
alapvetd kdvetelményeknek. ¢ UKCA (Penilaian Kesesuaian Inggris Raya). Simbol ini berarti perangkat mematuhi
persyaratan penting untuk Britania Raya (Inggris, Wales, dan Skotlandia). ¢ UKCA (verifica di conformita del Regno
Unito). Questo simbolo indica che il dispositivo & conforme ai requisiti essenziali per la Gran Bretagna (Inghilterra, Galles
e Scozia). * UKCA (¥1bI6pUTaHUAHbBIH, CANKECTIK 6aFanaysbl). by TaHba KypbInFbiHbIH ¥1bI6pUTaHNS (AHFANS,
Yanbc xaHe LLoTnaHANs) 3aHHaMackIHbIH Heri3ri TananTapbiHa cai ekeHIH 6ingipel. e UKCA(Z = &S O,
Ol JlgE= 2 J1J10 9=(A3AHE, ALX, ADEME)O B QAS =4S 20| &LICH « UKCA (jvertinta JK
atitiktis). Sis simbolis reiskia, kad prlemoné atitinka DidzZiosios Britanijos (Anglijos, Velso ir Skotijos) esminius
reikalavimus. ¢ UKCA (UK Conformity Assessed — noveértéta atbilstiba Apvienotaja Karalisté spéka esosajam
normativajam prasibam). Sis simbols nozimé, ka ierice atbilst Lielbritanija (Anglija, Velsa un Skotija) speka esoSajam
butiskajam prasibam. ¢ UKCA (IMpoueHeTto 3a coobpasHocT Bo OK/UK Conformity Assessed). OBoj 3HaK 3Haum geKa
rnomMaranaoTo e BO COO6pa3HOCT CO OCHOBHUTE bapar-a 3a Benvka bputanuja (AHmmja, Benc u LLKkoTcKa). « UKCA (UK
Conformity Assessed). Dit symbool betekent dat het product voldoet aan de essentiéle vereisten voor Groot-Brittannié
(Engeland, Wales en Schotland). e UKCA (UK Conformity Assessed). Dette symbolet betyr at enheten eri samsvar med
de grunnleggende kravene for Storbritannia (England, Wales og Skottland). ¢ UKCA (Oceniono zgodnos¢ w Wielkiej
Brytanii). Ten symbol oznacza, ze wyrob jest zgodny z podstawowymi wymogami dla Wielkiej Brytanii (Anglii, Walii
i Szkociji). * UKCA (Avaliagao de Conformidade do Reino Unido). Este simbolo significa que o dispositivo estd em
conformidade com os requisitos essenciais da Gra-Bretanha (Inglaterra, Pais de Gales e Escdcia). ¢ UKCA (UK
Conformity Assessed, certificarea de evaluare a conformitétii din Regatul Unit). Acest simbol inseamna ca dispozitivul
indeplineste cerintele esentiale pentru Marea Britanie (Anglia, Tara Galilor si Scotia). ¢ UKCA (BbinonHeHa oLeHKa
COOTBETCTBMA TpeboBaHWAM BennKkobputaHmm). TOT 3HAK 03HAYaET, YTO U3e/IMe COOTBETCTBYET OCHOBHbIM
TpeboBaHuaMm Bennkobputanum (AHmum, Yansca u LLotnanamum). ¢ UKCA (UK Conformity Assessed — vyhodnoteny
sulad s normami platnymi v Spojenom Kralovstve). Tento symbol znamena, Ze pomdcka spifia zakladné poziadavky pre
Vel'ku Britaniu (Anglicko, Wales a Skotsko). * UKCA (oznaka skladnosti za Zdruzeno kraljestvo). Ta simbol pomeni, da
pripomocek izpolnjuje bistvene zahteve za Veliko Britanijo (Anglija, Wales in Skotska). ¢ UKCA (Procenjena uskladenost
u Ujedinjenom Kraljevstvu). Ovaj simbol znaci da je sredstvo usaglaseno sa osnovnim zahtevima za rad u Velikoj Britaniji
(Engleska, Vels i Skotska). e UKCA (UK Conformity Assessed). Denna symbol anger att enheten uppfyller de vasentliga
kraven for Storbritannien (England, Wales och Skottland). ¢ UKCA (Birlesik Krallik Normlarina Uygunlugu
Degerlendiriimistir). Bu sembol, cihazin Blyuk Britanya (Ingiltere, Galler ve Iskogya) icin olan temel gerekliliklere uygun
oldugunu ifade eder. ¢ UKCA (BMKOHaHO OLiHKY BignoBigHOCTI BUMoram BennkobpwuTanii). Lier cumBon o3Havae, Wwo
NpUCTpIM B|p,noslp,ae OCHOBHWM BUMOram BennkobpuTaHii (AHrnn Yenbcy # LIJOTnaHp,u) UKCA (Pa duoc danh gia la
Hop chuén ctia Vuong quéc Anh). Ky hiéu nay cé nghia la thiét bi tuan thi cac yéu cau can thiét ap dung cho B&o Anh
(Anh, X& Wales va Scotland).
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Responsible person in Great Britain (England, Wales, and Scotland). ¢ OTroBopHo nuue BbB Benmkobputanua (AHmnS,
Yenc v LLotnanamsa). e Odpovédna osoba ve Velké Britanii (Anglii, Walesu a Skotsku). ® Ansvarlig person i Storbritannien
(England, Wales og Skotland). ¢ Verantwortliche Person in GroBBbritannien (England, Wales und Schottland). ¢
Yrievbuvog otn MeyaAn Bpetavia (AyyAia, OuaAia kal Zkwria). » Persona responsable en Gran Bretana (Inglaterra,
Gales y Escocia). ® Vastutav isik Suurbritannias (Inglismaal, Walesis ja Sotimaal)  Vastuuhenkild Isossa-Britanniassa
(Englannissa, Walesissa ja Skotlannissa). « Personne responsable en Grande-Bretagne (Angleterre, Pays de Galles et
Ecosse).  Nadlezna osoba u Velikoj Britaniji (Engleskoj, Walesu i Skotskoj). ¢ Felelés személy Nagy-Britanniaban
(Anglia, Wales és Skocia). ® Orang yang bertanggung jawab di Britania Raya (Inggris, Wales, dan Skotlandia). ®
Responsabile in Gran Bretagna (Inghilterra, Galles e Scozia). ® ¥1bI6puTaHuagarsl (AHIANS, Y31bC XaHe
LLoTnaHAWA) xayanTel TyiFa. e = (Y 2eHE, AL X, ADEHT) ML « Atsakingasis asmuo Didziojoje
Britanijoje (Anglijoje, Velse ir Skotijoje). * Atbildiga persona Lielbritanija (Anglija, Velsa un Skotija). « OarosopHo e 8o
Benuka Bputanuja (AHmuja, Benc v LLIKoTcKa).  Verantwoordelijke persoon in Groot-Brittannié (Engeland, Wales en
Schotland). e Ansvarlig person i Storbritannia (England, Wales og Skottland). e Osoba odpowiedzialna w Wielkiej Brytanii
(Anglii, Walii i Szkocji). * Pessoa responsavel na Gra-Bretanha (Inglaterra, Pais de Gales e Escécia) ® Persoana
responsabila din Marea Britanie (Anglia, Tara Galilor si Scotia). ® OTBeTcTBEHHOE /MU0 B BesmkoGpuTaHum (AHmuu,
Yanbce u LLotnanamw). e Zodpovedna osoba pre Vel ku Britaniu (Anglicko, Wales a Skotsko) * Odgovorna oseba v Veliki
Britaniji (Anglija, Wales in Skotska). » Odgovorna osoba u Velikoj Britaniji (Engleska, Vels i Skotska) Ansvarig person
i Storbritannien (England, Wales och Skottland). « Bilyiik Britanya’'daki (Ingiltere, Galler ve iskogya) sorumlu kisi.
BignosigansHa ocoba y BennkobpuTanii (AHmii, Yensci 11 LotnaHgii). ¢ Ngudi chiu trach nhiém & Bao Anh (Anh, X
Wales va Scotland).
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Quantity ® KonmuecTtBo ® Mnozstvi ® Antal e Menge ¢ MNoocotnta ¢ Cantidad ® Kogus ® Maara ¢ Quantité » Koli¢ina ¢
Mennyiség ¢ Kuantitas ¢ Quantita ® CaHbl ® == Zf ¢ Kiekis  Daudzums ¢ KonnumHa © Aantal ¢ Antall « llo$¢  Quantidade ¢
Cantitate ® HosmuecTso * Mnozstvo ¢ Koli¢ina ¢ Koli¢ina ¢ Antal ¢ Miktar ¢ KisibKicTb ¢ S6 luong
L)

Do not use if package is damaged * He nsanonssarite, ako onakoBKara e nospegeHa ® Nepouzivejte, je-li obal poskozeny
* Ma ikke anvendes, hvis emballagen er beskadiget ® Nicht verwenden, wenn die Verpackung beschéadigt ist © Mnv 1o
XPNolJoToLEiTE EAV 1) OUCKEVATia €XeL uTtooTei {nuia * No utilizar si el envase esta dafiado ¢ Mitte kasutada, kui pakend
on kahjustatud e Ala kaytéa, jos pakkaus on vaurioitunut ® Ne pas utiliser si 'emballage est endommagé ¢ Nemojte
upotrebljavati ako je ambalaza oStec¢ena ° Ne hasznalja fel, ha a csomagolas sérilt e Jangan gunakan jika kemasan rusak
* Non utilizzare se I'imballaggio non & integro e Kantamacbl 6y3bi/ica, narijanaHbanpize L& 0| =4 & A2 AHE 2 X
e Nenaudokite, jei pakuoté pazeista ® Nelietot, ja iepakojums ir bojats ¢ [la He ce ynoTpebyBa 4OKO/IKY NaKyBaHETO €
owwTeTeHo ¢ Niet gebruiken als de verpakking beschadigd is ¢ Skal ikke brukes hvis pakningen er skadet  Nie stosowac,
jesli opakowanie jest uszkodzone ¢ Nao utilizar se a embalagem estiver danificada ¢ Nu folositi daca ambalajul este
deteriorat ¢ He ncnonb3oBatb npu NoBpexaeHnM ynakoBku ® Nepouzivajte, ak je obal poSkodeny ¢ Ne uporabljajte, ¢e
je embalaza poskodovana ¢ Ne koristiti ako je pakovanje ostec¢eno ¢ Far ej anvandas om férpackningen ar skadad ¢
Ambalaj hasarliysa kullanmayin ¢ He BUKOPMCTOBYBATU y pasi MOLLKOAMEHHS NaKyBaHHs ¢ Khdng duoc sir dung néu bao
bi da bi hu héng
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Nonpyrogenic ® HennporeHHo ® Nepyrogenni e Ikke-pyrogen ¢ Pyrogenfrei ¢ Mn rtupetoydvo © Apirdgeno ©
Mitteplrogeenne ¢ Pyrogeeniton  Apyrogéene ® Nezapaljivo * Nem pirogén  Bebas pirogen ¢ Apirogeno e lNuporeHa|
emec » H| 2 S A « Nedegus * Nepirogéns  AnuporeHo ¢ Niet-pyrogeen ¢ Pyrogenfri ¢ Produkt niepirogenny ¢ Nao
pirogénico ® Apirogen ¢ AnuporeHHo ® Nepyrogénne ¢ Apirogeno © Nije pirogeno ¢ Icke-pyrogen ¢ Pirojenik Degildir ©
AniporeHHo ® Khéng sinh nhiét )
sandl alge ne

Open here * OTBopeTe TyK * Zde oteviete » Abnes her  Hier 6ffnen » AvoiEte £5W * Abrir aqui ® Avage siit  Avaa tista
Ouvririci® Ovdje otvorite ¢ Itt nyilik ® Buka di sini ® Aprire qui e Ocbl xepgeH aLubiHbi3 ¢ i S 2| XI « Atidaryti ¢ia ¢ Atvert Seit
e OTBOpPM OBAE * Hier openen -ﬂApnes her ¢ Otwierac tutaj  Abrir aqui ® Deschideti aici ® OTKpbiBaTb 3gecb © Tu otvorit
Odprite tukaj ® Ovde otvoriti * Oppna hér * Buradan agin ® BigkpusaTtv TyT © M& tai day
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MR Conditional e YcnoeseH MP ¢ Podminéné pouziti magnetické rezonance ¢ Betinget kompatibilitet med MR-scanning ¢
Bedingt MRT-sicher ¢ Mayvntikr) Topoypadia (MR) urté époug ¢ Compatible con RM en determinadas condiciones ¢
MR-tingimuslik ¢ Magneettikuvaus sallittu varauksin ¢ Compatible avec la RM sous conditions ® MozZe se upotrebljavati
tijekom snimanja magnetskom rezonancijom pod odredenim uvjetima ¢« MR-kompatibilitas feltételekkel ¢ Kondisi MR
Compatibilita RM condizionata ¢ LLlapTTbl Typae MPT xxapamabiibirbl ¢ MR Z= 21 2 o Salyginai saugus MR aplinkoje ©
Nosacita saderiba ar magneétisko rezonansi ¢ Be36eaHO npu MarHeTHa pe3oHaHLuMja camo ako ce ynotpebysa BO
onpeaenexu ycnosu © MR Conditional (MR-veilig onder voorwaarden) ¢ MR-betinget ¢ Badanie MR dopuszczalne w
okreslonych warunkach ¢ RM condicional ¢ Compatibilitate RM conditionata ¢ MPT BbInoAHATE ¢ cO6A0AEHUEM
orpaHuyeHuii ¢ Podmieneéne bezpecéné v prostredi MR ¢ Pogojna uporaba pri MR ¢ Uslovno bezbedno za MR ¢
MR-villkorlig * MR Kosullu ® MarHiTHo-pesoHaHcHi yMoBu ® An toan céng huéng tir (MR) ¢ diéu kién
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Sterilized using irradiation ¢ CtepunnaupaHo ypes o61buBaHe © Sterilizovano zafenim e Steriliseret ved brug af straling
Sterilisiert mittels Strahlung ® ArtootelpwpeVOo e Xpriom akTivooAiag ¢ Esterilizado mediante irradiacion e Steriliseeritud
kiirgusega ¢ Steriloitu sateilyttdmalla ¢ Stérilisé par irradiation e Sterilizirano zracenjem ¢ Besugarzassal sterilizalva ©
Disterilkan menggunakan penyinaran ¢ Sterilizzato con radiazioni ionizzanti ¢ CoyneneHzipy apkblinbl
3apapcbi3gaHabipbiiraH ¢ HAIS S ALE0H0 Z =& e Sterilizuota radioaktyvia spinduliuote © Sterilizéts apstarojot ©
CrepunuaunpaHo co 3paderse ® Gesteriliseerd met straling ¢ Sterilisert med straling * Sterylizowano przez
napromieniowanie ¢ Esterilizado por irradiagéo ¢ Sterilizat prin iradiere * PagnauuonHasa ctepunmnsaumn » Sterilizované
Ziarenim e Sterilizirano s sevanjem e Sterilisano kori§¢enjem zraéenja ¢ Steriliserad med stralning e Irradyasyon
kullanilarak sterilize edilmistir e CTepnnisosaHo i3 3acTocyBaHHAM BUNPOMiHIOBaHHSA * Duroc khir tring béng chiéu xa
gladill phudsuly adas

Catalog number ¢ KatanoxeH Homep © Katalogoveé &islo e Katalognummer ¢ Katalognummer ¢ ApiBj6g kataAdyou e
Numero de catalogo * Katalooginumber ¢ Luettelonumero ¢ Numéro de référence » Kataloski broj ¢ Kataldgusszam e
Nomor katalog * Numero di catalogo e KaTanor 6oiibiHLWa Hemipie IHE 2 7] H1 S e Katalogo numeris ® Kataloga numurs
* Hatanowkm 6poj e Catalogusnummer ¢ Artikkelnummer e Numer katalogowy ® Numero de catalogo e Numar de catalog ®
Howmep no Kkatanory » Katalégove Cislo » KataloSka Stevilka ¢ Kataloski broj « Katalognummer ¢ Katalog numarasi ©
HatanomHui Homep * S6 danh muc
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Serial number ¢ CepueH Homep © Sériové Cislo ® Serienummer ¢ Seriennummer ¢ AplOOG celpdg ® Numero de serie ©
Seerianumber ¢ Sarjanumero * Numéro de série ® Serijski broj ® Sorozatszam ¢ Nomor seri e Numero di serie ® Cepunsiiblk
HemiIpie 2 & B S e Serijos numeris ® Sérijas numurs ® Cepucku 6poj ® Serienummer ¢ Serienummer ® Numer seryjny o
Numero de série e Numar de serie ® CepuiiHbii Homep © Sérioveé Cislo ¢ Serijska Stevilka ® Serijski broj ¢ Serienummer ¢
Seri numarasi ® CepiiHuit Homep ® SO sé-ri

st 30

Use-by date ¢ Manonssarite go ¢ Datum pouzitelnosti ¢ Kan anvendes til og med ¢ Verwendbar bis ® Huepounvia «Xpron
€wg» » Fecha de caducidad ¢ Kdlblik kuni ¢ Viimeinen kayttdpaivamaara  Date de péremption ® Rok upotrebe ¢ Lejarati
idé » Tanggal "gunakan paling lambat" e Utilizzare entro ¢ XXapamgbinbik, mep3imi © AbE J| &F e Naudoti iki ¢ Deriguma
termins » Ynotpe61mBo go ¢ Uiterste gebruiksdatum e Siste forbruksdag ® Termin przydatnosci do uzycia ¢ Utilizar antes
da data ¢ A se utiliza pana la data de ® Micnonb3osatb fo ® Datum spotreby © Uporabno do ¢ Datum ,,Upotrebljivo do” e

Utgangsdatum ¢ Son kullanma tarihi ¢ Bukopuctatu go  Han st dung
L all slgnil g,

Do not reuse ¢ [la He ce n3nonssa nosTopHo * NepouZivat opakované ¢ Mé ikke genbruges ¢ Nicht zur
Wiederverwendung ¢ Mnv entavaypnotuortoleite © No reutilizar  Mitte kasutada korduvalt e Ald kdyta uudelleen e Ne pas
réutiliser e Nemojte upotrebljavati vie puta ¢ Kizardlag egyszeri hasznalatra e Jangan dipakai ulang ¢ Non riutilizzare
ExiHWI KaliTapa nalrijananyra 6onmangsl © M AHE = Xl ¢ Nenaudoti pakartotinai ¢ Nelietot atkartoti ¢ Camo 3a
efHoKpaTHa ynotpe6ba ¢ Niet opnieuw gebruiken ¢ Skal ikke brukes flere ganger ® Nie stosowa¢ ponownie ¢ Nao
reutilizavel ¢ De unica folosinta ¢ 3anpeT Ha noBTOpHOE NpumMeHeHWe ® Nepouzivajte opakovane  Za enkratno uporabo ¢
Nije za ponovnu upotrebu ¢ Far inte ateranvandas ¢ Yeniden kullanmayin ¢ MoBTOpHO BUKOPUCTOBYBATH 3a00POHEHO ©
Khong duorc tai sir dung
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Manufacturer ¢ NMpoussoguten ¢ Vyrobce © Fabrikant ¢ Hersteller ¢ Kataokeuaotng ¢ Fabricante © Tootja ® Valmistaja ¢
Fabricant ¢ Proizvodac ¢ Gyart6  Produsen ¢ Fabbricante ® ©HaipyLwi K & 2 Xl « Gamintojas ¢ RaZotajs °
MpounssoamTen ¢ Fabrikant e Produsent e Producent ¢ Fabricante e Producator e MarotoButenb © Vyrobca ¢ Proizvajalec ¢
Proizvodad e Tillverkare ¢ Uretici « Bupo6Huk » Nha san xuat
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Manufactured in * [NpounsBeaeHo B ® Vyrobeno v ¢ Fremstillet i ® Hergestellt in ¢ Kataokeudotnke oe ¢ Fabricado en ¢
Tootmiskoht e Valmistuspaikka ¢ Lieu de fabrication e Zemlja proizvodnje ¢ A gyartas helye ¢ Diproduksi di e Fabbricato in
OHnaipuireH en e M= =J} ¢ Pagaminimo Salis ¢ RaZoSanas vieta ¢ lNponsBeaeHo Bo © Vervaardigd in ¢ Produsert i ®
Miejsce produkcji » Fabricado em ¢ Fabricat in » lMponsseaeHo B  Vyrobené v ¢ Izdelano v ¢ Proizvedeno u e Tillverkad i ¢
Imalat yeri ® Micue BUroToB/ieHHsA ® San xuét tai
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Consult instructions for use ® Buxte MHCTPYKLMKUTE 3a ynoTpeba © Viz navod k pouziti  Se brugsanvisningen e
Gebrauchsanweisung beachten ¢ ZupBouAeuteite T 0dnyieg xpriong ® Consultar instrucciones de uso ¢ Lugege
kasutusjuhendit » Katso kayttdohjeet ¢ Consulter le mode d’emploi ¢ Pogledajte upute za upotrebu ¢ Lasd a hasznalati
Utmutatot e Lihat petunjuk penggunaan ¢ Consultare le istruzioni per 'uso ® MaliganaHy HyckaynapbiH KapaHpbi3 ® AFEZ
Kl & & 1) e Skaitykite naudojimo instrukcijose © Skatit lietoSanas pamacibu e MNpounTtajTe ro YnarctsoTo 3a ynorpeba ®
Raadpleeg de gebruiksaanwijzing ® Se i bruksanvisningen ¢ Nalezy zapoznac sie z instrukcjg uzytkowania e Consultar as
instrucdes de utilizagao » Consultati Instructiunile de utilizare e O6paTuTeCh K MHCTPYKLMK MO NPpUMEHEHUIO ® Pozrite si
pokyny na pouzivanie * Glejte navodila za uporabo ¢ Pogledajte uputstvo za upotrebu ¢ Las bruksanvisningen ¢ Kullanim

talimatlarina bakin « O3HaiiomTecs 3 iIHCTPYKLiAMK i3 3acTocyBaHHsA ® Tham khao huéng dan sir dung
plaaieyl oladss asl,

Consult instructions for use at this website ® BuTe MHCTpYyKLMMTE 3a ynoTpeba Ha To3u yeb canT © Viz ndvod k pouziti
na této webové strance ¢ Se brugsanvisningen pa dette websted ¢ Gebrauchsanweisung auf dieser Webseite beachten ¢
2UupPoUAeUTEITE TIG 08NYIES XPTIONG 0 AUTOV TOV LoTOTOTIO * Consultar las instrucciones de uso en este sitio web ¢
Lugege sellel veebilehel toodud kasutusjuhendeid ¢ Katso kayttdohjeet tasté verkkosivustosta ® Consulter le mode
d’empiloi sur ce site Web © Pogledajte upute za upotrebu na ovoj internetskoj stranici ® Lasd a hasznalati utasitast ezen a
honlapon ¢ Lihat petunjuk penggunaan di situs web ini e Consultare le istruzioni per I'uso su questo sito web ¢ MNaiganany
XKOHIHAEr HycKaynapabl 0Cbl Be6-caiTTaH KapaHbiz e 01 & ALOIE2| AHE XI& & 1) e Naudojimo instrukcijas rasite
Sioje svetainéje ¢ LietoSanas pamacibu skatit Saja timekla vietné ¢ BugeTe ro YnarcteoTo 3a ynotpeba Ha oBaa
Be6-cTpaHuua ¢ Raadpleeg de gebruiksaanwijzing op deze website ® Se bruksanvisningen pa dette nettstedet ¢ Nalezy
zapoznac sie z instrukcjg uzytkowania dostepng w tej witrynie internetowej e Consultar instrugdes de utilizagdo neste sitio
da Internet e Consultati instructiunile de utilizare la acest site web. ® CM. MHCTPYKLMIO MO MPUMEHEHUIO HA YKa3aHHOM
BebG-canTe * Precitajte si pokyny na pouzivanie na tejto webovej lokalite ® Glejte navodila za uporabo na tem spletnem
mestu ¢ Pogledajte uputstvo za upotrebu na ovoj veb lokaciji ¢ Se bruksanvisningar pa denna webbplats ® Bu web
sitesindeki kullanim talimatlarina bakin ¢ [IuB. iHcTpyKLito 3 ekcnayartauii Ha Lpomy Be6-caiiTi ® Tham khao huéng dan
s dung tai trang web nay

S a35l 13a & alaatudl slalad aal,

Date of manufacture ¢ [lata Ha npomsBoacTso ® Datum vyroby e Fabrikationsdato ¢ Herstellungsdatum ¢ Hugpounvia
Kataokeunq ¢ Fecha de fabricacion e Tootmiskuupéev ¢ Valmistuspaivamaara  Date de fabrication e Datum proizvodnje ¢
Gyartas ideje » Tanggal produksi  Data di fabbricazione ¢ ©HgipiireH kyHi ¢ Ml = & Xt « Pagaminimo data ¢ Razo$anas
datums ¢ [latym Ha npon3BoAacTBo * Productiedatum ¢ Produksjonsdato ¢ Data produkcji ® Data de fabrico  Data fabricarii
» lata narotosneHua ® Datum vyroby e Datum izdelave ® Datum proizvodnje e Tillverkningsdatum e Uretim tarihi e lata
BUroToBaeHHs * Ngay san xuéat
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Authorized representative in the European Community ¢ YnbaHomoueH npeactasmTten B EBponerickara o6LWHOCT ©
Autorizovany zastupce pro Evropské spolecenstvi e Autoriseret repraesentant i EF ¢ Autorisierter Reprasentant in der
Européischen Gemeinschaft ¢ E§ouol060TnuEVOG avTinmpoowriog oTnv Eupwriaikn Kowvotnta  Representante
autorizado en la Comunidad Europea ¢ Volitatud esindaja Euroopa Uhenduses ¢ Valtuutettu edustaja Euroopan yhteisén
alueella » Représentant autorisé dans la Communauté européenne ¢ Ovlasteni predstavnik u Europskoj zajednici ®
Hivatalos képviselet az Eurdpai Kdzosségben e Perwakilan Resmi di Negara-Negara Eropa ¢ Rappresentante
autorizzato nella Comunita europea ® Eyponansik OgakTarbl yakineTTi ekine &8 SSH(EC) LH A Uel& o
|galiotasis atstovas Europos Bendrijoje © Pilnvarotais parstavis Eiropas Kopiena ¢ OnacTteH npeTcTaBHMK BO
EBponckara 3aegHuua ® Geautoriseerd vertegenwoordiger in de Europese Gemeenschap ¢ Autorisert representant i Det
europeiske fellesskap ® Autoryzowany przedstawiciel w Unii Europejskiej ® Representante autorizado na Comunidade
Europeia  Reprezentant autorizat in Comunitatea Europeana ® YnonHoMo4eHHbIM npeactaBmTenb B EBponencKom
coobuecTtse ° Autorizovany zastupca pre Eurdpske spolo¢enstvo e Pooblas€eni predstavnik v Evropski skupnosti
Ovla&ceni predstavnik u Evropskoj zajednici ® Auktoriserad representant inom EG ¢ Avrupa Toplulugu’'ndaki yetkili
temsilci » YnosHoBameHuit npeacTaBHuK Esponeiicbioro Cotoay * Pai dién duoc Gy quyén tai Cong dong Chau Au
Lo g, oW de ganl) & waiall Cguill



Importer e BHocuten e Dovozce ¢ Importer e Importeur ® Elcaywyeag ¢ Importador e Importija e Maahantuoja e Importateur
* Uvoznik * Importdr « Pengimpor ¢ Importatore  imnopTTayLubl ® =2 Xt  Importuotojas ¢ Importétajs ¢ YBo3HuK ©
Importeur « Importer « Importer » Importador  Importator  MmnopTep » Dovozca » Uvoznik « Uvoznik « Importér  ithalatc
ImnopTep * Nha nhap khau

3o sl

Medical device « MeanumHCKO ycTponcTBo © Zdravotnicky prostiedek ¢ Medicinsk udstyr ¢ Medizinprodukt ¢ latpikn
ouokeun ® Producto sanitario © Meditsiiniseade ¢ Laakinnallinen laite ¢ Dispositif médical ¢ Medicinski proizvod ¢
Orvostechnikai eszkdz  Perangkat medis ¢ Dispositivo medico ® MeanumHanbik Kypbinsbl © 2| 2 J|J| e Medicinos
prietaisas ® Medicinas ierice ® MeguumHcKko nomarano ® Medisch hulpmiddel ¢ Medisinsk enhet ¢ Wyréb medyczny e
Dispositivo médico ¢ Dispozitiv medical ¢ MeguunHckoe nsgenve o Zdravotnicka pomécka ® Medicinski pripomocek ©
Medicinsko sredstvo « Medicinteknisk produkt ¢ Tibbi cihaz ¢ MegunyHumit Bupi6 © Thiét biy t&

b ol

Double sterile barrier system ¢ Cuctema ¢ ABoviHa cTepunaHa nperpaga ¢ Systém dvojité sterilni bariéry e System med
dobbelt steril barriere ® Doppel-Sterilbarrieresystem ¢ Zvotnua SumMAoU oteipou ppayuov © Sistema de barrera estéril
doble e Kahekordse steriilse barjaari stisteem e Kaksinkertainen steriili suojusjarjestelma ¢ Systéme de double barriere
stérile e Sustav dvostruke sterilne barijere ¢ Kettds, steril zarérendszer » Sistem penghalang steril ganda ¢ Sistema a
doppia barriera sterile ¢ Koc 3apapcbi3gaHablpblUiFaH KopraHbiL Xxylieci e 0| S E 3 & Al A El e Dvigubo sterilaus
barjero sistema ¢ Dubultas sterilas barjeras sistéma ¢ Cuctem co gsojHa ctepunHa 6apuepa ® Dubbele steriele
verpakking ¢ System med dobbel steril barriere  System podwajnej bariery sterylnej e Sistema de dupla barreira estéril
Sistem cu bariera sterila dubla ¢ Crctema ¢ ABOVHbIM CTEPUIBbHBIM 6apbepom © Systém dvojitej sterilnej bariéry e Sistem
dvojne sterilne pregrade © Sistem dvostruke sterilne barijere  System med dubbel steril barriar » Cift steril bariyer sistemi
CvicTema nogBiiHOro cTepubHoro 6ap’epy © Hé théng bao vé vé khuén kép

Tou3e plae Jils ol

Contains hazardous substances (identified with a Chemical Abstracts Service [CAS] registry number) ¢ Cbabpra
onacHu BeLlecTBa (MAeHTUGUUMpPaHU ¢ permcTpauuoHeH Homep Ha Chemical Abstracts Service [CAS]) ¢ Obsahuje
nebezpecné latky (identifikované registracnim ¢islem CAS [Chemical Abstracts Service]) ¢ Indeholder farlige stoffer
(identificeret med et CAS-nummer (Chemical Abstracts Service [CAS] registry number)) ¢ Enthalt geféhrliche
Substanzen (identifiziert mittels einer Chemical Abstracts Service[CAS]-Nummer) ¢ MeplExel emikivduveg ouaieg
(TautottolovvTal e Evav aplBuo untpwou tng urinpeciag Chemical Abstracts Service (CAS)) ¢ Contiene sustancias
peligrosas (identificadas con un numero de registro CAS [Chemical Abstracts Service]) ¢ Sisaldab ohtlikke aineid
(t&histatud Chemical Abstracts Service’i [CAS] registreerimisnumbriga) » Sisaltaa vaarallisia aineita (merkitty Chemical
Abstracts Service [CAS] - rekisterinumerolla) ® Contient des substances dangereuses (identifiées par un numéro de
registre Chemical Abstracts Service [CAS])  Sadrzi opasne tvari (oznacene registarskim brojem drustva Chemical
Abstracts Service [CAS]) » Veszélyes anyagokat tartalmaz (azonositasuk a Chemical Abstracts Service
[Vegyianyag-nyilvantartasi Szolgalat, CAS] altal kiadott regisztracios szammal térténik) e Mengandung zat berbahaya
(diidentifikasi dengan nomor pendaftaran Chemical Abstracts Service [CAS]) ¢ Contiene sostanze pericolose (con
identificazione tramite numero CAS [Chemical Abstracts Service])  KypambiHaa KayInTi 3aTtTekTep 6ap (XMusnbik,
pedepaTmBTIK KbI3MeTTIH [CAS] TIpKey HOMIPIMEH aHblkTanFaH) e RS R E& (328 Q%4 MHIA(CAS) S5
HSZ AlH) e Sudétyje yra pavojingy medziagy (pazymeéty Cheminiy medziagy santrumpy tarnybos (CAS) registro
numeriu) ® Satur bistamas vielas (identificétas ar Kimiska informativa dienesta [Chemical Abstracts Service, CAS]
registracijas numuru) ¢« Coapmu onacHu cyncTaHuumn (MaeHTUdUKYBaHK co peructapcku 6poj Ha Chemical Abstracts
Service [CAS])  Bevat gevaarlijke stoffen (aangeduid met een Chemical Abstracts Service (CAS)-registratienummer) ¢
Inneholder farlige stoffer (angitt med et registreringsnummer fra Chemical Abstracts Service [CAS]) e Zawiera substancje
niebezpieczne (oznaczone za pomocg humeru w rejestrze Chemical Abstracts Service [CAS]) ¢ Contém substancias
perigosas (identificadas com um numero de registo do Chemical Abstracts Service [CAS]) e Contine substante
periculoase [identificate cu un numar din registrul Chemical Abstracts Service (CAS)] ® CogepuT onacHble BelLecTBa
(KoTopbIM MPUCBOEH HOMEP B peecTpe Xumnyeckon pedepatmsHoi ciyx6bl (CAS)) e« Obsahuje nebezpedné latky
(identifikované registraénym &islom CAS [Chemical Abstracts Service]) ¢ Vsebuje nevarne snovi (identificirane s Stevilko
iz registra Sluzbe za izvlecke o kemikalijah [CAS]) e Sadrzi opasne supstance (identifikovane registarskim brojem Sluzbe
hemijskih apstrakata [Chemical Abstract Service, CAS]) ¢ Innehaller farliga @mnen (identifieras med ett
CAS-registernummer (Chemical Abstracts Service)) ® Tehlikeli maddeler (Chemical Abstracts Service [CAS] kayit
numarasiile tanimlanmis) igerir e MicTuTb He6e3ne4Hi pe4oBUHM (IAEHTU)IKOBaHO 3a peecTpauiiHiM HOMePOM XiMiYHOT
pedepatnsHoi ciy#oun (CAS)). e Chira cac chat doc hai (duoc xac dinh theo s6 dang ky ciia Chemical Abstracts Service
CAS

[ ) ([CAS] &8Lasl wlalasiul) § 5y Jsaudll a3 53 8a3as) 85b3 alga do (g 53a
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Patient identification « MUgeHTUdKMKaLma Ha nauneHTa ¢ Identifikace pacienta ¢ Patientidentifikation
Patientenidentifikation e Tautoroinon acBevouq ¢ Identificacion del paciente ¢ Patsiendi andmed ¢ Potilastunniste ©
Identification du patient ¢ Identifikacija bolesnika e Beteg azonositasa ¢ Identifikasi pasien ¢ Dati identificativi del paziente
EmaenywiiHi aHbikTay © 2HAL A1 & e Paciento identifikavimas ¢ Pacienta identifikacija e Mogatoun 3a naeHTMdmKaumja
Ha nauueHTOoT ° Patiéntidentificatie » Pasientidentifikasjon ¢ Identyfikacja pacjenta ¢ Identificacdo do doente
Identificarea pacientului ® MgeHTUdMKauna naumenTa  Identifikacia pacienta e Identifikacija bolnika e Identifikacija
pacijenta ¢ Patientidentifiering ¢ Hasta kimligi  |neHTndikauia nauieHta ® Binh danh bénh nhan

02l Lse wans

Date ¢ Jata ® Datum ¢ Dato ® Datum ¢ Huepopnvia ® Fecha ® Kuupaev ® Paivamaara e Date ® Datum ¢ Datum e Tanggal ®
Data ¢ KyHi ¢ &£ Ji} e Data ® Datums ¢ [latym * Datum ¢ Dato  Data ¢ Data ® Data * [lata ® Datum ¢ Datum ¢ Datum ¢ Datum ¢
Tarih » [lata * Ngay

gt

Patient information website ¢ Ye6calit ¢ MHbopmaums 3a nauneHTa © Weboveé stranky s informacemi pro pacienta ¢
Webside med information til patienter ¢ Internetseite mit Patienteninformationen ¢ lotdtomog acbevwyv yla mAnpodopieq
» Sitio web de informacidn para los pacientes ¢ Teabesait patsientidele * Verkkosivusto, jossa on tietoja potilaille « Site
Web d’information a destination des patients ¢ Informativna mrezna stranica namijenjena bolesnicima ¢ Betegtajékoztato
weboldal e Situs informasi bagi pasien ¢ Sito web diinformazioni per il paziente e EMgenyLul Typanbl aknapat Beb-cariThbl
o 21} & & AtO] E o Pacienty informavimo svetainé ¢ Pacientu informacijas timekla vietne * Be6-nokauuja 3a
nHbopmaumm 3a nauneHToT ® Website met patiéntinformatie © Nettsted med pasientinformasjon ¢ Strona internetowa z
informacjami dla pacjentéw e Sitio da Internet com informagdes para o doente ® Website destinat informarii pacientilor ¢
Be6-caliT ¢ nHdopmaumen ana nauneHtos © Webova stranka s informaciami pre pacientov ¢ Spletno mesto z
informacijami za bolnika ¢ Veb-sajt sa informacijama za pacijente * Webbplats fér patientinformation ¢ Hastaya yonelik
bilgiler web sitesi ¢ Indbopmauia npo nauieHTa © Trang théng tin bénh nhan

52l eloslall quustl aundll g 7Y a3 400

Unique Device Identifier e YHMKaneH ngeHtuduxarop Ha usgenuara © Jedinecny identifikator zdravotnického prostfedku
* Unik enhedsidentifikator ¢ eindeutige Produktidentifizierung  Movadiko avayvwploTiko cuokeung ¢ Identificador Unico
del producto ® Seadme kordumatu identifitseerimistunnus ¢ Yksiléllinen laitetunniste e Identifiant unique du dispositif ®
Jedinstvenaidentifikacijska oznaka proizvoda ¢ Egyedi eszk6zazonositd e Pengidentifikasi Perangkat Unik ¢ Identificativo
unico del dispositivo ¢ Biperein Kypbiifbl uageHTUGMKaTOpbl ® 1155 & X A'H Xt » Unikalusis prietaiso identifikatorius ¢
Unikalais ierices identifikators ¢ EguHcTBEH naeHTUdUKaTOp Ha nomaranoto ® Unieke productidentificatie ® Unik
enhetsidentifikator » Unikalny identyfikator wyrobu e Identificador Unico do Dispositivo * Identificator unic al unui
dispozitiv ® YHUKanbHbIM naeHTudmKaTop yctporcTaa ¢ Jedineény identifikator zariadenia ¢ Edinstveni identifikator
pripomocka ¢ Jedinstveni identifikator sredstva  Unik produktidentifiering ¢ Benzersiz Cihaz Tanimlayicisi ® YHikanbHWi
ineHTUdiKaTop BUpOo6Y * Dinh danh thiét bi duy nhat )
il slgadl 8 ae

Health care center or doctor ® MegmumHCKM LeHTBp Man nexap ® Centrum zdravotni péce nebo lékar ¢ Sundhedscenter
eller l,ege ® Ambulanz oder Arzt e KEvTpo uyelovouIKYG TIEPIBaAWNG 1) latpdg © Centro de atencidn sanitaria o médico ©
Tervisekeskus vdi arst » Hoitolaitos tai ladkari » Etablissement de santé ou médecin * Zdravstvena ustanova ili lije¢nik
Rendeldintézet vagy orvos ® Pusat perawatan kesehatan atau dokter ¢ Struttura sanitaria o medico ® [leHcaynblk cakTay
opTanbifbl HeMece gapirep » 2l 2 B == 2| Al » Sveikatos priezilros centras arba gydytojas ¢ Veselibas apripes
centrs vai arsts ® 3gpaBcTBeH LeHTap uaun nexkap ® Gezondheidscentrum of arts ¢ Helsesenter eller lege ® Osrodek
zdrowia lub lekarz  Centro de cuidados de saude ou médico ¢ Centru de asistenta medicala sau medic ® MeguunHcKoe
yuperaeHue nnm Bpad © Zdravotné stredisko alebo lekar e Zdravstvena ustanova ali zdravnik e Zdravstveni centar ili lekar
* Vardinrattning eller lakare ¢ Saglik merkezi veya doktor ¢ JlikyBanbHui 3aknag a6o nikap © Trung tdm cham séc strc khée
hoac bac sT )

bl ol Laiall Dle 1 58 0

Bifurcated stent graft e BudypkupaH cteHT-rpadT ® Stentgraft s bifurkaci  Stentgraft med bifurkatur  Y-GeféaBprothese ¢
AixaAwTo pooxeupa stent ¢ Endoprotesis bifurcada ¢ Bifurkatsiooniga stentsiirik ¢ Kaksihaarainen stenttisiirre ¢
Endoprothése bifurquée © Bifurkacijski stent-graft e Elagazo sztentgraft « Cangkok stent bercabang ® Endoprotesi
biforcata ¢ budypkauyumanarHraH cteHT-rpadpTt e = X| AEHIE T2t X E « Dvisakis stento transplantas ¢ Divzaru
stentprotéze  Budypraumnckm cteHT-rpadT © Bifurcatiestentgraft e Bifurkert stentgraft e Stentgraft rozwidlony e
Endoproétese bifurcada ¢ Grefa de tip stent bifurcata ¢ BudypraumoHHbI cTeHT-rpadT © Rozdvojeny stentgraft e
Dvokracna pokrita Zilna opornica ¢ Bifurkacioni stent graft ¢ Férgrenat stentgraft ¢ Catalli stent greft e BibyprauiiHui
cTeHT-rpadT ¢ Gia d& ndi mach hai bén
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Contralateral limb ¢ KoHTpanatepaneH knoH ® Komponenta kontralateralni vétve © Kontralateralt ben ¢ Kontralateraler
Prothesenschenkel ¢ EtepomiAcupo okeAog ® Componente de rama contralateral ¢ Kontralateraalne haru ¢
Kontralateraalinen lahje ¢ Jambage contralatéral ¢ Kontralateralni dio ¢ Ellenoldali végtag  Ekstremitas kontralateral ¢
Gamba controlaterale ® KoHTpanatepangpel 6ybiH (= ALKl  PrieSingos pusés galliné » Kontralateralais zars ¢
HoHTpanatepaneH pasrpaHoK ¢ Contralaterale poot ¢ Kontralateral forgrening ¢ Odnoga kontralateralna ¢ Membro
contralateral ¢ Prelungire controlaterala ¢ KoHTpanarepanbHas HoxKa (6paHLia) © Kontralateralna vetva o
Kontralateralna hlaénica ¢ Kontralateralni krak e Kontralateralt ben ¢ Kontralateral bacak e KoHTpanatepanbHa Hirkka ® Chi
doi bén

dlie Bl

lliac extension ® ManayHo pasknoHeHne ® Komponenta iliakalni extenze e lliacaforlaengelse ¢ lliakale Verlangerung ©
Nayoévia ripoekTaon © Extension iliaca ¢ Niudearteri pikendus ¢ Lonkkavaltimojatko-osa ¢ Extension iliaque e llijakalni
nastavak e lliacalis toldalék * Perpanjangan iliaka * Estensione iliaca ® MbIkbIHAbI KeHenTy &= A& 2 o Klubo
ilgintuvas e legurna artérijas stentprotézes pagarinajums ¢ UnujayHa ekcteHsuja ¢ lliacale extensie ¢ lliakaekstensjon ¢
Przedtuzka biodrowa ¢ Extenséo iliaca * Extensie iliacé * lMoasagoluHas AonosHWTe IbHan YacTb ¢ lliakalne predl'ienie o
lliakalni podaljsek ¢ llijacna ekstenzija ¢ lliakal férlangning e lliak uzatma e Kny6osa gogatkosa 4actuHa » Phan néi viing

xwong chau

Aortic extension e AopTHO paskioHeHune ® Komponenta aortalni extenze ¢ Aortaforleengelse ¢ Aortenverlangerung e
AopTIKY) TIpoEKTaoT ® Extension adrtica ¢ Aordi pikendus ¢ Aorttajatko-osa ¢ Extension aortique © Aortni nastavak
Aortatoldalék ¢ Perpanjangan aorta ¢ Estensione aortica ® KonkaHbl keHeliTy e (H =2 H & S o Aortosilgintuvas ¢ Aortas
stentprotézes pagarinajums ¢ AopTHa excTeHsuja ® Aorta-extensie ® Aortaekstensjon ¢ Przedtuzka aortalna ¢ Extenséo
aortica * Extensie aortica ¢ AoptanbHas gononHutenbHas YacTb © Aortalne prediZzenie ® Aortni podaljSek ¢ Aortna

ekstenzija ¢ Aortaféridngning ¢ Aortik uzatma ¢ AopTtanbHa foAaTHoBa YacTmHa ® Phan néi déng mach chu
Loel das

Aortic-uni-iliac ® AopTo-yHu-unnadHo * Aortouniiliakalni komponenta e Aorto-uni-iliaca ® Aorto-uni-iliakal
AopTopovoAayoévio » Endoprotesis aorto-uni-iliaca » Uhepoolne aordi-niudearteri konfiguratsioon ¢ Aortta-uni-iliaca-osa
* Aorto-uni-iliaque ¢ aortno-uni-ilijakalni ® Aorto-uni-iliacalis ® Aorta-uni-iliaka  Aorto-uni-iliaca * Konka-61p xakThbl
MbIKbIH © [l S 9 —CH - X = o Vienpusé aortos-klubiné konfiglracija ¢ Aortas un vienas iegurna artérijas konfiguracija e
AopTHa-yHKU-unmjadHa © Aorto-uni-iliacaal ® Aorto-uni-iliakal ® Konfiguracja jednostronna aortalno-biodrowa
Aorto-uni-iliaca ® Aortouniiliaca ¢ OZHOCTOPOHHMIM a0PTO-NOAB3AOLLHbIM KOMMNOHEHT © Aorto-uni-iliakalne ©
Aortouniiliakalno ¢ Aortno-uni-ilijaéno ¢ Aorto-uni-iliakal ¢ Aortik-lni-iliak ® AopTasibHWi 0AHOCTOPOHHINM ® BDOng mach chul
bung-doéng mach chau moét bén
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1 Device description

The Endurant™ II/Endurant™ lls stent graft system (hereinafter referred to as the Endurant II/1ls stent graft system) is designed for the
endovascular repair of aneurysms. When placed within the target lesion, the stent graft provides an alternative conduit for blood flow
within the patient’s vasculature by excluding the lesion from blood flow and pressure.

The stent graft system is comprised of 2 main components: the implantable stent graft and the disposable delivery system. The stent
graft is preloaded into the delivery system and advanced to the aneurysm using fluoroscopic guidance. Upon deployment, the stent
graft self-expands to conform to the shape and size of the seal zones above and below the aneurysm.

The Endurant Il/lls stent graft can also be used with the Heli-FX EndoAnchor system (available separately). The Heli-FX EndoAnchor
system is designed to provide fixation and augment sealing between the Endurant Il/lls stent graft and the native artery. The system
consists of an EndoAnchor implant that is delivered using the Heli-FX applier through the steerable Heli-FX guide.

No accessories are provided with this device. Please see Section 9.4 for additional required equipment and Section 9.4 for additional
recommended equipment.

1.1 Stent graft

The Endurant Il/lls stent graft (Figure 1) has 2 basic configurations: a bifurcated configuration and a limb configuration. Additional
configurations include iliac extension, aortic extension, abdominal tube, and aorto-uni-iliac (AUI). After placement of the bifurcated or
AUI device, limbs and additional stent grafts are introduced separately into the vessel and mated with the implanted configuration.

All Endurant II/lls stent graft configurations are composed of nitinol stents sewn to a fabric graft with nonresorbable sutures.
Radiopaque markers are sewn onto the stent graft to aid in visualization and to facilitate accurate placement. The nitinol stents may
also be visible under fluoroscopy.

Stent graft components should be oversized to be larger than the measured vessel inner diameter (Section 9.2). Table 1 contains a
summary of the stent graft materials.
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Figure 1. Stent graft configurations and locations of RO markers

-
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1 Radiopaque marker 6 Endurant lIs bifurcated configuration

2 ‘e’ marker 7 Endurant Il iliac extension configuration
3 Radiopaque gate marker 8 Endurant Il limb configuration

4 Endurant Il aortic extension/abdominal tube configuration 9 Endurant Il aorto-uni-iliac configuration
5 Endurant Il bifurcated configuration 10 Overlap marker

Note: This and all other product graphics appearing in this manual are not drawn to scale.
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Table 1. Stent graft materials

Component | Material Endurant II Endurant lls Aortic exten- lliac exten-
bifur (g) bifur (g) AUI (g) sion (g) Limb (g) sion (g)

Stents Nickel-titani- | 1.64 1.98 1.26 1.13 1.73 0.84

um (nitinol) al-

loy
Button ra- Platinum-iridi- |0.17 0.15 0.12 0.10 0.10 0.10
diopaque um alloy
markers
Contralateral
gate marker
“e” radiopaque | Platinum 0.01 0.01 0.01 0.01 N/A N/A
marker
Graft material | Polyester 1.37 1.83 0.94 0.93 1.27 0.77
Suture Polyethylene |0.02 0.02 0.02 0.02 0.01 0.01
Suture Silicone-coat- |0.41 0.54 0.28 0.28 0.36 0.20

ed polyester

The Endurant Il/lls stent graft system does not contain natural rubber latex. However, during the manufacturing/assembly process, it
may have incidental contact with latex-containing products.

No substances have been identified in this stent graft that are known to be carcinogenic, mutagenic, or toxic for reproduction (CMR).
See Section 1.2 for information about a CMR substance (cobalt) in the delivery system.

1.1.1 Bifurcated configuration

The bifurcated stent graft is available in 2 configurations: the Endurant Il bifurcated configuration and the Endurant lls bifurcated
configuration. The Endurant Il bifurcated configuration is an aortoiliac stent graft that is available in 3 lengths. The Endurant lls
bifurcated configuration is an aortic configuration available in a single, shorter length (Figure 7). The proximal end of both bifurcated
configurations deploy into the proximal neck and upper section of the aneurysm. The proximal end of the bifurcated configuration is
composed of nitinol stents sewn to a fabric graft. The suprarenal portion of the proximal end is not covered with graft fabric (Figure 1).
The suprarenal stent also contains anchor pins to fix the stent graft in place inside the aorta.

The aortic section bifurcates distally into 2 smaller tubes: an ipsilateral leg and a shorter contralateral leg. In the Endurant Il bifurcated
configuration, all stents on the ipsilateral leg are sewn to the outside of the fabric creating a smooth inner lumen. In the Endurant lls
bifurcated configuration, the 4 distal stents are sewn to the inside of the ipsilateral leg graft fabric. For all sizes, the stents on the
contralateral leg are sewn to the inside of the graft fabric (Figure 1).

1.1.2 Limb configuration

The proximal end of the limb configuration deploys within the legs of the bifurcated configuration, while the distal end deploys into the
iliac artery. The proximal end of the limb configuration has an open web configuration (Figure 1), which contains no graft material in
its stent valleys.

Note: A limb device is implanted on both the ipsilateral and contralateral legs of an Endurant lIs bifurcated configuration. See
Section 10.2.12.
1.1.3 lliac extension configuration

An iliac extension configuration is available if an additional distal stent graft length is needed. It has an open web configuration on its
proximal end (Figure 1).

Note: An appropriately sized limb configuration can be used as an iliac extension configuration.

1.1.4 Aortic extension and abdominal tube configurations

Aortic extension and abdominal tube configurations are available if additional proximal stent graft length is needed. The aortic
extension and abdominal tube stent grafts have a bare proximal suprarenal stent with anchor pins (Figure 1).

1.1.5 Aorto-uni-iliac (AUI) configuration

The proximal end of the aorto-uni-iliac (AUI) configuration is deployed into the proximal neck and upper section of the aneurysm. All
stents on the proximal aortic end of the AUI configuration are sewn to the outside of the graft fabric. The proximal stent (suprarenal)
of the aortic section is not covered with fabric. As such, this bare stent design allows the AUI stent graft to be fixed above the renal
arteries without obstructing them with graft fabric. Refer to Figure 1 for a pictorial representation of the proximal configuration. The
suprarenal stentincludes anchor pins to help fix the AUl device in place. The suprarenal stent is joined to the proximal edge of the graft
by ultra high molecular weight polyethylene suture.
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Distally, the aortic section tapers down to a smaller diameter tube. In the distal end of the tapered AUl device, the stents are sewn to
the inside of the graft fabric.

Note: The Talent occluder system (available separately) can be used to assist in stent graft implantation.

1.1.6 Balloon expandable covered stent configuration

The Endurant Il/lls stent graft can also be used in a parallel graft technique in combination with 6 mm to 7 mm diameter
balloon-expandable covered stents that are approved for use in the renal arteries (available separately). When used, these devices
are deployed adjacent to the proximal body of the bifurcated or AUI stent graft configurations to perfuse the renal arteries. They are
used at the discretion of the physician, per the instructions detailed in the corresponding Instructions for Use (IFU). For additional
information on using balloon expandable covered stents in conjunction with the Endurant Il/lls stent graft system, see Section 10.2.9.
For additional information about the balloon expandable covered stent, refer to the IFU provided with the device.

Note: The clinical data used to evaluate the Endurant Il/lls stent graft system in a parallel graft technique consisted primarily of cases
in which the device was used with the Atrium Advanta™ V12 balloon expandable covered stent.

1.1.7 Heli-FX EndoAnchor system

The Endurant Il/lls stent graft can also be used with the Heli-FX EndoAnchor system (available separately). The system consists of
an EndoAnchor implant that is delivered using the Heli-FX applier through the steerable Heli-FX guide. The EndoAnchor implant is
designed to provide fixation and augment sealing between the Endurant Il/lls stent graft and the native artery. The EndoAnchor
implant may be implanted at the time of the initial stent graft implantation or during a secondary (for example, repair) procedure.

Note: Forinfrarenal EVAR procedures using the Heli-FX EndoAnchor system, the EndoAnchor implant should be implanted only into
areas of aortic tissue that are free of or have insignificant calcified plaque or thrombus, or where such pathology is diffuse and less than
2 mm in thickness. It should not be used in patients with bleeding diathesis or with a known hypersensitivity or allergy to the device
materials.

For additional information about using this system with the Endurant Il/lls stent graft, refer to Section 10.2.18. For additional
information about the Heli-FX EndoAnchor system, refer to the instructions for use provided with the system.

1.1.8 Talent occluder system

The Talent occluder system is available to be used with Endurant Il/lls stent graft system. The Talent occluder system is typically used
in conjunction with the aorto-uni-iliac component and a femoral-femoral bypass in the event that:

e |tis not possible to place a bifurcated component due to patient’s anatomy, tortuous anatomy, a significant extension of
aneurysmal disease, inability to access the contralateral iliac.

e |tis needed to stop retrograde blood flow into the aneurysm sac.
e |tis needed for repair.

The Talent occluder system is a tubular stent graft segment sealed at both ends. The Talent occluder system ensures that the blood
flowing through the contralateral iliac artery does not “backflow” into the aneurysm sac, but instead flows from the femoral-femoral

bypass into the patient’s contralateral leg artery. The Talent occluder delivery system consists of a dilator used for delivery system

insertion, a cartridge preloaded with the Talent occluder, a sheath for delivering the stent graft to the target location, and a pushrod
to advance and help deploy the stent graft. Additional details are available in the Talent occluder system instructions for use.

1.2 Delivery system

The Endurant Il delivery system that delivers all stent graft configurations consists of a single-use, disposable catheter with an
integrated handle to provide controlled deployment. It is available in 14, 16, 18, and 20 Fr graft cover diameters with a working length
of 57 cm = 2 cm. The catheter assembly is flexible and compatible with a 0.035 in (0.89 mm) guidewire. There are 2 types of delivery
systems: the aortic (Figure 2) and the iliac (Figure 3) delivery systems. The aortic delivery system delivers the bifurcated components,
aortic extension, AUI, and abdominal tube stent graft configurations. The iliac delivery system delivers the limb and iliac extension
stent graft configurations. The aortic delivery system features a tip capture mechanism, which is not present in the iliac delivery
system.

Note: This delivery system contains cobalt (CAS No. 7440-48-4), present at a concentration >0.1% weight/weight. Cobaltis classified
as an endocrine disruptor (ED) or as a carcinogen, mutagen, or substance toxic for reproduction (CMR) of Category 1A or 1B.
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Figure 2. Aortic delivery system

1 Rear handle 7 Graft cover
2 Back-end wheel 8 Markerband
3 Screw gear 9 Spindle

4 External slider 10 Sleeve

5 Trigger 11 Tapered tip
6 Front grip
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Figure 3. lliac delivery system

1 Rear handle 5 Front grip

2 Screw gear 6 Graft cover
3 External slider 7 Markerband
4 Trigger 8 Tapered tip

2 Intended use

The intended use of the Endurant Il/lls stent graft system is to repair infrarenal abdominal aortic or aortoiliac aneurysms, or juxtarenal
abdominal aortic or aortoiliac aneurysms (with a parallel graft technique), in an endovascular approach by providing an alternative
conduit for blood flow within the patient’s vessel (aorta and iliac arteries) by excluding the aneurysm (target lesion).

2.1 Intended users

The Endurant Il/lls stent graft system, including when used in conjunction with the Heli-FX EndoAnchor system for short neck or with
a balloon-expandable covered stent in a parallel graft technique, should only be used by physicians and teams trained in vascular
interventional techniques, including training in the use of the device. Specific training expectations are described in Section 9.1.

This device should only be used in a clinical setting in a sterile environment.

2.2 Indications for use
The Endurant Il/lls stent graft system is indicated for the endovascular treatment of infrarenal or juxtarenal abdominal aortic or
aortoiliac aneurysms in patients with the following characteristics:
¢ Adequate iliac or femoral access vessel morphology that is compatible with vascular access techniques, devices, or accessories
 |liac distal fixation length of =15 mm
* |liac diameters with a range of 8 to 25 mm
e Morphology suitable for aneurysm repair
* One of the following:
— Aneurysm diameter >5 cm
— Aneurysm diameter of 4 to 5 cm, which has also increased in size by 0.5 cm in the last 6 months
— Aneurysm that is at least 1.5 times the diameter of the normal infrarenal aorta

In addition, for treatment of infrarenal abdominal aortic or aortoiliac aneurysms, the following patient characteristics apply:
* Aortic neck diameters with a range of 19 to 32 mm
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e Proximal neck length of 210 mm, or 24 mm and <10 mm when used in conjunction with the Heli-FX EndoAnchor system, with
insignificant calcification, or insignificant thrombus with <60° infrarenal and <45° suprarenal angulation and a vessel diameter
approximately 10% to 20% smaller than the labeled Endurant II/lls stent graft diameter

* Proximal neck length of 215 mm with insignificant calcification, or insignificant thrombus with <75° infrarenal and <60° suprarenal
angulation and a vessel diameter approximately 10% to 20% smaller than the labeled Endurant II/lls stent graft diameter

In addition, for treatment of juxtarenal abdominal aortic or aortoiliac aneurysms with the parallel graft technique, the following patient
characteristics apply:
* Aortic neck diameters with a range of 19 to 30 mm

¢ Infrarenal proximal neck length of >2 mm and total available proximal seal length >15 mm with a balloon-expandable covered stent
deployed in a parallel graft technique in one or two renal arteries and with insignificant calcification, or insignificant thrombus with
<60° infrarenal, <45° suprarenal, and <45° suprasuperior mesenteric artery angulation (supraSMA angulation) and an aortic
diameter approximately 20% to 30% smaller than the labeled Endurant II/lls stent graft diameter

¢ Adequate brachial or axillary access that is compatible with vascular access techniques, devices, or accessories
o Sufficient renal fixation length
* Renal take-off angulation <90° relative to the aortic centerline

Note: The angle between the aortic and renal artery blood lumen centerlines is the renal take-off angulation. An angle of <90° is
associated with a downward-pointed renal artery relative to the trajectory of the aortic centerline.

2.3 Contraindications
The Endurant II/lls stent graft system is contraindicated for patients with the following conditions:

* Patients unable to undergo, or who will not be compliant with, the necessary preoperative and postoperative imaging and
implantation procedures (Chapter 9 to Chapter 12).

¢ Patients who have a condition that threatens to infect the graft
e Patients who are sensitive to or have allergies to the device materials listed in Section 3.2

When used with the Heli-FX EndoAnchor system, the Endurant II/lls stent graft system is also contraindicated in patients with known
sensitivities to the EndoAnchor implant materials.

Also consider patient selection information (Section 3.2). For contraindications regarding ancillary devices used with the Endurant
II/lls stent graft system, refer to the instructions for use provided with each device.

2.4 Clinical benefits

Note: After the EUDAMED website is launched, the Summary of Safety and Clinical Performance (SSCP) can be found at
https://ec.europa.eu/tools/eudamed using the Basic UDI-DI: 0763000B00001977U.

The Endurant l/lls stent graft system is intended to repair infrarenal abdominal aortic or aortoiliac aneurysms, or juxtarenal abdominal
aortic or aortoiliac aneurysms (with a parallel graft technique). This minimally invasive endovascular approach provides an alternative
conduit for blood flow within the patient’s vessel (aorta and iliac arteries) by excluding the aneurysm (target lesion), which should

prevent rupture and aneurysm related mortality (ARM). Therefore, the primary clinical benefits include prevention of rupture and ARM.

2.5 Intended patient population

The Endurant Il/lls stent graft system is intended to be used in patients with infrarenal or juxtarenal abdominal aortic or aortoiliac
aneurysm with anatomic characteristics and vessel morphology compatible with the device. For detailed patient characteristics,
please refer to Section 2.2.

2.6 Device performance characteristics

The Endurant II/1ls stent graft system consists of various stent graft configurations and sizes as well as a catheter delivery system. The
stent graft configurations can be implanted in combination into the patient’s abdominal aorta and iliac arteries. When implanted, the
system provides an alternative conduit for blood flow in the patient’s aorta and iliac arteries. The Endurant Il/lls stent graft system
provides high flexibility and conformability to adapt to a straight or tortuous anatomy. It combines accurate and controlled positioning
with simple deployment, providing adequate stent graft placement in challenging aortic necks.

The Endurant Il/lIs stent graft can also be used with the Heli-FX EndoAnchor system (available separately). The system consists of
an EndoAnchor implant that is delivered using the Heli-FX applier through the steerable Heli-FX guide. The EndoAnchor implant is
designed to provide fixation and to augment sealing between the Endurant Il/lls stent graft and the native artery. The EndoAnchor
implant may be implanted at the time of the initial stent graft implantation or during a secondary (for example, repair) procedure.

Note: For additional information about using Heli-FX EndoAnchor system with the Endurant II/lls stent graft, refer to Section 10.2.18.
For further information about the Heli-FX EndoAnchor system, consult the instructions for use provided with the system.
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The Endurant II/lls stent graft can also be used in a parallel graft technique in combination with 6 mm to 7 mm diameter
balloon-expandable covered stents that are approved for use in the renal arteries (available separately).

Note: For additional information on using balloon-expandable covered stents in conjunction with the Endurant Il/lls stent graft system,
see Section 10.2.9. For further information about the balloon expandable covered stent, consult the instructions for use provided with
the device.

There is robust clinical data to support the safety and effectiveness of the Endurant II/lls stent graft system, deriving from both
Medtronic sponsored studies and/or from published literature. Data demonstrated that the Endurant II/lls stent graft system, when
used in accordance with the instructions for use, is safe and effective for the endovascular treatment of infrarenal abdominal aortic and
aortoiliac aneurysms. This includes the treatment of short necks (when used in conjunction with the Heli-FX EndoAnchor system) and
juxtarenal AAA (utilizing parallel graft technique).

3 Warnings and precautions

Caution: Read all instructions carefully. Failure to properly follow the instructions, warnings, and precautions may lead to serious
consequences or injury to the patient.

3.1 General
e The Endurant Il/lls stent graft system should only be used by physicians and teams trained in vascular interventional techniques,
including training in the use of the device. Specific training expectations are described in Section 9.1.

e Whenthe Endurant Il/lls stent graft system is used with the Heli-FX EndoAnchor system, it should only be used by physicians and
teams who are also trained in the use of the EndoAnchor system.

e The Heli-FX EndoAnchor system should be used when augmented radial fixation and/or sealing is required; in particular, in the
treatment of abdominal aortic aneurysms with short ( =4 mm and <10 mm) infrarenal necks.

* Always have a vascular surgery team available during implantation or reintervention procedures in the event that conversion to
open surgical repair is necessary.

e This device was designed for single use only. Do not reuse, reprocess, or resterilize this device. Reuse, reprocessing, or
resterilization may compromise the structural integrity of the device or create a risk of contamination, which could result in patient
injury, iliness, or death.

3.2 Patient selection
* Do notuse the Endurant Il/lls stent graft system in patients with sensitivities or allergies to the stent graft system materials. These

materials include (* Denotes materials that are a part of the delivery system but do not contact the patient):
— Polyether block amide (PEBA)
— Polyether block amide (PEBA) with barium-sulfate filler
— Polyamide 12
— Acrylonitrile-butadiene-styrene (ABS) copolymer*
— Stainless steel
— Platinum-iridium alloy
— Nickel-cobalt-chromium-molybdenum alloy
— Nickel-titanium (Nitinol) alloy
— Ethylene propylene rubber*
— Silicone
— Polycarbonate
— Photo-polyacrylamide copolymer
— Photoreactive quaternary salt
— Photo-polyvinylpyrrolidone copolymer
— Polyvinylpyrrolidone
— Platinum
— Polyester
— Polyethylene
— D&C blue no. 6
— Tungsten

e Medtronic recommends that the physician disclose to the patient, in written form, all risks associated with treatment using the
Endurant Il/lls stent graft system. Details regarding risks occurring during and after implantation of the device are provided in
Adverse Events (Chapter 4).
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Inappropriate patient selection may result in poor device performance or device performance not otherwise in accordance with
the specifications.

The Endurant Il/lls stent graft system is not recommended in patients who cannot tolerate contrast agents necessary for
intraoperative and postoperative follow-up imaging.

The Endurant Il/lls stent graft system is not recommended in patients exceeding weight or size limits necessary to meet imaging
requirements.

Key anatomic elements that may affect successful exclusion of the aneurysm include:

— Severe proximal neck angulation with short proximal aortic neck (>75° with neck length <15 mm or >60° with neck length
<10 mm);

— Thrombus or calcium formation at the arterial implantation sites, specifically the proximal aortic neck and distal iliac artery
interface;

— Narrowing of the aorta at the bifurcation point;
— Irregular calcification or plague may compromise the fixation and sealing of the implantation sites.

Necks exhibiting these key anatomic elements may be more conducive to graft migration. The use of a bifurcated device in a
patient with a narrowing of the distal aorta may result in reduced flow through the limbs or limb occlusion. The AUI stent graft is
recommended for patients with significant distal aorta narrowing. For patients with a short aortic neck length, either a parallel graft
technique or an infrarenal EVAR procedure using the Heli-FX EndoAnchor system should be considered.

When a parallel graft technique is considered, patients should have the following anatomic characteristics:
— Renal-aortic centerline angulation <90 degrees

— Adequate renal artery seal zone length, without extensive calcification or thrombus that, in the operator’s opinion, would
preclude adequate sealing

— Infrarenal neck 22 mm
For infrarenal EVAR procedures using the Heli-FX EndoAnchor system:

— The EndoAnchor implant should be implanted only into areas of aortic tissue that are free of or have insignificant calcified
plaqgue or thrombus, or where such pathology is diffuse and less than 2 mm in thickness.

— The EndoAnchor implant should not be used in patients with bleeding diathesis or with a known hypersensitivity or allergy to
the device materials.

— Refer to the Heli-FX EndoAnchor system instructions for use for additional information.

— Methodologies for measurement of neck length vary. Where neck length is defined as the length over which the aortic diameter
remains within 10% of the infrarenal diameter, other definitions may resultin an estimation of neck length that is longer than that
obtained using this definition.

lliac conduits may be used to ensure the safe insertion of the delivery system if the patient’s access vessels, as determined by
treating physician, preclude safe insertion of the delivery system.

Deploying the stent graft in an area of vessel calcification may lead to abrasion of the stent graft on calcified plaque, potentially
causing development of holes or tears in the graft.

The long-term safety and effectiveness of the Endurant Il/lls stent graft system has not been established.
The safety and effectiveness of the Endurant II/lls stent graft system has not been evaluated in patients who:
— Areless than 18 years old
— Are pregnant or lactating
— Have an aneurysm that is:
Suprarenal or pararenal
Isolated iliofemoral
Mycotic
Inflammatory
Pseudoaneurysm
— Have a dominant patent inferior mesenteric artery and an occluded or stenotic celiac or superior mesenteric artery
— Have an untreated thoracic aneurysm >4.5 cm in diameter
— Requires emergent aneurysm treatment, for example, trauma or rupture
— Have a history of bleeding diathesis or coagulopathy
— Have had a myocardial infarction (MI) or cerebrovascular accident (CVA) within 3 months prior to implantation
— Have areversed conical neck, whichis defined as a >4 mm distal diameterincrease over a 10 mm length (infrarenal EVAR only)

— Have a known hypersensitivity or contraindication to anticoagulants, antiplatelets, or contrast media, which is not amenable to
pretreatment
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— Have significant (typically >25% of vessel circumference of aortic neck and iliac artery, or >50% of the length of the iliac artery)
aortic mural thrombus at either the proximal or distal attachment location that would compromise bilateral fixation and seal of
the device

— Have ectatic iliac arteries requiring bilateral exclusion of hypogastric blood flow

— Have iliofemoral arterial access site that is not expected to accommodate the diameter of the device (14 to 20 Fr) due to size
or tortuosity

— Have axillary arterial access site that is not expected to accommodate the diameter of sheaths compatible with the selected
balloon expandable covered stent.

— Have active infection at the time of the index procedure documented by pain, fever, drainage, positive culture, or leukocytosis
(WBC >11,000/mm83) that is treated with antimicrobial agents (nonprophylactic)

— Have congenital degenerative collagen disease

— Have a creatinine >2.0 mg/dL

— Are on dialysis

— Have connective tissue disorder

— The safety and effectiveness of the Endurant Il/lls stent graft system with the Heli-FX EndoAnchor system has additionally not

been evaluated in patients who have an infrarenal aortic neck with significant thrombus or calcium that precludes adequate
EndoAnchor implant penetration of the aortic wall.

All patients should be advised that endovascular treatment requires lifelong, regular follow-up care to assess their health and the
performance of their endovascular graft. Patients with specific clinical findings (for example, endoleaks, enlarging aneurysms,
stenosis of balloon-expandable covered stents, changes in the structure or position of the endovascular graft), or less than the
recommended number of EndoAnchor implants when used in short proximal necks (=4 mm and <10 mm), should receive
enhanced follow-up care. Specific follow-up guidelines are described in Chapter 12.

Patients experiencing reduced blood flow through the graft limbs, balloon-expandable covered stents, or leaks may be required
to undergo secondary interventions or surgical procedures.

Consider intervention or conversion to standard open surgical repair following the initial endovascular repair for patients
experiencing enlarging aneurysms or endoleak. An increase in aneurysm size or persistent endoleak may lead to aneurysm
rupture.

3.3 Before the implant procedure

Perform preoperative planning for access and placement before opening the device packaging.
Refer to the balloon expandable covered stent IFU for device preparation requirements (parallel graft technique only)

For infrarenal EVAR procedures using the Heli-FX EndoAnchor system, refer to the Heli-FX EndoAnchor system instructions for
use for device preparation requirements.

Carefully inspect the Endurant Il/lls stent graft system packaging and device for damage or defects before use. Do not use the
product if any sign of damage or breach of the sterile barrier is observed. Do not attempt to resterilize the delivery system or stent
graft.

Do not bend, kink, or otherwise alter the Endurant II/lls delivery system prior to implantation because it may cause deployment
difficulties.

To reduce the risk of thrombotic complications, administer an additional bolus of IV heparin before inserting the device.

3.4 During the implant procedure

Exercise care in handling and delivery technique to help prevent vessel rupture.

Studies indicate that the danger of micro-embolization increases with increased procedure duration.
Renal complications may occur:

— from an excess use of contrast agents

— as aresult of embolic or misplaced stent graft or balloon expandable covered stent

Exercise care and utilize suitable imaging techniques when deploying the aortic endograft into a short proximal neck, to ensure
accurate placement. Inaccurate placement could result in unsuccessful implantation of EndoAnchor implants, the need to place
a proximal extension, or unintentional artery coverage.

Do not deploy the stent grafts in a location that will cause an endoleak or occlude arteries necessary to supply blood flow to organs
or extremities. This could necessitate surgical removal of the device.

Use fluoroscopic guidance to advance the delivery system, detect kinking, and assess alignment problems with the stent graft
devices. Do not use excessive force to advance or withdraw the delivery system when resistance is encountered. If the delivery
system kinks during insertion, do not attempt to deploy the stent graft. Remove the device and insert a new system.

Do not continue to torque the delivery system if the tip is not rotating with the delivery system.
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Exercise particular care in difficult areas, such as areas of stenosis, intravascular thrombosis, or in calcified or tortuous vessels.
Balloon angioplasty at the site of a narrowed or stenotic vessel may be considered prior to attempting to gently reintroduce the
catheter delivery system.

An inadequate seal zone may result in increased risk of leakage into the aneurysm or migration of the stent graft or balloon
expandable covered stent.

Systemic anticoagulation should be used during the implantation procedure based on hospital or physician protocol. If heparin is
contraindicated, an alternative anticoagulant should be considered.

A stent graft that has been deployed, even if only partially, cannot be repositioned or drawn back into the delivery system.
If the graft cover is accidentally withdrawn, the device will prematurely deploy and may be incorrectly positioned.

For the limb stent graft overlap criteria with Endurant Ils ipsilateral leg only, refer to Table 8. As noted, do not overlap more than 3
stents for the limb stent graft configurations that have an overlap criteria of 3 stents only.

When deploying the stent graft, be sure to hold the front grip of the delivery system stationary.
If a compliant balloon catheter is used, do not overinflate or inflate outside the graft material. Follow all manufacturer instructions
regarding catheter operation.

High-pressure injections of contrast media made at the edges of the stent graft immediately after implantation can cause
endoleaks.

3.5 Treatment and follow-up

Physicians should review the instructions for use for applicable information to be shared with the patient.

A patient implant card is included in the device package and contains identifying information about the implanted device. After
device implant, complete the patient implant card and provide it to the patient before they are discharged. Patients can access
information about their device on the website that is listed on their patient implant card. Physicians should communicate the
following instructions to their patients:

— Always carry their implant card with them.
— Access additional information about their device on the website that is listed on their patient implant card.
Note: If the patient is unable to access the website, the physician must provide the information from the website to the patient.
— Always inform any healthcare personnel that they have an implanted device before any procedure has begun.
— Contact their healthcare provider if they notice any new or changing symptoms.
Any endoleak left untreated during the implantation procedure must be carefully monitored after implantation.

All patients with endovascular aneurysm repair should undergo periodic imaging to evaluate the stent graft, aneurysm size, and
occlusion of vessels in the treatment area. Significant aneurysm enlargement (>5 mm), the appearance of a new endoleak,
evidence of perigraft flow, change in aneurysm pulsatility, or migration resulting in an inadequate seal zone should prompt further
investigation and may indicate the need for additional intervention or surgical conversion.

Additional treatment, including endovascular treatment or surgical conversion, should be strongly considered in the following
cases:

— Aneurysm growth >5 mm, with or without endoleak, since last follow-up

— Change in aneurysm pulsatility, with or without growth or endoleak

— Persistent endoleak, with or without aneurysm growth

— Stent graft migration resulting in an inadequate seal zone

— Stenosis within a balloon expandable covered stent or at its distal attachment site

— Decrease in renal function due to renal artery occlusion (migration or poor placement)

Following endovascular aneurysm repair (EVAR), spinal cord ischemia (SCI) may result in a rare complication of paraplegia or

paraparesis. Cerebrospinal fluid (CSF) drain is advised if spinal cord ischemia is suspected.

For infrarenal EVAR procedures using the Heli-FX EndoAnchor system:

— Always use fluoroscopy for guidance, delivery, and observation of any Heli-FX system components within the vasculature.
— Medtronic recommends that the implantation of EndoAnchor implants be done after the aortic endograft has been placed and
any balloon remodeling of the infrarenal seal zone of the stent graft system has been completed. Exercise care in balloon

remodeling of the stent graft system to avoid moving the main body endograft from its intended implant location.

— EndoAnchorimplantlocations should be based upon a detailed examination of the preoperative CT imaging in cases involving
irregular or eccentric plaque in the intended sealing zone(s). The EndoAnchor implant should be implanted only into areas of
aortic tissue that are free of or have insignificant calcified plaque or thrombus, or where such pathology is diffuse and less than
2 mm in thickness. Attempting to place EndoAnchor implants into more severe plaque or thrombus may be associated with
implantation difficulty and suboptimal endograft fixation and/or sealing.

— The recommended number of EndoAnchor implants for a bifurcated endograft is based on native vessel diameter and is
independent of the amount of endograft oversizing.
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— Stability of the stent graft in short (=4 mm and <10 mm) infrarenal necks is augmented by the EndoAnchor implants. Ensure
successful deployment of the recommended minimum number of EndoAnchor implants. Where the number of successfully
deployed EndoAnchor implants is below the minimum recommended, there may be greater risk of postoperative Type 1a
endoleak or migration.

4 Adverse events
4.1 Potential adverse events

Adverse events or complications associated with the use of this stent graft system that may occur or require intervention include, but
are not limited to, the following:

Access failure

Allergic/hypersensitivity reaction (to contrast, antiplatelet therapy, stent graft material)
Anesthetic complications and subsequent problems (for example, aspiration)
Aneurysm enlargement

Aneurysm rupture

Aortic damage, including perforation, dissection, bleeding, rupture

Aortoenteric fistula

Arterial or venous pseudoaneurysm

Arterial or venous thrombosis

Bleeding, hematoma, or coagulopathy

Bowel complications (for example, ileus, transient ischemia, infarction, necrosis, obstruction)

Cardiac complications and subsequent problems (for example, arrhythmia, myocardial infarction, congestive heart failure,
hypotension, hypertension, angina, cardiac tamponade, pericarditis)

Catheter breakage

Claudication (for example, buttock, lower limb)

Contrast toxicity

Death

Deployment difficulties/failures

Edema

Embolization (micro and macro) with transient or permanent ischemia or infarction
Endoleaks

Excessive or inappropriate radiation exposure

Fever and inflammation

Genitourinary complications and subsequent problems (for example, ischemia, erosion, fistula, incontinence, hematuria,
infection)

Hepatic failure
Infection of the aneurysm, device access site, including abscess formation, transient fever, and pain, possibly leading to sepsis
Insertion or removal difficulty

Local or systemic neurological complications and subsequent problems (for example, confusion, stroke, transient ischemic
attack, paraplegia, paraparesis, paralysis, nerve injury, neuropathy)

Lymphatic complications and subsequent problems (for example, lymph fistula)

Pulmonary complications and subsequent problems (for example, pulmonary embolism, pleural effusion, pneumonia,
pneumothorax, pulmonary edema, respiratory depression or failure)

Renal complications and subsequent problems (for example, artery occlusion, insufficiency, failure)
Sexual dysfunction

Stenosis

Stent graft migration

Stent graft misplacement

Stent graft occlusion

Stent graft rupture or fracture

Stent graft suture break

Stent graft twisting or kinking

Surgical conversion to open repair
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e Vascular access site complications, including infection, pain, hematoma, pseudoaneurysm, arteriovenous fistula, stenosis,
dissection

e Vascular spasm or vascular trauma, or vessel damage (for example, extrusion/erosion, iliofemoral vessel dissection, bleeding,
rupture, death)

¢ Vessel occlusion
¢ Wound complications and subsequent problems (for example, dehiscence, infection, hematoma, seroma, cellulitis)

If a serious incident related to the device occurs, immediately report the incident to Medtronic and the applicable competent authority
or regulatory body.

5 Patient selection and treatment
5.1 Individualization of treatment

Each Endurant II/ls stent graft system must be ordered in the appropriate size to fit the patient’s anatomy. Proper sizing of the device
is the responsibility of the physician. The stent graft should be oversized to be larger than the vessel inner diameter. Aortic
configurations are recommended to be oversized 10% to 20% (for infrarenal/aortoiliac aneurysm treatment) or 20% to 30% when used
with a balloon expandable covered stent (for juxtarenal aneurysm treatment); iliac configurations are recommended to be oversized
10% to 25%. Referto Section 9.2 for further details. The stent graft configurations cover aortic diameters ranging from 19 mmto 32 mm
or 19 to 30 mm when used with parallel grafts, and iliac diameters from 8 to 25 mm. The recommended overall length of the stent graft,
including multiple deployed devices, should extend from the lowest renal artery to just above the internal iliac or hypogastric artery.
In the case of use with a balloon expandable covered stent, the aortic configuration can be positioned above the renal arteries,
requiring additional treatment length. Refer to the Instructions for Use provided with the balloon expandable covered stent for
recommended sizing guidelines. All lengths and diameters of the stent graft devices necessary to complete the procedure should be
available to the physician, especially when preoperative case planning measurements (treatment diameters or lengths) are not
certain. This approach allows for greater intraoperative flexibility to achieve optimal procedural outcomes.

Medtronic may consult with physicians to determine proper stent graft dimensions based on the physician’s assessment of the
patient’s anatomical measurements. The benefits and risks previously described should be carefully considered for each patient
before use of the stent graft system.

Patient selection factors to be assessed should include:

e Patient’s age and life expectancy

e Comorbidities (for example, cardiac, pulmonary, or renal insufficiency prior to surgery)

e Patient morphologic suitability for endovascular repair

e The risk of aneurysm rupture balanced against the risk of treatment with the stent graft system

Note: Due to the nature of the design and the flexibility of the Endurant Il/lls stent graft system, the overall length of each stent graft
may be shorter when deployed.

Caution: Vessel overdistension and damage, or partial stent graft infolding, may be caused by excessive oversizing of the stent graft
in relation to the diameter of the blood vessel.

For infrarenal EVAR procedures using the Heli-FX EndoAnchor system:
e The EndoAnchor implant should be implanted only into areas of aortic tissue that are free of or have insignificant calcified plaque
or thrombus, or where such pathology is diffuse and less than 2 mm in thickness.

e The EndoAnchor implant should not be used in patients with bleeding diathesis or with a known hypersensitivity or allergy to the
device materials.

* Refer to the Heli-FX EndoAnchor system instructions for use for additional information.
Note: Clinical experience from Medtronic’'s ANCHOR Registry supports the use of Endurant II/lls stent graft system in conjunction
with Heli-FX EndoAnchor system in the treatment of abdominal aortic aneurysms with short proximal neck (=4 mm and <10 mm). For

the purposes of evaluating outcomes of short neck subjects in the registry, neck length was defined by the core lab as that length over
which the aortic diameter remains within 10% of the infrarenal diameter.

6 Patient counseling information

The physician should review the following risks and benefits when counseling the patient about this endovascular device and
procedure:

e Patient age and life expectancy

e Differences between endovascular repair and surgical repair.

¢ Risks and benefits related to open surgical repair

* Risks and benefits related to endovascular repair

¢ Risks related to noninterventional treatment or medical management
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¢ Risks of aneurysm rupture compared to endovascular repair
¢ Possibility that subsequent endovascular or open surgical repair of the aneurysm may be required

* The long-term safety and effectiveness of the Endurant Il/lls stent graft system or the Endurant Il/lls stent graft system used in
conjunction with the Heli-FX EndoAnchor system has not been established

* Long-term, regular follow-up care is needed to assess patient health status and stent graft performance
» Patients with specific clinical findings (for example, endoleaks, enlarging aneurysms) should be monitored closely
e Symptoms of aneurysm rupture
Medtronic recommends that the physician disclose to the patient, in written form, all risks associated with treatment using the

Endurant Il/lls stent graft system. Details regarding risks occurring during and afterimplantation of the device are provided in Adverse
Events (Chapter 4).

7 How supplied
7.1 Sterility
Each stent graft configuration (bifurcated, AUI, limb, aortic and iliac extension, and abdominal tube) is individually contained within a
delivery system. It is sterilized using electron beam and is supplied sterile for single use only.
* Do not reuse or attempt to resterilize.

e |f the device is damaged or the integrity of the sterile barrier has been compromised, do not use the product and contact your
Medtronic representative for return information.

7.2 Contents

e One Endurant Il/lls stent graft system
* One web reference leaflet

For information on the supply of the Heli-FX EndoAnchor system, please see the instructions for use supplied with the device.

8 Device disposal

Dispose of the device in accordance with applicable laws, regulations, and hospital procedures, including those regarding
biohazards, microbial hazards, and infectious substances.

9 Clinical use information
9.1 Physician training requirements
All physicians should be trained in the use of the Endurant Il/lls stent graft system before using it.

Caution: The Endurant Il/lls stent graft system should only be used by physicians and teams trained in vascular interventional
techniques and in the use of this device.

The following are the knowledge and skill requirements for physicians using the Endurant II/lls stent graft system:

e Natural history of abdominal aortic aneurysms (AAA), aortoiliac aneurysms, and comorbidities associated with AAA repair
e Use of balloon expandable covered stents used for parallel graft technique

* Use of EndoAnchor implants for infrarenal EVAR using the Heli-FX EndoAnchor system
¢ Radiographic, fluoroscopic, and angiographic image interpretation

e Appropriate use of radiographic contrast material

* Arterial cutdown, arteriotomy, and repair or percutaneous access and closure techniques
* Nonselective and selective guidewire and catheter techniques

e Embolization

¢ Angioplasty

e Endovascular stent placement

e Snare techniques

e Techniques to minimize radiation exposure

e Device selection and sizing

Caution: The Heli-FX EndoAnchor system should only be used by physicians and teams trained in the use of this device. For
physician training recommendations for the Heli-FX EndoAnchor system, please see the instructions for use provided with the device.
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9.2 Recommended device sizing

The Endurant ll/lls stent graft systems are available in the sizes described in Table 2 through Table 7. For questions about Endurant
II/lls sizing, refer to contact information in the back of this Instructions for Use. For the balloon expandable covered stent sizing
guidelines, refer to the Instructions for Use provided with the device.

Table 2. Sizing chart — Endurant Il bifurcated configuration

Vessel inner diameter (mm)

Proximal x distal diam-

oD (Fr) Covered length (mm) Parallel graft tech-
eter (mm x mm) Infrarenal EVAR nique

36x20 145, 166 29-32 27-30

20 36x16
32x20
32x16 2628 =
28x20
28x16 23-25 21-23
28x13 124,145, 166

18 25x16 21-22 19-20
25x13
23x16 19-20 N/A
23x13

Table 3. Sizing chart — Endurant lIs bifurcated configuration

Vessel inner diameter (mm)

Proximal x distal diam-

OD (Fr Covered length (mm Parallel graft tech-
" eter (mm x mm) ot mm) Infrarenal EVAR ni%ue
36x14 29-32 27-30
20 32x14 26-28 24-26
28x14 103 23-25 21-23
18 25x14 21-22 19-20
23x14 19-20 N/A
Table 4. Sizing chart — limb configuration
OD (Fr) PrOXIm?IInxn:IIXStI::T:i)Iameter Cove(r;dml;angth Vessel inner diameter (mm)
16x28 23-25
16x24 82, 93, 124, 146, 156, 199 19-22
16x20 15-18
16 16x16 12-14
16x13 146, 156, 199 10-11
16x10 8-9
16x16 12-14
14 16x13 82,93, 124 10-11
16x10 8-9

Table 5. Sizing chart — iliac extension configuration

OD (Fr) PrOX|m?:nxn:1|xst;In:1)|ameter Cove{;dml;ength Vessel inner diameter (mm)
18 28x28 23-25
16 24x24 19-22
20x20 82 15-18
14 13x13 10-11
10x10 8-9
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Table 6. Sizing chart — aortic extension and abdominal tube configuration

Proximal x distal diam- Vessel inner diameter (mm)
OD (Fr) eter (mm x mm) Covered length (mm) Parallel graft tech-
Infrarenal EVAR nique

20 36x36 29-32 N/A
32x32 26-28 N/A

28x28 49,70 23-25 N/A

18 25x25 21-22 N/A
23x23 19-20 N/A

Table 7. Sizing chart — aorto-uni-iliac (AUI) configuration

Vessel inner diameter (mm)

Proximal x distal diam-

OD (Fr) Covered length (mm) Parallel graft tech-
eter (mm x mm) Infrarenal EVAR nique
20 36x14 29-32 27-30
32x14 26-28 24-26
28x14 102 23-25 21-23
18 25x14 21-22 19-20
23x14 19-20 N/A

9.3 Device inspection

Inspect the Endurant Il/lls device and packaging to verify that no damage or defects exist. If the “Use by” date has elapsed, the device
is damaged, or the sterile barrier has been compromised, do not use the device and contact a Medtronic representative for return or
replacement information.

9.4 Required materials (not included in the stent graft system packaging)
At the time of surgery have available:

Additional Endurant Il/lls stent graft systems (bifurcated, contralateral limb, aortic extension, abdominal tube, and iliac extension
components) of various lengths and diameters to customize the implant to fit the anatomy of the individual patient.

Balloon expandable covered stents in various lengths and diameters (parallel graft technique only)

For infrarenal EVAR procedures, additional Heli-FX EndoAnchor systems and compatible introducer sheaths.

Fluoroscope with digital angiographic capabilities (C-arm or fixed unit). Fluoroscopic imaging and the ability to record and recall
all imaging.

Assorted guidewires of adequate length. In addition to guidewires used for accessing the vessel, 0.035 in (0.89 mm) diameter
guidewires or equivalents must be used to maximally support the Endurant Il/lls delivery system into the aortic vasculature.
Heparinized saline solution

9.5 Recommended materials (not included in the stent graft system packaging)

At the time of surgery have available:

An appropriately sized introducer sheath to provide an adequate conduit for the Endurant Il/lls delivery system to be used.
Sterile introducer sheaths for introduction into femoral arteries during road mapping or further diagnostic imaging

Power injector for angiographic contrast studies

Radiopaque ruler with centimeter increments

Compliant balloon catheters for stent graft expansion following implantation

Assorted diagnostic catheters

Assorted balloon catheters to potentially dilate blood vessels prior to insertion of the Endurant II/lls delivery system
Radiopaque contrast media

Sterile silicone lubricant or sterile mineral oil

Interventional snare devices

Endovascular coils, vascular plugs, and vascular occluding devices (for example, Talent occluder — see Section 1.1.8 and
Section 10.2.16)
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9.6 MRI safety information

Nonclinical testing has demonstrated that the Endurant Il/lls stent graft is MR Conditional. A patient with this device can be safely
scanned in an MR system meeting the following conditions:

e Static magnetic field of 1.5 or 3.0 T only

* Maximum spatial gradient magnetic field of 2500 gauss/cm or less

e Maximum MR system reported, whole-body-averaged specific absorption rate (SAR) of 4 W/kg (First Level Controlled Mode)
Under the scan conditions defined above, the Endurant II/lls stent graft is expected to produce:

e Maximum temperature rise of 1.00°C after 15 minutes of continuous scanning in a 1.5 tesla scanner
e Maximum temperature rise of 3.27°C after 15 minutes of a continuous scanning in a 3.0 tesla scanner
The image artifact extends approximately 5 mm and 8 mm from the device, both inside and outside the device lumen when scanned

in nonclinical testing using the sequence: spin echo and gradient echo, respectively, in a 3.0 T Siemens TrioTim (VB 13 Software)
MR system with a whole-body coil.

If multiple devices are present, the most restrictive MRI exposure requirements must be used. Contact the appropriate device
manufacturers if you have questions.

10 Implant instructions
10.1 Vascular access and device preparation

Correct sizing of the aorta and iliac vessels must be determined before implantation of the aortic and iliac stent graft configurations
using contrast-enhanced computer-aided tomography (CT), as well as angiograms of both the iliac arteries and aorta. 3D imaging
may also be beneficial. Refer to Section 9.2. These images should be available for review during the procedure. Vascular instruments
and other surgical supplies necessary to gain access to the artery should also be available.

To reduce the risk of thromboembolism, it is recommended that the patient be heparinized for the duration of the procedure.

Caution: Do not retract the graft cover of the delivery system until it is accurately placed within the vasculature and ready for
deployment.

Caution: Never advance or retract equipment from the vasculature without the use of fluoroscopy.

10.1.1 Vascular access

1. Following aseptic procedure, perform a vascular access at the femoral arteries.

2. Place a guidewire in the ipsilateral femoral artery and advance it above the renal arteries.

3. From the contralateral side femoral artery, place a second guidewire directed to the abdominal aorta.
4. Over this guidewire, place an angiography catheter above the renal arteries.

. Take an angiogram.

¢}

Note: An additional incision might be necessary to access the common iliac artery.

10.1.2 Renal cannulation through axillary or brachial access (parallel graft technique only)

Following aseptic procedure, perform a vascular access at the left axillary or brachial artery.
Cannulate target renal artery or arteries with standard interventional technique
Using standard technique, exchange for an appropriately stiff wire with a curved atraumatic tip

Following cannulation of the renal artery or arteries, advance an appropriately sized introducer sheath into the renal artery to
maintain access.

5. Prepare balloon expandable covered stent delivery system according to the device Instruction for Use
6. Advance the balloon expandable covered stent or stents into the target renal artery or arteries.

E

Note: Monitor anticoagulation during procedures using activated clotting time or an equivalent method, especially in the case of
multiple chimney graft placement or prolonged operation time.

Note: Use superselective renal angiography to verify cannulation and exclude possible injury to the renal artery.

Note: A molding balloon can be helpful to stabilize catheters and sheaths during the cannulation process.

Caution: Brachial or axillary access through a right sided approach is associated with a higher rate of cerebral events.
Caution: Calcium and thrombus may interfere with cannulation of the renal artery or arteries.
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Figure 4. Renal cannulation (parallel graft technique only)

,\

10.1.3 Device preparation
1. View the delivery system under fluoroscopy to visualize the radiopaque markers on the stent graft. The radiopaque markers
indicate the position of the proximal and distal edges of the graft material.

2. Turn the graft cover to align the radiopaque gate marker on the short leg of the bifurcated configuration with the patient’s
contralateral iliac artery.

3. Flush the guidewire lumen with heparinized saline solution.

4. Priortoinsertion into the vessel, activate the hydrophilic coating by wiping the outer surface of the graft cover with a sterile gauze,
saturated in saline, until the graft cover is slippery to touch.

10.2 Delivery procedure

Medtronic recommends using an appropriate caliber introducer sheath to perform diagnostic tests. No sheath is necessary for the
introduction of the delivery system or deployment of the stent graft. For infrarenal EVAR procedures using the Heli-FX EndoAnchor
system, the access vessel diameter and morphology should be compatible for use with the device and should accommodate a 16 Fr
introducer sheath. An infrarenal EVAR procedure using the Heli-FX EndoAnchor system is performed at the discretion of the
implanting physician. Medtronic recommends that the implantation of EndoAnchor implants be done after the aortic endograft has
been placed and any balloon remodeling of the infrarenal seal zone of the stent graft system has been completed. See

Section 10.2.18.

Caution: Do not remove the guidewire while the delivery system is in the patient.
Warning: To prevent thrombotic problems, a second bolus of IV heparin is recommended before inserting the device.

10.2.1 Introduction of bifurcated configuration
Warning: Do not advance the delivery system without placing a guidewire.

1. Slowly insert the delivery system.

2. Advance over the guidewire so that the most proximal stents and the radiopaque markers are visualized in the target proximal
aortic neck (Figure 5).
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3. Inject contrast media through an angiographic (pigtail) catheter into the abdominal aorta and mark the position of the target
location, either on the imaging screen or on the patient’s body.

4. Adjustthe position of the bifurcated stent graft configuration so that the top edge of the graft fabric is below the lowest untreated
visceral vessel.
Note: The edge of the graft fabric is 0.5 mm to 1.0 mm above the top edge proximal radiopaque markers.

Note: If the top edge of the graft fabric is to be placed close to an untreated visceral vessel, contrast media may be injected to identify
the location of the lowest untreated visceral vessel and verify the position before full deployment.

Note: For a parallel graft technique, carefully monitor the position of the stent graft during balloon remodeling as proximal migration
of the stent graft may occur.

Caution: Once proximal position has been identified, do not move the patient orimaging equipment, as it may compromise accuracy
of stent graft placement.

Caution: The angiographic catheter can be removed prior to deployment. However, if the angiographic catheter is not removed until
after deployment, ensure that the tip is straightened (such as with a pigtail catheter) with a guidewire before removal so that the stent
graft is not pulled down.

Caution: When aligning the position of stent graft, be sure the fluoroscope is angled perpendicular to the center line of the infrarenal
aorta to avoid parallax or other sources of visualization error. Some cranial caudal angulation of the image intensifier (I-I) tube may be
necessary, especially if there is anterior angulation of the aneurysm neck.

Figure 5. Introduce the aortic delivery system

@ @ %
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1 Infrarenal EVAR
2 Parallel graft technique

10.2.2 Confirm position
1. Ensure that the distal portion of the contralateral stub leg is above the aortic bifurcation and within the aneurysmal sac, and not
within the iliac vessel.

2. Rotate the handle until the radiopaque marker on the distal stent of the contralateral stub leg is aligned with the contralateral iliac
artery.
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Note: When attempting to rotate the system, if the tip does not rotate with the handle, pull back the system and reposition until the
intended position is achieved.
10.2.3 Deploy proximal end of bifurcated configuration

1. With 1 hand on the front grip, hold the delivery system stationary.

2. With the other hand, slowly withdraw the graft cover by rotating the external slider counterclockwise (in the direction of the slider
arrow), until the constrained suprarenal stent is exposed and 2 to 3 of the Endurant Il or Endurant lls body stents have been fully
deployed (Figure 6).

3. Use angiography to verify position of the bifurcated configuration in relation to the lowest untreated visceral vessel.

4. If needed, gently push the entire delivery system proximally or pull distally until the proximal end of the graft material is distal to
the lowest untreated visceral vessel.

Note: In the unlikely event of delivery system failure that results in partial stent graft deployment due to graft cover severance, the
“handle disassembly” technique may permit successful deployment of the stent graft. Refer to Chapter 11.

Caution: Do not rotate the graft cover during deployment as this may torque the device and cause it to rotate during deployment.
Caution: If the graft cover is accidentally withdrawn, the stent graft will prematurely deploy and may be incorrectly positioned.
Warning: Failure to properly align the radiopaque markers may result in improper deployment of the stent graft.

Figure 6. Deploy the proximal end of the bifurcated configuration
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1 Infrarenal EVAR
2 Parallel graft technique

10.2.4 Deploy contralateral leg of bifurcated configuration

Continue holding the front grip of the delivery system stationary and then rotate the slider handle counterclockwise, stopping
immediately after the contralateral leg is released from the graft cover or delivery sheath (Figure 7).
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Figure 7. Deploy the contralateral leg
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1 Infrarenal EVAR
2 Parallel graft technique

10.2.5 Release proximal end of suprarenal stent
1. Use angiography to verify the position of the bifurcated configuration in relation to the lowest untreated visceral vessel.
2. Continue to hold the delivery system stationary with 1 hand on the front grip.

3. With the other hand, rotate the back-end wheel clockwise, moving the tapered tip forward to release the proximal end of the
suprarenal stent (Figure 8).

4. Observe the release of the suprarenal stent under fluoroscopy and continue turning the back-end wheel until it is completely
clear of the delivery system spindle.

Note: In the unlikely event that the proximal end of the suprarenal stent cannot be released, refer to Chapter 11.

Caution: In the unlikely event that the back-end wheel separates during wheel rotation, remove the wheel. Manually advance the
exposed tabs forward on the screw gear until all of the suprarenal stents release from the spindle. Refer to Chapter 11.
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Figure 8. Release the proximal end of the suprarenal stent

1 Infrarenal EVAR
2 Parallel graft technique

10.2.6 Deploy distal end of bifurcated configuration

Either continue to rotate the external slider counterclockwise or while holding the front grip of the delivery system stationary, use thumb
to pull the trigger on the external slider and pull it back until the bifurcated stent graft is completely deployed.

Note: Retract the graft cover past the flexible stent stop tip (approximately 10 mm) to ensure that the graft cover edge does not disturb
the graft position during forward advancement of the catheter for tip recapture.

Caution: When using the trigger to rapidly deploy the stent graft, the delivery system must remain stationary. Do not rotate the delivery

system during stent graft deployment.
= —

7

Figure 9. Deploy the distal end of the bifurcated configuration

1 Endurant Il bifurcated configuration
2 Endurant lIs bifurcated configuration
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10.2.7 Recapture spindle in tapered tip

Note: For the Endurant lls bifurcated configuration, leave the delivery system in situ while deploying the limb stent graft into the
contralateral leg.

1.
2.

o

Continue to hold the delivery system stationary with 1 hand on the front grip.

Confirm that the spindle has fully separated from the suprarenal stent; gently torque the delivery system if it has not fully
separated.

Gently rotate the delivery system while pushing the entire delivery system approximately 3 cm proximally so that the tapered tip
and spindle are completely clear of the suprarenal stent.

With the other hand, rotate the back-end wheel counterclockwise to recapture the spindle in the tapered tip (Figure 10).
Observe the recapture of the spindle within the sleeve of the tapered tip under fluoroscopy.

Continue turning the back-end wheel counterclockwise until the spindle has been completely recaptured and the back-end
wheel is at the bottom (Figure 10).

Note: When pushing the delivery system forward, be careful not to displace the distal end of the ipsilateral limb.

Note: Ensure that the suprarenal stent is fully disengaged from the spindle before pushing the delivery system forward.
Note: If the spindle catches on the suprarenal stent during advancement, completely advance the back-end wheel clockwise.
Using a gentle in-and-out motion with the delivery system, rotate the delivery system until the spindle slips past the suprarenal
stent. Then continue with the withdrawal process.

Caution: Stop rotating the back-end wheel when the bottom of the back-end screw gear is reached.

Warning: Failure to adequately advance the delivery system to recapture the spindle can result in the trapping of a suprarenal
apex within the tapered tip sleeve. This will alter the proximal landing zone during delivery system withdrawal.

Figure 10. Recapture the spindle in the tapered tip

10.2.8 Remove delivery system (Endurant Il bifurcated configuration only)

1.
2.
3.

Continue to hold the delivery system stationary with 1 hand on the front grip and the other hand on the external slider.
Gently torque and withdraw the delivery system until the spindle is retracted into the fabric portion of the stent graft.
Pull back the external slider trigger and hold it stationary while bringing the front grip to the slider (Figure 11).
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4.

5.

6.

Use continual fluoroscopy and watch the top of the stent graft while slowly pulling back the tapered tip into the graft cover of the
delivery system.

Gently remove the delivery system. Use fluoroscopy to ensure that the bifurcated configuration does not move during
withdrawal.

Note: Maintain vessel access and wire placement until all stent graft configurations are in place.
For parallel graft technique procedures, deploy the balloon expandable covered stent. See Section 10.2.9.

Figure 11. Remove delivery system

10.2.9 Balloon expandable covered stent deployment (parallel graft technique only)

1.

2.

4.

Partially withdraw the main delivery system (Endurant lls only) until the spindle is distal to the proximal fabric edge of the
Endurant lIs stent graft.

Verify that the balloon expandable covered stent sizing is correct, such that once deployed, the proximal edge is midway
between the aortic bifurcate proximal graft edge and the suprarenal anchor pins and that there is sufficient distal seal length
within the renal artery.

Immediately prior to deployment of the balloon expandable covered stent, withdraw the introducer sheath.

Note: To complete deployment or release the balloon expandable covered stent, the distal tip of the introducer sheath should
be positioned below the suprarenal anchor pins.

Caution: If the introducer sheath is withdrawn up to or beyond the suprarenal anchor pins, rupture of the balloon expandable
stent catheter is possible.

Deploy the parallel stent graft according to the balloon expandable covered stent Instructions for Use (Figure 12).

Note: Following deployment of the balloon expandable covered stent, you may insert the introducer sheath into the balloon
expandable covered stent to maintain access.
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Figure 12. Deploy balloon expandable covered stent or stents (parallel graft technique only)

|

10.2.10 Deploy limb stent graft into contralateral leg

1.
2.

3.

Prepare the iliac stent graft system as described in Section 10.1.3.

On the patient’s contralateral side, insert a guidewire through the contralateral leg and aortic neck of the previously placed
bifurcated configuration.

Place the delivery system over the guidewire and into the contralateral leg of the bifurcated stent graft.

Insert the limb stent graft into the contralateral leg of the bifurcated stent graft. The proximal radiopaque marker of the limb
should be aligned to the radiopaque marker at the bifurcation of the bifurcated stent graft configuration (Figure 13).

39 English



© N o>

9.

Figure 13. Introduce the iliac delivery system
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1 Endurant Il bifurcated configuration (Infrarenal EVAR)
2 Endurant lIs bifurcated configuration (Parallel graft technique)

Ensure there is a 3-stent overlap (Figure 14).

With 1 hand on the front grip, hold the delivery system stationary.

With the other hand, slowly withdraw the graft cover by rotating the external slider counterclockwise.

At any point, pull the slider trigger and pull the external slider all the way back to finish deploying the limb configuration.
Remove the delivery system.

Note: In the unlikely event of delivery system failure that results in partial stent graft deployment, the “handle disassembly” technique
may permit the successful deployment of the stent graft configuration. Refer to Chapter 11.

Caution: Do not torque the iliac delivery system while it is in the patient.
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Figure 14. Deploy the limb configuration
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10.2.11 Remove delivery system (Endurant lls bifurcated configuration only)

AW DN =

cover of the delivery system.

. Continue to hold the delivery system stationary with 1 hand on the front grip and the other hand on the external slider.

. Gently torque and withdraw the delivery system until the spindle is retracted into the fabric portion of the stent graft.

. Pull back the external slider trigger and hold it stationary while bringing the front grip to the slider (Figure 15).

. Use continual fluoroscopy and watch the top of the bifurcated stent graft while slowly pulling back the tapered tip into the graft

5. Gently remove the delivery system. Use fluoroscopy to ensure that the bifurcated configuration does not move during

withdrawal.

Note: Maintain vessel access and wire placement until all stent graft configurations are in place.
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Figure 15. Remove the delivery system

10.2.12 Deploy the limb stent graft into the ipsilateral leg (Endurant lls bifurcated configuration only)

1. Prepare the iliac stent graft system as described in Section 10.1.3.

2. Onthe patient’s ipsilateral side, track the delivery system over the guidewire and into the ipsilateral leg of the previously placed
bifurcated configuration. The limb stent graft has 2 markers on its proximal edge, 2 markers on its distal edge, and 1 overlap
marker approximately 25 mm distal of the proximal markers.

3. Position the device. Overlap criteria between the limb stent graft and the ipsilateral leg of the bifurcated stent graft is dependent

on limb selection. See Table 8 for recommended device overlap.

Table 8. Recommended device overlap — limb stent graft and ipsilateral leg of Endurant lIs bifurcated stent graft

Proximal diameter Distal diameter Length Overlap Deployment reference
82
10
93
82
13
93
82
16 20 93 3 stents only Refer to step a
82
24
93
82
28
93
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Table 8. Recommended device overlap — limb stent graft and ipsilateral leg of Endurant lIs bifurcated stent graft (continued)

Proximal diameter

Distal diameter

Length

Overlap

Deployment reference

16

10

124

146

156

199

13

124

146

156

199

16

82

93

124

146

156

199

20

124

146

156

199

24

124

146

156

199

28

124

146

156

199

3to 5 stents

Referto step b

a. 3 stent overlap: Align the overlap marker on the limb stent graft with the 2 markers on the distal end of the ipsilateral leg
of the Endurant lIs bifurcated stent graft (Figure 16).
Warning: For the limb stent graft overlap criteria with Endurant lIs ipsilateral leg only, refer to Table 8. As noted in Table 8,
do not overlap more than 3 stents for the limb stent graft configurations that have an overlap criteria of only 3 stents.
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Figure 16. Introduce the iliac delivery system — 3 stent overlap
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b. 3to 5 stent overlap: For the limb stent grafts that can have an overlap between 3 to 5 stents, minimum 3 stent overlap can
be achieved by following the instruction in step a (Figure 16) or the maximum 5 stent overlap can be achieved by aligning
the proximal edge markers on the limb stent graft to the bifurcation marker on the Endurant lls bifurcated stent graft
(Figure 17).
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Figure 17. Introduce the iliac delivery system — 5 stent overlap
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4. With 1 hand on the front grip, hold the delivery system stationary.

5. With the other hand, slowly withdraw the graft cover by rotating the external slide counterclockwise.

6. Atany point, pull the slider trigger and pull the external slider all the way back to finish deploying the limb configuration.
7. Remove the delivery system (Section 10.2.11).

Note: In the unlikely event of delivery system failure that results in partial stent graft deployment, the “handle disassembly” technique
may permit the successful deployment of the stent graft configuration. Refer to Chapter 11.

Caution: Do not torque the iliac delivery system while in the patient.

10.2.13 lliac or aortic extension stent graft configurations

1. Ifanaortic extension stent graft configuration is needed for an infrarenal EVAR procedure, ensure that there is a minimum 3-stent
overlap between the aortic extension stent graft and the bifurcated stent graft configuration.

2. Follow the bifurcated stent graft deployment process, except rotate the handle to open the extension component entirely before
releasing the proximal end of the suprarenal stent of the aortic configuration.
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3. Ifaniliac extension stent graft configuration is needed for an infrarenal EVAR or parallel graft procedure, ensure that there is a
minimum 3-stent overlap between the iliac extension and the configuration it is being mated with. This is achieved by aligning
the limb overlap marker with the most distal marker on the configuration with which the extension is being mated.

4. Follow the limb stent graft configuration deployment process (Section 10.2.10).

10.2.14 Abdominal tube stent graft configuration

If an abdominal tube stent graft configuration is needed, follow the bifurcated stent graft deployment process, with the following
exception: Rotate the handle to open the abdominal tube stent graft entirely before releasing the proximal end of the suprarenal stent.

10.2.15 AUI stent graft configuration

Follow the bifurcated stent graft configuration deployment steps, except rotate the handle to open the AUI stent graft covered portion
completely before releasing the proximal end of the suprarenal stent of the AUl stent graft. Follow the steps described in Section 10.2.7
to Section 10.2.8 to remove the delivery system.

In the event that an additional distal stent graft configuration is required, use the limb stent graft as the AUI distal extension. Place the
delivery system over the existing guidewire and follow the limb stent graft deployment steps in Section 10.2.10. To ensure proper
docking between the 2 stent grafts, align the overlap radiopague marker on the limb stent graft with the distal radiopague markers on
the AUI stent graft to ensure a 3 stent overlap.

An occluder may be used to block flow through the contralateral iliac artery. Refer to Section 10.2.16 and the Talent endoluminal
occluder system Instructions for Use.

10.2.16 Occluder deployment

The Talent occluder system (packaged separately) is available to be used with the Endurant Il/lls stent graft system and is typically
used in conjunction with the AUI stent graft component. The Talent occluder system is closed at both ends to stop retrograde blood
flow into the aneurysm sac.

For details on use and implantation of the Talent occluder system, refer to the appropriate sections of the Talent endoluminal occluder
system Instructions for Use.

10.2.17 Smoothing stent graft fabric and modeling stent graft

The Reliant stent graft balloon catheter (packaged separately) can be used to assist in stent graft implantation by modeling the
covered portion of the stent graft and removing wrinkles and folds from the graft material, as needed. Use the balloon catheter to model
the proximal and distal seal zones as well as any overlapping connection (or junction) areas between the stent graft components.
Suboptimal expansion of the self-expanding stent graft components may also be improved by use of the balloon catheter. Refer to the
Reliant stent graft balloon catheter Instructions for Use for specific instructions.

Note: The Reliant stent graft balloon catheter is recommended for use with the Endurant Il/lls stent graft system. Data is not available
for the use of other balloon catheters in remodeling stent grafts.

Note: Use a kissing balloon technique to remodel the proximal end of the Endurant Il or Endurant lIs bifurcated or AUI stent graft
(Parallel Graft technique only). Before remodeling with the Reliant stent graft balloon, deploy an appropriately sized balloon into each
balloon expandable covered stent for dilation and support. Maintain support of the balloon expandable covered stents until after the
Reliant balloon has been deflated.

Note: For a parallel graft technique, carefully monitor the position of the stent graft during balloon remodeling as proximal migration
of the stent graft may occur.

Note: When using the Heli-FX EndoAnchor system, Medtronic recommends that the implantation of EndoAnchor implants be done
after the aortic endograft has been placed and any balloon remodeling of the infrarenal seal zone of the stent graft system has been
completed. Exercise care in balloon remodeling of the stent graft system to avoid moving the main body endograft from its intended
implant location.

Caution: Over inflation of the balloon can cause graft tears or vessel dissection or rupture.

Warning: When expanding a vascular prosthesis, there is an increased risk of vessel injury or rupture, and possible patient death, if
the balloon’s proximal and distal radiopaque markers are not completely within the covered (graft fabric) portion of the prosthesis.

Warning: Do not use the Reliant stent graft balloon catheter in the treatment of dissections.
10.2.18 Additional fixation and sealing with the Heli-FX EndoAnchor system (Infrarenal neck =2 4 mm and <10 mm in
length)

An infrarenal EVAR procedure using the Heli-FX EndoAnchor system is performed at the discretion of the implanting physician.
Medtronic recommends that the implantation of EndoAnchor implants be done after the aortic endograft has been placed and any
balloon remodeling of the infrarenal seal zone of the stent graft system has been completed.
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The Heli-FX EndoAnchor system is required when treating short infrarenal necks (= 4 mm and < 10 mm in length). For bifurcated
endografts, the recommended minimum number of EndoAnchor implants is based on native vessel diameter and is independent of
the amount of endograft oversizing. For aortic neck diameters <29 mm, the recommended minimum number of EndoAnchor implants
is 4. For aortic neck diameters 30 - 32 mm, the recommended minimum number of EndoAnchor impants is 6.
1. Prepare the system, per the Heli-FX EndoAnchor system instructions for use.
Note: The access vessel diameter and morphology should be compatible for use with the Heli-FX EndoAnchor system.
2. Implant the EndoAnchor implant, per the Heli-FX EndoAnchor system instructions for use.

Note: Stability of the stent graft in short (= 4 mm and < 10 mm) infrarenal necks is augmented by the EndoAnchor implants.
Ensure successful deployment of the recommended minimum number of EndoAnchor implants. Where the number of
successfully deployed EndoAnchor implants is below the minimum recommended, there may be greater risk of postoperative
Type 1a endoleak or migration.

Note: Always use fluoroscopy for guidance, delivery, and observation of any Heli-FX system components within the vasculature.

Note: The EndoAnchorimplant should be implanted only into areas of aortic tissue that are free of or have insignificant calcified
plaque or thrombus, or where such pathology is diffuse and less than 2 mm in thickness. It should not be used in patients with
bleeding diathesis or with a known hypersensitivity or allergy to the device materials.

3. Remove the system, per the Heli-FX EndoAnchor system instructions for use.

10.2.19 Verify placement and seal

1. Atthe completion of the procedure, perform angiography to assess the stent graft for proximal and distal endoleaks, to verify
position of the implanted stent graft in relation to the aneurysm and renal arteries, to evaluate implantation of EndoAnchor
implants (if EndoAnchor implants are used), and if applicable, to assess patency of femoral-femoral bypass graft.

Note: When removing ancillary devices after a parallel graft technique, withdraw the balloons positioned in the renal artery into
the sheath prior to withdrawing the sheath proximal to the suprarenal anchor pins.

2. Leaks atthe attachment or connection sites should be treated using the balloon to remodel the stent graft against the vessel wall.
Note: For a parallel graft technique, a kissing balloon technique may be required to obtain adequate proximal sealing.

Note: For an infrarenal EVAR procedure using the Heli-FX EndoAnchor system, additional EndoAnchor implants may be used
to augment the seal.

3. Major leaks that cannot be corrected by reballooning or adding EndoAnchor implants may be treated by adding aortic or iliac
extension components to the previously placed stent graft components. See Section 10.2.13.

Caution: Any leak left untreated during the implantation procedure must be carefully monitored after implantation.

Note: For a parallel graft technique, small Type 1a endoleaks can be visualized intraprocedurally; many of these Type 1a endoleaks
resolve spontaneously without intervention.

10.2.20 Close entry sites

1. Remove ancillary devices prior to repairing the entry site.
2. Repair the entry site with standard closure technique.

11 Bail-out techniques
In the unlikely event of delivery system failure, the following bail-out techniques may be used.

11.1 Screw gear handle disassembly

If partial stent graft deployment due to graft cover severance occurs, the screw gear handle disassembly technique may permit
successful deployment of the stent graft.
1. Pull back the trigger and fully retract the slider.
Stabilize the delivery system.
Insert the tips of a pair of hemostats into each of the screw gear handle disassembly ports on the front grip.

Disengage the front grip from the screw gear by pressing the tips of the hemostats into the handle disassembly ports,
simultaneously advancing the front grip away from the screw gear.

Advance the front grip until it fully clears the screw gear.

Separate the screw gear halves in order to identify the location of graft cover severance.

Manually retract the graft cover with your fingers or with hemostats until the stent graft is fully deployed.
Follow the instructions for tip capture deployment and delivery system removal.

Howow

© N oo
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11.2 Ballooning

If the captured proximal tip of the suprarenal stent cannot be deployed and the back-end wheel section still works, the ballooning
technique may permit successful deployment of the suprarenal stent.

1. Use a compliant or semicompliant balloon (Reliant balloon recommended).

2. Insert the balloon and move it to the bifurcated configuration’s aortic section.

3. Inflate the balloon inside the stent graft to vessel size to stabilize stent graft.

4. Follow the instructions for tip capture deployment and delivery system removal.

11.3 Back-end handle disassembly

If no or partial deployment of the proximal end of the suprarenal stent occurs due to back-end wheel failure, the back-end handle
disassembly technique may permit the successful deployment of the suprarenal stent.

1. Use hemostats to depress the exposed tabs to disassemble the back-end wheel.

2. Insert the tips of hemostats into each of the rear handle disassembly ports.

3. Disengage the rear handle by pressing the tips of the hemostats into the handle disassembly ports simultaneously retracting the
rear handle from the delivery system.

Stabilize the delivery system.

Manually push the exposed tabs of the back-end T-tube to release the suprarenal stent from the spindle.
Manually pull back the exposed tabs of the back-end T-tube to recapture the tapered tip after deployment.
Follow the instructions for delivery system removal.

Hold the exposed tabs of the back-end T-tube so that it remains retracted and the tapered tip remains recaptured during delivery
system removal.

© N o ok

11.4 Snare the tapered tip

If the back-end handle disassembly technique is unsuccessful due to an excessively high deployment force, the snare the tapered tip
technique may permit successful deployment of the suprarenal stent.
1. Use a snare device.
Advance the snare device to the delivery system tapered tip section through upper torso access (such as, brachial).
Utilize fluoroscopy to snare the edge of the delivery system tapered tip.
Stabilize the delivery system, especially the back-end section.
Pull the snare device to separate the suprarenal stent from the tip capture.
Manually pull back the back-end T-tube to recapture the tapered tip after deployment.
Follow the instructions for delivery system removal.
Ensure that the back-end T-tube remains retracted and the tapered tip recaptured during delivery system removal.

© N ok ®DN

12 Follow-up imaging recommendations
12.1 General

Current imaging of stent graft patients includes abdominal X-ray and CT, with and without contrast medium. Alternative imaging
modalities such as magnetic resonance imaging should be used in patients with impaired renal function or intolerance to contrast
media.

Imaging should be decided based upon the physician’s clinical assessment of the patient preimplantation and postimplantation of the
stent graft. After endovascular graft placement, patients should be regularly monitored for perigraft flow, aneurysm growth, or changes
in the structure or position of the endovascular graft. At a minimum, annual imaging is required, including 1) abdominal radiographs
to examine device integrity (stent fracture, separation between bifurcated device and proximal cuffs or limb extensions, if applicable),
and 2) contrast and noncontrast CT to examine aneurysm changes, perigraft flow, patency, tortuosity, and progressive disease. If renal
complications or other factors preclude the use of image contrast media, abdominal radiographs and duplex ultrasound may provide
similar information.

Medtronic recommends consideration of an enhanced follow-up schedule for patients with short infrarenal necks (= 4 mm and <
10 mm in length), where the minimum recommended number of EndoAnchor implants were not used.

Additional imaging guidelines for Heli-FX EndoAnchor implants can be found in the instructions for use provided with the device.
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12.2 X-ray

Abdominal X-rays should be used to assess the presence of stent graft fracture. Four-view kidney, ureter, bladder (KUB) X-rays should
be taken. Posterior/anterior (PA) and lateral images are recommended for visualization of the stent graft. Ensure the entire device is
captured on images for device assessment.

12.3 CT with contrast

Contrast-enhanced CT should be used to assess stent graft fixation, deformation, apposition to the vessel wall at proximal and distal
fixation sites, stent graft migration, stent graft patency, AAA size, occlusion of branch vessels, and endoleak (including source and
type if present).

A precontrast scan of 5 mm thick slices is suggested to determine if there are calcifications or areas where metal artifacts may be
misinterpreted as endoleak. An arterial phase with <3 mm slice thickness and overlapping images with coverage from the celiac artery
to the external iliac is recommended. In aneurysms that are not shrinking and have no apparent endoleak or fixation problems, a late
venous phase scan may be performed. The venous phase scan may also be performed with thicker collimation (5 mm). Itis
recommended that the source data set be archived in case specialized evaluation is needed later (volume measurements,
3-dimensional reconstruction, or computer-aided measurement software). If the aneurysm is not shrinking by more than 5 mm within
thefirstyear, volume measurements may be obtained as a more sensitive indicator of AAA size using 3-dimensional software. Patients
who are allergic to contrast should be premedicated 12 hours to 24 hours prior to receiving it.

12.4 Noncontrast CT

For patients with impaired renal function or those who are allergic to contrast medium, a spiral CT without contrast may be considered
to assess stent graft fixation, deformation, apposition to the vessel wall at proximal and distal fixation sites, stent graft migration,
occlusion of vessels, and size of the AAA diameter and volume measurements.

12.5 Duplex ultrasound

For patients with impaired renal function or those who are allergic to contrast medium, a color-duplex ultrasound may be considered
to assess size of AAA diameter, endoleaks, and stent graft occlusion and stenosis.

12.6 MRI or MRA

Patients with impaired renal function, such as renal insufficiency, may also be considered for magnetic resonance imaging or
angiography (MRI, MRA) in facilities that have expertise in this area. Artifact may occur related to the stent, and care should be used
to insure adequate imaging of the outer aneurysm wall to assess AAA size. Volume measurement may be helpful if the aneurysm is
not clearly shrinking. If there are concerns regarding imaging of calcified areas, fixation sites, or the outer wall of the aneurysm sac,
adjunctive CT without contrast may be needed.

12.7 Imaging tests
Refer to Table 9 for the recommended follow-up imaging schedule after stent graft implant.

Table 9. Imaging recommendations

Imaging test 12-month and annual follow-up for up to 5 years
CTa or MRAP with contrast X
Abdominal X-rays (4-View, KUB) X

aCT evaluation may include “3-phase technique,” volume studies, 3-D reconstruction, or computer-aided measurements.
b MRA may be used in patients with impaired renal failure or contrast intolerance.

12.8 Supplemental imaging

Note: Additional radiological imaging may be necessary to further evaluate the stent graft in situ based on findings revealed by one
of the surveillance programs. The following recommendations may be considered.

e |f there is evidence of poor or irregular position of the stent graft, severe angulation, kinking, or migration of the stent graft on
abdominal X-rays, a spiral CT should be performed to assess aneurysm size and the presence or absence of an endoleak.

* Ifanew endoleak orincrease in AAA size is observed by spiral CT, adjunctive studies such as 3-D reconstruction or angiographic
assessment of the stent graft and native vasculature may be helpful in further evaluating any changes of the stent graft or
aneurysm.

» Spiral CT without contrast, MRI or MRA may be considered in select patients who cannot tolerate contrast media or who have

renal function impairment. For centers with appropriate expertise, gadolinium or CO, angiography may be considered in patients
with renal function impairment requiring angiographic assessment.
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13 Additional surveillance and treatment

Additional endovascular repair or open surgical aneurysm repair should be considered for patients with evidence of suboptimal stent
graft fixation, proximal endoleak, distal endoleak, junction endoleak, unknown origin of persistent perigraft flow, or increase in AAA
size > 5 mm.

14 Disclaimer of warranty
Note: This disclaimer of warranty does not apply in Australia.

The warnings contained in the product labeling provide more detailed information and are considered an integral part of this disclaimer
of warranty. Although the product has been manufactured under carefully controlled conditions, Medtronic has no control over the
conditions under which this product is used. Medtronic, therefore, disclaims all warranties, both express and implied, with respect to
the product, including, but not limited to, any implied warranty of merchantability or fitness for a particular purpose. Medtronic shall not
be liable to any person or entity for any medical expenses or any direct, incidental, or consequential damages caused by any use,
defect, failure, or malfunction of the product, whether a claim for such damages is based upon warranty, contract, tort, or otherwise.
No person has any authority to bind Medtronic to any representation or warranty with respect to the product.

The exclusions and limitations set out above are not intended to, and should not be construed so as to, contravene mandatory
provisions of applicable law. If any part or term of this disclaimer of warranty is held to be illegal, unenforceable, or in conflict with
applicable law by a court of competent jurisdiction, the validity of the remaining portions of this disclaimer of warranty shall not be
affected, and all rights and obligations shall be construed and enforced as if this disclaimer of warranty did not contain the particular
part or term held to be invalid.
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1 Descrierea dispozitivului

Sistemul de grefa de tip stent Endurant™ IlI/Endurant™ (denumit in continuare sistem de grefa de tip stent Endurant ll/lls) este
destinat pentru repararea endovasculara a anevrismelor. Atunci cand este plasata in zona-tinta, grefa de tip stent asigura un tub
alternativ pentru fluxul sangvin din sistemul vascular al pacientului, prin excluderea leziunii din circuitul fluxului sangvin si al presiunii
arteriale.

Sistemul de grefa de tip stent are 2 componente principale: sistemul de grefa de tip stent si sistemul de plasare de unica folosinta.
Grefa de tip stent se preincarca in sistemul de plasare si se avanseaza catre anevrism utilizandu-se ghidare fluoroscopica. Dupa
asezare, grefa de tip stent se autoextinde pentru a se conforma formei si dimensiunii zonelor de etansare de deasupra si de
dedesubtul anevrismului.

Grefa de tip stent Endurant II/lls poate fi utilizata si cu sistemul Heli-FX EndoAnchor (disponibil separat). Sistemul Heli-FX
EndoAnchor este destinat sa asigure fixarea si sa sporeasca etanseitatea intre grefa de tip stent Endurant II/lls si artera nativa.
Sistemul este format dintr-un implant EndoAnchor care este amplasat cu ajutorul aplicatorului Heli-FX prin ghidul orientabil Heli-FX.

Nu sunt furnizate accesorii impreuna cu acest dispozitiv. Va rugam sa consultati Sectiunea 9.4 pentru echipamentul suplimentar
necesar si Sectiunea 9.4 pentru echipamentul suplimentar recomandat.

1.1 Grefa de tip stent

Grefa de tip stent Endurant Il/lls (Figura 1) are 2 configuratii de baza: o configuratie bifurcata si o configuratie de prelungire.
Configuratiile suplimentare includ extensia iliaca, extensia aortica, tubul abdominal si dispozitivul aortouniiliac (AUI). Dupa plasarea
dispozitivului bifurcat sau AUI, prelungirea si grefele de tip stent suplimentare se introduc separat in vasul sangvin si se cupleaza cu
configuratia implantata.

Toate configuratiile de grefa tip stent Endurant sunt compuse din stenturi din nitinol cusute pe grefa textilé cu suturi neresorbabile.
Marcajele radioopace sunt cusute pe grefa de tip stent pentru a facilita vizualizarea si amplasarea precisa a stentului. De asemenea,
stenturile din nitinol pot fi vizualizate prin proceduri fluoroscopice.

Componentele grefei de tip stent trebuie sa fie supradimensionate in raport cu diametrul interior al vasului sangvin (Sectiunea 9.2).
Tabelul 1 contine un rezumat al materialelor din compozitia grefei de tip stent.
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Figura 1. Configuratiile grefei de tip stent si locatiile marcajelor RO

-
1@1

1©1

o

1 Marcaj radioopac 6 Configuratie bifurcata Endurant lls

2 Marcaj ,e” 7 Configuratia cu extensie iliaca Endurant Il
3 Marcaj poarta radioopac 8 Configuratia cu prelungiri Endurant Il

4 Configuratie cu extensie aorticd/tub abdominal Endurant Il 9 Configuratie aortouniiliaca Endurant Il

5 Configuratie bifurcatd Endurant Il 10 Marcaj de suprapunere

Nota: Reprezentarile grafice ale produsului din acest manual nu sunt desenate la scara.
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Tabelul 1. Materialele din compozitia grefei de tip stent

Componenta | Material Endurant I Endurant lIs Extensie aor- | Prelungire Extensie ilia-
bifurcata (g) |bifurcata (g) |AUI (g) tica (g) (9) ca (g)

Stenturi Aligj nichel-ti- | 1,64 1,98 1,26 1,13 1,73 0,84
tan (nitinol)

Marcaje radio- | Aliaj platina-iri- | 0,17 0,15 0,12 0,10 0,10 0,10

opace detip |diu

buton

Marcaj de

poarta contro-

lateral

Marcaj radioo- | Platina 0,01 0,01 0,01 0,01 - -

pac ,e”

Materialul gre- | Poliester 1,37 1,83 0,94 0,93 1,27 0,77

fei

Sutura Polietilena 0,02 0,02 0,02 0,02 0,01 0,01

Sutura Poliester cuin- | 0,41 0,54 0,28 0,28 0,36 0,20
velis de silicon

Sistemul de grefa de tip stent Endurant Il/lls nu contine latex din cauciuc natural. Totusi, in cadrul procesului de fabricare/asamblare,
este posibil ca sistemul de grefa de tip stent sa intre accidental in contact cu produse care contin latex.

Nu au fostidentificate in compozitia acestei grefe de tip stent substante care sa fie cunoscute drept cancerigene, mutagene sau toxice
pentru functia de reproducere (CMR). Consultati Sectiunea 1.2 pentru informatii despre o substanta CMR (cobalt) din sistemul de
plasare.

1.1.1 Configuratie bifurcata

Grefa de tip stent bifurcata este disponibila in 2 configuratii: configuratie bifurcata Endurant Il si configuratie bifurcata Endurant lis.
Configuratia bifurcata Endurant Il este o grefa de tip stent aortoiliaca disponibila in 3 lungimi. Configuratia bifurcata Endurant lls este
o configuratie aortica disponibila intr-o singura lungime, mai scurta (Figura 1). Capatul proximal al ambelor configuratii bifurcate se
asaza inistmul proximal siin sectiunea superioara a anevrismului. Capatul proximal al configuratiei bifurcate este compus din stenturi
din nitinol cusute de o grefa din material textil. Portiunea suprarenala a capatului proximal nu este acoperita de materialul textil al grefei
(Figura 1). De asemenea, portiunea suprarenala a stentului contine pini de ancorare pentru fixarea grefei de tip stent in interiorul
aortei.

Sectiunea aortica se bifurca distal in 2 tuburi mai mici: o ramura ipsilaterala si o ramura controlaterald mai scurta. La configuratia
bifurcata Endurant Il, toate stenturile de pe ramura ipsilaterala sunt cusute pe partea exterioara a materialului textil, creand un lumen
intern neted. La configuratia bifurcata Endurant s, cele 4 stenturi distale sunt cusute pe partea interioara a materialului textil al grefei
ramurii ipsilaterale. Pentru toate dimensiunile, stenturile ramurii controlaterale sunt cusute de partea interioara a materialului textil al
grefei (Figura 1).

1.1.2 Configuratia cu prelungiri

Capatul proximal al configuratiei cu prelungiri se asaza in interiorul ramurilor configuratiei bifurcate, iar capatul distal se asaza in artera
iliaca. Capatul proximal al configuratiei cu prelungiri are o configuratie de plasa deschisa (Figura 1), care nu contine material de grefa
n vaile stentului.

Nota: Un dispozitiv de prelungire este implantat pe ambele ramuri, ipsilaterala si controlaterala, ale configuratiei bifurcate
Endurant lls. Consultati Sectiunea 10.2.12.
1.1.3 Configuratia cu extensie iliaca

Daca este necesara o lungime suplimentara de grefa de tip stent distala, este disponibila o configuratie cu extensie iliaca. Aceasta
are o configuratie de plasa deschisa la capatul proximal (Figura 1).

Nota: Drept configuratie cu extensie iliaca se poate utiliza o configuratie cu prelungire de dimensiune adecvata.

1.1.4 Configuratii cu extensie aortica si cu tub abdominal

Daca este necesara o lungime suplimentara a grefei de tip stent proximale, sunt disponibile configuratii cu extensie aortica si cu tub
abdominal. Grefele de tip stent cu extensie aortica si cu tub abdominal au un stent suprarenal proximal neizolat cu pini de ancorare
(Figura 1).
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1.1.5 Configuratia aortouniiliaca (AUI)

Capatul proximal al configuratiei aortouniiliace (AUI) se asaza in géatul proximal si in sectiunea superioara a anevrismului. Toate
stenturile din capatul aortic proximal al configuratiei AUl sunt cusute pe exteriorul materialului textil al grefei. Stentul proximal
(suprarenal) al sectiunii aortice nu este acoperit cu materialul textil al grefei. Astfel, acest aspect neizolat al stentului permite fixarea
grefei de tip stent AUI deasupra arterelor renale, fara a le obstructiona cu materialul textil al grefei. Consultati Figura 1 pentru o
reprezentare grafica a configuratiei proximale. Stentul suprarenal include pini de ancorare care ajuta la fixarea dispozitivului AUL.
Stentul suprarenal este imbinat cu marginea proximala a grefei cu ajutorul suturilor din polietilena cu greutate moleculara extrem de
ridicata.

La capatul distal, sectiunea aortica are o terminatie conica cu un diametru mai mic al tubului. La capatul distal al dispozitivului AUI
conic, stenturile sunt cusute pe interiorul materialului textil al grefei.

Nota: Pentru asistarea implantarii grefei de tip stent se poate utiliza sistemul de obturare Talent (disponibil separat).

1.1.6 Configuratia stentului acoperit expandabil pe balon

Grefa de tip stent Endurant Il/lls poate fi utilizata, de asemenea, pentru o tehnica de grefare paralela in asociere cu stenturi acoperite
expandabile pe balon, cu diametrul cuprins intre 6 mm si 7 mm, care sunt aprobate pentru utilizarea in arterele renale (disponibile
separat). Atunci cand sunt utilizate, aceste dispozitive sunt asezate adiacent cu corpul proximal al configuratiilor bifurcate sau AUl ale
grefei de tip stent, pentru a perfuza arterele renale. Sunt utilizate in functie de decizia medicului, conform instructiunilor detaliate din
instructiunile de utilizare (IU) corespunzatoare. Pentru informatii suplimentare despre utilizarea stenturilor acoperite expandabile pe
balon in asociere cu sistemul de grefa de tip stent Endurant II/lls, consultati Sectiunea 10.2.9. Pentru informatii suplimentare despre
stentul acoperit expandabil pe balon, consultati instructiunile de utilizare furnizate impreuna cu dispozitivul.

Nota: Datele clinice utilizate pentru a evalua sistemul de grefa de tip stent Endurant Il/lls intr-o tehnica de grefare paraleld s-au bazat
in primul rand pe cazuri in care dispozitivul a fost utilizat impreuna cu stentul acoperit expandabil pe balon Atrium Advanta™ V12.

1.1.7 Sistemul Heli-FX EndoAnchor

Grefa de tip stent Endurant II/1ls poate fi utilizata si cu sistemul Heli-FX EndoAnchor (disponibil separat). Sistemul este format dintr-un
implant EndoAnchor care este amplasat cu ajutorul aplicatorului Heli-FX prin ghidul orientabil Heli-FX. Implantul EndoAnchor este
destinat sa asigure fixarea si sa sporeasca etanseitatea intre grefa de tip stent Endurant Il/lls si artera nativa. Implantul EndoAnchor
poate fi implantat la momentul implantarii initiale a grefei de stent sau in cursul unei proceduri secundare (de exemplu, al unei
reparatii).

Nota: Pentru procedurile EVAR infrarenale in care se utilizeaza sistemul Heli-FX EndoAnchor, implantul EndoAnchor trebuie sa fie
plasat numai in zone in care tesutul aortic este lipsit de placi calcificate sau trombusuri sau in care asemenea leziuni sunt
nesemnificative sau difuze si prezinta o grosime mai mica de 2 mm. Nu trebuie utilizat la pacientii predispusi la hemoragie sau cu
hipersensibilitate sau alergie cunoscuta la materialele din compozitia dispozitivului.

Pentru informatii suplimentare despre utilizarea acestui sistem cu grefa de tip stent Endurant Il/lls, consultati Sectiunea 10.2.18.
Pentru informatii suplimentare despre sistemul Heli-FX EndoAnchor, consultati instructiunile de utilizare furnizate impreuna cu
sistemul.

1.1.8 Sistemul de obturare Talent

Sistemul de obturare Talent poate fi utilizat impreuna cu sistemul de grefa de tip stent ll/lls Endurant. Sistemul de obturare Talent se
utilizeaza de obicei impreuna cu componenta aortouniiliaca si un bypass femuro-femural in situatia in care:

* nu este posibila plasarea unei componente bifurcate din cauza anatomiei pacientului, unei anatomii complicate, unei extinderi
semnificative a anevrismului, imposibilitatii accesarii arterei iliace controlaterale;

* este necesara oprirea fluxului sangvin retrograd in sacul anevrismal;
* este necesar pentru reparatii.

Sistemul de obturare Talent este un segment tubular de grefa de tip stent etansat la ambele capete. Sistemul de obturare Talent
impiedica revenirea in sacul anevrismal a sdngelui care circula prin artera iliaca controlaterala si asigura circularea acestuia dinspre
zona bypassului femuro-femural inspre artera piciorului controlateral. Sistemul de plasare a obturatorului Talent este compus dintr-un
dilatator utilizat pentru inserarea sistemului de plasare, un cartus in care este preincarcat obturatorul Talent, o teaca pentru plasarea
grefei de tip stent in locatia tinta si o tija destinata avansarii si asezarii grefei de tip stent. Detaliile suplimentare sunt disponibile in
instructiunile de utilizare a sistemului de grefa de obturare Talent.

1.2 Sistemul de plasare

Sistemul de plasare Endurant Il pentru plasarea tuturor configuratiilor de grefa de tip stent este compus dintr-un cateter de unica

folosinta cu méaner integrat, care asigura o asezare controlata a grefei. Este disponibil cu diametre ale invelisului grefei de 14, 16, 18
si 20 Fr, cu o lungime de lucru de 57 cm + 2 cm. Ansamblul cateterului este flexibil si este compatibil cu firul de ghidare de 0,035 in
(0,89 mm). Exista 2 tipuri de sisteme de plasare: sistemul de plasare aortica (Figura 2) si sistemul de plasare iliaca (Figura 3). Sistemul
de plasare aortica se utilizeaza pentru plasarea configuratiilor de grefa de tip stent cu componente bifurcate, cu extensie aortica, AUI
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si cu tub abdominal. Sistemul de plasare iliaca se utilizeaza pentru plasarea configuratiilor de grefa de tip stent cu prelungire si cu
extensie iliaca. Sistemul de plasare aortica are un mecanism de prindere a varfului, care nu este prezent la sistemul de plasare iliaca.

Nota: Acest sistem de plasare contine cobalt (nr. CAS 7440-48-4), prezent la o concentratie masa/masa >0,1%. Cobaltul este o
substanta clasificata drept substanta cu proprietati de perturbare a sistemului endocrin (ED) sau drept cancerigena, mutagena sau
toxica pentru reproducere (CMR) din Categoria 1A sau 1B.

Figura 2. Sistemul de plasare aortica

1 Maner posterior 7 Tnvelis grefa

2 Rotita posterioara 8 Banda de marcaj
3 Mecanism de insurubare 9 Ax

4 Glisor extern 10 Manson

5 Declansator 11 Varf conic

6 Maner frontal
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Figura 3. Sistemul de plasare iliaca

1 Maéaner posterior 5 Maéner frontal

2 Mecanism de insurubare 6 Invelis grefa

3 Glisor extern 7 Banda de marcaj
4 Declansator 8 Varf conic

2 Scopul utilizarii

Scopul utilizarii sistemului de grefa de tip stent Endurant Il/lls este repararea anevrismelor aortice abdominale infrarenale sau
aortoiliace, precum siaanevrismelor aortice abdominale juxtarenale sau aortoiliace (cu o tehnica de grefare paraleld), intr-o abordare
endovasculara, prin furnizarea unei cai alternative de curgere a séngelui in vasul pacientului (artere aorta si iliace) prin excluderea
anevrismului (leziunea tinta).

2.1 Utilizatori vizati

Sistemul de grefa tip stent Endurant Il/lls, inclusiv atunci cand este utilizat impreuna cu sistemul Heli-FX EndoAnchor pentru istm scurt
sau cu un stent acoperit, expandabil pe balon, intr-o tehnica de grefare paraleld, trebuie utilizat numai de catre medici si echipe
instruite In ceea ce priveste tehnicile interventionale vasculare, inclusiv instructaj pentru utilizarea dispozitivului. Cerintele privind
pregatirea specifica sunt descrise in Sectiunea 9.1.

Dispozitivul trebuie sa fie utilizat numai in cadru clinic, in mediu steril.

2.2 Indicatii de utilizare

Sistemul de grefa de tip stent Endurant Il/lls este indicat pentru tratarea endovasculara a anevrismelor aortice sau aortoiliace
abdominale infrarenale sau juxtarenale la pacienti cu urmatoarele caracteristici:

¢ morfologie adecvata a vaselor de acces iliace sau femurale compatibila cu tehnicile, dispozitivele sau accesoriile de abord
vascular
e lungime distala de fixare iliaca =15 mm
e diametru iliac de 8 -25 mm
* morfologie care se preteaza la repararea anevrismului
¢ una dintre urmatoarele conditii:
— anevrism cu diametru >5 cm
— anevrism cu diametru de 4 panala 5 cm, care a crescut cu 0,5 cm in ultimele 6 luni
— anevrism cu diametru de cel putin 1,5 ori mai mare decét cel al aortei infrarenale normale
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in plus, pentru tratamentul anevrismelor aortice sau aortoiliace abdominale infrarenale, pacientul trebuie s& prezinte urmatoarele
caracteristici:

e diametru al istmului aortic de 19 — 32 mm

* istm proximal cu lungime =10 mm sau 24 mm si <10 mm cénd se utilizeaza in asociere cu sistemul Heli-FX EndoAnchor, cu
calcifieri nesemnificative, sau tromboza nesemnificativa, cu angulatie infrarenala <60° si angulatie suprarenala <45° si cu un
diametru al vasului cu aproximativ 10% — 20% mai mic decét diametrul declarat pe eticheta al grefei de tip stent Endurant Il/lls

e istm proximal cu lungime =15 mm, cu calcifieri nesemnificative sau tromboza nesemnificativa, cu angulatie infrarenala <75° si
angulatie suprarenala <60° si cu un diametru al vasului cu aproximativ 10% — 20% mai mic decat diametrul declarat al grefei de
tip stent Endurant Il/lls

in plus, pentru tratamentul anevrismelor aortice sau aortoiliace abdominale juxtarenale cu tehnica grefrii paralele, pacientul trebuie
sa prezinte urmatoarele caracteristici:
e diametru al istmului aortic n intervalul de la 19 la 30 mm
* istm proximal infrarenal cu lungime =2 mm si lungime de etansare proximala totala disponibila >15 mm, cu stent acoperit
expandabil pe balon, plasat prin tehnica grefarii paralele in una sau doua artere renale si cu calcifieri nesemnificative sau
tromboza nesemnificativa, cu angulatie infrarenala <60°, angulatie suprarenald <45° si angulatie a arterei mezenterice
superioare (angulatie supraSMA) <45°, si cu un diametru aortic cu aproximativ 20% — 30% mai mic decét diametrul declarat al
grefei de tip stent Endurant Il/lls
* morfologie adecvata a vaselor de acces brahiale sau axilare compatibila cu tehnicile, dispozitivele sau accesoriile de abord
vascular
* lungime suficienta pentru fixarea renala
e angulare a originii arterei renale de <90° in raport cu linia centrala a aortei
Nota: Unghiul dintre liniile centrale ale lumenului aortei si arterei renale reprezinta angularea originii arterei renale. Un unghi de
<90° este asociat cu o pozitie orientata in jos a arterei renale in raport cu traiectoria liniei centrale aortice.

2.3 Contraindicatii
Sistemul de grefa de tip stent Endurant Il/lls este contraindicat la pacientii cu urméatoarele afectiuni:
e Pacienti care nu pot fi supusi procedurilor imagistice preoperatorii si postoperatorii necesare si procedurilor de implantare (de la
Capitolul 9 la Capitolul 12), sau care nu doresc sa se supuna unor asemenea proceduri.
e Pacientii cu afectiuni care prezinta un risc de infectare a grefei
e Pacienti sensibili sau alergici la materialele din componenta dispozitivului enumerate in Sectiunea 3.2

Cand este utilizat impreuna cu sistemul Heli-FX EndoAnchor, sistemul de grefa de tip stent Endurant Il/lls este, de asemenea,
contraindicat la pacienti cu sensibilitati cunoscute la materialele implantului EndoAnchor.

De asemenea, aveti in vedere informatiile de selectare a pacientului (Sectiunea 3.2). Pentru contraindicatii privind dispozitivele
auxiliare utilizate cu sistemul de grefa de tip stent Endurant II/lls, consultati instructiunile de utilizare furnizate impreuna cu fiecare
dispozitiv.

2.4 Beneficii clinice

Nota: Dupa lansarea website-ului EUDAMED, Rezumatul caracteristicilor de siguranta si performanta clinica (SSCP) poate fi gasit la
https://ec.europa.eu/tools/eudamed folosind UDI-DI de baza: 0763000B00001977U.

Sistemul de grefa tip stent Endurant Il/lls este destinat pentru repararea anevrismelor de aorta abdominala infrarenala sau aortoiliace
sau a anevrismelor de aorta abdominala juxtarenala sau aortoiliace (cu o tehnica de grefare paraleld). Aceasta abordare
endovasculara minim invaziva furnizeaza un traseu alternativ pentru curgerea sangelui in vasul pacientului (arterele aorta si iliaca)
prin eliminarea anevrismului (leziuneatinta), ceea ce este de natura sa previna ruperea si mortalitatea legata de anevrism (ARM). Prin
urmare, beneficiile clinice principale includ prevenirea ruperii sia ARM.

2.5 Populatia de pacienti careia ii este destinat

Sistemul de grefa tip stent Endurant Il/lls este destinat pentru utilizare la pacienti cu anevrism aortic sau aortoiliac abdominal infrarenal
sau juxtarenal, avand caracteristici anatomice si morfologie vasculara compatibile cu acest dispozitiv. Pentru caracteristici detaliate
ale pacientilor, consultati Sectiunea 2.2.

2.6 Caracteristici de performanta ale dispozitivului

Sistemul de grefa tip stent Endurant Il/lls consta intr-o grefa de tip stent de diferite configuratii si marimi si un sistem de plasare cu
cateter. Configuratiile de grefa de tip stent pot fiimplantate in mod combinat in aorta abdominala si arterele iliace ale pacientului. Cand
este implantat, sistemul furnizeaza o cale alternativa de curgere a séngelui in aorta si arterele iliace ale pacientului. Sistemul de grefa
tip stent Endurant Il/lls ofera un grad inalt de flexibilitate si conformabilitate, pentru adaptarea la segmente drepte sau tortuoase ale
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anatomiei. Acesta combina pozitionarea precisa si controlata cu simplitatea asezarii, oferind o plasare adecvata a grefei tip stent in
istmuri aortice dificile.

Grefa de tip stent Endurant II/1ls poate fi utilizata si cu sistemul Heli-FX EndoAnchor (disponibil separat). Sistemul este format dintr-un
implant EndoAnchor care este amplasat cu ajutorul aplicatorului Heli-FX prin ghidul orientabil Heli-FX. Implantul EndoAnchor este
destinat sa asigure fixarea si sa sporeasca etanseitatea intre grefa de tip stent Endurant Il/lls si artera nativa. Implantul EndoAnchor
poate fi implantat la momentul implantarii initiale a grefei de stent sau in cursul unei proceduri secundare (de exemplu, al unei
reparatii).

Nota: Pentru informatii suplimentare despre utilizarea sistemului Heli-FX EndoAnchor impreuna cu grefa de tip stent Endurant II/1ls,
consultati Sectiunea 10.2.18. Pentru informatii suplimentare despre sistemul Heli-FX EndoAnchor, consultati instructiunile de
utilizare furnizate impreuna cu sistemul.

Grefa de tip stent Endurant Il/lls poate fi utilizata, de asemenea, pentru o tehnica de grefare paralela in asociere cu stenturi acoperite
expandabile pe balon, cu diametrul cuprins intre 6 mm si 7 mm, care sunt aprobate pentru utilizarea in arterele renale (disponibile
separat).

Nota: Pentru informatii suplimentare despre utilizarea stenturilor acoperite expandabile pe balon in asociere cu sistemul de grefa de
tip stent Endurant II/lls, consultati Sectiunea 10.2.9. Pentru informatii suplimentare privind stentul acoperit, expandabil pe balon,
consultati instructiunile de utilizare furnizate impreuna cu dispozitivul.

Exista date clinice solide care sustin siguranta si eficacitatea sistemului de grefa tip stent Endurant Il/lls, derivate din studii
sponsorizate de Medtronic si/sau din literatura de specialitate publicatd. Datele au demonstrat faptul ca sistemul de grefa tip stent
Endurant Il/lls, cand este utilizat in conformitate cu instructiunile de utilizare, este sigur si eficient pentru tratamentul endovascular al
anevrismelor aortice si aortoiliace abdominale infrarenale. Aceasta include tratarea istmurilor scurte (cand este utilizat impreuna cu
sistemul Heli-FX EndoAnchor) si AAA juxtarenale (utilizand tehnica grefarii paralele).

3 Avertismente si precautii

Atentie: Cititi cu atentie toate instructiunile. Nerespectarea tuturor instructiunilor, avertismentelor si masurilor de precautie poate
avea consecinte grave sau poate cauza ranirea pacientului.

3.1 Informatii generale
o Sistemul de grefa de tip stent Endurant Il/lls trebuie utilizat numai de medici si echipe medicale cu pregatire in tehnicile de
interventie vasculara si in utilizarea acestui dispozitiv. Cerintele privind pregatirea specifica sunt descrise in Sectiunea 9.1.

e (Cand sistemul de grefa tip stent Endurant Il/lls este utilizat impreuna cu sistemul Heli-FX EndoAnchor, acesta trebuie utilizat
numai de catre medici si echipe medicale cu pregatire in ceea ce priveste sistemul EndoAnchor.

e Sistemul Heli-FX EndoAnchor trebuie utilizat atunci cand este necesara fixarea radiald imbunatatitd si/sau etansarea; in mod
special, in tratarea anevrismelor aortei abdominale cu istm scurt (=4 mm si <10 mm), infrarenale.

« Ininstitutiile in care se efectueaza implantari sau proceduri chirurgicale postinterventie trebuie sa existe intotdeauna o echipa de
chirurgie vasculara pentru eventualitatea necesitatii unei conversii la chirurgie deschisa.

* Dispozitivul a fost conceput exclusiv de unica folosinta. Nu refolositi, nu reconditionati si nu resterilizati acest dispozitiv.
Refolosirea, reconditionarea sau resterilizarea poate compromite integritatea structurala a dispozitivului sau poate crea unrisc de
contaminare, ceea ce ar putea conduce la vatamarea, la imbolnavirea sau la decesul pacientului.

3.2 Selectarea pacientului

e Nu utilizati sistemul de grefa de tip stent Endurant Il/lls in cazul pacientilor sensibili sau cu alergii la materialele din care este
alcatuit sistemul de grefa de tip stent. Aceste materiale includ (* indica materiale care intra in compunerea sistemului de plasare,
dar nu intra in contact cu pacientul):

— polieteramida copolimerizata in bloc (Polyester Block Amide — PEBA)
— polieteramida copolimerizata in bloc (PEBA) cu umplutura din sulfat de bariu
— poliamida 12

— copolimer acrilonitril-butadien-stiren (ABS)*

— otel inoxidabil

— aliaj platina-iridiu

— aliaj nichel-cobalt-crom-molibden

— aliaj nichel-titan (nitinol)

— cauciuc etilen propilen*

— silicon

— policarbonat

— copolimer poliacrilamida fotoreactiv
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— sare cuaternara fotoreactiva

— copolimer polivinilpirolidona fotoreactiv
— polivinilpirolidona

— platina

— poliester

— polietilena

— albastru D&C nr. 6

— wolfram

e Medtronic recomanda medicilor s& comunice pacientilor, in scris, toate riscurile asociate cu tratamentul care utilizeaza sistemul
de grefa de tip stent Endurant Il/lls. Detaliile privind riscurile care pot aparea laimplantarea si dupa implantarea dispozitivului sunt
prezentate in sectiunea Evenimente adverse (Capitolul 4).

e Selectareaincorecta a pacientilor poate cauza o functionare necorespunzatoare sau neconforma cu specificatiile dispozitivului.

e Sistemul de grefa de tip stent Endurant II/lls nu este recomandat pacientilor care nu pot tolera substantele de contrast necesare
pentru procedurile imagistice de urmarire intraoperatorii si postoperatorii.

e Sistemul de grefa de tip stent Endurant Il/lls nu este recomandat pacientilor cu greutate sau dimensiuni corporale mai mari decat
cele impuse de procedurile imagistice.

e Principalele elemente anatomice care pot afecta excluderea reusita a anevrismului includ:

— Angulatie severa a istmului proximal, cu istm aortic proximal scurt (>75° cu o lungime a istmului <15 mm sau >60° cu o lungime
a istmului <10 mm);

— Formarea de trombusuri sau calcificare in zonele de implantare arteriald, in mod specific la interfata istmului aortic proximal
cu artera iliaca distalg;

- ingustarea aortei la punctul de bifurcare;
— Calcificarea neregulata sau placa pot compromite fixarea si etansarea zonelor de implantare.

Istmurile care prezinta aceste elemente anatomice importante pot favoriza migrarea grefei. Utilizarea unui dispozitiv bifurcat laun
pacient care prezinta o ingustare a aortei distale poate cauza reducerea debitului sangvin la nivelul ramurilor sau ocluzie la nivelul
prelungirii. Grefa de tip stent AUl este recomandata la pacientii care prezinta o ingustare semnificativa a aortei distale. In cazul
pacientilor cu istm aortic scurt, trebuie sa se ia in considerare fie o tehnica de grefare paralela, fie o procedura EVAR infrarenala
in care se utilizeaza sistemul Heli-FX EndoAnchor.

e (Cand se ia in considerare tehnica grefarii paralele, pacientii trebuie sa prezinte urmatoarele caracteristici anatomice:
— angulare intre linia centrald a arterei renale si linia centrala a aortei <90 grade

— lungime adecvata a zonei de etansare a arterei renale, fara calcificare excesiva sau trombusuri care, in opinia medicului, ar
impiedica etansarea adecvata

— istminfrarenal 22 mm
¢ Pentru procedurile EVAR infrarenale in care se utilizeaza sistemul Heli-FX EndoAnchor:

Implantul EndoAnchor trebuie sa fie plasat numaiin zone in care tesutul aortic este lipsit de placi calcificate sau trombusuri sau
in care asemenea leziuni sunt nesemnificative sau difuze si prezinta o grosime mai mica de 2 mm.

Implantul EndoAnchor nu trebuie utilizat la pacientii predispusi la hemoragie sau cu hipersensibilitate sau alergie cunoscuta
la materialele din compozitia dispozitivului.

Consultati instructiunile de utilizare a sistemului Heli-FX EndoAnchor pentru informatii suplimentare.

Metodologiile pentru masurarea lungimii istmului variaza. in timp ce lungimea istmului este definita ca lungimea dincolo de
care diametrul aortei devine cel mult 10% din diametrul infrarenal, alte definitii conduc la o estimare a lungimii istmului mai mare
decét cea obtinuta prin aceasta definitie.

* Tuburile iliace pot fi utilizate pentru introducerea Tn siguranta a sistemului de plasare daca vasele sangvine de abord ale
pacientului, asa cum s-a stabilit de medicul curant, nu permit introducerea in siguranta a sistemului de plasare.

* Amplasarea grefei de tip stent intr-o zona cu calcificare vasculara poate determina abraziunea grefei de tip stent la contactul cu
placile calcificate, cu potentialul de a provoca aparitia de orificii sau rupturi ale grefei.

e Siguranta si eficacitatea pe termen lung ale sistemului de grefa de tip stent Endurant II/lls nu au fost stabilite.

» Siguranta si eficacitatea sistemului de grefa de tip stent Endurant Il/lls nu au fost evaluate la pacienti care prezinta urmatoarele
aspecte:

— varsta mai mica de 18 ani
— sunt gravide sau paciente care alapteaza
— pacienti cu anevrism:

suprarenal sau pararenal

izolat iliofemural

micotic
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inflamator
pseudoanevrism

— artera mezenterica inferioara permeabila dominanta si artera mezenterica celiaca sau superioara obturata sau stenotica

— anevrism toracic netratat cu diametrul >4,5 cm

— pacienti care necesita tratament pentru anevrism emergent, de exemplu trauma sau ruptura

— pacienti cu antecedente de diateza hemoragica sau coagulopatie

— pacienti cu infarct miocardic (IM) sau accident vascular cerebral (AVC) in interval de 3 luni inaintea implantarii

— pacienti cu istm conic inversat, definit ca o crestere distala >4 mm pe o lungime de 10 mm [numai pentru reparatia
endovasculara a anevrismelor (EVAR) la nivel infrarenal]

— pacienti cu hipersensibilitate cunoscuta sau contraindicatie la anticoagulante, la antitrombotice sau la substante de contrast,
ceea ce nu permite administrarea tratamentului preoperatoriu

— pacienti cu tromboza semnificativa a peretelui aortic (tipic >25% din circumferinta istmului aortic si a arterei iliace sau >50%
din lungimea arterei iliace) in zona de atasare proximald sau distala, care ar compromite fixarea bilaterala sau etansarea
dispozitivului

— pacienti cu artere iliace ectatice care necesita excluderea bilaterala a fluxului sangvin hipogastric

— pacienti cu zona de acces arterial iliofemural despre care se preconizeaza ca nu se va potrivi cu diametrul dispozitivului
(14 - 20 Fr) din cauza dimensiunii sau a tortuozitatii

— pacienti cu zona de acces arterial axilar despre care se preconizeaza ca nu se va potrivi cu diametrul tecilor compatibile cu
stentul acoperit expandabil pe balon care a fost selectat.

— pacienti cu infectii active la momentul procedurii de indexare, documentate prin dureri, febra, drenaj, cultura pozitiva sau
leucocitoza (WBC >11.000/mm3), care sunt tratate cu agenti antimicrobieni (neprofilactic)

— pacienti cu afectiuni degenerative congenitale ale colagenului
— pacienti care au creatinina >2,0 mg/d|

— pacienti care fac dializa

— pacienti cu afectiuni ale tesuturilor conjunctive

— Siguranta si eficacitatea sistemului de grefa cu stent Endurant Il/lls impreuna cu sistemul Heli-FX EndoAnchor nu au fost
evaluate suplimentar la pacientii care au istm aortic infrarenal cu trombus sau calcificare semnificativa care impiedica
penetrarea adecvata a implantului EndoAnchor in peretele arterial.

Toti pacientii trebuie sa fie preveniti cu privire la faptul ca tratamentul endovascular necesita ingrijire de urmarire periodica, pe
toata durata vietii, pentru evaluarea starii de sanatate si a functionarii grefei endovasculare. Pacientii pentru care s-au obtinut
anumite rezultate clinice (de exemplu, scurgeri interne, anevrisme, stenoze ale stenturilor acoperite expandabile pe balon sau
modificari ale structurii sau ale pozitiei grefei endovasculare) sau un numar mai mic decéat cel recomandat de implanturi
EndoAnchor in cazul utilizarii in istmuri scurte proximale (=4 mm si <10 mm), trebuie s& beneficieze de programe de urmarire
imbunatatite. In Capitolul 12 sunt furnizate indicatii specifice privind procedurile de urmarire.

Este posibil ca pacientii cu flux sangvin redus prin prelungirile grefei, prin stenturile acoperite expandabile pe balon sau cu
scurgeri sa necesite interventii sau proceduri chirurgicale secundare.

Interventia sau conversia la proceduri chirurgicale deschise standard, de reparatie, dupa prima interventie chirurgicala
endovasculara, trebuie luate in considerare pentru pacientii cu anevrisme expansive sau scurgeri interne. Cresterea dimensiunii
anevrismului sau scurgerile interne persistente pot cauza ruperea anevrismului.

3.3 inainte de efectuarea procedurii de implantare

Planificarea preoperatorie a abordului vascular si a plasarii grefei trebuie efectuata inainte de deschiderea ambalajului
dispozitivului.

Consultati instructiunile de folosire ale stentului acoperit expandabil pe balon pentru cerintele privind pregatirea dispozitivului
(numai pentru tehnica grefarii paralele)

Pentru procedurile EVAR infrarenale in care se utilizeaza sistemul Heli-FX EndoAnchor, consultati instructiunile de utilizare a
sistemului Heli-FX EndoAnchor pentru cerintele privind pregatirea dispozitivului.

Inspectati cu atentie ambalajul si dispozitivul sistemului de grefa de tip stent Endurant Il/lls pentru a observa eventualele
deteriorari sau defecte Tnhainte de utilizare. Nu utilizati produsul daca observati semne de deteriorare sau de rupere a barierei
sterile. Nu Tncercati sa resterilizati sistemul de plasare sau grefa de tip stent.

Nu indoiti, nu rasuciti si nu modificati sistemul de plasare al Endurant Il/lls Thainte de implantare, deoarece aceste actiuni pot
cauza dificultati de asezare a grefei.

Pentru a reduce riscul de complicatii trombotice, trebuie administrat un bolus suplimentar de heparina 1V inainte de introducerea
dispozitivului.
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3.4 in timpul efectuérii procedurii de implantare

Aveti grija la manipulare si la tehnica de plasare pentru a preveni ruperea vasului sangvin.

Studiile arata ca riscul aparitiei microemboliilor creste odata cu durata procedurii.

Pot aparea complicatii renale:

— din cauza utilizarii de substante de contrast in exces

— caurmare a embolizarii sau pozitionarii gresite a grefei de tip stent sau a stentului acoperit expandabil pe balon

Procedati cu grija si utilizati tehnici imagistice adecvate atunci cand asezati endoproteza aortica intr-un istm proximal scurt, pentru
a asigura o plasare precisa. Plasarea imprecisa poate conduce la esuarea implantarii implanturilor EndoAnchor, necesitatea de
a instala o extensie proximald sau acoperirea neintentionata a arterei.

Nu asezati grefa de tip stent intr-o locatie care va cauza o scurgere interné sau va obtura arterele necesare circulatiei sangvine
catre organe sau extremitati. Intr-un astfel de caz, este posibila necesitatea indepartarii chirurgicale a dispozitivului.

Utilizati ghidare fluoroscopica pentru a avansa sistemul de plasare, pentru a detecta rasucirile si pentru a evalua problemele
dispozitivelor de grefa de tip stent. Nu utilizati forta excesiva pentru a avansa sau a retrage sistemul de plasare daca acesta opune
rezistenta. Daca sistemul de plasare se rasuceste la introducere, nu incercati sa asezati grefa de tip stent. Scoateti dispozitivul
si introduceti un sistem nou.

Nu continuati sa rotiti sistemul de plasare daca varful nu se roteste impreuna cu sistemul de plasare.

Acordati o atentie speciala zonelor dificile, de exemplu zone cu stenoza, zone cu tromboza intravasculara sau vase calcifiate sau
sinuoase. Aveti in vedere procedura de angioplastie transluminald percutanata in zona unui vas ingustat sau stenozat inainte de
a ncerca sa reintroduceti usor sistemul de plasare a cateterului.

O zona de etansare neadecvata poate cauza marirea riscului de scurgeri ih anevrism sau migrarea grefei de tip stent sau a
stentului acoperit expandabil pe balon.

in timpul procedurii de implantare trebuie utilizatd anticoagularea sistemica, in conformitate cu protocolul din spital sau al
medicului. Daca heparina este contraindicata, trebuie avut in vedere un anticoagulant alternativ.

O grefa de tip stent care a fost amplasata, chiar si partial, nu poate fi repozitionata sau retrasa in sistemul de plasare.

Daca invelisul de grefa este retras accidental, dispozitivul se va aseza prematur, eventual intr-o pozitie incorecta.

Pentru criteriile de suprapunere pentru grefa de tip stent cu prelungire doar cu ramura ipsilaterala Endurant lls, consultati
Tabelul 8. Dupa cum se precizeaza, nu suprapuneti mai mult de 3 stenturi pentru configuratiile grefei de tip stent cu prelungire care
au un criteriu de suprapunere de numai 3 stenturi.

La asezarea grefei de tip stent, tineti nemiscat méanerul frontal al sistemului de plasare.

Daca utilizati un cateter cu balon flexibil, nu il umflati excesiv sau nu il umflati Tn exteriorul materialului grefei. Urmati toate
instructiunile producatorului privind utilizarea cateterului.

Injectarea la presiune ridicata a substantei de contrast la marginile grefei de tip stent imediat dupa implantare poate cauza
scurgeri interne.

3.5 Tratamentul si urmarirea

Medicii trebuie sa citeasca instructiunile de utilizare pentru a identifica informatiile aplicabile care trebuie sa fie comunicate
pacientului.
Un card de implant pentru pacient este inclus in ambalajul dispozitivului si contine informatii de identificare despre dispozitivul
implantat. Dupa implantarea dispozitivului, completati cardul de implant si dati-l pacientului inainte de externarea acestuia.
Pacientii pot accesa informatii despre propriul dispozitiv pe website-ul care este mentionat pe cardul de implant respectiv. Medicii
trebuie sa comunice pacientilor lor urmatoarele instructiuni:
— Sa poarte intotdeauna la ei cardul de implant.
— Sa acceseze informatii suplimentare despre propriul dispozitiv pe website-ul care este mentionat pe cardul de implant
respectiv.
Nota: In cazul in care pacientul nu poate accesa website-ul, medicul trebuie s& furnizeze pacientului informatiile de pe website.
— Sainformeze intotdeauna personalul de ingrijire medicald asupra faptului ca au un dispozitivimplantat, inainte de inceperea
oricarei proceduri.
— Saisi contacteze furnizorul de servicii de sanatate daca observa orice simptom nou sau care se modifica.
Orice scurgere interna lasata netratata in timpul procedurii de implantare trebuie monitorizata cu atentie dupa implantare.
Toti pacientii cu reparatii anevrismale endovasculare trebuie supusi periodic la proceduri imagistice pentru a li se evalua grefa de
tip stent, dimensiunea anevrismului si obturarea vaselor in zona tratamentului. Largirile anevrismale importante (>5 mm), aparitia
unor scurgeri interne noi, evidenta scurgerilor la suprafata grefei, schimbarea pulsatilitatii anevrismului sau migratiile care au ca
rezultat o zona de etansare necorespunzatoare trebuie sa impuna investigatii suplimentare si pot indica necesitatea interventiilor
suplimentare si a conversiilor chirurgicale.
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Tratamentul suplimentar, inclusiv tratamentul endovascular sau conversia chirurgicald, trebuie luat in considerare in urmatoarele

cazuri:

— o crestere cu >5 mm a anevrismului, cu sau fara scurgeri interne, de la ultimul control de urmarire

— modificare a pulsatilitatii anevrismului, cu sau fara cresterea dimensiunii acestuia sau scurgeri interne

— scurgeri interne persistente, cu sau fara cresterea dimensiunii anevrismului

— migrarea grefei de tip stent care rezulta in aparitia neregulilor la zona de etansare;

— stenoza in interiorul stentului acoperit expandabil pe balon sau in zona de atasare distala

— insuficienta a functiei renale datoritd obturarii arterei renale (migrare sau amplasare necorespunzatoare)

Dupa chirurgia anevrismald endovasculara (EVAR) se poate produce o ischemie medulara (SCI) in complicatii rare de paraplegie

sau parapareza. Daca este suspectata o ischemie medulara, se recomanda drenarea fluidului cerebrospinal (FCS).

Pentru procedurile EVAR infrarenale in care se utilizeaza sistemul Heli-FX EndoAnchor:

— Utilizati intotdeauna fluoroscopia pentru ghidarea, plasarea si observarea oricaror componente Heli-FX aflate in vasculatura.

— Medtronic recomanda ca plasarea implanturilor EndoAnchor sa se realizeze dupa amplasarea endogrefei aortice si dupa
finalizarea operatiunii de remodelare cu balonul a zonei infrarenale de etansare a sistemului cu grefa de tip stent. Procedati cu
grija in timpul operatiunii de remodelare cu balonul a sistemului cu grefa de tip stent, pentru a evita deplasarea corpului
principal al endogrefei din locatia in care se intentioneaza implantul.

— In cazurile care implicd prezenta unei placi neregulate sau excentrice in zona/zonele in care se intentioneaz efectuarea
etansarii, locatiile implantului EndoAnchor trebuie sa se bazeze pe o examinare detaliatd a imaginilor CT obtinute in faza
preoperatorie. Implantul EndoAnchor trebuie sa fie plasat numaiin zone in care tesutul aortic este lipsit de placi calcificate sau
trombusuri sau in care asemenea leziuni sunt nesemnificative sau difuze si prezinta o grosime mai mica de 2 mm. Incercarea
de a plasa implanturile EndoAnchor intr-o leziune mai severa de tip placa sau trombus se poate asocia cu dificultati la
implantare si cu o fixare a endoprotezei si/sau cu etansare suboptime.

— Pentru endoprotezele bifurcate, numarul recomandat de implanturi EndoAnchor depinde de diametrul nativ al vasului si este
independent de anvergura supradimensionarii endoprotezei.

— Stabilitatea grefei de tip stent (=4 mm si <10 mm) in cazurile cu istm infrarenal scurt este sporita de implanturile EndoAnchor.
Asigurati-va ca implanturile EndoAnchor au fost asezate cu succes in numarul minim recomandat. Atunci cand numarul de
implanturi EndoAnchor asezate cu succes este sub numarul minim recomandat, riscul de scurgere interna postoperatorie de
tip 1a sau de migrare poate fi mai mare.

4 Evenimente adverse
4.1 Evenimente adverse posibile

Evenimentele adverse sau complicatiile asociate cu utilizarea acestui sistem de grefa toracica de tip stent care se pot produce sau
pot necesita interventie includ, fara limitare:

abord nereusit

reactie alergicd/de hipersensibilitate (la substanta de contrast, la terapia antiplachetara, la materialele grefei de tip stent)
complicatii anestezice si probleme ulterioare (de exemplu, aspiratie)

largirea anevrismului

ruptura a anevrismului

deteriorare a aortei, inclusiv perforare, disectie, hemoragie, ruptura si deces

fistula aortoenterica

pseudoanevrism arterial sau venos

tromboza arteriala sau venoasa

hemoragie, hematom sau coagulopatie

complicatii intestinale (de exemplu, ileus, ischemie tranzitorie, infarct, necroza, obstructie)

complicatii cardiace si probleme ulterioare (de exemplu, aritmie, infarct miocardic, insuficienta cardiaca congestiva,
hipotensiune, hipertensiune, angina, tamponada cardiaca, pericardita)

ruperea cateterului

claudicatie (de exemplu, la nivelul feselor, membrelor inferioare)

toxicitate a substantei de contrast

deces

asezare cu dificultati/esecul asezarii

edem

embolie (microembolie si macroembolie) cu ischemie tranzitorie sau permanenta ori infarct
scurgeri interne
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* expunere excesiva sau hecorespunzatoare la radiatii

 febra siinflamatie

e complicatii genitourinare si probleme ulterioare (de exemplu, ischemie, eroziune, fistuld, incontinenta, hematurie, infectie)

* insuficienta hepatica

e infectie la nivelul anevrismului sau al zonei de acces la dispozitiv, inclusiv formare de abcese, febra tranzitorie si dureri, posibil
conducénd la sepsis

¢ dificultate la introducere sau la eliminare

e complicatii neurologice locale sau sistemice si probleme ulterioare (de exemplu, confuzie, accident vascular cerebral, atac
ischemic tranzitoriu, paraplegie, parapareza, paralizie, leziune a nervilor, neuropatie)

e complicatii limfatice si probleme ulterioare (de exemplu, fistula limfatica)

e complicatii pulmonare si probleme ulterioare (de exemplu, embolie pulmonara, exsudat pleural, pneumonie, pneumotorax, edem
pulmonar, depresie respiratorie sau insuficienta respiratorie)

e complicatii renale si probleme ulterioare (de exemplu, obturare a arterei, insuficienta, blocaj)

 disfunctii sexuale

e stenoza

* migrare a grefei de tip stent

e pozitionare incorecta a grefei de tip stent

¢ ocluzia grefei de tip stent

e rupere sau fracturare a grefei de tip stent

e rupere a suturii grefei de tip stent

e rasucire sau buclare a grefei de tip stent

e conversie la chirurgie reparatorie deschisa

e complicatii in zona de abord vascular, inclusiv infectie, durere, hematom, pseudoanevrism, fistula arteriovenoasa, stenoza,
disectie

e spasm vascular, trauma vasculara sau leziune vasculara (de exemplu, extruzie/eroziune, disectie a vasului iliofemural,
hemoragie, ruptura, deces)

e ocluzie vasculara

e complicatii ale plagilor si probleme ulterioare (de exemplu, dehiscenta, infectie, hematom, serom, celulita)

Daca are loc un incident grav legat de dispozitiv, raportati imediat incidentul catre Medtronic si catre autoritatea competenta sau
organismul de reglementare aplicabil.

5 Selectarea si tratarea pacientilor
5.1 Individualizarea tratamentului

La comandarea fiecarui sistem de grefa de tip stent Endurant Il/lls trebuie sa tineti cont de dimensiunea acestuia, astfel incéat sa fie
compatibila cu anatomia pacientului. Dimensionarea corecta a dispozitivului reprezinta responsabilitatea medicului. Componentele
grefei de tip stent trebuie sa fie supradimensionate in raport cu diametrul interior al vasului sangvin. Se recomanda o
supradimensionare a configuratiilor aortice cu 10% panala 20% (pentru tratamentul anevrismelor infrarenale/aortoiliace) sau cu 20%
pana la 30% atunci cand se utilizeaza cu un stent acoperit expandabil pe balon (pentru tratamentul anevrismelor juxtarenale); se
recomanda o supradimensionare a configuratiilor iliace cu 10% pana la 25%. Pentru detalii suplimentare, consultati Sectiunea 9.2.
Configuratiile de grefa de tip stent acopera diametre aortice de la 19 mm péna la 32 mm sau de la 19 la 30 mm céand sunt utilizate cu
grefe paralele, si diametre iliace de la 8 pana la 25 mm. Lungimea totala recomandata a grefei de tip stent, impreuna cu dispozitivele
multiple asezate, trebuie sa acopere distanta de la artera renala inferioara pana imediat deasupra arterei iliace interne sau arterei
hipogastrice. In cazul utilizarii cu un stent acoperit expandabil pe balon, configuratia aortica poate fi pozitionata deasupra arterelor
renale, necesitand o lungime suplimentara a tratamentului. Consultati instructiunile de utilizare furnizate impreuna cu stentul acoperit
expandabil pe balon, pentru indicatii privind dimensionarea recomandata. Medicul trebuie sa aiba la dispozitie toate lungimile si
diametrele dispozitivelor grefei de tip stent necesare pentru finalizarea procedurii, mai ales atunci cand masuratorile de planificare
preoperatorie (diametre sau lungimi pentru tratament) nu sunt precise. Aceasta abordare permite o flexibilitate intraoperatorie mai
mare, care asigura obtinerea unor rezultate procedurale optime.

Medtronic poate oferi medicilor sfaturi privind stabilirea dimensiunilor corecte ale grefelor de tip stent in functie de evaluarea de catre
acestia a masuratorilor anatomice ale pacientilor. Riscurile si avantajele descrise anterior trebuie luate in considerare cu atentie in
cazul fiecarui pacient inainte de utilizarea sistemului de grefa de tip stent.

Factorii de selectare a pacientului care trebuie evaluati includ:

e varsta si speranta de viata ale pacientului
* comorbiditati (de exemplu, insuficienta cardiacd, pulmonara sau renala existenta inainte de interventia chirurgicald)
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e compatibilitate a morfologiei pacientului cu chirurgia endovasculara
e riscul ruperii anevrismului raportat la riscul tratamentului cu ajutorul sistemului de grefa de tip stent

Nota: Datorita naturii designului si a flexibilitatii sistemului de grefa de tip stent Endurant l/1ls, este posibil ca lungimea totala a fiecarei
grefe de tip stent sa fie mai scurta la asezare.

Atentie: Supradistensia si deteriorarea vasului sangvin sau plierea partiald in interior a grefei se pot datora supradimensionarii
excesive a grefei de tip stent in raport cu diametrul vasului sangvin.

Pentru procedurile EVAR infrarenale in care se utilizeaza sistemul Heli-FX EndoAnchor:
* Implantul EndoAnchor trebuie sa fie plasat numai in zone in care tesutul aortic este lipsit de placi calcificate sau trombusuri sau
in care asemenea leziuni sunt nesemnificative sau difuze si prezinta o grosime mai mica de 2 mm.

e Implantul EndoAnchor nu trebuie utilizat la pacientii predispusi la hemoragie sau cu hipersensibilitate sau alergie cunoscuta la
materialele din compozitia dispozitivului.

* Consultati instructiunile de utilizare a sistemului Heli-FX EndoAnchor pentru informatii suplimentare.
Nota: Experienta clinica din Registrul ANCHOR al Medtronic sustine utilizarea sistemului de grefa de tip stent Endurant Il/lls in
asociere cu sistemul Heli-FX EndoAnchor in tratarea anevrismelor aortice abdominale cu istm proximal scurt (=4 mm si <10 mm).

Pentru a evalua rezultatele subiectilor cu istm scurt din registru, lungimea istmului a fost definita de laboratorul central drept acea
lungime in dreptul careia diametrul aortic raméane in interval de 10% din diametrul infrarenal.

6 Informatii pentru consilierea pacientului

Medicul trebuie sa-i prezinte pacientului urmatoarele riscuri si avantaje pe care le prezinta acest dispozitiv endovascular si aceasta
procedura endovasculara:

e varsta si speranta de viata ale pacientului

 diferentele dintre chirurgia endovasculara si reparatia chirurgicala.

e riscurile si beneficiile corelate cu reparatia chirurgicala deschisa

* riscurile si beneficiile corelate cu procedura de reparatie endovasculara

e riscurile corelate cu tratamentul nechirurgical sau conduita terapeutica

* riscurile de rupere a anevrismului in comparatie cu reparatia endovasculara

* posibilitatea necesitatii efectuarii de proceduri chirurgicale endovasculare sau deschise ulterioare asupra anevrismului

e Siguranta si eficacitatea pe termen lung ale sistemului de grefa de tip stent Endurant Il/lls sau a sistemului de grefa de tip stent
Endurant Il/lls impreuna cu sistemul Heli-FX EndoAnchor nu au fost stabilite.

* necesitatea monitorizarii atente a pacientilor cu anumite observatii clinice (de exemplu, scurgeri interne, anevrisme expansive)
e simptomele de rupere a anevrismului

Medtronic recomanda medicilor sa comunice pacientilor, in scris, toate riscurile asociate cu tratamentul care utilizeaza sistemul de
grefa de tip stent Endurant II/lls. Detaliile privind riscurile care pot aparea la implantarea si dupa implantarea dispozitivului sunt
prezentate in sectiunea Evenimente adverse (Capitolul 4).

7 Mod de livrare
7.1 Mediu steril

Fiecare configuratie de grefa de tip stent (bifurcata, AUI, cu prelungire, cu extensie aortica si iliaca si cu tub abdominal) este inclusa
individual in sistemul de plasare. Sistemul de plasare este de unica folosinta si este sterilizat prin iradiere cu fascicul de electroni.

* A nu se refolosi si a nu se incerca resterilizarea.
* Daca dispozitivul este deteriorat sau integritatea barierei sterile a fost compromisa, nu utilizati produsul si contactati

reprezentanta Medtronic pentru informatii privind returnarea.
7.2 Continut

e Un sistem de grefa de tip stent Endurant Il/lls
e O foaie cu trimitere la brosura electronica a produsului

Pentru informatii privind furnizarea sistemului Heli-FX EndoAnchor, consultati instructiunile de utilizare furnizate impreuna cu
dispozitivul.
8 Eliminarea dispozitivului

Eliminati dispozitivul in conformitate cu legile, reglementarile si procedurile spitalicesti in vigoare, inclusiv cele privind pericolele
biologice, pericolele microbiene si substantele infectioase.
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9 Informatii de uz clinic
9.1 Cerinte privind instruirea medicilor
Toti medicii trebuie sa fie instruiti in utilizarea sistemului de grefa de tip stent Endurant Il/lls inainte de a-l utiliza.

Atentie: Sistemul de grefa de tip stent Endurant II/lls trebuie utilizat numai de catre medici si echipe medicale cu pregatire in tehnicile
de interventie vasculara si in utilizarea acestui dispozitiv.

in continuare sunt prezentate cunostintele si aptitudinile necesare medicilor care utilizeaz sistemul de grefa de tip stent
Endurant Il/lls:

e istoria naturala a anevrismelor aortice abdominale (AAA), a anevrismelor aortoiliace si a comorbiditatilor asociate cu chirurgia
AAA
 utilizarea stenturilor acoperite expandabile pe balon pentru tehnica grefarii paralele
e utilizarea implanturilor EndoAnchor pentru EVAR infrarenal cu ajutorul sistemului Heli-FX EndoAnchor
* Interpretarea imaginilor radiografice, fluoroscopice si angiografice
e utilizarea corespunzatoare a materialului de contrast radiografic;
e denudare arteriala, arteriotomie, reparatie chirurgicala sau abord percutanat si tehnici de inchidere
* tehnici neselective si selective pentru fire de ghidare si catetere
e embolizare
* angioplastie
e amplasarea stenturilor endovasculare;
e tehnici de captare
 tehnici de minimizare a expunerii la radiatii
* Selectarea si dimensionarea dispozitivelor
Atentie: Sistemul Heli-FX EndoAnchor trebuie utilizat numai de catre medici si echipe medicale cu pregatire in utilizarea acestui

dispozitiv. Pentru recomandari privind instruirea medicilor in ceea ce priveste sistemul Heli-FX EndoAnchor, consultati instructiunile
de utilizare furnizate impreuna cu dispozitivul.

9.2 Dimensionarea recomandata a dispozitivelor

Dimensiunile disponibile pentru sistemele de grefa de tip stent Endurant II/lls sunt prezentate incepand cu Tabelul 2 si terminand cu
Tabelul 7. Pentru intrebari privind dimensionarea Endurant Il/lls, consultati informatiile de contact de pe spatele acestor instructiuni
de utilizare. Pentru indicatii privind dimensionarea stentului acoperit expandabil pe balon, consultati instructiunile de utilizare furnizate
impreuna cu dispozitivul.

Tabelul 2. Diagrama dimensionald — Configuratie bifurcatd Endurant ||

Diametru interior al vasului (mm)
DE (Fr) Diqmetru proximal x Lungime acoperita |EVAR (rep_aratie en.do- . »
distal (mm x mm) (mm) vasculara a anevris- | Tehnica grefarii para-
mului) infrarenal lele
36x20 145, 166 29-32 27-30
2 ol
X
39%16 26-28 24-26
28x20
28x16 23-25 21-23
28x13 124,145, 166
18 25x16 21-22 19-20
25x13
23x16 19-20 -
23x13
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Tabelul 3. Diagrama dimensionala — Configuratie bifurcatd Endurant lls

Diametru interior al vasului (mm)
DE (Fr) Diametru proximal x Lungime acoperita | EVAR (reparatie endo-
distal (mm x mm) (mm) vasculara a anevris- | Tehnica grefarii para-
mului) infrarenal lele
20 36x14 29-32 27-30
32x14 26-28 24-26
28x14 103 23-25 21-23
18 25x14 21-22 19-20
23x14 19-20 -

Tabelul 4. Diagrama dimensionala — Configuratie

cu prelungire

Diame_tru Diametru proximal x distal Lungime de acoperire ) ) ) )
ex(t:::;or (mm x mm) (mm) Diametru interior al vasului (mm)
16x28 23-25
16x24 82,93, 124, 146, 156, 199 19-22
16x20 15-18
16 16x16 12-14
16x13 146, 156, 199 10-11
16x10 8-9
16x16 12-14
14 16x13 82,93, 124 10-11
16x10 8-9

Tabelul 5. Diagrama dimensionala — Configuratie cu extensie iliaca

Di . Diametru proximal x distal Lungime de acoperire Diametru interior al vasului
iametru exterior (Fr) (mm x mm) (mm) (mm)
18 28x28 23-25
16 24x24 19-22
20x20 82 15-18
14 13x13 10-11
10x10 8-9

Tabelul 6. Diagrama dimensionala — Configuratie cu extensie aortica si de tub abdominal

Diametru proximal x

Lungime acoperita

Diametru interior al vasului (mm)

EVAR (reparatie endo-

DE (Fr) distal (mm x mm) (mm) vasculara a anevris- | Tehnica grefarii para-
mului) infrarenal lele
20 36x36 29-32 -
32x32 26-28 -
28x28 49,70 23-25 -
18 25x25 21-22 -
23x23 19-20 -

Tabelul 7. Diagrama dimensionala — Configuratie aortouniiliaca (AUI)

Diametru proximal x

Lungime acoperita

Diametru interior al vasului (mm)

EVAR (reparatie endo-

DE (Fr) distal (mm x mm) (mm) vasculara a anevris- | Tehnica grefarii para-
mului) infrarenal lele
20 36x14 29-32 27-30
32x14 26-28 24-26
28x14 102 23-25 21-23
18 25x14 21-22 19-20
23x14 19-20 _
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9.3 Inspectarea dispozitivului

Inspectati dispozitivul Endurant II/lls si ambalajul pentru a verifica daca exista deteriorari sau defecte. Daca s-a depasit data de
expirare, dispozitivul este deteriorat sau bariera sterila a fost compromisa, nu utilizati dispozitivul si contactati o reprezentanta
Medtronic pentru informatii despre returnarea sau inlocuirea dispozitivului.

9.4 Materiale necesare (care nu sunt incluse in ambalajul sistemului de grefa de tip stent)
in momentul interventiei chirurgicale trebuie s& aveti la dispozitie:

* Sisteme de grefa de tip stent Endurant Il/lls suplimentare (componente bifurcate, de prelungire controlaterala, de extensie
aortica, de tub abdominal si de extensie iliaca) de diverse lungimi si diametre pentru a adapta implantul la anatomia fiecarui
pacient in parte.

» Stenturi acoperite expandabile pe balon, de diverse lungimi si diametre (numai pentru tehnica grefarii paralele)
e Pentru procedurile EVAR infrarenale, sisteme Heli-FX EndoAnchor suplimentare si teci de introducere compatibile.

* Fluoroscop cu capabilitati angiografice digitale (brat in forma de C sau unitate fixa). Imagistica fluoroscopica si posibilitatea de
inregistrare si de reapelare a tuturor imaginilor

e Fire de ghidare variate cu lungimi adecvate. Pe 1anga firele de ghidare utilizate pentru accesarea vasului, trebuie utilizate inclusiv
fire de ghidare cu diametrul de 0,035 in (0,89 mm) sau echivalente cu acestea pentru a sustine in totalitate sistemul de plasare
Endurant Il/lls in vasculatura aortica.

e Solutie salina heparinizata

9.5 Materiale recomandate (care nu sunt incluse in ambalajul sistemului de grefa de tip stent)
n momentul interventiei chirurgicale trebuie s& aveti la dispozitie:
e Un intubator de dimensiuni corespunzatoare pentru a asigura un tub adecvat pentru utilizarea sistemului de plasare Endurant
1/s.

 Intubatoare sterile pentru introducere in arterele femurale in timpul stabilirii traseelor sau al procedurilor de imagistica
suplimentare pentru diagnosticare

¢ Injector angiografic pentru studii angiografice cu substante de contrast

* Rigla radioopaca marcata in centimetri

» Catetere cu balon flexibile pentru extinderea grefei de tip stent dupa implantare

¢ Diferite catetere de diagnostic

* Diverse catetere balon pentru eventuala dilatare a vaselor sangvine Tnainte de introducerea sistemului de plasare Endurant ll/lls
e Substanta de contrast radioopaca

e Lubrifiant siliconic steril sau ulei mineral steril

* Dispozitive de captare pentru interventii

e Bobine endovasculare, busoane de obturare vasculara si dispozitive de ocluzie vasculara (de exemplu, sistemul de obturare
Talent — consultati Sectiunea 1.1.8 si Sectiunea 10.2.16)

9.6 Informatii privind siguranta IRM

Testele nemedicale au demonstrat ca grefa de tip stent Endurant Il/lls are compatibilitate RM conditionata. Un pacient cu un astfel de
dispozitiv poate fi scanat in siguranta cu un sistem RM care indeplineste urmatoarele conditii:

e Camp magnetic static de numai 1,5sau 3,0 T
e Gradient spatial maxim al campului magnetic de cel mult 2500 gauss/cm

* Ratade absorbtie specifica (SAR) medie maxima raportata de sistemul RM pentru intregul corp de 4 W/kg (Mod controlat de prim
nivel)

in conditiile de scanare definite mai sus, grefa de tip stent Endurant Il/lls este de asteptat sa produca:

e o crestere maxima de temperatura de 1,00°C dupa 15 minute de scanare continua cu un scaner de 1,5 tesla
e o crestere maxima de temperatura de 3,27°C dupa 15 minute de scanare continud cu un scaner de 3,0 tesla

Artefactele de imagine se intind pe o distanta cuprinsa intre 5 mm si 8 mm fata de dispozitiv, atat in interiorul, cat si in exteriorul
lumenului dispozitivului, daca scanarea se efectueaza in teste non-clinice in cadrul carora se utilizeaza secventa: ecou de spin si,
respectiv, ecou de gradient, intr-un sistem RM TrioTiM Siemens de 3,0 T (software VB 13) cu bobina pentru intregul corp.

Daca sunt prezente mai multe dispozitive, trebuie sa se respecte cele mai restrictive cerinte privind expunerea IRM. Daca aveti
nelamuriri, contactati producatorii respectivelor dispozitive.
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10 Instructiuni privind implantarea
10.1 Abordul vascular si pregatirea dispozitivului

Dimensionarea corecta a aortei si a vaselor iliace trebuie stabilitd inainte de implantarea configuratiilor de grefa de tip stent aortica
siiliaca, utilizand tomografia computerizata (CT) cu contrast imbunatatit, precum si angiograme ale arterelor iliace si ale aortei.
Imagistica 3D poate fi, de asemenea, utila. Consultati Sectiunea 9.2. Aceste imagini trebuie sa fie disponibile in vederea examinarii
in timpul procedurii. De asemenea, trebuie sa fie disponibile instrumente si alte materiale chirurgicale necesare abordului arterial.

Pentru a reduce riscul de tromboembolie, se recomanda heparinizarea pacientului pe toata durata de desfasurare a procedurii.

Atentie: Nu retrageti invelisul de grefa al sistemului de plasare decat dupa ce sistemul este amplasat cu precizie in reteaua vasculara
si este pregatit pentru asezare.

Atentie: Nu naintati si nu retrageti niciodata echipamentul in/din reteaua vasculara fara a utiliza fluoroscopia.

10.1.1 Abordul vascular

Dupa procedura aseptica, efectuati abordul vascular in zona arterelor femurale.

Amplasati un fir de ghidare in artera femurald ipsilaterala si naintati-l deasupra arterelor renale.

Dinspre artera femurala din partea controlateralda, amplasati un al doilea fir de ghidare inspre aorta abdominala.
Pe acest fir de ghidare, amplasati un cateter angiografic deasupra arterelor renale.

5. Faceti o0 angiograma.

E

Nota: Este posibil sa fie necesara efectuarea unei incizii suplimentare pentru abordul arterei iliace comune.

10.1.2 Canularea renala cu abord axilar sau brahial (numai pentru tehnica grefarii paralele)

Dupa procedura aseptica, efectuati abordul vascular in zona arterei axilare sau brahiale stangi.
Canulati artera renala sau arterele renale vizate prin tehnica de interventie standard.
Utilizand tehnica standard, faceti schimbul cu un fir de rigiditate adecvata, cu varf curbat atraumatic.

in urma canularii arterei sau arterelor renale, avansati o teaca de introducere de dimensiune corespunzatoare in interiorul arterei
renale, pentru a mentine accesul.

5. Pregatiti sistemul de plasare a stentului acoperit expandabil pe balon, conform instructiunilor pentru utilizarea dispozitivului.
6. Avansati stentul sau stenturile acoperite expandabile pe balon in artera renala sau arterele renale vizate.

R

Nota: Monitorizati anticoagularea pe durata procedurilor, utilizand timpul de coagulare activata sau o metoda echivalenta, in special
in cazul plasarii unor grefe cu mai multe tuburi (,multiple chimney”) sau in cazul unei operatii cu durata prelungita.

Nota: Utilizati angiografia renala superselectiva pentru a verifica canularea si a exclude eventualele leziuni ale arterei renale.
Nota: Un balon modelator poate fi util in stabilizarea cateterelor si tecilor in timpul procesului de canulare.

Atentie: Abordul brahial sau axial dinspre partea dreapta este asociat cu o frecventa mai mare a evenimentelor cerebrale.
Atentie: Depozitele de calciu si trombusurile pot interfera cu canularea arterei sau arterelor renale.
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Figura 4. Canularea renala (numai pentru tehnica grefarii paralele)
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10.1.3 Pregatirea dispozitivului
1. Vizualizati sistemul de plasare cu ajutorul fluoroscopiei pentru a vedea marcajele radioopace de pe grefa de tip stent. Marcajele
radioopace indica pozitia marginilor proximala si distala ale materialului grefei.

2. Rotiti Tnvelisul de grefa pentru a alinia marcajul radioopac de poarta de pe piciorul scurt al configuratiei cu bifurcatie cu artera
iliaca controlaterala a pacientului.

3. Clatiti lumenul firului de ghidare cu ser fiziologic heparinizat.

4. Tnainte de introducerea in vasul sangvin, activati stratul hidrofil stergand suprafata invelisului de gref& cu o compresa sterild
saturata n solutia salina pana cand invelisul de grefa este alunecos la atingere.

10.2 Procedura de plasare

Medtronic recomanda utilizarea unui dispozitiv de introducere de calibru corespunzator pentru efectuarea testelor diagnostice.
Pentru introducerea sistemului de plasare sau asezarea grefei de tip stent nu este nevoie de teaca. Pentru procedurile EVAR
infrarenale Tn care se utilizeaza sistemul Heli-FX EndoAnchor, diametrul si morfologia vasului de acces trebuie sa fie compatibile
pentru utilizare cu dispozitivul si trebuie sa se potriveasca cu o teaca de introducere de 16 Fr. Decizia de efectuare a procedurii EVAR
infrarenale in care se utilizeaza sistemul Heli-FX EndoAnchor apartine medicului care realizeaza implantul. Medtronic recomanda ca
plasarea implanturilor EndoAnchor sa se realizeze dupa amplasarea endogrefei aortice si dupa finalizarea operatiunii de remodelare
cu balonul a zonei infrarenale de etansare a sistemului cu grefa de tip stent. Consultati Sectiunea 10.2.18.

Atentie: Nu scoateti firul de ghidare cét timp sistemul de plasare este in corpul pacientului.
Avertisment: Pentru a preveni problemele trombotice, se recomanda administrarea unui al doilea bolus de heparina IV nainte de
introducerea dispozitivului.
10.2.1 Introducerea configuratiei cu bifurcatie
Avertisment: Nu avansati sistemul de plasare fara utilizarea unui fir de ghidare.
1. Introduceti incet sistemul de plasare.
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2. Avansati pe firul de ghidare astfel incat stenturile proximale si marcajele radioopace sa poata fi vizualizate in istmul aortic
proximal vizat (Figura 5).

3. Injectati substanta de contrast printr-un cateter angiografic (Pigtail) in aorta abdominala si marcati pozitia locatiei de destinatie
fie pe ecranul echipamentului de imagistica, fie pe corpul pacientului.

4. Reglati pozitia configuratiei cu bifurcatie astfel incat marginea superioara a materialului textil al grefei sa fie dedesubtul vasului
visceral netratat din partea cea mai de jos.

Nota: Marginea materialului textil al grefei este la 0,5 mm — 1,0 mm deasupra marginii superioare a marcajelor radioopace proximale.

Nota: Daca marginea superioara a materialului textil al grefei urmeaza sa fie amplasata foarte aproape de un vas visceral netratat,
se poate injecta substanta de contrast pentru identificarea locatiei vasului visceral netratat aflat in partea cea mai de jos si verificarea
pozitiei Tnainte de asezarea definitiva a dispozitivului.

Nota: Pentru tehnica grefarii paralele, monitorizati cu atentie pozitia grefei de tip stent in timpul remodelarii cu balonul, deoarece se
poate produce migrarea proximala a grefei de tip stent.

Atentie: Dupa identificarea pozitiei proximale, nu miscati pacientul sau echipamentul de imagistica, deoarece se poate compromite
precizia plasarii grefei de tip stent.

Atentie: Cateterul angiografic poate fi scos inainte de asezare. Totusi, in cazul in care cateterul angiografic nu este scos pana la
asezarea definitiva, asigurati-va ca varful este indreptat (ca la cateterul Pigtail) cu ajutorul unuifir de ghidare Thainte de scoatere, astfel
incat grefa de tip stent sa nu fie traséa in jos.

Atentie: Atunci cand aliniati pozitia grefei de tip stent, asigurati-va ca fluoroscopul este pozitionat perpendicular pe linia mediana a
aortei infrarenale pentru a se evita efectul de paralaxa sau alte surse de erori de vizualizare. Este posibil sa fie necesar sa pozitionati
tubulintensificatorului de imagine (I-) in anumite pozitii faté de axul craniocaudal, mai ales daca exista o angulatie anterioara a gatului
anevrismal.

Figura 5. Introduceti sistemul de plasare aortic
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1 EVAR (reparatie endovasculara a anevrismului) infrarenal
2 Tehnica grefarii paralele

10.2.2 Confirmati pozitia

1. Asigurati-va ca portiunea distala a piciorului controlateral se afla deasupra bifurcatiei aortice si in interiorul sacului anevrismal,
si nu n interiorul vasului iliac.

941 Romana



2. Rotiti manerul pana cand marcajul radioopac de pe stentul distal al piciorului controlateral este aliniat cu artera iliaca
controlaterala.

Nota: Atunci cand incercati sa rotiti sistemul, daca varful nu se roteste odata cu méanerul, trageti inapoi sistemul si repozitionati-l pana
la obtinerea pozitiei dorite.

10.2.3 Asezati capatul proximal al configuratiei cu bifurcatie

1. Tinand cu o mana ménerul frontal, mentineti nemiscat sistemul de plasare.

2. Cu cealaltd mana retrageti incet invelisul de grefa rotind glisorul extern in sens invers acelor de ceasornic (in directia sagetii de
pe glisor) pana cand stentul suprarenal comprimat este expus si 2 — 3 dintre stenturile de corp Endurant Il sau Endurant sunt
asezate complet (Figura 6).

3. Utilizati angiografia pentru a verifica pozitia configuratiei cu bifurcatie in raport cu vasul visceral netratat aflat in partea cea mai
de jos.

4. Daca este necesar, impingeti usor intregul sistem de plasare ih sens proximal sau trageti in sens distal pAna cand capatul
proximal al materialului grefei este distal in raport cu vasul visceral netratat aflat in partea cea mai de jos.

Nota: in cazul improbabil al unei defectari a sistemului de plasare care are drept rezultat asezarea partiald a grefei de tip stent datorit4
desprinderii invelisului de grefa, este posibil ca tehnica de ,dezasamblare a manerului” sa permita asezarea cu succes a grefei de tip
stent. Consultati Capitolul 11.

Atentie: Nu rotiti invelisul de grefa in timpul asezarii, deoarece acest lucru poate cauza rasucirea dispozitivului in timpul asezarii.
Atentie: Daca invelisul de grefa este retras accidental, grefa de tip stent se va aseza prematur, eventual intr-o pozitie incorecta.
Avertisment: Alinierea incorecta a marcajelor radioopace poate cauza asezarea necorespunzatoare a grefei de tip stent.

Figura 6. Asezati capatul proximal al configuratiei cu bifurcatie
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1 EVAR (reparatie endovasculara a anevrismului) infrarenal
2 Tehnica grefarii paralele

10.2.4 Asezati piciorul controlateral al configuratiei cu bifurcatie

Continuati sa tineti nemiscat manerul frontal al sistemului de plasare si rotiti manerul glisorului in sens invers acelor de ceasornic,
oprindu-va imediat ce piciorul controlateral este eliberat din invelisul de grefa sau din teaca de plasare (Figura 7).
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Figura 7. Amplasarea piciorului controlateral
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1 EVAR (reparatie endovasculara a anevrismului) infrarenal
2 Tehnica grefarii paralele

10.2.5 Eliberarea capatului proximal al stentului suprarenal

1. Utilizati angiografia pentru a verifica pozitia configuratiei cu bifurcatie in raport cu vasul visceral netratat aflat in partea cea mai
de jos.

2. Apucéand cu o mana ménerul frontal, continuati sa mentineti stabil sistemul de plasare.

3. Cu cealaltd mana rotiti in sensul acelor de ceasornic rotita posterioara, deplasand inainte varful conic pentru a elibera capatul
proximal al stentului suprarenal (Figura 8).

4. Observati eliberarea stentului suprarenal cu ajutorul fluoroscopiei si continuati actionarea rotitei posterioare pana cand se
desprinde complet de axul sistemului de plasare.

Nota: in situatia improbabila in care capétul proximal al stentului suprarenal nu poate fi eliberat, consultati Capitolul 11.

Atentie: in cazul improbabil al separérii rotitei posterioare in timpul rotirii, scoateti rotita. Avansati manual zimtii expusi pe mecanismul
de Tnsurubare pana cand sunt eliberate de pe ax toate stenturile suprarenale. Consultati Capitolul 11.
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Figura 8. Eliberati capatul proximal al stentului suprarenal
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1 EVAR (reparatie endovasculara a anevrismului) infrarenal
2 Tehnica grefarii paralele

10.2.6 Asezati capatul distal al configuratiei cu bifurcatie

Continuati sa rotiti glisorul extern in sens invers acelor de ceasornic sau, mentinand nemiscat méanerul frontal al sistemului de plasare,
folositi degetul mare pentru a trage declansatorul de pe glisorul extern si pentru a il retrage pana cand grefa este asezata complet.

Nota: Retrageti invelisul de grefa dincolo de varful flexibil al opritorului de stent (aproximativ 10 mm) pentru a va asigura cad marginea
invelisului de grefa nu afecteaza pozitia grefei in timpul avansarii cateterului in vederea recapturarii varfului.

Atentie: Daca utilizati declansatorul pentru a aseza rapid grefa de tip stent, sistemul de plasare trebuie sa rdméana nemiscat. Nu rotiti

sistemul de plasare in timpul asezarii grefei de tip stent.
= —

7

Figura 9. Asezati capatul distal al configuratiei cu bifurcatie

1 Configuratie bifurcata Endurant Il
2 Configuratie bifurcata Endurant lls
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10.2.7 Recapturarea axului in varful conic

Nota: Pentru configuratia bifurcata Endurant lIs, 1asati pe loc sistemul de plasare in timp ce asezati grefa de tip stent cu prelungire in
piciorul controlateral.
1. Apucénd cu o mana manerul frontal, continuati s& mentineti stabil sistemul de plasare.

2. Confirmati separarea completa a axului de stentul suprarenal; daca separarea nu este completa, rasuciti usor sistemul de
plasare.

3. Rotiti usor intregul sistem de plasare in timp ce il impingeti proximal aproximativ 3 cm, astfel incéat véarful conic si axul sa se
separe complet de stentul suprarenal.

4. Cu cealalta mana rotiti in sens invers acelor de ceasornic rotita posterioara pentru a recaptura axul in varful conic (Figura 10).
Observati recapturarea axului in mansonul varfului conic cu ajutorul fluoroscopiei.

6. Continuati actionarea rotitei posterioare in sens invers acelor de ceasornic pana cand axul este recapturat complet iar rotita
posterioara ajunge in partea inferioara (Figura 10).

Nota: Atunci cand impingeti inainte sistemul de plasare, aveti grija sa nu deplasati capatul distal al prelungirii ipsilaterale.
Nota: Asigurati-va ca stentul suprarenal este decuplat complet de ax inainte de a impinge Tnainte sistemul de plasare.

Nota: Daca axul se prinde de stentul suprarenal in timpul inaintarii, actionati complet rotita posterioara in sensul acelor de
ceasornic. Miscand usor inainte siTnapoi sistemul de plasare, rotiti-l paAna cand axul aluneca dincolo de stentul suprarenal. Apoi
continuati procesul de retragere.

Atentie: Opriti actionarea rotitei posterioare atunci cand atingeti partea inferioara a mecanismului de Tnsurubare posterior.

Avertisment: Avansarea necorespunzatoare a sistemului de plasare pentru recapturarea axului poate cauza prinderea unui
apex suprarenal in mansonul varfului conic. Acest lucru are drept consecinta modificarea zonei de asezare proximale in timpul
retragerii sistemului de plasare.

o

Figura 10. Recapturati axul in véarful conic

10.2.8 Scoateti sistemul de plasare (doar pentru configuratia bifurcata Endurant Il)

1. Continuati sa tineti nemiscat sistemul de plasare cu 0 mana pe manerul frontal si cu cealalta pe glisorul extern.
2. Rasuciti si retrageti usor sistemul de plasare pana cand axul se retrage in portiunea de material textil a grefei de tip stent.
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3.
4.

5.

6.

Trageti declansatorul glisorului extern si tineti-l nemiscat in timp ce aduceti méanerul frontal in dreptul glisorului (Figura 11).

Utilizati in permanenta fluoroscopia si urmariti partea superioara a grefei de tip stent in timp ce trageti usor varful conic in
invelisul de grefa al sistemului de plasare.

Scoateti cu grija sistemul de plasare. Utilizati fluoroscopia pentru a va asigura ca grefa de tip stent bifurcata nu se deplaseaza
in timpul retragerii.

Nota: Mentineti abordul vascular si plasarea firului pana la pozitionarea tuturor configuratiilor de grefa de tip stent.
Pentru procedurile din tehnica grefarii paralele, asezati stentul acoperit expandabil pe balon. Vezi Sectiunea 10.2.9.

Figura 11. Scoaterea sistemului de plasare

10.2.9 Asezarea stentului acoperit expandabil pe balon (numai pentru tehnica grefarii paralele)

1.

2.

Retrageti partial sistemul de plasare principal (numai pentru Endurant lls) pana cand axul este distal fata de marginea textila
proximala a grefei de tip stent Endurant lls.

Verificati ca dimensiunea stentului acoperit expandabil pe balon sa fie corecta, astfel incat odata asezat stentul, marginea
proximala sa fie la mijlocul distantei dintre marginea proximala a grefei aortice bifurcate si pinii de ancorare suprarenali, si sa
existe o lungime de sigilare distala suficienta in interiorul arterei renale.

Imediat inainte de asezarea stentului acoperit expandabil pe balon, retrageti teaca de introducere.

Nota: Pentru a finaliza asezarea sau a elibera stentul acoperit expandabil pe balon, varful distal al tecii de introducere trebuie
sa fie pozitionat dedesubtul pinilor de ancorare suprarenali.

Atentie: Daca teaca de introducere este retrasa pana la nivelul pinilor de ancorare suprarenali sau depaseste nivelul acestor
pini, este posibila ruptura cateterului stentului acoperit expandabil pe balon.

Asezati grefa de tip stent paralela in conformitate cu instructiunile de utilizare ale stentului acoperit expandabil pe balon
(Figura 12).

Nota: Dupa ce asezati stentul acoperit expandabil pe balon, puteti insera teaca de introducere in stentul balon-expandabil acoperit,
pentru a mentine accesul.
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Figura 12. Asezati stentul sau stenturile acoperite expandabile pe balon (numai pentru tehnica grefarii paralele)

|

10.2.10 Asezati grefa de tip stent cu prelungire in ramura controlaterala

1.
2.

3.

Pregatiti sistemul de grefa de tip stent iliaca conform descrierii din Sectiunea 10.1.3.

Pe partea controlaterala a pacientului, introduceti un fir de ghidare prin piciorul controlateral si prin gatul aortic ale configuratiei
cu bifurcatie plasate anterior.

Plasati sistemul de plasare pe firul de ghidare si in piciorul controlateral al grefei de tip stent bifurcate.

Introduceti grefa de tip stent cu prelungire in piciorul controlateral al grefei de tip stent bifurcate. Marcajul radioopac proximal al
prelungirii trebuie sa fie aliniat cu marcajul radioopac din dreptul bifurcatiei grefei de tip stent (Figura 13).
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Figura 13. Introduceti sistemul de plasare iliaca
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1 Configuratie bifurcata Endurant Il (EVAR infrarenal)
2 Configuratie bifurcata Endurant lls (tehnica grefarii paralele)

Asigurati-va ca exista o suprapunere de 3 stenturi (Figura 14).

Tin&nd cu 0 mana manerul frontal, mentineti nemiscat sistemul de plasare.

Cu cealalta méana retrageti incet invelisul de grefa rotind glisorul in sens invers acelor de ceasornic.

In momentul dorit, trageti declansatorul de pe glisor si trageti complet glisorul extern complet pentru a finaliza asezarea
configuratiei cu prelungire.

9. Scoateti sistemul de plasare.

© N o>

Nota: In cazul improbabil al unei defectari a sistemului de plasare care are drept rezultat asezarea partiald a grefei de tip stent, este
posibil ca tehnica de ,dezasamblare a méanerului” sa permita asezarea cu succes a grefei de tip stent. Consultati Capitolul 11.

Atentie: Nu rasuciti sistemul de plasare iliaca in timp ce acesta este in corpul pacientului.
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Figura 14. Asezati configuratia de prelungire
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1 Configuratie bifurcatd Endurant Il
2 Configuratie bifurcata Endurant lls

®)

==

\/545

[\

10.2.11 Scoateti sistemul de plasare (doar pentru configuratia bifurcata Endurant lls)

1. Continuati sa tineti nemiscat sistemul de plasare cu o mana pe méanerul frontal si cu cealalta pe glisorul extern.

2. Rasuciti si retrageti usor sistemul de plasare pana cand axul se retrage in portiunea de material textil a grefei de tip stent.

3. Trageti declansatorul glisorului extern si tineti-l nemiscat in timp ce aduceti manerul frontal in dreptul glisorului (Figura 15).

4. Utilizati In permanenta fluoroscopia si urmariti partea superioara a grefei de tip stent bifurcate in timp ce trageti usor varful conic

in invelisul de grefa al sistemului de plasare.

5. Scoateti cu grija sistemul de plasare. Utilizati fluoroscopia pentru a va asigura ca grefa de tip stent bifurcata nu se deplaseaza

in timpul retragerii.

Nota: Mentineti abordul vascular si plasarea firului pana la pozitionarea tuturor configuratiilor de grefa de tip stent.

949

Roména



Figura 15. Scoateti sistemul de plasare

10.2.12 Asezati grefa de tip stent cu prelungire in ramura ipsilaterala (numai la configuratia bifurcata Endurant lIs)

1. Pregatiti sistemul de grefa de tip stent iliaca conform descrierii din Sectiunea 10.1.3.

2. Pe partea ipsilaterala a pacientului, urmariti sistemul de plasare de-a lungul firului de ghidare si in ramura ipsilaterala a
configuratiei bifurcate plasate anterior. Grefa de tip stent cu prelungire are 2 marcaje pe marginea proximald, 2 marcaje pe
marginea distala si 1 marcaj de suprapunere la aproximativ 25 mm distal fatd de marcajele proximale.

3. Pozitionati dispozitivul. Criteriile de suprapunere pentru grefa de tip stent cu prelungire si ramura ipsilaterala a grefei de tip stent
bifurcate depind de selectarea ramurii. Consultati Tabelul 8 pentru suprapunerea recomandata a dispozitivului.

Tabelul 8. Suprapunerea recomandata a dispozitivului — grefa de tip stent cu prelungire si ramura ipsilaterala a grefei de tip stent
bifurcate Endurant lis

Diametru proximal Diametru distal Lungime Suprapunere Referinta asezare
10 82
93
82
13
93
82 . .
16 20 93 Doar 3 stenturi Consultati pasul a
82
24
93
82
28
93
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Tabelul 8. Suprapunerea recomandata a dispozitivului — grefa de tip stent cu prelungire si ramura ipsilaterala a grefei de tip stent
bifurcate Endurant lIs (continuare)

Diametru proximal

Diametru distal

Lungime

Suprapunere

Referinta agezare

16

10

124

146

156

199

13

124

146

156

199

16

82

93

124

146

156

199

20

124

146

156

199

24

124

146

156

199

28

124

146

156

199

intre 3 si 5 stenturi

Consultati pasul b

a. Suprapunere de 3 stenturi: aliniati marcajul de suprapunere de pe grefa de tip stent cu prelungire cu cele 2 marcaje de pe
capatul distal al ramurii ipsilaterale a grefei de tip stent bifurcate Endurant lls (Figura 16).
Avertisment: Pentru criteriile de suprapunere pentru grefa de tip stent cu prelungire doar cu ramura ipsilaterala Endurant
lIs, consultati Tabelul 8. Dupa cum se precizeaza in Tabelul 8, nu suprapuneti mai mult de 3 stenturi pentru configuratiile
grefei de tip stent cu prelungire care au un criteriu de suprapunere de numai 3 stenturi.
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Figura 16. Introduceti sistemul de plasare iliaca — suprapunere de 3 stenturi
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b. Suprapunere de 3 pana la 5 stenturi: pentru grefele de tip stent cu prelungire care pot avea o suprapunere de 3 pana la
5 stenturi, se poate realiza suprapunerea minima de 3 stenturi urmand instructiunile de la pasul a (Figura 16) sau
suprapunerea maxima de 5 stenturi prin alinierea marcajelor de pe marginea proximala de pe grefa de tip stent cu
prelungire cu marcajul de bifurcare de pe grefa de tip stent bifurcata Endurant lls (Figura 17).
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Figura 17. Introduceti sistemul de plasare iliaca — suprapunere de 5 stenturi
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4. Tindnd cu o mana méanerul frontal, mentineti nemiscat sistemul de plasare.
5. Cu cealalta méana retrageti incet invelisul de grefa rotind glisorul extern in sens invers acelor de ceasornic.

6. In momentul dorit, trageti declansatorul de pe glisor si trageti complet glisorul extern complet pentru a finaliza asezarea
configuratiei cu prelungire.

7. Scoateti sistemul de plasare (Sectiunea 10.2.11).

Nota: in cazul improbabil al unei defectari a sistemului de plasare care are drept rezultat asezarea partial a grefei de tip stent, este
posibil ca tehnica de ,dezasamblare a ménerului” sa permita asezarea cu succes a grefei de tip stent. Consultati Capitolul 11.

Atentie: Nu rasuciti sistemul de plasare iliaca in timp ce acesta este in corpul pacientului.

10.2.13 Configuratii de grefa de tip stent cu extensie iliaca sau aortica

1. Daca este necesara o configuratie de grefa de tip stent cu extensie aortica pentru o procedurd EVAR infrarenald, asigurati-va
ca exista o suprapunere de cel putin 3 stenturi intre grefa de tip stent cu extensie aortica si grefa de tip stent bifurcata.
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2. Urmati procedura de asezare a grefei de tip stent bifurcate; singura exceptie o reprezinta rotirea manerului pentru deschiderea
completa a componentei de extensie inainte de eliberarea capatului proximal al stentului suprarenal al configuratiei aortice.

3. Daca este necesara o configuratie de grefa de tip stent cu extensie iliaca pentru o procedura EVAR infrarenala sau o procedura
de grefare paraleld, asigurati-va ca exista o suprapunere de cel putin 3 stenturi intre extensia aortica si configuratia cu care este
cuplata. Acestlucru se realizeaza prin alinierea marcajului de suprapunere al prelungirii cu marcajul cel mai distal al configuratiei
cu care este cuplata extensia.

4. Urmati procedura de asezare a configuratiei de grefa de tip stent cu prelungire (Sectiunea 10.2.10).

10.2.14 Configuratie de grefa de tip stent cu tub abdominal

Daca este necesara o configuratie de grefa de tip stent cu tub abdominal, urmati procedura de asezare a grefei de tip stent bifurcate,
cu urmatoarea exceptie: rotiti manerul pentru a deschide complet grefei de tip stent cu tub abdominal inainte de a elibera capatul
proximal al stentului suprarenal.

10.2.15 Configuratia de grefa de tip stent AUI

Urmati procedura de asezare a grefei de tip stent bifurcate; singura exceptie o reprezinta rotirea manerului pentru deschiderea
completa a portiunii cu invelis a grefei de tip stent AUl inainte de a elibera capatul proximal al stentului suprarenal al grefei de tip stent
AUI. Urmati procedura descrisa de la Sectiunea 10.2.7 la Sectiunea 10.2.8 pentru a scoate sistemul de plasare.

In cazul in care este necesara o configuratie de grefa de tip stent distala suplimentara, utilizati grefa de tip stent cu prelungire ca
extensie distala AUI. Plasati sistemul de plasare pe firul de ghidare existent si urmati procedura de asezare a grefei de tip stent cu
prelungire descrisa in Sectiunea 10.2.10. Pentru a asigura o cuplare corespunzatoare intre cele 2 grefe de tip stent, aliniati marcajul
radioopac de suprapunere al prelungirii cu marcajele radioopace distale ale grefei de tip stent AUl pentru a asigura o suprapunere de
3 stenturi.

Poate fi utilizat un obturator pentru a bloca fluxul sangvin in artera iliaca controlaterald. Consultati Sectiunea 10.2.16 si Instructiunile
de utilizare a sistemului de obturare endoluminal Talent.

10.2.16 Asezarea obturatorului

Sistemul de obturare Talent (ambalat separat) este destinat utilizarii impreuna cu sistemul de grefa de tip stent Endurant Il/lls, si de
obicei se utilizeaza impreuna cu componenta grefei de tip stent AUI. Sistemul de obturare Talent este inchis la ambele capete pentru
a opri fluxul sangvin retrograd in sacul anevrismal.

Pentru detalii privind utilizarea si implantarea sistemului de obturare Talent, consultati sectiunile corespunzatoare ale Instructiunilor
de utilizare a sistemului de obturare endoluminal Talent.

10.2.17 Uniformizarea materialului textil al grefei de tip stent si modelarea grefei de tip stent

Cateterul cu balon Reliant pentru grefe de tip stent (ambalat separat) poate fi utilizat ca ajutor in implantarea grefelor de tip stent prin
modelarea portiunii acoperite a grefei de tip stent si pentru eliminarea incretiturilor si a pliurilor materialului textil al grefei. Utilizati
cateterul cu balon pentru a modela zonele de etansare proximala si distald, precum si zonele de conectare (sau de imbinare) prin
suprapunere dintre componentele grefei de tip stent. Extinderea suboptima a componentelor de grefa de tip stent cu extensie
automata poate fi imbunatatita prin utilizarea cateterului cu balon. Pentru instructiuni specifice, consultati instructiunile de utilizare
livrate impreuna cu cateterul cu balon Reliant pentru grefe de tip stent.

Nota: Cateterul cu balon Reliant pentru grefe de tip stent este recomandat pentru utilizare impreuna cu sistemul de grefa de tip stent
Endurant Il/lls. Nu exista date disponibile privind utilizarea altor catetere cu balon pentru remodelarea grefelor de tip stent.

Nota: Utilizati o tehnica de angioplastie cu doua baloane concomitent (,kissing balloon”) pentru a remodela capétul proximal al grefei
de tip stent Endurant Il sau Endurant lIs bifurcate sau AUI (numai tehnica de grefare paraleld). Inainte de remodelarea cu balonul
Reliant pentru grefe de tip stent, asezati un balon de dimensiune corespunzatoare in fiecare stent acoperit expandabil pe balon,
pentru a asigura dilatarea si sustinerea. Mentineti sustinerea stenturilor acoperite expandabile pe balon pana dupa dezumflarea
balonului Reliant.

Nota: Pentru tehnica grefarii paralele, monitorizati cu atentie pozitia grefei de tip stent in timpul remodelarii cu balonul, deoarece se
poate produce migrarea proximala a grefei de tip stent.

Nota: La utilizarea sistemului Heli-FX EndoAnchor, Medtronic recomanda ca plasarea implanturilor EndoAnchor sa se realizeze dupa
amplasarea endogrefei aortice si dupa finalizarea operatiunii de remodelare cu balonul a zonei infrarenale de etansare a sistemului
cu grefa de tip stent. Procedati cu grija in timpul operatiunii de remodelare cu balonul a sistemului cu grefa de tip stent, pentru a evita
deplasarea corpului principal al endogrefei din locatia in care se intentioneaza implantul.

Atentie: Umflarea excesiva a balonului poate cauza ruperea grefei sau disectia ori ruperea vasului sangvin.

Avertisment: Extensia unei proteze vasculare implica un risc crescut de lezare sau de rupere a vasului sangvin si de posibil deces
al pacientului daca marcajele radioopace proximal si distal ale balonului nu se afla in intregime in portiunea acoperita (materialul textil
al grefei) a protezei.

Avertisment: Nu utilizati cateterul cu balon Reliant pentru grefe de tip stent in tratarea disectiilor.
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10.2.18 Fixarea si etanseizarea suplimentara cu sistemul Heli-FX EndoAnchor (lungimea istmului infrarenal = 4 mm si <
10 mm)
Decizia de efectuare a procedurii EVAR infrarenale Tn care se utilizeaza sistemul Heli-FX EndoAnchor apartine medicului care

realizeaza implantul. Medtronic recomanda ca plasarea implanturilor EndoAnchor sa se realizeze dupa amplasarea endogrefei
aortice si dupa finalizarea operatiunii de remodelare cu balonul a zonei infrarenale de etansare a sistemului cu grefa de tip stent.

Sistemul Heli-FX EndoAnchor este necesar in tratamentul istmului infrarenal scurt (lungimea = 4 mm si < 10 mm). Pentru
endoprotezele bifurcate, numéarul minim recomandat de implanturi EndoAnchor depinde de diametrul nativ al vasului si este
independent de anvergura supradimensionérii endoprotezei. In cazul diametrelor de istm aortic < 29 mm, numérul minim recomandat
de implanturi EndoAnchor este de 4. In cazul diametrelor de istm aortic de 30 - 32 mm, numarul minim de implanturi EndoAnchor este
de 6.

1. Pregatiti sistemul conform instructiunilor de utilizare a sistemului Heli-FX EndoAnchor.

Nota: Diametrul si morfologia vasului de acces trebuie sa fie compatibile pentru utilizare cu sistemul Heli-FX EndoAnchor.
2. Plasati implantul EndoAnchor conform instructiunilor de utilizare pentru sistemul Heli-FX EndoAnchor.

Nota: Stabilitatea grefei de tip stent (= 4 mm si < 10 mm) in cazurile cu istm infrarenal scurt este sporita de implanturile
EndoAnchor. Asigurati-va ca implanturile EndoAnchor au fost asezate cu succes in numarul minim recomandat. Atunci cand
numarul de implanturi EndoAnchor asezate cu succes este sub numarul minim recomandat, riscul de scurgere interna
postoperatorie de tip 1a sau de migrare poate fi mai mare.

Nota: Utilizati intotdeauna fluoroscopia pentru ghidarea, plasarea si observarea oricaror componente Heli-FX aflate in
vasculatura.

Nota: Implantul EndoAnchor trebuie sa fie plasat numai in zone in care tesutul aortic este lipsit de placi calcificate sau
trombusuri sau in care asemenea leziuni sunt nesemnificative sau difuze si prezinta o grosime mai mica de 2 mm. Nu trebuie
utilizat la pacientii predispusi la hemoragie sau cu hipersensibilitate sau alergie cunoscuta la materialele din compozitia
dispozitivului.

3. Extrageti sistemul conform instructiunilor de utilizare a sistemului Heli-FX EndoAnchor.

10.2.19 Verificarea plasarii si a etansarii

1. Dupa finalizarea procedurii, efectuati o angiografie pentru a constata daca exista scurgeri interne proximale si distale la nivelul
grefei de tip stent, pentru a verifica pozitia grefei de tip stentimplantate in raport cu anevrismul si arterele renale, pentru a evalua
plasarea implanturilor EndoAnchor (in cazul in care se utilizeaza implanturi EndoAnchor) si, daca este cazul, pentru a evalua
permeabilitatea grefei de bypass femural-femural.

Nota: in timp ce scoateti dispozitivele auxiliare dupa efectuarea unei tehnici de grefare paralela, retrageti in interiorul tecii
baloanele pozitionate in artera renald, inainte de a retrage teaca proximal fata de pinii de ancorare suprarenali.

2. Scurgerile in zonele de atasare sau de conectare trebuie tratate utilizand balonul pentru a remodela grefa de tip stent in raport
cu peretele vasului sangvin.

Nota: Pentru tehnica grefarii paralele, este posibil sa fie necesara o tehnica de angioplastie cu doua baloane concomitent
(,kissing balloon") pentru a obtine etansarea proximala optima.

Nota: Pentru procedura de EVAR infrarenal in care se utilizeaza sistemul Heli-FX EndoAnchor, pot fi utilizate implanturi
EndoAnchor suplimentare pentru a spori etanseitatea.

3. Scurgerile importante care nu pot fi corectate prin rebalonare sau prin adaugarea de implanturi EndoAnchor pot fi tratate prin
adaugarea de componente de extensie aortica sau iliaca la componentele grefei de tip stent plasate anterior. Vezi
Sectiunea 10.2.13.

Atentie: Orice scurgere |asata netratata in timpul procedurii de implantare trebuie monitorizatéd cu atentie dupa implantare.
Nota: Pentru tehnica grefarii paralele, scurgerile interne minore de tip 1a pot fi vizualizate intraprocedural; multe dintre aceste scurgeri
interne de tip 1a se remit spontan, fara interventie.

10.2.20 inchideti locurile de acces

1. Indepartati dispozitivele auxiliare inainte de a repara locurile de acces.
2. Reparati locul de acces cu ajutorul tehnicii de inchidere standard.

11 Tehnici de eliberare
in cazul improbabil al unei defectiri a sistemului de plasare, se pot utiliza tehnicile de eliberare prezentate in continuare.

11.1 Dezasamblarea méanerului mecanismului de insurubare

In cazul unei asezari partiale grefei de tip stent datoriti desprinderii invelisului de gref4, este posibil ca tehnica de dezasamblare a
méanerului mecanismului de insurubare sa permita asezarea completa a grefei de tip stent.
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1. Trageti declansatorul si retrageti complet glisorul.
2. Asezati sistemul de plasare in pozitie fixa.

3. Introduceti varfurile a doud hemostate in orificiile de dezasamblare a manerului mecanismului de insurubare de pe méanerul
frontal.

4. Detasati manerul frontal de pe mecanismul de insurubare prin impingerea varfurilor hemostatelor in orificiile de dezasamblare
a manerului si prin indepartarea simultana a méanerului frontal de mecanismul de insurubare.

5. Deplasati manerul frontal pAna cand acesta este complet detasat de mecanismul de insurubare.

6. Despartiti cele doua jumatéati ale mecanismului de insurubare astfel incat sa identificati zona in care invelisul de grefa este
desprins.

7. Retrageti invelisul de grefa cu degetele sau cu hemostatele, astfel incéat grefa de tip stent sa fie asezata complet.
8. Urmati instructiunile privind asezarea dispozitivului de prindere a varfului si scoaterea sistemului de plasare.

11.2 Balonarea

in cazul in care varful proximal capturat al stentului suprarenal nu poate fi asezat si sectiunea cu rotita posterioara este in continuare
functionald, tehnica de balonare poate permite asezarea cu succes a stentului suprarenal.

1. Utilizati un balon flexibil sau semiflexibil (se recomanda baloanele Reliant).

2. Introduceti balonul si avansati-l pana in portiunea aortica a configuratiei cu bifurcatie.

3. Umflati balonul in interiorul grefei de tip stent pana la dimensiunea vasului sangvin pentru a stabiliza grefa de tip stent.

4. Urmati instructiunile privind asezarea dispozitivului de prindere a varfului si scoaterea sistemului de plasare.

11.3 Dezasamblarea manerului posterior

In cazul esudrii asezérii sau al asezérii partiale a capatului proximal al stentului suprarenal datorita nefunctiondrii rotitei posterioare,
tehnica de dezasamblare a ménerului posterior poate permite asezarea cu succes a stentului suprarenal.

1. Utilizati hemostate pentru a apasa pe zimtii expusi in vederea dezasamblarii rotitei posterioare.

2. Introduceti varfurile hemostatelor in orificiile de dezasamblare a méanerului posterior.

3. Detasati manerul posterior impingand varfurile hemostatelor in orificiile de dezasamblare ale manerului si retragand simultan
manerul posterior din sistemul de plasare.

Asezati sistemul de plasare in pozitie fixa.

impingeti manual zimtii expusi ai tubului posterior in forma de T pentru a elibera stentul suprarenal de pe ax.
Trageti manual zimtii expusi ai tubului posterior in forma de T pentru a recaptura varful conic dupa asezare.
Urmati instructiunile privind scoaterea sistemului de plasare.

In timpul scoaterii sistemului de plasare, tineti de zimtii expusi ai tubului posterior in forma de T pentru ca acesta sa ramana
retras, iar varful conic sa ramana recapturat.

© N o oA

11.4 Captarea varfului conic

Daca utilizarea tehnicii de dezasamblare a manerului posterior nu a avut succes datorita fortei excesive utilizate pentru asezare,
tehnica de captare a varfului conic poate permite asezarea cu succes a stentului suprarenal.
1. Utilizati un dispozitiv de captare.

2. Avansati dispozitivul de captare pana la varful conic al sistemului de plasare introducandu-I prin partea superioara a trunchiului
(de exemplu, brahial).

Utilizati o procedura fluoroscopica pentru a capta varful conic al sistemului de plasare.

Stabilizati sistemul de plasare, mai ales partea posterioara a acestuia.

Trageti dispozitivul de captare pentru a despatrti stentul suprarenal de dispozitivul de prindere a varfului.

Trageti manual tubul posterior in forma de T pentru a recaptura vérful conic dupa asezare.

Urmati instructiunile privind scoaterea sistemului de plasare.

In timpul scoaterii sistemului de plasare, asigurati-va ca tubul posterior in forma de T este retras si nu eliberati varful conic.

© N o Ok

12 Recomandari pentru procedurile imagistice ulterioare
12.1 Informatii generale

Procedurile imagistice actuale pentru pacienti cu grefe de tip stent includ radiografia abdominala cu raze X si tomografia
computerizata abdominald, cu sau fara substanta de contrast. Pentru pacientii cu afectiuni ale functiei renale sau intoleranta la
substantele de contrast, se vor utiliza tehnici imagistice alternative, cum ar fi imagistica prin rezonanta magnetica.
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Procedura imagistica utilizata trebuie stabilita in functie de evaluarea clinica a pacientului inainte si dupa implantarea grefei de tip
stent, evaluare realizata de medic. Dupa plasarea grefei endovasculare, pacientii trebuie monitorizati regulat pentru scurgeri la
suprafata grefei, anevrisme expansive sau modificari ale structurii sau ale pozitiei grefei endovasculare. Trebuie efectuate evaluari
imagistice cel putin anuale care sa includa 1) radiografii abdominale pentru examinarea integritatii dispozitivului (ruperea stentului,
separarea dispozitivului bifurcat de mansoanele proximale sau de prelungiri, daca este cazul) si 2) tomografie computerizata cu sifara
substanta de contrast pentru examinarea posibilelor modificari ale anevrismului, scurgeri la suprafata grefei, permeabilitate,
tortuozitati si progresia bolii. Daca exista complicatii renale sau alti factori care nu permit utilizarea de tehnici imagistice cu substanta
de contrast, se pot obtine aceleasi informatii prin realizarea de radiografii abdominale si de ecografii duplex.

Medtronic recomanda ca in cazul pacientilor cu istm infrarenal scurt (cu lungimea = 4 mm si < 10 mm) la care nu s-a utilizat numarul
recomandat de implanturi EndoAnchor sé fie luat in considerare un program de urmarire imbunatatit.

Indicatii suplimentare privind procedurile de imagistica pentru implanturile Heli-FX EndoAnchor pot fi consultate in instructiunile de
utilizare furnizate impreuna cu dispozitivul.

12.2 Radiografii cu raze X

Radiografiile abdominale cu raze X trebuie utilizate pentru identificarea unei rupturi a grefei de tip stent. Trebuie efectuate radiografii
abdominale cu raze X cu patru vederi pentru rinichi, uretra si vezica urinara (KUB). Imaginile posterioare/anterioare (PA) siimaginile
laterale suntrecomandate pentru vizualizarea grefei de tip stent. Asigurati-va ca imaginile cuprind intregul dispozitiv pentru evaluarea
acestuia.

12.3 Tomografie computerizata cu substanta de contrast

Tomografia computerizata cu contrast imbunatatit se utilizeaza pentru evaluarea fixarii, a deformarii, a apozitie grefei de tip stent la
peretele vasului in punctele de fixare proximal si distal, a migrarii grefei de tip stent, a permeabilitatii grefei de tip stent, a dimensiunii
anevrismului aortic abdominal, a obturarii vaselor ramificate si a scurgerilor interne (inclusiv evaluarea sursei si a tipului scurgerii,
daca este cazul).

Sugeram efectuarea unei scanari inainte de administrarea substantei de contrast in cazul sectiunilor de 5 mm grosime, pentru
identificarea calcifierilor sau a anomaliilor vizuale cauzate de metale care pot fi interpretate drept scurgeri interne. Este recomandata
0 scanare a segmentului arterial cu sectiuni de grosime < 3 mm siimagini suprapuse, cu acoperire de la artera celiaca pana la artera
iliaca externa. Pentru anevrismele care nu se retrag si nu prezinta scurgeri interne evidente sau probleme de fixare, se poate realiza
o scanare a segmentului venos dupa scanarea segmentului arterial. De asemenea, scanarea segmentului venos poate fi realizata cu
o colimatie mai groasa (5 mm). Se recomanda arhivarea setului de date sursa in cazul in care este necesara o evaluare de specialitate
ulterioara (software pentru masurarea volumului, pentru reconstructia 3D sau pentru masuratorile asistate de computer). Daca
anevrismul nu se retrage cu mai mult de 5 mm in primul an, se poate utiliza un software 3D pentru masurarea volumului, un indicator
mai precis al dimensiunii anevrismului aortic abdominal. Pacientii alergici la substanta de contrast trebuie premedicamentati cu
12-24 de ore inainte de administrarea acesteia.

12.4 Tomografie computerizata fara substanta de contrast

Pentru pacientii care sufera de afectiuni ale functiei renale sau care sunt alergici la substanta de contrast, se poate lua in considerare
realizarea unei tomografii computerizate spirale fara substanta de contrast pentru evaluarea fixarii, a deformatiilor, a apropierii grefei
de tip stent de peretele vasului in punctele de fixare proximal si distal, a migrarii grefei de tip stent, a permeabilitatii grefei de tip stent
si a dimensiunii anevrismului aortic abdominal prin masurarea diametrului si a volumului.

12.5 Ecografie duplex

Pentru pacientii cu afectiuni ale functiei renale sau alergici la substanta de contrast, se poate lua in considerare realizarea unei
ecografii duplex color pentru evaluarea diametrului anevrismului aortic abdominal si identificarea scurgerilor interne si a obturarii sau
a stenozarii grefei de tip stent.

12.6 IRM sau ANGIO-RM

Pentru pacientii cu afectiuni ale functiei renale, de exemplu insuficienta renald, se pot lua in considerare si procedurile de imagistica
prin rezonanta magnetica sau angiografia (IRM, ANGIO-RM) in unitatile cu experienta in acest domeniu. Langa stenturi pot exista
artefacte; procedati cu grija pentru a asigura realizarea unei imagini precise a peretelui exterior al anevrismului pentru evaluarea
dimensiunii anevrismului aortic abdominal. Masurarea volumului poate fi utila daca anevrismul nu se retrage vizibil. Daca intampinati
probleme la realizarea imaginilor pentru zonele calcifiate, punctele de fixare sau peretele exterior al sacului anevrismal, poate fi
necesara o tomografie computerizata suplimentara fara substanta de contrast.

12.7 Teste imagistice

Consultati Tabelul 9 pentru informatii privind planificarea procedurilor imagistice din perioada de urmarire dupa implantarea grefei de
tip stent.
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Tabelul 9. Recomandari pentru imagistica

Test imagistic Control la 12 luni si control anual timp de péna la 5 ani
CTa sau ANGIO-RMP cu substanta de contrast X
Radiografii abdominale cu raze X (4 vederi, KUB) X

@Evaluarea CT poate include ,tehnica in trei pasi”, masurarea volumului, reconstructia 3D sau masurétorile asistate de computer.
b Angiografia poate fi utilizat& pentru pacientii cu insuficient4 renald sau cu intolerant4 la substanta de contrast.

12.8 Teste imagistice suplimentare

Nota: Realizarea unor imagini radiologice suplimentare poate fi necesara pentru evaluarea aprofundata a grefei de tip stent in situ pe
baza rezultatelor unui program de monitorizare. Puteti lua in considerare urmatoarele recomandari.

* Daca radiografia abdominala indica pozitionarea incorecta sau neregulata a grefei de tip stent, pozitionarea sub un unghi cu
valoare mare, rasucirea sau migrarea grefei de tip stent, trebuie realizata o tomografie computerizata spirala pentru evaluarea
dimensiunii anevrismului si pentru stabilirea prezentei sau a absentei unei scurgeri interne.

* Daca tomografia computerizata spirala indica o scurgere interna noua sau o crestere a dimensiunii anevrismului aortic
abdominal, studiile suplimentare, cum ar fi reconstructia 3D sau evaluarea prin angiografie, pot contribuila evaluarea aprofundata
a modificarilor grefei de tip stent sau ale anevrismului.

* Tomografiile computerizate spirale fara substanta de contrast, procedurile de imagistica prin rezonanta magnetica sau
angiografia pot fi luate in considerare pentru anumiti pacienti cu intoleranta la substantele de contrast sau cu afectiuni ale functiei
renale. Centrele cu experientad in domeniu pot lua in considerare angiografia cu gadoliniu sau cu CO» pentru pacientii cu afectiuni
ale functiei renale, care necesita evaluare prin angiografie.

13 Supravegherea suplimentara si tratamentul

Interventiile chirurgicale suplimentare sau procedurile de chirurgie deschisa pentru anevrism trebuie luate in considerare pentru
pacientii care prezinta fixare necorespunzatoare a grefei de tip stent, scurgeri la capatul proximal, scurgeri la capatul distal, scurgeri
in zona imbindrilor, surse necunoscute ale scurgerii persistente la suprafata grefei sau cresteri ale dimensiunii anevrismului aortic
abdominal > 5 mm.

14 Declaratie de limitare a garantiei
Nota: Aceasta declaratie de limitare a garantiei nu este valabila in Australia.

Avertismentele de pe etichetele produsului ofera informatii mai detaliate si sunt considerate parte integranta din prezenta declaratie
de limitare a garantiei. Desi produsul a fost fabricat in conditii controlate cu atentie, Medtronic nu are niciun control asupra conditiilor
in care este utilizat acest produs. Prin urmare, Medtronic limiteaza toate garantiile, atat exprese, cat si implicite privitoare la produs,
incluzand dar nelimitandu-se la orice garantie implicita de vandabilitate sau de adecvare pentru un anumit scop. Compania Medtronic
nu va fi raspunzatoare fata de nicio persoana sau entitate pentru niciun fel de cheltuieli medicale sau daune directe, accidentale sau
indirecte cauzate de utilizarea, defectarea sau functionarea defectuoasa a acestui produs, indiferent daca pretentiile se bazeaza pe
garantii, contracte, raspundere civila delictuala sau alta doctrina. Nicio persoana nu are autoritatea de a angaja Medtronic in alte
declaratii sau garantii referitoare la acest produs.

Excluderile si limitarile stipulate mai sus nu au intentia si nu trebuie interpretate a contraveni prevederilor obligatorii ale legislatiei
aplicabile. Daca orice parte sau clauza a acestei Declaratii de declinare a garantiei este considerata de o instanta competenta ca fiind
ilegala sau in conflict cu legislatia aplicabila, validitatea restului Declaratiei de declinare a garantiei nu va fi afectata si toate drepturile
si obligatiile vor fi interpretate si respectate ca si cum aceasta Declaratie de declinare a garantiei nu ar contine partea sau clauza
considerata nula.
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1 OnucaHue ycTpomUcTBa

Cuctema cteHT-rpadta Endurant™ [I/Endurant™ (ganee no Tekcty — cuctema cteHT-rpadta Endurant II/1ls) npegHasHaveHa ans
SHA0BACKYIAPHOro Ie4eHnst aHeBpU3M. [py BBEAEHWM B MOPAMKEHHbIM YH4aCTOK CTEHT-rpadT 06pasyeT asbTepHaTUBHbBIM KOHAYUT
BHYTPW COCYAMCTOro pyc/ia naumeHTa, UCKIYatoLLMI NOPaeHHbIN y4aCcTOK M3 CUCTEMbI KPOBOOOPALLEHUA U CHUMAIOLLMI C HEFO
OaBnieHue.

CucTtema cTeHT-rpadTa COCTOUT U3 2 OCHOBHbIX KOMIMOHEHTOB: MMMNAHTUPYEMbIV CTEHT-rpadT U YyTUAN3UPYEMan cuctema
pocTtaBKkW. CTeHT-rpadT npeasapuTeibHO BBEAEH CUCTEMY OCTaBKU. Ero nepemelleHne K aHeBpU3me Npou3BoauTCs Nog,
PEHTreHOCKONUYECKMM KOHTpoieM. Nocne pa3BepTbiBaHWA CTEHT-rpadT CaMOCTOSTE/IbHO pacKpbiBaeTcs, NpUHMMas Gopmy m
pasmep 30H repMeTU3aLmMK, PaCrOoNOKEHHbIX BbILLE W HUXKE aHEBPU3MbI.

CreHnt-rpadT Endurant II/lls Tak:ke MOXHO ncnonb3osatb ¢ cucteMmon Heli-FX EndoAnchor (noctaBnsetcsa otaensHo). Cuctema
Heli-FX EndoAnchor npegHasHadeHa gasa obecnedyeHrsa GUKcauumn 1 yCUneHnsa repMeTm3annmn Mexay cteHT-rpadptom Endurant
II/lls n HaTMBHOW apTepuen. CucTema CoCTOUT U3 MMnaaHTata EndoAnchor, KOTopbI OCTaBAAETCA C MOMOLLBIO anniMKkaTopa
Heli-FX no ynpasnaemomy nposogHury Heli-FX.

3710 n3genue noctasnseTca 6e3 npuHagaexHocTen. JononHUTeIbHOE HEOBX0AMMOE 0bopyaoBaHMe cM. B Pasg. 9.4, a
[OMNONIHUTENIbHOE PEKOMEHAYyeMoe 06opyaoBaHue cM. B Pa3g. 9.4.

1.1 CreHTt-rpadt

CreHnt-rpadT Endurant (Puc. 1) npegctaBneH AByMA OCHOBHbIMW KOHDUrypaumamm: GudypKaLMoHHON KOHbUrypaumen u
KOHbUrypaumen 6paHLumn (HOXKK). K ONOAHUTENBHBIM KOHDUIypaLuamM OTHOCUTCA NOAB340LWHAA AONOHUTEbHAA YacTb,
aopTasibHas AONOJIHUTEIbHAA YacTb, abAoMUHaNbHAA TPyOKa M OAHOCTOPOHHEE aopTO-NoAB3A0LWHOEe ycTporcTeo (AUI). Mocne
YCTaHOBKM 61dypKaLMOHHOro ycTporcTea unm yctporctea AUl 6paHLLm (HOMKKKW) M ONOSIHUTE IbHBIE CTEHT-rpadThl BBOAATCA B
COCYA, OTAE/IbHO U COEAMHAIOTCA C UMMJIAHTUPOBAHHOW KOHMUIypaumen.

Bce KoHgurypaumm cteHT-rpadta Endurant 1l/lls cOCTOAT M3 HUTUHONOBbLIX CTEHTOB, MOALMTBIX K TKAHOMY rpadTy C MOMOLLbIO
HepaccacblBaloLWmMXcA LWBOB. YTO6bI 06/1er4YMTh BU3yaam3aLmio M TOYHOE NO3ULMOHMPOBaHWE, Ha CTEHT-rpadT HaLWMThI
PEHTFEHOKOHTPACTHbIE MapKepbl. HUTUHONOBbIE CTEHTbI K TOMY e BU3YyaM3UPYIOTCA NPU PEHTIEHOCKOMNUK.

Paamep KOMMOHEHTOB CTEHT-rpadTa AONKEH NPEBOCXOANTL BHYTPEHHUIM AMameTp namepsaemoro cocyaa (Pasg. 9.2). B Taéa. 1
COJEPHMUTCA KpaTKOe on1caHne MaTepuasioB CTeHT-rpadTa.
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PucyHok 1. HoHdurypaumm 1 pacnonoreHne peHTreHOKOHTPACTHbIX MapKepoB CTEHT-rpadTa

-
1@1

1©1
2

o

1 PeHTreHOKOHTpacCTHbIN MapKep 7 HoHdurypaumsa noaB3aoLWLHOM AONONHUTENBHON YacTH

2 MapHep "e" Endurant Il

3 PeHTreHOKOHTPACTHbIN MapHep BXxoaa 8 HoHpurypaums 6paHLum (Homkw) Endurant I

4 HoHdwurypaumm aoptasbHOM AONONHUTENILHOM 9 OAHOCTOPOHHSAA a0PTO-NOAB3AO0LLHAS KOHDUIypaLus
YacTW/abaoMUHaNLHOM Tpy6KK Endurant I Endurant I

5 BudypKaumoHHas KoHburypauma Endurant Il 10 Mapkep nepeKpbITHsA

6 BudypKaumoHHas KoHburypauuma Endurant lls

MpumeyaHue. Ha 306parKeHnaAxX aTOro U ApYrx NPoAyKTOB B 3TOM PYKOBOACTBE MacluTab He COBIOAEH.
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Ta6nuuya 1. Matepuanbl cTeHT-rpadTa

HomnoHeHT |Martepuan OpHocTo-
Budypraum- | Budypraum- | poHHUI aop-
OHHbIH OHHbIN TO-NoA- AopTtanbHan MNopB3aoLw-
HOMMOHEHT | KOMMOHEHT |B3AO0LWHbIN LOMNOJIHU- HaA gonon-
Endurant Il Endurant lls | KOMNOHEHT |TesnbHaA HUTesIbHaA
(r) (r) (r) yacTb (r) BpaHwa (r) |4acTtb (r)
CTeHTbl Hukenb-TuTa- | 1,64 1,98 1,26 1,13 1,73 0,84
HOBbIM crinas
(HUTHHON)
To4yeuHble MnatuHo-mpm- | 0,17 0,15 0,12 0,10 0,10 0,10
PEHTIEHOKOH- | AMEBbIN CNiaB
TpacTHble
MapKepbl
MapKep KOH-
Tpanarepasib-
HOro BxoAa
PeHTreHoKoH- | [MnaTtnHa 0,01 0,01 0,01 0,01 H/N H/N
TpacTHbIN
MapKep «e»
Matepwan Monnadpup 1,37 1,83 0,94 0,93 1,27 0,77
rpagra
LoBHbIM Ma- | MNonuatuneHn | 0,02 0,02 0,02 0,02 0,01 0,01
Tepuan
LLloBHbIM Ma- | Monnadup, 0,41 0,54 0,28 0,28 0,36 0,20
Tepuan MOKPbITbIA CU-
JIMKOHOM

CucTtema cteHT-rpadta Endurant Il/lls He coaepmT HaTypanbHOro fnatexca. Tem He MeHee B npouecce NpoU3BOACTBA / COOPKH
BO3MOMEH C/ly4alHbIM KOHTaKT C MPOAYKTaMM, COAEpHaLLMMmM aTeKc.

OTOT CTEHT-rpadT HE COAEPHKUT KaHLEPOreHHbIX, MyTareHHbIX UM TOKCUYHbIX A1 PENPOAYKTUBHOM cucTembl BewwecTs (CMR).
Ana nonyveHnsa nHdopmaumm o BewecTse n3 kateropum CMR (Kobanbste), cogeprrallemMcs B cMcTeme OCTaBKM, CM. Pasg. 1.2.

1.1.1 BudypHauMoHHaA KOHpUrypauua

BudypKaLMOHHbIN CTEHT-rpadT NpeacTaBfieH ABYMA KOHDUrypaumamm: udypralmoHHas KoHdurypauusa Endurant Il v
oudypKaumnoHHana KoHpurypauma Endurant lls. BudypraumnoHHas KoHdurypaums Endurant Il npeactasnaeT co6oun
a0pTO-MOAB3AOLWHbIN CTEHT-rpadT, NpeacTaBAeHHbIM Tpems AnMHaMu. BudypKraunoHHas KoHdurypaums Endurant lis
npeacTaBaseT cobom aopTasibHY0 KOHDUrypaumto, NpeacTaBAeHHY0 OAHOM MeHbLUeN asiMHon (Puc. 1). NMpoKcUMabHbIM KOHeL,
06enx 6GUPYpKaLMOHHbIX KOHDUIYypaL Mt pasBepTbiBaETCA B MPOKCMMAa/IbHOM LLEMKE U BEPXHEW YacTh aHEBPUSMbI.
MpoKcHManbHbIM KoHew, 61dypKaLMOHHON KOHDUrypaunmM COCTOUT U3 HUTUHOJIOBbIX CTEHTOB, NOALLUMTLIX K TKAHOMY rpadTy.

CynpapeHasibHas 4acTb NPOKCUMMAIbHOTO KOHLA He NMOKpbITa THaHbIM rpadTom (Puc. 1). CynpapeHasbHblii CTEHT TaKe umeeT
bUKCHpyoLwmMe WTUGTLI 415 3aKpenieHnsa CTeHT-rpadTa B aopTe.

JunctanbHee aopTanbHas YacTb pa3gBavMBaeTCA Ha 2 MEHbLUMX TPYOKU: UncunaTepasbHas 6paHLua 1 KopoTKas
KOHTpanartepasbHasa 6paHwa. B 6udypKaumoHHom KoHdurypauum Endurant |l Bce cTeHTbI B uncmnarepasibHOM 6paHLue NogwnTbl
K BHELLHEN NOBEPXHOCTM TKAHOro Matepuana, Gopmupys mMagKyto BHYTPEHHIOK NoaoCTb. B 61bypKaLmoHHON KOHGUrypaumm
Endurant lls 4 guctanbHbIX CTEHTA MNOALLMTBI K BHYTPEHHEN MOBEPXHOCTU TKAHOTO rpadTa uncunaTepanbHon 6paHLmn. Bo Becex
pasmepax CTEHTbI KOHTpasiaTepasbHON GPaHLLKM NOALIMTLI K BHYTPEHHEN MOBEPXHOCTU TKaHoro rpadTa (Puc. 1).

1.1.2 KoHdwurypauus 6paHLum (HOHKH)

MpoKcMMasbHbIN KOHEL, KOHPUrypaLuumn 6paHLUKM (HOXKKKM) pa3BepTbiBaeTCA B 6paHLLax (HOXKax) 6udypKaLMOHHOM
KOHbUrypaumu, a AucTasbHbIi — B NOAB3AO0LIHOM apTepum. NpoKCHManbHbIM KOHeL, KOHGUrypaumm 6paHLumn (HOXKK) MMeeT
KOHMUrypaumio OTKPbITOM KOPOHKM (Puc. 1), KOTopasa He COAEPKUT maTepuana rpadTa B BbleMKax CTeHTa.

MpumeyaHue. BpaHweBoe yCTPOMCTBO MMMIAHTUPYIOT Ha MNCUAaTepabHyo M KOHTpanaTepasbHyo 6paHLUmM (HOMKM)
61dypKaunoHHoOM KoHpurypauum Endurant lls. Cwm. Pasg. 10.2.12.
1.1.3 HoHdwurypauma nogB3a0LWHON A0NONTHUTE/IbHOM YacTH

HoHdurypauma nogB3goLwHOM JONOJHUTENIbHOM YaCTH UCNONb3YETCA, ECNN TPebyeTcA AOMNOJHUTENBHO YAANMHUTD AUCTaNIbHYIO
YacTb cTeHT-rpadTa. Ero npoKcumanbHbIM KOHEL, MEET KOHPUIypaLmio OTKPbITOM KOPOHKM (Puc. 1).
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MpumeyaHue. HoHdurypaumio 6paHLlm (HOXKKKW) NOAXOAALLErO pasmepa MOXKHO MCMNOJIb30BaTh B KA4eCTBE KOHdUrypaumm
noAB3A0LLHOM AOMNOJHUTE/IbBHOW YacTH.

1.1.4 KoHdwurypaumm aoptasibHOM [OMNOJIHUTE/IbHOM YacTU U abAOMUHANIbHOM TPYGKU

KoHdurypauum aoptanbHOM AONOHUTENBHOM YacTu M abJ0MUHANBHON TPYOKKM MCNOb3YIOTCAH, EC/IM TPEBOYETCA JOMNOIHUTENBHO
VAJIMHUTb MPOKCUMAasIbHYI0 YacTb CTEHT-rpadTa. CTeHT-rpadTbl a0pTabHOM AOMOJIHUTENBHOM YacTH M abJ0MUHANBHON TPYOKHM
MMEIOT HEMOKPbITbIM MPOKCHMMaSIbHbIN CynpapeHasbHbI CTEHT C GUKCUPYIOWMMK WTUdTamMK (Puc. 7).

1.1.5 OgHocTOopOHHAA aopTo-noaB3paoLwHan (AUl) KoHurypauua

MpoKCHMManbHbIM KOHEL, OAHOCTOPOHHEN aopTo-NoaB3a0WHON (AUI) KOHdUrypaummn pacKpbiBaeTcA B MPOKCUMAaJIbHOM LLENKE U
BEPXHEM YacTh aHeBPM3MbI. Bce CTEHTbI NPOKCHMMAanbHOro aopTasbHOro KoHua AUl KOHbUrypaumum NpULWKTbI K HAPYHHOM
NMOBEPXHOCTU TKaHoro rpadTa. [MpoKcHManbHbIN CTEHT (CynpapeHasibHOro) aopTasbHOro pparmeHTa He MOKPbIT TKaHbIM
marepuanom. TakmMm 06pa3om, KOHCTPYKLMSA 3TOMO OTKPbITOro CTeHTa N03BO/IAET CTeHT-rpadTy AUl 3aKpenuTbCaA BbILE NOYEYHbIX
apTepui 6e3 nx 06CTpYKLMM MaTepmanom rpadra. N3obpameHre NpoKCUManbHOM KoHdUrypaumm cM. Ha Puc. 1. Ha
cynpapeHasibHOM CTEHTE UMEITCA UKCHpYoLLme WTUTLI 418 061eryeHns 3akpenaeHns yctpoictea AUl Ha mecTe.
CynpapeHasibHbIM CTEHT NPULLKMT K NPOKCUManbHOMY Kpato rpadTa BbICOKOMONEKYIAPHON NONSTUIEHOBOW HUTbLIO.

[JvcTanbHee aopTasibHbIV hparMeHT KOHUMYECKM CyHaeTcs, MpeBpalLasach B TPY6KY Masioro AuameTpa. B AucTanbHOM OKOHYaHUK
KOHW4YecKoro ycTporicTea AUl CTEHTbI MOALWMTLI K BHYTPEHHEN NMOBEPXHOCTU TKaHoro rpadra.

MpumevaHue. B KayecTBe BCNOMOrare/isHOro yCTPOMCTBA B XO4€E UMMAAHTaLUKN CTEHT-rpadTa MOXKHO UCNOIb30BaTh CUCTEMY
OKKNtogepa Talent (nprobpeTaeTca OTAENbHO).

1.1.6 KoHdwurypaumsa 6annoHopacluMpsaeMoro NoKPbITOro CTeHTa

CreHnt-rpadt Endurant II/lls TaKkKe MO¥HO MCNOIb30BaTb METOLOM NapasiiesbHbIX rpadToB B COHETAHUMU C
6anIoHOpaCLUMPAEMbIMU MOKPLITEIMW CTEHTAMU AMAMETPOM OT 6 MM 0 7 MM (NOCTaBAATCA OTAE/bHO), KOTOPbIE 0A406PEHbI A1A
MCMNO/Ib30BaHMA B MOYEYHbIX apTepmaX. [pr MCNob30BaHMM 3TU YCTPOMCTBA PaCKPbIBAKOT PALOM C MPOKCUMasIbHOM YacTbio
KOHMUrypaumi 6udypKaLnmoHHOro cTeHT-rpadta unm cteHT-rpadTa AUl ana obecneveHmsa nepdysmm NoYeyHbIx apTepuii. Mx
MCMOb3YIOT MO YCMOTPEHMIO Bpaya CorIacHO yKasaHusAM, ONMCaHHbIM B COOTBETCTBYIOLLEN MHCTPYKLMKU NO NPUMEHEHMI0. Jns
NosyYeHNsa [ONOHUTENBHOM MH(OPMAaLMK 06 UCMOIb30BaHWMM GasIIOHOPACLUMPAEMbIX MOKPbITIX CTEHTOB B COYETaHUU C
cuctemoii cteHT-rpadTa Endurant ll/lls cm. Pasg. 10.2.9. QA nony4eHnsa 4ONOHUTENIbHOM MHDOpMaLLMK 0 6an/IOHOPaCLLMPAEMbIX
MOKPbITbIX CTEHTaX CM. MHCTPYKLMIO NO MPUMEHEHMIO, MpUaaraemyto K yCTPOMCTBY.

MpumevaHue. KnnMHMYeCKne AaHHble, UCNONb3YyeMble AJ151 UCCNeA0BaHUA CUCTEMbI CTeHT-rpadTa Endurant Il/lls,
yCTaHaB/MBaeMoOM METOAO0M NapaniesibHblX rpadToB, KacaJMCb NPEUMYLLECTBEHHO C/ly4a€EB, B KOTOPbIX 3TO YCTPOMCTBO
MCMoNb30BaJIM B CO4ETaHUM C BannoHopacLIMpAeMbIM MOKPbITbIM CTeHTOM Atrium Advanta™ V12.

1.1.7 Cuctema Heli-FX EndoAnchor

CrenT-rpadT Endurant Il/lls Takie MoXHO ncnonb3osatk ¢ cuctemon Heli-FX EndoAnchor (noctaBnsaetca otgenbHo). Cuctema
cocTouT U3 nMnaanTata EndoAnchor, KoTopbii gocTaBnseTcs ¢ nomoLLbo anmnnkatopa Heli-FX no ynpasnsemomy npoBOgHUKY
Heli-FX. MmnnaHtat EndoAnchor npegHasHayeH ans obecneveHns puKcaumm n yCUneHnsa repMeTn3anmm Mexay CTeHT-rpadTom
EndurantIl/lls n HaTnBHOM apTepuen. UmnaaHTat EndoAnchor MoxKeT 6bITb MMNIaHTMPOBAH BO BpEMSA NepBOHa4YaIbHON yCTaHOBKM
cTeHT-rpadTa nan Bo BpeMs PEBU3NOHHOM NpoLieypbl (Hanpumep, KOPPEKLMK).

MpumeyaHue. MNpn 3HAOBACKYNAPHOW KOPPEKLIMU MHPPapeHanbHOM aHeBpU3MbI C MoMoLLbio cnuctembl Heli-FX EndoAnchor
umnnaHtat EndoAnchor cneflyet yctaHaBAnBaTh TONLKO B Te 06/1aCTH TKaHW aopTbl, B KOTOPbIX OTCYTCTBYET
KabLMbULMpOBaHHas GAALLKA UM TPOMO MM B KOTOPbIX NOAO0GHAA NaToorUa HesHauYuTeNbHa UK AnddysHas U MeeT TONLWUHY
MeHee 2 Mm. Ero He cnepyeT Mcnonb3oBaTh y NauMeHToB C reMopparMiecKMm AUaTe3oM Uam ¢ USBECTHOM
rMNepyyBCTBUTEILHOCTBIO UK aslieprmeit Ha matepuasbl yCTPOMCTBa.

[nAa nonyveHua JonoAHUTENBHOM MHGOPMaLMK 06 UCMOb30BaHMKU 3TOM CUCTEMBI CO CTEHT-rpadTom Endurant II/lls cm.
Pasg. 10.2.18. QA nonyyYeHus AONOAHUTENBHOM HopMaumm o cucteme Heli-FX EndoAnchor cM. MHCTPYKLMIO NO MPUMEHEHMIO,
NoCTaB/IAEMYIO C CUCTEMOM.

1.1.8 Cucrema okknropgepa Talent

C cuctemoit cteHT-rpadTta Endurant Il/lls MoxHO ncnonb3osatb cucTeMy oKKAoaepa Talent. Kak npaBunio, cuctema oKkKaogepa
Talent ucnonb3yeTca COBMECTHO C O4HOCTOPOHHWM a0PTO-MOAB3A0LLHBIM KOMMIOHEHTOM M hemopasibHO-heMopasibHbIM 06X0AHbIM
aHaCTOMO30M B C/eAyHOLWnX CyYasnx:

* lMcnonb3oBaHue 61dypKaLMOHHOM YacTh HEBO3MOXHO BBUAY aHATOMUYECKUX OCOBEHHOCTEN NauMeHTa, U3BUIMCTOCTH
COCYZA0B, 3HAYUTE/IBHOIO PacnpOCTPaHEHUA aHEBPM3MbI, HEBO3MOXKHOCTM AOCTYNA K KOHTpanarepasibHOM NOAB3AO0LLHOM
apTepuvu.

¢ HeobxoanMOCTb NpeKpaTUTb PETPOrpaaHbIi TOK KPOBM B aHEBPU3MATUUYECKMI MELLIOK.

* Heob6x04MMOCTb KOPPEKLMHU.
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CucTtema okktogepa Talent — 310 3aKpbITbIM C 06ENX CTOPOH TPyBYaThIM CErMeHT cTeHT-rpadTa. Cuctema okkaogepa Talent
NMO3BO/IAET NPEKPaTUTb 0GPaTHbIN TOK KPOBM B KOHTpasiaTepasibHOM NOAB340LWHOM apTepmm 1 nonajgaHue KpoBu B
aHeBPM3MaTUYECKUIN MELLIOK, HanpaBasa ee No pemMopasibHO-PeMopasbHOMY 06XOAHOMY aHACTOMO3Y B KOHTpasaTepasbHyLo
6eppeHHyI0 1 Janee B NOAKONEHHYIO apTepuio nauyeHTa. Cuctema focTaBKkKM OKKAogepa Talent COCTOMT U3 MCMONB3YEeMOro npwm
BBEEHWM CUCTEMbI AnnaTaTopa, KapTpuara c npeasapuTesibHO BBEAEHHBIM OKKItogepoM Talent, MHTpoabtocepa A1 4OCTaBKM
CcTeHT-rpadTa B BbIGpaHHOE MECTO M TONKaTeNA A1A NPOABUIKEHUA U 0GNErYeHns pasBepTbiBaHWs CTeHT-rpadTa. MoapobHbie
CBefEHMs CM. B MHCTPYKLIMM MO NPUMEHEHUIO CUCTEMbI OKKtoaepa Talent.

1.2 Cucrtema poctaBKMU

CucTtema pgoctaBku Endurant ll, goctasnstowan Bce KOHGUrypauumn cTeHT-rpadTa, COCTOMT U3 OAHOPA30BOro YTUAN3NPYEMOro
KaTteTepa C MHTErpMPOBaHHOM PYKOATKOM, 06ecnevnBaloLLEer ynpaBasemMoe pa3BepTbiBaHNe. IMeTCA BapnaHTbl C AUaMETPOM
06004kM rpadTa 14, 16, 18 1 20 Fr 1 paboyen annHom 57 cm + 2 cm. Katetep B c60pe coxpaHAaeT rMbKoCcTb. OH COBMECTUM C
npoBoAHWKoM aAnameTpom 0,89 mm (0,035 in). MNpeacTtaBneHo 2 TMNa cUCTEM LOCTaBKU: aopTanbHas (Puc. 2) v noas3aoluHasn
(Puc. 3) cuctembl gocTtaBku. AopTasibHas cUcTemMa JOCTaBKM NpegHasHadveHa a1 JOCTaBKU KOHDUrypaumi CTEHT-rpadTos
OUdYPHKaALMOHHBIX KOMMOHEHTOB, a0PTa/IbHOM AONOAHUTENBLHOM YacTu, AUl 1 abaoMuHanbHoOM Tpy6KuW. MNoaB3aoLwHas cuctema
[OCTaBKM NpefgHasHavyeHa ans JOCTaBKM KOHMUIypaLuui CTEHT-rpadToB 6paHLUM (HOXKW) U MOAB3A0LLHON AOMOJHUTENBHOM
yacTu. AopTasibHas cucTema JOCTaBKM OCHaLLeHa MEXaHWM3MOM 3axBaTa KOHYMKa, KOTOPbIM OTCYTCTBYET B NOAB3AO0LLHOM CUCTEME
[JOCTaBKMU.

MpumeyaHue. Ita cucteMa AocTaBKkM coaepHuT KobansT (Ne CAS 7440-48-4) B KoHUeHTpauuun > 0,1 % no macce. Kobanst
NPU3HaH BELLECTBOM, HapyLLakLWmMM paboTy SHAOKPUHHOM CUCTEMbI, MJIM KAHLEPOrEHHbIM, MyTareHHbIM UM TOKCUYHBIM s
penpoayKTneHoM cuctembl (CMR) BewecTBoM Kateropuun 1A nnam 1B.

PucyHOK 2. AopTasnbHas cuctema LOCTaBKH

1 3agHsa pyKkosaTKa 7 O6ono4yka rpadTa

2 HonecuKo xBocToBMKa 8 Honbuo-mapkep

3 BuHTOBaA nepepava 9 WnuHaenb

4 BHeLHWIM NON3YHOK 10 Mydra

5 Poblyar 11 HoHycoBWAHbIN HAKOHEYHWUK

6 lMepegHui 3axBar
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PucyHok 3. [ogs3poLlHas cuctema oCTaBKM

1 3apHAaA pyKoATKa 5 lMNepegHuit 3axBar

2 BwHTOBas nepepaya 6 O6onoyka rpadra

3 BHeLwHWI NON3YHOK 7 Honbuo-mapkep

4 Poiyar 8 HoHycoBWAHbIM HAKOHEYHUK

2 HasHavyeHue

Cuctema-cteHT-rpadta Endurant Il/lls npegHasHadeHa gns neveHma aHeBpr3M MHPPapeHaibHOro cermeHTa OpioLLHON YacTu
a0pTbl UM a0PTO-NOAB3A0LLUHbIX aHEBPU3M, aHEBPU3M FOKCTAPEHA/IbHOrO CErMEHTa OPHOLLHOM YacTH aopThbl UK
aopTO-NOAB3AOLLHbIX aHEBPU3M (METOA0M NapasfiefibHbIX rpadToB) NOCPEACTBOM 3HAOBACKYIAPHOro AOCTYyNa, co3aasas
anbTepHaTUBHBIV KOHAYWUT A5 TOKA KPOBW BHYTPU COCyAa NauumeHTa (20pTbl UM NOAB3AOLLHBIX apTEPUA), TEM CaMbiM UCKOYaA
aHeBpU3MY (LLeIeBOM YHaCTOK NOoparKeHWs) M3 KpoBOOBpaLLEeHMs.

2.1 lMpepnonaraembie nosb3oBaTesiv

K ncnonbsoBaHuto cuctembl cteHT-rpadta Endurant Il/lls (Bktovas cnyyam ee MCNoib30BaHUA B codeTaHmm ¢ cuctemoin Heli-FX
EndoAnchor np1 HaiMumMmM KOPOTKOM LLIEMKM M € 6aN0HOpaCLLMPAEMbIM NMOKPLITbIM CTEHTOM METOLOM NapassiesbHbiX rpadToB)
OOMycKatTCA TO/IbKO Bpayu M NepcoHall, 06y4YeHHble TEXHWMKE SHA0BACKY/IAPHOrO BMELLATENbCTBA, BK/IOYaA 06y4eHWe no
NPUMEHEHMIO ycTporcTBa. HOHKpeTHbIe TpeOOBaHUA K MOArOTOBKE COAEPHUT Pa3g. 9.1.

3710 yCTpOVICTBO nognexnT NCNnos1Ib30BaHUO UCKTIDYNUTESIbHO B CTEPUJ/IbHbIX YCZTOBUAX B paMHax KJIMHUYECKOM NPaKTUKN.

2.2 NoKa3saHWA K NPUMEHEHUIO

CucTtema cteHT-rpadta Endurant Il/lls nokasaHa gns aHAOBACKY/APHOMO JIEYEHWUA aHEBPU3M MHDPapeHanbHOro nam
IOKCTapEHasIbHOro CErMeHTa BGPHOLLHOM YaCcTH aopThbl UM a0PTO-NOAB3A0LWHbIX aHEBPU3M Y NALMEHTOB CO C/IeAYOLLMMU
XapaKTepucTUKaMmu:

¢ [lpremnemoe aHaTOMUYECKOE CTPOEHME UCMOJIb3YEMbIX A/1A [OCTYNa NOAB3AOLIHbIX UK 6efpeHHbIX COCYAO0B, MO3BOALEe
MCMOb30BaTb METOAbI, YCTPOMCTBA UIW NPUHALNEKHOCTU AR COCYAMUCTOro JoCTyna.

e [lnvHa anucTanbHOrO NoAB3AOLWHOIO yyacTha ans dpukcaumm = 15 mm

e [nameTp NoAB3A0LIHOM apTepun B AnanasoHe oT 8 10 25 MM

e CTpoeHue cocyaa No3BOSET BbIMOIHUTL KOPPEKLIMIO aHEeBPU3MbI
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e BbINONHAETCA OQHO U3 CNeAyOLLMX YCAOBUM:
— [unameTp aHeBpU3MbI > 5 CM
— [unawmeTp aHeBpU3MbI coCcTaBNseT 4-5 cM, 3a nociegHue 6 MecALeB NPOU3OLLIO ero yeennyeHue Ha 0,5 cm
— [JwnameTtp aHeBpu3Mbl cCOCTaBNAET He MeHee 1,5 agnameTpa uHbpapeHanbLHOro oTaena aopTbl B HOpME
Bno6aBoK, 4518 1e4eHna aHEBPU3M MHDPapeHasIbHOro CerMeHTa 6pIOLLHOM YacTW aopTbl UM a0PTO-NOAB3AOLLHbIX aHEBPU3M AJ1A
nauneHToB NPUMEHAIOTCA CAeAYIoLNe XapaKTEPUCTUKM:
e [InameTp WeENKM aopThbl B guanasoHe oT 19 go 32 mm

e [InvHa NpoKCHMMasibHOM LWerKkM = 10 MM Uan = 4 MM 1 < 10 MM NpU UCMOb30BaHMU B COYETaHUM ¢ cucTemom Heli-FX
EndoAnchor, ¢ He3HauYMTENIbHOW KanbUUdUKALMEN AN TPOMOOM, C MHDpapeHanbHbIM M3rMb6oM < 60°, cynpapeHasbHbIM
n3rnbom < 45° n guameTpom cocyga npmbanautenbHo Ha 10-20 % MeHbLUEe YKa3aHHOro Ha STUKETKE AnameTpa CTeHT-rpadra
Endurant ll/lls

e [1n1Ha NPOKCHMMaNbHOM LEMKKN = 15 MM C HE3HAYMTEIbHOM KanbuUdUKaLMEN NN HE3HAYUTENIbHBIM TPOMOOM, C
MHbpapeHaabHbIM U3rnMbom < 75°, cynpapeHanbHbIM M3rnéom < 60° n guameTpom cocyga npnbamsmntensHo Ha 10-20 %
MeHbLLE YKa3aHHOro Ha 3TUKETKe ArameTpa cTeHT-rpadta Endurant Il/lls

Hpome Toro, gnsa neveHns aHEBPM3M HOKCTapeHaIbHOro CerMeHTa GPHOLLIHOM YaCcTh aopTbl UM a0PTO-MOAB3L0LLHbIX aHEBPU3M C
NOMOLLbIO MeTOAa Napasifie/ibHbIX rpadToB A/1A NALUMEHTOB MPUMEHAIOTCA CAEAYIOLLME XapaKTEPUCTUKM:
e [nameTp WenKu aopTbl B guanasoHe ot 19 go 30 mm

e [nunHa HdpapeHanbHON NPOKCUMAIbHOM LLEMKK = 2 MM M 06LLaa fOCTYNHaA NPOTAKEHHOCTb MPOKCUMAa/IbHOM repMeTu3aLmnm
> 15 MM ¢ noMoLLbo 6a1TOHOPACLLMPAEMOro NOKPBLITOrO CTEHTA, PA3BEPHYTOro METOLOM NapasieNibHbiX FpadToB B O4HOM UK
06eurx NOYEYHbIX apTepUaX U C HE3HAYUTENBHON KanbuubUKaumen nam TpoMeom, ¢ nHdpapeHasibHbIM N3rnb6om < 60°,
cynpapeHasibHbIM M3rnb6oM < 45° n n3rnbom Hag, BepxHen bpbirkeeyHon apTepuen < 45° n auameTpoM aopTbl NPUBAUSUTESNIBHO
Ha 20-30 % MeHbLLEe YKa3aHHOro Ha aTUKETKE AnameTpa cteHT-rpadta Endurant Il/1ls

e [premneMbli NIEYEBOM UM NOAMbILLEYHbIM JOCTYM, NO3BONAOLLMI UCNONB30BaTh METOAbI, YCTPOMCTBA WU
NpUHaANEeXHOCTH AN1A COCYAUCTOro gocTyna

e [locTatoyHas fgvHa novyeyHow aptepum ans Gukcauum

*  Yron oTXOAeHWA noveyHom apTepun < 90° OTHOCUTENBHO LIEHTPAIbHOM OCU a0pPThl
MpumeyaHue. Yron Mexay LeHTpaibHbIMKM OCAMUW NPOCBETA a0PThbl U MOYEYHOW apTepum ABASAETCA YITIOM OTXOHAEHWA
no4yeyHon aptepuu. MNpu yrne < 90° noyeyHas apTepua HanpasaeHa BHU3 OTHOCUTE/IbHO TPAEKTOPUM LIEHTPaIbHOM OCK a0pThl.

2.3 lMpoTtuBonoKasaHusA
Cuctema cteHT-rpadta Endurant Il/lls npoTuBonoKasaHa K NPUMEHEHMIO CAEAYIOLLMM KaTeropuam:
e [laumeHTam, HeCNOCOBHbIM NI HEXenatoLmMm NPOUTU HEOOX0AMMOE Npesd- 1 NoceonepaUmoHHoe JlyyeBoe o6ciefoBaHme
(BM3yannsaumio) n MnaaHTaLMoHHble npoueaypsbl (1. 9 — 7. 12).
e [laymeHTam B COCTOAHMMMU, COMPAKEHHOM C PUCKOM MHPULMPOBaHKA rpadTa
e [laumeHTam ¢ YyBCTBUTENIbHOCTBIO MW aliepruer Ha Matepuasbl yCTporcTea (cMm. Pasg. 3.2)

Take cucTtema cteHT-rpadTa Endurant Il/lls npu ee ucnonb3oBaHum B codeTaHum ¢ cuctemoir Heli-FX EndoAnchor
NPOTMBOMOKa3aHa NauneHTam ¢ U3BECTHOM YyBCTBUTE/IbHOCTbLIO K MaTepuanam umnnadtara EndoAnchor.

Kpome Toro, He06X0AMMO Y4MUTbIBaTL MHBOPMALIMIO O BbiGope nauueHTa (Pasg. 3.2). [LNs 03HaKOMJIEHWS C NPOTUBOMNOKa3aHUAMM
ANA BCNOMOraTe/ibHbIX YCTPOWCTB, UCMOJb3YeMbIX C CUCTEMON CTeHT-rpadta Endurant II/Ils, cM. MHCTPYKLMIO MO NMPUMEHEHMIO,
NMocTaBAAEMYIO C KamAbIM YCTPOWCTBOM.

2.4 HnuHunyeckue npenmyliecTsa

MpumeyvaHue. MNocne 3anycKka Be6-canta EUDAMED KpaTKui 0T4eT 0 6€30MacHOCTH U KIMHUYECKOM addeKTMBHOCTH (SSCP)
OyneT focTyneH no agpecy https://ec.europa.eu/tools/eudamed, 6a3oBbii ngeHTuduKatop UDI-DI 0763000B00001977U.

CucTtema cteHT-rpadta Endurant II/lls npegHasHayveHa gnsa naacTMKW aHEBPU3Mbl MHDPapeHanbHOro cermeHTa GproLWLHON YacTu
a0pTbl UM 2a0PTO-NOAB3A0LLUHbIX @aHEBPU3M MW aHEBPU3MbI FOKCTAPEHA/IbHOrO CErMmeHTa GPIOLLHOM YacTu aopTbl UK
a0pTO-MNOAB3AO0LLHbIX aHEBPU3M (METOAOM NapannenbHbIX rpadToB). STOT MMHUMAIbHO MHBa3UBHbIV 9HAOBACKY/IAPHbIM AOCTYN
NO3BOJIAET CO34aTh a/lbTEPHATUBHbIN KaHan A1 KPOBOTOKa BHYTPW COCYAOB (20PTbl U NOAB3A0LUHbIX apTepUit) NOCPeaCTBOM
M301ALMM aHEBPU3MbI (LLeNIEBOTO y4aCTKa NopameHus), 4TO AOJIKHO NPeAoTBPaTUTb pPa3pbiB aHEBPU3MbI U CBA3AHHYIO C HEN
NeTanbHOCTb. TaknM 06pa3om, OCHOBHaA KIMHUYECKAas No/b3a 3aK/Ilo4aeTca B NpeaoTBpaLleHu pa3pbiBa aHEBPU3MbI U
CBAA3aHHOM C HUM JIETA/IbHOCTMU.

2.5 NMpepnonaraemaa nonynAuMa nayueHToB

CucTtema cteHT-rpadta Endurant II/lls npegHasHadeHa gns UCNonb3oBaHMA Y NauneHToB C aHEeBPU3MON MHDPapeHanbHOro nan
IOKCTapeHasIbHOro cermeHTa GpIOLLHOM YacTu aopTbl UM a0PTO-MOAB3AO0LWHON aHEBPU3MOM C aHATOMUYECKUMMU

967 Pycckui



XapaKTePUCTUKaMM 1 MOP(OJIOrMen CoCyf0B, COBMECTUMbIMU C YCTPOMCTBOM. [117 03HAKOMJIEHUA C NOAPOGHBLIMU
XapaKTepucTMKamu naupeHTa cm. Pasg. 2.2.

2.6 Pabouyune xapaKTepUCTUKU YCTPOMUCTBA

CucTtema cteHT-rpadta Endurant II/lls cocTouT 13 cTeHT-rpadToB pasinyHbIX KOHbUrypaumi 1 pasmMepoB, a TaKKe KaTeTepHoM
cuctembl goctaBku. HoHdurypaumm cteHT-rpadta MOXHO MMNAAHTUPOBATb B Pa3/IMYHbIX KOMOUHALMAX B GPIOLLHYIO YacTb aopThbl
W NOAB3AO0LLHbIE apTepun NauueHTa. llocne MnaaHTaummM cucTema co3aaeT ansTepHaTUBHbIM KOHAYUT AJ151 TOKa KPOBU B aopTe U
NoAB3AOLHbIX apTepUAX NauneHTa. 3a CHET BblParKEHHOMW TMMOKOCTHU M KOHDOPMHOCTU cucTema cTeHT-rpadTa Endurant Il/lls
NoAcTpamMBaeTca NoA NPAMbIe UKW U3BUTbIE aHATOMUYECKME CTPYKTYpbl. OHa coveTaeT B cebe TOYHOE U ynpaBisemoe
NO3WLMOHMPOBaHME C NPOCTbIM PasBepTbiBaHNMEM, 06ECMNEYMBAA YCTAHOBKY CTEHT-rpadTa Ha TaKMX CNOMHKHbIX y4acTKax, Kak
LUeMKa aopTbl.

CreHnt-rpadT Endurant II/lls Tak:ke MOXHO ncnonb3osatb ¢ cuctemon Heli-FX EndoAnchor (noctaBnseTtca otaensHo). Cuctema
cocTouT U3 nmnaaHtara EndoAnchor, Kotopbii goctaBnaeTca ¢ nomoLubio annankaropa Heli-FX no ynpasnsemomy npoBogHUKY
Heli-FX. MmnnaHTat EndoAnchor npegHasHaveH ana obecneveHma duKcauumn 1 yCUneHua repmeTmaanmm Mexay CTeHT-rpadtom
Endurantll/lls u HaTnBHOM apTepueit. UmnnaHTat EndoAnchor MOXKET 6bITb UMMAAHTUPOBaH BO BPEMSA NepBOHAaYaIbHOM yCTaHOBKM
CTeHT-rpadTa uam BO BPEMA PEBU3UMOHHOM NPOLEAYPbI (HANPUMEP, KOPPEKLNM).

MpumeyaHue. Jna nonyveHms JONOAHUTENBHOM MHDOpMaLmm 06 ncnonb3oBaHuu cuctembl Heli-FX EndoAnchor co
cteHT-rpadTom Endurant ll/lls cm. Pasg. 10.2.18. na nony4eHnsa AONOAHUTENbHON MHDopMaLumm o cucteme Heli-FX EndoAnchor
CM. MHCTPYKLMIO NO NMPUMEHEHMIO, MOCTaBAAEMYIO C CUCTEMOMN.

CreHT-rpadTt Endurant Il/lls Take MOXHO UCMOb30BaTb METOAOM NapasiesibHbiX rpadToB B COYETAHWUN C
6a110HOpacLLMPAEMbIMU NMOKPLITbIMUA CTEHTaMW AMAMETPOM OT 6 MM 0 7 MM (MOCTaBAAIOTCA OTAE/BbHO), KOTOPble 0f406PEHbI ANA
MCMO/Ib30BaHMA B MOYEYHbIX apTEPUSAX.

MNpumeyvaHue. 1A Nony4eHUa JONONHUTENILHOW MHPOPMaLMK 06 MCMOIb30BaHMK 6aIOHOPACLLUMPAEMbIX MOKPLITHIX CTEHTOB B
coyeTaHunm ¢ cucteMomn cteHT-rpadTa Endurant ll/lls cm. Pasg. 10.2.9. na nony4yeHua JONOAHUTENBHOM MHOpMaLmMK O
6an/IoHOPaCLUMPAEMOM MOKPLITOM CTEHTE CM. MHCTPYKLMIO MO NPUMEHEHUIO, MOCTaB/ISEMYIO C YCTPONCTBOM.

B cnoHcmpyembix KomnaHuer Medtronic nccnegoBaHuax u/mnuv ny6aMKaumax noayveHbl yoeauTeNbHbIe KIMHUYECKUE JaHHbIE,
noAaTeeprHaaroLme 6e3onacHocTb U aPERTUBHOCTb CUCTEMbI CTeHT-rpadTa Endurant Il/lls. CornacHo aTMM gaHHbIM cuctema
cteHT-rpadTa Endurant Il/lls, npy ycnoBum ee cnonb30BaHWA B COOTBETCTBUM C MHCTPYKLUMEN MO NPUMEHEHUIO, ABNAETCA
©6e30nacHom U aPEKTUBHOM A1 SHAOBACKYISPHOTO JIEHEHWA aHEBPU3MbI MUHPPapPEHaIbHOro CerMmeHTa GPIOLLIHOM YacTH aopThl U
a0pPTO-MNOAB3A0LIHOM aHEBPU3MbI. DTO KacaeTcs JIe4eHNss KOPOTKUX LeeK (B coveTaHmu ¢ cuctemort Heli-FX EndoAnchor) u
aHEeBPW3M IOKCTapeHaIbHOro CermMeHTa OPHOLLHOM YacTK aopTbl (METOAOM NapannesbHbIX rpadToB).

3 MpepynpexifeHUA U mepbl NPefoCTOPOHHOCTHU

BHumMaHue! BHMMaTeNbHO NpoymTanTe BCe MHCTPYKLUMU. HecobnoaeHue MHCTPYKUMIA, TPefoCTEPEXEHUN U Mep
NPefoCTOPOKHOCTU MOXET MPUBECTU K CEPbE3HBIM MOCAEACTBUAM UKW TPaBME NauueHTa.

3.1 O6uwue cBepgeHUnA

e K wncnonbaosaHuio cuctembl cTeHT-rpadta Endurant Il/lls gonycKatoTca ToNIbKO Bpaym U nepcoHan, 0by4eHHble TEXHUKE
9HA0BACKY/IAPHOro BMeLLaTe/IbCTBa, BKA0Yaa 0by4eHne no npumeHeHuto yctponcTea. HOHKpeTHble TpeboBaHMA K
NnoAroToBKE COAEPHMUT Pasy. 9.1.

e Ecau cuctema cteHT-rpadta Endurant Il/lls npumensaeTca B codeTaHum ¢ cuctemor Heli-FX EndoAnchor, ee gonkHbI
MCMNOAb30BaTh TO/IbKO Bpayu 1 CneLmanmcTbl, TaKkKe 06y4eHHbIe UCMoIb30BaHuio cucTtembl EndoAnchor.

e Cuctemy Heli-FX EndoAnchor cnegyeT ncnonb3oBarb, Korga Tpebyetca ycuneHHana paguansHasa dukcaums n/mam
repmMeTn3aumsa; B HaCTHOCTU, NMPU IEYEHUU aHEBPU3M BGPIOLLHOM YaCTW aopTbl C KOPOTKUMMU (= 4 MM 1 < 10 MM)
nHdpapeHabHbIMU LLENKaMMU.

e [pywumMnnaHTaumum nav NOBTOPHOM BMELLATEbCTBE, BCErAa A0/HHa ObITb HArOTOBE Gpurasa CoCyAUCTbIX XMPYProB Ha cilyyan
HEOBXOAUMOCTH OTKPLITOrO XMPYPriyecKoro BMeLLaTenbCTaa.

e [laHHOe 13aenve npegHasHavyeHo TObKO A1A OJHOKPATHOro NpUMeHeHWs. U3genne He NOAIEUT NOBTOPHOMY
MCMOb30BaHMI0, 06pPaboTKE WK cTepuaM3aumu. NMoBTOPHbIE MCNOb30BaHWe, 06paboTKa UM CTepUIN3aLmMa MOTYT
HapyLUMTb CTPYKTYPHYIO LeIOCTHOCTb U3AENA UM CO3[aTb PUCK 3arpA3HEHUS, YTO MOXET NPUBECTM K MPUYMHEHMIO Bpeaa
30,0pOBbIO, 3260/1€BAHUIO UIM CMEPTH NaLMeHTa.
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3.2 Bbi6op nayueHTa

He ucnonbayiTe cuctemy cteHT-rpadta Endurant ll/lls gna nauneHTOB € NOBbLILLEHHOW YyBCTBUTENIBHOCTBIO K MaTepuanam, 13
KOTOPbIX BbINOJIHEHA CUCTEMA CTEHT-rpadTa, WK C ainepruei Ha aTu matepuanbl. K aTum matepuanam otHocaTes (X —
yKasaHHble MaTepuasibl BXOAAT B COCTaB CUCTEMbI JOCTABKM, HO HE CONMPUKACaloTCA C TKAHAMUW OpraHM3ma):

— Monnadumpbnokamug, (M3BA)

— Monunadupbnokamug (MIBA) ¢ HanoHUTENEM — Cy/bdaTom 6apus
— TMonnamng 12

—  AKpWUNoHUTpUN-6yTagneH-cTuponbHbiv (ABC) cononnmep*
— Hepxasetwas ctanb

— [natuHo-upmameBsbIv cnnas

— HuKkenb-Kob6ansT-xpom-MoNM6AEHOBBIN CMiaB

— HwuKenb-TUTaHOBLIM cnaaB (HUTUHON)

— OTWNeH-NponWIEHOBbIN KaydyK*

— CunuKoH

— Monunkap6oHat

— ®doTo-nonmaxkpunammnaHbIi ConoammMep

— @doTopeaKTMBHaA YeTBEPTUYHAA COJb

—  POoTO-NOMBUHUANUPPONNAOHOBLIM CONoaMMEp

— oANBUHUANMPPOAMAOHOBBIM CONOUMEP

— MMnatuHa

— Monnadump

— Monnatnnex

— CuhHuii kpacutenb D&C blue Ne 6

— Bonbdpam

CneyunanncTbl KomnaHum Medtronic peKoMeHAYT Bpayam B MMCbMEHHOM hopMe NpefoCcTaBATh NauMeHTam onmcaHme BCex
PUCKOB, CBA3aHHbIX C UCNOIb30BaHMEM CUCTEMbI CTeHT-rpadTa Endurant II/lls. PUCKK, BO3HUKalOLWME BO BPpEMSA U MOC/IE
UMMNAaHTaLumn yCTPOMCTBA, NOAPOBHO ONUChIBalOTCA B pasaesne "HewenarenbHble asnennsa” (171. 4).

Henpasu/bHbIi BbIGOP NaumeHTa MOMET MPMBECTU K TOMY, Y4TO YCTPOMCTBO 6yAeT hyHKLMOHMPOBATb HEAOCTATOYHO
3 HEKTUBHO WK Bpaspes C TEXHUYECKMMU XapaKTepUCTUKaMM.

CucTema cTeHT-rpadta Endurant Il/lls He peKomeHAOBaHa naLMeHTam ¢ HeNepPeHOCUMOCTbBIO PEHTTEHOKOHTPACTHBIX CPEACTB,
MCMoIb30BaHUE KOTOPbIX HEOBXOAMMO AJ/1A MHTPa- M NMOC/IeonepaLMoHHON KOHTPOIbHOW BU3yainsauuu.

Cuctema cteHT-rpadta Endurant Il/lls He peKomeHAOBaHa nauneHTaMm, Yo BEC MM pa3Mepbl NPEBbILLAOT NpeaesbHbIe
3Ha4YeHUA, KOTOPbIM HEOBXOAUMMO COOTBETCTBOBATb A1 BU3yamM3aumu.

OCHOBHblE aHaTOMUYECKME 3/IEMEHTHI, KOTOpbIe MOryT NMOBJIMATb Ha yCrnelwHoe UCKIlo4YeHe aHeBPU3Mbl U3 KPOBOTOKA,
BH/IIOHAKOT:

— BbIPaXEHHbIM N3rMb NPOKCUMAIbHOM LLEMKM C KOPOTKOM NPOKCMMasIbHOM LLEMKOW aopThbl (> 75° C A/IMHOM LWENKK < 15 MM
unn > 60° ¢ AIMHON WerKkn < 10 Mm);

- 06pasoBaHue TPOMBa UK KaslbLmbUKaTa B apTeprm Ha yHacTKax UMMIaHTaLuum, 0CO6EHHO B MPOKCUMaSIbHOM LLEIMKe aopTbl
W B AUCTa/IbHOM COeAMHEHUM NMOAB3AOLIHON apTepuu;

— CyMeHMWe aopTbl B TOUKe B1bypHaLmu;
- HepaBHoMepHas KanbuMbrKaumsa nam 6aawKa MOKeT HapyLMTb hUKCALMIO N M30IALMIO YHACTKOB UMMIAHTaLMUM.

B wewnKax ¢ aTMMM OCHOBHbIMM @HATOMUYECKUMM OCOBEHHOCTAMU CMELLEHNe rpadTa 60s1ee BepoAaTHO. MNpumeHeHne

OUDYPKALMOHHOIO YCTPOMCTBA Y NaLMEHTA C CyXEHUEM AMUCTaIbHOMO OTAE/1A a0PThbl MOXET NPUBECTU K OrPaHUYEHMIO NOTOKA

WJIM OKKJTI03MKM B BpaHLuax (HoxkKax). CteHT-rpadt AUl peKoMeHA0BaH nauMeHTam C CyLLEeCTBEHHBIM CyXHEHWEM AMCTaNbHOro

oTaena aopTbl. Y NaumMeHTOB C KOPOTKOM LLEMKOM aopTbl CIEAYET UCMO/b30BaTb METOZ, NapasinesbHbiX rpadToB Uan

9HI0BACKY/NSAPHYIO KOPPEKLMIO MHPPapeHanbHOM aHeBPU3MbI C MOMOLLLIO cucTeMbl Heli-FX EndoAnchor.

Ecnu paccmatpurBaeTca BO3MOKHOCTb MPUMEHEHUA MeTOAa NapasiefibHbIX rpadToB, NauMeHTbl JOMHKHbI 06najaTb

c/lefyoLlLMMU aHaTOMUYECKMMU XapaKTePUCTURAMM:

— Yron mexay LeHTpasibHbIMM OCAMU MOYEYHOM apTepmn 1 aopTbl < 90 rpaycos

— 3oHa repmeTmsaLmm NOYEYHOM apTepmm AOCTAaTOUHOM AJIMHbI, 663 Ype3MepPHOM KabundrKaLmMm Uan Tpomba, KoTopble, No
MHEHMIO XMpYypra, MOryT BOCNPEnATCTBOBATb AOCTAaTOYHOM repmMeT13aumm

— WHdpapeHanbHas WwenKa = 2 Mm
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e [lpun 3HAOBACKYNAPHOM KOPPEKLMN MHPPapeHanbHOM aHeBPU3MbI C NOMOLL b cucTembl Heli-FX EndoAnchor:

MmnnanTat EndoAnchor cnegyeT ycTaHaBIMBaTh TONIBKO B Te 06/1aCTM TKaHW aopTbl, B KOTOPbIX OTCYTCTBYET
KanbumduumMpoBaHHaa 6adLLKa Uan TpOM6 MM B KOTOPLIX NOA06HAaA NaTto0rna HesHaumTebHa an auddysHaa u umeet
TOJILLMHY MEHEE 2 MM.

Mmnnantat EndoAnchor He cnegyeT Ucnoib3oBaTh y NaUMEHTOB C reMmopparmyecKnum gMaTtes3oM Uam C U3BECTHOM
rMNepYyBCTBUTENBHOCTbLIO MW a/lJIEPTMEN Ha MaTepualsibl yCTPOMCTBA.

Jna nonyveHnA jononHUTENbHOM MHDOPMaLMK CM. MHCTPYKLMIO NO NpumeHeHuto cuctembl Heli-FX EndoAnchor.
MeTOAMKM M3MEPEHMA A/IMHbI LUENKM BapbMpytoTcA. ECcan anvHa Werkn onpeaensieTca Kak AJmMHa, Mo KOTOPOK AnaMeTp
aopTblocTaeTcA B npeaenax 10 % oT uHdpapeHasibHOro AMaMeTpa, ApYrve onpeaeneHms MoryT NPUBOAUTL K OLLEHKE AJIUHbI
LUEMKN, KOTopas 60/bLUe AJIMHbI, MOYYEHHOM C UCMOb30BaHMEM 3TOr0 ONPEAEIEHNS.

e [lnAa obecneyeHns 6€30nacHOro BBEAEHNA CUCTEMbI OCTABKU MOXHO UCNONb30BaTh KOHAYUTbLI MOAB3AOLLHOM apTepPUn, ECN,
Nno MHEHMIO JSlevalllero Bpaya, cocybl nauneHTa, 4epes KOTopble OCYLLEeCTBAAETCA AOCTYM, HE NO3BONAIOT MPOBECTH
6e30nacHoe BBeAEHWE CUCTEMbI JOCTABKM.

* PasBepTbiBaHWe CTEHT-rpadTta B 06,1aCT1 KanbUudUKaLMM cocyaa MOXET NPUBECTU K UCTUPaHUIO CTEHT-rpadTa o
Ka/bLMPULMPOBaHHYO BAALLKY, YTO NOTEHLMAIbHO CMOCOOHO NPMUBECTU K 06pas3oBaHMio OTBEPCTUI MM pa3pbiBOB B rpadTe.

e JlonrocpoyHasa 6e30nacHOCTb M 3PHEKTUBHOCTb CUCTEMbI CTEHT-rpadTa Endurant Il/lls He ycTaHOBNEHDI.

e Be3onacHocTb U ahdEeKTUBHOCTbL CUCTEMbI CTeHT-rpadTa Endurant II/lls He oueHMBanuCh y NaLMeHToB CO CeayoLLMMU
XapaKTepuCTUKaMu U COCTOAHUAMM:

Monoxe 18 net

BepeMeHHble 1an KopMsLLMe rpyabio
AHeBpu3Ma CreayroLmx TUMoB:
CynpapeHasnbHas nav napapeHasnbHas
MN3onupoBaHHas NnoaB3a0LWHO-6eapeHHasn
MwuKoThyeckasn

BocnanutenbHasn

MNceBpoaHeBpm3ma

MpenMyLLeCTBEHHO NPOXOAMMAnA HUMHAA BpbixeeyHan apTepus 1 OKKIIOAMPOBAHHAA MW CTEHO3MPOBAaHHAA YpeBHas UK
BEPXHASA 6pbieeyHan apTepus

HeneyeHHasa aHeBpM3ma rpygHOro oTaena aopTbl AMaMeTPoOM > 4,5 cm
TpebyeTcsa aKCTpPeHHAaA KOpPEKLMA aHeBPU3Mbl (HanpUmMep, Npu TpaBMe Wian paspbise)
FemMopparvyecKuin guaTes Uam Koarynonatua B aHamHese

MHdapkT mrvokapaa (MM) unm octpoe HapyLueHne Mo3roBoro KposoobpalleHua (OHMK) B TedeHne 3 mecsaues nepes
UMnaaHTaumen

LLleliKka c o6paTHbIM KOHYCOM, XapaKTEPU3YIOLLAACA YBEJIMYEHNEM AMaMeTpa B ANCTa/IbHOM HanpasBieHUM Ha > 4 MM Ha
yyacTKe aamMHon 10 MM (TOIbKO 9HA0BACKYNAPHAA KOPPEKLMA MHDpapeHanbHOM aHEBPU3MbI)

MoaTBepHAeHHas rMnepyyBCTBUTEIbHOCTb MW MPOTMBOMOKA3aHUA K aHTUKOAryIsHTHbIM, aHTUTPOMGOLMTaPHBIM WU
PEHTreHOKOHTPACTHbLIM CPEACTBaM, He NoAJIeHalLme TepaneBTUIECKON KOpPeKLMK

BbipameHHbIMN (06bI4HO > 25 % nepuMeTpa LLUENKM aopTbl U NOAB3A0LWHOM apTepun U > 50 % AIMHbI NOAB3L,0LLHOM
apTepuu) NPUCTEHOYHbIM TPOMO B a0PTE HA Y4aCTKE NPOKCUMAaNbHOrO UKW AUCTaNbHOrO KPenJeHnsa yCTPOMCTBA, KOTOPbIN
MOMET HapyLUMTb ABYXCTOPOHHION QUKCALMIO UKW FrepMETMU3aLMI0 YCTPOMCTBA

PaCLIJVIpeHVIe noAB3A40LHbIX apTepMﬁ, Tpe6yrou.|,ee OBYXCTOPOHHEro UCKKYeHnA nog4peBHOro KpoOBOTOKa

Mcnonbayemas ans JOCTyna NoAB3A0LWHO-6epeHHan apTepusi He COOTBETCTBYET AuameTpy ycTpoiicTea (14-20 Fr)
BC/IEICTBME pasmepa Win U3BUTOCTU

Mcnonbsyemaﬂ Ana aocTtyna nogmbilleyHana apTepua He COOTBETCTBYET AUnaMeTpy UHTpoabtocepa, COBMEeCTUMOro C
Bbl6paHHbIM 6aﬂ)’|0HOpaCLLIMpF|eMbIM NOKPbITbIM CTEHTOM.

AKTMBHas MHDEKLMA HA MOMEHT yYKasaHHOW NpoLeaypbl, NOATBEPHAEHHAS HaMuMeM 601, TMXOPaZAKH, BbiaeeHneM
MWUIOKOCTU, MOJIOMMTENIbHBIM POCTOM KY/IETYPbI MU NEMHOLMTO30M (IeiKoumMTI > 11 000/MM3), No NoBoay KOTOPO
NPOU3BOAMUTCSA IeHEHME NMPOTUBOMUKPOGHBIMWU CPeaCcTBaMU (HENpoduaaKTUIECKOE)

BpomaeHHan gereHepaTvBHaA KoaareHoBas naTonorms
YpoBeHb KpeaTuHuHa > 2,0 mr/an

MNpoxoxaeHwe guannsa

MaTtonorns coeAMHUTEIbHOM TKaHM

BesonacHocTb M apheKTUBHOCTbL cucTeMbl cTeHT-rpacdTa Endurant Il/lls ¢ cuctemoit Heli-FX EndoAnchor gononHutensHo
He OLeHMBaINCh Y MaLMEHTOB C MH(pApEHaIbHOM LWEeNKOM aopTbl CO 3HAYUTENbHBIM TPOMGOM MK KalbLM(MHUKATOM,
NPenAaTCTBYIOWUMM AOCTATOYHOMY MPOHUKHOBEHUIO MMnaHTata EndoAnchor B CTeHKY aopThl.
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Cnepyet cOO6LWNTb BCEM MaLUMEHTaM, YTO BHYTPUCOCYAUCTOE BMELLATE/IbCTBO TPEGYET NOKMSHEHHOTO, PETYNAPHOrO
06cnefoBaHnsA 1 OLEHKW COCTOAHMA 340P0BbA U PYHKLMOHUPOBAHUA BHYTpPUCOCYAMCTOro rpadra. NaumeHTsl ¢
onpeaeneHHbIMU KIMHUYECKUMU COCTOAHUAMM (TAKMMW KaK 3HAOMOATEKAHWSA, POCT aHEBPU3MbI, CTEHO3
6an10HOpaCLLUMPAEMOro NOKPbITOrO CTEHTA MW U3MEHEHWE B CTPYKTYPE WU/IM MONOKEHUN BHYTPUCOCYAMCTOro rpadTa) nam c
MEHbLLWM MO CPABHEHMIO C PEKOMEHAYEMbIM KOJIMYECTBOM MMNaaHTatoB EndoAnchor npu Mcnonb30BaHWM B KOPOTKMX
NPOKCHMMasIbHbIX LWerKax (= 4 MM 1 < 10 MM) 4OMKHbI TPOXOAUTb PacLUMPEHHOE KOHTPOJIbHOE 06cneoBaHne. KOHKpeTHbIe
peKomMeHAaL M1 No 06CNef0BaHUI0 COaepPHUT 1. 12.

MaumeHTam ¢ orpaHMyeHMeM KpOBOTOKA Yepes 6paHLm (HOXKHK) rpadTa, 6annoHopacumpaemble NOKPbITbIE CTEHTbI UK
NOATEKAHUAMM MOTYT NOTPE6OBaTLCA BTOPUYHbBIE BMELLATEIbCTBA UM XMPYPrUYeCcKUe npoLeaypsbl.

Ecnv nocne nepBrYHOM BHYTPUCOCYAMCTON KOPPEKLMM Y NaLMeHTa HaboLaeTcs yBeMiyeHe aHeBpU3Mbl UK
3HAOMNOATEKAHME, PACCMOTPUTE BO3MOMHOCTb BMELLATE/IbCTBA W/ Nepexofa K CTaH4aPTHOM OTKPbLITON XMPYPruvecKom
PEKOHCTPYKLMW. YBEeIMYeHue pasmepa aHeBPU3MbI MW MPOLO/IHAIOLLEECA SHA0NOATEKAHWNE MOET NPUBOLAMUTL K paspbIBy
aHeBpU3MbI.

3.3 NMepep npouepypoit UMNIAHTaLUU

BbinonHMTe NnpegonepaLyoHHOE NiaHMpoBaHWe JOCTYNa U npoLueaypbl pasmeLleHus nepes BCKPbITUEM YNaKOBKU
YyCTPOMCTBA.

TpeboBaHWs K NOAFOTOBKE YyCTPOMCTBA CM. B UHCTPYKLIMU MO NPUMEHEHUIO 6a/ITOHOPACLLMPAEMOrO MOKPbLITOrO CTEHTA (TOJIbKO
MeToZ, napasesibHbIX rpahToB)

MNpwn aHZOBaCKYNAPHOM KOPPEKLMM MHDpapeHasibHOW aHEBPM3MbI C MOMOLLBI0 cucTeMbl Heli-FX EndoAnchor cm. MHCTpyKumio
no npumeHeHuto cuctemol Heli-FX EndoAnchor, 4To6bl 03HaKOMUTLCA C TPE6GOBaHMAMM NO NOATOTOBKE YCTPOMCTBA.

MNepea ucnonb3oBaHWeM cucTembl cTeHT-rpadTa Endurant II/lls BHUMaTenbHO OCMOTPUTE ee YyNaKoBKY M CaMo YCTPOMCTBO Ha
npeameT OTCYTCTBUA NOBPEXAEHUMN U AedeKTOB. He cnonb3yiTe NpoayKT, ECAN UMEKOTCA NPU3HAKKW NOBPEKAESHUI NN
HapyLUEeHWA LEeNOCTHOCTU CTEPUIBHOM YNaKoBKW. He nbiTaiTeCb NOBTOPHO CTEPUIN30BATb CUCTEMY JOCTaBKU U/
CTEHT-rpadT.

Mepen mnnaHTaumen He nepernbanTe, He NEPEKPYUNBANTE N HE MSMEHANTE OOLIM APYrMM CMNOCOBOM CUCTEMY LOCTaBKM
Endurant Il/lls, NOCKONIbKY 3TO MOXET 3aTPYAHUTb pa3BepTbiBaHUE.

YTOGbl YMEHBLUMTL PUCK TPOMBOTUHYECKUX OC/IOKHEHWIA, BBEAUTE BHYTPUBEHHO LONO/IHUTE/BbHbBIN 6OOC renapyHa nepes
BBEZEHWEM YCTPOICTBA.

3.4 Bo Bpems npoueaypbl MMMNJaHTaLuu

YT06bI NPEefoTBPaTUTL paspbiB cocyaa, COON0AaNTE OCTOPOKHOCTb NPU 0OpaLLEHNN C YCTPOMUCTBOM M CUCTEMOM JOCTaBKM.
CornacHo 1ccnefoBaHUaM, YeM 60/1bLUIE NPOAOIKUTENIBHOCTb NPOLEAYPbl, TEM BbILIE PUCK MUKPO3MOOIM3aLmK.
B03MOHbI NOYEYHbIE OCIOKHEHMSA B pesynerare:

— M36bITOYHOrO NPUMEHEHUA KOHTPACTHbIX BELLECTB

— 3M60AN3aLMK CTEHT-TPpadTOM MK 6ANNOHOPACLIMPAEMbBIM NOKPbITHIM CTEHTOM UM UX CMELLEHUSA

CobntoaaiTe OCTOPOKHOCTb M CNleayiTe HeoBX0AMMbIM METoLaM BU3yansaumum Npu pasBepTbiBaHUM aopTasibHOro
aHZorpadTa B KOPOTKOWM NPOKCHMMaSIbHOM LLeiKe 1A 06ecrneyeHna TOYHOro pasmelleHna. HeTouHoe pasmelleHne MoeT
NPYBECTU K HeyAa4YHOM UMnaHTauum EndoAnchor, He06X0aMMOCTH pasmeLLeHNA MPOKCHMAaIbHOM JOMNOJHUTEIbHOM YacTH
WK HenpeaHaMePEHHOMY MOKPLITUIO apTepum.

He passopaHMBai/’lTe CTeHT-FpadJT B y4acCTHax, rge aT1o npueBeneT K aHA0NoATEKaHUIO U1K OKKJTIO3UH apTepMVl,
HpOBOCHa6H{aIOLLI,MX opraHbl WJ1IM KOHEYHOCTMU. OT0 MOXeET I'IOTpGGOBaTb XUpypruyecKoro yaaaeHua yCTpOVICTBa.

N5 NPOABUMIEHWS CUCTEMBI JOCTABKM, BbISIBJIEHUA NEePeKpyYMBaHUM 1 OLIEHKM NPo6/ieM B X0oZe BblpaBHUBaHUA CErMEHTOB
CTeHT-rpadTa UCNosb3yiiTe PEeHTFEHOCKOMMYECKMIM KOHTPOIb. ECIM Npy NPOABUEHWM WM U3BIEYEHUM CUCTEMbI JOCTaBKM
OLLyLLIaeTCs COMPOTUBIIEHWE, HE NPUKAaLbIBANTE M3BLITOYHBIX YCUAWIA. ECv NpY BBEAEHWM CUCTEMbI AOCTABKM BO3HUHKIIO
nepeKpyYmBaHve, He NbiTalTeCcb PaCKPbITb CTEHT-rpadT. M3BNEKWTE YCTPOMCTBO 1 BBEAMTE HOBYIO CUCTEMY.

Ecnv KOHYMK He BpallaeTcAa COBMECTHO C cUcTemom A0CTaBHU, NpeKpaTtnuTe ee noBopavynBatb.

Ocobasn OCTOPOXHHOCTb Tpe6yeTcs| B TAKMX CNIOM¥HbIX MecTax, Kak 06,1acTm CTeHo3a, MHTPaBaCKynApHOro TpOM603a "B
06bI3BECTB/IEHHbIX UW M3BUJIUCTbIX cocypax. B mecte CyXeHuA Uan cTeHo3a cocyga cnegyert y4nTbiBaTtb BOSMOXKHOCTb
BbINOJIHEHWNA 6ANTOHHOM aHrMONAaCTUKM, NOC/IEe Yero NonbiTanTechb OCTOPOX¥HO NOBTOPUTbL BBEeHWE I-(aTETepHOVI CUCTEMDI
OOCTaBHKMW.

HeI'IO}'IHOLI,eHHbIﬁ KOHTaKT B 30HE CbMI-(CB.LI,VIVI MOXET NpuBeCTU K yBeJZIM4EeHUIO pUCKa NoATeKaHnA B aHEBPU3MY UM MUTpaLnmn
CTeHT-rpaCbTa 17 6ann0Hopacu.|MpﬂeM0ro MOKPbLITOro CTeHTa.

Bo BpemA npoueaypbl MnaaHTaunm caegyet UCnosib3oBaTb CUCTEMHYIO aHTUKOAryaLumio cornacHo nNpoToKoy, NMPUHATOMY B
Nle4yebHOM yyperaeHnn nan HasHa4eHHomy sie4alim Bpavyom. Ecnun renapuvH NpoTMBONOKasaH, cnefyet pacCMOTpPEeTb
BO3MOXHOCTb Ha3Ha4eHnA Jpyroro aHTunKoarysaHTa.

Pa3BepHyTbIM (ame YaCTUYHO) CTEHT-TpadT He MOXET GbITb PENO3ULMOHMPOBAH WK BTAHYT 0GPATHO B CUCTEMY [JOCTaBKMU.
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Ecnu cnyyaHo cTAHYTb 060/104KY rpadTa, TO YCTPOMCTBO pasBepPHETCA NPEXAEBPEMEHHO U MOMXKET ObITb NO3ULMOHUPOBAHO
HenpaBWJIbHO.

[na 03HaKOMJIEHWNSA C KPUTEPUSAMU NEPEKPBITUA CTEHT-rpadTa 6paHLLM (HOXKM) TONBKO C MNcunaTepasbHON GpaHLLen
Endurant lls cm. Ta6s1. 8. Kak ykasaHo, g KOHGUrypawuui cTeHT-rpadTta 6paHLIn (HOKKM), KOTOPbIE UMEIOT KpUTEPUN
NepeKpPbITUA TONBKO A1 3 CTEHTOB, HE NEPEKpbIBaliTe 60s1ee 3 CTEHTOB.

Mpw pasBepTbiBaHUK CTEHT-rpadTa yAOCTOBEPLTECH, YTO NEPEAHAA PYKOATKA CUCTEMbI JOCTABKN YAEPKMUBAETCA
HEenoABUHKHO.

Mpn cnonb30BaHWM 31aCTUYHOMO HAIJIOHHOIO KaTeTepa He pa3gyBanTe ero Ype3mMepHoO UK 3a Npegenamm matepyana
rpadTa. [pu paboTe ¢ KaTeTEPOM COBNAANTE BCE MHCTPYKLIMU NPOU3BOAUTENIA.

MHBEKLMM KOHTPACTHOrO BELLECTBA MNOZ, BbICOKMM AaB/IEHMEM B 061aCTW KpaeB CTEHT-rpadTa HenocpeacTBEHHO Noce
UMMAaHTaLumn MOryT NPUBECTU K SHA0MOATEKAHUAM.

3.5 JleyeHue 1 KOHTPOJIbHbIE OCMOTPbI

Bpayam cnefyet usyumTb MHCTPYKLMIO MO MPUMEHEHMIO, YTOObI HAMTM COOTBETCTBYIOLLYHO MH(OPMALMIO, KOTOPYIO HEOBXOAUMO
COOBLMTb NALMEHTY.

YnaKkoBKa yCTPOMCTBa COAEPHMT UMMJTAHTALMOHHYIO KapTy NauMeHTa, B KOTOPOM YKasaHa UaeHTUdULmMpytowas MHpopMaums
06 MMMNJITaHTMPOBAHHOM YCTPOMCTBE. [oc/ie MMNaaHTaunm yCTPOMCTBa 3ano/IHUTE MMINIaHTaLMOHHYIO KapTy nauueHTa v
nepegamnTe ee nauMeHTy A0 BbINUCKW. [as nony4yeHna nHbopmaumm o6 yCTPOMCTBE NauMeHT MOXKET NOCETUTb BEG-CaNT,
yKa3aHHbIM B UMMIaHTaLMOHHOM KapTe nauneHTa. Bpayam cneayet nepepatb naumeHTam cieayowmne MHCTPYKLMAK:

— Bcerga nmetb npu cebe nMnaaHTaunoHHY KapTy.

— [nsa nonyveHua ononaHUTENbHOM MHdOPMaLMK 06 YCTPOMCTBE NaLMEHT MOXET NOCETUTL BEDG-CAMT, yKa3aHHbIM B
MMMNAaHTaLMOHHOM KapTe naumeHTa.

MpumeyaHue. Ecnn naumeHT He MMeeT BO3MOXKHOCTHM MNOCETUTL BEG-CaNT, Bpay 0653aH NpefoCcTaBUTb NaLMeHTy
nHhopmMaumio ¢ Beb-canTa.

— Bcerga npegynpergare MeapabOTHUKOB O HAIMYMKM MMMIAHTUPOBAHHOIO YCTPOMCTBA 40 Havyana Jlo6om NpoLeaypbl.

— O6pawarbea K Bpayy npu BbiABAEHUN IH0ObIX HOBbIX CUMMATOMOB M/IM UX USMEHEHWN.

Jllo60e aHAoNoATEKAHNE, HE YCTPaAHEHHOE BO BPEMSA UMMJIaHTaLmMK1, TPeBYeT TLaTeIbHOro HabAlAEHUA NOCE UMMJIaHTaLMK.

Bce nauueHTbl, y KOTOPbIX NPOM3BOANAACH SHAOBACKYIAPHAA KOPPEKLMA aHEBPU3MbI, AONKHbI NPOXOAUTb NEPUOSNHECKUN

PEHTrEHOCKOMNUYECKUIM KOHTPO/Ib A1 OLLEHKW COCTOAHWA CTEHT-rpadTa, pasmepa aHeBpPU3Mbl U CTENEHU OKKJ/IIO3UM COCYL0B

B MeCTe BMeLlaTe/IbcTBa. 3Ha4YnTeIbHOE YBEIMYEHME aHEBPU3MbI (> 5 MM), NOABIEHNE HOBOIO SHAOMNOATEKAHMS,

CBUAETENbCTBA HA/IMYMA KPOBOTOKA BOKPYT rpadTta, UsMeHeHne nysibcaumm aHeBPU3Mbl MW MUTrpaLms, NpuBoaaLLas K

pasrepmMeTu3aLmm 30Hbl U30JIALMM, CIIYHAaT NOKa3aHUAMM K 6e30Tarate/isHoMy yriny61eHHOMY 06CNEA0BaHMIO U, BO3MOMHKHO,

K AOMOJIHUTENIbHOMY BMELLATENBbCTBY WM K XMPYPrUYECKOM KOPPEKLMM.

Lilenecoobpas3HoCTb UCNONb30BaHWNA AOMNONHUTENbHBIX METOLOB JIEYEHUSA, B TOM YUC/E SHAOBACKYIAPHOIO JI€YEHNA WU

XMPYPruyecKoro BMeLLaTeNbCTBa, CeAyeT 06a3aTe/IbHO pacCcMaTpuBaTh B C/ly4asX, NEPEYNCIEHHBIX HUKE:

— [locne nocnegHero KOHTPOJILHOrO OCMOTPA POCT aHEBPU3MbI COCTaBIAET > 5 MM (C 9HAOMNOATEKAHNEM WK 6e3
aHgonoATeKaHUA)

— [ynbcauma aHeBPU3MbI M3MEHWNACH (C POCTOM aHEBPU3MbI UKW 6E3 HErO, C SHAONOATEKAHNEM MK 6E3 SHAOMOATEKAHMUA)

— Henpekpavatoweeca aHAONOATEKAHNE (C POCTOM aHEBPU3MbI UM 6€3 Hero)

— Muwurpauma cteHT-rpadTa, NpUBOAALLAA K HeaAeKBaTHOCTU 30HbI M30ALMM

— CTeHo3 B 6an/10HOpacLLMpPAEMOM NOKPLITOM CTEHTE UK Y MeCTa ero AucTasibHOW huKcauum

— CHuKeHVe DyHKLMM NOYEK KaK CIefCTBME OKKJIIO3MM NOYEYHOM apTepum (M3-3a MUrpaLmy UM HeyA0BIETBOPUTEIbHOTO
NO31LMOHMPOBaHUA)

Mocne sHAOBaCKyNAPHOM KOppeKLmn aHeBpr3mbl (EVAR) BO3MOXKHO pasButme nwemmnm cnnHHoro mosra (SCI), cnoco6HowM

NMPUBECTU K PeAKOMY OCNOXHEHUIO B BUE napanserin i napanapesa. Ecam nmerotca noao3peHns Ha UWEeMmIo CIIMHHOTO

MO3ra, PEKOMEHAYETCA ApeHar CMMHHOMO3roBon uarocTn (CMH).

Mpv aHAOBACKYNAPHON KOPPEKLMM MHPPapeHanbHOM aHeBpU3MbI C MOMOLLbio cucTembl Heli-FX EndoAnchor:

— [lpopsuKeHue, [OCTaBKY M HAGAEHWE 3a BCeEMM KOMMOHeHTaMu cuctembl Heli-FX B cocyancTon cucteme He06xoanmMo
OCYLWECTB/IATb NOA, PEHTITEHOCKONMNYECKUM KOHTPOEM.

— Homnanua Medtronic pekomeHayeT, 4To6bl MnaaHTauma EndoAnchor nposogmnack nocie pasmeleHns aopTasbHOro
aHporpadTa 1 BbINOJHEHUA 6AJIOHHOrO PEMOAENIMPOBAHUA UHDPaPEHaIbHOM 30HbI FePMETU3ALUN CUCTEMBI
cTeHT-rpadTa. CobnoganTe 0OCTOPOKHOCTb NPY 6aIOHHOM PEMOAEIMPOBAHMU CUCTEMBI CTEHT-IrpadTa, YTOObI N36exaTb
cMeLLeHuA aHgorpadTa OCHOBHOM YacTu M3 NpefHa3Ha4YeHHOro AJ151 HEro MecTa UMMIaHTaumu.

— MecrTa pasmeweHusa nvnnaHtatoB EndoAnchor fonHbI OCHOBbIBATLCA Ha AeTaslbHOM M3YyYeHUK NpegonepaLMOHHbIX
KT-CHMMKOB B Cny4asx, CBA3AHHbIX C HA/IMYMEM HEPABHOMEPHOM MM SKCLLEHTPUYECKOM BNIALLKKM B 30HAX,
npegHasHayYeHHbIX 418 ynaoTHeHuA. Mvnnantat EndoAnchor cnepyeT yctaHaBaMBaTh TOJIbKO B Te 061aCTW TKaHW aopThl,
B KOTOPbIX OTCYTCTBYET Ka/lbLipHLMpOBaHHAsA BAALLIKA MU TPOMO WM B KOTOPbIX MOA06HAA NaTo/I0MMA HE3HAYUTEIbHA UN
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Anddy3Haa M MMEET TONLLMHY MeHee 2 MM. NonbITKa pasaMecTuTb MMniaHTaTbl EndoAnchor B 601ee cepbe3Hom 61ALLKe uam
TPOMOE MOXKET ObITb CBA3aHA C TPYAHOCTHIO MMMIAHTALMM, & TaKKe CyGONTUMaIbHOM hUKcauun aHaorpadTa u/mam
repMeTmsaLmm.

— PeromeHpyemoe KonmnyecTso nmnaaHtatos EndoAnchor gns 6udypKralMoHHOro aHgorpadTa OCHOBaHO Ha AMameTpe
HenopaxeHHOro cocyza M He 3aBUCUT OT CTEMEHU NPEBbLILLEHNSA pa3mMepa sHgorpadra.

— YCTOMYMBOCTb CTEHT-rpadTa B KOPOTKUX (= 4 MM U < 10 MM) MHDpPapeHasIbHbIX LWENKax yCUAMBAETCA MMNIaHTaTamm
EndoAnchor. O6ecneysTe ycrnelwHoe pasBepTbiBaHNE PEKOMEHAYEMOrO MUHUMAIbHOMO KOJIMYECTBA UMMIAHTATOB
EndoAnchor. Ecav KonnMyecTBo ycrewHo pasBepHyTbiX MMniaHTatoB EndoAnchor HUMe peKoMeHAyeMoro MMHUMYMa,
MOET BO3HWKHYTb 60/bLLUMI PUCK NOCIEONEPALMOHHOIO SHAOMOATEKAHMA UM CMeLLeHns Tuna 1a.

4 HeenartesibHble ABJIEHUA

4.1 Bo3moOHbIe HeenaresibHble ABNEeHUA

HeenaTesnbHble ABNEHWUS WM OCNIOKHEHUSA, CBA3AHHbIE C UCMO/Ib30BaHMEM 3TOM CUCTEMbI CTeHT-Fpa(DTa, KOTOpPbIe MOryT
BO3HUKHYTb UJ1N I'IOTpe6OBaTb BMellaTeNbCTBa, BK/IKOYakT, B HaCTHOCTH, criegyolme:

OwwubKa npm goctyne

Annepruyeckas peakums/peaKLms runepyyBCTBUTENIbHOCTU (HA KOHTPACTHOE BELLEeCTBO, aHTUTPOMEOLMTapHbIe Npenaparsi,
martepuan cTeHT-rpagra)

OcnoxHeHnsa aHecTesnn 1 NocseayoLme HapyLweHns (Hanpumep, acnupaums)

YBenuyeHve aHeBpU3MbI

PaspbiB aHeBpU3MbI

MNoBpexgeHne aopTbl, BKAOYaA nepdopauumio, pacciioeHne, KpOBOTEHEHNE U paspbiB

AOPTO-TOHKOKMLLEYHbIM CBULL,

ApTepuanbHas nav BeHO3Hasa ncesgoaHeBpuama

ApTepuasnbHbIi UK BEHO3HbIM TPOM603

KpoBoTeyeHwne, rematoma nuau Koarynonartus

OCnOXHEHMA CO CTOPOHbI KULLEYHWKA (Hanpumep, uaeyc, TpaH3UTOPHasA ULLEMUSA, MHDAPKT, HEKPO3, HEMPOXOAUMOCTb)

OcCnoHeHMA co CTOPOHbI CEpALIa M NOCeayoLLMe HapyLLEeHNUsa (Hanpumep, apuTtMus, MHPapKT MMoKapaa, 3acTonHas
cepfeyHas HefJoCTaToO4HOCTb, apTepuasibHas rMNoTeH3ns, apTepuanbHasa rmMnepTeHsma, CTEHOKapauma, TaMmnoHasa cepaua,
nepuvKapamuT)

HapyLueHne LuenocTHOCTH KaTeTepa

Mepemerxatoiasaca xpomoTa (Hanpumep, ¢ BOBNEYEHUEM ArOAML,, HUKHUX KOHEYHOCTEN)
MHTOKCMKaUWNA PEHTTEHOKOHTPACTHbIM CPEACTBOM

CwmepTb

Cno¥XHOCTH NpU pasBepTbiBAHUU/HEBO3MOXHOCTb pas3BepTbiBaHUA

Ortek

Omb0om3auma (MMKPO M MaKpO) C TPAH3UTOPHOM UM CTOMKOW ULLEMUEN MU MHDAPKTOM
OHpgonoATeKaHue

M36bITOYHOE MK HeafeKBaTHOE Jly4eBOE BO3ENCTBME

JluxopazKa v BocrnaneHue

OCnOXHEHMA CO CTOPOHbI MOYEMOJIOBOM CUCTEMbI U NMOCNEAYIOLLME HAPYLLEHUA (HanpUMep, ULeMusi, 3po3usi, UCTyna,
HeaepaHue, rematypms, MHGULMPOBaHUE)

MevyeHoYHas HeLOCTATOYHOCTb

MHdMUMpOoBaHWE aHeBPM3MbI, MecTa AOCTyna yCTPOMCTBa, BKAo4ana 06pa3oBaHme abeLecca, TPaH3UTOPHYH JIMXOPagKy U
60/1b, KOTOPbIE MOTYT NPUBOAUTDL K Cencucy

3anyﬂ,HeHHOG BBeAeHWe Uan n3esieHeHune yCTpOVICTBa

MecCTHbIe UM CUCTEMHbIE HEBPOJIOTMYECKME OCTIOHEHUSA 1 NMOCEAYIOLLME HAPYLLIEHUA (HanpUMep, CNyTaHHOCTb CO3HaHWA,
MHCYNBT, NPEXOASALLEE UILEMUYECKOE HapYyLLEHWE MO3rOBOro KpOBOOGpaLLEHNA, Napansierus, napanapes, napaamd,
noBpeXaeHne HepBa, HerponaTua)

OCNOMHEHMA CO CTOPOHbI IMMGbATUYECKON CUCTEMbBI M MOCeAyoLMe HapyLLeHWs (HanpumMep, TnMmdatuyieckas GucTyna)

OcCnoKHEeHWA CO CTOPOHbI IEMKMX M MOCAEAYIOLLME HAPYLLEHUSA (HanpUMmep, TPOMO03M60/IMA IEFOYHOM apTEPUMN, NAEBPa/IbHbIN
BbINOT, MHEBMOHMSA, MHEBMOTOPAKC, OTEK JIETKWUX, YTHETEHWE AbIXaHWA U bIXaTe/lbHasA HeA0CTaTO4YHOCTb)

OCnoXHEHMA CO CTOPOHbI MOYEK M MOCcAeAyLMe HapyLLEHNUs (HanpruMep, OKK/I3UA apTePUn, HELOCTaTOYHOCTb Pas/IMYHOM
CTENEHU TAKECTH)

MmnoTeHuus
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e CteHos

e Mwurpauua cTeHT-rpadTa

* HenpaBu/ibHOE NO3NLMOHMPOBaHWE CTEHT-rpadTa

e OKKNo3MA cTeHT-rpadTa

e PaspbiB Win Haga0M CTeHT-rpadTa

e PaspbiB WBa CTeHT-rpadra

o [edopmaumsa nav nepekpyymBaHune cteHT-rpadrta

e [lepexod K OTKPbITOMY XMPYPr4eCcKOMY BMeLLaTeIbCTBY

e OCnorHeHUA B MECTE COCYAMCTOrO AOCTYNA, BKAOYAA MHDULMPOBaHWE, 60/b, reMaTomy, NCEBAOAHEBPU3MY,
apTepuOBEHO3HYIO PUCTY/Y, CTEHO3, pacC/oeHne

e Cnaswm, TpaBma Wau NoBpEHAEHWE cocyaa (HanpuMep, SKCTPY3uA/ap0o3ns, paccioeHUe NOAB3AOLHbIX MM 6eApEHHbIX
COCYL0B, KPOBOTEYEHUE, Pa3pbIB, CMEPTh)

e OKKnto3uA cocyga

e PaHeBble OC/I0KHEHUA U NOCEAYIOLME HapyLLEHUA (HaNnpUMep, pacxoXaeHue KpaeB paHbl, MHbEeKLua, remaTtoma, cepoma,
LLeNJIH0NNT)

B cnyyae cepbe3HOro NpouCLIECTBUA, CBA3AHHOMO C paboToM YCTPOMCTBA, HEMEZIeHHO COOBLUMTE O NPOoM3oLLeLLeM KOMMNaHUm
Medtronic 1 yno/JIHOMOYEHHOMY PerysMpytoLemy opraHy.

5 OT60p M NevyeHne NnayUeHToB
5.1 UHauBuayanusauua neyeHus

Pa3mep 3aKkasbiBaemolr cuctembl cTeHT-rpadta Endurant II/lls gonxeH cooTBETCTBOBATb aHATOMUYECKUM OCOOEHHOCTAM
naumeHTa. MNpaBuabHOE U3MEPEHME YCTPOMCTBA BXOANUT B 0653aHHOCTM Bpaya. Pasamep cTeHT-rpadra AoMKEH MPEBOCXOAUTb
BHYTPEHHUIM auameTp cocyaa. PekomeHayeTcs, YTo6bl aopTasibHble KOHPUIypauum 6biamn 6osblie Ha 10-20 % (A1a KoppeKumm
MHbpapeHasibHOM/aopTo-NoAB3A0LWHOM aHeBPM3MbI) Man Ha 20-30 % npuy MCNO/Ib30BaHWKM BMECTE C 6aiIoHOopacLLMpsiemMbIM
NMOKPbITbIM CTEHTOM (/19 KOPPEKL MU IOKCTapeHaNbHOM aHEBPU3MbI); PEKOMEHAYETCS, HTOObI NOAB3A0LWHbIE KOHDUIypaLmm 6b1am
6onbLie Ha 10-25 %. A nonyYeHnsa JONONMHUTENbHbIX CBeAeHWM cM. Pasg. 9.2. Hondurypaumu cTeHT-rpadTta npuMeHaTca Ana
aopT gnameTpom oT 19 Mm o 32 Mmm mam ot 19 o 30 MM (NpW MCNOb30BaHWKM C NapanienbHbiMn rpadTamm) n 418 NOAB3A0LLHbIX
apTepui gnameTpom ot 8 o 25 MMm. PekomeHayemas oblan gavHa CTeHT-rpadTa, BK/IYaoLWero HECKOIbKO YCTPOMUCTB B
pas3BepHyYTOM BUAe, AO/IHKHA PABHATLCA PACCTOAHMIO OT HUKHEN NOYEYHOM apTepmu A0 TOYKU, HAXOAALENCA Yy Tb Bbille
BHYTPEHHEeN NoAB3A0LWHOM MM NOAYPEBHOM apTepum. [pn ncnonb3oBaHMM BMECTE C 6a10HOPaCLLMPAEMbIM MOKPbITbIM CTEHTOM
aopTasibHYH0 KOHMUIypaumio MOXHO pasMeLlaTtb Haj, MOYeYHbIMW apTePUAMU, A1 KOTOPbIX HEOOX0AMMA KOPPEKLUA Ha
[ONONHUTENIbHOM NPOTAXKEHHOCTU. PEKOMeHAaLMKM No BbIGOPY pasMepoB CM. B MHCTPYKLUK MO MPUMEHEHMIO, NpuiaraemMom K
6anIoHOpacCLLMPAEMOMY NMOKPLITOMY CTEHTY. Bpay foNHKEH MMETb B HA/IMYMKM YCTPOMCTBA CTEHT-rpadTa BCEX A/IMH U ANaMETPOB,
HEO6X0AUMbIX A5 BbIMOJIHEHWA NPOLEAYPbl. OTO 0COGEHHO BarKHO, EC/IM UCMO/b3YEMbIE NPU NPEA0NEPaLUOHHOM NJIaHNUPOBaHUN
pasmepbl (AMamMeTpbl UK AIMHbI KOPPEKTUPYEMbIX YHACTKOB) HE ABAAIOTCA TOYHBbIMUW. OTOT NOAX0A MO3BONAET LOOUTLCA 6ObLLEN
FTMBKOCTH B Xofe onepaumu 418 JOCTUKEHNA ONTUMabHbIX MCXOA0B BMeLLaTebCTBa.

Cneuuannctbl KoMnaHnm Medtronic MOryT NMPOKOHCY/ILTUPOBATbL Bpayew No BONPOCY OrnpeseNieHUs NpaBusibHbIX pasMepoB
cTeHT-rpadTa, UCXOAA U3 BbIMOJIHEHHbIX Bpayamu U3MEPEHUIM aHaTOMUYECKUX CTPYKTYpP nauueHTa. [Mepes UCnosib3oBaHWeEM
CUCTEMbI CTEHT-TpadTa caeayeT TaTeIbHO NPoaHaIM3nPOoBaTh BCE BbIrOAbl U PUCKK, OMUCaHHbIE paHee, 418 KarK4oro nauveHTa
B OTAE/IbHOCTH.

Mpu BbIGOPE NaumMeHTa JONMHKHbI YYUTbIBATLCA Ciegytolme haKTopbl:

° BOSpaCT M oxuragaemaa nNnpoaoIHHUTE/IbHOCTb XN3HU NauneHTa

e ConyTcTBylOLWME 32601€BaHMA (HANPUMEp, HAIMYMeE A0 ONepPaTUBHOIO BMELLATENbCTBA CEPAEYHOM, IEFOYHOM MM MOYEYHOM
HeJoCTaTO4YHOCTH)

e [lonycKaroT 1 0COBEHHOCTM aHATOMUYECKOrO CTPOEHUSA BbINOJHEHUE SHA0BACKYIAPHON KOPPEKLMH
¢ PuCK pa3pbiBa aHEBPM3Mbl YPaBHOBELLIMBAETCS PUCKOM JIEHEHWUA CUCTEMOW CTEHT-rpadTa

MpumeyvaHue. B cnny 0COBGEHHOCTEN KOHCTPYKLIMK U TMOKOCTU cUCTEMbI CTeHT-rpadTa Endurant II/lls obLwaa ganHa Kaaoro
CTeHT-rpadTa nocne pa3BepTbiBaHUA MOXKET ObiTb MEHbLLE.

BHumaHue! Eciv grameTp cTeHT-rpadta 6yaeT YpeaMepHO NPeBOCXOANTb AMaMeTP KPOBEHOCHOIO COCY/AA, TO COCYZ, MOMET 6bITh
nepepacTAHYT 1 NOBPEHAEH, UM BO3MOXHO YacTUYHOE rodpupoBaHmne CTeHT-rpadra.

Mpw aHAOBACKYNAPHOM KOPPEKLMW MH(papeHaibHOM aHEBPHU3MbI C MOMOLLbIo cucTembl Heli-FX EndoAnchor:

* Wmnnantat EndoAnchor cnegyeT ycTaHaBMBaTh TO/ILKO B Te 06/1aCTU TKaHW aopThbl, B KOTOPbIX OTCYTCTBYET
KabLunduruMpoBaHHas 61ALWKa MM TPOMO MM B KOTOPbIX MOAOGHAA NaToorMa HesHadymTesibHa uav guddysHaa n umeeT
TOJILLMHY MeHee 2 MM.
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e MwmnnanTtat EndoAnchor He cnepyeT Mcnonb30BaTh Yy NAUMEHTOB C FEMOpPParMiyeCcKMM AMaTe30oM Un C U3BECTHOM

rMNepYyBCTBUTENBHOCTBLIO MW a/lJIEPTMEN Ha MaTepualsibl yCTPOMCTBA.

e [1nA nonyyYeHWs AONONHUTENBHON MHPOPMALMK CM. MHCTPYKLMIO MO NprMeHeHuto cuctembl Heli-FX EndoAnchor.
Mpumeyanume. No gaHHbIM pernctpa ANCHOR KomnaHuu Medtronic KAIMHWUYECKMIA ONbIT NOATBEPK AAET UCMNOIb30BaHUE CUCTEMBI
cteHT-rpadTa Endurant Il / lls B codeTaHum ¢ cuctemoi Heli-FX EndoAnchor ana KoppeKumm aHeBpr3m GPIOLLHOM 4acTW aopThbl C
KOPOTKOM NPOKCMMasIbHOM LEMKOM (=4 MM 1 < 10 MM). C LeNblo OLEHKU MCXOA0B Y NALMEHTOB C KOPOTKOM LLUEMKOM, BKJTOHYEHHbIX
B PErucTp, MasHasA naboparopus onpeaensana AAnHy LWENKN KaKk onHy, Ha KOTOPOK auaMeTp aopTbl ocTaetcs B npegenax 10 %
OT MHdpapeHasibHOro AMameTpa.

6 lMpepocTaBnAeman nauueHTy MHpopmauua

Mpw 06CyHAEHUN C NALMEHTOM 3HAOBACKYIAPHOrO YCTPOMCTBA M NPOoLLeAypPbl Bpay A0MHEH PACCMOTPEThL C/ieAyoLLMe PUCKN U
BbIrOAbl:

e BospacT v oxugaemas NpoAOCIHMUTEIbHOCTb HU3HM NaumeHTa

e Pasnuuma memay aHA0BaCKyISPHON KOPPEKLIMEN 1 OTKPLITbIM XMPYPrMYeCKMM BMeLLaTe/IbCTBOM.

e PuUckn u BbIroAbl, CBA3aHHbIE C OTKPbITbIM XMPYPrmieCKMm BMeLaTe/ib.CTBOM

*  PWCKM 1 BbIrofpl, CBA3aHHbIE C 3HA0BACKYNAPHOM KOppeKLUnen

° PVICHVI, CBA3aHHble C HEMHBA3MBHbIM JiIe4HeHnemMm nin MegnMumnMHCKMM yxogaom

¢ PuUCKM paspbiBa aHEBPU3MbI OTHOCUTESIbHO PUCKOB SHA0BACKYNAPHOM KOpPEeKLmun

¢ Bo3MOMHOCTb TOro, 4To NoTpebyeTca Nocseaytollee 3HAOBACKYNAPHOE UM OTKPbITOE XMPYpPruiecKoe BMeLLaTeIbCTBO A5
KOPPEKLIMM aHEeBPU3MbI

e Jlonrocpo4yHasn 6e30nacHoOCTb U adEKTUBHOCTb CUCTEMbI CTeHT-rpadTa Endurant Il/lls namn cuctembl cTeHT-rpadTa
Endurant Il/lls, nicnonb3yemoi B covetaHnm ¢ cuctemoiri Heli-FX EndoAnchor, He ycTaHOB/IEHbI

e 115 OLEHKM COCTOAHMA 3L0POBbA NaLMeHTa 1 paboTbl CTEHT-rpadTa TPebyoTcA peryapHbie KOHTPOJIbHbIE OCMOTPbI Ha
NPOTHMEHUN 4/IMTENbHOrO BPEMEHM

e [lauuneHTbl C onpeaeneHHbIMHU KIMHUYECKMMN COCTOAHUAMMU (Hanpmmep, C sHAonoATeKaHnAMHU, yBem4nBaroLLMMnNCA
aHeBpM3MaMM) AO0NHHblI HAXOAUTbLCA Mo TwaTes/ibHbIM Ha6n+op,eHmeM

¢ CUMNTOMbI pa3pbiBa aHeBPU3MbI

Cneunannctbl KomnaHni Medtronic peKoMeHAyT Bpayam B MMCbMEHHOM (popMe NPeaocTaBaATb NauMeHTaM onMcaHe BCex
PWCKOB, CBA3AHHBIX C UCMOIb30BAHWMEM CUCTEMbI CTeHT-rpadTa Endurant Il/lls. Pucku, Bo3HMKatowue BO BpeMA 1 nocne
MMMaHTaLMn YCTPOMCTBA, NOAPOOHO ONMcChIBalOTCA B pasaese "HerenarenbHble aBnenns" (1. 4).

7 Cnoco6 nocTtaBKu
7.1 CtepunbHOCTb

Haxpasa KoHdurypaums cteHT-rpadTa (6MdypKaLMOHHbIM KOMNOHeEHT, AUI, 6paHLua (HOMXKa), aopTasbHaa 1 NoaB3aoLHas
[ONONHUTENbHAA YacTb, abAOMUHAIbHAA TPYOKa) HAXOAUTCA B CUCTEME AOCTaBKU OTAENbHO. CTepuansavnma BbiNoJHEHA
9/IEKTPOHHO-Ty4EBbIM CNIOCOBOM. YCTPOMCTBO NOCTABAAETCA B CTEPUIBHOM BUAE TONBKO A/ OAHOPA30BOro MCMo/b30BaHuUA.

e He uncnonbayiiTe 1 He CTEPUN3YIATE CUCTEMY NMOBTOPHO.
e EC/M yCTPOMCTBO NOBPEHAEHO MU LEIOCTHOCTb CTEPUIIBHOTO 6apbepa HapyLueHa, He UCNo/b3yiTe ero. 3a cBeieHNAMM Mo

ero Bo3Bpary obpaTntech B NpeacTaBUTeIbCTBO KOMNaHmm Medtronic.
7.2 CopepHumoe

e OpHa cuctema cteHT-rpadTa Endurant ll/lls
e OpuH BYKNET CO CCbl/IKAaMK Ha CNpPaBOYHY0 MHdOpMaLMO B CeTU MHTepHET

MHdopmanmio o noctaBke cuctembl Heli-FX EndoAnchor cM. B MHCTPYKLMKW MO NPUMEHEHUIO, MOCTaBAAEMON C YCTPOMCTBOM.

8 YTunusauuma yctpomctea

Mpu yTUAM3aLMK YCTPOMCTBA HEOBXOAUMO COBOAATH COOTBETCTBYHIOLLME 3aKOHbI U HOPMaTUBHbIE aKTbl, 8 TaKKe
NpUAEPKMBATLCA MPOLEAYP, NPUHATBLIX B MEAULMHCKOM YUYPEHAEHUN, BKIIOYAA TE, KOTOPbIe pacnpoCTpaHATCA Ha
6GMOJIOTMYECKM OMacHble OTX0Ab!, MUKPOBUOIOrMYECKM ONacHble 0TXOAbl U NMOTEHLMaNIbHO MHPULMPOBaHHbIE BELLeCTBa.

9 UHdopmaumAa No KAMHUYECKOMY UCMNOJIb30BaHUIO
9.1 Tpe6oBaHMUA K NOAroTOBKE Bpayewn
MNepep cnonb3oBaHWEM cucTeMbI cTeHT-rpadTa Endurant II/lls Bce Bpaun gonkHbI NPOUTU O6yHEHME.
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BHumaHume! K ncnonb3osaHuio cnctembl cTeHT-rpadta Endurant Il/lls gonycKkatoTca TONbKO Bpayy 1 nepcoHall, 0by4eHHbIe
TEXHUKE 3HA0BACKY/IAPHOrO BMeLlaTeNbCTBa M MPUMEHEHWIO STOrO YCTPOMCTBA.

TpeboBaHWA K 3HAHWAM W HaBblKaM Bpayer, UCMOb3YIOLLMX cUCTeMy cTeHT-rpadTa Endurant II/1ls, n3noxeHbl HUHKe:

3THonorma 1 natoreHes aHeBPM3M GpioLLIHOro otaena aopTbl (AAA), a0pTo-NOAB3AOLLHbIX aHEBPU3M M CBA3AHHBIX C
KoppeKumen AAA conyTCTByOWMX 3a601eBaHUM

Mcnonb3oBaHue 6aJ1J'IOH0paCLUVIpF|eMbIX MOKPbITbIX CTEHTOB MO MeToAY napasie/ibHbIX I'paCDTOB

Mcnonb3oBaHue nmniaHTatoB EndoAnchor gna aHaoBacKyNapHOM KOppeKLnn MHppapeHanbHOM aHEBPU3MbI C MOMOLLLbIO
cuctembl Heli-FX EndoAnchor

MHTepnpeTauns peHTreHorpaduiecKmx, PEHTFEHOCKOMMYECKUX U aHTMOrpadrUyYeCcKnx M306parmeHnn
Hapgnexauee ncnosb30BaHWE PEHTTEHOKOHTPACTHbIX BELLECTB

MeToapbl apTepUOCEKLMU, aPTEPUOTOMUU U KOPPEKLMKN apTEPU, a TaKKe YPECKOKHOIo AOCTYNa M yLLIMBAHUA
TEXHMKM UCMONBb30BaHMA HECENEKTMBHBIX M CEIEKTMBHbIX MPOBOAHMKOB M KATETEPOB

Ombonmsaums

AHrmonnactmka

MmMnnaHTaumnsa aHA0BaCKYAAPHOMO CTEHTA

MeToabl npUMeHeHus neTesb

TEXHWKW MUHWMU3ALMK JIY4EBOr0 BO3AENCTBUSA

Bbi6op 1 onpeneneHue pasmepa yCcTponcTaa

BHumaHue! Cuctema Heli-FX EndoAnchor gonxHa ncnonb3oBaTbCa TOIbKO Bpayamu 1 cneuyanmctaMmm, 06y4eHHbIMU
MCMONb30BaHMIO 3TOr0 yCTpomcTBa. PeKoMeHaaL M1 No NoAroToBKE Bpaden 4nia paboTsl ¢ cuctemort Heli-FX EndoAnchor cwm. B
WMHCTPYKLUMM MO NPUMEHEHMIO, MOCTaBAAEMOM C YCTPONCTBOM.

9.2 OnpepenieHNe peKOMEHAYeMbIX Pa3mMepoB YCTPOWCTBa

JocTynHbl ykasaHHble B Tabs1. 2 — Tab/1. 7 pasmepbl cucTtem cTeHT-rpadta Endurant Il/lls. MNpy BO3HMKHOBEHWM BOMPOCOB NO
onpegeneHuto paamepa cteHT-rpadta Endurant Il/lls cM. KOHTaKTHYIO MHPOPMaLMIO Ha 3afHEN OOI0KKE 3TOM MHCTPYKLMUK NO
npuMeHeHuo. PeKomeHaauumn no onpegeneHunio pasmepa 6an10HopacLlMpAEeMoro NOKPLITOrO CTEHTa CM. B UHCTPYKLMK MO
NPUMEHEHWIO, NPUAAraemMom K yCTpOMCTBY.

Ta6nuua 2. Tabn1ua pasmepos: 6UdypKaLunoHHaa KoHburypauua Endurant |l

. BHyTpeHHUI puameTp cocypa (Mm)
BHewHut puameTtp npOKCMMaprbIM X [AnuvHa yyacTHa ¢ no- AHpoBacKynapHas
(Fr) AMCTa?;;b;MMF::;aMeTp KpbITEM (MM) KoppeKuua nHdpape- | Metop napannenbHbIX
HaJ/IbHOW aHeBPU3MblI rpagToB
3620 145, 166 29-32 27-30
20 20
X
32x 16 26-28 24-26
28 x 20
28x 16 23-25 21-23
28x13 124,145, 166
18 25x16 21-22 19-20
25x13
23x16 19-20 H/M
23x13
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Ta6nuua 3. Tabnumua pasmepoB: 6MdypKaLmMoHHasa KoHurypauma Endurant lls

BHyTpeHHU guameTtp cocypa (Mm)

BHewHut guamertp npo"c"Maf‘be'ﬁ X AnvHa yyacTtKa ¢ no- dHpoBacKynapHas
AUCTasIbHbIA AUameTp
(Fr) (MM X MM) KpbiTUEM (MMm) KOppeKLMA Hdpape- | MeTop napannenbHbix
HaJIbHOW aHEBPU3MbI rpacgToB
20 36x 14 29-32 27-30
32x14 26-28 24-26
28x 14 103 23-25 21-23
18 25x 14 21-22 19-20
23x 14 19-20 H/MN

Ta6nuuya 4. Tabanua pasMepoB: KOHbUrypauma 6paHLLIM (HOHKHN)

BHewHuit | MpoKcUmanbHbI X AUCTasIbHbIN [LAMHA yHACTHA ¢ NOKPLITHEM 3
pAuameTp pAuameTtp (Mm) BHyTpeHHMU anameTp cocyaa (Mm)
(Fr) (MM X Mm)
16 x 28 23-25
16 x 24 82, 93, 124, 146, 156, 199 19-22
16 x 20 15-18
16 16x 16 12-14
16x 13 146, 156, 199 10-11
16x 10 8-9
16x 16 12-14
14 16x 13 82,93, 124 10-11
16 x 10 8-9

Ta6nuua 5. Tabnu1ua pasmepoB: KOHbUrypaLms NoAB3A0LLHON AOMOHUTEIbHOM YacTu

MpoKcumanbHbIN X AU- AnvHa yyacTKa ¢ NOKpbITU- BHVYTDEHHMI AMAMETD COCY-
BHewHwuit gpnametp (Fr) CcTa/ibHbI guameTp em yTp A P y
Aa (Mm)
(MM x Mmm) (Mmm)

18 28 x 28 23-25

16 24 x 24 19-22

20x 20 82 15-18

14 13x13 10-11

10x 10 8-9

Ta6nuua 6. Tabn1ua pasmepoB: KOHDUrypaLms aopTasibHOM AONOJHUTEIbHOM YacTU U a6A0MUHAIbHOM TPYBKM

. BHyTpeHHU guameTtp cocypa (Mm)
BHewHut puametp npoucumaﬂbﬂbm X AnuHa yyacTHa ¢ no- dHpoBacKynapHasa
AUCTaNbHbIN guameTp
(Fr) (MM X MM) KpbiTHEM (MMm) KOppeKLyA Hgpape- | MeTop napannenbHbix
Ha/IbHOW aHeBPU3Mbl rpadToB
20 36 x 36 29-32 H/M
32x 32 26-28 H/M
28 x28 49,70 23-25 H/M
18 25x25 21-22 H/M
23x23 19-20 H/MN
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Ta6nuua 7. Tabn1ua pasmepoB: O4HOCTOPOHHAA aopTo-nogs3aaoLluHas (AUl) KoHburypaums

. BHyTpeHHU guameTtp cocypa (Mm)
BHelwHuit puameTp I'Ipoucuma\pbﬂbm X AnvHa yyacTtKa ¢ no- dHpoBacKynapHasa
AUCTaNbHbIN guameTp
(Fr) (MM X MM) KpbiTUEM (Mm) KOppeKLMA Hdpape- | MeTop napannenbHbix
HaJ/IbHOW aHeBpPU3MbI rpagToB

20 36x 14 29-32 27-30

32x14 26-28 24-26

28x 14 102 23-25 21-23
18 25x 14 21-22 19-20

23x 14 19-20 H/MN

9.3 OcmoTp ycTpoucTBa

OcmoTpuTte ycTporctso Endurant II/lls v ero ynakoBky Ha npegMeT OTCYyTCTBUA NOBPEXAEHUM 1 fedeKToB. ECiv CpoK rogHoCTH
UCTEK, YCTPOMCTBO NOBPEHAEHO UM LeIOCTHOCTb CTEPUIIBHOTO Gapbepa HapyLleHa, He UCMOoJb3YiTe YCTPOMCTBO. 3a
CBEAEHUAMM NO €ro BO3BpaTy MM 3aMeHe 06paTUTeCh B NPeLCTaBUTENBCTBO KoMnaHum Medtronic.

9.4 Heobxopumble maTepuasbl (OTCYTCTBYIOLME B YNTaKOBKE CUCTEMbI CTEHT-rpadTa)
K Hadany onepaunmn gO/THKHbI ObITb noAroToB/ieHbl cneaylime NnpoayKTbl U MaTepuabl:

e JlononHuTenbHble cuctembl cTeHT-rpadta Endurant Il/lls (61dypHKaLMOHHBIM KOMMOHEHT, KOHTpanarepaibHaa 6paHLua,
aopTasibHas AONOAHUTENbHAA YacTb, abAoMWHaIbHaA TPyOKa 1 NoAB340LWHAA AONOAHUTEbHAA YaCTb) Pas/IMYHOM AUHbI U
avameTpa, 4To6bl 06eCneymTb COOTBETCTBUE UMMIaHTaTa OCOBEHHOCTAM aHaTOMUYECKOro CTPOEHUA NauueHTa.

° BaﬂﬂOHOpaCLIJVIpHeMbIe NOKPbITble CTEHTbI Pa3/IniHbIX AJIMH U JUaMeTpoB (TOJ'IbI-(O MeTO/ napasiie/ibHbIX Fpa(bTOB)

e [1nA aHA0BaCKYNAPHOM KOPPEKLUNN MHDpapeHasbHOM aHEBPU3Mbl — AOMNOAHUTENbHbIE cucTembl Heli-FX EndoAnchor u
COBMECTUMbIE MHTPOABIOCEPDI.

* YCTPOMCTBO A/11 PEHTIEHOCKONUU C DyHKUMEN umndpoBor aHrmorpadum (C-gyra nav ctaumoHapHbii). PEHTreHoCKonnyecKkoe
M306pameHne 1 BO3MOKHOCTb 3arn1cK U NPOCMOTPa BCEX M306PaeH.

e PasnunyHble NpoBOAHMKM COOTBETCTBYHIOLEN A/IMHBI. [TOMMMO MPOBOAHWKOB, NCMOJIb3YEMbIX AJIA COCYAMCTOro A0CTyNa, AN
MaKCMMasibHOM MOMOLLM NMPOXOHKAEHUIO CUCTEMbI AocTaBkM Endurant Il/lls B aopTanbHOE pycio cregyeTt UCnoib3oBaTb
nNpoBoAHWKK anameTpom 0,89 mm (0,035 in) namn aHanormyHble.

e [enapuHM3MpPOBaHHbIM HU3UONOTMYECKMIA PacTBOP

9.5 PeKomeHayemble maTtepuasibl (OTCYTCTBYIOLME B YIaKOBKE CUCTEMbI CTEHT-rpagTa)
K Havany onepaumm gonHHbl ObITb NOATOTOB/IEHBI CAEAYOWME NPOAYKTbI U MaTepuabl;
¢ [lpaBu/bHO NOAOGPAHHLIM NO pa3Mepy UHTPOALIOCEP A5 CO3AaHUA KaHasla, JOCTaTOYHOrO A8 UCMOJIb3yeMOM CUCTEMbI
poctaBku Endurant 1l/lls

e CTepu/ibHble MHTPOABIOCEPHI A1 BBEAEHUA B 6epEHHbIE apTepur BO BPEMA KapTUPOBaHUA WK NOYYeHWs
AMarHOCTUYECKOrO M306pareHWsl B AaslbHENLLEM

e ABTOMATMYECKWI LUNPUL, A5 aHTMOrPadUUYECKNX KOHTPACTHbIX MCCNEf0BaHMM

* PeHTreHOKOHTpacTHasA JIMHEeNKa C CAaHTUMETPOBbIMU AENIEHUAMMN

e DnacTuyHble 6annoHHbIE KaTeTepbl A5 paclUMPEHUA CTEHT-rpadTa Nocae MMNIaHTauum
e PasHoKannbepHble AMarHOCTUYECKME KaTeTepbl

e PasHoKannbepHble 6aNN0OHHbIE KaTeTepbl 415 NOTEHLMAIbHO BO3MOXHOMO pacluMpeHns KPOBEHOCHbIX COCYAOB C LIE/NbIO
BBeAEeHMA cucTemMbl goctaBku Endurant Il/lls

e PeHTreHOKOHTPaCTHOE BeLLecTBO
e CTepusibHaA CUIMKOHOBAA CMasKa UM CTEPUIbHOE MUHEPasIbHOE Mac/1o
e YCTpoWCTBa A/ HAJIOMEHWSA BHYTPEHHUX LIBOB

e DHAOBACKYNAPHbIE CIMPAJU, COCYAUCTbIE 3aMTYLLIKWN U COCYAUCTbBIE OKKJTO3UMOHHbIE YCTPOMCTBA (Hanpumep, oKkKoaep Talent
—CM. Pasg. 1.1.8 v Pa3g. 10.2.16)

9.6 UHdopmauua o 6esonacHocTu MPT

B HeKAMHUYECKOM nccaegoBaHuMm NPoaeMoHCTpupoBanu, 4to MPT cteHT-rpadTa Endurant Il/lls MOXHO BbINOAHATL C
COo6N0AEHMEM OrpaHUYeHu. [auneHT ¢ TaKMM YyCTPOMCTBOM MOXET 6e3onacHo npoxogute MPT npu cnegyowimx yCnoBmaAX:

e CTtatnyeckoe marHuTHoe none To/bKo 1,5 nam 3,0 Tn
e MaKcumanbHbIM NPOCTPAHCTBEHHbIM FPagueHT nons He 6onee 2500 raycc/cm
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° MaKkcMmasibHOe 3aperncTpmposaHHoe aaa cuctembl MPT cpegHee Ania BCero Tena sHayeHue yaesibHOM CKOPOCTH NOMIOLLEHNSA
nanyyenus (SAR) 4 BT/Kr (ynpaB/ifaemblii Ha NEPBOM YPOBHE PEHUM)

MpepnonaraeTcsa, YTO B ONMUCaHHbIX BbilLEe YCNOBUAX CKaHMpoBaHuA cTeHT-rpadT Endurant Il/lls Bbi3biBaeT:

* MakKcumanbHbl nogbem Temnepatypbl 1,00°C nocne 15 MUHYT HENPEpPbIBHOMO CKaHWpoBaHusa Tomorpadom 1,5 T

e MaKcumanbHbIM nogbeM Temnepatypbl 3,27°C nocne 15 MUHYT HenpepbIBHOMO CKaHUMpoBaHusa Tomorpadom 3,0 Tn
ApTedaKT n3obparKeHns pacnpocTpaHAeTCA NPUBIN3UTENBHO HA PACCTOAHWE OT 5 MM 0 8 MM OT rpaHmLbl yCTPOMCTBA KaK BHY TPH
NPOCBETA, TaK M BHE ero. 3T1 AaHHble Obl/IN NOJTyYEHbI TPU CKAHUPOBAHWU B XOA4€ HEKJIMHNMYECKOIrO UCCNEAOBAHMA C MPUMEHEHMEM

cnepytoLLer Nocae0BaTeIbHOCTU: CMINMH-3X0 U FPaAMEHT-3X0 COOTBETCTBEHHO, HA MP-cucteme 3,0 Tn Siemens TrioTim (¢
nporpamMmmMHbIM obecnedyeHnem VB 13) ¢ KaTyLwKom ans Bcero Tena.

Ecnu nveeTca HECKOBbKO YCTPOMCTB, C/ielyeT UCNO/Ib30BaTb MaKCMMasIbHO CTPOrMe orpaHuyeHus K sosaenctaemio MPT. MNpu
BO3HWMKHOBEHWM BOMPOCOB CBA3bIBAUTECH C NPOU3BOAUTENSAMU YCTPONCTB.

10 UHCTPYKLMM NO MMMIAHTaALUU
10.1 MoproToBKa cocypMcTOro AOCTyNa U yCTpoicTBa

Mepeg MMNAaHTaLmMen KoHdUrypaLumin aopTaibHOro 1 NOAB3LAOLIHOMO CTEHT-rpadTa JO/HHbI 6bITb NPaBU/bHO ONpeaeeHbi
pa3amepbl a0pTbl U NOAB3LOLLHbIX apTePUIA. MI3MepeHNns BbINOHAIOTCS C MOMOLLIO KOMMboTEPHOM TomMorpadumn (KT) ¢
KOHTPACTHbIM YCUIEHWEM, & TAKHKE aHrMOrpamMM YNOMSIHY TbIX 20PTbl M MOAB3A0LIHbIX apTepuid. TpexmepHan BU3yain3auus TaKKe
MOKET 6bITb NoAE3HON. CM. Pazg. 9.2. 9TW N306pareHuns AO/HKHbI BbITb LOCTYMHbI 415 MPOCMOTPa BO BPEMs NpoLeaypbl. Takke
LoNKeH BbITb AOCTYMNEH MHCTPYMEHTAPUIA 411 COCYAUCTOM XMPYPrUK U ApYyrue XMpYprudyeckune NpuHaanesHoCTH, HeOBX0AMMble
LANs JOCTyNa K apTepuu.

YT06bI YMEHBLUMTb PUCK TPOME03MBO/INM, PEKOMEHAYETCA renaprHM3aLmsa naumMeHTa Bo Bpems npoueaypbl.

BHumaHue! He otBoguTe 060/104Ky rpadra cucTeMbl JOCTaBKM A0 TEX NOP, NOKa CUCTEMA He ByAeT TOYHO NO3MLMOHMPOBaHa B
COCYAie M FOTOBA K pa3BepTbIBaHMIO.

BHumaHue! HuKorga He npogsurainTe n He OTBOAMUTE 060pYA0OBaHWE B COCYAUCTOM pyc/ie 6e3 UCNo/Ib30BaHUA PEHTTEHOCKOMUM.

10.1.1 CocyaucTtbii goctyn

1. Cobntogas npasuna acenTUKM, BbINOIHUTE COCYANUCTbIN AOCTYN Yepes 6eApeHHbIe apTepUK.
2. BBeguTe NPOBOAHMK B MNcunaTepasibHyo 6e4peHHY0 apTePUIO U NPOBEAMTE €ro Bbllle NOYEYHbIX apTepPUi.

3. C KoHTpanaTtepasibHOM CTOPOHbI 6eAPEHHOI apTepun BBeAMTE BTOPOM NMPOBOAHWK MO HANPAaB/EHMIO K BptoLLHOMY OTaeny
aopThl.

4. To aToMy NPOBOAHWMKY NPOBEANTE aHrMorpaguYecKuii KateTep Bbllle NoYeYHbIX apTepHA.
5. BbINOMHWTE aHrMorpaduio.

MpumevaHue. [lna goctyna B 00LLYHO NOAB3AOLHYO apTepUo BEPOATHO NOTPebyeTca caenarb AOMNOMHUTE bHbIN pa3pes.

10.1.2 HareTtepu3sauma no4eyHbIX COCYAOB Yepe3 NoAMbILEYHbIM UK NJIe4eBOM JOCTYN (TONIbKO METOA, NapasiiesibHbIX
rpacgToB)

1. Cob6nogas npaBuaa acenTmKu, BbIMOJHUTE COCYAMUCTbIM AOCTYN Yepes IEBYIO MOAMBILIEYHYHO UK NIEYEBYIO apTEPUIO.

2. BbInonHWTE KaTeTepusaumio NoYeYHON apTepUmn K apTePUi C MOMOLLbIO CTaHAAPTHOIrO MHTEPBEHLIMOHHOIO MeToaa

3. C nomoubto CTaHAAPTHOrO METOAA BbINO/IHUTE 3aMEHY YCTPOMCTBA Ha NMPOBOAHWMK AOCTATOYHOM HECTKOCTU C U30MHYThIM
aTpaBMaTHUYHbIM KOHYMKOM

4. TMocne KaTeTepM3aLMm NOYeYHOM apTeprmn UK apTepPUn NPOBEAMTE B MOYEYHYIO apTepmto MHTPOABIOCEP COOTBETCTBYIOLLErO
pasmepa, YTo6bl COXPaHWUTb COCYAMCTbIM AOCTYM.

5. MoaroToBbTE CUCTEMY A0CTaBKM 6a1/10HOPACLUMPAEMOrO NOKPLITOro CTEHTA B COOTBETCTBUM C MHCTPYKLMAMM MO
NPUMEHEHUIO YCTPOMCTBA

6. npOBeAMTe 6a}'IJ'IOHOpaCLUMpF|eMbI[;I I'IOHprTbIﬁ CTEHT U/ CTEHTbI B Bbl6paHHy}O NoYe4Hyto apTepuio Uan apTepun.

MpumevaHue. Bo Bpems BMeLLIATENLCTB OTCIEKMBANTE aHTUKOArYIALMIO C MOMOLLbI aKTUBMPOBAHHOIO BPEMEHU CBEPTbIBAHUSA
MW @HaI0rMYHOro MeToa, OCO6EHHO B C/ly4ae YyCTaHOBKM HECKOIbKMX rpadToB METOAOM "AbIMOXoAa" MM MPOLOHKMUTEBHOM
onepaumu.

MpumevaHue. [1na KOHTPOAA KaTeTepusalmmu U NpefoTBpaLLeHN BO3MOXKHOW TPaBMbl MOYEYHON apTePUM UCMOb3YyNTE
CBEPXCENIEKTUBHYIO MOYEUHYHO aHrMorpaduio.

MpumeyvaHue. [na ctabunnsaumm KaTeTepoB M MHTPOABbIOCEPOB B NMPOLECCE KaTeTepm3aL MM MOKET OKas3aTbCA NoJIE3HbIM
MOZENMPYIOLLWIA 6aNIOH.

BHumaHwme! [MpaBoCTOPOHHUI NAEYEBOM UM NOAMbILLEYHBIM 4OCTYN CONPSAMKEH C 60Ne€ BbICOKOM YacTOTOM LiepebpasibHbIX
OCJ/IOXHEHWM.
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BHumaHue! KanbumduKar nam TpomG MOryT BOCNPENATCTBOBATb KaTeTEpU3aLIMM MOYEYHOM apTepunn Uar apTepUi.

PucyHoK 4. HaTeTepuraaums NoveyHbIX COCYA0B (TOMbKO METOZ napasinesibHbiX rpadTos)

|

\_/\

,\

10.1.3 MoprotoBKa ycTponicTBa

1. BbINOAHUTE PEHTFEHOCKOMUIO CUCTEMbI JOCTaBKM, YTOObI BU3yalInM3npoBaTb PEHTTEHOKOHTPACTHbIE MapKepbl Ha
CTeHT-rpadTe. PEHTTeHOKOHTPACTHbIE MapKepbl YKa3blBatOT NONOHKEHMUE MPOKCMMASILHOMO U AUCTa/IbHOMO Kpaes matepuana
rpadrTa.

2. NosepHUTe 060104Ky rpadTa, YTOObI BbIPOBHATL PEHTTEHOKOHTPACTHBIM MapKep BXOA4a Ha KOPOTKOM 6paHLue
6udypKaLMOHHOM KOHPUrypaLumn No KOHTpanaTepasbHOM NOAB3A0LWHON apTepym naumeHTa.

3. MpoMoliiTe NpocBeT A5 NPOBOAHMKA renapvHU3NPOBaHHbIM GU3NOSIOTMYECKUM PaCcTBOPOM.

4. TMepep BBEAEHMEM B COCYJ aKTUBUPYMUTE rTMAPOMUIBHOE MOKPLITUE, aKKYPaTHO MPOTMPAaA BHELLHIOK MOBEPXHOCTb 060/I04KH
rpadTa CTepuIbHON Mapien, CMOYEHHOM B (PU3MOJSTIOTMYECKOM PacTBOpeE, A0 TeX Nop, NoKa 060104Ka rpadra He cTaHeT
CKOJIb3KOM Ha OLLymb.

10.2 Mpouepypa poctaBKU

[na oMarHoCcTUYeCKMX UCCNefoBaHUM cneumanncTbl Komnanmm Medtronic peKoMeHAyT MCNONb30BaTb MHTPOAbOCEP
COOTBETCTBYOLLEro AnameTpa. A5 BBeAEHMA CUCTEMbI JOCTaBKM UM pa3BEPTbIBAHWA CTEHT-rpadTa MUHTPOAbIOCEP HE TpebyeTcA.
Mpw aHOBACKYNAPHOM KOPPEKLMKM MHBPapeHanbHOM aHeBPU3MbI C NoMOLLbo cnucTembl Heli-FX EndoAnchor: guameTp m
MopdONorna cocyaa, Yepes KOTOPbIM OCYLECTBAAETCA AOCTYN, AO/IKHbI ObITb NPUroAHbI A1 UICMOIb30BaHMA YCTPOMUCTBA U
BBEJEHWA MHTPOAbIOCepa Kanmbpa 16 Fr. SHgoBacKynapHaa KOPPeKLMA MHhpapeHanbHOM aHEBPU3MbI C MOMOLLbIO CUCTEMbI
Heli-FX EndoAnchor BbINnosHAETCA Ha yCMOTPEHWE Bpaya, BbIMOAHAKLWEro nMnaaHtauuo. Homnadmua Medtronic pekomeHayer,
4TO6bI UMNAaHTauma EndoAnchor npoBogunack nocae pasmeLleHma aopTaabHOro aHgorpadTa v BbinoJHEHUA 6aTOHHOrO
pPeEMOAENUPOBaHUA MHPPapeHaIbHOM 30HbI FEpMETU3aLMM CUCTEMbI CTEHT-rpadTa. Cm. Pasg. 10.2.18.

BHumaHue! He 13BneKaiTe NpOBOAHMK, MOKAa CMCTEMA JOCTAaBKW HaXoAMTCA B TeNe NaumeHTa.

MNpeaynpexpeHune. YTobbl NpegoTBpaTUTL TPOMB006Pa30BaHKe, Nepes BBeAeHNEM YCTPOMCTBA PeKOMEHAYETCA B/B BBECTU
BTOPOW 60/1t0C renapuHa.
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10.2.1 BBepgeHue 6UPypHaLUOHHOM KOHUrypaLun
MpeaynpexpeHune. He npoasurante CUCTEMY SOCTaBKU, HE Pa3MECTUB NPOBOAHMK.

1. MeaneHHo BBeAMTE CUCTEMY JOCTABHM.

2. MNpoBeauTe ee No NPOBOAHWKY TaK, YTOObI B LLeIEBOM NPOKCMMA/IbHOM LLUEMKE aopTbl BU3yaIM3nMpoBaMCh Hanbosee
NPOKCHMMaJIbHbIE CTEHTbI U PEHTIFEHOKOHTPACTHbIE MapKepsbl (Puc. 5).

3. BBeanTe KOHTpacTHOE BELECTBO Yepes aHrnorpa@uyecKkuin Katetep (NUr-Tein) B OPHOLWHOM OTAEN a0PTbl U OTMETETE
Bbl6paHHOE MeCTO Ha 9KpaHe C U306parmeHem Uan Ha Tese naumeHTa.

4. Mi3MeHUTe NoNoKeHUe BUPYPKaLMOHHON KOHDUrypaumm CTEHT-rpadTa TakK, YTobbl BEpPXHWUI Kpan TKaHoro rpadTa
HaxoAWJICA HUKE CamMOro HUHEro HeJle4eHHOro BUCLepaabHOro cocyaa.

MpumeyvaHue. Kpan TKaHoro rpadra fomKeH HaxognTbes Ha 0,5 MM — 1,0 MM BblLLe BEPXHETO Kpas NPOKCUMasIbHbIX
PEHTrEHOKOHTPACTHbIX MapKEPOB.

MpumevaHue. Eciv BepxHWit Kpait TKaHOro rpadTa pacnofoHeH CAULLKOM 6/IM3KO K HeJleYeHHOMY BUCLLepasibHOMY cocyay, TO
LNs1 ONpeaeeHns IoKaamsauum Camoro HUHKHEro HeJle4eHHOro BUCLLEPaIbHOMO COCYAa M MPOBEPKM NOJOHEHUS YCTPOMCTBA
nepes ero noJiHbIM pasBepTbIBAHWEM MOMKHO BBECTU KOHTPACTHOE BELLECTBO.

anMe‘-IaHVIe. anI MCNoJIb30BaHWUM MeToAa napanniesibHbiX Fpa(‘DTOB BHMMaTE/IbHO OTC/EXMBANTE NOJIOKEHME CTeHT-rpaCbTa BO
BpemA 6annoHHOro pemMmogennpoBaHnA, NOCKOJIbKY BOSMOXHA ero npoKcnmasibHasa Mmmrpauua.

BHumaHue! Mocne onpefeneHns NPpOKCUMasIbHOM JIOKaM3aLmmu He M3MeHANTe NOJIOKEHWe NauueHTa U PEHTTEHOBCKOTO
060pyA0BaHKSA, NMOCKOIbKY 9TO MOXET HapYLLUMTb TOYHOCTb Pa3MeLLEHUs CTEHT-rpadTa.

BHumaHue! AHrnorpaduyecKumin KateTep MOXHO yaanuTb A0 pasBepTbiBaHuA. OfHaKo, eCn A0 pasBepTbiBaHUA
aHrnorpaduyecKuii Katetep He 6bl1 yaaneH, To 40 ero yaaneHusa yaoCTOBEPLTECH, YTO KOHYMK (HanpuMep, NUr-Tein Katetepa)
BbINPAMJIEH C MOMOLLbIO MPOBOAHMKA, YTOObI CTEHT-rpadT HE CMECTWJICA B 06PaTHOM HanpaBaEHUMU.

BHumaHue! lNpu BbipaBHMBaHUW NONOHKEHMA CTEHT-rpadTa y6eamTech, YTO PEHTrEHOCKON HaXOAUTCA NoA NepneHaNKYNAPHBbIM
YII0M K LeHTpasbHON MHWUK MHbpapeHanbHOro oTaena aopTbl. 3TO NO3BOUT M3b6eaTb napannakca u Apyrux NPUYMH OLLIMOOK
BM3yanmsaumn. [1na aToro MOXKeT NoTpeboBaTbea npuaaTb TpyoKe yeunmtena nsodpamenus (I-1) Hekotopbin
KpaHWanbHO-KayaaslbHbI HAKI0H, 0COBEHHO NpU NepeaHEM U3rnbe LWEeNKn aHeBPU3MBbI.
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PucyHok 5. BBegeHne aoptanbHOM CUCTEMBI JOCTABKU

@ @ %

M~ M~

1 OHpoBacKynApHasa KOPPEKLMA MHGpapeHanbHOM aHEBPU3MbI
2 MeTtopg napasnnenbHbix rpahToB

10.2.2 MoaTBepHAEHUE NOJIOHEHUA
1. Y6eputecb, 4TO gucTasibHas YacTb KOHTpanaTepasibHOM KOPOTKOM HOXMKN HaxoamTCA Bbllle 6udypKaumm aopTbl U B
aHeBpM3MaTUHECKOM MELLKE, a He B NOAB3O0LLIHON apTepum.
2. loBopaymBanTe pyKOATKY A0 TEX NOP, MOKA PEHTTEHOKOHTPACTHbIM MapKep Ha AUCTa/lbHOM CTEHTE KOHTpasiaTepasibHOM
KOPOTKOM BpaHLLM HE BbIPOBHAETCA C KOHTpanarepasibHOM NOAB3L0LWLHON apTeEPUEN.

MpumeyvaHue. Ecav npy NonbITKe BpalLeHUsi CUCTEMbI, KOHYMK He BpaLLlaeTcsl BMECTE C PYKOSTKOW, OTTAHUTE CUCTEMY Hasag v
YCTaHOBWTE ee 3aHOBO TaK, YTO6bl AOBUTLCA HEOBXOAMMOTO MOJIOHEHHS.

10.2.3 PasBepTbiBaH1E NPOKCHUMAIbHOrO KOHLa 61U YypHaLMOHHOW KOHDUrypaLum

1. B3ABWMWCb OQHOM PYKOWM 3a NEePeHIo PYKOATKY, HEMOABUKHO YAEPKMBANTE CUCTEMY JOCTaBKU.

2. MepneHHo cTAHMTE 060/104KY rpadTa APYron PyKoW, NoBopaymMBas BHELLHUIM NOA3YHOK NPOTUB YaCOBOW CTPEJIKM
(HanpaBneHWe yKa3aHo CTPEIKOM Ha MOJI3YHKE) TaK, YTOObl 3aKPbITbIV CynpapeHasbHbIM CTEHT OOHAKKIICA W NMOHOCTbBIO
pasBepHYIUCb 2—3 NMOKPbITbIX 060JI04KOM OCHOBHbIX cTeHTa Endurant Il unm Endurant (cm. Puc. 6).

3. C nomoulbto aHrmorpadum NpoBepsTe NONOKEHWE OUDYPKALMOHHOM KOHPUIypaLm OTHOCUTENBHO CaMOro HUKHEro
HeJsIe4eHHOro BUCLLepasibHOro cocyaa.

4. anI HEeo6Xo0ANMOCTH OCTOPOXHO NOATOJ/IKHUTE BCHO CUCTEMY AOCTAaBKU NPOKCUMa/IbHO UM OTTAHUTE ANCTa/IbHO TakK, YTOObI
I'IpOHCVIMafIbeIﬁ KOHeL, maTepuasia rpadpra Haxoauaca gucTtasibHee caMoro HUHHEero HeJle4eHHOro BUCLLepasibHOro cocyaa.

MpumeyaHue. B manoBepoATHOM criyyae NOJIOMKW B CUCTEME JOCTABKMU, NPUBOASALLEN K YaCTUYHOMY pa3BepTbIBaHUIO
cTeHT-rpadTa BBUAY YaCTUYHOIO OTAEIeHWA 060104KM rpadiTa, YTO6bI BbINOHWUTL YCNELLUHOE pa3BepTbiBaHUE CTEHT-rpadTa,

MOM¥HO BOCMO/1b30BaTbCA TEXHUKOM "pasbopKu pyKoATKKU". Cm. 1. 11.

BHumaHue! He Bpau.l,aﬁTe o6onquy rpanTa npuv pas3eepTbiBaHNK, MOCKOJIbKY 3TO MOMXET NPUBECTU K NepeKpyyHnBaHUIO
yCTpOﬁCTBa 1 ero BpalleHuio npu pasesepTbiBaHAUNA.

BHumaHue! Ecnu cnyyaiiHo CTAHYTb 060104KY rpadTa, To CTeHT-rpadT pasBepHETCs NPEXAEeBPEMEHHO 1 MOXET BbIiTh
NO3MLMOHMPOBAH HEMPaBU/ILHO.
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MpepynpemxpeHune. B cnyvae HenpaBmIbHOrO BbipaBHUBAHWUA PEHTIEHOKOHTPACTHLIX MapKepoB BO3MOMHO HenpaBuibHOE
pasBepTbiBaHWe CTEHT-rpadTa.

PucyHoK 6. PassepTbiBaHMe NPOKCUMAanbHOro KOHLAa 61dypHaLMOHHOM KOHDUrypauum

7/ 7/

[\

1 OHpoBacKynApHaa KOpPpeKLMA MHPpapeHanbHOM aHeBPU3MbI
2 MeTtopg napannenbHbix rpapToB

10.2.4 PasBepTbiBaHWE KOHTpanaTepasibHOWM 6paHLun 6UdYpPHaLMOHHOW KOHDUrypaLun

MpogonKas HENOABWKHO YAEPHUBATL NEPEAHION PYKOATKY CUCTEMbI AOCTABKM, MOBEPHUTE PYKOSTKY NMOM3YHKA NPOTHB YaCOBOM
CTPEsIKK1, HEMEeA/IEHHO OCTaHOBMBLUMCH, KOra KOHTpanarepasbHasa 6paHLua BbicBO60auAack U3 060104KM rpadta uam 060104KM

[ocTaBku (Puc. 7).
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PucyHoK 7. Pa3BepTbiBaHWe KOHTpasaTepaibHOM 6paHLIm

~ ~

1 OHpoBacKynApHasa KoOppeKLMA MHPpapeHanbHOM aHeBPU3MbI
2 MeTtog napannenbHbix rpapToB

10.2.5 BbicBOGOMHAEeHME NPOKCUMAIbHOIO KOHLIA CyrnpapeHasibHoro cTeHTa

1. C nomoLbto aHrnorpapumm NpoBepLTE NOIOKEHUE BUPYPHALMOHHON KOHDUIYypaLmmM OTHOCUTENIBHO CaMOrO HUMKHERO
Hesle4eHHOro BMCLepanbHOro cocyga.
2. MpoponkKanTe HENOABUKHO yAEPKMUBATL CUCTEMY JOCTaBKM 32 NEPESHION PYKOATKY OAHOWM PYKOM.

3. [pyrov pyKom noBopayvMBanTe KOJECMKO XBOCTOBUKA, NPOABUIras KOHMYECKUIM KOHYUK Bnepes, YToObl BbICBOGOAUTD
NPOKCHUMasIbHbIM KOHEL, CynpapeHanbHOro cteHTa (cm. Puc. 8).

4. HoHTpo/MpynA BbICBOGOHAEHUE CynpapeHaNbHOro CTEHTA C NMOMOLLBIO PEHTFEHOCKOMWK, MPOAC/IHKATE NoBopaYMBaTh
KOJIECMKO XBOCTOBMKA A0 TEX MOP, NMOKA OH MOJIHOCTLIO HE BbICBOGOAUTCA U3 WNUHAENA CUCTEMbI AOCTaBKM.

npumeanMe. B Ma/sioBepOATHOM c/iy4ae HEBO3MOXHOCTHU BbICBO60)+(,EI,eHVIF| NPOKCHMaJsIbHOIo KoHUa cynpapeHasibHOro CtTeHTa,
cm. 1. 11.

BHumaHue! B cny4yae MmasioBepOATHOro CcobbITHA oTAe/ieHnA KoJleCKa XBOCTOBMKaA BO BpeMA ero spaleHusa, CHUMUTE KOJ1ECUKO.

Bpy4Hyto npogBuraiTe BbICTyNatoLLMe A3bl4KU BNepes Ha BUHTOBOM Nepeaade Tak, YToObl BCe CynpapeHasbHble CTEHTbI
BbICBOOOAMINCE U3 WNuHAenaA. Cw. 7. 11.
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PucyHOK 8. BbicBOGOX AEHME NPOKCUMa/IbHOMO KOHLA CyrnpapeHasibHOro CTeHTa
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1 OHpoBacKynApHasa KOPPEKLMA MHPpapeHanbHOM aHEBPU3MbI
2 MeTtopg napasnnenbHbix rpahToB

10.2.6 PasBepTbiBaHUe [UCTaIbHOrO KOHLAa 61U YypHaLMOHHOW KOHDUrypaLum

MOHO NPOAOCAKMTb BpaLLeHMe BHELLHEr0 NOA3YHKa NPOTMUB YaCOBOM CTPEIKWU U/, HEMOABUIKHO YAEPHMBAA NEPEAHION PYKOATKY
CUCTEMbl JOCTaBKU, 60/1bLLIMM NasibLLeM PYKM 3araTb Ha BHELLUHEM MOA3YHKE TPUIrep U OTTAHYTb €ro Ha3az TaK, 4Toobl
OUdYPKALMOHHBIM CTEHT rpadT NOJIHOCTLIO Pa3BEPHY/ICA.

MpumevaHue. OTBeanTe 060/104KY rpadTa 3a rMO6KMIM KOHYMK CTonopa cTeHTa (MPUBAN3UTENbHO Ha 10 MM), YTOObI y6eanTbCA, HTO
Kpaw 060/104KM rpadTa He CMeCTUT rpadT BO BpeMs NPOABUKEHWUSA KaTeTepa Brnepes 415 NOBTOPHOro 3axBara KOHYMKA.

BHumaHwue! [Mpr MCnonb30BaHWK A1 YCKOPEHWS pa3BepThiBAHWA CTEHT-rpadTa TpUrrepa cucTemMa AOCTaBKM LOJIHHa 0cTaBaTbCA
HenoABWKHOM. He noBopauuBaiTe cMcTEMY JOCTaBKM BO BPEMSA pas3BepTbiBaHUA CTEHT-rpadTa.

PucyHoK 9. Pa3ssepTbiBaHME AUCTaNIbHOMO KOHLA 6UbYypHKaLMOHHOM KOHDUrypaLuum

IS
= i

7

1 BudypKaumoHHaa KoHourypaums Endurant Il
2 BudypKaumoHHas KoHburypauma Endurant lls
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10.2.7 MoBTOpHbIM 3axBaT WNUHAENA B KOHUHECKOM KOHUYMKE

MpumeyvaHue. MNMpn MCNonbL30BaHNKM BUDYPKALMOHHOM KoHbUrypaumm Endurant lls octaBsTe cMCTEMY AOCTaBKWM Ha MecTe
NPUMEHEHNA BO BPEMSA pa3BepTbiBaHUA CTEHT-rpadTa 6paHLLM (HOKKWN) B KOHTpanaTtepaabHoM 6paHLLe (HOMKKE).

1.
2.

MpoaosKanTe HENOABUMHO YAEPHMBATL CUCTEMY JOCTABKM 3a NEepPesHIo PYKOATKY OLHOM PYyHOM.

yAOCTOBeprer, 4YTO WNUHAEIb NO/IHOCTLIO OTAE/IEH OT CynpapeHasibHOro CTeHTa. Ecnu wnuHaens He oTAeNEeH NOJIHOCTHIO,
OCTOPOXHHO NOBEpHUTE CUCTEMY OOCTaBKWU.

MpoaBwuras B NPOKCUMaIbHOM HanpaB/IEHWU BCIO CUCTEMY AOCTaBKM NPUGIN3UTENBHO Ha 3 CM, aKKypaTHO BpatllaiiTe
CUCTEMY JOCTaBKM TaK, YTOObI KOHUYECKUIA KOHYMK W LIMWMHAESb NOJIHOCTbIO BbICBOGOAUINCH M3 CYNpapeHasbHOro CTeHTa.

Jpyrov pyKoi noBepHUTE KONECUKO XBOCTOBMKA MPOTUB YaCOBOWM CTPEJIKU, YTOObI MOBTOPHO 3aXBaTUTh LUMUHAE/b B
KOHWYECKUIM KOHYMK (CM. Puc. 10).

C NMOMOLLbIO PEHTFEeHOCKOMNUH y6ep,V|Ter, 4YTO WNMHAEeNb NOBTOPHO 3axBayeH B MyCDTy KOHMYECKOro KOH4Y1Ka.

MpoaonkaiTe NoBopayMBaTh KOJIECMKO XBOCTOBMKA NPOTUB YaCOBOM CTPE/IKM TaK, YTOObI LWNMHAENb 6bl1 NOJHOCTLIO
NOBTOPHO 3axBa4yeH, a KOJIECMKO XBOCTOBMKA AOLWA0 A0 ocHoBaHuaA (Puc. 10).

MpumeyvaHue. Mpu NpoTaNKMBaHUKN CUCTEMbI JOCTABKM BNepes coboaanTe 0CTOPOKHOCTb, YTOObI HE CMECTUTb
AVCTabHBIM KOHEL, MncunatepasbHON 6paHLLmM (HOKKM).

MpumeyaHue. MNepep NpoTankMBaHWeM CUCTEMbI LOCTABKM Briepes y6eamTech, YTo cynpapeHasibHbIM CTEHT NMOJHOCTHIO
OTZAENNACS OT WNMHAEeNS.

MpumeyvaHue. Ecnm Bo BpeMa NpoBeAeHUSA WNMHAENb 3aLEeNUCA 3a CynpapeHasbHbli CTEHT, MOBEPHUTE KOJIECUKO
XBOCTOBMKA M0 YacoBOWM CTpesiKe A0 yrnopa. OCTOPOKHO ABUranTe CUCTEMY JOCTaBKM Bnepes v Ha3as U O4HOBPEMEHHO
noBopaynBamTe CUCTEMY LOCTABKM TaK, YTOObI LNWHAENb NPOLLEN 3a CynpapeHanbHbli CTeHT. Janee npogonante
NPOLECC U3B/IEYEHNS.

BHumaHume! [Nocne goCTUKEHMA OCHOBaHMA BUHTOBOM Nepeaym XBOCTOBUKA NPeKpaTUTe BpalleHue Koslecmka
XBOCTOBMKaA.

MpeaynpexpaeHune. Ecnun cuctema JOCTaBKM He ByAeT NpaBuIbHO NPOBeAEHa A1A NOBTOPHOro 3axeara WNMHAENSA, TO
BO3MOXHO 3aCTpeBaHWe CyrnpapeHaIbHOM KOPOHKU B My(dTe KOHNMYECKOr0 KOHYMKA. OTO NPUBEAET K USMEHEHUIO
NPOKCHMMa/IbHOM Lie/IEBOM 30HbI BO BPEMS M3BJIEYEHUA CUCTEMbI LOCTABKM.

PMCVHOH 10. nOBTOprIVI 3axBar wnuHaenAa B KOHM4eCKOM KOH4YMKe
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10.2.8 M3Bne4veHUe cucTeMbl JOCTABKU (TOSIbKO GUPypHaLMOHHAA KoHpuUrypauua Endurant Il)

1.

2.

MpofonanTe HENOABUKHO YAEPHUBATb CUCTEMY [OCTaBKM OLHOM PYKOM 3a NEPEAHIO PYKOATKY, a ApYroi — 3a BHELUHWH
MON3YHOK.

OCTOpOXKHO NoBOpayYMBanTe U U3BEKANTE CUCTEMY AOCTABKM 40 TEX NOP, NOKa WNUHAEAb HE BTAHETCA B TKAHHYIO YacTb
CTeHT-rpadTa.

OTTAHUTE Ha3aj TpUrrep BHELLHEro NoA3yHKa U HEMOABUIKHO yAepKuBanTe ero, NOATArMBAA NEPEAHIO PYKOATKY K
NON3YHKY (Puc. 11).

Mop, HenpepbIBHbIM PEHTreHOCKONMNMYeCKNM KOHTPOJIEM U NpOoAO/IKanA Ha6ﬂ}0p,aTb 3a BepxyLUHOVI CTeHT-FpadJTa, MeaNeHHO
OTTArMBaMTE KOHUYECKUIM KOHUYMK Hasaj B o6onquy rpanTa CUCTEMbI JOCTaBKMW.

Mea/leHHO U3BNEKUTE CUCTEMY AOCTaBKM. MCNonbayiiTe PeHTIEHOCKONMMIO, YTOBb! Y6eAUTLCS B HEMOABUHHOCTH
6MbypPHaLMOHHOM KOHBUrypaLmm BO BPeMs U3BJIEYEHHA.

MpumevaHue. CoxpaHanTe COCyaMCTbIN AOCTYM 1 NOJIOKEHWE NPOBOAHMKA A0 TEX NOP, MOKa He ByAy T UMNAaHTUPOBaHbI BCe
KOHbUrypauum cTeHT-rpadTa.

Mpw BMeLwaTenbCTBax ¢ UCMNob30BaHMEM METoAa NapasiiesibHbIX rpadToB pa3BepTbiBanTe 6a/110HOpacCLUMPAEMbIT
NOKPbITbIN CTEHT. CM. Pasg. 10.2.9.

PucyHok 11. N3BneyeHne cucTembl JOCTaBKU

10.2.9 PasBepTbiBaHWe 6aNIOHOPACILMPAEMOro NOKPbITOrO CTEHTA (TOJIbKO METOA, NapasisiesibHbIX rpacToB)

1.

2.

YacTu4HO OTBEAMTE OCHOBHYIO CUCTEMY AOCTaBKM (To/IbKO Endurant IIs) TaK, 4To6bl LWUNWMHAEb OKa3asca agnucTanbHee
NPOKCMMa/IbHOMO Kpas TKaHu cTeHT-rpadTta Endurant lls.

Y6enuTech, 4To paamep 6a110HOPACLLMPAEMOro NOKPLITOro CTEHTa ONPEeAE/IeH NPaBUIbHO, YTOObI MOC/E pa3BepTbIBaHUSA
NMPOKCHMMasIbHBIN Kpai HaxoAuCcA NocepesuHe Mexay NpoKCcUMabHbIM KpaeMm rpadTa aopTaabHoW GUdyprauum 1
bUKCHpYOLWMMK WTUdTaMK CynpapeHanbHOro CTeHTa U 4To6bl B MOYEYHOM apTepum yHacToK AMCTaIlbHOM repMeTusaLmm
MMes OCTaTO4HYIO MPOTAKEHHOCTb.

HesamennuntensHO nocsie pa3BepTbiBaHWsA 6a/1/I0HOPaCLLMPAEMOrO MOKPLITOrO CTEHTA U3B/IEKUTE UHTPOAbIOCEP.

MpumeyvaHue. 11 BbINOJHEHWA pa3BepPTbIBAHUA WM BbICBOGOMAEHNA 6a/I/IOHOPACLUMPAEMOro NMOKPLITOrO CTEHTA
[AMCTasbHbIM KOHYMK MHTPOAbBOCEpa ClelyeT pacrnonararb HUKE GUKCUPYHOLLMX LUTUGhTOB CynpapeHanbHOro CTeHTa.
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BHumaHue! Ecnv 0TBECTU MHTPOABIOCEP K PUKCUPYIOLMM LITUdTaM CynpapeHasbHOro CTEHTa UM 3a HUX, MOMET
NPOVM30MTK paspbIB KaTeTepa 6a110HOPaCLUMPAEMOro CTEHTA.
4. PasBepHWTE NnapansiefibHbli CTEHT-rpadT B COOTBETCTBMU C MHCTPYKLMEN NO NPUMEHEHWNIO 6aNI0HOPaCLLIMPAEMOro
NOKpPbITOro cteHTa (Puc. 12).
MpumeyvaHue. MNocne passBepTbiBaHUA 6a1710HOPACLLMPAEMOro MOKPLITOrO CTEHTA B HErO MOMHO BBECTU MHTPOABIOCED, YTOObI
COXpPaHWTb AOCTyn.

PucyHoK 12. PasBepTbiBaHWe 6a1710HOPACLLUMPAEMOro MOKPbITOrO CTEHTA UJIM CTEHTOB (TO/IBKO METOZA, NapasiiesibHbiX rpadToB)

|

10.2.10 PasBepTbiBaHUe CTEHT-rpagTa 6paHLLM B KOHTpaaTepasibHOM GpaHLue (HOXKeE)

1. MNoaroToBbTE CUCTEMY NOAB3A0LWHOrO CTeHT-rpadTa cornacHo Pasg. 10.1.3.

2. C KoHTpanaTepasibHOM CTOPOHbI MaLUMeHTa BBEAUTE NPOBOAHUK YEPE3 KOHTpasiaTepasibHyr GpaHLLy 1 aopTasibHYHO LWENKY
3apaHee yCTaHOBNEHHOW B1PYPHALMOHHON KOHDUrypaumu.

3. lMNpoBeauTe cMCTEMY AOCTaBKM NO NPOBOAHMKY BHYTPb KOHTpanarepasibHoM 6paHLum 61udypKaLnmoHHOro CTeHT-rpadra.
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4.

© N o>

9.

BeeauTe cTeHT-rpadT 6GpaHLLKM B KOHTpanaTepaabHyo 6paHLuy (HOXKY) GUdYypKaLMOHHOro CTeHT-rpadTa. MNpoKcrmanbHbIi
PEHTrEHOKOHTPACTHbIM MapKep 6paHLUM (HOXKM) [OJIHKEH ObITb COBMELLEH C PEHTTEHOKOHTPACTHBIM MapKepoM 6ndypKaLmMm
OUdypPKaLMOHHOM KOHDUrypauun cteHT-rpadTa (Puc. 13).

PucyHok 13. BeegeHve noaB3A0LLIHOM CUCTEMbI AOCTABKM
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1 BudypraumoHHasa KoHdurypauua Endurant Il (sHgoBacKynsipHas KOppeKuma nHdpapeHaibHOM aHEBPU3MbI)
2 BudypkaumoHHas koHdurypauua Endurant lls (meTog napannenbHbix rpadToB)

Y6eauTech B HAMYMU NEPEKPLITUA 3 CTEHTOB (Puc. 14).
B3ABLUXCH OAHOM PYKOM 3a NEepeHIon PYKOATKY, HENOABUIKHO YAEPHUBANTE CUCTEMY JOCTaBKMU.
Jpyrov pyKon MegneHHo CTAHMTE 060104Ky rpadTa, NoBopayMBas BHELLHWUIM NON3YHOK NPOTUB YacOBOM CTPESIKU.

B nto601 MOMEHT MOXHO OTTAHYTb TPUITEP MOJI3YHKA W CABWMHYTb BHELLHWI MNOI3YHOK Ha3ap A0 yrnopa, YTo6bl 3aBepLUMTb
pa3BepTbiBaHWE KOHDUrypaumm 6paHLum (HOXKM).

N3Bneknte CUCcTemy OCTaBHKMW.

MpumeyaHue. B ManoBepoaTHOM Cyyae NoJIOMKM B CUCTEME LOCTABKM, MPUBOAALLEN K HACTUHHOMY pasBepTbIBaHMIO

CTeHT-rpadTa, MOX¥HO BOCMNOJIb30BaTbCA TEXHUKON "Pa3bopKM PYKOATKKU", YTOObI BbIMOJIHUTL YCMELIHOE pa3BepThiBaHWe
KOHMUrypaumm cteHT-rpadra. Cm. 1. 11.

BHumaHue! He I'IOBOpa‘-IMBaVITe noaB3A0LLHYO CUCTEMY AOCTABKM, MOKa OHa HaxoguTCA B Tenie nauueHTa.
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PucyHok 14. Pa3BepTbiBaHMe KOHPUIrypauumn 6paHLLmn
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1 BudypraunoHHaa KoHburypauuma Endurant Il
2 BudypKaumoHHas KoHdurypauma Endurant lis
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10.2.11 U3BneveHue cucTeMbl OCTaBKMU (TONIbKO 6UdypHauoHHaA KoHdurypauua Endurant lis)
1. MpoponKarTe HENOABUKHO YAEPHMBATL CUCTEMY JOCTaBKM OAHOM PYKOM 32 NEPEAHIO PYKOATKY, a ApYrol — 3a BHELUHWIM

MONI3YHOK.

2. OCTOpOMHHO NOBOpaYMBanTe 1 U3BEKANTE CUCTEMY AOCTABKM A0 TEX NMOP, MOKA LWMNMHAE/b He BTAHETCA B TKaHHYIO 4acTb

CTeHT-rpadTa.

3. OTTAHUTE Has3ag TpUrrep BHELUHErO NOM3YHKA U HEMOABUKHO YAEPHUBAMTE €ro, NOATArMBas NepesHon PYKOATKY K

NoN3yHRy (Puc. 15).

4. MNopa HenpepbIBHbIM PEHTIEHOCKONMMYECKMM KOHTPOJIEM W NPOAO/IHKAA HabAATb 3a BEPXYLUKOW O1dYPKALMUOHHOIO
CTeHT-rpadTa MeaIEHHO OTTArMBaNTE KOHUYECKMI KOHUYMK Ha3a B 060/104Ky rpadTa CUCTEMbI JOCTABKM.

5. MepneHHO U3BNEKUTE CUCTEMY AOCTaBKU. MICNONb3yMTE PEHTFEHOCKOMUIO, YTOObI YOEAUTHCA B HEMOABUKHOCTHU
OUdYypPKaLMOHHOM KOH(UIypaLumn BO BPEMSA N3BEYEHUS.

npumeanMe. COXpaHHVITe Cocyp,MCTblf/’l O0CTyn 1 NnoJioxeHne NpoBoAHWMKa A0 TexX Nop, NoKa He 6yp,yT MMNNaHTUPOBaHbI BCe

KOHdUrypaumm cteHT-rpadra.
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PucyHok 15. M3BneyeHne cuctembl JOCTaBKM

10.2.12 PasBepTbiBaHUe CTEHT-rpagTa 6paHLLM (HOKKK) B UNCUNaTepasbHON 6paHiue (ToIbKO 6UdypKaLMoHHan
KOoHpurypauma Endurant lls)

1. MNogroToBbTE CMCTEMY NOAB3AOLHOMO CTeHT-rpadTa cornacHo Pasg. 10.1.3.

2. CuncunatepanbHOM CTOPOHbI NaumMeHTa 3aBeanTe CUCTEMY AOCTaBKY MO NPOBOAHUKY B MNCUAaTepasibHyo 6paHLLy 3apaHee
YCTaHOB/IEHHOM BUdYpPKaLMOHHOM KOHGUrypaLmu. B cTeHT-rpadte 6paHLLmM (HOXK) NPeAyCcMOTPEHO 2 MapKepa Ha
NPOKCUMaIbHOM Kpae, 2 MapKepa Ha AMCTasIbHOM Kpae U 1 MapKep NepeKpbITUA, PaCNONOKEHHbIN NPUOIN3UTENBHO Ha
25 MM gucTanbHee NMPOKCUMasIbHbIX MapPKEPOB.

3. Mo3unumoHnpyiTe yCTPOMCTBO. KpUTEpMM NEPEKPBLITUA MEHKAY CTEHT-rpadTOM 6paHLLM (HOKKM) U UncunaTepasibHOM
OpaHLLKM (HOXKM) BUDYPKALMOHHOIO CTEHT-rpadTa 3aBMCAT OT Bbi6opa 6paHLum (HOXKKK). B Tabs. 8 npuBoamTca
PEKOMEHAYEMOE NEPEKPLITUE YCTPONCTB.

Ta6nuua 8. PeKoMeHAyeMOoe NepeKpbITUE YCTPOMCTB — CTEHT-rpadT 6paHLIM (HOMKKM) U UNcunaTepanbHas 6paHiua (HoMKa)
6udypKaunoHHoro cteHT-rpadTta Endurant lls

MpoKkcumManbHbIK ana-| [AucTtanbHblil gua- PasBepTbiBaHMe —
meTp meTp AnvHa MNMepeKkpbiTHe 3aTaJIoHHOe
82
10
93
82
13
93
82
16 20 93 TonbKo 3 cTeHTa Cwm. atan a
82
24
93
82
28
93
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Ta6nuua 8. PeKoMeHAyeMoe NepeKpbITUE YCTPOMCTB — CTeHT-rpadT 6paHLLIM (HOXKM) U MNcuaaTepasbHan 6paHila (HOMHKa)
6udypKaunoHHoro cteHT-rpadTta Endurant lls (npogoneHune)

MpoKcuManbHbi Ana-| [AucTtanbHblil gua- PasBepTbiBaHMe —
meTp meTp AnvHa MepeKkpbiTHe 3aTasloOHHOe

124
146
156
199
124
146
156
199
82
93
124
146
156
16 199 Ot 3 fo 5 cTeHTOB Cwm. atan 6
124
146
156
199
124
146
156
199
124
146
156
199
a. MepeKpbITne 3 CTEHTOB: COBMECTUTE MapKep NEPEKPbITUA CTEHT-rpadTa 6paHLIM (HOXKM) C 2 MapKepaMmum Ha
AVCTasIbHOM Kpae mnncunarepasbHOM GpaHLLM (HOXKK) BUdYpRaLMOHHOrO cTeHT-rpadTa Endurant lls (Puc. 16).

MpepynpexaeHue. 1A 03HAKOMIEHNA C KPUTEPUAMU NEPEKPLITUA CTEHT-rpadTa 6paHLIM (HOXKM) TONBKO C
uncunatepanbHom 6paHwer Endurantlls cm. Tabs. 8. Kak ykasaHo B Tab/1. 8, ANA KOHhUrypauni cTeHT-rpadTa 6paHLum
(HOMKM), KOTOPbIE UMEIOT KPUTEPHUM MEPEKPLITUA TOMBKO ANA 3 CTEHTOB, HE NEpPEKpbIBanTe 6osiee 3 CTEHTOB.

10

13

16

20

24

28
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PucyHoK 16. BeegeHve noaB3a0LWHOM CUCTEMbI AOCTABKU — NEPEKPbLITUE 3 CTEHTOB

S
===

,\

b. MepekpbiThe oT 3 40 5 CTEHTOB: ANA CTEHT-rpadTOB GPaHLLM (HOXKM), 415 KOTOPbIX AOMNYCTUMO NEPEKpPbITUE OT 3
[0 5 CTEHTOB, MO¥HO JOCTUIHYTb NEPEKPLITUA HE MEHEE 3 CTEHTOB, BbINOJHWB MHCTPYKLUKUK aTana a (Puc. 16), nau
OOCTUMHYTb MEPEKPLITUA He 6os1ee 5 CTEHTOB, COBMECTUB MapKepbl MPOKCUMAasIbHOrO Kpas Ha CTEHT-rpadTe 6paHLum
(HOMXKM) Cc MapKepoM BudypKaLum Ha GrudypKaumoHHoM cTeHT-rpadTe Endurant lis (Puc. 17).
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PucyHoK 17. BeegeHve noaB3a0LWHOM CUCTEMbI JOCTABKU — NEPEKPbLITUE 5 CTEHTOB
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4. B3ABWMCb OAHOM PYKOM 3a NEPEHIO PYKOATKY, HEMOABUIKHO YAEPHMBaWTEe CUCTEMY JOCTaBKM.
[Jpyroli pyKoW Mea/ieHHO CTAHWTe 060/104Ky rpadTa, NMoBOpaynBasi BHELUHWIA NMOJI3YHOK NPOTUB YaCOBOW CTPEJIKM.

6. B nt060M MOMEHT MOXHO OTTAHYTb TPUITEP NON3YHKA U CABUHYTb BHELLHWI NON3YHOK Ha3az Ao ynopa, YTobbl 3aBepLUMTb
pasBepTbiBaHWE KOHbUrypaumm 6paHLLIv (HOXKM).

7. Vi3BnekuTe cuctemy foctaBku (Pasg. 10.2.11).

o

MpumevaHue. B ManoBepoATHOM Cayyvae NOJIOMKU B CUCTEME JOCTaBKU, NPUBOAALLEN K HACTUHHOMY Pa3BepPTbIBAHUIO
CTeHT-rpadTa, MOXKHO BOCMO/1b30BATLCA TEXHUKOM "pasbopKM PYKOATKN", YTOObI BbINOIHUTb YCMNELLHOE pa3BepTbiBaHNe
KOHbUrypaumm cteHT-rpadra. Cm. 7. 11.

BHumaHue! He I'IOBOpaHVIBaVITe noAB3A0LLUHYIO CUCTEMY AOCTaBKU, NMOKa OHa HaxoAUTCA B TeJsie NnauueHTa.
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10.2.13 HoHdurypauum cteHT-rpadTa noaB3A0LWHON MU aopTasibHOM [OMNOJIHUTE/IbHOM 4acTH

1. MNpy HEOBXOAMMOCTHM MUCMONb30BAHWUA KOHDUIypaLum CTEHT-rpadTa aopTasbHOM AONONHUTENBbHOM YacTu ana
9HZ0BACKY/NAPHOM KOPPEKLMM MHDPpapeHanbHOM aHeBPHU3Mbl YOeAUTECh, YTO MEX Y CTEHT-rpadToM aopTaibHOM
[OMNOJIHUTENIbHOM HacTH 1 BUDYPHALMOHHBIM CTEHT-TpatTOM MMEETCS NEPEKPbITUE HE MEHee 3 CTEHTOB.

2. BbINOJIHWTE Te e AeWCTBUS, YTO M B MPOLEecce pa3BepTbiBaHWA GUDYPKALMOHHOIO CTEHT-rpadTa, 3a UCKIII0UYEHUEM
NMoBOPOTa PYKOATKM A8 NMOJHOIO OTKPbITUS [ONO/IHUTENBHOMO KOMMOHEHTA Nepes, BbICBOGOK AEHUEM NPOKCUMAabHOIO
KOHLLa cynpapeHanbHOro CTEHTa aopTaslbHOM KOHGUIypaLmu.

3. TMpn HEOBXOAMMOCTH UCMOIb30BaHMA KOHPUIypaLumn CTEHT-rpadTa NoaB340LWHOM AONONHUTENBHOW YacTh gas
3SHA0BACKYNAPHOM KOPPEKLMN MHDPapeHabHOM aHEBPU3MbI UM METOAA Napasie/ibHbIX rpadToB yoeaAnTECH, YTO MEKAY
NOAB340LHOW AOMOMHUTENBHOM YaCTbio M COEAMHAEMOW KOHDUIypaLmen MMeeTCA NepeKpPbITUE HE MeHee 3 CTEHTOB. DTO
[OCTUraeTca NyTeM COBMELLEHWA MapKepa NepPeKpbITUA GpaHLLM (HOXKM) C cambiM AUCTaIbHbIM MapKEPOM KOHDUrypaLuum,
C KOTOPOW COeMHAETCA AONOJIHUTEIbHAA YacTb.

4. BbINONHWTE AENCTBUA NO Pa3BEPTbIBAHMIO KOHDUIrypauum cTeHT-rpadTa 6paHLim (HoKKK) (Pa3a. 10.2.10).

10.2.14 HoHdwurypauus cteHT-rpadTa abgoMUHaIbHOW TPYOKHHU

Ecnv Heo6xofMma KOHdUrypaums CTeHT-rpadTa abaoMUHANBHOW TPYOKM, BbINOHWUTE Te e AeMCTBUSA, 4TO U NP pasBepTbiBaHWK
61YypPKALMOHHOIO CTEHT-rpadTa 3a CefyoLmUM UCKoHYeHUeM: MNoBepHUTE PYKOATKY, YTOBbI Nepes, BbICBOGOKAEHUEM
NPOKCHMMasIbHOrO KOHLLa CynpapeHanbHOro CTEHTA MOJIHOCTbIO OTKPbITb CTEHT-rpadT a6a0MUHANBHOM TPYBKM.

10.2.15 HoHdurypauma cteHT-rpagprta AUl

BbinonHuTe Te e AeNCTBUA, YTO U NPW pasBepTbiBaHUN BUDYPKALMOHHOIO CTEHT-rpadTa 3a UCK/IYEHNEM MOBOPOTA PYKOATKM
[N1A NOJIHOrO OTKPbITUA NMOKPbITOM YacTu cTeHT-rpadta AUl nepes BbICBOGOHKAEHWEM NPOKCUMAIbHOrO KOHLA CynpapeHasibHOro
cTeHTa KoHdurypaumm AUL. HYTobbl M3BIEYb CUCTEMY LOCTABKM, BbINOHUTE AENCTBUA, ONUCaHHbIe B Pa3g. 10.2.7—Pasg. 10.2.8.

B cnyyae ecnm HeobxoanMa JONONHUTENbHAA AUCTa/IbHAA KOHbUrypauma cTeHT-rpadTa, UCNonb3ymTe B KA4eCTBe AUCTaNbHOM
pononHutensHon Yactu AUl cTeHT-rpadT 6paHLumM (HOXKM). BBegute cuctemy 4OCTaBKM MO YrKe YCTaHOBIEHHOMY NPOBOAHUKY U
BbIMO/IHUTE AENCTBUA MO Pa3BEPTbIBAHUIO CTEHT-rpadTa 6paHLUn (HOXKM), onucaHHble B Pasg. 10.2.10. YTo6bl o6ecneymTb
NpaBW/IbHYIO0 CTbIKOBKY MEXAY ABYMSA CTEHT-rpadTamMmn, CONOCTaBLTE PEHTTEHOKOHTPACTHbIM MapKep NepeKpbITUA Ha
CTeHT-rpadTe 6paHLLUKN (HOKKM) C AUCTaIbHBIMWU PEHTTEHOKOHTPACTHBLIMM MapKepamu Ha cTeHT-rpadTte AUl, 4ToGbl 06ecneynTb
nepeKpbITUE TPEX CTEHTOB.

Y106bI 326/10KMPOBaTh KPOBOTOK MO KOHTpasiaTepaibHOM NOAB3A0LIHOM apTePMM, MOXKHO BOCMO/Ib30BATLCA OKKAoAEPOM. CMm.
Pazg. 10.2.16 v "MIHCTPYKUMIO MO NPUMEHEHUIO CUCTEMbI SHAOIFOMUHA/ILHOIO OKKAAepa Talent".

10.2.16 PasBepTbiBaHUE OKKJIlOAEPA

C cuctemoti cteHT-rpadTa Endurant Il/lls MmoxHO ncnonb3oBaTb CUCTEMY OKKItoAepa Talent (nocTaBnifaeTcA B OTAE/1bHOM
YNaKOBKeE), KOTopas, KaK NpaBu/o, MCMOJIb3YeTCA COBMECTHO C KOMMOHEHTOM cTeHT-rpadTa AUl. YToObl NpexkpatmTb
peTporpagHbIi KPOBOTOK B aHEBPU3MaTUYECKOM MELLKE, CUCTEMA OKKtogepa Talent 3akpbiTa ¢ 060MX KOHLLOB.

MoapobHble cBeAEeHUA NO MCMOb30BaHMIO U UMMAaHTaLnn CUCTEMbI OKKoAepa Talent cM. B COOTBETCTBYIOLWMX pasgeniax
"MHCTPYKUMK MO NPUMEHEHUIO CUCTEMbI SHAOIIOMUHAJILHOIO OKKAepa Talent".

10.2.17 PasrnaxuBaHue THaHOro CTeHT-rpadta u MmoaeniMpoBaHue CTeHT-rpadra

BannoHHbIM KaTeTep cTeHT-rpadTta Reliant (noctaBnseTcA B OTAE/IbHOM YNaKOBKE) MOXHO MCMOAb30BaThb A1 061er4yeHuns
UMMNAaHTaLMKn CTeHT-rpadTa nyTeM MOAENIMPOBaHUA YyHaCTKOB CTEHT-rpadTa ¢ NOKPbITUEM U, MPU HEOBXOAUMOCTH, ANA
pacnpaBieHuA CKNagoK U n3rnbos matepuana rpadra. MicnonbayiTe 6anioHHbIM KaTteTep 418 MOAENMPOBaHUA MPOKCUMASILHOM
W OUCTaIbHOM 30H repMeTU3aLmu, a TaKKe 30H NePeKpPbITUA (MIM COEAUHEHUA) MEX Y KOMMOHEHTaMM CTeHT-rpadTa. C nomoLLbo
6a/1/IOHHOMO KaTeTepa MOKHO TaKKe UCMPaBUTb HEAOCTATOYHOE PACKPbITUE CAMOPACKPbLIBAIOLLMXCA KOMMOHEHTOB CTEHT-rpadTa.
HoHKpeTHbIe yKa3aHMA CM. B MHCTPYKLMKM MO NPUMEHEHUIO 6aNIOHHOrO KaTeTepa cTeHT-rpadTa Reliant.

MpumeyvaHue. C cuctemoi cteHT-rpadTta Endurant Il/lls pekomeHayeTca Mcnoib3oBaTh 6a//IOHHbIM KaTeTep CTeHT-rpadTa
Reliant. CBegeHua 06 ncnonb3oBaHWM 418 PpemMofenMpoBaHua CTEHT-rpadToB ApyrMx 6a110HHbIX KATETEPOB OTCYTCTBYHOT.

MpumeyaHue. [1ns pemogennpoBaHms NPOKCMMaIbHOMO KOHLA 61UdypKaLMOHHOro CTeHT-rpadTa nam cteHT-rpadta AUl cuctembl
Endurant Il uan Endurant lls ncnonbsyrite metos conpuKracatoLwmxcst 6a110HOB (TO/IbKO METOZ, napasiiesibHbIx rpadToB). [Mepeg,
pemMozenMpoBaHMeM C NOMOLLbIO 6annoHa cTeHT-rpadTa Reliant passepHuTe 6a110H COOTBETCTBYIOLLENO pa3Mepa B KawAoM
6a/110HOpaCLLMPAEMOM NMOKPLITOM CTEHTE /1A PacLUMPeHUs 1 noaaepKu. CoxpaHanTe noaaepHKy 6annoHopaclumpAeMbIX
NMOKPbITbIX CTEHTOB, NOKa 6a10H Reliant He cayeTces.

Mpumeuanue. Mpu MCNoNbL30BaHWM MeToAa NapasesbHbIX rpathToB BHUMATE/IbHO OTC/IEHMBaNTE MNOJOKEHME CTEHT-rpadTa BO
BpemsA 6a/I/IOHHOrO PEeMOAEIMPOBaHUS, MOCKOJIbKY BO3MOMHA ero NpoKCcUMasibHas MUrpaums.

MpumevaHue. KomnaHua Medtronic pekomeHayeT, 4Tobbl Npu ncnonb3oBaHuu cuctembl Heli-FX EndoAnchor numnnanTaums
EndoAnchor npoBognnacb nocse pasMmeLleHnsa aopTasibHOro sHgorpadTa 1 BbiNoJHEHUA 6aNIOHHOIO PEMOAENNPOBAHUA

995 Pycckui



MHdpapeHaibHOM 30HbI repMeTU3aLnM CUCTeMbI CTeHT-rpadTa. CobatoaanTe 0CTOPOMHOCTL NPy 6a/IOHHOM PEMOAE/IMPOBaHMM
CUCTEMbl CTEHT-rpadTa, YTo6bl M36emaTb CMeLleHWs aHorpadTa OCHOBHOM YacTW M3 NpeAHa3HA4YeHHOro A1 Hero MecTa
UMMNIaHTaLUu.

BHumaHue! M36bITO4HOE pasayBaHue 6asiioHa MOKET NPUBECTU K HaPYLLEHUIO LLEIOCTHOCTU rpadTa MM K pacCeyeHuIo Uam
paspbIBy cocyaa.

MpepynpexaeHue. Npu paclumpeHnmn NpoTesa cocyaa BO3pacTaeT PUCK NOBPEHAEHWA UM pa3pbiBa cOCyaa U CMepTH NaLMeHTa,
€CJIM NPOKCUMasIbHbIM M AUCTa/IbHbIM PEHTIEHOKOHTPACTHbIE MapKepbl 6aloHa He MOJIHOCTLI0 HAXOAATCA B MOKPbLITOM (TKaHbIM
rpadTom) YacTu NpoTesa.

MpepynpexaeHue. He ncnonb3ynte 6annoHHbIN KateTep cTeHT-rpadTa Reliant gna nevyeHnsa paccnoeHum.

10.2.18 [JononHuTtenbHaa puKcauma u repmeTusanma ¢ nomouibio cuctembl Heli-FX EndoAnchor (MHdpapeHanbHaa
Wweiika AJIMHON 2 4 MM U < 10 Mm)

OHAoBacKynsapHasa KoppeKumsa nHdpapeHaibHOM aHeBpU3MbI ¢ nomoLblo cnuctembl Heli-FX EndoAnchor BeinonHAeTcA Ha
YCMOTPEHUE Bpaya, BbIMOAHAOLEro nMmnaaHtauuo. Homnadmua Medtronic pekomeHayeT, 4Tobbl uMnaaHTaumsa EndoAnchor
NpoBOAMAACH NOC/e pasMeLLeHNa aopTasibHOro aHaorpadTa v BbINONHEHUA 6aNIOHHOrO pemMoaeIMpoBaHma MHbpapeHasibHOM
30Hbl repMeTM3aLmm CUCTEMbI CTEHT-rpadTa.

CucTtema Heli-FX EndoAnchor Heobxoanma npu 1e4eEHNN KOPOTKUX MHPPapeHabHbIX WeeK (AMHON = 4 MM 1 < 10 mm). Ons
61dYypHaALMOHHBIX 3HAOrPadTOB MUHUMA/IBHO PEKOMEHAYEMOE KOMYECTBO nMniaHTatoB EndoAnchor ocHoBaHO Ha guameTpe
HernopaxeHHOro cocyaa 1 He 3aBUCUT OT CTENEeHU NpeBbILLeHna pasMepa aHaorpadTa. ns werkn aopTbl AMameTpoM < 29 MM
peKoMeHAyeMoe MUHUMaIbHOE KONMYeCcTBO MMnaaHTatoB EndoAnchor coctaBnseT 4. nA Wwenkun aopTbl gnameTpom 30-32 Mm
peKoMeHAyeMoe M1MHUMa/IbHOe KOJIMYecTBo nuMnaaHtaros EndoAnchor coctasnserT 6.

1. MoagroToBbTE CUCTEMY B COOTBETCTBMM C MHCTPYKLMEN MO NpUMeHeHuto cucTembl Heli-FX EndoAnchor.

MpumevaHue. AnameTp 1 MOphONOrMa CoCyaa, Yepes KOTOPbIM OCYLLECTBIAETCA AOCTYM, AOMHKHbI ObITb NPUIOAHBI A1A
mncnoab3oBaHusa cuctembl Heli-FX EndoAnchor.

2. mnnanTupyiTe EndoAnchor B COOTBETCTBMM C MHCTPYKLUMEN NO NprMeHeHuto cucTemMbl Heli-FX EndoAnchor.

MpumevaHue. YCTONUMBOCTb CTEHT-rpadta B KOPOTKUX (= 4 MM 1 < 10 MM) MHDpapeHasbHbIX LEMKax YyCUAMBaETCA
umnnaHtatamm EndoAnchor. O6ecneysTe ycnelwHoe pa3BepTbiBaHUE PEKOMEHAYEMOIO MUHUMA/IbHOTO KOIMYEeCTBa
mmnaanTatos EndoAnchor. Eciv KOAMYeCcTBO yCNeLHO pa3BepHyThIX uMnaaHtTatoB EndoAnchor Huxe peKoMeHayemoro
MWHMMYMa, MOET BOSHUKHYTb 60N PUCK MOCIEONEPALMOHHOIO SHAOMNOATEKAHNSA MM CMELLEeHMA Tuna 1a.

MpumeyvaHue. MNpoaBuKeHWe, LOCTaBKY W HAGOAEHME 3a BCEMM KOMMOHEHTamMu cucTembl Heli-FX B cocyaumcTon cucteme
HEeo6X0AMMO OCYLLECTBAATL MOA, PEHTTEHOCKOMUYECKUM KOHTPOJIEM.

Mpumevanue. MmnnaHtat EndoAnchor cnepyet yctaHaBAnBaThb TOJIbKO B Te 061aCTU TKAHM a0pTbl, B KOTOPbIX OTCYTCTBYET
Ka/bumMduumnpoBaHHaa 6adaLwKa uav TpoM6 MK B KOTOPbIX NOA406HaA Natonorna HesHadmTeibHa an audadysHaa u umeet
TONLWMHY MeHee 2 MM. Ero He cnepyeT Mcnonb3oBaTh y NaLMeEHTOB C reMopparMyecKknum guatesoM Uim ¢ U3BECTHOM
rMNepYyBCTBUTENBHOCTBLIO WM a/IJIEPTMEN HA MaTepuasibl yCTPOMCTBA.

3. Mi3BnekuTe cnuctemy B COOTBETCTBMM C MHCTPYKLMEN NO NpruMeHeHuto cucTembl Heli-FX EndoAnchor.

10.2.19 lNpoBepKa NosI0KEHNA U FTEPMETUYHOCTHU

1. Tpu 3aBepLLEHMM NPOLEeAYPbI BbINOJHUTE aHrMorpadumio ANA 06HaPYKEHNA MPOKCUMAbHBIX U AUCTaNIbHbIX
9HIOMOATEKAHWUM CTEHT-rpadTa 1 BEPUPGUKALMM NONOKEHUA UMMNAHTUPOBAHHbIX CTEHT-rPadTOB MO OTHOLLUEHMIO K
aHeBpM3Me M NOYEeYHbIM apTepuaM, 411 OLEeHKW nmnaaHTauun EndoAnchor (ecam ncnonbaytotea nmnaantarsl EndoAnchor),
a TaKe, ecnv NPUMEHUMO, A5 OLLEHKM NPOXOANMOCTN 6epeHHO-6e4pEeHHOrO LWyHTa.

MpumeyvaHue. Mpn M3BNEYEHMM BCOMOraTe/IbHbIX YCTPOMCTB NOC/IE UCMOIb30BaHUA METOAA NapasiesibHbIX rpadToB
0TBEAMTE GaINIOHbI, PACMONIOKEHHbIE B MOYEYHOW apTeEPUM, B MHTPOABIOCED NPEHAE, YEM OTBECTU MHTPOABIOCED
NPOKCHMMa/ibHee MUKCUPYHIOLLMX LTUHTOB CyrnpapeHanbHOro CTeHTA.

2. lNopTeKaHusa B MecTax NPUKPeEnIEHNA UK NOACOeAUHEHUA CAedyeT yCTPaHUTb C MOMOLLbIO 6a10Ha 415 PEMOAEIMPOBaHNSA
CTeHT-rpadTa, NpUKaB ero K CTEHKe cocyaa.

MpumevaHue. MeTog napannenbHbix rpadToB: A8 JOCTUKEHWA AOCTATOYHON NPOKCUMaNbHOM repMeTM3aLmm MOKET
notpeboBaTbCA METOA COMpPUKacatoLMxca 6an10HOB.

MpumeyvaHue. MNpu aHZOBACKYNAPHOM KOPPEKLMU MHDPpapeHanbHOM aHeBPU3MbI € NOMOLLLIO cucTeMbl Heli-FX EndoAnchor
ONA yCUNEeHUsA repMeTn3anmm MOXHO UCMoIb30BaTh AOMOHUTE/IbHbIE MMMaaHTaTtbl EndoAnchor.

3. CepbesHble NOATEKaHWSA, KOTOPbIE HE/b3A YCTPaHUTb C NMOMOLLBI0 MOBTOPHOIO UCMOb30BaHUA 6asinoHa uan jobasneHus
umnnaHtatoB EndoAnchor, MoryT 6biTb yCTpaHeHbl LO6aBNEHNEM K paHee YCTaHOB/IEHHbIM KOMMOHEHTaM CTeHT-rpadTa
aopTasibHOM M/IM NOAB3A0LHOM AOMNONHUTENBHOM YacTn. CM. Pasg. 10.2.13.

BHumaHue! Jliobas npoTeyKa, He ycTpaHeHHas BO BPEMSA NPOLLEesypbl UMMIaHTaL UK, TPEGYET BHUMATEIbHOMO HABGAEHNS
rnocne UMniaHTaumu.
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MpumeyaHue. MeTtog napannenbHbIX rpadToB: HebObLIME SHAONOATEKAHNA TUMNa 1a MOXKHO BM3YyaiM3mpoBaThb
WMHTPaonepaLnoHHO; MHOTME U3 TaKMX SHAOMOATEKAHUM TMNa 1a NMPOM3BOJIbHO pa3peLlaroTca 6e3 BMeLlaTeibCTaa.

10.2.20 YwuBaHue MecT gocTyna

1. Mepep ywmBaHWem MecTa AOCTyna U3BJIEKUTE BCMOMOraTes/ibHble YCTPOMCTBA.
2. 3allenTe MecTo BXoAa C UCNOIb30BaHUEM CTAHAAPTHOM TEXHUKW HAIOMKEHWS LLBOB.

11 TexHUKM ycTpaHeHUA HenoslapoK

MasioBeposiTEH, HO BO3MOMEH C6OM B CUCTEME AOCTABKM, NMPU KOTOPOM MOMHO BOCMO/1b30BaTbCA CAEAYIOLMMU TEXHUKaMM
yCTpaHeHWa HenoJiafioK.

11.1 Pa36opKa pyKOATKM BUHTOBOI nepegayu

Ecnv npounsoLuio YacTUYHoe pasBepTbiBaHWe CTEHT-rpadTa B pesy/istate 0TcoeauHeHns 060104KM rpadTa, YTo6bl BbINOIHUTL
yCreLHoe pa3BepTbiBaHWE CTEHT-rpadTa, MOXHO BOCMO/Ib30BaTLCH TEXHUKOW Pa3bopKU PYKOATKM BUHTOBOM Nepeaaqu.

1. OTTAHWTE Hasag TPMUIrep M NOJIHOCTLIO OTBEAMTE MON3YHOK.

2. ObecneysTe HeNOABUKHOCTb CUCTEMbI LOCTABKM.

3. B Ha)-K,CI,bIVI M3 pacnosioeHHbIX Ha nepegHeM 3axBaTte NopToB A/1A pyHHOVI pa36opKM BMHTOBOM nepegayu eBeante KOH4YNKH
ABYyX remoCTaTtn4eCKnX 3amnmoB.

4. HaraB Ha BBeJEHHbIE B nopTbl ANA pa36opHM PYKOATKN KOHYMKKU reMoCTaTn4eCKMNX 3arnmMoB, O4HOBPEMEHHO OTAENAA
nepeaH PYKOATKY OT BMHTOBOM nepegaqun, otcoeamHuTe OT BMHTOBOM nepegayv nepeH PyYKOATHY.

5. OTBO,CI,VITe nepeaHio 3axBaTKy 40 TexX Nop, NoKa oHa NOZIHOCTbIO He CHMMETCA C BMHTOBOM nepegaqun.

6. YTO6bI ONpesenTb MECTOMNOJIOKEHUE YACTUYHOMO OTCOeAMHEHUs 0601I04KM rpadTa, pasaenuTe BUHTOBYIO Nepegaqy
nononam.

7. MasbliamMu Uam ¢ NOMOLLbIO reMOCTaTOB 0TBOAUTE 060/104KY rpadTa, MoKa CTeHT-rpadT He pasBepHETCSH NOSHOCTLIO.
8. CnepyiiTe MHCTPYKLUMAM MO pa3BepTbiBaHMIO 3axBaTa KOHYMKA W M3BJIEYEHUIO CUCTEMbI LOCTABKM.

11.2 PaspyBaHue

Ecnu 3axBayeHHbIM NPOKCUMAabHbIM KOHYMK CynpapeHasibHOro CTeHTa HEBO3MOXHO Pa3BEPHY T, a (parMeHT KonecuKa
XBOCTOBWKA NPOAO/IKAET QPYHKLMOHMPOBATb, TEXHWKA pa3ayBaHUsA MOXKET NMOMOYb YCMELLIHO BbINOIHUTL pa3BepTbiBaHUe
cynpapeHasibHOro CTeHTa.

1. McnonbsyiTe anacTuyHbIM WK NONY3IACTUYHBIM 6aiNoH (peromeHayeTcs 6annoH Reliant).

2. BeeguTe 6anoH 1 NPOBEAMTE Er0 K 20pTa/IbHOIO parMeHTy 6UdypKaLMOHHOM KOHDUIypaLmu.

3. PaspyiTe 6annoH BHYTpU CTEHT-rpadTa Ao pa3mepa Cocyaa, HToObl CTabUAM3MPOBaTb CTEHT-rpadT.

4. CnepyinTe MHCTPYKLMAM NO pasBepTbiBaHWIO 3axBaTa KOHYMKA U M3BIEYEHWNIO CUCTEMbI OCTABKM.

11.3 Pa36opKa pyKOATKM XBOCTOBUKA

Ecnu pasBepTbiBaHWE NPOKCMMaILHOMO KOHLLA CynpapeHasibHOroO CTEHTA HE MPOU30LLIIO UKW MPOU3OLLIO YaCTUYHO BBUAY
HenofagKM KoNleCMKa XBOCTOBMKA, JOOUTHLCA YCNELWHOro pasBepTbiBaHUA CynpapeHanbHOro CTeHTa MOXHO C UCMOJIb30BaHUEM
TEXHUKM pasbopKM PYKOATKU XBOCTOBMKA.

1. C noMOLLbIO reMOCTaTUYECKUX 3aMMOB BAABUTE BbICTYNaLLME A3bIYKKU, YHTOObI pa306paTh KOJIECUMKO XBOCTOBMKA.

2. BBegnTe KOHYMKM reMOCTaTMHECKUX 3aMMOB BO BCE NOPThI 419 Pa36OPKU 3aHEN PYKOATHMU.

3. HarkaB Ha BBefEHHbIE B nopTbl ANA p8360pl-(l/| PYKOATKN KOHYMKKM reMoCTaTn4eCKnX 3ammoB, O4HOBPEMEHHO OTBOAA
3a4HI PYHOATKY OT CUCTEMbI OCTaBKKU, OTCOeMHUTE 3aJHIO0 PYHKOATRY.

4. Obecneyste HenoABUHKHOCTb CUCTEMbI JOCTaBKW.

5. BpyyHyto HafjaBWTe Ha BbiCTynatoLme A3bl4KkK T-06pasHoi TPy6KM XBOCTOBMKA, YTOGbI BCe CyrnpapeHasibHble CTEHTbI
BbICBOGOAM/IUCH U3 LLINUHAENS.

6. BpyuHylo OTTAHMTE Ha3ag BbiCTynatoLme A3bl4KKM T-06pasHoi TPYBKU XBOCTOBMKA, YTOGbI MOC/1e pa3BepTbiBaHUA MOBTOPHO
3aXBaTUTb KOHUYECKUIM KOHYMK.

7. Cﬂeﬂ,yVITe MHCTPYKUMAM NO U3BJIEHEHUIO CUCTEMbI AOCTaBKWN.

8. YoepuBanTe BbICTynarwLme A3bl4KM T-06pasHom TpyOKM XBOCTOBUKA TaK, YTOObI BO BPEMSA M3BJIEHYEHUA CUCTEMbI JOCTaBKMU
OHW OCTaBaMCb OTBEAEHHBIMU, & KOHUYECKUI KOHUYMK 3aXBa4y€HHbIM.
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11.4 dPuKcauua KOHUYECKOro KOHYMKa

Ecnmn ncnonb3oBaHue TEXHWKM pa3bopKM PYKOATKM XBOCTOBMKA HE NMPUBEJIO K YCMEXY BBUAY YPE3MEPHOM CWJ/bl Pa3BEPTbIBAHMS,
TO AOBGUTLCA YCNELUHOrO Pa3BePTbIBAHWNA CyNpapeHanbHOro CTEHTA MOXHO C UCMO/Ib30BaHNEM TEXHUKU PUKCALMU KOHUYECKOTO
KOHYMKa.

1. MlcnonbayiTe yCTPOMCTBO AJ1A HAJIOHEHUSA LIBOB.

2. Yepes foCTyN B BEPXHEM OTAENE TY/I0BULLA (HANpUMep, NeYEBOI) BBEAUTE YCTPOMCTBO AJ/151 HA/IOHEHMS LLIBOB BO hparMeHT
KOHMYECKOr0 KOHYMKA CUCTEMbI JOCTaBKMU.

C NMOMOLLbIO PEHTIEeHOCKOMNYeCKOro KOHTPO/1A HaJI0XKKUTEe LWOB Ha Hpaﬁ HOHMYECHOro KOH4YMKa CUCTeMbl AOCTaBKMW.
O6ecneyste HenoABUHKHOCTb CUCTEMbI JOCTaBKMW, 0COBEHHO quarmeHTa XBOCTOBMHKaA.
MoTaHuTe 32 yCTpOVICTBO ANnA Ha/l0XeHUA LWBOB, YTOObI OTAENNTb cynpapeHaanblﬁ CTEHT OT 3axBaTa KOH4YMKa.

YT06bI NOC/IE pasBepTbiBaHUA NMOBTOPHO 3aXBATUTb KOHUHYECKUIA KOHUMK, BPYYHYIO OTTAHWUTE Hasag T-06pasHyto TpyGHy
XBOCTOBMKA.

Cnep,yﬁTe MHCTPYKUUAM MO U3BJ1IEHEHUIO CUCTEMbI AOCTABKHA.

8. Yb6eputech, 4TO BO BPEMSA U3BJIEYEHUA CUCTEMbI OCTAaBKM T-06pasHas TpyoKa XBOCTOBMKA OCTAETCA OTTAHYTOM, a
KOHUYECKUIM KOHYMK 3aXBavyeHHbIM.
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12 PexomeHpauuv no Bu3yanaunsaluu npyv KOHTPOJIbHOM OCMOTpe
12.1 O6wme cBegeHUA

B HacTosALLee BpeMA n3o6paKeHnsa CTEHT-rpadToB NaLMEHTOB MOYYaT C MOMOLL0 a6A0MUHaNBHOM peHTreHorpadumn u KT ¢
KOHTpacTUpOBaHWEM W 6E3 KOHTPACTUPOBaHUA. [1nA NauMeHTOB C HapYyLLEHUAMKU QYHKLMMU MOYEK MW HEMEPEHOCUMOCTbIO
KOHTPaCTHOr0 BELLECTBA MOKHO MCMO/Ib30BaThb APYrMe METOAbI USOOPAKEHUI, HANPUMEP MarHUTHO-PE30HAHCHY0 TOMOrpaduio.

MHTepnpeTauna n3obpareHns JoMHHA NPOU3BOAMTBLCA C Y4ETOM OLEHKU KIMHUYECKOr0 COCTOAHUA NauneHTa 4o 1 nocne
MMnaaHTaumm cteHT-rpadTa. lNocne pasmelleHna SHA0BACKYIAPHOIo rpadTta naumneHTbl JOHHbI TPOXOAUTb peryiapHoe
o6cnefoBaHMe 418 OLLEHKM NOTOKa BOKPYT rpadTa, pocTa aHeBPU3Mbl MM MBMEHEHUSA B CTPYKTYPE MW NONOHKEHWUU
BHYTpUCOCYANCTOro rpadra. HeobxoanMo He pere 0QHOro pasa B rof, BbINoJHATb BU3yamM3auuto, BKAoYas 1) peHTreHorpadumio
OpraHoB GPIOLLHOM MOJIOCTM AJ1A OCMOTpPA Lie/IOCTHOCTH YCTPOMCTBA (paspblB CTEHTA, pacCcoefnHeHe 61dypKaLmMoHHOro
YCTPOMCTBA M MPOKCUMAJIbHBIX MAHKET UM JOMOSIHUTENbHBIX YacTeln, eC/iv NpUMeHnMO) 1 2) KT ¢ KOHTpacTMpOBaHWEM Wiv 6e3
KOHTPacTUpOBaHUA A1 OCMOTpa M3MEHEHUIM B aHEBPM3ME, MOTOKA BOKPYT rpadTa, NPOXoAUMMOCTH, U3BUTOCTH U
nporpeccupoBaHua 3abonesaHuA. ECan 0CN0MHEHNA CO CTOPOHbLI MOYEK WK Apyrie aKTopbl He NO3BOAIOT UCMOJ/1b30BaTb
KOHTpacTHOE BeLecTBO, abAoMMHanbHaA peHTreHorpadums 1 AynaeKCHoe yasTpasByKOBOE UCCeA0BaHMEe MOTYT NPefoCTaBUTb
aHasIorMyHyro MHOoPMaLMIO.

KomnaHua Medtronic peKoMeHayeT pacCMOTPETb pacLUMPEHHbIN rpaduK HAGNAEHUA A1 NALMEHTOB C KOPOTKUMM
WHppapeHabHbIMU LENKaMK (BJIMHOM = 4 MM 1 < 10 MM), Y KOTOPbIX MMHUMaJ/IbHOE PEKOMEHZYEMOE KOJIMYECTBO MMMIAHTaTOB
EndoAnchor He ncnonb30Banoch.

JlonosHuTeNbHblE peKOMeHAaL MM No BU3yanusauun ana nvnnadtartos Heli-FX EndoAnchor MOXHO HalTH B MHCTPYKLUMK MO
NPUMEHEHMIO, MPUaraeMom K yCTPOMCTBY.

12.2 PeHTtreHorpagusa

A610MUHaNbHasA peHTreHorpadus MOKET UCMO/Ib30BaThCSA A/1A OLLEHKU Ha/lMuus paspbiBoB CTeHT-rpadTa. Heobxoarmo
BbINOJIHUTbL PEHTreHOrpaduto MoYEK, MOYETOYHUKA U MOYEBOTO Ny3blps B YETbIPEX NPOEKUMAX. 1A BU3yanusauum cTeHT-rpadTa
peKoMeHayeTCa UCC/iejoBaHWe B NepeaHe-3aAHern U natepasbHbiX NpoeKumax. OLugHKa COCTOAHWA BCEro yCTPOoMCcTBa MOMHET
BbINOJIHATLCA TONILKO MO M306PAKEHUI0, 3aXBaTbIBAIOLLEMY BCE KOMMOHEHTbI YCTPOMCTBA.

12.3 HT c KHoHTpacTupoBaHuem

KT ¢ KOHTpPacTUPOBaAHMEM MOET MUCMOJIb30BATLCA AJ15 OLLEHKU hUKcaumK CTeHT-rpadTa, ero AecdopmMaLuu, CLEnIeHus co
CTEHKOW cocyza B MPOKCUMa/IbHOM U AUCTaIbHOM MecTax UKcaLmu, MUrpaummn cTeHT-rpadTa, NPOXOAMMOCTU CTEHT-rpadTa,
pasMepoB aHEBPM3MbI HPIOLLIHOIO OTAENA a0PThl, OKKJ/IO3MKU BETBEW COCYAA U SHAOMOATEKAHWM (BKJIHOHAA UX UCTOYHUK U TUM, ECNIU
TaKOBblE UMEIOTCH).

[nAa onpegeneHnsa Hann4na obbI3BECTBAEHMIM UK 06NaCTeN, B KOTOPbIX MeTanIM4eckme aptedarTbl MOTyT 6bITb OLUMGOYHO
WMHTEPNPEeTMPOBaHbI KaK SHAOMNOATEKAaHMSA, 4O KOHTPACTUPOBaHWMA PEKOMEHAYETCA BbINOJHUTL CKAHUMPOBaHME C TOJILLMHON cpesa
5 mm. PekomeHgyeTcs, 4Tobbl BO BpeMs apTepuasibHOM dasbl TO/LWMHA CPe30B CoCcTaBAsaNa < 3 MM, a NEPEKPbIBAOLLMECS
n306paxeHnsa otobpamanm 061acTb OT YPEBHOM apTePUM A0 BHELLHEN NOAB3A0LHOW apTepuu. [1ns aHeBpU3Mm, He
YMEHBLLAKLLMXCA U HE UMEIOLLMX ABHbIX MPU3HAKOB SHA0MNOATEKAHMA UK NPOGAEM C UKCaLMEN, MOHKHO BbIMOJHUTL
CKaHMpoBaHWe B No3aHeN BeHO3HOM da3e. CKaHMpoBaHMe B BEHO3HOM Gase TaKHe MOXHO BbINOJIHATbL C YBEIMYEHHOM
Konnnmaumen (5 mm). Ha cnyyar BOSHMKHOBEHMA B Aa/IbHENLIEM HEOHXOAMMOCTH CNELUann3vMpoBaHHON OLIEHKW (M3MepEeHUi
06beEMa, TPEXMEPHOM PEKOHCTPYKLMHU WIU UCMOb30BaHUA NPOrpaMM AJ151 KOMMNbIOTEPHbIX M3MEPEHUI) PEKOMEHAYETCA
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3aapx1BMpOBaTb HABOP MCXOAHbIX AaHHbIX. ECan B Te4eHue nepBoro roga aHeBpm3ma He yMeHbluunack 6onee 4em Ha 5 MM, TO B
KayecTBe 60/1ee HyBCTBUTEIbHOMO MHAMKATOPA pasmepoB aHEBPU3MbI OPIOLLIHOMO OTAEeNa a0PTbl MOXHO MCNOJIb30BaTb
M3MepeHnss o6bema C MOMOLLbIO MPOrPaMMHOro 06ecrneqeHns A1a TPEXMEPHON BU3yannsauuu. MaumeHTbl ¢ anneprmen Ha
KOHTPacTHOE BELWEeCTBO A0JIHHbI NPOMTU NpeMeanKaumio 3a 12—-24 yaca o ero BBeAeHUA.

12.4 KT 6e3 KOHTpacTUpOBaHUA

[nA nauneHToB ¢ HapyLlieHeMm ByHKLMU NOYEK UKW annepruer Ha KOHTPacTHOE BELLECTBO C Leblo OLEHKM hUKcaunm
cTeHT-rpadTa, ero gedopmauun, CLENIEHUA CO CTEHKOM cocyaa B MPOKCUMa/IbHOM U AUCTasIbHOM MecTax duKcauumn, Murpauum
CTeHT-rpadTa, OKK/II031K1 COCYAOB M Pa3MepoB aHEBPU3MbI OPIOLLHOIO OTAENA a0PThl, BK/OYAA M3MEPEHUA guameTpa U o6bema,
MOMET Ucnonb3oBaTbca cnupasnbHaa KT 6e3 KOHTpacTUpOBaHUA.

12.5 [lynneKcHoe ynbTpa3ByKOBOE UCC/ea0BaHue

[N naumMeHToB ¢ HapyLUeHUEM hyHKLMK MOYEK MW aieprieil Ha KOHTPACTHOE BELLECTBO C LiE/IbI0 OLLEHKU pa3mepoB aHEBPHU3MbI
GPIOLLHOrO OTAEeN1a aopThl, BK/KOYAA U3MEPEHUst AuaMeTpa, SHAOMNOATEKAHWMI, OKK/IO3KM CTEHT-rpadTa 1 CTEHO3a, MOMET
MCMO/Ib30BaThCA LIBETHOE AYN/IEKCHOE Y/IbTPa3ByKOBOE UCCeloBaHue.

12.6 MPT vwau MPA

[nA nauneHToB ¢ HapyLeHeM dyHKLMK NOYEK (HanpumMep, C MOYEeYHOM HeA0CTaTOYHOCTbLIO) MOMET ObIThb TaKKe BblibpaHa
MarHUTHO-pe3oHaHcHasA Tomorpadusa unm aHrnorpadua (MPT, MPA) B yuperaeHUAX, UMEIOLLMX COOTBETCTBYIOLLMI OMbIT B 9TOM
obnacTtun. MoryT oTobpamarbca CBA3aHHbIE CO CTEHTOM apTedaKrTbl. 18 NoNyYeHns afeKBaTHOrO M300paeHMA BHELLHEN CTEHKM
aHeBPM3MbI NPU OLIEHKE Pa3MepPOB aHEBPU3MbI OPIOLLHOMO OTAENa a0PThl TPEOyEeTCA NpeaeibHOe BHUMaHKWe. [11a aHeBpU3M C
OTCYTCTBMEM fABHbIX MPU3HAKOB YMEHbLLUEHWNA MOXET OKa3aTbCA N0JE3HbIM M3MepeHUe 06bema. [py BOSHUKHOBEHNN COMHEHWI
no NoBoAy OTobparKeHWs ob1acTer 06bI3BECTBIEHMA, MECT (PUKCALMU MU BHELLHEN CTEHKW aHEBPU3MATUHECKOMO MELLIKA MOMKET
noTpeboBaTbCA BbIMNOJHEHWE AOMNONHUTENIbHOW KT 6€3 KOHTPacTUPOBaHUS.

12.7 MeTtoabl BU3yanusauuu

B Ta6n. 9 npeacrtaB/ieH peHomer,yeMblﬁ nnaH I-(OHTpOJ'IbHOVI BU3yannsauyumun nocsie BbINnOJIHEHNA UMNJIaHTaLUn CTeHT-FpaCDTa.

Ta6nuua 9. PeKoMeHAaLMKU NO BU3yaM3aLumm

HoHTponbHaa BU3yanu3sauua yepes 12 mecaues U exeros-

MeTopa BU3yanusauyum HO Ha NpoTAKeHuu 5 net
KT 2 unm MPA P ¢ KoHTpacTUpoBaHuem X
AbBLOoMUHaNbHAA peHTreHorpadus (NoYeK, MOYETOUHMKA U MO- X

4eBOro My3bIps B 4 NPOEKLMAX)

aQueHKa ¢ nomMoLbto KT MoMeT BR/IoUaTh "TpexdasHyto TEXHUKY", UcCieloBaHnA 0Gbema, TPEXMEPHYHO PEKOHCTPYKLMIO USIM KOMIbIOTEPHbIE
MU3MEpEHUA.

b MPA MOMeT 1Cro/b30BaTLCA ANA NALMEHTOB C MOYEYHON HEAOCTATOHHOCTBIO MW HEMEPEHOCUMOCTbIO KOHTPACTHOrO BELLECTRaA.

12.8 [lononHuTesIbHbIe MEeTOAbl BU3ya/iu3aLuum

MNpumevaHue. 1A 60nee feTanbHOM OLEHKM CTEHT-rpadTa in Situ ¢ y4eTOM pesybTaTtoB OAHOM U3 AMarHOCTUYECKUX NMPOrpamm,
MOryT NoTpeboBaTbCA AOMNONHUTENbHbIE METOALI PEHTIEHOBCKOM BU3yannsauun. MoxKeT okasaTbea LeiecoodpasHbIM
BbINO/IHEHWE CNEAYIOWMX PEKOMEHA AL,

¢ [py HaNMYUK faHHbIX PEHTreHorpatbumn opraHoB GPIOLLHOM NOMOCTU, CBUAETENBLCTBYIOLLMX O HEYA0BAETBOPUTEIBHOM WU
HemnpaBW/IbHOM MOJIOKEHUU CTEHT-rpadTa, ero BblpaxeHHOM U3rMbe, NepeKpyHnBaHUM UM MUFPaLLUMK, 415 OLEHKW pasMepoB
aHEeBPU3Mbl U HAIMYMA UK OTCYTCTBUA SHAOMOATEKAHWUS C/IEYET BbINOJHUTL cripasibHyto KT.

e Ecnu c nomoupto cnvpanbHoi KT BbIABIEHO HOBOE 3HAOMOATEKAHUE UK YBEIMYEHUE Pa3MEPOB aHEBPU3MbI GPHOLLHOMO
OTAEeNa aopTbl, MOXET OKa3aTbCA N0Ne3HOM 601ee NOAPOGHAs OLLEHKA CTEHT-rpadTa UM aHEBPU3MbI B XO4E AOMNOIHUTESIbHbIX
UCCNefoBaHWM, HaNpUMep TPEXMEPHOW PEKOHCTPYKLMKN UM aHIMOrpadryeCcKOM OLLEHKM CTEHT-rpadTa U HaTUBHOM
COCYAMCTOM CETHU.

e [lnA nayMeHToB C HENepeHOCMMOCTbIO KOHTPACTHOrO BELLECTBa WM HapyLLeHneM GyHKLMM NMOYEK MOXET OKasaTbCes
LLenecoobpasHbIM BbiNosHeHME cnvpanbHon KT 6e3 KoHTpacTuposanua, MPT nnv MPA. 1na naumMeHToB C HapyLLEHWEM
(YHKLMM NOYEK B LeHTpax, 06/1aAatolmx COOTBETCTBYIOLLEN KBalMDUKALMEN, MOKET ObITb BbINMO/IHEHA aHrMorpadms ¢
ucnonb3osaHnem CO, MM npenapaToB Ha OCHOBE raf0/IMHUS.

13 JononHutenbHoe o6cneaoBaHUe U Ie4eHUe

[nsi nauMeHToB C Ha/IMYMEM CBUAETE/IbCTB HEYA0BETBOPUTEIbHOM UKCaLMK CTEHT-rpadTa, MPOKCUMAa/ILHOMO U AUCTAJIbHOTO
9HAOMNOATEKAHWS, SHAOMOATEKAHWNA COYNIEHEHNS, MPOLOIIKUTEIbHOrO TOKA KPOBW 3a NpegesiamMy rpadta HEBbISCHEHHOMO
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MPOVCXOMAEHUA WM YBEIMYEHUA pasMepa aHeBPU3Mbl BPIOLLIHOIO OTAENa a0pPThl > 5 MM MOMET OKa3aTbCA Le1eco06pasHol
[OMOIHUTE/IbHAA SHAOBACKY/IAPHAA PEKOHCTPYKLMA aHEBPMU3MbI MM OTKPLITOE XMPYPruyecKoe BMeLLaTe bCTBO.

14 OTKas oT rapaHTUm
npumeqal-me: 9TO0T OTKa3 oT rapaHTuM HenpumMmeHuUM B ABCTpaJWIVI.

MNpuBeAeHHbIE HA STUKETKAX AaHHOMO NPOAYKTa NPeAOCTEPEHEHUA coaepar 60/1ee NogpooHy0 MHPOPMALMIO M ABNAKOTCA
HEOTbEMJ/IEMOM HYacThbto AAaHHOMO OTKa3a OT rapaHTMK. XOTA NPOAYKT M3rOTOB/IEH B CTPOr0 KOHTPOIMPYEMbIX YCNOBUAX, KOMMNaHWsA
Medtronic He MOXeT KOHTPO/IMPOBAaTb YCNI0BUA MPUMEHEHMSA AaHHOMO NpoaykKTa. NMoatomy Komnanua Medtronic oTKasbiBaeTcs OT
BCEX rapaHTUIHbIX 0653aTe/IbCTB, KaK NPAMbIX, TaK MU ONOCPEL0BaHHbIX, MO OTHOLLUEHWIO K AaHHOMY NPOAYKTY, BKJIKOYas, HO He
orpaHu4MBasnch N06bIMWM ONocpeoBaHHbIMU rapaHTUAMU MPUrOAHOCTH AN1A NPOAAHKM UM COOTBETCTBUA KaKOM-IM60
onpegenerHHor uenu. Komnanuna Medtronic He HeCeT OTBETCTBEHHOCTHM NeEpPe, N06bIM ILLOM WM OpraHM3aLMen 3a pacxoabl Ha
mMeaunumnHCKoe O6Cfly)+(MBaHVIe WK 3a Nobble npAmvble, CﬂyHaVIHble 1 onocpenoBaHHble y6bITHVI, BO3HUWKLLUME B pe3y/brate
060ro UCNONL30BaHWA, AedeKTa, HeMCnPaBHOCTU MK c60A B paboTe aHHOro NPOAYKTa, BHE 3aBUCUMOCTH OT TOr0, OCHOBAHO /1
3anAB/IEHME O TaKUX YObITKAxX Ha rapaHTUMHbIX 06A3aTeNbCTBAaX, KOHTPAKTE, rPaXAaHCKMX NPaBOHAPYLLUEHWUAX MW APpYTrvX
obcTosATeNnbCTBax. HWM 0HO /IMLO HEe MMEET NOJIHOMOYMIM CBSA3biBaTb KOMMaHuo Medtronic KakMmKU-1M60 3assBNEHUAMKU UK
rapaHTUAMM NO OTHOLLEHUIO K AaHHOMY MPOAYKTY.

BblIlen3n0HeHHbIe UCK/IOYEHWA W OrpaHUYeHUs He NogpasyMeBatoTcs U He ByayT TONIKOBaTLCS TaK, YTO6bl MPOTUBOPEYUTL
06A3aTe/bHbIM NOJIOKEHUAM NPUMEHAEMbIX NPaBOBbIX HOPM. Ec/v Kakas-1M60 4acTb UM YCI0BUE AAaHHOMO OTKAa3a OT rapaHTum
NpU3HaeTCs CyA0M KOMMETEHTHOW IOPUCAMKLMM HE3AKOHHBIM, HE MMEIOLLMM IOPUAMYECKOM CUJIbl MM MPOTUBOPEYALLMM
KaKUM-IMG0 NPUMEHSEMbIM MPaBOBbIM HOPMaM, OCTaslbHble YaCTW OTKasa OT rapaHTMK ByayT CYMTATLCH MMEHOLLMMM
IOPUIMYECKYIO CUITY M BCe NpaBa M 06a3aTenbeTBa GyAyT TOKOBATLCA W MPUHYAUTENIBHO 0GECNEYMBaTLCA, KaK eC/IN Bbl AaHHbIV
OTKa3 OT rapaHTWu He Cofepan OTAE/bHbIX YaCTEN UKW YCII0BUI, KOTOPbIE BblIN MPU3HAHBI HE UMEIOLLMMKW 3aKOHHOM CUJIbI.
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