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Endurant™ [l/lls

Stent Graft System
CreHT-rpadt cucrema
Systém stentgraftu
Stentgraftsystem
Gefallprothesensystem
ZUoTnpa pooxeupaTog stent
Sistema de endoprotesis
Stentsiiriku stisteem
Stenttisiirrejarjestelma
Systéme d'endoprothése
Sustav stent-grafta
Sztentgraftrendszer
Sistem Cangkok Stent
Sistema di endoprotesi
CreHT-rpadht xyheci
AHE OIZE A|AH
Stento transplanto sistema
Stentprotézes sistéma
CreHT-rpadhT cucrem
Stentgraftsysteem
Stentgraftsystem

System stentgraftu Digitally signed by Kojevnikov Dmitrii
Sistema d endopriese D 2 e ST
Sistem de grefé de tlp stent Location: Moldova

Cuctema creHT-rpacta

Systém stentgraftu

Sistem pokrite Zilne opornice (stent-graft)

Stent graft sistem

Stentgraftsystem

Stent Greft Sistemi

Cucrema creHT-rpadra
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Instructions for Use « MHcTpykummn 3a ynotpeba « Navod k pouZiti « Brugsanvisning « Gebrauchsanweisung » Odnyieg xpriong *
Instrucciones de uso * Kasutusjuhend « Kayttéohjeet - Mode d’emploi + Upute za upotrebu « Hasznalati utmutaté « Petunjuk
Penggunaan - Istruzioni per I'uso * KonpaHy Hyckaynbifbl « A2 X| %l « Naudojimo instrukcija « LietoSanas pamaciba ¢
YnatcTeo 3a ynotpeba « Gebruiksaanwijzing « Bruksanvisning « Instrukcja uzytkowania « Instrucbes de utilizagéo « Instructiuni
de utilizare » MHcTpykumsa no nprumeHeHuto < Pokyny na pouzivanie * Navodila za uporabo « Uputstvo za upotrebu «
Bruksanvisning * Kullanim Talimatlari « IHcTpykuis 3 BukopucTaHHs « Hwéng dén str dung
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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 ¢ noroTto ¢ nanpassLy ce 4oBeK v noroto Ha Medtronic ca Tbproecku mapku Ha Medtronic. TbproecKMTE MapKK Ha TpeTH cTpaHu (,TM™)
NPUHAANEHAT HA CLOTBETHUTE MM COBCTBEHMUM. CNUCEHLT NO-A0NY BHAKYBA THPrOBCKM MapKM MW PETMCTPUPAHM THPrOBCKM MapKW Ha IOPMAMYECHO NULE Ha
Medtronic 8 CALL, u/mnu B gpyru AbpHasu.

Medtronic, Medtronic s logem se vstavajici postavou a logo Medtronic jsou ochrannymi znamkami spoleénosti Medtronic. Znacky tfetich stran (,TM*“) jsou ochrannymi
znamkami pfislusnych vlastnik(. Nasledujici seznam obsahuje ochranné znamky 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 tilherende Medtronic. Tredjepartsvaremeerker (“TM*”) tilherer deres
respektive ejere. Felgende liste indeholder varemeerker eller registrerede varemaerker tilherende 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 pe Tov eyeipduevo avBpwo kai To Aoyoturo Medtronic eival epmopika orjuara e Medtronic. Ta epnopika orjpara tpitwyv
(«TM*») aviikouv OTOUG avTIoTOIKOUG Katoxoug Toug. H akdAoudn Alota nepthapfavel epmopika orjuara i orjpara karateBeévra pag etapeiag g Medtronic otig
Hvwpéveg MoArreieq r)/kal oe GAAEQ XWPES.

Meditronic, el logotipo de Medtronic con la figura de una persona levantandose y 2l 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 tousva inimese logoga ja ettevotte Medtronic logo on ettevotte Medtronic kaubamargid. 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-yhtion tavaramerkkeja. Kolmansien osapuolien tavaramerkit ("TM*”) ovat omistajiensa
omaisuutta. Seuraava luettelo sisaltaa 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 déposeées d'une entité Medtronic aux
Etats-Unis et/ou dans d'autres pays.

Medtronic, Medtronic s logotipom uspravnog covjeka i logotip tvrtke Medtronic Zigovi su tvrtke Medtronic. Zigovi trecih strana (“TM*") pripadaju njihovim viasnicima.
Sljedeci popis ukljucuje Zigove ili registrirane zigove tvrtke Medtronic u SAD-u i/ili u drugim zemljama.

A Medtronic sz6, a felemelkedo embert abrazolo logoval kiegeszitett Medtronic szo és a Medtronic logo a Medtronic védjegye. A harmadik felek védjegyei ("TM*") az
adott tulajdonosok védjegyei. A kovetkezo 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 xaHe Medtronic norotun Medtronic koMnaHWACbIHBIK cayaa benrinepl 6onbin Tabbinaasl.
YwiHWwI TapantapgbiH cayaa 6enrinepi (“TM*”) onapakiH TMICTI nenepide Tuecinl. Kenecl Tizim Medtronic komnaHusaceiHbIH cayaa benrinepiH Hemece
AKLU-Ta xaHe/Hemece backa enfiepAe TIpkenreH cayaa benrinepiH KamTuab.

Medtronic, 2 H L= AF2H0| Z & E Medtronic 212 2 Medtronic 210 & MedtronicS AFEQLICH EFAF AT ("TM*")= ol 2 AR T2 THALLICH CIE S82
0= Y/EE= JIE 20 A A2 S = Medtronic AIRIHICS &4E = S5 AHLICH

+Medtronic®, ,Medtronic” su atsistojancio vyro logotipu ir ,Medtronic” logotipas yra ,Medtronic* prekiy zenklai. Treciujy Saliy prekiy zenklai (TM*) priklauso
atitinkamiems jy savininkams. Toliau pateikti bendrovés ,Medtronic* prekiy Zenklai arba registruotieji prekiy zenklai JAV ir (arba) kitose Salyse.

Medtronic, Medtronic logotips ar augdamcélusos cilvéku un Medtronic logotips ir uznémuma Medtronic precu zimes. TreSo pusu precu zimes (“TM*") pieder to
attiecigajiem ipasniekiem. Talak saraksta ir noraditas ASV un/vai citas valstis registrétas uznémuma Medtronic precu zimes.

Medtronic, noroto Medtronic co 4oBeK wTo cTaHysa 1 noroto Medtronic ce Tproeckn mapku Ha Medtronic. TprosckMTe Mapku Ha TpeTr avua (“™*") um npunaraar
Ha COOABETHWUTE CONCTBEHULM. CNeAHUOT CNMCOH COAPHM TRFOBCKW MapHK UKW PErMCTPUPaHK TPrOBCHM MapHK Ha cyBjexToT Medtronic Bo CA uinnu Bo apyru
3emjm.

Meditronic, 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*") tilherer de
respektive eierne. Den felgende listen inneholder varemerker eller registrerte varemerker for en Medtronic-enhet i USA og/eller i andre land.

Medtronic, logo firmy Medtronic z podnoszacym sig cztowiekiem i logo Medtronic sa znakami towarowymi firmy Medtronic. Znakitowarowe podmiotéw trzecich (,TM*)
naleza do ich wtascicieli. Ponizsza lista zawiera znaki towarowe lub zastrzezone znaki towarowe podmiotu firmy Medtronic w Stanach Zjednoczonych iflub w innych
krajach.

Medtronic, o logétipo da Medtronic com homem a elevar-se e o logétipo da Medtronic sao 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 ¢ naoBpameHMem YenoBeKa, NPUHHUMAILEND BEPTHUHANLHOE NONOHEHKWe, u norotun Medtronic ABNAIOTCA TOProBbIMK MapKamu /
TOBapHbIMK 3HaKamu Komnanuu Medtronic. Toprosble MapHM CTOPOHHMX NPOM3BOAUTENEN, OTMEYEHHbIE cumBonoM “TM*", ABnAKTCA COBCTBEHHOCTLIO
COOTBETCTBYIOWMX Bnagensues. Cneayowmii nepeseHs BHAKYAET TOProBble MapHKU MW 3aperucTpUpoBaHHbLIE TOBAPHLIE 3HAaKKM KomnaHuu Medtronic 8 CLUA 1/
WK B APYTHX CTPaHax.

Medtronic, logo Medtronic so vstavajlcim ¢lovekom a logo Medtronic st ochranné znamky spoloénosti Medtronic. Ochranné znamky tretich stran (,TM*“) patria ich
prisludnym vlastnikom. Nasledujlci zoznam uvadza ochranné znamky alebo registrované ochranné znamky organizaénej 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 Medtronic, logotip Medtronic sa dovekom koji se podiZe i logotip Medtronic su Zigovi kompanije Medtronic. Zigovi trecih lica (,TM*) pripadaju svojim viasnicima.
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 ar varumarken som tillhér Medtronic. Tredje parters varumarken ("TM*")
tillhér respektive innehavare. Féljande lista omfattar varumarken eller registrerade varumarken som tillhor ett Medtronic-foretag i USA och/eller i andra lander.

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

Medtronic, norotun Medtronic ia ntoauHoto, Wo nigHiMaeTLeA, i norotun Medtronic € ToBapHUMM 3HaKamu Komnawii Medtronic. ToBapHi 3HaHM CTOPOHHIX BUPOGHUKIB
(“TM*”) e maiiHOM BiANOBIAHWX BRacHMKiB. Hum4eHaseaeHWin nepenik MicTUTL TOBapHi 3HaKW abo 3apeecTpoBaHi ToBapHi 3HaKku Komnawii Medtronic y CnonyveHmx
LUrarax ifabo B iHWKX HpaiHax.

Medtronic, Medtronic vé&i logo nguréi dan éng dang dirng Ién va logo Medtronic la cac thurong hiéu clia Medtronic. Céc thuong hiéu bén thir ba (“TM*”) thudc vé céc
chu sé& hiru trong (rng. Danh sach sau day bao gom céc thurong hiéu hodc thuong hiéu da dang ky clia mét t6 chirc Medtronic tai Hoa Ky va/hoéc tai nhirng quéc
gia khac.

Jodd cpiall lplaaa clle ("TM*™) L2l 2leall &30 aledall Medtronic 4 dals &,la3 clede o Medtronic slads b seill Lad s 3 sallll Jo )l ae Medtronic st :Medtronic -
LAY S Gl Baastl 2Ly 3 Medtronic 340 el SULS aal Al ) &olaall slatlall 5 G lesil oleslall LIGEN L8N

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



EXPLANATION OF SYMBOLS ON PRODUCT LABELING » OBACHEHUE HA CUMBOJIUTE BbPXY ETURETA HANPOAIYKTA
* VYSVETLENI SYMBOLU UVEDENYCH NA STITCiCH OBALU » FORKLARING AF SYMBOLER PA PRODUKTETS
M/ERKATER * ERLAgTERUNG DER SYMBOLE DER PRODUKTBESCHRIFTUNG « ENEZHIHZH TQN ZYMBOAQN ZTH
ZHMANZH TOY NMPOIONTOZ « EXPLICACION DE LOS SIMBOLOS QUE APARECEN EN LA DOCUMENTACION DEL
PRODUCTO » TOOTE MARGISTUSEL OLEVATE SUMBOLITE TB.HENDUQ * TUOTE-ETIKETIN SYMBOLIEN SELITYKSET »
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 XXAMNCbIPMACBIHAA BO/TYbI
MYMKIH TAHBAJTAPAbIH, CAMATTAMACHI » X Z ct¥ J|S &£ X « ETIKETESE ESANCIY SIMBOLIY REIKSMES » UZ
IZSTRADAJUMA MARKEJUMA ATTELOTO SIMBOLU SKAIDROJUMS » OBJACHYBAHSE HA CHMBOJIUTE HA ETURETATA
HA NMPOU3BOAO0T « VERKLARING VAN DE SYMBOLEN OP DE PRODUCTLABELS * FORKLARING AV SYMBOLER PA
PRODUKTEMBALLASJEN » OBJASNIENIE SYMBOLI ZNAJDUJACYCH SIE NA ETYKIETACH OPAKOWANIA » EXPLICAQAO
DOS SIMBOLOS NA DOCUMENTACAO DO PRODUTO « EXPLICAREA SIMBOLURILOR DE PE ETICHETA PRODUSULUI ¢
OBbACHEHUE CUMBOJIOB HA 3TUKETKAX NMPOAYHKTA « 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, WO MICTATLCA B MAPHYBAHHI BUPOBY * GIAI THICH VE CAC KY HIEU TREN NHAN SAN
PHAM
TRl Guale e Baga gl jgell asd g

Refer to the device labeling to see which symbols apply to this product. « HanpaseTte cnpasxa ¢ eTUKeTa Ha YCTPOIMCTBOTO, 3a Aa
BMAWTE KOM CUMBOJIM Ce OTHACAT 3a TO3M NPOoAYHT. * Symboly, které se vztahuiji k tomuto vyrobku, naleznete na titcich obalu.  Se
enhedens meerkater for de symboler, der geelder for dette produkt. « Welche Symbole flr dieses Produkt zutreffen, entnehmen Sie
bitte der Produktbeschriftung. * Avatp£€te on orjpavon Tou npoidvtog yia va Seite mola cUPBoAA LoXUOUV Yid TO TIApOV TIPOIoV.
Consulte la documentacion del dispositivo para comprobar qué simbolos se utilizan con este producto. » Toote puhul kehtivad
stmbolid leiate seadme siltidelt. « Katso laitteen etiketistd, mitka symbolit koskevat tata tuotetta. » 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 vonatkozo szimbolumok az eszkoz 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.
Ocbl eHIMre Kaii TaHbanapAbiH KoNAaHbINATbIHbIH KOpY YLUIH KYPbIAFb XKancblpMackiH KapaHbis.« 0| IS0 HES5 = JISE
SeH AX S FHESHA Al 2. » Norédami suZinoti, kokiu simboliu pazymétas gaminys, Zidrékite j pakuotés etikete. » Skatiet
etiketes uzierices, lai redzétu, kadi simboli attiecas uz So izstradajumu. * [poBepeTe ja eTMKeTaTa Ha nomMaranoTo 3a Aa BUAUTE KoM
cMmB0onM ce ogHecyBaar Ha 0Boj npouasog. ® 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¢, ktdére symbole dotycza
niniejszego produktu, nalezy zapoznac sie z etykietami urzgdzenia. « Consulte a documentacéo do dispositivo para ver que simbolos
se aplicam a este produto. * Consultati eticheta dispozitivului pentru simbolurile aplicabile acestui produs. « Cm. B MapH1poBHe
M3[enua, Kakme CUMBOJIbI MPUMEHMMBI K AaHHOMY NPOAYKTY. ® Prezrite si oznacenie zariadenia, aby ste zistili, ktoré symboly sa
vztahuju na tento produkt. « Na nalepkah na embalaZi so navedeni simboli, ki se nanadajo nata izdelek. » Pogledajte spoljnu oznaku
na pakovanju da biste videli koji se simboli primenjuju na ovaj proizvod. « Se markningen pa enheten for de symboler som galler denna
produkt. « Bu Griinde hangi sembollerin gecgerli oldugunu gérmek icin cihazin etiketlerine bakin. e 3BepHITbCﬂ [0 MapKyBaHHA
npUCTpOIo, W06 BUSHAYWUTH, IKi CUMBO/IM CTOCYIOTLCA LibOro BUpoby. » Tham khao nhan mac thiét bi dé xem ky hiéu nao &p dung cho
san pham nay.
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Conformité Européenne (European Conformity) This symbol means that the device fully complies with applicable
European Union acts. * Conformité Européenne (EBponeicKo ctoTBeTcTBME) TO3M CMMBOA 03HAYaBa, Ye YCTPOMCTBOTO
CbOTBETCTBA HaMb/IHO Ha MPUAOKMMOTO 3aKoHoAaTeNCcTBO Ha EBponeickmA cbios. « Conformité Européenne Evropska
shoda (European Conformity) Tento symbol znamena, Ze prostfedek pIné vyhovuje poZadavkam pfisludnych zékon
Evropskeé 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 (Eupwnaikr) Zuppopgwan) To
oUPBoA0 auTo onuaivel 6Tt TO TIPOIOGV CUPHOPDWVETAL TIATIPWG LE TOUG LOXVUOVTEG VOROUG TG Evpwrnaiknig Evwong. ¢
Conformité Européenne (Conformidad Europea) Este simbolo indica que el dispositivo cumple totaimente las leyes de
la Union Europea aplicables. « Conformité Européenne (Euroopa vastavusmargis). See simbol tdhendab, et seade
vastab taielikult kohaldatavatele Euroopa Liidu seadustele.  Conformité Européenne (eurooppalainen
vaatimustenmukaisuus). Tdmé symboli tarkoittaa, etté laite on kaikilta osin Euroopan unionin soveltuvan lainsd&ddannén
mukainen. « Conformité Européenne (Conformité Européenne) Ce symbole signifie que le dispositif est entiérement
conforme aux lois en vigueur de I'Union européenne. * Conformité Européenne (Sukladnost s europskim normama) Ovaj
simbol znaci da je uredaj potpuno uskladen s odgovarajucim zakonima Europske unije. » Conformité Europeenne
(Eurépai megfelel6seq). Ez a szimbolum azt jelenti, hogy az eszkdz teljes mértékben megfelel a vonatkozd eurdpai unids
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 del’'Unione europea applicabili. # Conformité
Européenne (Eyponanbik calikecTik) byn TaHba KypblnFbiHbIH Eypona OaafbiHbIH, TUICTI 3aHAAPbIHA TONbIK,
calikec ekeHIH 6ingipeal. * Conformité Européenne (R 8 e d) 0l J|s= & EXJt K8 HE HES SHGHA
Z=4=8t2 2|0| & LIC}. » Conformité Européenne (Conformité Européenne) (Europos atitiktis). Sis simbolis reiskia, kad
irenginys visiskai atitinka taikomus Europos Sajungos aktus. * Conformité Européenne (Conformité Européenne —
atbilstiba Eiropas Savienibas prasibam). Sis simbols norada, ka ierice pilniba atbilst piemérojamo Eiropas Savienibas
aktu prasibam. « Conformité Européenne (EBponcka coobpasHocT) OBoj CMMBON 3HAYM AeHa NoMaranoTo e LenoCcHO
cooBpasHo co BameyKnTe 3aKoHM 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 akiow prawnych Unii Europejskiej. « Conformité Européenne (Conformidade
Europeia) Este simbolo significa que o dispositivo esta em total conformidade com as leis da Uniao Europeia aplicaveis. ®
Conformité Européenne (Conformitate Europeana) Acest simbol atesta conformitatea deplina a dispozitivului cu
legislatia relevanta a Uniunii Europene. « Conformité Européenne (European Conformity) 9ToT cumeon o603HavaeT, 4To
YCTPOWCTBO MOHOCTLIO COOTBETCTBYET TpeboBaHMAM NpUMeHUMbIX AupeKTus EBponeiickoro Cotosa. ® Conformité
Européenne (Zhoda s poZiadavkami EU) Tento symbol znamena, Ze zariadenie je v Uplnom sulade s platnymi pravnymi
predpismi Eurépskej 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 znaci 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. « Conformite
Européenne (Avrupa Normlarina Uygunluk) Bu sembol, cihazinilgili Avrupa Birligi yasalarina tam olarak uygun oldugunu
ifade eder. » Conformité Européenne 3Hak BignosiaHocTi BuMoram E€sponeiicbroro Cotody.  Conformité Européenne
(Hop chuan chau Au) Ky hiéu nay c6 nghia 1a thiét bi tuan thi day du cac dao luét duoc ap dung cta Lién minh Chéu Au.
bl 9553 Sla3W cails8 ae Lolas 3élsis slead) of 3aul) 1ia s (2905 JU3e¥l) Conformité Européenne
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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 3a BennkobputaHua). Toau cumBon
03HayaBsa, Yye U3JeNMeTO OTroBaps Ha OCHOBHUTE U3MCKBaHWA 3a BennkobputaHua (AHrnua, Yenc u LotnaHaun). ¢
UKCA (vyhodnocena shoda s normami platnymi ve Spojeném kralovstvi). Tento symbol znamena, Ze zafizeni spliiuje
zakladni poZadavky pro Velkou Britanii (Anglii, Wales a Skotsko). « UKCA-maerkning (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 GroBbritannien (England, Wales und Schottland) entspricht. « UKCA (UK Conformity
Assessed: AEl0AOYNUEVO WG TIPOG TN cCUKHOpdwan cTo HB). To cUpBoAo auto onuaivel 6TL To TIPoidV cuppopdwVETAL
ME TIG ouoIwdelg anattrioelg yia tn Meyain Bpetavia (AyyAia, OuaAia kat ZkwTia). « UKCA (UK Conformity Assessed).
Este simbolo significa que el dispositivo cumple los requisitos esenciales para Gran Bretana (Inglaterra, Gales y
Escocia). * UKCA (UK Conformity Assessed) vastavussertifikaat. See siimbol nditab, et seade vastab Suurbritannia
(Inglismaa, Walesi ja Sotimaa) olulistele nuetele. « UKCA (Yhdistyneen kuningaskunnan vaatimustenmukaisuus
arvioitu). Tama symboli tarkoittaa, etté 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 - egyestilt kiralysagbeli megfelelés
ertékelve). Ez a szimbolum azt jelenti, hogy a keszulek megfelel a Nagy-Britanniara (Anglia, Wales es Skocia) vonatkozo
alapvetd kévetelményeknek. « 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 (¥nblbpuTaHWAHBIH CaiikecTIK baFanaysbl). byn TaHba KypbIIFbIHbIH, ¥1bIOpUTaHUA (AHMAKSA,
Yanbc xaHe LLloTnaHausa) 3aHHaMacbiHbIK HErI3rl TananTapbiHa cali ekeHIH 6inaipeal. e UKCA(S = &t E o).
0l 2IS= 2 21210 H=(U2AHE, AL, ATSME)S B4 RAUS EES 20I&LICH « UKCA (jvertinta JK
atitiktis). Sis simbolis reiskia, kad priemoné atitinka DidZiosios Britanijos (Anglijos, Velso ir Skotijos) esminius
reikalavimus. « UKCA (UK Conformity Assessed — novértéta atbilstiba Apvienotaja Karalisté speka esoSajam
normativajam prasibam). Sis simbols nozimé, ka ierice atbilst Lielbritanija (Anglija, Velsa un Skotija) speka esosajam
butiskajam prasibam. « UKCA ([NpoueHeTo 3a coobpasHocT Bo OK/UK Conformity Assessed). OBoj 3HaK 3Ha4un gexa
nomarasoTo e BO CO06pa3HOCT CO OCHOBHUTE bapara 3a Benuka bputanuja (AHruja, Benc u LLKoTcKa). « UKCA (UK
Conformity Assessed). Dit symbool betekent dat het product voldoet aan de essentiéle vereisten voor Groot-Brittannié
(Engeland, Wales en Schotland). « UKCA (UK Conformity Assessed). Dette symbolet betyr at enheten er i samsvar med
de grunnleggende kravene for Storbritannia (England, Wales og Skottland). ¢ UKCA (Oceniono zgodnosc w Wielkiej
Brytanii). Ten symbol oznacza, ze wyrob jest zgodny z podstawowymi wymogami dla Wielkiej Brytanii (Anglii, Walii
i Szkocji). « UKCA (Avaliagao de Conformidade do Reino Unido). Este simbolo significa que o dispositivo esta em
conformidade com os requisitos essenciais da Gra-Bretanha (Inglaterra, Pais de Gales e Escocia). ®» UKCA (UK
Conformity Assessed, certificarea de evaluare a conformitatii din Regatul Unit). Acest simbol inseamna ca dispozitivul
indeplineste cerintele esentiale pentru Marea Britanie (Anglia, Tara Galilor si Scotia). * UKCA (BbinonHeHa oueHKa
cooTBeTCcTBUA TpeboBaHWAM BennkobputaHum). 3TOT 3HaK 03HAYaET, YTO U3LE/TME COOTBETCTBYET OCHOBHbLIM
Tpe6oBaHuAM Bennkobputanum (AHmuK, Yansca v LotnaHaumm). « UKCA (UK Conformity Assessed — vyhodnoteny
sulad s normami platnymi v Spojenom Kral'ovstve). Tento symbol znamena, Ze pomocka splﬁa zakladné poziadavky pre
Velku Britaniu (Anglicko, Wales a Skotsko). » UKCA (oznaka skladnosti za Zdruzeno kraljestvo). Ta simbol pomeni, da
pripomodéek 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). « UKCA (UK Conformity Assessed). Denna symbol anger att enheten uppfyller de vasentliga
kraven for Storbritannien (England, Wales och Skottland). « UKCA (Birlesik Krallik Normlarina Uygunlugu
Degerlendirilmistir). Bu sembol, cihazin Blyuk Britanya (Ingiltere, Galler ve Iskogya) icin olan temel gerekliliklere uygun
oldugunu ifade eder. « UKCA (BMKOHaHO OLiHKY BignosigHocTi BMmoram Bennko6puTanii). Liei cumBon o3Havae, wo
NPUCTPIN BiANOBIAAE OCHOBHMM BUMOram Benmko6bpuTanii (AHMmil, Yenbcy i WWoTtnaHgaii). « UKCA (Pa duoc déanh gia la
Hop chuén cta Vwrong quéc Anh). Ky hiéu nay cé nghia la thiét bi tuan thi cac yéu cau can thiét ap dung cho Bao Anh
(Anh, X&r Wales va Scotland).
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Responsible person in Great Britain (England, Wales, and Scotland). » OtroBopHo nuue BbB BennkobputaHma (AHMKA,
Yenc v LWotnaHgus). « Odpovédna osoba ve Velké Britanii (Anglii, Walesu a Skotsku). » Ansvarlig person i Storbritannien
(England, Wales og Skotland). « Verantwortliche Person in GroBbritannien (England, Wales und Schottland). «
Ymevbuvog otn MeyaAn Bpetavia (AyyAia, OuaAia kat Zkwtia). * 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). ® ¥nbibputaHuagarkl (AHIWSA, Y31bC XaHe
LWoTnaHawWs) xayanTel TynfFa. e E = (2SS, L=, ATEHT) M Xt » Atsakingasis asmuo DidzZiojoje
Britanijoje (Anglijoje, Velse ir Skotijoje). * Atbildiga persona Lielbritanija (Anglija, Velsa un Skotija).  OarosopHo mLe Bo
Benuka Bputanuja (AHruja, Benc u LLIKoTcKa). « Verantwoordelijke persoon in Groot-Brittannié (Engeland, Wales en
Schotland). « Ansvarlig personi Storbritannia (England, Wales og Skottland). « Osoba odpowiedzialna w Wielkiej Brytanii
(Anglii, Walii i Szkocji). » Pessoa responsavel na Gra-Bretanha (Inglaterra, Pais de Gales e Escocia) * Persoana
responsabilad din Marea Britanie (Anglia, Tara Galilor si Scotia). ® OTBeTcTBEHHOE /1ML B BenmkobpuTaHum (AHMMK,
Yanbce u Lotnanauu). « Zodpovedna osoba pre Velku Britaniu (Anglicko, Wales a Skétsko). » Odgovorna oseba v Veliki
Britaniji (Anglija, Wales in Skotska). * Odgovorna osoba u Velikoj Britaniji (Engleska, Vels i Skoiska). » Ansvarig person
i Storbritannien (England, Wales och Skottland). « Bliytik Britanya'daki (Ingiltere, Galler ve Iskogya) sorumlu kisi. ®
BignosiganbHa ocoba y Benuko6puTaHii (AHmii, Yeneci i LoTtnaHgii). ¢ Ngudi chiu trach nhiém & Bao Anh (Anh, Xt
Wales va Scotland).
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Quantity * Honmyectso * Mnozstvi ® Antal * Menge ¢ Moootnta * Cantidad * Kogus * Maara « Quantité « Koli¢ina »
Mennyiség ¢ Kuantitas * Quantita » CaHbl » ==& » Kiekis ® Daudzums * HonnunHa « Aantal  Antall « llos¢ » Quantidade ¢

Cantitate * HonunyecTtso ® Mnozstvo * Koli¢ina * Koli¢ina * Antal » Miktar ¢ KinbKicTb ¢ SO lvong
LSl

Do notuse if package is damaged ¢ He u3nonseaiite, aKo onakosKara e nospegeHa * Nepouzivejte, je-li obal poskozeny
» Ma ikke anvendes, hvis emballagen er beskadiget » Nicht verwenden, wenn die Verpackung beschadigt ist « Mnv to
XPNOIUOTIOLETE £V 1 oUCKeVagoia Exeluntoatei {nuia » No utilizar si el envase esta dafado » Mitte kasutada, kui pakend
on kahjustatud « Al kayta, jos pakkaus on vaurioitunut « Ne pas utiliser si 'emballage est endommageé * Nemojte
upotrebljavati ako je ambalaza oSte¢ena ¢ Ne hasznalja fel, haa csomagolas sériilt « Jangan gunakan jika kemasan rusak
* Non utilizzare se I'imballaggio non € integro * Kantamacel 6y3binca, nainganaHbanpize L2 0| o & H2 AE =X
* Nenaudokite, jei pakuoté paZeista » Nelietot, ja iepakojums ir bojats ¢ [la He ce ynoTpebyBa JOHONKY NaKyBaHeTo e
owTeTeHo * Niet gebruiken als de verpakking beschadigd is » Skal ikke brukes hvis pakningen er skadet « Nie stosowag,
jesli opakowanie jest uszkodzone ¢ N&o utilizar se a embalagem estiver danificada « Nu folositi daca ambalajul este
deteriorat » He ucnonbaoBathb Npu noBpexaeHn 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 BUKOp1CTOBYBaTH y pasi NOLWKOAMKeHHsA naKkysaHHs * Khdong duoc st dung néu bao
bi da bi hu héng
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Nonpyrogenic ® HenuporeHHo ® Nepyrogenni ¢ Ikke-pyrogen ¢ Pyrogenfrei ¢ Mn rtupetoyévo ¢ Apirogeno o
Mitteplrogeenne = Pyrogeeniton « Apyrogene ¢ Nezapaljivo * Nem pirogen * Bebas pirogen = Apirogeno ¢ lNMuporeHal
emMec ¢ H| 2 Z & « Nedegus » Nepirogens » AnuporeHo ¢ Niet-pyrogeen » Pyrogenfri « Produkt niepirogenny ¢ Nao
pirogénico ¢ Apirogen ¢ AnrporeHHo ¢ Nepyrogénne * Apirogeno  Nije pirogeno ¢ Icke-pyrogen ¢ Pirojenik Degildir
AniporeHHo * Khdng sinh nhiét )
ol alse ni

Open here » OTBOpETE TYK * Zde oteviete * Abnes her ¢ Hier 6ffnen ¢ AvoiEte £5w ¢ Abrir aqui » Avage siit » Avaa tasta
Ouvrir ici » Ovdje otvorite » Itt nyilik « Buka di sini ® Aprire qui ® Ocbl XKepaeH albiHbI3 © i = F| X| » Atidaryti Cia « Atvert Seit
* OTBOPK OBAE * Hier openen f‘Apnes her « Otwierac tutaj e Abrir aqui ® Deschideti aici * OTKpbIBaTL 3geck ® Tu otvorit
Odprite tukaj * Ovde otvoriti * Oppna hér ¢ Buradan agin ¢ Bigkpusatu TyT ¢ M& tai day
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MR Conditional * YchoseH MP » Podminéné pouZiti magnetické rezonance » Betinget kompatibilitet med MR-scanning ®
Bedingt MRT-sicher » Mayvntikr) Topoypadia (MR) urtd 6poug » Compatible con RM en determinadas condiciones
MR-tingimuslik « Magneettikuvaus sallittu varauksin « Compatible avec la RM sous conditions ¢ MoZe se upotrebljavati
tijekom snimanja magnetskom rezonancijom pod odredenim uvjetima ¢« MR-kompatibilitas feltételekkel « Kondisi MR
Compatibilita RM condizionata ¢ LLlapTTbl Typae MPT xxapamabinbirel MR 2= 21 5 « Salyginai saugus MR aplinkoje »
Nosacita saderiba ar magnétisko rezonansi « Bea6egHo npr MarHeTHa pe3oHaHuuja camo aKo ce ynotpebysa Bo
onpegenenu ycnosu » MR Conditional (MR-veilig onder voorwaarden) « MR-betinget « Badanie MR dopuszczalne w
okreslonych warunkach « RM condicional « Compatitilitate RM conditionata ¢ MPT BbinoaHATE ¢ cobatogeHem
orpaHu4eHuii « Podmieneéne bezpeéné v prostredi MR ¢ Pogojna uporaba pri MR ¢ Uslovno bezbedno za MR »
MR-villkorlig * MR Kosullu ® MarHiTHO-pe3oHaHCHI ymoBM ® An toan cong hudng tir (MR) c6 diéu kién
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Sterilized using irradiation = CtepnnmaunpaHo 4ypes obnbuBaxe © Sterilizovano zafenim « Steriliseret ved brug af straling »
Sterilisiert mittels Strahlung » ArtooTelpwpEvo pe Xprion aktivoBoAiag ¢ Esterilizado mediante irradiacion « Steriliseeritud
kiirgusega « Steriloitu sateilyttamalla « Stérilisé par irradiation « Sterilizirano zracenjem ¢ Besugarzassal sterilizalva ¢
Disterilkan menggunakan penyinaran ¢ Sterilizzato con radiazioni ionizzanti « CayneneHaipy apkbinbl
3apapcbizgaHgbipbinFaH « ZALE S AFS6H0 Z & = « Sterilizuota radioaktyvia spinduliuote « Sterilizéts apstarojot «
CTtepunuaunpaHo co 3pavetrbe * Gesteriliseerd met straling » Sterilisert med straling  Sterylizowano przez
napromieniowanie  Esterilizado por irradiacao « Sterilizat prin iradiere » PagmaunoHHan ctepunusauma « Sterilizované
Ziarenim « Sterilizirano s sevanjem « Sterilisano kori§¢enjem zragenja * Steriliserad med stralning « irradyasyon
kullanilarak sterilize edilmistir « CTepunizosaHo i3 3actocyBaHHAM BUNpoMiHioBaHHsA * Duoc khir trung béng chiéu xa
gladyl plisiuly plas

Catalog number « HatanoreH Homep * Katalogove &islo ¢ Katalognummer ¢ Katalognummer ¢ Apl8u6g katahéyou
Numero de catalogo * Katalooginumber ¢ Luettelonumero « Numéro de référence » Katalo$ki broj  Katalogusszam
Nomor katalog ® Numero di catalogo ® Katanor 6olibiHIwa Hemipi e 9t & 2 7] H S e Katalogo numeris » Kataloga numurs
e Hatanowku 6poje Catalogusnummer ¢ Artikkelnummer « Numer katalogowy * Numero de catalogo * Numar de catalog »
Homep no Katanory ¢ Katalogove &islo « KataloSka Stevilka ¢ Katalo$ki broj ¢ Katalognummer ¢ Katalog numarasi ¢
HatanomHuii Homep * S6 danh muc

z sl B3,

Serial number ¢ CepueH Homep * Sériové ¢islo * Serienummer » Seriennummer » AplOUOG oelpdg » Numero de serie ©
Seerianumber » Sarjanumero * Numéro de série  Serijski broj e Sorozatszam « Nomor seri  Numero di serie e Cepusanbik,
Hemiple 2 & P S e Serijos numeris ® Sérijas numurs ¢ Cep1cku 6poj ® Serienummer ¢ Serienummer ¢ Numer seryjny ®
Numero de série * Numar de serie * CepuitHbli HoMep * Sériove Cislo » Serijska Stevilka » Serijski broj ® Serienummer ¢
Seri numarasi * CepiitHuit Homep * S6 sé-ri
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Use-by date » Manonasaiite no » Datum pouzitelnosti » Kan anvendes til og med « Verwendbar bis « Huepopnvia «Xprion
€wg» * Fecha de caducidad ¢ Kolblik kuni ¢ Viimeinen kdyttopaivdméara « Date de péremption ¢ Rok upotrebe * Lejarati
id6 » Tanggal "gunakan paling lambat" » Utilizzare entro ¢ )Kapamapbinbik Mmep3imMi « AbE J| &t « Naudoti iki « Deriguma
termins ¢ Ynotpe6nneo go ¢ Uiterste gebruiksdatum e Siste forbruksdag ¢ Termin przydatnosci do uzycia ¢ Utilizar antes
da data * A se utiliza pana la data de * MUcnons3osatb fo ¢ Datum spotreby © Uporabno do ¢ Datum ,Upotrebljivo do” ¢

Utgangsdatum e Son kullanma tarihi ® BukopucTtatu go ¢ Han sir dung
Lol elgnil Fu,ls

Do not reuse * [la He ce n3anonssa nosTopHo ¢ NepouZivat opakované « M4 ikke genbruges ¢ Nicht zur
Wiederverwendung ¢ Mnv ertavaypnoiporoleite « No reutilizar « Mitte kasutada korduvalt » Ala kayta uudelleen * Ne pas
réutiliser « Nemojte upotrebljavati vise puta « Kizarélag egyszeri hasznalatra » Jangan dipakai ulang * Non riutilizzare
ExiHWI KainTapa naliganaHyra 6onmanigel « I AHE = K| « Nenaudoti pakartotinai  Nelietot atkartoti « Camo 3a
eflHoKpaTHa ynoTtpe6a ¢ Niet opnieuw gebruiken » Skal ikke brukes flere ganger * Nie stosowac¢ ponownie ¢ Nao
reutilizavel  De unica folosinta » 3anpet Ha noBTOpHOE NpUMeHeHue * Nepouzivajte opakovane ¢ Za enkratno uporabo ¢
Nije za ponovnu upotrebu ¢ Far inte ateranvandas ¢ Yeniden kullanmayin ¢ MoBTOPHO BUKOPUCTOBYBaTH 3a60POHEHO *
Khong duoc tai sir dung
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Manufacturer = NMpounssoguTen = Vyrobce » Fabrikant » Hersteller « Kataokevaotng » Fabricante » Tootja » Valmistaja =
Fabricant » Proizvodac * Gyartd * Produsen ¢ Fabbricante « ©HgipyLui « Kl = & &l « Gamintojas * Razotajs ¢
MpowssoauTen « Fabrikant » Produsent « Producent = Fabricante » Producator « M srotosutens » Vyrobca  Proizvajalec
Proizvodac e Tillverkare e Uretici ® Bupo6HuK ® Nha san xuét
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Manufactured in = NMpounasegeHo B * Vyrobeno v » Fremstillet i » Hergestellt in » Kataokevdotnke og ¢ Fabricado en ¢
Tootmiskoht e Valmistuspaikka ¢ Lieu de fabrication » Zemlja proizvodnje ¢ A gyartas helye » Diproduksi di e Fabbricato in
©Hapiired en = M= = Jt » Pagaminimo Salis « RaZoSanas vieta ¢ MpouasegeHo Bo  Vervaardigd in  Produsert i ®
Miejsce produkciji * Fabricado em ¢ Fabricat in » MpoussegeHo B  Vyrobeneé v « Izdelano v » Proizvedeno u « Tillverkad i ¢
Imalat yeri » Micue BUrotosneHHa ¢ San xuat tai
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Consult instructions for use  BuTe UHCTpYKUMMTE 3a ynoTpeba  Viz navod k pouZiti » Se brugsanvisningen
Gebrauchsanweisung beachten * ZupBouAeuteite TIg 0dnyieg xpriong * Consultar instrucciones de uso * Lugege
kasutusjuhendit « Katso kayttéohjeet « Consulter le mode d’emploi « Pogledajte upute za upotrebu « Lasd a hasznalati
utmutatot e Lihat petunjuk penggunaan ¢ Consultare le istruzioni per I'uso ¢ MainganaHy HyckaynapbiH KapaHbiz ¢ ALE
XI& & 11 » Skaitykite naudojimo instrukcijose « Skatit lietoSanas pamacibu ¢ lNpounTajTe ro YnartcteoTto 3a ynotpeba ¢
Raadpleeg de gebruiksaanwijzing * Se i bruksanvisningen » Nalezy zapoznac sie z instrukcjg uzytkowania » Consultar as
instruces de utilizacdo ¢ Consultati Instructiunile de utilizare  O6patUTech K MHCTPYKLMM MO NpUMEHeHWIo  Pozrite si
pokyny na pouzivanie » Glejte navodila za uporabo * Pogledajte uputstvo za upotrebu » Las bruksanvisningen = Kullanim

talimatlarina bakin « O3HaoMTecs 3 IHCTPYKUiAMM i3 3acTocyBaHHA * Tham khao huéng dan sir dung

Consult instructions for use at this website ® BuyTe MHCTpYKUuMMTE 3a ynoTpeba Ha To3m yeb canT © Viz navod k pouziti
natéto weboveé strance * Se brugsanvisningen pa dette websted » Gebrauchsanweisung auf dieser Webseite beachten
ZupPovAeuteite TIg 0dnyieg xpnong oe autov tov oTotoro  Consultar las instrucciones de uso en este sitio web
Lugege sellel veebilehel toodud kasutusjuhendeid » Katso kayttéohjeet tasta verkkosivustosta e Consulter le mode
d’emploi 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* Consultare le istruzioni per I'uso su questo sito web ¢ [MainganaHy
XOHIHAer! Hyckaynapabl ocbl Beb-caiiTTaH kapaHpbize 0] B AI0IE2 ALZ XI& & 1 » Naudojimo instrukcijas rasite
Sioje svetainéje » LietoSanas pamacibu skatit $aja timekla vietné  Bugete ro YnarcTeoTo 3a ynotpeba Ha oBaa
Beb-cTpaHuua * Raadpleeg de gebruiksaanwijzing op deze website » Se bruksanvisningen pa dette nettstedet » Nalezy
zapoznac sie z instrukcjg uzytkowania dostepna w tej witrynie internetowej « Consultar instrugoes de utilizacao neste sitio
da Internet  Consultati instructiunile de utilizare la acest site web. ® CM. MHCTPYHUMIO NO NPUMEHEHMIO HA YKa3aHHOM
Be6-caiiTe ¢ 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 « Buweb
sitesindeki kullanim talimatlarina bakin ¢ [lus. iHCTpyKUjt0 3 eKcnayaTadlii Ha Lbomy Be6-caiiTi « Tham khao huéng dan
st dung tai trang web nay

SoAUY a3 sl lia & aladiudl sladss aal,

Date of manufacture » [lata Ha npoun3soacTeo ¢ Datum vyroby ¢ Fabrikationsdato » Herstellungsdatum ¢ Huepopnvia
karaokeung * Fecha de fabricacion « Tootmiskuupéev « Valmistuspaivamaara  Date de fabrication e Datum proizvodnje
Gyartas ideje « Tanggal produksi * Data di fabbricazione ® ©HaIpinreH kyHi Ml == 2 Xt » Pagaminimo data * RaZzo$anas
datums « [laTym Ha npouasoAcTsBo * Productiedatum » Produksjonsdato » Data produkcji « Data de fabrico « Data fabricarii
 [lata uarotoeneHuA * Datum vyroby ¢ Datum izdelave * Datum proizvodnje ¢ Tillverkningsdatum = Uretim tarihi ¢ JaTa
BUroToBNEeHHA * Ngay san xuat

piaaill G5

Authorized representative in the European Community ® YnbaHomMolleH npeactas1Ten B EBponeicKara o6LiHOCT ©
Autorizovany zastupce pro Evropske spolecenstvi  Autoriseret repraesentant i EF ¢ Autorisierter Reprasentant in der
Européischen Gemeinschaft « EEouclodotnuevog avtinmpoowrog otnv Evpwrtaikr 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 Eurépai Koz6sségben = Perwakilan Resmi di Negara-Negara Eropa * Rappresentante
autorizzato nella Comunita europea * Eyponanbik, OgakTarbl yakinetTi ekine S8 SSHI(EC) LH 24 tHelH
|galiotasis atstovas Europos Bendrijoje ® Pilnvarotais parstavis Eiropas Kopiena » OBnacteH npeTcTasHWK BO
Esponckara 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 » YnonHomMo4eHHbIM npeactasmTens B EBponeicKom
coobLyecTse * Autorizovany zastupca pre Eurdpske spoloéenstvo « Pooblaséeni predstavnik v Evropski skupnosti e
Ovlasceni predstavnik u Evropskoj zajednici ® Auktoriserad representant inom EG ¢ Avrupa Toplulugu'ndaki yetkili
temsilci « YnoBHoBayeHui npeacTasHWK Esponeitcskoro Cotoay ¢ Dai dién duwoc Uy quyén tai Cong déng Chau Au
L5081 Ao gaall 3 sadall o guill



Importer * BHocuTen » Dovozce » Importer * Importeur » Elcaywyeag » Importador » Importija * Maahantuoja * Importateur
e Uvoznik * Importér « Pengimpor « Importatore ¢ imnopTTayiubl « <=2 X}  Importuotojas ® Importétajs ¢ YBO3HMK ©
Importeur * Importer » Importer « Importador « Importator « UmnopTep » Dovozca * Uvoznik » Uvoznik * Importér « ithalatgi ©
ImnopTep ¢ Nha nhap khau

3 gaaal ]

Medical device * MegumumHcHKo yeTpoicTso » Zdravotnicky prostfedek » Medicinsk udstyr = Medizinprodukt = latpikr)
ouokeun ¢ Producto sanitario » Meditsiiniseade ¢ Ladkinnallinen laite » Dispositif médical « Medicinski proizvod
Orvostechnikai eszkdz  Perangkat medis ¢ Dispositivo medico ® MeguuunHanblk kypbinfbl © 2| £ J]J| « Medicinos
prietaisas * Medicinas ierice * MegauuuHcko nomarano * Medisch hulpmiddel « Medisinsk enhet « Wyréb medyczny »
Dispositivo médico # Dispozitiv medical * MegmuuHckoe nagenme » Zdravotnicka pomdcka  Medicinski pripomocek ¢
Medicinsko sredstvo « Medicinteknisk produkt  Tibbi cihaz « MeauuHuit Bupi6 * Thiét bi y té

b le

Double sterile barrier system « Cu1ctema ¢ aBoiHa cTepuaHa nperpaga * Systém dvojité sterilni bariéry » System med
dobbelt steril barriere ® Doppel-Sterilbarrieresystem « Z0oTnua &irmAov oteipou ppaypov « Sistema de barrera estéril
doble ¢« Kahekordse steriilse barjaari siisteem  Kaksinkertainen steriili suojusjarjestelma ¢ Systéme de double barriere
stérile « Sustav dvostruke sterilne barijere * Kett6s, steril zarorendszer » Sistem penghalang steril ganda ¢ Sistema a
doppia barriera sterile e Koc 3apapceizaaHabipbiiFaH KopraHblilw xyecli e 01 = 27 25 Al AE o Dvigubo sterilaus
barjero sistema ¢ Dubultas sterilas barjeras sistéma ¢ Cuctem co geojHa ctepunHa 6apuepa * Dubbele steriele
verpakking » System med dobbel steril barriere * System podwojnej bariery sterylnej e Sistema de dupla barreira esteril
Sistem cu bariera sterilda dubla » Cuctema ¢ ABOMHbLIM CTEPHILHBLIM 6apbepom * Systém dvojitej sterilnej bariéry « Sistem
dvojne sterilne pregrade ¢ Sistem dvostruke sterilne barijere  System med dubbel steril barriér  Cift steril bariyer sistemi e
CucTema noagiiHoro crepunbHoro 6ap’epy * Hé thong bao vé vé khuan kép

i plae Sls plias

Contains hazardous substances (identified with a Chemical Abstracts Service [CAS] registry number) * Cbabpia
onacHu BellecTsa (MaeHTudMLMpaHu ¢ perMctpauunoHeH Homep Ha Chemical Abstracts Service [CAS]) « Obsahuje
nebezpeéné latky (identifikované registra¢nim ¢islem CAS [Chemical Abstracts Service])  Indeholder farlige stoffer
(identificeret med et CAS-nummer (Chemical Abstracts Service [CAS] registry number))  Enthalt gefahrliche
Substanzen (identifiziert mittels einer Chemical Abstracts Service[CAS]-Nummer) » MNepiExel eTukivouveg ouoieg
(TautorolovvTal pe €vav aplBuod untpwou g vrinpeciag Chemical Abstracts Service (CAS)) « Contiene sustancias
peligrosas (identificadas con un nimero de registro CAS [Chemical Abstracts Service])  Sisaldab ohtlikke aineid
(tahistatud Chemical Abstracts Service'i [CAS] registreerimisnumbriga) ¢ Siséltdé 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) ¢ Mengandung zat berbahaya
(diidentifikasi dengan nomor pendaftaran Chemical Abstracts Service [CAS]) « Contiene sostanze pericolose (con
identificazione tramite numero CAS [Chemical Abstracts Service]) * KypambiHaa KayInTi 3aTTekTep 6ap (XuMuUanblK
pedepaTuBTIK Kbi3MeTTIH [CAS] TIpkey HEMIpIMeH aHbikTanFaH)* R 22 L& (31828 R AMHIA(CAS) S5
HS 2 AlH) e Sudétyje yra pavojingy medziagy (pazyméty Cheminiy medziagy santrumpy tarnybos (CAS) registro
numeriu) * Satur bistamas vielas (identificétas ar Kimiska informativa dienesta [Chemical Abstracts Service, CAS]
registracijas numuru) * Cogpm onacHu cyncTaHuyn (MaeHTUudrKyBaHM co permctapcki 6poj Ha Chemical Abstracts
Service [CAS]) » Bevat gevaarlijke stoffen (aangeduid met een Chemical Abstracts Service (CAS)-registratienummer) o
Inneholder farlige stoffer (angitt med et registreringsnummer fra Chemical Abstracts Service [CAS])  Zawiera substancije
niebezpieczne (oznaczone za pomocg numeru w rejestrze Chemical Abstracts Service [CAS])  Contém substancias
perigosas (identificadas com um nimero de registo do Chemical Abstracts Service [CAS]) » Contine substante
periculoase [identificate cu un numar din registrul Chemical Abstracts Service (CAS)] « CoaepiuT onacHble BellecTsa
(HOTOpPbIM NPMUCBOEH HOMEp B peecTpe XrMuiecKon pedeparuBHon cnyxobl (CAS)) » Obsahuje nebezpecné latky
(identifikované registraénym &islom CAS [Chemical Abstracts Service]) » Vsebuje nevarne snovi (identificirane s Stevilko
iz registra Sluzbe za izvlecke o kemikalijah [CAS])  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
numarasi ile tanimlanmisg) icerir  MicTuTb Hebe3neyHi pe4oBMHM (ineHTHUdIHOBaHO 3a peecTpaLiH1M HOMepOoM XiMi4YHOT
pedepatueHoi cymeu (CAS)).  Chira cac chat doc hai (dwoc xac dinh theo s6 dang ky ciia Chemical Abstracts Service
[CAS])

([CAS] @laastl olaliiull 35y Jasuill a3 5 Ssass) 3oba lse Yo s siny
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Patient identification » MaeHTMdKMKauuMaA Ha naumeHTa ° Identifikace pacienta « Patientidentifikation e
Patientenidentifikation e TauTtoroinon acBevoug ¢ Identificacion del paciente » Patsiendi andmed ¢ Potilastunniste ¢
Identification du patient e Identifikacija bolesnika * Beteg azonositdsa ¢ Identifikasi pasien  Datiidentificatividel paziente »
EmpenywiHi aHbikTay ¢ 2 X &1 H o Paciento identifikavimas ¢ Pacienta identifikacija ¢ MNogaTtouu 3a ugeHTUdmKaumja
Ha nayueHToT * Patiéntidentificatie « Pasientidentifikasjon ¢ Identyfikacja pacjenta ¢ Identificacdo do doente ¢
Identificarea pacientului » UgeHTUdKMHauna naumeHTa © Identifikacia pacienta » Identifikacija bolnika » Identifikacija
pacijenta « Patientidentifiering e Hasta kimligi ¢ |laeHTHdiKkauia naujeHTa ¢ Binh danh bénh nhan

B

Date ¢ [lata » Datum * Dato * Datum * Huepopnvia * Fecha » Kuupéev » Péivdméaara « Date  Datum ¢ Datum « Tanggal »
Data ¢ KyHi ¢ £ Jif » Data e Datums * [latym ¢ Datum ¢ Dato ¢ Data ¢ Data » Data ¢ lata e Datum ¢ Datum « Datum ¢ Datum e
Tarih « lata » Ngay

gatall

Patient information website » Ye6caitT ¢ undopmauma 3a naumeHTa » Weboveé stranky s informacemi pro pacienta »
Webside med information til patienter ¢ Internetseite mit Patienteninformationen e lotdtomnog acbevwy yia mAnpodopieg
= Sitio web de informacidn para los pacientes » Teabesait patsientidele ¢ Verkkosivusto, jossa on tietoja potilaille  Site
Web d’information a destination des patients ¢ Informativha mrezna stranica namijenjena bolesnicima ¢ Betegtajekoztato
weboldal « Situs informasi bagi pasien ¢ Sito web diinformazioni per il paziente  Emaenyw Typansl aknapaT Beb-caiTbl
e 21t E 2 & A0| £ » Pacienty informavimo svetaing » Pacientu informacijas timek|a vietne « Be6-nokauuja 3a
uHbopmaumm 3a naumeHToT * Website met patiéntinformatie « Nettsted med pasientinformasjon # Strona internetowa z
informacjami dla pacjentéw e Sitio da Internet com informagoes para o doente * Website destinat informarii pacientilor e
Be6-caiT ¢ nHdopmauueit ana nauneHTos * Webové stranka s informaciami pre pacientov ¢ Spletno mesto z
informacijami za bolnika » Veb-sajt sa informacijama za pacijente « Webbplats for patientinformation » Hastaya yonelik
bilgiler web sitesi ® IHcbopmauia npo naujeHTa » Trang thong tin bénh nhan

2 sall claslall paudsl aundll g 2SI a3l

Unique Device Identifier e YHMKaneH ngeHTuduKaTop Ha nsgenuara ¢ Jedinecny identifikator zdravotnického prostiedku
= Unik enhedsidentifikator » eindeutige Produktidentifizierung « Movadiké avayvwploTiké cuckeung « Identificador Gnico
del producto * Seadme kordumatu identifitseerimistunnus ¢ Yksiléllinen laitetunniste « Identifiant unique du dispositif
Jedinstvena identifikacijska oznaka proizvoda ¢ Egyedi eszkdzazonosito « Pengidentifikasi Perangkat Unik ¢ Identificativo
unico del dispositivo ¢ bipereii KypbinFbl ngeHTUdMKaTopbl® 1157 & X| A E X} « Unikalusis prietaiso identifikatorius ¢
Unikalais ierices identifikators * EquHcTBEH MaeHTUdKMKaTop Ha nomaranoTo * Unieke productidentificatie * Unik
enhetsidentifikator « Unikalny identyfikator wyrobu e Identificador Unico do Dispositivo ¢ Identificator unic al unui
dispozitiv * YHUKanbHbIM naeHTUdKMKaTOp yeTpoicTea  Jedineény identifikator zariadenia » Edinstveni identifikator
pripomocka » Jedinstveni identifikator sredstva » Unik produktidentifiering » Benzersiz Cihaz Tanimlayicisi ® YHikansHui
ineHTUdikaTop BUpoBy * Dinh danh thiét bi duy nhat )
Al Slgadl s

Health care center or doctor ® MeguumHCHKM LeHTBP kaK nelap ® Centrum zdravotni péée nebo lékaf  Sundhedscenter
eller lazge * Ambulanz oder Arzt « Kévtpo vyelovopiknig mepiBaAyng 1) latpog » Centro de atencidn sanitaria o médico »
Tervisekeskus voi arst » Hoitolaitos tai ladkari » Etablissement de santé ou médecin » Zdravstvena ustanova ili lijecnik
RendelGintézet vagy orvos ¢ Pusat perawatan kesehatan atau dokter « Struttura sanitaria o medico * [leHcaynblk cakray
opTaneifbl Hemece aapirep « 2l 2 dlE == 2| Al « Sveikatos priezitros centras arba gydytojas  Veselibas aprupes
centrs vai arsts = 3gpascTBeH LeHTap unu nekap * Gezondheidscentrum of arts » Helsesenter eller lege * Osrodek
zdrowia lub lekarz « Centro de cuidados de saude ou médico * Centru de asistentd medicala sau medic * MeguuuHcHoe
yupexaeHue unv spay  Zdravotneé stredisko alebo lekar » Zdravstvena ustanova ali zdravnik « Zdravstveni centar ili lekar
« Vardinrattning eller lakare  Saglk merkezi veya doktor « JlikyBanbHuii 3aknag abo nikap * Trung tam cham soc strc khoe
hoac bac si

canball ol Laall Dol Ml 35

Bifurcated stent graft  BudypxupaH cteHT-rpadT * Stentgraft s bifurkaci « Stentgraft med bifurkatur « Y-GefaBprothese ¢
AxaAwTo pooxeupa stent « Endoproétesis bifurcada « Bifurkatsiooniga stentsiirik « Kaksihaarainen stenttisiirre ¢
Endoprothese bifurquée * Bifurkacijski stent-graft » Elagazo sztentgraft « Cangkok stent bercabang ¢ Endoprotesi
biforcata * BupypkauuanaxraH cteHT-rpapT e Al AEHE T2t I E e DviSakis stento transplantas ¢ Divzaru
stentprotéze * Budyprauymcku cTeHT-rpadT ¢ Bifurcatiestentgraft « Bifurkert stentgraft e Stentgraft rozwidlony
Endoprétese bifurcada » Grefa de tip stent bifurcata « BudypHauMoHHbIM cTeHT-rpadT * Rozdvojeny stentgraft e
Dvokraéna pokrita Zilna opornica * Bifurkacioni stent graft « Férgrenat stentgraft « Catalli stent greft » BidyprauiiiHuii
cTeHT-rpadT * Gia d& ndi mach hai bén
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Contralateral limb « HoHTpanarepaneH KnoH * Komponenta kontralateralni vétve  Kontralateralt ben » Kontralateraler
Prothesenschenkel « EtepomAcupo okéAlog « Componente de rama contralateral « Kontralateraalne haru
Kontralateraalinen lahje « Jambage contralatéral  Kontralateralni dio « Ellenoldali végtag ¢ Ekstremitas kontralateral ¢
Gamba controlaterale « KoHTpanatepangsl 6ybiH ¢ [ = AbX| ¢ Priesingos pusés galliné ¢ Kontralateralais zars ¢
HoHtpanartepaneH pasrpaHoK ¢ Contralaterale poot « Kontralateral forgrening « Odnoga kontralateralna « Membro
contralateral » Prelungire controlaterala « HoHTpanarepansHas HoxKa (6paHLua) « Kontralateralna vetva ¢
Kontralateralna hlaénica » Kontralateralni krak « Kontralateralt ben  Kontralateral bacak « HoHTpanatepanbHa HixKa ¢ Chi
doi bén

Jolie Byl

lliac extension ¢« MnnayHo pasknoHeHue * Komponenta iliakalni extenze ¢ lliacaforleengelse ¢ lliakale Verlangerung
Aayovia ripogktaor) * Extension iliaca » Niudearteri pikendus » Lonkkavaltimojatko-osa * Extension iliaque # llijakalni
nastavak ¢ lliacalis toldalék » Perpanjangan iliaka  Estensione iliaca ® MbIKbIHAbI kKeHelTy » &= H &S « Klubo
ilgintuvas * legurna artérijas stentprotézes pagarinajums * UnujayHa excteHsuja * lliacale extensie * lliakaekstensjon ¢
Przedtuzka biodrowa * Extensao iliaca * Extensie iliaca * MNoas3aowHan gononHWTeNbHas YacTb ¢ lliakalne predizenie
lliakalni podalj§ek * llijaéna ekstenzija « lliakal férlangning e lliak uzatma » Hny6osa aoaatkosa yactvHa * Phan néi ving
xuwong chau

445 5> dlay
Aortic extension  AopTHO pasKnoHeHue * Komponenta aortalni extenze » Aortaforlaengelse » Aortenverlangerung
AopTIKN) TIpogkTaocT ® Extensidn adrtica » Aordi pikendus » Aorttajatko-osa * Extension aortique » Aortni nastavak ¢
Aortatoldalék ¢ Perpanjangan aorta « Estensione aortica ¢ KonkaHbl keHelTy [ = 24 & &2 « Aortos ilgintuvas ¢ Aortas
stentprotézes pagarinajums * AopTHa eKcTeHauja » Aorta-extensie * Aortaekstensjon » Przedtuzka aortalna « Extensao
adrtica * Extensie aorticd * AopTanbHas AononHUTENbHARA YacTb © Aortalne prediZenie  Aortni podalj$ek * Aortna

ekstenzija ¢ Aortafériangning e Aortik uzatma ¢ AopTanbHa JoaaTHoBa YacTMHa ¢ Phan ndi dong mach chi )
Lyl dlag

Aortic-uni-iliac * AopTo-yHu-nrayHo ¢ Aortouniiliakalni komponenta » Aorto-uni-iliaca * Aorto-uni-iliakal
AoptopovoAayovio * Endoprétesis 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 xakTsl
MbIkbIH ¢ C & 94 -CH2! - X2 « Vienpusé aortos-klubiné konfiglracija ¢ Aortas un vienas iegurna artérijas konfiguracija
AopTHa-yHu-unujadHa » Aorto-uni-iliacaal » Aorto-uni-iliakal  Konfiguracja jednostronna aortalno-biodrowa
Aorto-uni-iliaca ¢ Aortouniiliacd « OgHOCTOPOHHWIA a0PTO-NOAB3AOLLHbLIA HOMNOHEHT  Aorto-uni-iliakélne
Aortouniiliakalno * Aortno-uni-ilijacno » Aorto-uni-iliakal ® Aortik-lni-iliak « AopTasbHWit 0 gHOCTOPOHHI ® BOng mach chil
bung-déng mach chau mét bén
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1 Device description

The Endurant™ II/Endurant™ |Is stent graft system (hereinafter referred to as the Endurant Il/lls 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 II/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 |l 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 Il Endurant lis Aortic exten- lliac exten-
bifur (g) bifur (g) AUl (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 II/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 lIs bifurcated
configuration. The Endurant Il bifurcated configuration is an aortailiac 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 7).
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 lis
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 lls 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 7).

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 7).

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 stent includes 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 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). 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 II/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 II/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 orthrombus, 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 II/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 systemis available to be used with Endurant II/lls stent graft system. The Talent occluder system s typically used
in conjunction with the aorto-uni-iliac component and a femoral-femoral bypass in the event that:

* |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.

* |tis needed to stop retrograde blood flow into the aneurysm sac.
* Itis 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. Cobalt is 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 II/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
* lliac distal fixation length of 215 mm
* lliac diameters with a range of 8 to 25 mm
* 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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* 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 Il/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 ll/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 22 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
» Sulfficient 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 Il/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
¢ 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
[I/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 systemis 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 aneurysmrelated 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/lls 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 II/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 II/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 to augment sealing between the Endurant II/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/1ls 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 II/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 Il/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.

* When the 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.

* 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.

* 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, illness, 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

* Medtronic recommends that the physician disclose to the patient, in written form, all risks associated with treatment using the
Endurant II/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 II/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 plaque 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 =2 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
plaque 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 result in 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 Il/lls stent graft system has not been evaluated in patients who:
— Are less 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 (M) or cerebrovascular accident (CVA) within 3 months prior to implantation
— Have areversed conical neck, which is defined as a >4 mm distal diameter increase overa 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/mm?) 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 II/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 Il/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.

* Aninadequate 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.
* |f the graft cover is accidentally withdrawn, the device will prematurely deploy and may be incorrectly positioned.

¢ Forthe limb stent graft overlap criteria with Endurant lls 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.
» [|facompliant 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.

e A patientimplant 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.
* Forinfrarenal 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.

— EndoAnchorimplant locations should be based upon a detailed examination of the preoperative CT imaging in cases involving
irregular or eccentric plague 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 plague 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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* Vascular access site complications, including infection, pain, hematoma, pseudoaneurysm, arteriovenous fistula, stenosis,
dissection

* 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/lls 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:

* Patient’'s age and life expectancy

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

» Patient morphologic suitability for endovascular repair

* 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 graftinfolding, 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:
* 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.
* 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 Il/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:

* Patient age and life expectancy

» 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

27 English



* 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 II/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
* 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 after implantation 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.

* [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

* One Endurant II/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 [l/lls stent graft system should only be used by physicians and teams trained in vascular interventional
technigues and in the use of this device.

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

* Natural history of abdominal aortic aneurysms (AAA), aortoiliac aneurysms, and comorbidities associated with AAA repair
* 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

* Appropriate use of radiographic contrast material

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

* Embolization

* Angioplasty

* Endovascular stent placement

* Snare techniques

* Techniques to minimize radiation exposure

* 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 Il/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

Proximal x distal diam-

Vessel inner diameter (mm)

OD (Fr) eter (mm x mm) Covered length (mm) Parallel graft tech-
Infrarenal EVAR nique
L 145,166 29-32 27-30
20 36x16
32x20
26- -2
39x16 6-28 24-26
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

Proximal x distal diam-

Vessel inner diameter (mm)

OD (Fr) Covered length (mm) Parallel graft tech-
eter (X mm) ° Infrarenal EVAR niﬂue
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 N/A
Table 4. Sizing chart — limb configuration
0D (Fr) Proxtma(\:n?;:stzlr‘%mmeter Cove(r;dn:;ength Vessel inner diameter (mm)
16x28 23-25
16x24 82, 93, 124, 146, 156, 199 19-22
16 16x20 15-18
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) P’°"""a(':1f":":t:'":’)'a"‘°te’ C°"e{;"":;’"9“‘ 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

Vessel inner diameter (mm)

Proximal x distal diam-

OD (Fr) Covered length (mm) Parallel graft tech-
ster (mm:xmm) 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

Proximal zdletai diam: Vessel inner diameter (mm)

OD (Fr) Covered length (mm) Parallel graft tech-
ster(mm:xmm) o Infrarenal EVAR ni%ue
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 II/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 II/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 II/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 II/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 Il/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 II/lls stent graft is MR Conditional. A patient with this device can be safely
scanned in an MR system meeting the following conditions:

» Static magnetic field of 1.5 0r 3.0 T only

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

* 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 Il/lls stent graft is expected to produce:

* Maximum temperature rise of 1.00°C after 15 minutes of continuous scanning in a 1.5 tesla scanner

¢ 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 caoil.

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

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

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

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

5. Take an angiogram.

A WOWN =

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.

ol ol 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)
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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. Priortoinsertioninto 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.

10.1.3 Device preparation

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 s 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).

English 32



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-) 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. 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.

1 Infrarenal EVAR
2 Parallel graft technique

10.2.2 Confirm position
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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. Withthe 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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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).

7

1 Infrarenal EVAR
2 Parallel graft technique
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Figure 7. Deploy the contralateral leg
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1 Infrarenal EVAR
2 Parallel graft technique
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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.

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 lIs bifurcated configuration, leave the delivery system in situ while deploying the limb stent graft into the
contralateral leg.
1. Continue to hold the delivery system stationary with 1 hand on the front grip.

2. 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 resultin the trapping of a suprarenal
apex within the tapered tip sleeve. This will alter the proximal landing zone during delivery system withdrawal.

w
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Figure 10. Recapture the spindle in the tapered tip

10.2.8 Remove delivery system (Endurant Il bifurcated configuration only)

1. Continue to hold the delivery system stationary with 1 hand on the front grip and the other hand on the external slider.
2. Gently torque and withdraw the delivery system until the spindle is retracted into the fabric portion of the stent graft.
3. 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. 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.

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

2. 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.

3. 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.

4. 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.
. Insert the limb stent graft into the contralateral leg of the bifurcated stent graft. The proximal radiopaque marker of the limb

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.

should be aligned to the radiopaque marker at the bifurcation of the bifurcated stent graft configuration (Figure 13).
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Figure 13. Introduce the iliac delivery system

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.
9. 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.

0o ~N O W,
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Figure 14. Deploy the limb configuration

1 Endurant Il bifurcated configuration
2 Endurant lIs bifurcated configuration

r\

10.2.11 Remove delivery system (Endurant lls bifurcated configuration only)

AW N =

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

Table 8. Recommended device overlap — limb stent graft and ipsilateral leg of Endurant lls 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 s 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

166

199

28

124

146

156

199

3 to 5 stents

Refer to 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 lls 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 s bifurcated stent graft
(Figure 17).
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Figure 17. Introduce the iliac delivery system — 5 stent overlap

[\

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. At any 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 aninfrarenal 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 grait 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 AUl stent graft covered portion
completely before releasing the proximal end of the suprarenal stent of the AUl stent graft. Follow the steps describedin 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 radiopaque 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 II/1ls 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 s 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 24 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. At the 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. Leaksatthe 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.
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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.
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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.

0o~k W

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). It is
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
thefirst year, 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
CT? 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.

 |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.

* |fanew 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 CO5 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 anintegral 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™ II/Endurant™ (denumit in continuare sistem de grefa de tip stent Endurant ll/lIs) este
destinat pentru repararea endovasculard 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 utilizidndu-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 Il/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 Secfiunea 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 II/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 (AUl). 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 textila 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
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1 Marcaj radioopac 6 Configuratie bifurcatd 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 aorticad/tub abdominal Endurant Il 9 Configuratie aortouniiliaca Endurant Il

5 Configuratie bifurcatd Endurant I 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 Il Endurant lis Extensie aor- | Prelungire Extensie ilia-
bifurcata (g) |bifurcata (g) | AUl (g) tica (g) (9) ca(g)

Stenturi Aliaj 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

opacedetip |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 ll/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 lls.
Configuratia bifurcatd Endurant Il este o grefa de tip stent aortoiliacé disponibild in 3 lungimi. Configuratia bifurcatéd Endurant Ils este
o configuratie aortica disponibila intr-o singura lungime, mai scurta (Figura 7). Capatul proximal al ambelor configuratii bifurcate se
asaza inistmul proximal siin sectiunea superioara a anevrismului. Capatul proximal al configuratiei bifurcate este compus din stenturi
dinnitinol cusute de o grefa din material textil. Portiunea suprarenald a capatului proximal nu este acoperitd 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 controlateralda 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 lls, 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 asazain artera
iliaca. Capatul proximal al configuratiei cu prelungiri are o configuratie de plasa deschisa (Figura 1), care nu contine material de grefa
in vaile stentului.

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

Daca este necesara o lungime suplimentara de grefa de tip stent distala, este disponibild 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 (AUl) se asaza in gatul proximal si in sectiunea superioara a anevrismului. Toate
stenturile din capatul aortic proximal al configuratiei AUI 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 AUl 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 ajuté la fixarea dispozitivului AUI.
Stentul suprarenal este imbinat cu marginea proximaléa a grefei cu ajutorul suturilor din polietilenad cu greutate moleculara extrem de
ridicata.

La capatul distal, sectiunea aorticé 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 II/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 lI/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 II/lls intr-o tehnica de grefare paralela 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/lls 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 lI/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 controlaterald 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

folosintd cu maner 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) sisistemul 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 clasificatd 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 nvelis 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 Méner posterior 5 Maner 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 sia anevrismelor aortice abdominale juxtarenale sau aortoiliace (cu o tehnica de grefare paraleld), intr-o abordare
endovasculara, prin furnizarea unei cai alternative de curgere a sangelui in vasul pacientului (artere aorta si iliace) prin excluderea
anevrismului (leziunea tinta).

2.1 Utilizatori vizati

Sistemul de grefa tip stent Endurant II/1ls, inclusiv atunci cand este utilizat impreuna cu sistemul Heli-FX EndoAnchor pentruistm scurt
sau cu un stent acoperit, expandabil pe balon, intr-o tehnica de grefare paralela, 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 ll/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
* |ungime 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 pana la 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:

» diametru al istmului aortic de 19 - 32 mm

* istm proximal cu lungime 210 mm sau =4 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

* istm proximal cu lungime =15 mm, cu calcifieri nesemnificative sau tromboza nesemnificativd, 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 ll/lls

in plus, pentru tratamentul anevrismelor aortice sau aortoiliace abdominale juxtarenale cu tehnica grefarii paralele, pacientul trebuie
sé prezinte urmatoarele caracteristici:
» diametru al istmului aortic in intervalul de la 19 la 30 mm
e istm proximal infrarenal cu lungime =2 mm si lungime de etansare proximala totald 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 decéat 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
* |ungime suficientd pentru fixarea renala
* 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:
» 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.
* Pacientii cu afectiuni care prezinta un risc de infectare a grefei
¢ 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 grefé 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 II/lls este destinat pentru repararea anevrismelor de aorta abdominald infrarenalé sau aortoiliace
sau a anevrismelor de aorta abdominala juxtarenald sau aortoiliace (cu o tehnica de grefare paraleld). Aceasta abordare
endovasculard minim invaziva furnizeaza un traseu alternativ pentru curgerea sangelui in vasul pacientului (arterele aorta si iliaca)
prin eliminarea anevrismului (leziuneatintd), ceea ce este de naturé sa previna ruperea si mortalitatea legata de anevrism (ARM). Prin
urmare, beneficiile clinice principale includ prevenirea ruperii si a ARM.

2.5 Populatia de pacienti careia ii este destinat

Sistemul de grefa tip stent Endurantl/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 II/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 sdngelui 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/lls 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 sd sporeasca etanseitatea intre grefa de tip stent Endurant ll/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 Il/lls,
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 II/lls poate fi utilizatd, 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 Il/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 1l/lls, derivate din studii
sponsorizate de Medtronic si/sau din literatura de specialitate publicata. Datele au demonstrat faptul ca sistemul de grefa tip stent
Endurant II/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
» Sistemul de grefa de tip stent Endurant II/lls trebuie utilizat numai de medici si echipe medicale cu pregatire in tehnicile de
interventie vasculara si in utilizarea acestui dispozitiv. Cerintele privind pregétirea specifica sunt descrise in Sectiunea 9.1.

* 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.

» Sistemul Heli-FX EndoAnchor trebuie utilizat atunci cand este necesara fixarea radiald imbunatétita si/sau etansarea; in mod
special, in tratarea anevrismelor aortei abdominale cu istm scurt (24 mm si <10 mm), infrarenale.

« Ininstitutiile in care se efectueaza implantari sau proceduri chirurgicale postinterventie trebuie sa existe intotdeauna o echipa de
chirurgie vascularé 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 structuralad a dispozitivului sau poate creaunrisc de
contaminare, ceea ce ar putea conduce la vatamarea, la imbolnavirea sau la decesul pacientului.

3.2 Selectarea pacientului

* Nu utilizati sistemul de grefa de tip stent Endurant Il/lls Tn 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)*

— ofel 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

¢ Medtronic recomanda medicilor sa comunice pacientilor, in scris, toate riscurile asociate cu tratamentul care utilizeaza sistemul
de grefé de tip stent Endurant II/1ls. Detaliile privind riscurile care pot aparea laimplantarea si dupa implantarea dispozitivului sunt
prezentate in sectiunea Evenimente adverse (Capitolul 4).

» Selectarea incorecta a pacientilor poate cauza o functionare necorespunzatoare sau neconforma cu specificatiile dispozitivului.

= 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.

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

* 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 arteriala, in mod specific la interfata istmului aortic proximal
cu artera iliaca distala;

- Ingustarea aortei la punctul de bifurcare;
- Calcificarea neregulaté sau placa pot compromite fixarea si etansarea zonelor de implantare.

Istmurile care prezintd aceste elemente anatomice importante pot favoriza migrarea grefei. Utilizarea unui dispozitiv bifurcat la un
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 prezinté 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.

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

- lungime adecvaté 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 safie 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 definit4 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 in 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 vasculard poate determina abraziunea grefei de tip stent la contactul cu
placile calcificate, cu potentialul de a provoca aparitia de orificii sau rupturi ale grefei.
= Siguranta si eficacitatea pe termen lung ale sistemului de grefa de tip stent Endurant Il/lls nu au fost stabilite.

» Siguranta si eficacitatea sistemului de grefa de tip stent Endurant Il/lls nu au fost evaluate la pacienti care prezintd 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 inferioard permeabild 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 distald >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 proximala sau distald, care ar compromite fixarea bilaterald 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/mmq), 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 II/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 decét 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, dupé prima interventie chirurgicala

endovascularg, 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 pregétirea dispozitivului.

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

Nu indoiti, nu rasuciti si nu modificati sistemul de plasare al Endurant II/lls Tnainte 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 IV Tnainte de introducerea
dispozitivului.
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3.4 in timpul efectudrii 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 utilizdrii 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 tehniciimagistice 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 interna 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 specialad zonelor dificile, de exemplu zone cu stenoza, zone cu tromboza intravasculara sau vase calcifiate sau
sinuoase. Aveti in vedere procedura de angioplastie transluminala percutanata in zona unui vas ingustat sau stenozat inainte de
a incerca sa reintroduceti usor sistemul de plasare a cateterului.

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

in timpul procedurii de implantare trebuie utilizat4 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 Ils, 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 manerul frontal al sistemului de plasare.

Daca utilizati un cateter cu balon flexibil, nu 1l umflati excesiv sau nu il umflati in 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-| 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 s& comunice pacientilor lor urmétoarele 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 sa furnizeze pacientului informatiile de pe website.
— Sainformeze intotdeauna personalul de ingrijire medicald asupra faptului ca au un dispozitivimplantat, inainte de inceperea
oricarei proceduri.
— SaTsi contacteze furnizorul de servicii de sanatate daca observa orice simptom nou sau care se modifica.
Orice scurgere interna |&sata 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 sd 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 datorita obturarii arterei renale (migrare sau amplasare necorespunzatoare)

Dupa chirurgia anevrismala 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 Tn 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 grefé 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 implica prezenta unei placi neregulate sau excentrice in zona/zonele in care se intentioneaza efectuarea
etansarii, locatiile implantului EndoAnchor trebuie sa se bazeze pe o examinare detaliata a imaginilor CT obtinute in faza
preoperatorie. Implantul EndoAnchor trebuie sé 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, numérul recomandat de implanturi EndoAnchor depinde de diametrul nativ al vasului si este
independent de anvergura supradimensiondrii endoprotezei.

— Stabilitatea grefei de tip stent (=4 mm si <10 mm) in cazurile cu istm infrarenal scurt este sporitd 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 internd 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 antiplachetar, la materialele grefei de tip stent)
complicatii anestezice si probleme ulterioare (de exemplu, aspiratie)

largirea anevrismului

rupturd a anevrismului

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

fistula aortoenterica

pseudoanevrism arterial sau venos

tromboza arteriald 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, pericarditd)

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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e expunere excesiva sau necorespunzatoare la radiatii

» febra si inflamatie

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

* insuficienta hepatica

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

» dificultate la introducere sau la eliminare

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

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

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

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

» disfunctii sexuale

* stenoza

* migrare a grefei de tip stent

e pozitionare incorecta a grefei de tip stent

» ocluzia grefei de tip stent

» rupere sau fracturare a grefei de tip stent

* rupere a suturii grefei de tip stent

» rasucire sau buclare a grefei de tip stent

* conversie la chirurgie reparatorie deschisa

= complicatii Tn zona de abord vascular, inclusiv infectie, durere, hematom, pseudoanevrism, fistula arteriovenoasa, stenoza,
disectie

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

* ocluzie vasculara

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

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
compatibilda cu anatomia pacientului. Dimensionarea corecta a dispozitivului reprezinta responsabilitatea medicului. Componentele
grefei de tip stent trebuie s fie supradimensionate in raport cu diametrul interior al vasului sangvin. Se recomanda o
supradimensionare a configuratiilor aortice cu 10% pana la 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 pana la 32 mm sau de la 19 la 30 mm cand 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 utiliz&rii cu un stent acoperit expandabil pe balon, configuratia aortici 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:

» varsta si speranta de viata ale pacientului
= comorbiditati (de exemplu, insuficienta cardiaca, pulmonara sau renala existenta inainte de interventia chirurgicala)
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« compatibilitate a morfologiei pacientului cu chirurgia endovasculara
* 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 II/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 partiala 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.

* 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 ramane 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:

» vaérsta si speranta de viata ale pacientului

» diferentele dintre chirurgia endovasculara si reparatia chirurgicala.

* riscurile si beneficiile corelate cu reparatia chirurgicala deschisa

* riscurile si beneficiile corelate cu procedura de reparatie endovasculara

* riscurile corelate cu tratamentul nechirurgical sau conduita terapeutica

e riscurile de rupere a anevrismului in comparatie cu reparatia endovasculara

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

* 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 II/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)
* 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 apdrea 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

* Un sistem de grefa de tip stent Endurant Il/lls
* 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, reglementérile 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 II/lls inainte de a-I utiliza.

Atentie: Sistemul de grefa de tip stent Endurant II/lls trebuie utilizat numai de cétre 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 utilizeaza sistemul de grefa de tip stent
Endurant Il/lls:

» 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
» utilizarea corespunzatoare a materialului de contrast radiografic;
* denudare arteriald, arteriotomie, reparatie chirurgicald sau abord percutanat si tehnici de inchidere
 tehnici neselective si selective pentru fire de ghidare si catetere
* embolizare
* angioplastie
* amplasarea stenturilor endovasculare;
* 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 bifurcata Endurant Il

Diametru interior al vasului (mm)
DE (Fr) Diz!metru proximal x Lungime acoperitd |EVAR (repvarat,ie en'do- . -
distal (mm x mm) (mm) vasculara a anevris- | Tehnica grefarii para-
mului) infrarenal lele
36x20 145,166 29-32 27-30
20 ~
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 dimensionalda — Configuratie bifurcatd Endurant lls

Diametru interior al vasului (mm)

DE (Fr) Dia_metru proximal x Lungime acoperitd | 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 dimensionald — Configuratie

cu prelungire

Diametru Diametru proximal x distal : :
exterior (mFr,n X mm) Lunglme(;?‘-la)coperlre Diametru interior al vasului (mm)
(Fr)
16x28 23-25
16x24 82, 93, 124, 146, 156, 199 19-22
1 16x20 15-18
6 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 dimensionald — Configuratie cu extensie iliaca

Diametru exterior (Fr) Diamelr(t:n[:‘:o:irrrl‘"::l)x distal Lungimig‘%a;coperire Diametru il}:ﬁ:::)ll‘ al vasului
18 28x28 23-25
16 24x24 19-22
20x20 82 15-18
14 13x13 10-11
10x10 8-9

Tabelul 6. Diagramé dimensionalda — Configuratie cu extensie aortica si de tub abdominal

Diametru interior al vasului (mm)

DE (Fr) Diametru proximal x | Lungime acoperita |EVAR (reparatie endo- o
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) vasculard 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 sterild 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 II/lls suplimentare (componente bifurcate, de prelungire controlaterald, 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)
* 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

* Fire de ghidare variate cu lungimi adecvate. Pe langa 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 II/lls in vasculatura aortica.

e Solutie salina heparinizata

9.5 Materiale recomandate (care nu sunt incluse in ambalajul sistemului de grefa de tip stent)
in momentul interventiei chirurgicale trebuie s& aveti la dispozitie:
* Un intubator de dimensiuni corespunzétoare pentru a asigura un tub adecvat pentru utilizarea sistemului de plasare Endurant
/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 inainte de introducerea sistemului de plasare Endurant Il/lls
e Substanta de contrast radioopaca

» Lubrifiant siliconic steril sau ulei mineral steril

» Dispozitive de captare pentru interventii

* 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 staticde numai1,5sau3,0T
» Gradient spatial maxim al campului magnetic de cel mult 2500 gauss/cm

* Ratade absorbtie specifica (SAR) medie maximé 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:

* 0 crestere maxima de temperatura de 1,00°C dupa 15 minute de scanare continua cu un scaner de 1,5 tesla
* 0 crestere maxima de temperatura de 3,27°C dupa 15 minute de scanare continua 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, céat 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
si iliaca, 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 Tn 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 inaintati si nu retrageti niciodata echipamentul in/din reteaua vasculara faré a utiliza fluoroscopia.

10.1.1 Abordul vascular

1. Dupa procedura aseptica, efectuati abordul vascular in zona arterelor femurale.
2. Amplasati un fir de ghidare in artera femurala ipsilaterala si inaintati-l deasupra arterelor renale.
3. Dinspre artera femuralé din partea controlaterald, amplasati un al doilea fir de ghidare inspre aorta abdominala.
4. Pe acest fir de ghidare, amplasati un cateter angiografic deasupra arterelor renale.
5. Faceti o angiograma.
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 greférii 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.

Inurma canulérii arterei sau arterelor renale, avansati o teaca de introducere de dimensiune corespunzatoare ininteriorul 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 renald sau arterele renale vizate.

P Do

Nota: Monitorizati anticoagularea pe durata procedurilor, utilizdnd timpul de coagulare activatd 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 renald 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)

i
i

"\

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 invelisul de grefa pentru a alinia marcajul radioopac de poarta de pe piciorul scurt al configuratiei cu bifurcatie cu artera
iliaca controlaterald 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 grefé cu o compresa sterila
saturata in solutia salind 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 in 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 dupd 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 cat timp sistemul de plasare este in corpul pacientului.
Avertisment: Pentru a preveni problemele trombotice, se recomanda administrarea unui al doilea bolus de heparina IV inainte 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 Tn 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 superioard 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 inainte 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 imagisticd, 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 unui fir de ghidare inainte de scoatere, astfel
incéat grefa de tip stent sa nu fie trasa in jos.

Atentie: Atunci cand aliniati pozitia grefei de tip stent, asigurati-va ca fluoroscopul este pozitionat perpendicular pe linia mediand 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-1) in anumite pozitii fata de axul craniocaudal, mai ales daca exista o angulatie anterioara a gatului
anevrismal.

Figura 5. Introduceti sistemul de plasare aortic

®

s ) s T

1 EVAR (reparatie endovascularé a anevrismului) infrarenal
2 Tehnica grefarii paralele

10.2.2 Confirmati pozitia

1. Asigurati-va ca portiunea distala a piciorului controlateral se aflda deasupra bifurcatiei aortice si in interiorul sacului anevrismal,
si nu n interiorul vasului iliac.
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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 manerul, trageti inapoi sistemul si repozitionati-l pana
la obtinerea pozitiei dorite.

10.2.3 Asezati capatul proximal al configuratiei cu bifurcatie
1. Tinand cu 0 mana manerul frontal, mentineti nemiscat sistemul de plasare.

2. Cu cealaltd méana 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 in 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 partial a grefei de tip stent datorita
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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N

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 manerul frontal, continuati sa mentineti stabil sistemul de plasare.

3. Cu cealalta 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 capatul proximal al stentului suprarenal nu poate fi eliberat, consultati Capitolul 11.

Atentie: In cazulimprobabil al separrii rotitei posterioare in timpul rotirii, scoateti rotita. Avansati manual zimtii expusi pe mecanismul
de insurubare 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 manerul 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 ca 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 ramana nemiscat. Nu rotiti
sistemul de plasare in timpul asezarii grefei de tip stent.

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 Ils, lasati 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. Ratiti usor intregul sistem de plasare in timp ce il impingeti proximal aproximativ 3 cm, astfel incat varful conic si axul sa se
separe complet de stentul suprarenal.

4. Cu cealaltd 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 n sens invers acelor de ceasornic pana cand axul este recapturat complet iar rotita
posterioara ajunge in partea inferioara (Figura 10).

Nota: Atunci cdnd impingeti inainte sistemul de plasare, aveli grija sa nu deplasati capatul distal al prelungirii ipsilaterale.
Nota: Asigurati-va ca stentul suprarenal este decuplat complet de ax inainte de a impinge inainte 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 si inapoi sistemul de plasare, rotiti-l pAna 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 insurubare 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 consecintd modificarea zonei de asezare proximale in timpul
retragerii sistemului de plasare.

w

Figura 10. Recapturati axul in varful conic

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

1. Continuati sa tineti nemiscat sistemul de plasare cu o mana pe manerul frontal si cu cealalta pe glisorul extern.
2. Rasucili 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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6.

Trageti declansatorul glisorului extern si tineti-l nemiscat in timp ce aduceti manerul frontal in dreptul glisorului (Figura 11).
Utilizati Tn 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 greférii 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
proximald sa fie la mijlocul distantei dintre marginea proximald 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 retrasé 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 paraleld in conformitate cu instructiunile de utilizare ale stentului acoperit expandabil pe balon
(Figura 12).

Nota: Dupa ce asezati stentul acoperit expandabil pe balon, puteli 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.
. Introduceti grefa de tip stent cu prelungire in piciorul controlateral al grefei de tip stent bifurcate. Marcajul radioopac proximal al

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

Pe partea controlaterald 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.

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

1 Configuratie bifurcata Endurant Il (EVAR infrarenal)
2 Configuratie bifurcata Endurant lls (tehnica grefarii paralele)

. Asigurati-va ca existd o suprapunere de 3 stenturi (Figura 14).
. Tinand cu o mana manerul frontal, mentineti nemiscat sistemul de plasare.
. Cu cealaltd 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.

0o ~N O W,

Nota: in cazul improbabil al unei defectari a sistemului de plasare care are drept rezultat asezarea partiala 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.
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Figura 14. Asezati configuratia de prelungire

~ ~

1 Configuratie bifurcatd Endurant Il
2 Configuratie bifurcata Endurant lls

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

. Continuati sa tineti nemiscat sistemul de plasare cu o0 mané& pe manerul frontal si cu cealalta pe glisorul extern.
. Rasuciti si retrageti usor sistemul de plasare pana cand axul se retrage in portiunea de material textil a grefei de tip stent.
Trageti declansatorul glisorului extern si tineti-l nemiscat in timp ce aduceti manerul frontal in dreptul glisorului (Figura 15).

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.

e

Nota: Mentineti abordul vascular si plasarea firului pana la pozitionarea tuturor configuratiilor de grefa de tip stent.
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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 proximala, 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 ramuraipsilaterald 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
82
10 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 Ils (continuare)

Diametru proximal

Diametru distal

Lungime

Suprapunere

Referinta asezare

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
lls, 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.

951
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Figura 16. Introduceti sistemul de plasare iliaca — suprapunere de 3 stenturi
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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

[\

4. Tindnd cu 0 mana manerul frontal, mentineti nemiscat sistemul de plasare.
5. Cu cealaltd ména 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 partialé 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 procedura EVAR infrarenala, 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
completd 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 procedurd 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
cuplatd. Acestlucru se realizeaza prin alinierea marcajului de suprapunere al prelungirii cu marcajul cel mai distal al configuratiei
cu care este cuplatd 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 suplimentaré, utilizati grefa de tip stent cu prelungire ca
extensie distald 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 controlaterala. 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 distala, 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 capatul proximal al grefei
de tip stent Endurant Il sau Endurant lls 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 remodelérii 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 afld 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 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.

Sistemul Heli-FX EndoAnchor este necesar in tratamentul istmului infrarenal scurt (lungimea = 4 mm si < 10 mm). Pentru
endoprotezele bifurcate, numarul minim recomandat de implanturi EndoAnchor depinde de diametrul nativ al vasului si este
independent de anvergura supradimensionarii endoprotezei. In cazul diametrelor de istm aortic < 29 mm, numarul 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 Tn 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 dup efectuarea unei tehnici de grefare paralels, 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 addaugarea 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 |asaté netratata in timpul procedurii de implantare trebuie monitorizata cu atentie dupa implantare.
Nota: Pentru tehnica grefarii paralele, scurgerile interne minore de tip 1a potfi 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 defectéri a sistemului de plasare, se pot utiliza tehnicile de eliberare prezentate in continuare.

11.1 Dezasamblarea manerului mecanismului de ingurubare

In cazul unei asezari partiale grefei de tip stent datorita desprinderii invelisului de grefa, este posibil ca tehnica de dezasamblare a
manerului mecanismului de insurubare sa permita asezarea completd 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 doua hemostate in orificiile de dezasamblare a manerului mecanismului de insurubare de pe manerul
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 manerului frontal de mecanismul de insurubare.

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

6. Despartiti cele doua jumatati 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 incat 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
functionala, 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 asezarii sau al asezarii partiale a capatului proximal al stentului suprarenal datoritd nefunctiondrii rotitei posterioare,
tehnica de dezasamblare a manerului 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 manerului posterior.

3. Detasati manerul posterior impingand varfurile hemostatelor in orificiile de dezasamblare ale méanerului si retrdgand 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 raméana
retras, iar varful conic sa ramana recapturat.

o ~N o O

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-| 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 desparti stentul suprarenal de dispozitivul de prindere a varfului.

. Trageti manual tubul 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, asigurati-va c4 tubul posterior in forma de T este retras si nu eliberati varful conic.

0o~ OOk W

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
computerizatd 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 sa 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 sunt recomandate 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 scandri inainte de administrarea substantei de contrast in cazul sectiunilor de 5 mm grosime, pentru
identificarea calcifierilor sau a anomaliilor vizuale cauzate de metzale care pot fi interpretate drept scurgeri interne. Este recomandata
o scanare a segmentului arterial cu sectiuni de grosime <3 mm siimagini suprapuse, cu acoperire de la artera celiaca pana la artera
iliaca externd. 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 nainte 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 pana la 5 ani
CT2 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 méasurétorile asistate de computer.
b Angiografia poate fi utilizaté pentru pacientii cu insuficientd renald sau cu intoleranta la substanta de contrast.

12.8 Teste imagistice suplimentare

Nota: Realizarea unorimagini 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 realizatd o tomografie computerizata spirald pentru evaluarea
dimensiunii anevrismului si pentru stabilirea prezentei sau a absentei unei scurgeri interne.

* Daca tomografia computerizata spirala indica o scurgere interna noud sau o crestere a dimensiunii anevrismului aortic
abdominal, studiile suplimentare, cum ar fi reconstructia 3D sau evaluarea prin angiografie, pot contribui la evaluarea aprofundata
a modificarilor grefei de tip stent sau ale anevrismului.

e Tomografiile computerizate spirale fara substanta de contrast, procedurile de imagistica prin rezonantda 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 experientd 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 imbinarilor, 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 nelimitdndu-se la orice garantie implicita de vandabilitate sau de adecvare pentru un anumit scop. Compania Medtronic
nu va fi rdspunzétoare fatd 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, rdspundere civild delictuald sau altd doctriné. 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 aplicabild, 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 ycTpourcTBa

Cuctema cteHT-rpadta Endurant™ [I/Endurant™ (panee no TeKety — cuctema cteHT-rpadta Endurant l1/1ls) npegHasHaveHa gna
3HA0BACKYNAPHOIO NeYeHus aHeBpuam. [py BBEAEHWM B NOPaKEHHbIW Y4aCTOK CTeHT-rpadT obpasyeT ansTepHaTUBHbINM KOHAYUT
BHYTPW COCYAMCTOr0 pycna naumeHTa, MCHAKHaoLWwmii NopameHHbI y4acToK U3 CUCTeMbl KPOBOOBPAaLLEHWA U CHUMAIOLLMIA C HETO
AaBneHue.

Cucrema cTeHT-rpadTa COCTOMT M3 2 OCHOBHbIX KOMMOHEHTOB: UMIM/TAHTUPYEMbIV CTEHT-rpadT 1 yTUAIM3UpYEMan cructema
JocTasku. CTeHT-rpadT npeasapuTesibHO BBeAeH cUcTeMy AocTaBku. Ero nepemellieHve K aHeBpuamMe NPOU3BOAUTCS Noj
PEHTreHOCKOMNMUYECKUM KOHTponeM. Mocne pa3sepTbiBaHUA CTEHT-rpadT CAMOCTOATENLHO PACKPLIBAETCA, NPUHUMas hopmMy U1
pasmep 30H repMeTU3auum, PacrnoNOMEeHHbIX BbIlLe U HUMKE aHEeBPU3MbI.

CrenT-rpadt Endurant II/lls TaKe MOXHO Mcnonb3osatk ¢ cuctemoit Heli-FX EndoAnchor (noctaBnaetcs otaensHo). Cuctema
Heli-FX EndoAnchor npegHasHa4eHa aia obecnevyeHna uHcaumm U yCUNeHUa repmeTmusaumm Mexay cteHT-rpagrom Endurant
[I/lls u HaTuBHOM apTepuei. CucTema coCTOMT M3 MMNaaHTaTa EndoAnchor, KOTOpbIM fJOCTaBAsETCA C NOMOLLBIO annanKaropa
Heli-FX no ynpasnsaemomy npoBogHuKy Heli-FX.

3710 Usgenue noctasnseTca 6e3 npuHaaNeHocTel. [JononHuTeNLHOE HeobxoanMmoe o6opyaoBaHue M. B Pasg. 9.4, a
[AONONHUTENBHOE peKoMeHayemoe obopyaoBaHue cum. B Paszg. 9.4.

1.1 CrenT-rpadr

CreHT-rpadT Endurant (Puc. 1) npeactasneH AByMA OCHOBHbIMWU KOHGUIypaumnamu: 6udypHaLMoHHOK KoHdUrypauuei 1
HOHUrypaumen 6paHLm (HOMHK). H 4oNoOnHUTENbHBIM KOH(UIypaumam OTHOCUTCA NOAB3A0WHAA AONOMHUTENbHAA YacTb,
aopTanbHan AONONHUTENbHAA YacTb, abAoMUHANBHAA TPyOKa M DAHOCTOPOHHEE aopTo-noAs3aowWwHoe yetpoiceTeo (AU). Mocne
YCTaHOBHKM BUbYPKaLMOHHOTO YCTPOMCTBA MK yeTpocTea AUl BpaHLuuM (HOMKKW) U 4ONONHUTENIbHEIE CTEHT-rpadThl BBOAATCA B
cocyg, OTAEbHO U COEAMHAIOTCA C UMNIAHTUPOBAHHOM KOHUIrypaumein.

Bce KoHdurypauuu cteHT-rpadTa Endurant ll/lls cocToAT U3 HUTMHONOBLIX CTEHTOB, MOALWKTBIX K TKAHOMY rpadTy C NOMOLLBIO
HepaccacblBalLWMXCA WBOB. YT06bl 061erYmMTh BU3yanusaumio U TOHHOE NO3MLMOHMPOBAHWE, Ha CTEHT-rpadT HaLLWTbI
PEHTreHOKOHTPACTHbIE MapHepbl. HUTUMHONOBbIE CTEHTbI K TOMY e BU3Yanun3upyroTcA NPU PEHTTEHOCKOMNWK.

Paamep KOMMNOHEHTOB CTEHT-rpadTa AOMKEH NPEBOCXOAMUTE BHYTPEHHWIA auameTp uamepAaemoro cocyaa (Pasg. 9.2). B Taéa. 1
COAEepHUTCA KpaTHoe on1McaHue Matepuanos CTeHT-rpagdra.
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PucyHoHK 1. KoHdurypauvm 1 pacnonoMeHne peHTreHOKOHTPACTHLIX MapKepoB CTeHT-rpadTa

2 4
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101

'

2

o

1 PeHTreHOKOHTpAacCTHbIM MapKep 7 HoHdurypauua noas3aoLWHON AONONHUTENBHOM HYacTu

2 Mapkep "e" Endurant ||

3 PeHTreHOKOHTPAaCTHbIM MapKep Bxoaa 8 HoHdwurypauua 6paHwm (HowkKM) Endurant |l

4 HoHdurypauyum aopTansHoM fONONHUTENBHOM 9 OAHOCTOPOHHAA a0PTO-NOAB3AOWHAA KOHPUrypauus
Yyactu/abaommMHansHoR TpyoKu Endurant I Endurant Il

5 BudbypHrauuoHHasa KoHdurypauua Endurant Il 10 MapKep nepexpbIT1A

6 BudypHaymoHHas HoHgurypaums Endurant lls

MpumeyaHue. Ha U306pameHUAX aTOro U Apyrux NPOAYKTOB B 3TOM PyKOBOACTBE MacluTab He COB/IOAEH.
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Tabnuua 1. Matepuans! cTeHT-rpadra

HomnoHeHnT |Marepuan OpHocTo-
Budyprauu- | Bugpyprauym- | poHHMIA aop-
OHHbIN OHHbIH TO-noga- AoptanbHas MopB3gouw-
KOMMOHEHT |HOMMOHEeHT |B3AOWHbIA | [AONOJIHU- Hasa gonon-
Endurant Il Endurant lls |KOMNOHeHT |TenbHasA HUTEeNbHaA
(r) (r) (r) yacTb (r) BpaHwa (r) |4acTtb (r)
CreHThI HuKenb-TuTa- | 1,64 1,98 1,26 1,13 1,73 0,84
HOBbIW crinas
(HUTUHON)
To4e4Hble MaartmHo-upwu- (0,17 0,15 0,12 0,10 0,10 0,10
PEHTIeHOKOH- | AMEeBbIM Crnas
TpacTHble
MapKepbl
MapHKep KoH-
Tpanartepab-
HOro BxoAa
PeHTreHoKoH- | MnatuvHa 0,01 0,01 0,01 0,01 H/N H/MN
TpacTHbIM
MapKep «e»
Matepuan Monuadmp 1,37 1,83 0,94 0,93 1,27 0,77
rpagta
LWoBHbIA ma- | MonuatuneH |[0,02 0,02 0,02 0,02 0,01 0,01
Tepuan
LLoBHbIM ma- | Monuadup, 0,41 0,54 0,28 0,28 0,36 0,20
Tepvan MOKPbITHIA CH-
JIMHOHOM

CucTtema cteHT-rpadta Endurant Il/lls He cogepHuT HaTypanbHoro natexca. Tem He MeHee B NpoLecce NPoM3BOACTBa / CEOPHU
BO3MOMEH C/ly4aiHblii KOHTaKT C NPOAYKTaMM, COAEPHAaLIMMMU NATEKC.

OTOT CTEHT-rpadT HE COAEPHMUT KaHLEePOreHHbIX, MyTareHHbIX UK TOKCUYHBIX A1 penpoayKTUBHOM cucTemMbl BewecTs (CMR).
Ana nonyyeHus MHpopmMauum o BewlecTse M3 Kateropun CMR (Hobanbste), cogeprallemMca B CMCTeEMe JOCTaBKM, CM. Pasg. 1.2.

1.1.1 BudypHauMoHHanA HOHUrypauua

BudypHrauMOHHbIM cTeHT-rpadT NnpeacTasneH AByMA KOHbUrypauuamu: 6udypKaymoHHan KoHdurypauuwa Endurant Il v
6udypralroHHan KoHdurypauma Endurant lls. BudypraumoHHaa Kondurypauura Endurant Il npegcrasnaet coboi
aopTO-NOAB3ACLWHLIN CTEHT-rpadT, NpeacTaBeHHbIN Tpema AMHaMu. brdypKauroHHaa KoHdurypauus Endurant lls
npeacTaBnaeT coboi aopTanbHyO KOHMUIrypaumuio, NpeAcTaBAeHHY0 OLHOM MeHbLuer AnrMHol (Puc. 1). NpoKcuManbHbIA KoHeL,
o6enx 6rdypHaLMOHHBIX KOHDUIypaLUyrin pasBepTbiBAETCA B NMPOKCUMasIbHOM LUEMKE 1 BEPXHEM YacTh aHEBPW3MbI.
MpoKcHmanbHbli KoHel GUdypKauMOHHON KOHPUrypaummn COCTOUT M3 HUTMHONOBbLIX CTEHTOB, NOALWMTLIX K THAHOMY rpadTy.
CynpapeHanbHas 4acTb NPOKCMMAaIbHOro KOHLUA He NOKpbITa TKaHbIM rpadTom (Puc. 1). CynpapeHanbHblii CTEHT TAHHE MMEEeT
UKCUpyoLLMe WTKMDTbI ANA 3aKpenieHnsa CTeHT-rpadTa B aopTe.

,D,McTaanee aopTanbHan YacTb pasfBavBaeTCA Ha 2 MeHbLUKUX prﬁHM: uncunatepanbHan 6paHLua M KOpOTHaA

HOHTpanatepantHana 6paHwa. B 6udypKaumnoHHoi KoHdurypauun Endurant [l Bce cTeHTbl B MncunarepanbHOi 6paHLLe NoALWMnTbI
K BHELUHE! NOBEPXHOCTH THaHOro Matepuana, GopMUpYsA rMaaKyo BHYTPEHHIOK NONocTh. B GudypHaunoHHOM KOHGUrypaLmm
Endurant Ils 4 gucTanbHbIX CTEHTA NOALMTBI K BHYTPEHHER NOBEPXHOCTM TKAHOro rpadra uncunarepasnbHoit 6paHiumn. Bo Bcex

pasmepax CTeHTbl KOHTpanaTepanbHOM BpaHLUV NOALUMTLI K BHYTPEHHEW NOBEPXHOCTM THaHoro rpadra (Puc. 1).

1.1.2 KoHdurypauuma 6paHLuM (HOKKHK)

MpoKCMMaNbHbIM KOHeL, KOHGUrypaumm BpaHLun (HOXKK) pa3BepThiBaeTcA B BpaHLuax (HOMHKax) budypHaumoHHOMI
HOHMrypaumu, a AucTanbHbii — B NOAB3A0LWHON apTepui. MPOKCHMAaNbHbI HOHEL, KOHUrypaumn 6paHLUmn (HOXKW) UMeeT
KOH(Urypaumio OTHPLITOM HOPOHKU (Pure. 1), KOTopana He COAEPHUT MaTteprana rpadta B BbleMKax CTeHTA.

MpumevaHue. BpaHlueBoe yCTPOMCTBO MMNNAHTUPYIOT Ha UNcUnaTepanbHyo M KOHTpanaTepasibHyo 6paHLUn (HOMHKMK)
6ubypHaumoHHoM KoHburypaumu Endurant lls. Cm. Pasg. 10.2.12.

1.1.3 HoHdurypauuma nogB3A0WHON AONONHUTENBHOMN YacTH

HoHdurypauua noae3foLWHON 40NONHUTENBHOM YacTH MCMNO/b3YETCA, eCW TPeByeTcA JONONHUTENBLHO YATMHUTE ANUCTaNbHYO
YyacTb CTeHT-rpadTa. Ero npoKcrmanbHbId HOHEeL, MMeeT KOHDUIypaL Mo OTKPBLITOM KOPOHKU (Puc. 1).
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MNpumeyaHune. HoHpurypaumio 6paHLm (HOMHKH) NOAXOAALLEro pasMepa MOMHO UCTOL30BaTL B Ka4YeCcTBe KOHDUrypaumm
NoAB3A0LWHOM JONONHUTENLHOM YACTH.

1.1.4 HoHdurypauum aoptanbHON AONONHUTENILHOMN YACTU U a6A0OMUHANBHOW TPYOKU

HoHdurypauumn aopransHOM JOMNONHUTENBHOW YacTH U abAoMUHANBEHOW TPYBKM MCMONL3YIOTCA, ecau TpebyeTea AONONHUTENEHO
YANMHWUTL NPOKCUMAaNbHYIO YacTk CTeHT-rpadTa. CTeHT-rpadThl a0pTaibHON AOMONHWUTENBHOW YaCTU M aBAOMUHANBHON TPYBKK
MMEIOT HEMOKPbITbIA NPOKCUMAabHBIM CynpapeHanbHbid CTEHT C PUKCHPYIOLWMMUK WTKUdTamK (Puc. 1).

1.1.5 OpgHocTOpOHHASA aopTo-noas3gowHan (AUl) KoHpurypaums

MpoKcumanbHbIi KoHel 0AHOCTOPOHHEN aopTo-noas3aoLiHomn (AUl) KoHdUrypauum pacKpbiBaeTcA B NPOKCMMA/ILHOW LEMHe U
BEPXHEW YacTh aHeBpU3Mbl. Bce CTeHTbI MPOKCMManbHOro aopTanbHoro KoHua AUl KOHbKrypauun NpuLLMTbl K HapyXKHOM
MOBEPXHOCTH TKaHoro rpadTa. MpoKcUManbHbIM CTEHT (CynpapeHabHOro) aopTasbHOro GparMeHTa He NOKPbLIT THaHbIM
matepuranom. Taknum 06pasom, KOHCTPYKLMA 3TOro OTKPbLITOro CTeHTa NO3BONAET CTEHT-rpadTy AUl 3aKpenuTbeA Bbile NoYeYHbIX
apTepu1it 6e3 nx 06CTpyKUMK MaTepvanom rpadra. MsobpareHrie NPOKCUMabHOM KOHbUrypaumnm cM. Ha Puc. 1. Ha
cynpapeHasibHOM CTeHTe MMETCA QUHCHpYLOLWMeE WTHdTLI ANA obneryeHna sakpenieHna yctpoictea AUl Ha mecTe.
CynpapeHanbHbii CTEHT NPULLMT K NPOKCUMaNbHOMY Kpato rpadta BbICOKOMONEKYNAPHOV NONMSTUNEHOBOM HUTLIO.

JucTansHee aopTanbHbIM pparmMeHT KOHMYECKK CYHaeTCs, NpeBpaLlasnck B TRYOKY manoro guameTpa. B guctansHOM OKOHYaHWH
KOHW4ecKoro ycTporcTBa AUI CTEHTbI NOALWUTLI K BHYTPEHHEN NOBEPXHOCTU TKAHOro rpadra.

NMpumeyaHue. B HayecTBe BCNOMOraTe/IbHOro YCTPOMCTBA B XOAE MMMNIaHTaLMKW CTEHT-rpadTa MOXKHO MCNOb30BaTh CUCTEMY
OHHMtogepa Talent (npuobpeTaeTcs OTAENBHO).

1.1.6 HoHdurypauuma 6annoHopacluiMpsaemMoro NoOKPbITOro CTeHTa

CrenTt-rpadT Endurant Il/lls TaK*e MOXHO MCNO/Ib30BaTb METOAOM Napan/ie/ibHbiX rpadToB B COYETAHMM C
6annoHopacluMpAEMbIMU NOKPbITbIMKM CTEHTAMKW AMaMeTPOM OT 6 MM A0 7 MM (NOCTaBNATCA OTAE/BbHO), KOTOpble 0f0bpeHb! ANA
MCNONb30BaHKUA B NOYEYHbIX apTepusax. MNpu UCNoNb30BaHUM 3TU YCTPOMCTBA PACKPbLIBAOT PAAOM C NPOKCUMMAaIIbHOM YacTbio
KOHGMrypaumin GndypHaumnoHHoro cteHT-rpadra nam cteHT-rpadra AUl ans obecneveHna nepdysnm No4eyHbIX apTepuin. Mx
MCNONb3YIOT NO YCMOTPEHUIO Bpaya COrNacHo yKasaHWAM, ONUCAHHBIM B COOTBETCTBYIOLEN MHCTPYKUMKM NO NPUMEHEHMIO. s
nony4yeHus AONOAHUTENBHOW MHbOPMaLMK 06 MCNOb30BaHUK GannoHOpacLUMPAEMbIX MOKPbLITbIX CTEHTOB B COYETaHWM C
cucTemoi cteHT-rpadta Endurant ll/lls cm. Pazg. 10.2.9. Ana nony4eHwa 4ONOAHUTENbHOM MHGOpMaL MM 0 6anoHopacLUMpPaeMbIX
MOKPbITLIX CTEHTAX CM. MHCTPYKLMIO MO NPMMEHEHUIO, NpUAaraemMyto K yCTPOMCTBY.

Mpumeyanue. KnnHuyecKkue aaHHble, MCMoNb3yeMble AN1A MCCNBA0BaHWA CUCTeMbI cTeHT-rpadTa Endurant Il/lls,
ycTaHaBnMBaeMoi MeTOA0M napannesbHbix rpadToB, Kacannch NPerMmyLLeCTBEHHO CyYaes, B KOTOPbIX 3TO YCTPOMCTBO
MCNOJIb30Ba/IM B COMETAHWUM € BANNOHOPaCWMPAEMbIM MOKPLITEIM cTEHTOM Atrium Advanta™ V12,

1.1.7 CucTtema Heli-FX EndoAnchor

CreHT-rpadt Endurant II/lls TaKe MOXKHO Mcnonb3osatk ¢ cucTemoit Heli-FX EndoAnchor (noctaensaercs otaensHo). Cuctema
cocTouT M3 umnaarTata EndoAnchor, KoTopblit ocTasnfeTca ¢ noMoLyslo annankatopa Heli-FX no ynpasnaemomy npoBoaHMKY
Heli-FX. MmnnaxTtar EndoAnchor npegHasHadeH gnsa obecnevyernsa huKcauym U YCUNeHWAa repMeTusaumm Mexay cTeHT-rpadtom
Endurant l/lls n HaTusHOM apTepueit. Mimnnantar EndoAnchor MOKET 6bITb MMNIAHTMPOBAH BO BPEMA NepPBOHaYaIbHOM YCTaHOBKM
CTeHT-rpadTa UAM BO BpEMA PeBM3MOHHOM NpoLeaypb! (Hanpyumep, KOPPEKLMK).

MpumeyaHue. Npu aHAOBaACKYNAPHON KOPPEKUMK MHDpapeHansHOM aHeBprambl ¢ nomMoLLbio cucTemsl Heli-FX EndoAnchor
mmnaadTar EndoAnchor chegyet yctaHaBn1BaTh TOIbKO B T€ 061aCTH THaHW aopTbl, B KOTOPbLIX OTCYTCTBYET
Ha/bUMdULMpoBaHHana BALLKA MM TPOMG MK B KOTOPLIX NOJ0BHAA NaToN0rMA He3HauuUTeNbHa K Anddy3Han U MMeeT TONLLMUHY
meHee 2 mM. Ero He cnegyeT ncnonb3oBaTth Y NauUeHTOB C reMoppartyecKim AMaTesom MK C M3BECTHOM
rMNepYyBCTBUTENBHOCTLIO MM anneprvei Ha MaTepuanbl yCTPOMCTBA.

Ana nony4eHnn AONOAHUTENBHOM MHDOPMaLMK 06 UCNONB30BaHMK 3TOM CMCTEMbI CO cTeHT-rpadTom Endurant Il/Ils cm.
Pasg. 10.2.18. Ana nony4eHWa gonoaHUTeNbHOM MHdopmaumK o cucteme Heli-FX EndoAnchor cm. MHCTPYKUMIO MO NPUMEHEHMIO,
nocTaB/IAEMyt0 C CUCTEMOMN.

1.1.8 Cucrtema okknogepa Talent

C cuctemoimt cteHT-rpadTta Endurant Il/lls moxHO ucnonb3osark cuctemy oHKMogepa Talent. Hak npasuio, cuctema oKKAaepa
Talent MCNONb3YETCA COBMECTHO C OAHOCTOPOHHMM a0PTO-NOAB3AOLWHBLIM KOMNOHEHTOM M heMopanbHO-hemMopanbHbIM 0BX0AHLIM
aHacTOMO30M B CNeAYIOLWMX CayYanx:

¢ HcnonbsoBaHue 6MypHaLMOHHON YAcTV HEBO3MOXHO BBMAY aHATOMWYECKWX OCOBEHHOCTEN NnaumeHTa, U3BUIMCTOCTH
COCYAO0B, 3HA4YMTENBLHOIO pacnpoCTPaHeHNA aHeBPU3Mbl, HEBOBMOWHOCTU OCTYNa K KOHTpanaTepaibHOM NoAB3A0LWHON
apTepum.

* HeobXoAMMOCTb NPEeKpaTUTb PETPOrpaHbIA TOK KPOBM B aHEBPU3MATHUYECKUWI MELLIOK.

* HeobXoaMMOCTb KOppPEeHLMWK.
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Cuctema okKkNogepa Talent — aT0 3aKpbITLIM C 06eUX CTOPOH TPyBYaThId cerMeHT cTeHT-rpadta. Cuctema oKKAogepa Talent
NO3BONAET NPEKPaTUTb 0BPATHLIM TOK KPOBM B KOHTpanaTepaatHoW NogB3A0WHOM apTepun 1 nonagaHue KPoBW B
aHEBpHSI\.I'IaTH‘-IeCHMFI MELLUOK, HanpaeaAaa ee no CDEMOpaﬂbHO-IIIJEMOpaﬂbHOI\ﬂy OSXO,D,HOMY aHacCToOMO3Yy B HOHTpanarepabHyt
6eapeHHyto 1 aanee B NOAKONEHHYIO apTepuio nauveHTa. Cuctema AoctaBkm oKKAogepa Talent cocToMT 13 Mcnonb3yemoro npu
BBEAEHMM CUCTEMbI Aunararopa, KapTpuarxa c npeasapuTenbHoO BBeAEHHbIM OKKAoAepomM Talent, MHTpoablocepa ANA A0CTaBKM
CTEHT-rpadTa B BbibpaHHOE MECTO W TONKATENA ANA NPOABUHEHWA M 061erYeHrA pasBepTbiBaHWA CTEHT-rpadTa. MNoapobHbie
CBEAEHMUA CM. B MHCTPYHLMK NO NPUMEHEHUIO CUCTEMbI OKHlogepa Talent.

1.2 Cuctema gocTtaBKku

Cucrema goctasku Endurant Il, sjocTasnatowan Bce HOHGUrypauum cTeHT-rpadra, COCTOMT U3 OAHOPa30BOro YyTHUIN3MPYEMOro
HaTeTepa C MHTErpUpPOBaHHOW PYKOATHOM, obecrneynsatoLen ynpasasemoe passepTbiBaHue. VimeloTca BapuaHTbl ¢ AMameTpom
o6onoyku rpadTa 14, 16, 18 n 20 Fr 1 paboyen gaunHoin 57 cm + 2 cm. HateTtep B cbope coxpaHaeT rubKocTb. OH COBMECTUM C
npoBoAHMKOM grameTpom 0,89 mm (0,035 in). NpepctasneHo 2 TMna cucTem AOCTaBHW: aopTaibHan (Puc. 2) u noas3aoLwHas
(Puc. 3) cucTtembl AOCTaBKU. AopTasibHas cMcTeMa AOCTaBHU NpefHasHaveHa A8 AOCTaBHM HOHDUrypauui cTeHT-rpadToB
6UpypHaLMOHHbIX KOMMOHEHTOB, a0pTasIbHOM AOMNONHWUTENLHOM YacTh, AUl 1 abaoMuHanbHOM Tpy6HU. MoaB3aowHaA cuctema
[OCTaBKM NpeaHasHa4YeHa gna [OCTaBHU KOHUrypauuii CTeHT-rpadToB 6paHLwmM (HOMKK) U NOAB3AOLIHOM AONONHUTENBHOM
yacTu. AopTasibHasa cucTemMa JOCTaBKKW OCHaLLeHa MexaHM3MOM 3axBaTa HOHYMKA, KOTOPbIM OTCYTCTBYET B NOAB3AO0LWHOMW CUCTEME
[OCTaBHM.

MpumeyaHue. 3Ta cucTema JOCTaBKK coaepuT Kobanst (Ne CAS 7440-48-4) B KoHueHTpauuu > 0,1 % no macce. Hobanst
NPU3HaH BELLECTBOM, HapYLLAIOWKUM PaBboTy SHAOKPUHHOM CUCTEMbI, MM KaHLEPOreHHbIM, MyTareHHbIM UK TOKCUYHBIM ANA
penpoayKTuBHoM cucTembl (CMR) BewecTBom Kateropuu 1A namn 1B.

PUCyHOK 2. AopTtanbHasa cuctema goCTaBKM

1 3aaHAA pyHoOATHa 7 O6onoyKka rpagTa

2 HonecuHo XBOCTOBHHa 8 HonbLo-mapHep

3 BuHTOBas nepepavya 9 WnuHaens

4 BHeLHWA NON3YHOK 10 MydTa

5 Pbiyar 11 HoHycoBWAHbIA HAKOHEYHWUK

6 lMepepHuin 3axear
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PucyHok 3. MNoaBsfolwHasa cucTema gocTaBHu

1 3aaHAAR pyHOATHA 5 MepepHwii 3axsar

2 BwHTOBas nepepaya 6 O6onoyka rpadra

3 BHeLHWA NON3YyHOK 7 HonbLo-mapHep

4 Pblyar 8 HoHycoBWAHbLIN HAKOHEYHUK

2 HasHauyeHue

Cuctema-cteHT-rpadTa Endurant Il/lls npegHasHayeHa ans neveHma aHeBpu3M MHpapeHasbHOro cermeHTa 6pHLWHON YacTH
aopThbl UM a0PTO-NOAB3A0LHBLIX aHEBPM3M, aHEBPU3M IOKCTapeHaIbHOro cermMeHTa 6pIOLWHOM YacTh aopThl MK
aopTo-NoAB3AO0LLUHbIX aHEBPU3M (METOAOM NapanfienbHbIX rpadToB) NOCPEeACTBOM SHAOBACKYNAPHOro A0CTyna, co3aasasn
ansTepHaTUBHbLIM KOHAYWT AR TOKA KPOBW BHYTPH COCyAa NaumeHTa (aopThbl MW NOAB3AO0LLHBIX apTepuii), TeM caMbiM MCKJIOYaA
aHeBpu3my (LeNeBOM y4acTOK NnoparmeH1s) 3 KpoBOOGpaLLEeHHUS.

2.1 lMpepnonaraemMsie NoNb30BaTeNU

H ncnonbaoBaHuio cuctembl cTeHT-rpadTa Endurant Il/lls (BHAOYaA cayyam ee MCNOAb30BaHUA B COYETaHUK ¢ cucTemon Heli-FX
EndoAnchor npu HanWu4yMm KOPOTHOM LIEMKW UMK C BaNIOHOPAaCLLMPAEMbIM NMOKPLITLIM CTEHTOM METOAOM NapannenbHbiX rpadToB)
[ONYCHKAaOTCA TOMIbKO BPayu 1 NepcoHas, obyyeHHbIe TEXHWKE SHA0BACKYNAPHOrO BMeLLaTeNbCTBa, BKAoYan obyyeHue no
NpUMeEHEeHUI0 ycTporcTBa. HoHKpeTHble TpeboBaHusa K NOArOTOBHE COAEPHMT Pasg. 9.1.

DTO YCTPOACTBO NOAJIEHMUT UCMO/b30BAHHIO MCH/IIOYUTE/ILHO B CTEPU/IbHBIX YCIOBUAX B PAMHaX K/IMHUYECKOM NMPaKTHKM.

2.2 NoKa3aHuA K NPUMEHEeHUIo

Cuctema cteHT-rpadTa Endurant ll/lls nokasaHa ana aHA0BACKYNAPHOro Ie4eHns aHeBprM3M MHGpapeHanbLHoro 1aun
IOKCTapeHaIbHOro cermeHTa GpIOLLIHOM YaCcTH aopThl MK a0PTO-NOAB3A0LLHbBIX aHEBPWU3M Y NALMEHTOB CO CAEAYIOWMMU
XapaKTepucTUKamu:

e [lpuemnemoe aHaTOMUYECKOE CTPOEHHWE UCNOIBL3YEMBIX /1A AOCTYNAa NOAB3AO0LWHbIX MK 6epeHHbIX COCYA0B, NO3BONAKLIEE
“cnonb3oBaTk MeTOAbI, YCTPOMCTBA UK NPUHAANEHHOCTH A1A COCYAUCTOro focTyna.

e [1nWHa AMCTa/IbHOrO NOAB3A0LIHOI0 y4acTHa AiA uKcaumm = 15 mm

e [luameTp NoAB3A0LWHONW apTepuu B AuanasoHe oT 8 Ao 25 MM

¢ CTpoeHue cocyfa NO3BOSAET BbINOJHUTb KOPPEKLMIO aHEBPU3MbI
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* BbinonHAeTCA 0QHO U3 CRefyoWwmX YCAOBKIA:
— [AnameTtp aHeBpU3MbI > 5 CM
- [nameTp aHeBpPM3Mbl COCTaABAAET 4-5 CM, 3a nocaeaHne 6 MecALeB NPOM30LL/IO ero yeeanyeHue Ha 0,5 cm
— [uameTp aHeBpU3MbI cocTaBNAET He MeHee 1,5 aguameTpa nHdpapeHansHoro oTaena aopTel B HOpMe
Boo6aBoK, ans neveHuna aHeBpuam MHppapeHansHOro cermeHTa BproLLHOM YacT a0PThbl MM A0PTO-NOAB3AOLLUHbIX aHEBPU3M AN
nauneHToB NPUMEHAIOTCH CAeayloLMe XapaKTEPUCTHHM:
e [unameTp LWelKW aopTbl B AgManasoHe ot 19 go 32 mm

¢ [1n1Ha NPOKCUMAaNbHOM WerKn = 10 MM MK = 4 MM 1 < 10 MM NPY MUCNONB30BaHWK B COMEeTaHuu ¢ cuctemoi Heli-FX
EndoAnchor, ¢ HeaHauMTeNbHOM KanbUMbUKauMen nam TpoMEoM, ¢ MHGpapeHanbHbIM M3rnbom < 60°, cynpapeHanbHbIM
M3rMbom < 45° u guameTpom cocyaa NpubananTensHo Ha 10-20 % MeHbLUE YHa3aHHOro Ha aTMKETHE AnamMeTpa CTeHT-rpadTa
Endurant II/lls

e [1nnHa NpOKCUMaNbHOM WEeWKK = 15 MM C He3Ha4YUTeNbHOM KanbUUdUKaLUer UM HesHa4yuTeNbHbIM TPOMBOM, ©
uHbpapeHanbHbIM 3rbom < 75°, cynpapeHansHbiM M3rnbom < 60° 1 AnameTpom cocyaa npuénusutensHo Ha 10-20 %
MeHblLEe YKa3aHHOro Ha STUKETKe aAuameTpa cTeHT-rpadTa Endurant Il/lls

Hpome Toro, anA neveHUsa aHeBPM3M KOKCTAPEHa/ILHOMO CEerMeHTa BpHOLLHOM YacTh aopPTbl UKW a0PTO-NOAB3A0WHBLIX AaHEBPU3M C
MOMOLLLI0 MeToAa NapasinenbHbIX rpadToB ANA NaUUEHTOB NPUMEHAIOTCA CeayoLLiMe XapaKTepPUCTUKM:
¢ [lMameTp LWerKM aopThl B grManasoHe oT 19 go 30 Mm

e [InnHauHdppapeHanbHOM NPOKCUMANbHOM LWErKM 2 2 MM 1 06Lan AOCTYNHAA NPOTAKEHHOCTb MPOKCUMaNbLHOM repMeTM3aumm
> 15 MM € NOMOLLbI0 6annoHopacLMPAEMOro NOKPLITOro CTEHTA, pa3BePHYTOro METOAOM NapanienbHbiX rpadiTos B OAHOM UK
06enx NoYeYHbIX apTepUAX U C HE3HAYUTENBHOW KanbuuduKauuen uam Tpomeom, ¢ MHdpapeHanbHbIM M3rubom < 60°,
cynpapeHanbHbIM U3rMbom < 45° 1 M3rnboM Haf BeEpXHen 6pbieeyHOr apTeprei < 45° 1 gruameTpom aopTbl NPUBAU3UTENBHO
Ha 20-30 % MeHbLUe YHa3aHHOro Ha aTMHEeTHe guameTpa cTeHT-rpadra Endurant Il/lls

* [puemnemblin N1e4eBOr UNKW NOAMBILLEYHbIM AOCTYN, NO3BOAAOLWMIA MCNONB30BATL METOAbI, YCTPOMCTBA UK
NpYHAANEKHOCTH A/IA COCYAUCTOro AocTyna

e [locTaroyHana gaunHa noyeyHomr aptepumn ana dpuKcaumnm
*  Yron OTXOMAEHWA NoYeYHOM apTepum < 90° OTHOCUTENBHO UEHTPAILHOM OCH a0pPThI

MpumeyaHue. Yron Mexay LEeHTPaibHbIMU OCAMW NPOCBETA a0PThI M MOYEYHOM apTepuUm ABIAETCS YIIOM OTXOMAEHWUA
noye4Hoi aptepuu. Mpu yrme < 90° noveyHan apTepys HanpasaeHa BHU3 OTHOCUTE/IbHO TPAEKTOPWM LIEHTPasIbHOM OCK a0PTbl.

2.3 lMpotuBONOKa3aHuA
Cuctema cteHT-rpadTa Endurant ll/lls npoTMBonoKasaHa K NpUMEHEHWUIO CNEAYIOLMM HaTeropusam:
¢ [ayueHTam, HECNOCOGHBIM MW HEHENAIOWMM NPONTU HEOBXOAMMOE Npes- U NoCAeonepaLnoHHoe ay4eBoe o6cnegoBaHue
(BU3yanM3auumIo) M UMNNaHTaUMOHHbIE npoueaypsl (1. 9 — 7. 12).
¢ [layneHTam B COCTOAHWWM, CONPAHEHHOM C PUCKOM MHDUUKMpPOBaHKA rpadTa
* [layneHTam C YyBCTBUTE/NbHOCTBLIO MW annepruei Ha marepuanbl yCTpomcTea (cM. Pasg. 3.2)

TaHe cucTema cteHT-rpadta Endurant 1l/lls npy ee ucnonb3oBaHWM B coYMeTaHnK ¢ cuctemoi Heli-FX EndoAnchor
NPOTUBOMNOKAa3aHa nauueHTam ¢ M3BeCTHOM YyBCTBUTEILHOCTLIO K Matepuanam nmnnaHtara EndoAnchor.

Hpome Toro, HeoBX0AMMO YYKUThIBaTE MH(OPMALMIO O BbiBope naumeHTa (Pasg. 3.2). A 03HaKoMAeHWsA C NPOTUBOMNoKasaHMaAMMU
ANA BCrnomorare/ibHbIX YCTPOWCTB, MCMNO/b3YeMbIX C CUCTEMOM cTeHT-rpadTa Endurant II/lls, M. MHCTPYKLMIO NO NPUMEHEHWIO,
NoCTaBAAEMYIO C KaXAbIM YCTPOMCTBOM.

2.4 HnvHu4YecHue npenmyLlecTsa

Mpumevanue. Mocne sanycka se6-caita EUDAMED KpaTHWi 0THeT 0 6e30NacHOCTU U KIMHUYECKOM adderTnBHOCTH (SSCP)
6ynet goctyneH no agpecy https://ec.europa.eu/tools/eudamed, 6asosbiit UpeHTUdKMKaTop UDI-DI 0763000B00001977U.

Cuctema cteHT-rpadta Endurant ll/lls npegHazHa4yeHa gns nnacTvHW aHeBPU3Mbl MHPapeHansLHoro cermeHTa 6proLwHON YacTu
aopTbl UM a0PTO-NOAB3A0LWHbIX aHEBPU3M UM aHEBPM3MbI FOKCTApPEHaIbHOrO CermeHTa BpIOLLHOM YacTy aopThl MU
aopTO-NOAB3ACLWHbIX aHEBPU3M (METOAOM NapannenbHbix rpadTos). STOT MUHUMALHO MHBA3WBHBIA 3HAOBACKYNAPHLIA A0CTYN
No3BONAET CO3aThb ankTepHaTUBHbBIM KaHan Ans KPOBOTOKA BHYTPW COCYAOB (a0pThl M NOAB3A0LHbLIX apTepuii) NocpeacTBOM
WM30NALMN aHEBPU3MbI (LLENEeBOro yHacTHa NoparmeHna), YTO AONHHO NPefOoTBPaTUTL PaspblB aHEBPU3MbI M CBA3AHHYIO C Hel
NeTanbHOCTb. TaKMM 06pasoM, OCHOBHAA HNIMHWYECHAaA No/b3a 3aH/14aeTcA B NpeaoTBpalleH 1 paspbliBa aHEBPMU3MbI M
CBA3AHHOM C HUM NETaNbHOCTH.

2.5 Mpepnonaraemas nonynAayua NaLUeHToB

CucTtema cTeHT-rpadta Endurant ll/lls npegHasHayeHa Ana UCNOAb30BaHKA Y NaLMEHTOB C aHeBPU3MOI MHBpapeHanbHOro Wau
FOKCTapeHasIbHOro cermeHTa GpIOLLHOM YacTi aopThbl MW A0PTO-NOAB3A0LWHOM aHEBPU3MOM C aHaTOMUYECKUMHU
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XapaKTepucTUKamM1 1 moponorueit cCocyfos, COBMECTUMbIMK C YCTPOUCTBOM. [l 03HAKOMAEHWA C NOAPOBHBIMK
XapaHKTepUCTUKaMKM nauMeHTa cMm. Pasg. 2.2.

2.6 Pabouue xapaKTepUCTUKU YCTPOMCTBA

Cuctema cteHT-rpadta Endurant ll/lls cocTouT U3 cTEHT-rpadToB pasnnyHbiX KOHDUrypaumii M pasmepoB, a TaKHe KaTeTepHon
cucTemMbl gocTaBKu. HoHdurypauum cTeHT-rpadTa MOMHO UMNAZHTUPOBATL B Pa3/IMHHbIX KOMBMHALMAX B BPIOLLHYIO YacTb aopThl
W NOAB3AOLWHBIE apTeEpPUM NauMeHTa. Nocne MMnaaHTauMm cucTema Co34aeT asbTEPHATUBHbIA KOHAYWT A7 TOKA KPOBW B a0PTE U
NoAB3AOLHbIX apTepuAx nauueHTa. 3a cHeT BblparKeHHOM MrMBKOCTM M KOHDOPMHOCTH cucTema cTeHT-rpadTa Endurant Il/lls
noacTpavMBaeTcA Noj NPAMbIE MK U3BUTbIE aHAaTOMUYECKWE CTRYKTYpbl. OHa coveTaeT B cebe TO4HOE U ynpasnaemoe
NO3MLMOHUPOBaHKE C NPOCTLIM pa3BepThIBaHWEM, 06ecneynBan YyCTaHOBKY CTEHT-rpadTa Ha TaKMX C/IOMHBIX y4acTHax, KaK
LenHa aopTbl.

CrenT-rpadT Endurant Il/lls TaKe MOHHO 1cnosb3osath ¢ cucTemol Heli-FX EndoAnchor (noctaensetcs otaensHo). Cuctema
COCTOMT U3 uMnaaHTata EndoAnchor, KoTopblit AocTaBaaeTca ¢ nomoLbto annavkartopa Heli-FX no ynpasnaemomy npoBogHUKY
Heli-FX. Mmnnhantat EndoAnchor npeaHasHadeH gna obecnedyerma uHcaumm M YCUNEHUA repMeTHsaLm Mexay CTeHT-rpadTom
Endurant Il/lls v HaTuBHOWM apTepueit. UmnnaHTat EndoAnchor MoeT 6bITb UMNIAHTUPOBAH BO BPEMSA NepBOHaYaIbHOM YCTAHOBKM
cTeHT-rpadTa UM Bo Bpems peBU3MOHHOM NpoLeayps! (Hanpyumap, KOPPeKLMHM).

Mpumeyanue. Ans nony4yeHUa [onoNHUTENLHOM MHGOpMaL MK 06 Mcnonb3oBaHumn cuctemMbl Heli-FX EndoAnchor co
cTeHT-rpadTom Endurant Il/lls cm. Pazg. 10.2.18. OnA nonydeHns AonosHUTeNbLHOU MHbopmauu o cucteme Heli-FX EndoAnchor
CM. MHCTPYKLUMIO MO NPUMEHEHMIO, MOCTAB/IAEMYIO C CUCTEMOW.

CreHT-rpadt Endurant II/lls TaKe MOXHO MCNONBL30BaTL METOAOM NapanfefbHbiX rpadToB B COMETaHUU C
B6annoHopacLMpAEMbIMU NOKPbLITLIMKM CTEHTAMKW AWaMETPOM OT 6 MM 40 7 MM (MOCTaBAAKTCA OTAENBHO), KOTOPbIE 0A06peHb! ANA
WUCMNONb30BaHWA B NOYEYHBIX apTePHAX.

Mpumeyanue. na nonyvyeHUa [ONONHUTENBHOM UHGOpMaLMK 06 MCNOMb30BaHWK BanNoHOpaCLLMPAEMbIX MOKPLITLIX CTEHTOB B
co4yeTaHuu ¢ cuctemon cteHT-rpadTa Endurant Ili/lls cm. Pasg. 10.2.9. Qns nony4eHns AONOAHUTENLHOM MHGOpMaLMKM O
6an10HOPAaCLUMPAEMOM NOKPLITOM CTEHTE CM. MHCTPYHLMIO MO NPUMEHEHWIO, NOCTABNAAEMYIO C YCTPONCTBOM.

B cnoHcupyembix KomnaHueid Medtronic nccnegosaHuax u/mam nybaMKaumnax nonyyeHsl yoeamTenbHble KIMHUYECKUe AaHHble,
noaTeepxaarLLme 6e3onacHocTb M ahheHTUBHOCTL cucTeMbl cTeHT-rpadTa Endurant Il/lls. CornacHo aTMm gaHHbIM cucTema
cTeHT-rpadta Endurant Il/lls, npu ycnoeuu ee UCnonL30BaHKA B COOTBETCTBUM C MHCTPYKLUMEN MO NPUMEHEHWIO, ABNAETCA
6e3onacHom 1 apGeKTUBHON ANA SIHAOBACKYNAPHOIo Ie4eHUA aHeBPH3Mbl MHDpapeHanbHOro cermeHTa 6pIoLLIHOM YacTh aopThbl U
aopTO-NOAB3AO0LLHOM aHEBPU3MbI. DTO HACAETCA NeYeHUA KOPOTHUX LeeK (B codeTaHuu ¢ cuctemoir Heli-FX EndoAnchor) u
aHeBPW3M IOKCTapeHaIbHOro cermeHTa BpILHOM YacTu aopTbl (METOLOM NapannenbHbiX rpadToBs).

3 MpepynpexaeHna n Mepbl NPegoCTOPOHHOCTHU

BHuMaHKWe! BHMMaTeIbHO NpoYMTaiTe Bce MHCTPYHUMW. HecobntogeHne MHCTPYKLMH, NPESOCTEPEHEHWIA U MEP
NPeAoCTOPOMHOCTHU MOMET NPMBECTH K CEPbe3HbIM MOCNEACTBUAM UM TPABME NaumeHTa.

3.1 O6wue cBegeHuUn

* H Mcnonb3oBaHUIO cucTeMbl cTeHT-rpadTa Endurant Ii/lls gonycHaloTcA ToNbKO Bpayu U nepcoHas, 0byYeHHble TEXHUHE
9HZ0BACKYIAPHOrO BMELLATENLCTBA, BHIKYAA 0By4YeHUe No NPpUMEHEHUI0 yeTpoicTea. KoOHKpeTHble TpeboBaHuA K
NoAroToBHe copepHuT Pasg. 9.1.

* Ecnu cuctema cteHT-rpadra Endurant ll/lls nprmenaetca B codeTanum ¢ cuctemoit Heli-FX EndoAnchor, ee onmHbI
MCMONb30BaTh TO/ILKO BPa4u M CNeunanvcTbl, TaKHe 06y4eHHbIe UCNOIb30BaHWI0 cucTembl EndoAnchor.

e Cuctemy Heli-FX EndoAnchor cneayeT Mcnone3oBaTth, Korga TpebyeTca yeuneHHana pagnansHas Gpurcauma u/mnnu
repMeTU3auus; B YacTHOCTH, NPW IEYEHWU aHEBPU3M BGPHOLLHOM YaCcTW a0PTbl C KOPOTKUMU (= 4 MM 1 < 10 MM)
UHbpapeHanbHbIMU LWeRHaMK.

e [Ipy MMnNAaHTaLMK MM NOBTOPHOM BMeLLaTeIbCTBE, BCeraa JoNwHa 6blTb HAaroToBe 6prraga cocyancTbiX XMPYpPros Ha c/yyai
HE0BX0A4MMOCTH OTKPbITOrO XMPYPryecKoro BMellaTeNbCTaa.

* [laHHOe usgenue npegHasHa4eHo TONbKO ANA OAHOKPATHOro NpUMeHeHua. Magenue He NOANEHMUT NOBTOPHOMY
MCMONb30BaHMIO, 06paboTHe Uan ctepunmnaaumu. NMoBTOpPHbIE MCNONb30BaHWe, 06paboTKa UK CTEPUNM3aLMa MOTYT
HapyLWWTb CTPYHTYPHYIO LIeNOCTHOCTb M3AE/IMA UK CO3AaTk PMUCK 3arpA3HEHWA, YTO MOXET NPUBECTHU K NPUYMHEHMIO Bpeaa
3[40POBbI0, 3a60/1IEBAHUIO MM CMEPTH NaUMEHTA.

Pyccruin 968



3.2 Bbi6op nauueHTa

He ucnonbayite cuctemy cteHT-rpadTa Endurant lI/lls ana naumeHToB € NOBbILWEHHOK YYBCTBUTENBHOCTBIO K Marepyanam, us
HOTOPbIX BbINO/IHEHA CUCTEMA CTEHT-rpadTa, MW ¢ anneprvei Ha atu marepyansl. K aTum matepvanam oTHocaTeA (* —
yHasaHHble MaTepuaibl BXOAAT B COCTAB CUCTEMbI JOCTABKM, HO HE COMPUKACcaKOTCA C THaHAMKW OpraHuama):

— Monuadupbnoxkamug (M3BA)

— [Monnadpupbnokamug (M3BA) ¢ HanonHUTENeM — cynbgartom 6apua
- lMonnamug 12

— AKpWNOHUTPUAN-6yTaaneH-cTiponbHbii (ABC) cononnmep*
- Hepwasetowan ctanb

— MnatuHo-1puauessbli cnnas

— HwuKenb-HOBanLT-XxpoM-MoNMGAEHOBbIM CN/1aB

— HuKenb-TMTaHOBbLIM cnnae (HUTUHON)

— OTWNEH-NPONUAEHOBbIA Kay4yK*

— CuNK1KOH

- MonuKkap6oHar

— oTo-nonuaxkpunaMmuaHbIin conoaMmMep

— doTopeaKTMBHaA YeTBEPTUYHAA CONb

— MOoTO-NONMBUHUANUPPOIUAOHOBLIM CONOAMMEpP

— TMonnBUHMANMPPONMAOHOBBIM cononumep

— [lnatvHa

- lNonnadup

- MonuatmnneH

— CwuHui kpacutenb D&C blue Ne 6

— Bonbtpam

CneyunanucTtbl KomnaHun Medtronic pekomeHayoT Bpadyam B NMCbMeHHOM (hopMe NpefocTaBnATb NaupeHTaMm onMcaH1e Bcex
PUCKOB, CBA3AHHbLIX C MCNONb30BaHUEM cucTeMbl cTeHT-rpadTa Endurant II/1ls. P1Ucku, BosHUKaloLMe BO BpeMs U nocne
MMnAaHTauuu yCTpoicTea, NogpobHo onunckiBaloTeA B pasaene "HewenarensHble agnexduna” (7. 4).

HenpaBuabHbIA BLIGOP NaLMeHTa MOKET NPUBECTHU K TOMY, HYTO YCTPOMCTBO BYAEeT PYHKUMOHMPOBaTL HEAOCTATOYHO
athEeKTUBHO UK Bpaspes ¢ TEXHUHECKUMKW XapaKTepPUCTUHAMU.

Cuctema cteHT-rpagta Endurant II/lls He peHomeHjoBaHa naumMeHTam ¢ HeNnepPeHOCUMOCTBLIO PEHTFEHOKOHTPACTHbIX CPEACTB,
MCNOMb30BaHWE KOTOPbIX HEOBXOAWMMO AJ1A MHTPA- W MOCNE0NEPaLMOHHOM KOHTPO/ILHOM BU3yanu3auuu.

Cwuctema cteHT-rpadta Endurant Il/lls He pekoMmeHAoOBaHa naLMeHTam, Yo BEC UKW pa3Mepsbl NPeBbLILAoT NpegenbHbie
3Ha4YeHuA, KOTopbIM HEOGXO,EI,MMO COOTBETCTBOBATHL ANA BU3Yyanmu3aLuu.

OCHOBHbIE aHAaTOMWYECKUE 3/IEMEHTbI, KOTOPbIE MOTYT NOB/MATL HA YCMNELLHOE UCH/YEeHWe aHEBPU3Mbl U3 HPOBOTOKA,

BH/IIO4AIOT:

— BblparmeHHbIM U3rMb NPOKCUMANLHOM LUEMKKW C KOPOTHKOM NPOKCUMAaNbHOM WEeMKOM aopThl (> 75° ¢ A/IMHOM LWEMKKU < 15 MM
unu > 60° ¢ ANKHOM WerKKn < 10 Mm);

— o6pa3soBaHue TpomGa UK KanbUndurKaTa B apTepui Ha y4acTHax MMM1aHTaumMu, 0CO6eHHO B NPOKCUMaLHOM LEKe aopThbl
W B JUCTa/IbHOM COEAMHEHWUM NOAB3L0LWHON apTepuu;

— CYMeHWe aopTbl B TO4Ke Budyprauyuu;
— HepaBHoMepHas KanbUubHrKauusa U1 BAALWKA MOKET HapyLWWTb GUKCALMIO M M30NALMIO YHACTHOB MMMAaHTaLMM.

B welKax ¢ 3TMMK OCHOBHbIMKM aHATOMWUYECKUMKU OCOBEHHOCTAMK CMeLLeHWe rpadTa bonee BepoATHO. MNpumeHeHue

B61dYpPHaALMOHHOIO YCTPOMCTBA Y NauMeHTa C CyXeHWeM AUCTaNbHOro OTAENA a0PTbl MOXET NPUBECTH K OrPaHUYEHKIO NOTOKa

MM OKKAIK03WK B BpaHLuax (HoxKax). CTeHT-rpadt AUl peKomeHaoBaH nauyeHTam ¢ CyLWeCTBEHHbIM CYHEeHUeM ANCTanbHOro

oTAena aopThbl. Y nauMeHToB C KOPOTHOM LLEMKOM aopThl CAeayeT UCNoNb30BaTh METo napannenbHblx rpadTos Maum

9HA0BACKYNAPHYIO KOPPEKLMIO MHdpapeHanbHOM aHeBPU3MbI ¢ NOMOLLbO chcTembl Heli-FX EndoAnchor.

Ecnu paccmarpuBaeTcs BO3MOMHOCTb NPUMEHEHWA MeTofa napaienbHbiX rpadTos, NauMeHTs! 4ONHHbI 06naaatb

cnepyrLwymMmM aHaTOMMYECKMMK XapaKTepUCTUKaAMM:

— Yron Mexay ueHTpanbHbIMKM OCAMM MOYEUHOM apTepum 1 aopThl < 90 rpajycos

— 3o0Ha repmeTusaumm NoYe4YHoOW apTepun 40CTaTOYHOM ANIMHbI, 683 Ype3MepHON KanbundrKaumm nnu Tpoméa, KoTopsle, No
MHEHMUIO XUpypra, MOryT BOCNpPenATCTBOBaTb A0CTATOMHOM repMeT13aLMm

— WHdbpapeHanbHas wekka = 2 Mm
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e [Ipu aHAOBACKYNAPHOW KOPPEKLMKU MHDpapeHaibHOM aHeBpM3aMbl ¢ NOMoLLbo cucTembl Heli-FX EndoAnchor:

MmnnaHTtar EndoAnchor cnegyeT ycTaHaB/IMBaTb TOIbKO B Te 06/1aCTH TKaHW a0pPTbl, B KOTOPbIX OTCYTCTBYET
KanbuMdULMpoBaHHas 6sLLIKa UM TPOMB WM B KOTOPbIX NOA06GHAA NAaTONOrMA HeaHaYMTenbHa uu auddysHaa v umeet
TONWMHY MeHee 2 MM.

Wmnnantar EndoAnchor He ciieayeT UCnob30BaTh Y NaLUMEHTOB C reMopparMyecKum AUaTesom Uan C U3BECTHOM
rMNEepYYBCTBUTEIbHOCTLIO UK annepreit Ha Marepuasibl yCTPOMCTBa.

Ana nony4yeHua JONONAHUTENbHOM MHDOPMALMK CM. UHCTPYKLMIO NO NpumeHeHunio cucTembl Heli-FX EndoAnchor.

MeToAMKU UBMEPEHUS A/IMHBI LWENKK BapbUpytoTcA. Ecnu AnuHa LWelKK onpeaenseTcs KaK A/IMHa, No KOTOpoi AnameTp
aoptsklocTaetcs B npepenax 10 % oT MHthpapeHansHoro AuameTpa, ipyrue onpeAeieHus MoryT NPUBOAUTL K OLIEHKE ANUHBI
LUEeKH, KoTopas 60/bLue ANWHBI, NOAYYEeHHOM C UCNONL30BaHWEM 3TOro onpeaeneHus.

* [1nAa obecnevyeHns 6e30nacHOro BBeAeHNA CMCTEMbI A0CTaBKM MOXHO MCMO/b30BaTh KOHAYWTbI NOAB3AOLLHON apTepuu, eciu,
NO MHEHWIO Nevallero Bpada, Cocyabl NauMeHTa, YHepes KOoTopble OCYLEeCTBAAETCA AOCTYN, He NO3BONAOT NPOBECTH
6e3onacHoe BBegeHWE CUCTEMbI OCTaBKM.

* PasBepTbiBaHMe CTEHT-rpadTa B 061acTh KabUU@PUKaLMKM cocyaa MOMET NPUBECTU K UCTUPAHUIO CTEHT-rpadTa o
HanbUMGUUMpOBaHHYIO BAALLKY, YTO NOTEHUMaNbHO CNOCOBHO NPUBECTM K 0B6pa30BaHWio OTBEPCTUIA MK pa3pblBOB B rpadTe.

e [onrocpo4yHan 6e30nacHoOCTb U aPEHTUBHOCTL CUCTEMBI CTEHT-rpadTa Endurant Il/lls He ycTaHOBEHDI.

¢ BesonacHocTb M ahHEKTUBHOCTb CUCTEMBI CTeHT-rpadTa Endurant Il/lls He oueHWBaNMCh y NAUMEHTOB CO CNEAYHLLIMMU
XapaKTepucTUHaMm U COCTOAHUAMM:

Monowe 18 net

BepemeHHble UK KOPMALLWME MPYALI0
AHeBpuM3aMa Cneayowmx TUNoB:
CynpapeHanbHaa unau napapeHansHas
M3onvpoBaHHan NnoaB3aoLwHo-6eapeHHasn
MuKoTU4ecKan

BocnanutensHan

McespoaHeBpuamMa

MpenmyLLeCcTBEHHO NPOXOAMMARA HUKHAS BpbieeYHas apTepya U OKHIIOAMPOBaHHaNA UK CTEHO3MPOBaHHAA YpeBHas UK
BepxHAA BpbieeyHan apTepus

HeneuyeHHan aHeBpu3mMa rpyaHOro oTaena aopTel gMaMeTpom > 4,5 cm
TpebyeTcA aKCTpeHHan Hoppexuma aHeBpU3Mbl (Hanpumep, Npy TpaBme UK paspbise)
leMopparv4yecKkuii agMares uau Koarynonarua B aHamHese

MHdapKT mrokapaa (MM) nnm octpoe HapylieHue mosrosoro KposoobpaleHnusa (OHMK) B TeueHue 3 mecAues nepeq,
uMmnaaHTauuemn

LLleliKa ¢ 06paTHbIM KOHYCOM, XapaKTepU3yIoLLanca yBENMYEHUEM JMaMeTpa B ANCTAIbHOM HanpaBaeHU Ha > 4 MM Ha
yyacTHe A4nnHoi 10 MM (TONBKO aHA0BACHYNAPHAA KOPPeKUMA nHbpapeHanbHOM aHeBpH3Mbl)

nO,ﬂTBep}K,B.EHHaH rMnep4yBcTBUTENBHOCTL MKW NPOTUBONOHA3aHWA K aHTUHOArynAaHTHbIM, aHTHTDOMﬁOuMTaDHbIM nnu
PEHTreHOKOHTPACTHbLIM CPEACTBaM, He NoA/eraliue TepaneBTUYeCcKON KOPPEKLIMK

BbipareHHbIn (06bI4HO > 25 % nepuMeTpa LWEMKU aopTbl U NOAB3/A0LWHOM apTepun Unn > 50 % AMHLI NOAB3A0LWHON
apTepuu) NPMCTEHOYHbIM TPOMO B a0OpTe Ha y4acTHE NPOKCHMMAaIbHOTO MW AUCTaNbLHOMO KPEenaeHus YyCTPOMCTBa, HOTOPbIA
MOMET HapYLUWTb ABYXCTOPOHHIOK QUHCALUIO UK repMETU3aLMIO YCTPOMCTBA

Pacw npeHue NoAB340LWHbIX apTele:‘l. TDEGYIOLLLBB ABYXCTOPOHHEI0 MCHAKYEeHWA NOAYPEBHOIN0 KPOBOTOHA

Mcnonbayeman ana 4ocTyna nogs3gollHo-6eApeHHan apTepua He COOTBETCTBYET AvameTpy ycTpoiicTsa (14-20 Fr)
BCNEACTBME pasmepa Wan U3BUTOCTH

MCI‘IOJ'II:BYEM&FI AnA JocTyna nogmblledyHan apTepmuAa He COOTBETCTBYET AUaMETPY MHTPpOAboCepa, COBMEeCTUMOro C
BblGpaHHbIM 6an10HOPACLUMPAEMBIM NOKPbLITLIM CTEHTOM.

AKTUBHAA MHDEKLMA HA MOMEHT YKa3aHHOM Npoueayps!, NOATBEPHAEHHARA HANMYMEM BONKU, NUXOPALKHU, BblaeNEHUEM
HUAKOCTH, NONOHMUTENHBIM POCTOM KYNLTYPbl MW NEMKOUMTOZ0M (eiKoumTbl > 11 000/MM3), No NoBoay KOTOPOW
NPOM3BOAMUTCS IEYEHWE NPOTMBOMMKPOGHLIMW cpeacTBamm (HenpohunaKTUYecKoe)

BpowaeHHanA aereHepaTvBHanA HonareHoBas NaTtoNorua
YpoBeHb KpeaTuHuHa > 2,0 mr/an

MpoxompeHWe guanusa

MaTonorus coeanHUTENLHOM THaHK

BeasonacHocTb M addeHTUBHOCTL cucTeMb! cTeHT-rpadTa Endurant Il/lls ¢ cuctemon Heli-FX EndoAnchor gononHuTensHo
He OLEeHUBaIUCh Y NaLMEeHTOB C MHhapeHanbHOM LWEeNKOoW aopThl CO 3HAYMUTENbHBIM TPOMBOM UK KanbLUhUKATOM,
NPenATCTBYOWUMKW A0CTATOYHOMY NPOHUKHOBEHMIO uMniaHTata EndoAnchor B CTeHKY aopThbl.
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CnepyeT coobLMTL BCEM NAUMEHTaM, YTO BHYTPUCOCYAMUCTOE BMELLATENbCTBO TpebyeT NOMU3HEHHOro, peryiapHoro
obcnenoBaHKA ANA OLEHKWU COCTOAHWA 340p0BbA U YHHKUMOHUMPOBaHWA BHYTpUCOCyaMCcTOro rpadra. MNauueHTsl ¢
onpegeneHHbIMY KNMHUYECKMMIW COCTOAHUAMMU (TaKMMKM KaK aHAoNoATEKaHUsA, pOCT aHEBPU3MbI, CTEHO3
6anNoHOPaCLLUMPAEMOro NOKPBITOrO CTEHTA UK UBMEHEHWE B CTPYKTYPE UM NONOMEHUN BHYTPMCOCYAUCTOrO rpadta) unm ¢
MEHbLUMM MO CPaBHEHMIO C PEHOMEHAYEMbIM KONMYECTBOM UMnnaHTatos EndoAnchor npr ncnonbaosaHn B KOPOTHKUX
MPOHCHManbHbIX LWEeMKax (= 4 MM 1 < 10 MM) AOMHHBI NPOXOAWTL PaCLUMPEHHOE KOHTPOLHOE 06cnefoBaHue. HOHKpeTHbIe
peromMeHAaumKn No 06cnefoBaHnio COAEPHUT /7. 12,

MaymeHTam ¢ orpaHrM4YeHUeM KPOBOTOHA Yepes bpaHLLM (HOMKMK) rpadTa, 6annoHopaclumMpsaeMble NOKPbITbIEe CTEHTLI UK
NoATEKAHWUAMM MOTYT NOTPeBoBaTLCA BTOPUYHbIE BMELLATENbCTBA UM XMPYPruyecKme npoueaypsbl.

Ecnv nocne nepBUYHOR BHYTPUMCOCYAUCTOM KOPPEKLMK Y NaumeHTa Hab/IloaaeTcs yBeIMyeHe aHeBpraMbl UK
9HAOMNOATEKAHWE, PACCMOTPUTE BOBMOMHOCTL BMELLATE/ILCTBA M/IM NEPEXOAa K CTaHAAPTHOM OTHPLITOM XMPYPruYeCcHOw
PEeHOHCTPYKUMK. YBennyeHUe paamepa aHeBpU3Mbl UM NPOAO/IHAILEECA SHAONOATEKAHUE MOMET NPUBOAMTL K Pa3pbiBy
aHEBPU3MbI.

3.3 Nepep npoueaypoi UMNAAHTaUUKU

BeinonHuTe npegonepayyoHHoe NaaHWMpoBaHue AOCTyNa v NPoLeaypbl pasMmeLleHus nepes BCKPbITUEM YNaKOBKHU
yCcTpoicTBa.

TpeboBaHWA K NOArOTOBKE YCTPOMCTBA CM. B MHCTPYKLUMK MO NPUMEHEHKWIO BanN0HOPaCUMPAEMOro NOKPLITOro cTeHTa (TONbKO
MEeTOA napannenbHbIX rpahToB)

MNpu aHOOBACKYNAPHOW KOpPeKUMK MHdpapeHaibHoW aHeBpr3Mbl ¢ NoMoLlbio cuctemsl Heli-FX EndoAnchor cm. MHCTpYKUMo
no npumeHeHnuto cuctemel Heli-FX EndoAnchor, 4To6bl 03HaKOMKTLECA € TpeboBaHWAMK NO NOArOTOBKE YCTPOMCTBA.

Mepep Mcnonb3oBaHWeM ccTeMbl CTeHT-rpadTa Endurant Il/lls BHUMaTeIbHO OCMOTPUTE e YNaKOBKY M camo YCTPOMCTBO Ha
npeameT OTCYTCTBUA NOBPEMACHUN U aedeKToB. He ucnonkayiite NpoayKT, eCAu UMeTCA NPU3HAKW NOBPEASHUM Unu
HapyLeHWUsA LeN0CTHOCTU CTEPU/IBHOM YNAaKOBKWU. He nbiTaiiTeck NOBTOPHO CTEPUAN30BATL CUCTEMY JOCTABHU MU
CTEeHT-rpadr.

MNepea UMnnaHTaunein He nepervbainTe, He NepeKpy4UBanTe M He M3MEHANTE N0BbLIM APYrvM CNOCOBOM CUCTEMY AOCTaBKM
Endurant II/lls, nOCKONbKY 3TO MOXET 3aTpyAHUTL pa3BepTbiBaHHe.

YT06b! YMEHBLIUTL PUCK TPOMBOTUHYECKWX OCNOMHEHWIA, BBEAUTE BHYTPUBEHHO AONONHUTENbHLII BONIOC renapuHa nepes,
BBEAEHWEM YCTPOMCTBA.

3.4 Bo Bpema npoueaypbl UMRIAHTaLUA

Y106bI NPeaoTBPaTUTL paspbis cocyaa, cobnoganTe OCTOPGIKHOCTL NpY obpalLeH C YCTPOMCTBOM M CUCTEMOM AOCTaBKM.
CornacHo uccnepoBaHuaAM, Yem BOobLUE MPOACAKMTENBHOCTL NPOLEAYPLI, TEM BbILLE PUCK MUKPO3MBOAM3aLMK.
BO3MOMHbI NOYeYHble OCNOXHEHWA B peaynsTare:

— M36bITOYHOrO NPUMEHEHWA KOHTPACTHbLIX BELECTB

— am6onMsaumu cTeHT-rpadToM UM HaOHOPACLMPAEMBIM MOKPLITHIM CTEHTOM WJIM MX CMELLEHWA

CobnopaiiTe 0OCTOPOXHOCTL U CieayiTe HEOBX0AMMbIM METoAaM BU3yanuaauuu nNpu pa3eepTbiBaHWW aopTabHOro
aHp,orpanTa B HOpOTHOfJI I'IpOHCHM&ﬂbHOI?E LwenKe anAa obecrne4yeHuAa TOYHOro pasamelieHuna. HeTto4Hoe pasMmelleHmne moHeT
NPUBECTU K HeyAa4Ho umnnaHTaumnm EndoAnchor, Heo6xoAMMOCTH pasMeLLeHWA NMPOKCHMMAaIbHON A0NOHUTENBHOW YacTu
WK HenpeagHaMepeHHoOMY NOKPLITUIO apTepuUn.

He pasBopauyuBaiiTe CTeHT-rpadT B y4acTKax, rae aTo NpuBeAeT K aHAOMNOATEKAHUIO UM OKKNO3WKU apTepui,
KPOBOCHaGHaloLMX OpraHbl MM KOHEYHOCTHU. DTO MOMET NoTpeboBaTh XMPYPruyecKoro yaaneHna yCTponcTea.

Jna NnpopBUIKEHNA CUCTEMbI OCTABKM, BbIAB/IEHWUA NEPEKPYYMBAHMWIA 1 OLEHKW NPOBIEM B XO4€ BblpaBHWBaHWA CEMMEHTOB
CTeHT-rpadTa UCNo/Ib3yiTe PeHTFEHOCKONUYECKUIA KOHTPOb. EC/IM NpY NPOABUMEHUU UK U3BIEYEHUM CUCTEMBI JOCTABHKU
OLLYLLIAETCA COMPOTHB/IEHUE, HE NPUKNaAbIBaITE U3BLITOYHBIX YCHAWIA. ECv Npy BBEAEHWHM CHCTEMbI 4OCTaBKW BO3HWK/IO
nepexpyyYMBaHue, He NbITaMTeCh PACKPbITb CTEHT-rpadT. M3BNeKuTe yCTPOMCTBO M BBEAWTE HOBYHO CUCTEMY.

Ec/v KOHYMK He BpallaeTcs COBMECTHO C CUCTEMOV JOCTaBKM, NPEKpaT1Te ee NoBopa41eaTh.

Oco6asn OCTOPOHHOCTb TPEOYETCA B TAKMX CIOMHbBIX MECTax, Kak 06/1acTh CTeHO3a, MHTPaBacKyIApHOro TpomGo3a U B
06bI3BECTBNEHHbIX M/IM U3BUIMCTLIX COCYAaX. B MecTe cymeHUA UK cTeHo3a cocyaa CneayeT YYUThIBaTe BOSMOMHOCTb
BbINO/IHEHWA Ga/IIOHHOM aHMMONIACTUHM, MOCAE YEro NonbITaiTeCh OCTOPOMHO NOBTOPUTL BBELEHWE HATETEPHOW CUCTEMbI
[OCTaBKM.

HenosHOLEHHbI KOHTaKT B 30HE GUHKCALMM MOMET NPMBECTU K YBEIMHEHWUIO PUCHA NOATEKAHWA B aHEBPU3MY MW MUTPaLn
CTeHT-rpadTa Unu 6an10HOPACLLUMPSAEMOro NOKPLITOro CTEHTA.

Bo Bpems npoueaypbl UMNAaHTaL M1 cnegyeT UCNoIb30BaTb CUCTEMHYHK aHTUHOAryIALMIO COrMacHO NPOTOKONY, MPUHATOMY B
ne4yebHOM yypexgeHuH Ui HasHa4eHHOMY iedallM Bpayom. Ecnu renapuH NpoTUBONOKa3aH, cefyet pacCMOTPETb
BO3MOHHOCTb Ha3Ha4YeHuAa Apyroro aHTUHoarynaHTa.

Pa3BepHyTblit (game YaCTU4YHO) CTEHT-rPadT HE MOMET 6bITb PENO3ULIMOHMPOBAH MW BTAHYT 06PaTHO B CUCTEMY AOCTABKM.
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Ecnum cnyyaiiHo CTAHYTL 060104KY rpagTa, To YCTPOMCTBO pa3BepHeTCs MPeHAeBPeMeHHO U MOXET BbiTb MO3ULMOHUPOBaHO
HEenpaBuUILHO.

[nA 03HaKOMNEHMA C KPUTEPUMAMM NEPEKPBLITUA CTEHT-rpadita 6paHLLIM (HOXKKW) TONBKO C UncunatepanbHon bpaHLLei
Endurant lls cm. Ta6a. 8. Hak yKasaHo, ANnA KOHbUrypauuii cTeHT-rpadra 6paHLUm (HOMKK), KOTOpbIE MMEIOT KpUTEPUHK
NepeKpbITUA TONLKO ANA 3 CTEHTOB, He NepeKpbiBaiiTe 6onee 3 CTEHTOB.

MNpu pasBepTbiBaHWK CTEHT-rpadTa yA40CTOBEPLTECH, YTO NEepeAHAA PYKOATKA CUCTEMbI AOCTABKU YAepHMBaEeTCA
HENOABUHO.

MNpu Ucnonb3oBaHWMKM 3NaCTUYHOrO BaNNOHHOrO KaTteTepa He pasayealiTe ero YpeamepHo WK 3a npefenamu matepuana
rpacdra. MNpu paboTe ¢ KaTeTepoM cobnoganTe BCe MHCTPYKUMM NPOM3BOAMTENSA.

MHBEKLMM KOHTPACTHOrO BELLECTBA NOJ, BbICOKMM AaBNeHWeM B 061aCTH KpaeB CTEHT-rpadTa HenocpeACcTBEHHO noc/e
MMMAAHTALMKU MOTYT NPUBECTU K 9HAOMOATEKAHUAM.

3.5 JleyeHue ¥ KOHTPOJIbHbIE OCMOTPbI

Bpayam cnepyet uayumTb MHCTPYHLMIO MO NPUMEHEHUIO, YTOBLI HAMTK COOTBETCTBYOLLYI0 MHDOPMAaLMI0, KOTOPYH HEO6X0AUMO
COOBWMUTL NaUMEHTY.

YnaKoBKa yCTPOMCTBA COAEPHUT MMMIAHTALMOHHYIO KapTy NauueHTa, B KOTOPOW yKasaHa uaeHTUduUmpyoLas nHbopmauma
06 UMNNaHTUpPOBaHHOM ycTpoicTee. [locne uMnaaHTaumMy YyCTpOMCTBa 3anoIHUTE UMMNIAHTAUMOHHYIO KapTy nauueHTa 1
nepepanTe ee NaumeHTy 40 BbINWCKKU. JnA nony4yeHna MHhopmMalrm 06 yCTPOMCTBE NaLMeHT MOKET NoceTUTb Beb-canT,
YHasaHHbIM B UMMNIaHTaUMOHHOM KapTe naureHTa. Bpadam cnegyet nepegarb nauyeHTam cnegyowme UHCTPYKUNK:

- Bcerga umeTb npu cebe MMNNaHTaLMOHHYIO KapTy.

— [AnA nonyyeHus NONONHUTENBLHOW MHbOPMaLMK 06 YCTPOMCTBE NaUMeHT MOMET NOCEeTUTh Be6-CaiT, yKasaHHbIN B
WMMNAaHTaUUOHHOM KapTe nauueHTa.
MpumeyaHue. Ecnun naumeHT He MMeeT BO3MOMHOCTU NOCETUTL BeH-caiT, Bpay 06A3aH NpeAocTaBUTb NauUeHTy
MHdopmMaumio ¢ Beb-canTa.

— Bcerga npegynpexaare MegpaboTHMKOB O Ha/IMHMK UMIMIaHTMPOBAHHOIO YCTPOMCTBA A0 Ha4ana 6o npoueaypsbl.

— OG6palatbes K Bpady nNpy BblABNEHWK NHOGbIX HOBBIX CUMNTOMOB MK UX U3MEHEHUM.

Jlioboe aHpgonoaTeKaHue, He yCTpaHeHHOe BO BPEMA MMNNaHTauuu, TpebyeT TwartenbHOro HabnogeHna nocne UMNAaHTaumm.

Bce nauueHTsl, y KOTOPbIX MPOM3BOAMIACE SHAOBACKYNAPHAA KOPPEKLMA aHeBPU3MbI, JOMHHEI MPOXOAUTEL NEPUOAUYECHUIA
PEHTIEHOCKOMNUYECHKUIM KOHTPO/b A5 OLEHKHW COCTOAHUA CTEHT-rpadTa, pasmepa aHeBPU3Mbl M CTENEHW OKKJI3UW COCYA0B
B MECTe BMELLATENbCTBA. 3HaUUTEIbHOE YBENIMYEHWE AaHEBEU3MBI (> 5 MM), NOABNEHWE HOBOIO SHAOMOATEKAHMUS,
CBMAETENBCTBA HA/IMHYMA KPOBOTOKA BOKPYT rpadta, M3MeHeEHWE Nyibcauyn aHEBPU3MbI UM MUrpaums, NPUBOAALLAA K
pasrepmeTM3aumm 30HbI U30NALMK, CTYHAT NOKasaHWAMK K 6e3oTnarateNbHOMY yrny6aeHHOMY 06CNef0BaHUI0 U, BO3MOMHO,
K LONONHUTENBHOMY BMELIATENLCTBY MM H XMPYPryecKoi HOppeKLmu.

LlenecoobpasHoCTb UCMONb30BaHWUA A0MNOHUTEIbHBIX METOAOB /IEYEHUA, B TOM YAC/E SHAOBACKYNAPHOrO Ne4eHUA Max

XMpYypru4yecKoro BMellaTenbCTBa, cnegyeT obasarelbHO paccMmarpusarb B CNyYanx, NepeyrucneHHbIX HUME:

— [Nocne nocnegHero KOHTPOILHOrO OCMOTPA POCT aHEeBPU3Mbl COCTaBAAET > 5 MM (C aHAONOATEHaHWEM UK Be3
3SHAONOATEKAHMA)

- [Mynbcauua aHeBpuU3mMbl MU3MEHUNACH (C POCTOM aHeBPU3MbI /W 6e3 Hero, ¢ aHAONOATEKaHWEM UK Be3 aHJoNoATEKaHMA)

- Henpekpauatoweecs aHgonoaTeKaH1e (C poCTOM aHeBPU3MbI MK 6e3 Hero)

— Mwurpauua cTeHT-rpadra, NpuBoAALLaA K HeaaeKBaTHOCTM 30HbI M30NALMK

— CreHos B 6annoHopacwmpAeMOM NOKPLITOM CTEHTE UK Y MECTAa ero A1cTanbHOM UHcalm

— CHUKeHWe DyHKLKUK NOYEK KaK CNefCcTBUE OKKAO3UM MOYEYHOW apTepum (M3-3a MUrpauvi WaM HeyaoBAeTBOPUTENBHOMO
NO3ULMOHUPOBAHKA)

MNocne aHAoBaCKYNAPHOW KOppeKLUun aHespuambl (EVAR) Bo3MOXHO passuTie uwemnm cniHHoro moara (SCI), cnocobHoi

MPUBECTU K PEAHOMY OCNOMHEHWIO B BUAE Napansierim uav napanapesa. Ecav nverTca nogo3peHra Ha MWEMMIO CIMHHOMO

MO3ra, peKoMeHAyeTCA ApeHarm CNMHHOMO3roBon MuaxocTu (CMH).

Mpw 3HA0BACKYNAPHOM KHOPPEKLMW MH(papeHabHOM aHeBPU3MbI C NomoLbo crcTembl Heli-FX EndoAnchor:

— [lpopsueHWe, focTaBKy U HabnaeHWe 3a BCEMW KOMNOHeHTaMu cuctembl Heli-FX B cocyaucTon cucteme Heo6xoanmo
OCYLLIECTBAATL NOA PEHTIEHOCKONMYECKMM KOHTPONEM.

— HomnaHua Medtronic peKomeHgyeT, 4Tobbl MnaaHTaumMa EndoAnchor nposogmnack nocne pasmeLweHna aopTanbHoro
aHgorpadTa 1 BbINOAHEHWA 6ANNOHHOMO PEMOAENUPOBaHMA MHDpPapeHanbHOM 30HbI repMeTU3aLmn cucTembl
cteHT-rpadta. CobnogainTe 0OCTOPOHHOCTE NpK 6aNI0HHOM PeMOoenMpoBaHiK CUCTEMbI CTEHT-rpadTa, 4Tobbl u3bemars
cMelleHuA aHaorpadTa OCHOBHOM YacTh M3 NpeaHa3Ha4YeHHoro ANA Hero MecTa MMnAaHTauum.

- Mecrta pasmMelyeHua umnaaHdTatos EndoAnchor foHbI OCHOBbLIBATLCA Ha AeTa/lbHOM U3YHeHWK nNpeonepaLoHHbIX
HT-CHMMKOB B Cnyyanx, CBA3AHHbIX C HAIMYMEM HEPABHOMEPHOM UM IKCLUEHTPUYECKOW BNALLKK B 30HAX,
npegHasHa4yeHHbIX 4118 ynaoTHeHuA. Mmnnadtat EndoAnchor cnegyet yctaHaBnMBaTh TONBKO B Te 061aCTH THaHK aopThl,
B KOTOPbIX OTCYTCTBYET KaNnbLuULMpoBaHHAA 6aALLKa MK TPOMB U1K B HOTOPbIX NOA06HAA NAaTON0rMA HE3HaYUTEIbHA MK

Pyccruin 972



AnddyasHasa M MMeeT TONLWMHY MeHee 2 MM. MonbITHa paaMecTUTb MMNAaHTaTel EndoAnchor B 6onee cepbeaHoM 6aALIKe MK
Tpombe MOMeET BbITb CBA3aHa C TPYAHOCTHLI MMNAaHTaUKUK, a TaKKe cybonTUuMansHoM duKcaummn sHgorpadTa u/mnm
repMeTmsaymn.

— PexomeHpyemoe KonnyecTBo MMnnaHTatoB EndoAnchor ans 6udypKauroHHoro asHaorpadTa 0CHOBaHO Ha AMameTpe
HenopameHHOro Cocyfa M He 3aBMCUT OT CTENEHU NpeBbILLEeHKA pa3mepa aHgorpadTa.

— YcToMuMBOCTL CTEHT-rpadTa B KOPOTHUX (= 4 MM U < 10 MM) MHbpapeHanbHbIX LWENKaxX YCUIMBAETCA UMNAaHTaTaMu
EndoAnchor. O6ecneuysre ycnelwHoe pa3sepTbiBaHWe peKOMEHAYEMOro MUHUMA/IbHOrO KOAIMYeCcTBa MMNAaHTaToB
EndoAnchor. Ecnu Konn4ecTBo ycneLHo passepHyThiX uMnaaHTatos EndoAnchor HUHe peKoMeHayemMoro MUHUMyMa,
MOMET BO3HUKHYTb 6OMbLUMIA PUCK NOCNEONEPALMOHHOIO HACMOATEKAHUA UK CMeLLeHNA Tuna 1a.

4 HemenaresibHble AB/1€HUA

4.1 Bo3MmoOMHbIE HeenaresibHble AB/IEHUA

HemenareibHble ABAEHWA UKW OCIOKHEHUA, CBA3aHHbIE C UCMO/NL30BAHUEM STOM CUCTEMbI CTEHT-rpadTa, KOTopbie MoryT
BO3HWUHHYTb UK nOTpGﬁOBaTb BMelwarenbCTea, BHAKYAT, B YHaCTHOCTH, cheaylowme.

OwwubKa npu goctyne

AnnepruyecKan peakuus/peaxums runepYysBCcTBUTENBHOCTH (HA KOHTPACTHOE BELWEeCTBO, aHTUTPOMBOLUMTapPHbIE Npenaparsl,
marepuan cTeHT-rpadra)

OCnoMKHEHWs aHeCTe3WK U NocAeayoLMe HapyLWeHUa (HanprmMep, acnvpauus)

YBenmMyeHne aHeBpUaMbl

PaspbiB aHeBp1aMbl

MoBpemaeHue aopTbl, BKAKYaA nepdopauuio, paccioeHue, KpOBOTEYEHME W Pa3pbiB

AOPTO-TOHKOKMLUEYHbIM CBHLL

ApTepuanbHas unmn BeHo3Has NncesaoaHeBpr3aMa

ApTepuancHbii AW BEHO3HbIM TPOMB03

HpoBoTeueHue, rematoma unm Koarynonarma

OCnOMHEHWsA CO CTOPOHbI HULLIEYHMKA (HanpuMep, UNeyc, TPaH3UTOPHAA UWEMUA, MHDAPKT, HEKPO3, HEMPOXOAWMOCTb)

OCnoMHEHWA CO CTOPOHBI Cepaua M nocneayolme HapyLeHus (HanprMep, apuTMua, MHHapKT MMOKapAa, 3acToMHasA
cepAeyHas HeAOCTaTOYHOCTb, apTepuasnibHan MMNOTEH3UA, apTeprabHas rMNepTeH3ua, CTEHOKapAWA, TamnoHaga cepaua,
nepuHapauT)

HapylueHue LenocTHOCTU KaTteTepa

MepemekKarowanca xpomoTa (Hanpumep, ¢ BOBIEYEHWEM ArOAML, HUHHUX HOHEYHOCTEN)
MHTOKCHUKaLMA PEHTTEHOKOHTPACTHbLIM CPefCTBOM

CmepTb

CnoXHOCTH Npy pas3BepTbiBaHUU/HEBOZMOXHOCTL pa3BepThiBaHWA

Ortex

Ombonusauma (MUKPO U MaKpo) C TPAH3UTOPHOM MAM CTOMHOM MWEMUEN UNK UHAPKTOM
3HponoaTeKaHue

M36bITOYHOE UM HealeKBaTHOE Jly4eBoe BO3jeicTeme

JlnxopaaKa v BocnaneHue

OCnoMHEHWA CO CTOPOHbLI MOYEMNON0BOM CUCTEMbBI M NOCNEAYIOWME HapyLLeHUA (Hanpumep, uemMus, aposusa, ducTyna,
HeaepwaHue, rematypus, MHOULMPOBaHKWeE)
[MeyeHo4YyHasa HeAOCTAaTO4YHOCTb

MHpuumpoBaHUe aHEBPU3MbI, MECTA AOCTYMNa YCTPOMCTBA, BHIIOYanA o6pasoBaHue abcuecca, TPaH3UTOPHYH MXOpagKy m
60nb, KOTOPbLIE MOTYT NPUBOANUTL K CENCUCY

3arpyaHeHHOoe BBefeHUe UK U3BeYeHWe yCTpoiicTea

MecCTHbI€ /I CUCTEMHbIE HEBPOJIOTMHECKME OC/IOHEHWA Y NOCAEAYIOWME HapYLIEHWUA (Hanpumep, CnyTaHHOCTb CO3HaHMs,
MHCYNLT, NPEXOAALLEE MILEMWYECHOE HapyLUEHWe MO3roBOrc KPOBOOBpPAaLLEHHA, napar/eris, napanapes, napanm,
NoBPEMAEHWE HEPBA, HelponaTus)

OCNOMHEHWA CO CTOPOHBI IMMGbATUHECHOM CUCTEMBI U MOCNEeAYIOLME HAPYLLEHUA (HanpuMep, iMMdarnyeckan ducTyna)

OcnoMHEHWA CO CTOPOHBI JIEMKUX W NOCEAYIOWME HapYLWeHWA (HanpumMep, TPOMB03aMBOIMA NErO4HOM apTepuu, NieBpasbHbIi
BbINOT, MTHEBMOHWA, MHEBMOTOPAHKC, OTEK NErKuX, yrHeTeHUe AblXaHUA W AblxaTesbHan HeA0CTaTO4HOCTb)

OcnoxHeHus co CTOPOHbI NOYeH K Nocneayuime HapylweH1Aa (Hanpwmep, OHHIKO3KA apTepuun, HeJoCTaTtToO4HOCTb paaanHoﬁ
cTeneHu TH}HBCTH)

MmnoTeHums
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* CreHo3s

* Mwurpaums cTeHT-rpagTta

* Henpaswu/ibHOE NO3UUMOHMPOBAHKWE CTEHT-rpadTa

*  OKH/IH03UA CTEHT-rpadTa

e PaspblB WKW HAA/I0M CTEHT-rpagTa

* Pasapbis WBa cTeHT-rpadra

* [lebopmaums nnu nepexpyymsaHue cTeHT-rpadra

* [lepexoa K OTKPLITOMY XUPYPriyecKoMy BMELIaTeIbCTByY

e OCNnOMHEHWA B MeCTe COCYAMCTOro AOCTYNa, BKAYana MHPUUMpoBaHue, 60/b, remaTomy, NCeBA0aHEBPU3MY,
apTEPUOBEHO3HYIO GUCTYNY, CTEHO3, pacC/IoeHHUe

¢ Cnasm, TpaBma uau noBpemraeHne cocyaa (Hanpumep, aKCTPY3MA/apo3uMaA, paccnoeHne NoAB3A0WHbIX MAK BeapeHHbIX
COCYAOB, KpOBOTEYEHWE, pa3pblB, CMEPTD)

*  OHHMO3KA cocypa

¢ PaHeBble OCNOMHEHUA W NOCNEAYIOWMe HapyLIeHUA (Hanpumep, pacxomaeHne Kpaes paHbl, MHeKUWA, remaTtoMa, cepoma,
LUennonuT)

B c/ly4ae cepbesHoro NpoUCLIECTBMS, CBA3AHHOIO C paboTol YCTPOMCTBA, HEMEA/IEHHO COOBLUMTE O NPOU3OLLE/EM KOMNaHUK
Medtronic 1 yNnoNHOMOYEHHOMY PErynaupyioLLemy opraHy.

5 OT60p 1 NeyeHue NaLUeHToB
5.1 UuguBupyanusayua evyeHusa

Pa3amep 3aKa3biBaeMoii cucTeMbl cTeHT-rpadra Endurant II/lls gonmeH cOOTBETCTBOBATL aHATOMWYECKUM OCOBEHHOCTAM
nayueHTa. MpaBuaLHOE U3MEPEHME YCTPOMCTBA BXOAUT B 06A38HHOCTW Bpaya. Paamep cTeHT-rpadTa AONHEH NPEBOCXOAUTb
BHYTPEHHWIA aruameTp cocyna. PeKomeHayeTca, 4To6bl aopTanbHble KoHbUrypauuu 6einm 6onblue Ha 10-20 % (pna KoppeKLuuu
WHPpapeHaNbHO/a0pTO-NOAB3L0LIHOM aHeBpU3Mbl) MK Ha 20-30 % NpY MCNONB30BaHUM BMECTE C 6an1oHOpacLUMpAeMbIM
MOKPbITbIM CTEHTOM (417 KOPPEHLMW KOKCTapeHaIbHOM aHEBPW3MbI); PEKOMEHYETCS, YTOBbI NOAB3A0LHbIE KOHMMIypaL My Bbiu
6onblue Ha 10-25 %. Ans nony4yeHurs 4ONoNHUTENbHBLIX CBeaeHUA cM. Pasg. 9.2. HoHdurypaumm cTeHT-rpadta NnpuMeHsoTea ana
aopT anameTpom ot 19 Mm 0o 32 mm unum ot 19 o 30 MM (NpKM MCNONBL30BAHWM C NapannenbHbIMKU rpadTamm) U ANA NOAB34O0LWHbIX
apTepuit guameTpom oT 8 Ao 25 mm. PeHomeHayeman obLan ganHa cTeHT-rpadra, BHAKYAKLWEro HeCHONBLKO YCTPOMCTB B
pasBepHyTOM BUAE, [O/HHA PaBHATLCA PACCTOAHUIO OT HUMHEN NOYEYHOW apTeprK A0 TOYKK, HAXOAALLENUCA YYThb BbilLe
BHYTPEHHEN NOAB3AOLWHON UKW NOJYPEBHOM apTepuu. MNpu UCNoNb30BaHWKW BMECTE C 6a1N0HOPaCLUMPAEMbIM MOKPbITHIM CTEHTOM
aopTanbHY KOHDUIrypaumo MOKHO pasMeLlaTh Haj NoYeYHbIMK apTepusaMM, A5 KOTOPbIX HEOBXoAUMa KOPPEKUMA Ha
[ONONHUTENBHOM NPOTAKEHHOCTH. PeHoMeHaaumu1 no BbIGopy paamepoB CM. B UHCTPYKLMK MO NPUMEHEHWIO, NpUAaraeMon K
6annoHopacluMpAeMOMY NOKPLITOMY CTeHTY. Bpay AonmeH MMeTb B HAIMYMK YCTPOMCTBA CTEHT-rpadTa BCcex A/IMH U AMaMeTpos,
HeobxoAMMbIX A1 BbINMOAHEHWA NPOLEAYpPbl. 9TO 0COOEHHO BaXHO, €C/IM UCMOIb3yeMble NPy NpegonepayoHHOM N1aHMpPOBaHMK
pasmepb! (qMamMeTpbl UK ANKHbI KOPPEKTUPYEMbIX Y4aCTHOB) HE ABNAIOTCA TOYHbIMK. DTOT NOAX0A NO3BONAET A0BMTLCA 60/bLUEH
rMMOKOCTH B X0A4€E onepaumu ANnA AOCTUHEHWA ONTUMabHbIX MCXOA0B BMeLlaTenbcTsa.

CneumanmcTbl Komnadun Medtronic MOryT NPOKOHCYNETMPOBATL Bpadeit Mo BONpocy OnpeaeneHUa NpaBu/bHbIX pasmepoB
CTeHT'I'paEDTa, MCX0AA M3 BbINONHEHHbIX Bpa4amu HSMepeHMﬁ aHaTOMHUYECHMX CTRYKTYP nauneHTa. I'Iepeu. Mcnonb3oBaHemM
CMCTeMbI CTEHT-rpadTa cneayeT TaTeNbHO NpoaHaIM3MpoBaTh BCE BbIrOAbl M PUCKM, ONUCaHHbIE paHee, A8 KA 4oro nauveHTa
B OTAENbHOCTY.

Mpw BbIGOPE NaLMeHTa AOMKHbI YYUTLIBATLCA Creayioline haKTopb:

¢ BoaspacT v ouaaemas NpoACTHUTENBHOCTb HU3HU NauueHTa

e ConyTcTByIOLWME 3a6oneBaHua (HanpyMmMep, HaauyMe 40 onepaTMBHOrO BMELIATENbCTBA CEPAEYHOM, NEero4HOM MK NOYEYHO
HeAOCTaTOYHOCTH)

4 ,ﬂ,OI’IYCKaK)T 11 OCOBEHHOCTW aHATOMMUYECHOI0 CTPOEHWA BbINONIHEHWE SH,EI,OBaCHYHHpHOﬁ HOppeHUHMH
* Puck pa3pbiBa aHeBpKU3Mbl YpaBHOBELWMBAETCA PUCHOM NIEYEHUA cucTeMom CTeHT-!'paEDTa

MpumeyaHue. B cuny ocobeHHOCTEN KOHCTPYHLMK U FTMBKOCTU cucTemMsl cTeHT-rpadta Endurant ll/lls o6wana gavHa Kamaoro
CTeHT-rpadTa nocse passepTbiBaHWUA MOXET BbITb MEHbLUE.

Buumanue! Ecnv guameTtp cTeHT-rpacTa 6yaeT YpesmMepHo NPeBoCXOAMThL AMaMeTp KPOBEHOCHOM0 COCYAA, TO COCY/ MOMET BbITh
nepepacTaHyT Y NOBPEXAEH, MK BO3MOXHO YaCTUYHOE rohprpoBaHve CTEHT-rpadra.

Mpw 3HA0BACHYIAPHON KHOPPEKLMK MHpapeHasibHOM aHEBPM3MbI C nomoLbio cucTembl Heli-FX EndoAnchor:

* lmnnaHtar EndoAnchor cnegyet yCtaHaBNMBaTb TO/IbHO B T€ 061acTH THaHK aopThkl, B HOTOPbIX OTCYTCTBYET
HanbumnduumpoBaHHana 6aaLWHKa MM TPOMO MM B HOTOPLIX N0A06HAA NaToNorusa HesHaduTeNnbHa unu guddyaHas n UMeeT
TONLMHY MEeHee 2 MM.
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e Kmnnaxtar EndoAnchor He cnegyet UCnosib30BaTh y NauymMeHToB C remopparm4ecHMm guartesom mam c W3BECTHOM
rmnep4yyBCTBUTE/IEBHOCTBIO MU anneprneﬁ Ha marepuanbl yCTPOMCTBA.

* [lna nony4eHUa AONOHUTENBHOM MHpOPMaLMK CM. MHCTPYKLMIO N0 NpuMeHeHuio cuctembl Heli-FX EndoAnchor.
Mpumeuanue. [No gaHHbIM pernctpa ANCHOR KomnaHum Medtronic KnIMHMYECKUIA ONbIT NOATBEPHAAET MCMNOb30BaHWUE CUCTEMbI
cteHT-rpadra Endurant Il / lls B coveTanmm ¢ cuctemoit Heli-FX EndoAnchor ana KoppeKumn aHeBpr3am 6pIoLWHOM YacTy aopThl C
HOPOTHOM NPOKCUMAaNbLHOM LWEMHOM (= 4 MM 1 < 10 mMm). C Uenbio OLEHKM MCXOA0B Y NauMeHTOB C HOPOTKOM LUEMKON, BKIKYEHHbIX
B perucTp, rmasHana naboparopua onpeaenana A/IMHY WelKU KaK 4NnHY, Ha KOTOPOM AMameTp aopTbl ocTaeTca B npegenax 10 %
OT uHpapeHanbHOro gMamerpa.

6 lMpepocTtaBnAeman nayueHTy UHpopmMauua

Mp1 06CYHAEHUM C NALMEHTOM SHAOBACKY/IAPHOrO YCTPOMCTBA M NpoLeaypbl Bpad AOMHEH PACCMOTPETL C/efyoLME PUCKM U1
BbiroAbl:

e Bo3spacT 1 oxuaaeMan NPoACIHUTENbHOCTb MU3HU NaumeHTa

o Pasznuuua Mexay aHA0BACKYNAPHOW KOPPEKLIMEN U OTKPLITEIM XMPYPriecKUM BMELLaTeNbCTBOM.

* PUCHKM W BbIrOAbl, CBA3AHHbIE C OTKPbITbIM XMPYPri4eCKUM BMELIaTeIbCTBOM

*  PUCHKM 1 BbIrOAbl, CBA3aHHbIE C 3HAOBACKYAPHON KOPPEeKUpen

* PUCKM, CBA3AHHbIE C HEMHBA3WBHbIM JIeYEHUEM WU MeAULMHCKUM YXOI0M

* PUCKYM paspblBa aHEBPU3MbI OTHOCHUTE/IbHO PUCKOB SH0BACKYNAPHOM KOPPEKLMU

* BO3MOMHOCTbL TOro, 4TO NOTpPeByeTcA NocneayLLee 3HAO0BACKYIAPHOE MK OTKPLITOE XUPYPriYyecKoe BMeLaTeIbeTBO 415
HOPPEKUWKH aHEBPU3MbI

* [lonrocpo4Han 6e3onacHoCTb U ahdeKTUBHOCTbL cUCTEMbI CTeHT-rpadTa Endurant Il/lls nnu cucTembl cTeHT-rpadTa
Endurant II/lls, ucnonbayemoit B covetaHnm ¢ cuctemoit Heli-FX EndoAnchor, He ycTaHOBNEHbI

* [1nA OLUEHKM COCTOAHUA 3[0POBbA NaUMeHTa U paboTsl CTEHT-rpadTa TPeByIOTCA perynsapHbIe HOHTPOILHLIE OCMOTPbI Ha
MPOTAXKEHUN AIUTENBHOTO BPEMEHU

e [lauueHTbl C onpeaeneHHbIMA KIMHUYECKUMU COCTOAHUAMU (HanpumMep, ¢ aHAOMNOATEKAHUAMMU, YBENUYUBAIOLLMMUCA
aHeBpW3MamMM) JONMHKHbI HAXOAWUTLCA NMoJ, TWaTelbHbIM HabnaeHeM

e CUMNTOMbI paspbiBa aHEBPU3MbI

CneuunanucTbl KoMnaHuu Medtronic peKoMeHAyoT Bpadam B MMCbMEHHOM (hopme NpefocTaBAATb NauUeHTam onvucaHue BCeX
PUCHOB, CBA3AHHbIX C UCNONL30BAHWEM CUCTEMBI CTeHT-rpadTa Endurant Il/lls. PUCKKW, BOZHUHaKOLWME BO BPEMA U NOCNE
WUMMAaHTauuM yCTpoicTea, noapobHO ONucbiBaloTCA B pasaene "HexenarensHole Asnexuna” (1. 4).

7 Cnoco6 nocTtaBKU
7.1 CtepunbHOCTb

Hampan KoHdurypauuma cteHT-rpadra (6udypHaLMOHHbIA KoMnoHeHT, AU, 6paHLua (HOXKa), aopTasbHas 1 NoAB3A0LWHAA
AONONHUTENbHAA YacTb, abAoMMHaNbHAA TPyBKa) HaxXoAUTCA B CUCTeMe AOCTaBKM OTAeNbHO. CTepuansauua BbinoHEHa
BNEKTPOHHO-NY4EBbIM CNOCOBOM. YCTPOMCTBO NOCTABAAETCA B CTEPU/IBHOM BUAE TOJIHO AJ/1A O4HOPAa30BOro UCNoNb30BaHUA.

* He ucnonbayitte 1 He CTEPUNU3YIATE CUCTEMY NOBTOPHO.
* Ec/v ycTpoMCTBO NOBPEXAEHO MK LE/IOCTHOCThL CTEPMIBHOMO Bapbepa HapyLLeHa, He UCNob3YWTe ero. 3a CBeAeHUAMM Mo

ero Bo3sparty obpatuTech B NpeAcTaBMTeNbLCTBO KoMNaHun Medtronic.
7.2 Copepminmoe

e OpHa cucTema cTeHT-rpadTa Endurant Il/lls
*  OauWH BYKNEeT CO CCblIKamu Ha CNPaBoYHYI0 MHpOPMAaLIMIO B ceTH MHTepHeT

WHdopmaumio o noctasre cuctemsl Heli-FX EndoAnchor cM. B MHCTPYHKLMK MO NPUMEHEHWIO, NOCTaBNAEMON C YCTPOMCTBOM.

8 YTunusauua yctpoicTea

Mpuy yTUAM3aLMKM YCTPOMCTBA HEOBXOAMMO COBNIOAATE COOTBETCTBYIOLLME 3aKOHbI M HOPMATHMBHbIE aKThbl, a TaKHe
NpPUAEPHUBATLCA NPOLEAYP, NPUHATLIX B MEAMULMHCKOM YYPEHAEHUM, BKOYAsA Te, KOTOpbIe PacnpoCTPaHAITCA Ha
BMONOrMYECHN ONacHbIe OTXOAbI, MUKPOGHMOIOrMYECKN OMNAcHbIE OTXOAb! M NOTEHLMANBbHO MHPULMPOBaHHbIE BELLECTBA.

9 UHdopmaumA No KJIAMHUYECHKOMY UCNOJ/Ib30BaHUIO
9.1 Tpe6oBaHMUA K NOATOTOBHE Bpayewn
Mepen Mcnonb3oBaHWeM cucTeMbl cTeHT-rpadta Endurant Il/lls Bce Bpayum gonHb! NPOMTH 06y4HeHHe.
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BHuumanue! K ucnonsaosaHuio cuctemel cteHT-rpadra Endurant Il/lls gonycKaroTcs ToNbKO Bpayu M nepcoHasn, 06y4eHHble
TEXHUHE 3HA0BACKYNAPHOrO BMELLATEeIbCTBA M MPUMEHEHMIO 3TOTO YCTPOUCTBA.

TpeboBaHUA K 3HaHMAM W HaBbIKaM Bpadei, MCNob3yoWMX cucTeMy cTeHT-rpadTa Endurant II/lls, nanomeHbl HMHe:

3THONOrMA W NaToreHesa aHeBpPM3M BPHOLLIHOMO oTAeNa aopThl (AAA), a0PTO-NOAB3AOLWHBLIX aHEBPHU3M M CBA3AHHLIX C
HoppeKuunein AAA conyTCcTBYIOLMX 3a60eBaHUl

McnonbaoBaHue 6a1/10HOPaCLUMPAEMbIX MOKPbITbIX CTEHTOB N0 METOAY NapasinentHbix rpadTos

HMcnonbaosaHue umnnaxdTaTtoB EndoAnchor ans aHaoBacKynApHO KOppeKumn MHdpapeHaibHOW aHeBPH3Mbl C NMOMOLLBHO
cucTembl Heli-FX EndoAnchor

MHTepnpeTauua peHTreHorpadmryecKmnx, peHTreHOCKONMYECKMX 1 aHrorpadyecKmx n3obpameHuit
Hapnemallee Ucnonb3oBaHWe PEHTreHOKOHTPACTHbIX BELEeCcTB

MeTtoab! apTepuoCeKLMUH, apTEPUOTOMMM U KOPPEKLMK apTEPHIA, a TaKHe YPECHOMHOro AoCTyna 1 ylIMBaHMA
TexHUKKM UCNONL30BaHWUA HECENEKTUBHbLIX U CEIEKTUBHbLIX MPOBOAHWKOB W KaTETEPOB

Imbonusayma

AHrvMonnacTuHa

MmMnnaHTauma aHA0BaCKYIAPHOro CTeHTa

MeToabl NnpUMeHeHWs neTenb

TexHUKW MUHWUMKU3aLMK Ty4eBOro BO3AEMCTBUA

Bbi6op 1 onpepeneHue pasmepa ycTponcTea

BHumanue! Cuctema Heli-FX EndoAnchor gomtHa Mcnonb3oBaTbeA TONbKO Bpadamu 1 cneupanmctamu, 06y4eHHbIMK
MCNONb30BaHMIO 3TOr0 YCTPONCTBa. PEKoMeHZaumuKu no NoAroToBKe Bpaden gna paboTtsl ¢ cuctemor Heli-FX EndoAnchor cum. B
WHCTPYHKLMK NO NMPUMEHEHUIO, MOCTAB/IAEMOW C YCTPOMCTBOM.

9.2 OnpepeneHue peKoMeHAYeMbiX pa3mMepoB yCTPOWCTBa

HocTynHbl yHazaHHble B Taba. 2 — Taba. 7 paamepbl cuctem cteHT-rpadta Endurant [I/1ls. Mpu BOZHUKHOBEHMM BONPOCOB N0
onpegenenuio pasmepa cteHT-rpadra Endurant Il/lls cMm. KOHTaKkTHY0 MHGOPMaLMIo Ha 3aaHel 0610HHKE 3TON MHCTPYKLMK NO
npvmMeHeHuo. PeKoMeHaaumu no onpeaeneHuio pasmepa 6anngHopacLUMpAeMOoro NoKPbITOro CTEHTa CM. B UHCTPYKLMUK MO
NPYMEHEHMUIO, NPUAaraemoi K yCTponcTay.

Tabnuua 2. Tabnvua paamepos: 6udypKaluroHHaa KoHburypauua Endurant |l

> BHYTpeHHUI auameTp cocyaa (Mm)
BHewHwui guameTtp npoucumafbubln - AnuvHa yyacTka c no- JupoBackynapHas
(Fr) ana?;:b,:"M':';;ameTp HpbITUEM (MM) HoppeKuua uHdpape- | MeToa napannenbHbIX
HaNbHOW aHeBpPU3Mbl rpagros

2 gg i fg 145, 166 29-32 27-30
32x20
32 x16 26-28 24-26
28 x 20
28x 16 23-25 21-23
28x13 124, 145, 166

18 25x 16 21-22 19-20
25x13
23x16 19-20 H/N
23x13
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Tabnuua 3. Tabnuua pasmepos: 6udypHaymoHHasa HoHbUrypauus Endurant lls

= BHYTpeHHUIA guameTp cocypa (mm)
BHewHuit guametp |'|p0chl\na31beln - A vHa yyacTKa ¢ no- AHpoBacKynapHas
AUCTa/IbHbIM guameTp
(Fr) (MM X MM) KpbiTHem (MM) HKOpPeKUMA uHbpape- | MeToa napannenbHbix
Ha/lIbHOW aHeBpPU3Mbl rpacToB
20 36 x 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/M
Tabnuua 4. Tabn1ua pasmepos: HOHOUrypauua GpaHLLK (HOMKHK)
BHelHui | MpoHcUManbHbIM X AUCTaNbHbIN
auametp i .quame'rg Anha ytlac?:!amt; NOHPRITUOM BHyTpeHHMH guameTp cocypa (Mm)
(Fr) (MM X Mmm)
16 x 28 23-25
16 x 24 82, 93, 124, 146, 156, 199 19-22
16 16 x 20 15-18
16x 16 12-14
16x13 146, 156, 199 10-11
16x 10 8-9
16x 16 12-14
14 16x13 82,93, 124 10-11
16x 10 8-9

Ta6bnuua 5. Tabavua pasMepoB: HOHUrypauuva NoAB3L0WHON AOMNONHUTENBHOM YacTu

BHewHui guamerp (Fr) nﬁ::;::ﬂl:g:i:::n:rpﬁu FHES v‘lacg::l ¢ NPT BHyTReHHUA AuaMeT) COCY-
(MM X MM) (Mmm) Aa (Mm)
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

Tabnuua 6. Tabnvua pasmepos: HOHDUrypauua aopTasbHOM JONONHUTENBHOM YacTU 1 abA0MUHAIbHOM TPYBKM

. BHYTpeHHU guameTp cocyga (mm)
BHewHWiA gnameTtp HPOHCHma“anbIH s A/NMHa yyacTHa ¢ no- 3HpoBacKynApHas
(Fr) HHCTa?;:b;“M;:;aMETp KpbiTeM (Mm) KoppeKruua uHdpape- | Metog napanienbHbiX
HaNIbHOW aHeBpPU3Mbl rpagToB

20 36 x 36 29-32 H/MN

32x32 26-28 H/M

28 x 28 49,70 23-25 H/MN

18 25x 25 21-22 H/M

23 x23 19-20 H/M
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Tabnuua 7. Tabnuua paamepos: 04HOCTOPOHHAA aopTo-noaeagowHan (AUl) HoHdurypaums

= BHYTpeHHUIA guameTp cocypa (mm)
BHewHuit guametp HPOHCHma‘FbeIH - A vHa yyacTKa ¢ no- AHpoBacKynapHas
AUCTa/IbHbIM guameTp
(Fr) (MM X MM) KpbiThem (Mm) HKOpPeKUMA uHbpape- | MeToa napannenbHbix
HaJIbHOW aHeBpPHU3Mbl rpagToB
20 36 x 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/N

9.3 OcmoTp ycTpoicTBa

OcwmoTtpuTe ycTpoicTso Endurant II/1ls 1 ero ynakoBKy Ha NpeAanMeT OTCYTCTBUA NOBPEXAEHUA W AeheHToB. ECM CPOK rogHOCTU
WCTEHK, YCTPOMCTBO NOBPEHAEHO MK LENOCTHOCTL CTEPUIBHOMOC Bapbepa HapylleHa, He MCNoNb3YyinTe YCTPOWUCTBO. 3a
CBEefleHUAMK N0 ero BO3Bpary uin saameHe obpaTtuTechk B NpeacTaBuTeIbCTBO KoMnaHuu Medtronic.

9.4 Heob6xogumbie matepuasbl (OTCYTCTBYHOLWME B YIIAKOBKE CUCTEMbI CTEHT-rpagdra)
H Havany onepauuy fonHHbI 6biTb NOArOTOB/EHb! CEAYIOWME NPOAYKTLI U MaTepUabl:

e [lononHuTenbHble cucTembl cTeHT-rpadTa Endurant ll/lls (6udypKaLMOHHBIA KOMNOHEHT, KOHTpanaTepanbHan bpaHLua,
aopTasibHaa Aono/IHUTENbHAA YacTb, abAoMHHaNBHAA TPyBKa U NoAB3A0WHAA AONOAHWTEIbHAA YacTb) Pa3NUYHON A/IMHbI 1
AvameTpa, YtTobbl 06ecneymTb COOTBETCTBUE MMNNaHTaTa 0CO6EHHOCTAM aHaTOMUYECKOro CTPOEHMA NaumeHTa.

» BannoHopaclmpsAemMble NOKPLITbIE CTEHTbI PA3UYHBIX AJIMH U AMAMETPOB (TOMLKO METOZ NapannenbHbIX rpadTos)

e [1nA 3HAOBACKYNAPHOM KOPPeKLUMK MHbpapeHanbHoM aHeBpM3Mbl — A0MONHUTENbHbIe cucTembl Heli-FX EndoAnchor u
COBMECTMMbIE MHTPOALIOCEPbI.

* YCTPOWCTBO A5 PEHTIEHOCKONWU ¢ hyHKUMEN umndpoBom aHrmorpadum (C-gyra unv ctauymMoHapHbli). PeHTreHocKonuyecKoe
n3obpareHe U BO3MOMHOCTb 3an1cuy U NpOCMOTpa BCEX U30BpameHui.

¢ PasnuuHble NPOBOAHWUKM COOTBETCTBYOLWEH AMUHBI. [TOMUMO NPOBOAHWMKOB, MCMOL3YEeMbIX 419 COCYAUCTOro 4oCTyna, Ans
MaKCUMasIbHOM MOMOLLM NPOXOXAEHWIO CUCTEeMbI focTaBKu Endurant II/lls B aopTanbHoe pycno cnegyeT UCNonL30BaTh
NPoBOAHWKK AvameTpom 0,89 mm (0,035 in) Man aHaNorMyHele.

e [enapvHU3UpPOBaHHbIA HU3NONOrMYECKWIA pacTBOp

9.5 PeKomeHayembie marepuasbl (OTCYTCTBYIOLME B yNaKOBKe CUCTEMbl CTEHT-rpagra)
H Havany onepauuu AonHbI 6bITb NOATOTOBAEHbI CeAYIoWME NPOAYKTLI MU MaTtepuasnsbi:
e [lpaBunbHO NOACGPaHHLIA NO pasmepy UHTPOALIOCED ANA CO3AAHWA KaHana, AOCTAaTOYHOro ANA MCNOL3YEeMOM CUCTEMBI
poctaeku Endurant Il/lls

* CTepu/bHble MHTPOABIOCEPDI ANA BBEAEHWUA B 6epeHHbIE apTepri BO BPEMA KapTHUPOBaHUA WK NONYyYEHNA
AMarHOCTMYECKOTO M306PpaKeHNs B AasibHEMLLEM

e ABTOMATMYECKMIA LUNPUL, ANA aHrMorpadmUIeCcKMX KOHTPACTHbIX UCCef0BaHMI

* PeHTreHOKOHTpAcTHaA IMHEeMKa C CaHTUMETPOBLIMU AeNeHUAMK

*  OnacTu4Hble 6ann0HHbIE KaTeTepb! ANA PaACLUMPEHUA CTEHT-rpadita nocae MMnaaHTaumm
* PasHoHanubepHble AMarHoCTUYECKUE KaTeTepsl

* PasHoKanuéepHble 6aNN0HHbIE KaTeTepbl ANA NOTEHLMaIbHO BOSMOXKHOIO pacluMpeHna KPOBEHOCHbBIX COCYAOB C LeNbio
BBEAEHUA cucTembl gocTasku Endurant II/1ls

* PeHTreHOKOHTpacTHOE BEeLecTBO

* CTepu/ibHasA CMIMKOHOBaA CMasKa v CTEPU/IbHOE MUHEPE/ILHOE Mac/io

e YcTpoicTBa AR HANIOHEHWUA BHYTPEHHUX LUBOB

e JHAOBaCHYNAPHbIE CNKPann, COCYAMCTbIE 3aryLLKKU U COCYANCTbIE OKHNO3MOHHBIE YCTPOMCTBa (Hanpumep, okKaoaep Talent

—cM. Pasg. 1.1.8 w Pasg. 10.2.16)
9.6 UHdopmauua o 6ezonacHocTu MPT

B HeHAMHKUYEeCHOM UccnepoBaHuK npogemoHcTpupoBanu, Yto MPT cteHT-rpadTa Endurant II/1ls MOXHO BbINOAHATL C
cobNAEeHUEM OrpaHuyeHuii. [NauueHT ¢ TaKUM YCTPOMCTBOM MOXET Be3onacHo npoxoamte MPT npu chegyowmx yenoBuaXx:

e CTtaTtn4ecKoe marHuTHoe none Tonbko 1,5 mnu 3,0 Ta
* MaHKcHManbHbIM NPOCTPAHCTBEHHLIM rpagmMeHT nons He 6onee 2500 raycc/cm
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* MaKCUMasbHOE 3aperMcTpuposBaHHoe ana cuctembl MPT cpegHee AnA Bcero Tena 3HavyeHue yaenbHOM CKOPOCTH NOMOLWEeHMA
nanyyerus (SAR) 4 BT/Kr (ynpasnsembli Ha NEPBOM YPOBHE PEHMUM)

MpeanonaraeTtcs, 4TO B ONUCAHHBIX Bbille YCAOBUAX CKaHUpoBaHWA cTeHT-rpadT Endurant Il/lls BbisbiBaeT:

* MaKcumansHbili nogbem Temnepartypsl 1,00°C nocie 15 MUHYT HENPepbLIBHOIO CKaHMpoBaHUA ToMmorpadom 1,5 Tn

* MaKcumanbHbIi nogLemM Temnepartypel 3,27°C nocne 15 MMHYT HENPEPLIBHOMO CKaHUpoBaHWA ToMorpadom 3,0 Th
ApTedaKT u3obpameH1a pacnpocTpaHAeTcA NPUBAM3UTENBHO Ha pacCcToAHWE OT 5 MM A0 8 MM OT rpaHMLbl YCTPOMCTBA HaK BHY TPU
npocBeTa, TaK v BHE ero. 3TW faHHble 6blnK NosTy4eHbl NP1 CKaHMPOBAaHWK B XOA,e HEKIMHWUYECKOro UCCNefoBaHuA C NPUMEHEHWEM

cnepyroLLeit nocnefoBaTeNbHOCTH: CMMH-9X0 U FPafMeHT-3X0 COOTBETCTBEHHO, Ha MP-cucteme 3,0 Tn Siemens TrioTim (¢
nporpamMmMHbiM o6ecneveHvem VB 13) ¢ KaTyLwKOM AnA BCcero Tena.

Ecnun umeeTca HECKOBKO YCTPOMCTB, CneayeT MCNoNb30BaTh MaKCMMasibHO CTPOorMe orpaHiyeHuna K Bosgencteunio MPT. Mpu
BO3HWUKHOBEHWWU BOMPOCOB CBA3LIBAMTECH C NPOM3BOAUTENAMM YCTPOMCTB.

10 UHCTPYKUMKM NO UMNIaHTaLumn
10.1 MNMoproTroBKa cocyaucToro AocTyna M ycTpoucTBa

Mepep MmnnaHTaumein KOHOUrypaumin aopTanbHOro U NOAB3A0WHOr0 CTEHT-rpadTa A0MHHbI 6bITb NPABUALHO ONPEAEEHbI
pasmepbl a0pThl U NOAB3AO0WHbLIX apTepuii. MamepeHus BbINOAHATCH C MOMOLLbIO KOMMbIOTepHOM ToMorpadum (KT) ¢
HOHTPaCTHbIM YCUNEHUEM, a TaKKe aHrMorpamm yrnomMaHy TbIX a0pTbl U NOAB3A0LWHBIX apTepuit. TpexmepHan BU3yanusaumna TaKke
MOMeET 6bITb None3Hon. Cm. Pazg. 9.2. 3T nsobpameHua 0NHHbI ObiTb AOCTYNHbI 417 NPOCMOTPa BO BpeMA Npoueaypbl. Takxe
[ONHEH BbITb AOCTYNEH MHCTPYMEHTAPUIA ANA COCYAUCTOM XMPYPrKM U Apyrue XMpypruyecKue npuHagNexHoCcTH, Heobxoaumble
ANA pocTyna K apTepuu.

YT06bI YMEHBLLMTL PUCK TPOMBO3MEONUM, PEKOMEHAYETCA renapuHU3aLma nauMeHTa BO BpemMs NpoLeaypbl.

BHumaHue! He oTBoguTe 060104Ky rpathTa CMCTeMb! AOCTABKU 10 TEX NOpP, NOKa cucTema He ByAeT TOYHO NO3MLMOHMPOBaHa B
cocyfe v roTosa K passepTbiBaHUIO.

BHumaHue! HuKoraa He npoABuraiiTe U He OTBOAMTE 060PYAOBaHKE B COCYAUCTOM pyce 6e3 UCMONb30BaHWA PEHTTEeHOCKOMUM.

10.1.1 CocyaucTtbii gocTyn

1. Cobntogas npasuna acenTUKK, BbINOIHUTE COCYAUCTLIM 4OCTYN Yepes 6epeHHble apTepuu.
2. BBeauTe NPOBOAHMWK B UNcUnarepanbHy 6epeHHYI0 apTepHio U NPOBEAMTE Ero BbILLE NOYEYHbIX apTepUid.

3. C KoHTpanaTtepanbHol CTOPOHbI 6eApeHHOM apTepumn BBEAUTE BTOPOKM MPOBOAHVK N0 HANPaBAEHMIO K GpIOLWIHOMY OTAeny
aopThbl.

4. Mo aToMy NPOBOAHWKY NpOBeAMTE aHrnorpadryecKWin KaTeTep BbIle NOYEYHbIX apTepui.
5. BbinonHute aHruorpaduio.

Mpumedanue. AnA goctyna B 06LLY0 NOAB3AO0LWHYI0 apTEPUI0 EEPOATHO NOTPEGYETCA CAeNaTh AONOHUTE bHbIN paspes.

10.1.2 HateTepu3sauuma no4eYHbIX COCYA0B Yepes NOAMbILEYHbIA MU Ne4eBOM JOCTYN (TONBKO MeToa napaniesbHbIX
rpacToB)

1. Cob6ntogan npaBuna acenTyKK, BbINONHWUTE COCYAUCTbIM AOCTYN Yepea IEBYI0 NOAMbILLEYHYIO MK NIEYEBYIO0 apTepHIO.

2. BbInonHWTe KaTeTepusaumio NoYeYHOM apTeprur UNK apTeprii C MOMOLLLbIO CTaHAAPTHOrO MHTEPBEHLMOHHOIO MeToga

3. C nomolbio cTaHAapTHOroO MeTo4a BbINOAHUTE 3ameny YCTDOFICTBEI Ha NpoBOAHUK [OCTaTO4HOM HECTKOCTH C M3O0rHYTbHIM
arpaBmMmarmuyHbIM HOHYUHOM

4. Mocne KaTeTepusaLWm NOYEYHON apTepuun UK apTepuii NPOBEAUTE B NOYEYHYI0 apTepPUio MHTPOALIOCEP COOTBETCTBYIOLEro
pasmepa, YTo6bl COXPaHUTbL COCYAMUCTLIM AOCTYM.

5. MoAroToBLTe CUCTEMY AOCTABHU 6a/TOHOPACLUMPAEMOro NOKPLITOro CTEHTA B COOTBETCTBMM C MHCTPYHUMAMM MO
NPYMEHEHUIO YCTPOWCTBa

6. MpoeeauTe 6aN10HOPACLIMPAEMbIA MOKPLITLIA CTEHT UK CTEHTLI B BbIGPaHHYIO NOYEYHYH apTeEPUI0 UKW apTepuu.

MpumeyaHune. Bo Bpema BMeLATENIbCTB OTCAEHMBAINTE aHTUHOArYNALMIO C NOMOLLbIO aKTUBMPOBAHHOIO BPEMEHW CBEPTLIBAHUA
WK aHAIOrMYHOr0 MeToAa, 0COBEHHO B CNyYae YCTaHOBKWU HECHOIbKUX rpadToB METOAOM "AbiMoxoza" MK NPOACHUTENBHOM
onepaumu.

MNpumeyaHue. [1nsa KOHTPONA KaTeTepusaLyn W NpeaoTBPaLLEHWA BO3MOXHON TPaBMbl NOYEYHOM apTepUK UCMONb3YHTe
CBEPXCE/IEKTUBHYIO MOYEYHYH aHrMorpapumio.

MpumevaHue. na ctabuamsaynmn KaTeTepos M UHTPOABIOCEPOB B NPOLECCE KaTeTepm3aaLmi MOXET OKas3aTbCA NONE3HBIM
MOAENUPYIOLWMIK BaNN0H.

BHumaHue! [paBOCTOPOHHWIA N1EYEBOI MW NOAMbILLIEYHbIM AOCTYN CONPAXEH C 60/1e€ BbICOKOM 4aCTOTOM LepebpaibHbIX
OCNOHHEHWH.
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BHumanue! HanbuuduKaT uam TpomMé MoryT BOCMPenaTCTBOBaThL KateTepusaLyy NoyeyHon apTepum Uan apTepui.

PucyHoK 4. Hatetepusauunsa noveyHbIx COCyAoB (TONBKO METOZ napanienbHbix rpadTos)

~

10.1.3 MoparoToBKa ycTpoicTBa

1. BbINOAHWUTE PEHTFEHOCKOMWIO CUCTEMbI [OCTABKM, YTOGLI BU3yasIM3MpoBaTh PEHTTEHOKOHTPACTHbIE MapKepbl Ha
CTeHT-rpadTe. PEHTTEHOKOHTPACTHbIE MapHEPbl YKa3biBakaT NOJIOMEHWE NPOKCHMAIBHOIO M AUCTaNBHOro Kpaes marepuana
rpagra.

2. MoBepHUTE 060104KY rpadTa, YTOGbI BIPOBHATL PEHTFEHOKOHTPACTHBIM MapHep BXoAa Ha KOPOTKOM 6paHLue
61dYpHaLMOHHOM KOHPUrypaLmK No KOHTpanarepasbHOM NOAB3AOLIHOM apTepui NnaumeHTa.

3. MpomoiiTe NPOCBET ANA NPOBOAHWMKA renapMHU3MPOBaHHbIM PU3MONOrMHYECKMM PACTBOPOM.

4. lNepepn BBEAEHMEM B COCYA aKTUBUPYUTE rMAPOGUABHOE NOKPLITUE, aKKYPaTHO NPOTUPAA BHELLHIOK NOBEPXHOCThL 060104KU
rpadTa CTepUILHOM Mapnei, CMOYEHHON B DU3MONOrMYECKOM pacTBope, A0 Tex Nop, NoKa o6on04Ka rpadra He cTaHeT
CHOJ/b3KOM Ha OLLyMb.

10.2 MNMpoueaypa pocraBKKU

AnA AuarHoCTUYECHUX UCCnefoBaHWi cneunanieTel KomnaHum Medtronic peKoMeHayIoT UCMOob30BaTh MHTPOALICED
COOTBETCTBYIOLLErO AnameTpa. [1ns BBEAEHWA CUCTEMBI JOCTABHW UM Pa3BEPThIBAHWA CTEHT-rpadTa MHTPOALIOCEP He TPeByeTcA.
MNpu aHAOBaCKYNAPHOM HOpPeKLMK MHpapeHanbHOM aHeBpraMbl ¢ nomoLLbio cucTemsl Heli-FX EndoAnchor: guameTp 1
mMopdonorva cocyaa, Yepes KOTOPbIM OCYLECTBAAETCA AOCTYM, JOJIHHbI BbITb NPUroAHbI A5 UCMOAB30BaHMA YCTPOACTBA U
BBeAEHWA MHTpoAbocepa Kanubpa 16 Fr. QHaoBacKynAapHaa KOppeKuma MHdpapeHanbHOM aHeBPU3MbI C MOMOLLBIO CUCTEMbI
Heli-FX EndoAnchor BbinonHAeTcA Ha yCMOTpeHWe Bpada, BbinonHaAwoLwero uMmnaaHtaumio. Komnanua Medtronic pekomeHayer,
4yT106bI MMNNaHTaunA EndoAnchor nposoguiack nocse pasmeLleHmMa aopTaibHOro aHaorpagTa v BoliNoAHEHWA 6a1I0HHOMO
pemoaenvpoBaHus MHdpapeHanbHOWM 30HbI repMeTU3aLmu CUCTEMbI CTEHT-rpadTa. Cm. Pasg. 10.2.18.

BHumaHue! He nssnexaire NpoOBOAHMK, NOKa cUCTeMa AOCTaBHM HAXOAWTCA B Tesle nauueHTa.

MpepynpewpeHue. Ytobel npegoTepatMTb TPOM6006pa3oBaHKe, Nnepes BBegEHUEM YCTPOMCTBA PEKOMEHAYETCA B/B BBECTH
BTOpOM 6oAtOC renapuHa.
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10.2.1 BBepeHue 6udypHaLMOHHON KOHdUrypauum
MpepynpempeHue. He npogsuraiiTe cuctemy AOCTABKM, HE PA3MECTUB NPOBOAHMHK.

1. MepneHHo BBEAUTE CUCTEMY AOCTABKM.

2. MposeguTe ee No NPOBOAHWKY TaK, 4TOGbI B LEe/IEBOI NPOKCUMaUIBHOM LEMKe aopTbl BU3YyaIM3MpoBaIvcs Hawbonee
NPOKCKUMa/IbHble CTEHTbI M PEHTFEHOKOHTPACTHbIE MapHepbl (Puc. 5).

3. BBeauTe KOHTpacTHOE BeLLeCcTBO Yepes aHrMorpauyecKkuii Katetep (NUr-Tein) B GpoLWHON OTAEN a0PThl U OTMETLTE
BbIBpaHHOE MECTO Ha dKpaHe C U30BparKeHWEM UK Ha Tene naumeHTa.

4. V3meHuTe NonomeHne budypHaLMOHHOM KOHBUIypauum CTEHT-rpadTa TaK, YToObl BEPXHUI Kpal TKaHoro rpadra
HaX0AWNCA HUHE CamMOro HUHHEro HenevYeHHoOro BUCLLEPanbHOro cocyaa.

MpumeyanHue. Hpaii TKaHoro rpadTa AoMHeH HaxoauTbeA Ha 0,5 MM — 1,0 MM Bbille BepXHEro Kpas NpoKCUMasIbHbIX
PEHTTEHOKOHTPACTHbIX MapHEPOB.

Mpumeyanune. Ecnv BEpXHWIA Kpait TKAHOrO rpadTa pacnosIOMEH CMLLKOM 6AM3KO K HENIEHYEHHOMY BUCLEPaIbHOMY COCYAY, TO
ANA ONpeAeneHns I0KanM3auum Camoro HUHHEro HesleYeHHOTO BUCLLePasibHOro COCYAa U NPOBEPHKM NONOHEHUA YCTPOMCTBA
nepes ero noNHLIM pa3BepThiBAHMEM MOXHO BBECTU KOHTPACTHOE BELLECTBO.

MpumeyanHue. Mpn UCNONL30BaHMM METOAA NapannebHbIX rpapToB BHUMATEIbHO OTC/IEHUBAIATE NONOHEHUE CTeHT-rpadTa Bo
BpemMA 6a//IOHHOrO PeMOAENMPOBaHWA, MOCKO/BKY BO3MOMHA ero NPOKCMMasbHas MUrpaums.

BHumanue! [Mocne onpeaeneHua NPoOKCMManbHOM I0KaIM3auUmnn He UBMEHAMTE NOJIOHEHWE NaUMeHTa U PEHTTEHOBCKOrO
060pya0BaHMA, MOCKO/ILHY 3TO MOMET HapyLWKWTb TOYHOCTL PasMeLLeHna CTeHT-rpadTa.

BHuMaHue! AHrorpathmyecKuii Katetep MOMHO yAaIMTb A0 pas3BepTbiBaHnA. OaHaKO, ec/iu 10 pasBepTbiBaHUA
aHrorpadmryecKuii Katetep He 6bi1 yaaneH, To A0 ero yaaneHusa yAoCTOBEPLTECh, YTO KOHYMK (HanpumMep, Nur-Tein Katetepa)
BbIMNPAM/IEH C MOMOLLLIO NPOBOAHWKA, YTOBLI CTEHT-rpadT He CMeCTUICA B 06paTHOM HarpaBieHWH.

BHumaHue! MNpu BbipaBHUBaHWM NONOKEHWUA CTEHT-rpadTa y6eanTech, YTO PEHTIEHOCKOMN HAXOAMTCA NoA NeprneHAVKYAAPHbIM
YI7IOM K LEHTPaNbHOM JIMHUKM MHPapeHaIbHOro OTAENa aopTbl. ITO NO3BONUT M3BEHAaTh Napasinakca M Apyrux NpUUYMH OLMBoK
BU3yanm3auuu. [ina aToro MOMeT noTpe6oBaTbCa NpUaaTe Tpy6Ke yeunutens usobpamenus (I-1) HeKoTopbIi
HpaHWanbHO-KayaanbHbIM HAaK/IOH, 0CO6EHHO NpKY NepeaHem Uarube WerKu aHeBpU3MBbI.
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PucyHoK 5. BBegeHue aopTasibHOM CUCTEMbI LOCTAaBKM

®

s s

1 OHpoBacKynAapHaA KoppeKuua MHhpapeHasibHOM aHeBPU3MbI
2 Metop napannenbHblx rpadToB

10.2.2 MNoaTBepHAEHME NONOHEHUA
1. Y6eguTech, 4TO AUCTaIbHAA YaCTb HOHTpanaTepasbHOM KOPOTHOM HOMKM HaxoAUTCA Bbille BudypHaumMm aopThl U B
aHeBpPU3MaTHYECKOM MeLUKe, a He B NOAB3AOWHOW apTepum.
2. MoBopaunBaiTe PYKOATKY 4O TEX NOP, NOHA PEHTTEHOKOHTPACTHbIM MapKep Ha AUCTaNbHOM CTEHTE KOHTpanaTepanbHoM
KOPOTKOW BpaHLUM He BbIPOBHAETCA C KOHTpanarepasibHOM NOAB3A0LWHOM apTepuet.

npumeqauue. Ecnun npyv NoNbITHE BpaleHna CUCTEMbI, HOHYUK HE BpalllaeTcA BMecTe C pyHOF!THOI:I‘ OTTAHWUTE CUCTEMY Ha3aj U
YCTaHOBUTE €€ 3aHOBO TaK, YTObbl 4OBMTLCA HEOBXOAUMOrO NONOHEHHS.

10.2.3 Pa3BepTbiBaHME NPOKCUMAJILHOTO KOHLLA 6UdypKaLMOHHOMN KOHGUrypauum

1. B3ABWKCL OQHOM PYHOI 3a NepeaHIon PYHOATKY, HEMOABUIHO YAEPHMBANTE CUCTEMY JOCTaBHM.

2. MepneHHo cTAHWUTE 060N04KY rpadTa Apyroi pyKoi, NoBopavMsas BHELLHWIA NON3YHOK NPOTHB YacoBOM CTPENKU
(HanpaBneHWe yKasaHo CTPEIKOW Ha NON3YHKE) TaK, YTOOb! 3aKPbIThIA CynpapeHanbHbld CTEHT 0GHAMKUICA U NOJIHOCTLIO
pasBepHYIUCh 2-3 NOKPbITbIX 060104KOM OCHOBHbIX cTeHTa Endurant Il uan Endurant (cm. Puc. 6).

3. C nomolubto aHrnorpadmum nposepsTe NONOHEHUe BUdypHALMOHHON KOHOUIypaunmM OTHOCUTEIbHO CaMOro HUMHEro
HeNe4yeHHOro BUCLEPasbHOro cocyaa.

4. Mpy HEO6XOAMMOCTM OCTOPOKHO MOATONKHUTE BCIO CUCTEMY AOCTABHKM NPOKCUMALHO UK OTTAHUTE AUCTA/IbHO TaK, YTObbI
NPOKCUMAabHbIN KOHEL MaTepuana rpadta HaXo0AWICA AUCTANbHEE CaMOro HUMHETO HEJIeYEHHOTO BUCLEPaNbHOro cocyaa.

MNMpumeyaHune. B manoBepoaTHOM Cay4ae NOAOMKK B CUCTEME OCTaBHW, NPUBOAALLEN K YaCTUHHOMY pasBepThIBAHWIO
CTeHT-rpadTa BBUAY 4aCTUHHOIO OTAeIeHUA 060/104KM rpadTa, YTo6bl BbINOIHUTL YCNELHoe pa3BepThiBaHWe CTeHT-rpagTa,

MOMHO BOCMNO/L30BaTLCA TEXHUHOM "pasbopKu pyKoATKKU". Cwm. [71. 11.

BHumaHnue! He Bpawaiite 060104Ky rpadra npu passepTbiBaHUK, MOCKO/bKY 3TO MOMET MPUBECTH K NEPEKPYYUBAHUIO
YCTPOWCTBA M ero BPaLLEHUIO NPy PasBepTbiBaHUM.

BHumaHue! Ecnu cnyvaiHo cTaHyTb 060104KY rpadTa, TO CTEHT-rpadT pasBepHeTCs NpemaeBpeMeHHO U MOMET BbITb
NO3ULMOHUPOBAH HENpPaBUIbHO.
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Mpeaynpexigerne. B cnyyae HeNpaBuIbHOMO BbIPaBHUBAHWA PEHTTEHOKOHTPACTHbIX MapHepOB BO3MOMHO HENpasuabHoe
pasBepTbiBaHWe CTeHT-rpadTa.
PUCYHOK 6. Pa3BepTbiBaH1e NPOKCUMAaIbHOMO KOHLA 6UdypKaLUOHHO KOH(UrypaLmm

7

I"\

1 SHpoBacKynapHana HoppeKuua nHdpapeHanbHOM aHeBPU3MbI
2 Metop napannenbHbiX rpapToB

10.2.4 PasBepTbiBaHKe HOHTpanaTepasibHOM 6paHLLuKn 6udypHaLMOHHOW KOHpUrypaLmm

Mpoaonan HeNOABUKHO YAEPHMBATL NePeAHIO PYKOATKY CUCTEMbI JOCTABKK, NOBEPHUTE PYKOATHY NON3YHKa NPOTUB YaCoBOM
CTPenKKu, HeMeaJIeHHO OCTaHOBMBLUMCh, KOr4a HOHTpanarepasbHana 6paHiwa BbicBoboauNack M3 060104KKM rpadta uar 060104KK

pocTtaBku (Puc. 7).
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PucyHOK 7. PazBepTbiBaHWE KOHTpanarepasbHOM 6paHLUM

@

~

1 DHAoBacKy/ApHaA KOppPeKuusa MHppapeHasibHOM aHeBPU3MbI
2 Metoa napannensHbix rpahToB

~

10.2.5 BbicBO6OHaeHME NPOKCUMA/IbBHOIO HOHLA CynpapeHasibHOro CTeHTa
1. C nomolLbio aHr1orpapumu NpoBepsTe NOoHeHWe BUDYPKALMOHHON KOH(UIypaLun OTHOCUTE/IbHO CaMOr0 HUHETO
Hefle4yeHHoro BUcLiepanbHOro cocyaa.
2. lNpoponwanTe HENOABUKHO YAEPHUBATL CUCTEMY AOCTABKW 3a NEPEHIO PYKOATKY OAHOM PYKOA.

3. [pyroi pyKoi nosopayvBaiiTe KONeCUKO XBOCTOBUKA, NPOABUras KOHWMYECKMIA KOHYMK Bnepep, 4Tobbl BbICBOGOAUTL
NPOKCUManbHbIM KOHEL, cynpapeHansHoro cteHTa (cM. Puc. 8).

4. HoHTponupys BbICBOGOMKAEHME CynpapeHanbHOro CTeHTa C MOMOLLBI0 PEHTTEHOCHONWM, NPOLOMKAMTE NOBOpaYMBaTh
KONECHKO XBOCTOBMKA A0 TEX MOp, NOKa OH MOJIHOCTHIO He BbICBOBOAWTCA U3 WNUHAENA CUCTEMbI JOCTABKM.

NMpumevaHue. B MmanoBepoATHOM cy4Yae HEBO3MOMHOCTM BbICBOBOHAEHWA MPOKCHMMANbHOro KOHLA cynpapeHanbHOro CTeHTa,
cm. . 11.

BHumaHue! B cnyyae manoBeposTHOro CobbITUA OTAENEHUA KONECHKA XBOCTOBMKA BO BPEMSA Er0 BPaLLLEHWUS, CHUMUTE KOIECUKO.
Bpy4Hyto npoaBuraiTe BbicTynalowme A3bl4KW BNEPEA Ha BUHTOBOM NepeaaYe TaK, YTobbl BCe CynpapeHasbHble CTEHTHI
BblcBOGOAUNUCE U3 WNKUHAENA. Cm. 7. 11.
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PUCYHOK 8. BbicBOGOMAeHME MPOKCUMAaILHOMO KOHLA CynpapeHanbHOro CTeHTa

I\

1 SHpoBacKynapHan HoppeKuusa nHdpapeHasbHOM aHeBPU3MbI
2 Metop napannensHbix rpadToB

10.2.6 PasBepTbiBaHMe JUCTANIbHOIO KOHLA 6MdYPHALUOHHON KOHDUIYpaLUK

MOMHO NPOAONKMTL BpaLLeHWe BHELLUHEro NON3YHKa NPOTUB YaCOBOM CTPEIKM N, HENOABWIKHO yAepHMBana NepeaHIon PYHOATHY
CUCTEMBI AOCTABKM, 60/IbLUMM NanbLEM PYKW 3ayHaTb Ha BHELUHEM MOA3YHKE TPUITEP M OTTAHYTb €ro Ha3aj TaK, YTobbl
6UdYPHALMOHHLIN CTEHT rpadT NONHOCTLIO PasBepHY/CA.

NMpumeyaHue. OTBeguTe 060N104KY rpadTa 3a rMBHMI KOHYMK cTonopa cTeHTa (NpubanauTensHo Ha 10 Mm), 4ToBbI yBeanuTheA, YTO
Kpait 060104KM rpadiTa He CMeCTUT rpadT BO BpeMA NPOABMKEHWA HaTeTepa Bnepes A/1A NOBTOPHOrO 3axBara KOHYMHaA.

BHumanwue! [Mpu cnob3oBaHWK /18 YCHOPEHWs pasBepThIBaHWA CTEHT-rpadTa TpMrrepa cMcTeMa A0CTaBKM LO/HHA OCTaBaTbCA
HenoABwKHOM. He noBopauuMBaiite cMcTeMy AOCTaBHM BO BPEMA Pa3BepTbiBAHWA CTeHT-rpadTa.

PUCYHOHK 9. PasBepTbiBaHWe gUCTaNbLHOIO KOHLUA BUdYpPHaLMOHHON KHOHDUrypaumnu

1 BudypHaumoHHas KoHgurypauma Endurant Il
2 BbudypKaumoHHan KoHdurypauma Endurant lls
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10.2.7 MMOBTOPHbIA 3aXBaT WNUHAENA B HOHUYECHOM KOHYMHKE

Mpumeyanwue. MNpu ucnonbaoBaHUKM BUbYpPHaLMOHHOM KOHOUIypauun Endurant lls octaBsTe cucTemy AOCTABHKU HA MecTe
NpPUMEHEHWA BO BpEMA pasBepTbiBaHMA CTeHT-rpadTa 6paHLLmn (HOXMKKW) B KOHTpanaTepaibHoM bpaHLue (HOMKeE).

1. MpoponmaiTe HENOABUHHO YAEPHUBATL CUCTEMY AOCTABKW 32 NEPEeLHIO PYKOATHY OAHOM PYHOA.

2. YnocToBepLTECH, YTO WNWHAE b NONHOCTBLH OTAENEH OT CyrnpapeHabHOro cTeHTa. Ecauv WwnuHaens He 0TAeNEeH NONHOCTLIO,
OCTOPOMHO MOBEPHUTE CUCTEMY AOCTaBKM.

3. Mpogsuran B NPOKCUMaNbHOM HanpaBieHMK BCIO CUCTEMY AOCTaBKW NPUBAU3NTENBHO Ha 3 CM, aKKypaTHO BpauwaiTe
CUCTEMY AOCTaBKM TaK, YTOBb! KOHUYECKUIA KOHYMK U LWNUHAENb NONHOCTbLIO BbICBOBOAMAUCH U3 CynpapeHanbHOro CTeHTa.

4. [pyroi pyHoi NoBEpHUTE KOMIECMKO XBOCTOBUKA NPOTUB YACOBOM CTPENKM, YTOBbLI NOBTOPHO 3aXBaTUThb LWNUHAENL B
KOHMYECHKUW KOHYKK (CM. Puc. 10).

5. C NoMoLLbI PEHTFEHOCKONUK Y6eAMTECD, HTO LWNUHAEb NOBTOPHO 3axBadyeH B MydTy KOHWYECKOro KOHYMKA.

6. lMNpoponmaiiTe NoBOpa4MBaTh KOIECMKO XBOCTOBMHKA NPOTHB YaCOBOM CTPE/IKM TaK, YTO6bI WNWHAEb Bbla MONHOCTLIO
NMOBTOPHO 3aXBayeH, a KOJIECMHKO XBOCTOBMKA JOLWN0 A0 OcHoBaHWA (Pue. 10).
Mpumeyanue. Mpu NpoTanKMBaHWM CUCTEMbI AOCTABKM Bnepea cobnioaainTe OCTOPOKHOCTb, YTOBbI HE CMECTUTb
AWCTasbHbIM KOHEeL, uncunarepanbHon 6paHLwm (HOMHM).
MpumeyaHue. Mepep NpoTanKMBaHWMEM CUCTEMbI IOCTABKK Bnepes yoeauTech, YTO CynpapeHasbHbli CTEHT NOAHOCTbLIO
OTAENWUJICA OT LWNUHAENA.
MpumeyaHune. Ecnu BO BpemA NpoBeAeHnsA WNWHAENb 3auenunica 3a cynpapeHanbHblid CTEHT, MOBEPHUTE KONECUKO
XBOCTOBMHKA MO 4acOBOW CTPesiKe Ao ynopa. OCTOPOHHO ABUranTe CUCTEMY JOCTABKW BNEpPer U Hasag U OfHOBPEMEHHO
noBopayMBamnTe cMCTEMy AOCTaBKM TaK, YTO6bI LWUNWHAENb NPOLLEN 3a CynpapeHanbHbli cTeHT. Janee npogonkante
MPOLIECC U3BNEYEHUSA.
BHumaHwue! MNocne AOCTUHEHWA OCHOBAHMA BUHTOBOW NepeAaYy XBOCTOBMKA NPEKpaTHUTE BpaLleHWe KonecuKa
XBOCTOBMHA.
MpepynpewpaeHue. Ecnn cuctema goctasku He ByaeT npasuibHO NpoBeaeHa AN NOBTOPHOro 3axeara WNUHAEeNA, To

BO3MOMHO 3acCTpeBaHWe cynpapeHanbHOM KOPOHKKW B My(dTe HOHUYECHOTO KOHYMHA. 3TO NPUBEAET K UBMEHEHUIO
npor(cumaanoﬁ HBHEBOH 30Hbl BO BpEMA M3BJ1Ie4eHMA CUMCTEMbI JOCTaBKMW.

PucyHok 10. MNoBTOpHbIi 3axBaT WNMHAENSA B KOHUHECHOM KOHYMHE

——

I

o

I
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10.2.8 U3BneyeHue cUCTEeMbl JOCTABHM (TONIbKO 6UdypHaLMOHHaA KoHdurypauua Endurant )

1.

2.

MpoaonaiiTe HENOABUIHO YAEPHMBATL CUCTEMY AOCTABKM OAHOM PYKOI 3a NEpeaHIo PYKOATHY, a APYroi — 3a BHeLUHWIA
MON3YHOK.

OcCTOpOXHO NOBOpaYMBaiTe M M3BNIEKAWTE CUCTEMY AOCTABKM [0 TEX MOP, NOKA WNWHAEb HE BTAHETCA B TKAHHYIO YaCTb
CTeHT-rpagra.

. OTTAHUTE Ha3ap TPUrrep BHELHero Nnon3yHKa U HeNOABMHHO y,ﬂ,ep}HHBaﬁTe ero, noararvean nepejHo PYHOATHY K

NoN3yHKy (Puc. 11).

. Mopa HenpepbIBHLIM PEHTTEHOCKOMUYECKUM KOHTPO/IEM M NPOAOMKAA HabaTe 3a BEPXYLUKOM CTeHT-rpadta, Mea/ieHHo

OTTAMBaMTE KOHUYECHMI HOHYMK Hasad B 060/104Ky rpadta cUCTEMbI AOCTaBHM.

. MepneHHo naBnexuTe cucTemy JOCTaBHW. MCI’IOJ"IbSyi’ITe PEHTIEeHOCHONMKIO, YTOObI yseﬂ,lﬂTbCR B HENOABWHHOCTH

6UbypKaLMOHHOW KOHGUIrypaumm BO Bpems U3BIeYEHUSA.

MpumeyaHune. CoxpaHsanTe COCYaUCTbIM 4OCTYN U NONIOKEHWE NPOBOAHWKA A0 TEX NOP, NOKa He Byay T MMNAaHTMPOBaHbI BCE
KOH(pUrypauuu cTeHT-rpagra.

. MNpu BMeLWwarenbcTBax ¢ MCrosib3oBaHNeM MeToza napanienbHbix rpadToB pa3BepTbiBaiTe 6an10HOpacMpAEeMbli

MOKPbITLIMA CTEHT. Cm. Paszg. 10.2.9.

PucyHoK 11. N3BneyeHne cucTembl OCTABKU

10.2.9 PasBepTbiBaHWe 6annoHOpPacUMPAEMOro NOKPBITOro CTEHTa (TO/IbKO MeTop, napasiie/ibHbiX rpagToB)

1.

2.

YacTUyHO OTBEANTE OCHOBHYHO CUCTEMY [OCTaBKM (ToNbKo Endurant IIs) TaK, 4To6b! LWNWHAENL OKasasica aucTanbHee
NPOKCUMa/IbHOro Kpas THaHW cTeHT-rpagta Endurant lls.

Y6eautecs, 4To pasmep 6a110HOPaCLLIMPAEMOro NOKPLITOro CTeHTa onpeaeneH NpaBwuabHO, YTo6bl Nocne pasBepTbiBaHWsA
NPOKCUMa/bHbIM Kpai Haxo4WuCA NocepeauHe MeXAY NPOKCMManbHbIM Kpaem rpadTa aopTanbHOM BUdypHalmnm 1
PUKCUPYIOLWUMU WITUDTaMK CynpapeHanbHOro CTeHTa U 4Tobbl B MOYEYHOM apTepHM YUaCTOH AUCTaNbHOM repMeTUsanmum
UMEN AOCTaTOYHYHO NPOTAMEHHOCTb.

. HezamepgnutensHo nocne paseepTbiBaHUA 6ann0|-|opacwupﬂemoro NOHPbLITOro CTeHTa U3BJIEKUTE MHTPOALIOCED.

MpumeyaHune. ONA BbINOIHEHUA pa3BepTbIBaHWA WK BbICBOGOMAEHWA 6a110HOPACLIMPAEMOro NMOKPLITOrO CTEHTA
OMCTaIbHbIM KOHYMK MHTPOAbOCEPA CleayeT pacrnonarars HUHe hUMKCUPYHOLLMX WTUGTOB CynpapeHasbHoro CTeHTa.
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BHumaHue! Ec/v 0TBECTU MHTPOALIOCEP K DUKCUPYIOLMM WTUGHTaM CynpapeHasbHOro CTeHTa MM 3a HUX, MOXeT
NPOU30MTH paspblB KaTeTepa 6a110HOPACLUMPAEMOro CTEHTA.

4. Pa3BepHuWTe napanfienbHblid CTeHT-rpadT B COOTBETCTBUU C MHCTPYKLUMEN NO NpUMEHEHWI0 6anN10HopacIMpAemMoro
NOKpbLITOro cTeHTa (Pue. 12).

NMpumeuaHue. Nocne paseepTbiBaHUA 6a110HOPACLLUMPAEMOro MOKPLITOrO CTEHTA B HErO MOM{HO BBECTU MHTPOALIOCED, YTOGLI
COXPaHWTb ACCTYN.

PucyHoK 12. PassepTbiBaH1e 6a/110HOPACLLUMPAEMOro NOKPLITOrO CTEHTA UM CTEHTOB (TONIbKO METOZ, NapasinesbHbIX rpadToB)

10.2.10 PasBepTbiBaHMe CTEHT-rpadTa bpaHLLM B HOHTpanarepanbHOi 6paHLue (HOMHKe)

1. MNMogroToBkTE CUCTEMY NOAB3AOLWHOIO CTEHT-rpadTa cornacHo Pasg. 10.1.3.

2. C HoHTpanarepanbHOW CTOPOHbBI NauueHTa BBEAUTE NPOBOAHWK Yepes3 KOHTpanatepanbHyo 6paHLLy U aopTanbHYIo WErKy
3apaHee yCTaHOBNEHHOM BUYPHALUMOHHOM HOHUrypaumu.

3. MNpoBeguTe cHUCTEMY AOCTABKM MO NPOBOAHWKY BHYTPb KOHTpanarepasibHoM 6paHLum 6UdypHaLuMOHHOro CTeHT-rpadra.
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4.

o~ O,

9.

BeeguTe cTeHT-rpadT 6paHLLiM B KOHTpanaTepanbHyto 6paHLuy (HOMKY) 61dypHaunoHHoro cteHT-rpadTa. lNpoKcrManbHbIi
PEHTTEHOKOHTPACTHbIM MapKep BpaHLUM (HOMHKW) AONHEH BbiTb COBMELLEH C PEHTTEHOKOHTPACTHBLIM MapKepoM 6UdypHaumMu
61dypHaLMOHHOM KOHDUIypauwu cTeHT-rpadra (Puc. 13).

PucyHoH 13. BBeaeHue NogB3A0WHON CUCTEMb! JOCTABKU

f
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1 BudypHraumoHHas KoHdurypauma Endurant |l (aHgoBacKynAapHas KOppPeKUma MHbpapeHaibHOW aHeBPU3MbI)
2 BbudypHaumoHHasa KoHdurypauua Endurant lls (meTog napannensHbIX rpagTos)

. Yéeputechb B HaNM4mMm nepeKpoiTKa 3 cteHToB (Puc. 14).

. BaaBlKMCH 0pHOM pYHOI 3a NepeaHIo PYKOATHY, HENOABUHO YAEpHUBaiTe CUCTEMY JOCTABKM.

. Apyroi pyKoi meaneHHo CTAHWTe 060104KY rpadTa, NoBopayvBas BHELUHWIA NON3YHOK NPOTUB YaCOBOW CTPENKM.

. B no60i MOMEHT MOXHO OTTAHYTbL TPUITEP NON3YHKA W CABMHY T BHELWHWIA NON3YHOK Ha3apj Ao ynopa, YTo6bl 3aBeplunTb

pasBepTbiBaHWe KOHpUrypauum 6paHLLmn (HOHKH).
M3BnexuTe cucTeMy AOCTABHM.

npumeqauue. B ManoBepoOATHOM Cny4ae No1oOMKKM B CUCTEME AOCTaBKMH, I'IDHBO,QHLLI,EFI H YaCcTU4YHOMY pasBepTbiBaHUIO

GTeHT“]'pa[bTa, MOXHO BOCNONb30BaATLCA TEXHUHOW

an

pasBopKKU PYKOATHK", YTOBbI BbINOAHWTL YCNELWHOe pa3sepThiBaH1e

HOHUrypaumm cteHT-rpadpTa. Cm. M. 11.

BHumaHue! He nosopaqwsaﬁre noaB3A0LWHYO CUCTEMY OOCTaBKK, NOKa OHa HaxoauTCcA B Tesie NnauneHTa.
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PucyHoK 14. PazBepTbiBaH1e KOHDUrypauumn 6paHLum

1 BudypHraumnoHHana KoHpurypauua Endurant ||
2 budypKaymoHHas KoHgurypauma Endurant lls

r\

10.2.11 WU3BNe4YeHMe CMCTEMbI AOCTaBKM (TO/IbKO GudypKaunoHHaa KoHdurypauusa Endurant lis)

1. MNpogonranTe HENOABUKHO yAEPHMBATL CUCTEMY JOCTABHM OAHON PYHOM 3a NEepeaHIO PYHOATHY, a APYrol — 3a BHELUHWUA

NON3YHOH.

2. OCTODO}‘I{HO noaopaquaaﬁTe U U3BNEKaTe CUCTEMY O0OCTaBHKHM A0 TEX NOpP, NOHa WNUHAENb HE BTAHETCA B THAHHYIO YacCTb

CTeHT-rpagTa.

3. OTTAHWTE Ha3aj TpUrrep BHELIHEro Nosi3yHKa v HeMoABUIKHO YAEPHUBaiiTe ero, NOATArMBasA NepeaHIo PYKOATHY K

NON3yHKy (Puc. 15).

4. Mop HenpepbiBHbIM PEHTFEHOCKOMMYECKUM KOHTPOEM M NPOAC/IHKAA HabIloAaTb 3a BEPXYLLKOM 61y pPHALMOHHOMO
CTeHT-rpadTa MegneHHo OTTArMBaNTE KOHUYECKWUI KOHYMK Hasag B 060/104Ky rpadTa CMCTeMb! 4OCTaBHM.

5. MeaneHHo U3BNIEHWTE CUCTEMY JOCTABHU. MCnonb3ayiiTe peHTreHOCKONUIO, YTOBb! YBEeAUTLCA B HEMOABUIKHOCTH
6u1dypHaLMOHHON KOHDUrypaLumK BO Bpems U3B/IEHEHUA.

MpumeyaHue. CoxpaHaiATe COCYAUCTLIA AOCTYM M NOOHKEeHWe NPOBOAHWKA A0 TeX Nop, NoKa He 6yayT UMNNaHTUPOBaHLI BCe

HOHMrypauum cTeHT-rpadra.
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PUCYHOK 15. U3BneyeHue crvcTembl JOCTaBKM

10.2.12 Pa3BepTbiBaHUe CTeHT-rpadTa 6paHLumM (HOMKK) B UNCKUNaTepanbHoi 6paHiue (ToIbKo 6upypHaLMOHHanA
HOHpurypauma Endurant lIs)

1. MNMogroToBbTE CUCTEMY NOAB3AOLWHOrO CTEHT-rpadTa cornacHo Pasyg. 10.1.3.

2. CwuncunarepanbHoi CTOPOHbI NauneHTa 3aBeauTe CUCTEMY [OCTaBKY Mo NPOBOAHWKY B UNcKUNaTepasibHyto 6paHLLy 3apaHee
yCTaHOBNEHHOW BUdYPHALMOHHOM KOHGMrypauun. B cTeHT-rpadTe 6paHLum (HOXKK) NpeaycMOTpeHo 2 mapKepa Ha
NMPOKCUMaNbHOM Kpae, 2 MapKepa Ha AUCTasbHOM Kpae U 1 MapKep NepeKpbITUA, pacnoNOMeHHbIM NPUBAN3UTENBHO Ha
25 MM ucTanbHee NPOKCUMasbHbIX MapKepos.

3. MoauyuroHupyiTe yCcTporcTBo. KprTepmm neperpouiTuA MeXay CTEHT-rpadToM BpaHLLIK (HOMKM) U uncunaTepanbHoM
BpaHLWK (HOHHKK) BrpyYPHALMOHHOIO CTEHT-rpadTa 3aBUCAT OT Bbibopa BpaHwmK (HOXKHK). B Tabs. 8 npuBoguTteA
peHoMeHayeMoe nepeKpbIThe YCTPOMCTB.

Ta6nuua 8. PekomeHayemoe nepeKpbITUE YCTPOMUCTB — CTEHT-rpadT GpaHLLM (HOMKM) 1 uncunaTepanbHas 6paHLua (HoXKa)
6udypHaLuMoHHoro cTeHT-rpadra Endurant lls

MpoKcumanbHbIA gua-| JucTtanbHblil gua- PasBepTbiBaHue —
MeTp meTp AnvHa MNepekpbiTHe aTaNoHHOe
82
10 93
82
13
93
82
16 20 93 TonbKo 3 cTeHTa Cm. sTan a
82
24
93
82
28 93

991 Pyccruit



Tabnuua 8. PeKoMeHayemoe NepeKpbITUE YCTPOUCTB — CTEHT-rpadT 6paHLuM (HOMKK) M uncunatepanbHas 6paHLua (HoMKa)
B6udypHKauroHHoro cteHT-rpadgta Endurant lls (npogonmeHue)

MpoKcumanbHbIA ana-| [AuctanbHblid gua- PasBepTbiBaHue —
mMeTp MeTp AnvHa MNepexpbiTue aTasioHHoe

124
146
156
199
124
146
156
199
82
93
124
146
156
16 199 Ot 3 go 5 cTeHTOB Cwm. atan 6
124
146
156
199
124
146
156
199
124
146
156
199

10

13

16

20

24

28

a. lMepekxpbiTMe 3 CTEHTOB: COBMECTUTE MapHep NepeKpbIThA CTEHT-rpadTa 6paHLLmM (HOMKKW) C 2 MapKepamu Ha
AWUCTaNIbHOM Kpae uncunaTtepanbHor 6paHLn (HOMKKW) BrudypraumnoHHoro cteHT-rpadta Endurant lls (Puc. 16).
MpepynpexpeHune. [1na 03HAKOMNIEHWA C KPUTEPUAMU NEPEKPLITUA CTEHT-rpadTa 6paHLIKM (HOMKK) TONBKO C
uncunarepancHoi 6paHwert Endurantlls cm. Taéa. 8. Hak yrasaHo B Tab/. 8, AnA KOHGUrypauuii cteHT-rpadTa 6paHLum
(HOMHKHM), KOTOPBIE UMEIT KPUTEPHK NEPEHPBLITUA TONBHO A1 3 CTEHTOB, HE NEPEKpPbIBaiTe 6onee 3 CTEHTOB.
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PucyHoK 16. BeegeHue NoaB3A0LWHON CUCTEMbI JOCTABKU — NepeKpbiTUe 3 CTEHTOB

~

MepeKpbiTHe 0T 3 A0 5 CTEHTOB: A5 CTEHT-rPadToB BPaHLIM (HOMKM), AN KOTOPbIX AONYCTUMO NEPEKPLITUE OT 3

[0 5 CTEHTOB, MOMHO AOCTUIHYTb NEPEKPLITUA He MEHee 3 CTEHTOB, BbINONHMB MHCTPYKLUMK 3Tana a (Puc. 16), unu
[OCTUrHYTb NEPEKPbITUA He Bonee 5 CTEHTOB, COBMECTMB MapKepbl MPOKCUMANbHOMO Kpas Ha CTeHT-rpadTe 6paHLum
(HOMHKM) c MapKepoMm BudypHaunm Ha BupypKauroHHom cTeHT-rpadTe Endurant lls (Puc. 17).
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PucyHoK 17. BeeaeHue NogB340WHOM CUCTEMbI JOCTABKU — MEepexpbITUE 5 CTEHTOB

T
2

[\

4. B3fABWMWCH OAHON PYKOW 32 NepefHIol0 PYKOATHY, HENOABUHO YAepHUBaAMTE CUCTEMY OCTABKM.

5. [pyroi pyKoih MeaneHHO CTAHUTE 060N04KY rpadTa, NOBOpaYnBan BHELHWIA NON3YHOK NPOTUB YacOBOM CTPE/HHU.

6. B 060 MOMEHT MOXHO OTTAHYTb TPUITEP NON3YHKA W CABUHYTb BHELWHWIA NON3YHOK Ha3aj Ao ynopa, YTobbl 3aBepLlunTb

pasBepTbiBaHWE HOHGUrypaLmm 6paHLIKn (HOKHKMK).

7. N3BneKute cuctemy goctasku (Pasg. 10.2.11).
MpumeyaHue. B ManoBepoaTHOM C/y4ae NnosoOMKM B CUCTEME AOCTaBKM, NPUBOASALLEN K YACTUYHOMY pas3BepTbIBaHUIO
CTeHT-rpadTa, MOXHO BOCNO/Nb30BATbLCA TEXHUKOM "pa3bopHK pyKOATKK", 4TOGb! BbINOAHWTL YCNELWHOe passBepTbiBaHe
HOHUrypauum ctenT-rpadta. Cm. (7. 11.

BHumanue! He noBopauvsaitte noaB3A0LWWHYO CUCTEMY OOCTaBKKW, NOKa OHa Haxo4AuTCA B Tesie NnauneHTa.
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10.2.13 HoHdwurypauuu cteHT-rpacdTa noaB3A40LWHON UM a0PTa/IbHOM A,ONOJIHUTENIBHOM YacTH

1. MNpu HEOBXOAUMOCTH UCMONL30BAHUA KOHDUIYpaLMKU CTEHT-rpadTa aopTaIbHOM 4ONONHUTENBLHOM YacTu Ans
9HI0BACKY/APHON KOPPEKLWK MHDpapeHaNbHOM aHeBPH3Mbl yEeanUTECH, YTO MEHAY CTEHT-rpadTOM aopTalbHOM
AOMONHUTE/ILHOM YacT U BUdYPHALMOHHLIM CTEHT-rPadTOM UMEETCs NepeKpbITUe He MeHee 3 CTEHTOB.

2. BbinonHuTe Te e AeNCTBMA, 4TO U B NPOLIEcCe pa3BepTbiBaHnA BMdYPHALMOHHOIO CTEHT-rpadTa, 3a UCHAYEHUEM
NoOBOPOTA PYKOATKKW ANA NOJHOMO OTKPbITUA AONOAHUTENLHOrO KOMMNOHEHTA Nepes BbIcBOGOHAEHWEM NPOKCUMAILHOIO
KOHLIa cynpapeHanbHOro CTeHTa aopTanbHOW HOHDUrypaumu.

3. Mpu HeOBXOAUMOCTH UCNONBL30BaHWA KOHMIypaLUmKy CTEHT-rpadTa NoAB3A0LIHOM A0NONHUTENBHOW YacTu As
9HA0BACKYNAPHOM KOPPEKLMU MHpapeHanbHOM aHeBPU3MbI MU MeTola NapaniebHbIX rpadToB y6eauTech, 4To Meway
NOAB3AOLUHON AOMONHUTENILHOM YaCTbiO M COEAMHAEMOM KOHDUIypaumen MMeeTcs NepexpbiTie He MeHee 3 CTEHTOB. 3TO
AOCTUraeTcs NyTem COBMELLEHWA MapHepa NepeKrpbITUA BpaHLLM (HOMHKM) C CambiM AUCTaNbHBIM MapKEePOM KOHGbMIypaumm,
C KOTOPOW COeIMHAETCA [ONONHUTE/IbHAA YacTb.

4. BbinonHWTe AeNCTBUA NO pa3BepThbiBaHWIO KOHGUIypauum cTeHT-rpadTa 6paHLumn (HOMKKW) (Pasg. 10.2.10).

10.2.14 HoHdwmrypauusa cTeHT-rpadTa abaoMuHansHoOM TPY6KU

Ecnu HeoBxopumMa KOHUrypauma cTeHT-rpadTa abaoMUHaNBHON TPYGHM, BbINOIHUTE TE e AeMCTBUA, 4TO W NPU pa3BepTbiBaHUK
6udypHaLMOHHOro CTeHT-rpadTa 3a cnegyLmM UCKAoYeHneM: MNoBepHUTe PYKOATHY, YTOObLI Nepes, BbICBOBOH AeHWeM
NPOKCUMaNBHOrO KOHLA CynpapeHanbHOro CTeHTa NONHOCTLIO OTHPbITh CTEHT-rpadT abAoOMUHANBHOM TPYOHM.

10.2.15 HoHdwurypauymsa cteHT-rpagTa AUl

BbinonHUTe Te 1e AeNCTBUA, YTO M NPW passBepTbiBaHUK BUdYPHALMOHHOMO CTEHT-rpadTa 3a UCKAIYEeHHeM NOBOPOTa PYKOATKU
ANA NONHOIO OTKPLITUA NOKPLITOM YacTh cTeHT-rpadgta AUl nepeps BbICBOBOXKAEHMEM NPOKCHMMABHOIO KOHLA CynpapeHansHoro
cTeHTa HoHdurypaumum AUL. YTtobbl M3BneYb CUCTEMY AOCTABKM, BbINO/IHUTE AeMCTBMA, onvcaHHble B Pasg. 10.2.7—Paszg. 10.2.8.

B cnyyae ecnun Heobxoauma AONONHUTENbHAA AMCTaNbHaA KOHGUIrypauma cTeHT-rpadTa, MCNob3yiTe B KayecTBe AUCTaNbHOM
AONoNHUTENLHOM YacTh AUl cTeHT-rpadT 6paHLum (HOHMKH). BBEgUTE CUCTEMY LOCTABHM MO YHE YCTAHOB/IEHHOMY NPOBOAHWKY U
BbIMO/IHUTE AEUCTBUA MO Pas3BepTbiBAHWIO CTEHT-rpadTa 6paHLuM (HOXHHW), onucaHHble B Pasg. 10.2.10. Y106kl 0becneynTb
NPaBU/IbHYIO CTLIKOBKY MEXAY ABYMSA CTEHT-rpadTamu, CONocTaBbTe PEHTreHOKOHTPACTHBIM MapKep NepexpbITUA Ha
CTeHT-rpadTe 6paHLLM (HOMKK) C AUCTaNbHLIMU PEHTTEHOKOHTPACTHbIMKM MapKepamu Ha cTeHT-rpadTte AU, 4Tobbl o6ecneynTb
nepeKkpeiThe Tpex CTEHTOB.

Y106kl 32610KMpPOBaTHL KPOBOTOK MO KOHTpanarepasibHOM NOAB3A0LWHON apTepUM, MOHO BOCMNO/Ib30BaTLCA OKKIOAEPOoM. CM.
Pazg. 10.2.16 1 "MHCTPYKLUMIO NO NPUMEHEHWIO CUCTEMbI SHAOMUHABHOTO OKKloAepa Talent".

10.2.16 PasBepTbiBaHWe OKKAOAEpaA

C cuctemoit cteHT-rpadTa Endurant ll/lls moxHo Ucnonb3osath cuctemy okKAtoaepa Talent (noctaBnaeTcA B OTAENbHOM
yNaKoBKe), HoTopas, KaK npasui0, UCNONb3YETCA COBMECTHO C KOMMOHEHTOM CcTeHT-rpadTa AUl YTo6bl NpeKkpaTuTb
peTporpagHblii KPOBOTOK B aHEBPM3MaTHMHECKOM MELLKEe, cMcTemMa OKKtoaepa Talent 3aKpbiTa ¢ 060MX KOHLOB.

Moppo6HblE CBEAEHUA MO UCNONB30BAHMIO M MMMNIAHTaLMK CUCTEMbI OKKtoAEpa Talent cM. B COOTBETCTBYIOLMX pasaenax
"MHCTPYKUMM NO NPUMEHEHUIO CUCTEMbI SHAONIOMWMHANLHOMO OKKAAepa Talent".

10.2.17 PasrnamuBaHue THAHOro cTeHT-rpacdTa u mogenvpoBaHue cTeHT-rpadra

BannoHHbl KaTeTep cTeHT-rpadTa Reliant (nocTaenaeTca B OTALNBHOM YNAKOBKE) MOXHO MCNONb30BaTh ANA 0bnerdyeHma
WUMMNNAHTALMK CTEHT-rpadTa nyTem MOAEIMPOBAHUA YYACTKOB CTEHT-rpadTa ¢ NOKPLITUEM U, NPU HEOBXOAUMOCTH, AN1A
pacnpaBneHWs CKNagoK U U3rnboe matepuana rpadra. McnonbayidTe 6annoHHbIM KaTeTep AN MOAEIMPOBaHWUA NPOKCUMAa IbHOM
W AMCTaNbHOM 30H repMeTr3aLim, a TaKe 30H NEPEKPbITUA (MM COEAMHEHWS) MEMAY HOMMOHEHTaMK CTeHT-rpadTa. C nomMoLLbto
6aN10HHOrO HaTeTepa MOXHO TaHHE UCNPaBUTb HEA0CTATOYHOE PACKPLITUE CAMOPACHPLIBALLMXCA HOMNOHEHTOB CTeHT-rpadTa.
HoHKpeTHble YyKasaHWA CM. B MHCTPYKLMW MO NPMMEHeHUIo 6anioHHOro KateTepa cTeHT-rpadra Reliant.

Mpumeyanue. C cuctemoin cteHT-rpadta Endurant Il/lls pekomeHayeTca Mcnonb3oBaTh 6an/0HHbIM KaTeTep cTeHT-rpadTa
Reliant. CBegeHua 06 nCnonb3oBaHWM ANA PEMOAENMPOBaHUA CTEHT-rpadToB APYrMx 6aNN0HHbIX KATETEPOB OTCYTCTBYIOT.

MpumevaHue. [na pemogenvpoBaHua NPOKCHMManbHOro KoHLa 61MdypHaUMOHHOro cTeHT-rpadra uam cteHT-rpadgra AUl cuctemsl
Endurant Il unn Endurant lls uicnonb3ayite meTos, conpuKacarLmxca 6ann1oHoB (TONbKO MeToA napannensHeix rpados). MNepen
pemMogenvposaHuemM c NOMOLLLI0 6annoHa cteHT-rpagra Reliant passepHuTe 6a10H COOTBETCTBYIOWErO pasmepa B Karaom
6annoHOpacLUMPAEMOM MOKPbLITOM CTEHTE /1A PACLUMPEHUA W NOAAEPHKK. CoxpaHAnTe nopaepHKy 6annoHopaclMpAeEMbIX
MOKPLITLIX CTEHTOB, NOKa 6annoH Reliant He cayeTea.

Mpumeyanue. Mpu UCNoNbL30BaHUW METoAa NapannebHbIX rpahToB BHUMATE/IbHO OTC/IEHMWBATE NONOKEHWE CTEHT-rpadTa Bo
Bpems 6aN10HHOTO PeMoAENMpPOBaHUA, MOCKO/LKY BO3MOMHA ero NpoKcUManbHas MUrpaLus.

Mpumevanue. Homnanua Medtronic pekomeHayeT, 4To6bl NpK Kcnonb3osaHuMK cuctembl Heli-FX EndoAnchor umnaanTauma
EndoAnchor npoBoamnack nocne pasmeleHua aopTanbHoro aHaorpadTa 1 BbiNnoAHEHUA 6aN10HHOrO pemMoaenMpoBaHmsa
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MHdpapeHanbHOM 30HbLI repMeTU3aLyn CUCTeMbl CTEHT-rpadTa. CobatoaaiTe 0CTOPOMHOCTL MPU 6a/1IOHHOM PEeMOAENMPOBaHUM
CUCTEMbI CTEHT-rpadTa, YTo6bl M36EHMaTh CMELLEHUA aHAorpadTa OCHOBHOM YacTu U3 NpeaHasHa4YeHHOro A8 Hero Mecta
mMnaaHTaunn.

BHumanue! M3bbiTouHoe pasgysaHue 6annoHa MomeT NPHUBECTH H HApPYLWeHWIO LenoCTHOCTH rpacha WK H paccevyeHuno Uiu
paspbiBy cocyzaa.

Mpepynpempenue. MNpu pacluMpeHn npoTesa cocyfa BoO3pacTaeT PUCK NOBPEXAEHMA MW pa3pbliBa COCyaa U CMePTH NauMeHTa,
€C/IM NPOKCUMANIbHBIN U AUCTaNIbHbBIM PEHTIEHOHOHTPACTHLIE MapKepbl 6anoHa He NONHOCTLIO HAXOAATCA B NOKPLITOM (TKaHbIM
rpadTom) YacTu npoTesa.

MpepynpempeHue. He ncnonbayinTe 6annoHHbIN Katetep cTeHT-rpadra Reliant ana neveHuna paccioeHui.

10.2.18 JononHutenbHaa puKcauua U repmeTu3sayua ¢ nomoubio cuctemol Heli-FX EndoAnchor (MHpapeHanbHasa
WweiHa gAMHON = 4 MM U < 10 Mmm)

SHAoBacKynApHaa KoppeKuua MHdpapeHansHoi aHeBpM3Mbl ¢ NoMoLLLI cucTemMbl Heli-FX EndoAnchor BbinonHAeTeA Ha
YCMOTPEHME Bpaya, BbINOJHALWEro MmnaaHTaumio. Homnasua Medtronic pekomeHayeT, 4Tobel MmnnaHTauna EndoAnchor
NpoBOAMAACk NOC/E pa3MelLeHMA aopTanbHOro aHgorpadTa 1 BbINONHEHWA 6aNN0HHOMO peMoaeMpoBaHnA MHbpapeHanbHoM
30HbI rEPMETU3aLUM CUCTEMBI CTEHT-rpadTa.

Cucrema Heli-FX EndoAnchor Heo6xoguma npu e4eHnn KOPOTHUX MHDpapeHabHbIX WeeK (BAMHOM = 4 Mm 1 < 10 mm). Ana
B1YpPHaALMOHHbBIX aHAOrpaPTOB MUHUMASIEHO PEKOMEHAYEMOEe KONMYECTBO uMnaaHTaros EndoAnchor ocHoBaHO Ha guameTpe
HernopameHHOro cocyaa v He 3aBUCKUT OT CTEMNEHU NPEBbILEHMA paamepa aHgorpadTa. Jna werku aopTel AMaMmeTpom < 29 MM
pexKoMeHayeMoe MMHUMaIbHOE KoNYecTBo MMnanaHTatoB EndoAnchor coctasnfaeT 4. [AnA weiku aopTel gnameTpom 30-32 MM
peKoMeHgyemoe MMHUMabHOEe KONMYyecTBO UMnnaHTatos EndoAnchor coctasnfaeT 6.

1. MNoAaroToBLTE CUCTEMY B COOTBETCTBUM C UHCTPYHLUMENR No npumeHeHuto cuctemsl Heli-FX EndoAnchor.

Mpumeyanue. inametp 1 MOPGHONOrMA COCYAa, Yepes KOTOPbIM OCYLLEeCTBAAETCA AOCTYN, AOMHHbI 6bITb NPUrOAHBI ANA
ucnonb3osaHua cuctembl Heli-FX EndoAnchor.

2. UmnnaHtrpyitTe EndoAnchor B COOTBETCTBMM C MHCTPYKUMER NO NpMMeHeHUto cucTembl Heli-FX EndoAnchor.
MpumeuyaHue. YCTOMYMBOCTL CTEHT-rpadTa B KOPOTHMX (= 4 MM M < 10 MM) MHpapeHanbHbIX LWerKax ycuaMBaeTca
umnnaHtatamu EndoAnchor. O6ecneysTe ycnewHoe pas3sepTbiBaHWe peKOMeHAYemMoro MMHMManbHOro KonuyecTea
umnnaHTatoB EndoAnchor. Ecnv KonuyecTBo ycnewwHo pasBepHyThix mnnaHTatos EndoAnchor HUKe peKoMeHayemoro
MUHUMYMa, MOMET BO3HWKHYTb 60/bLUKMIA PUCK NOCAEONEPALMOHHOMO 9HAONOATEKAHWA MK CMELLLeHHUA Tuna 1a.
MpumeyaHue. [poasukeHre, AOCTaBKY W HabAlAeHWe 3a BCemn KoMnoHeHTamu cuctembl Heli-FX B cocyamcToin cucteme
HeoBX0AMMO OCYLLECTBAATL NOJ, PEHTTEHOCKONMUYECKUM KOHTPONEM.

Mpumevanune. Umnnantar EndoAnchor cnegyet yctaHasnmsarh TO/IbKO B Te 06/1aCTH THaHW @0PThl, B HOTOPbIX OTCYTCTBYET
KanbunduunpoBaHHan 6aaWwKa uamM TpoM6 UM B KOTOPbIX Nogo6HaA NaTtonorva HesHauuTensHa unn auddysHan U umeeT
TONWMHY MeHee 2 MM. Ero He cnegyeT Mcnonb3oBaTh Y NauMeHTOB € remopparMyeckum guaTtesom Uam ¢ U3BeCTHOM
rMnep4yBCTBUTENIbHOCTLIO MW anneprien Ha martepualbl yCTPOMUCTBA.

3. M3BneKuTe cucTeMy B COOTBETCTBMK C MHCTPYHLUMEN NO NpMMeHeHuto cucTembl Heli-FX EndoAnchor.

10.2.19 lNpoBepHKa No/IOKEeHUA U FepMEeTUYHOCTH

1. MNpwu 3aBeplueHUn NpoLeaypbl BbINOAHWUTE aHrMorpaduio Ana 06HapyHeHWa NPOKCUMaIbHbIX U AUCTaNbHbIX
3HAONOATEHAHWIA CTEHT-rpadTa U BepudrHKaLm NONOHEHHWA UMNIAHTUPOBaHHbIX CTEHT-rPadTOB NO OTHOLLEHMIO K
aHeBpU3Me M NOYEYHbIM apTepuAM, ANA OLUEeHKK MMmnnaHTaurn EndoAnchor (ecam ncnonbayrotea umnnadTtarbl EndoAnchor),
a TaKme, ecnu NPUMEHUMO, 4118 OLLeHKW NPOXOAMMOCTU 6efpeHHO-6eApeHHOro LWyHTA.

Mpumeyanue. MNpr U3BNEYEHUKW BCNIOMOraTesibHbIX YCTPONUCTB NOCAe UCN0b30BaHWA MeTOAa NapanienbHbiX rpaTos
oTBeauTe 6a/1/10HbI, PACNOIOMEHHbIe B NOYEYHOW apTepun, B MHTPOALIOCEp NPeHAae, YHeMm OTBECTU UHTPOALIOCED
NpoKcUmanbHee GUKCUPYIOLWMX LWTUGTOB CynpapeHanbHOro cCTeHTa.

2. MogreKaHua B MecTax NPUKPENIEeHWA UK NOACOESUHEHWUA CNEAYET YCTPaHUTb C NOMOLLBIO 6anioHa A8 peMogeMpoBaHua
CTeHT-rpadTa, NpMMHaB ero K CTeHKe cocyaa.

Mpumeyanue. MeTtog napannenbHbix rpadToB: N8 AOCTUHEHWA AOCTATOMHOM NPOKCUMAbHOM repMeTUaanm MoXeT
noTpeboBaTbCs METOZ conpuKacarLwmxca 6an10HOB.

MpumeyaHue. Npu sHZOBACKYNAPHOM KOPPEKLMU MHDpapeHanbHOM aHeBpr3Mbl ¢ NomMoLLbio cucTeMsl Heli-FX EndoAnchor
ANA yCUneH1a repmeTmsaymmi MOHHO MCNOMIb30BaTh AONOJ/IHMTE/IbHBIE MMNAaHTaThI EndoAnchor.

3. CeprSHble noaTeHaHnA, KOTopble HENb3A YCTPaHWTb C NOMOLLbKO NOBTOPHOIO MCMNONb30BaHKUA 6annoHa unm pobaBneHns
umnnaHTatoB EndoAnchor, moryT 6biTb ycTpaHeHbl AobaBneHMeM K paHee YCTaHOBAEHHbIM KOMMOHEHTaM CTEHT-rpadTa
aopTanbHOW UK NOAB3AOLIHOM AONONHUTENbHOW YacTu. Cm. Pasg. 10.2.13.

BHumaHue! /lio6asa npoTeyKa, He ycTpaHeHHasi BO Bpems NpoLleaypbl MNaaHTauum, Tpebyet BHUMaTenbHOro HabnioaeHus
nocne MMnaaHTaLmm.
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ﬂpumeqaﬂue. MeTog, napannensHbIxX Fpa¢TOBZ Hebo/blUMe 3HAONOATEKAaHMA TUNa 1a MOXHO BH3yaIM3NpoBaThb
MHTpaonepauroHHO; MHOIMME U3 TaKWX 3HA0NOATEKAaHUA TMNa 1a NPOM3BOJIBHO paspellarTca 6e3 BMeLwarenbcTea.

10.2.20 YwwmuBaHue MeCT focTyna

1. Mepep ywrBaHMeM MecTa AOCTyNa U3BNEKWUTE BCNOMOrarte/ibHble YCTPOMCTBA.
2. 3aweiTe MecTo BXofa ¢ MCMNoNb30BaHWEM CTaHAAPTHOM TEXHUKM HANOMEHWS LIBOB.

11 TexHuUHM ycTpaHeHuA HenonaaoK

MaﬁOBepOHTEH, HO BO3MOeH cbol B cucTeme AO0CTaBHH, NP HOTOPOM MOMHO BOCNO/Ib30BATLCA CAEQyHWMMKM TEXHMHAaMK
yCTpaHeHUs Hemnoiajox.

11.1 Pa36opKa pyHOATKM BUHTOBOW nepepayu

Ec/av Npo130LLno YacTUYHOE pasBepThiBaHWe CTeHT-rpadTa B pesynsTate 0TCOeAMHEHUA 060N104KMU rpadTa, YTo6b! BbINOHUTL
ycnelwHoe pa3sepTbiBaHne CTeHT-rpadita, MOXHO BOCMO/1b30BaTLCA TEXHUKOM pa3bopKK PYKOATKKM BUHTOBOW Nepeaaqu.

1. OTTAHWTE Hasag TPWUIrep 1 NONHOCTLIO OTBEAMTE NO3YHOK.

2. ObecneysTe HEMNOABUHHOCTbL CUCTEMbI AOCTABKM.

3. B Hampblii U3 pacno/iomeHHbIX Ha NepeaHeM 3axearte NopToB A8 PYYHOWM pa36opKW BUHTOBOM NEepesaqun BBEAUTE KOHYMKK
ABYX reMOCTaTMYECKMX 3aHMMOB.

4. Hamas Ha BBeAeHHble B MOPTbl ANA pa3bopKK PYKOATKM KOHYMKM reMOCTaTU4eCKMX 3arKMMOB, OAHOBPEMEHHO OTAENAS
nepeaHIo PYKOATKY OT BUHTOBOW NepeaaYyu, 0TCoeAMHUTE OT BUHTOBOW Nepeaayy nepeaHion pyKOATHY.

3 OTBO,E[VITB nepegHo 3axeaTky 4o Tex nop, NoKa oHa NONHOCTbO HE CHUMETCA C BUHTOBOM nepegadu.

6. YT06bI ONPEAEeNMTL MECTOMNOOMEHUE YACTUYHOIO OTCOEAMHEHUA 060I04KM rpadTa, pasaenuTe BUHTOBYIO nepejady
nononam.

7. naﬂbLl,aMVl WO C NOMOLWBK remMoCcTaToB oTBOOUTE OGOJ"IO'-II{y rpatha, NnoKa CTEHT-FpafDT HE pa3BepHEeTCA NONIHOCTbLHD.
8. CnepyWTe MHCTPYKLMAM N0 pasBepTbiBaHWIO 3axBaTa KOHYMKA U U3BIEHEHMIO CUCTEMbI AOCTaBKM.

11.2 PaspyBaHue

Ecnu 3axBayeHHbIM NPOKCUMaNbHbIM KOHYMK CynpapeHanbHOro CTeHTa HEBO3MOXHO pa3BepHyTh, a parMeHT HoNecuKa
XBOCTOBWKa NPOACNHaeT hyHKUMOHUPOBATb, TEXHUKA pa3ayBaHMa MOHET NOMOYb YCNELIHO BbINOIHWUTL pa3BepThbiBaHUe
cynpapeHanbHOro CTeHTa.

1. Mcnonb3yiTe anacTUYHbIA MW NONYaNacTUYHbIA 6annoH (pekomeHayeTca 6annoH Reliant).

2. BeguTe 6ann10H W NpoBeauTE €ro K aopTanbHOro dparMeHTy 6udypHauMOHHON KOHDUIypauuu.

3. PasayWTte 6an1n0H BHYTPU CTEHT-rpadTa A0 pasmepa cocyaa, 4Tobbl CTabuiMauMpoBaTk CTEHT-rpadr.

4. CnepyiTe UHCTPYKLMAM NO pa3BepThiBaHUIO 3axBaTa HOHUMKA U U3BNEYEHUI0 CUCTEeMbl IOCTaBKM.

11.3 Pa36opHKa pyKOATKU XBOCTOBUHKA

Ecnu paseepTbiBaHWE NPOKCMMA/ILHOMO KOHLA CynpapeHanbHOro CTeHTa He MPOU30LLO MW NPOU30LLAO0 YACTMYHO BBUAY
HenonagKM KoNecUKa XBOCTOBMKA, AOBUTLCA YCMELHOro pa3sepThiBaHUA CyNpapeHabHoOro CTEHTA MOMHO C MCMOL30BaHUeM
TEXHWUKM PasbopKU PYKOATHU XBOCTOBMKA.

1. C MOMOLLbI0 reMOCTaTUYECKUX 3aMHMMOB BAABWTE BbICTYMNaOLME A3bI4KM, YTOBbl pa3o6paTh KONECUKO XBOCTOBMKA.

2. BBeguTe KOHYMKM reMocTaTMyecKmX 3aMMOB BO BCE NOPThI 418 pasbopKu 3agHei PyKOATHM.

3. Hamas Ha BBeeHHble B NOPTbl ANA PA36OPKKU PYHOATKM KOHUMKM rEMOCTATUYECKUX 3aHUMOB, OAHOBPEMEHHO OTBOASA
3a/JHIOK PYKOATKY OT CHCTEMbI OCTABKU, OTCOEAVHWUTE 384HI00 PYHOATHY.

4. Obecne4ybTe HEMNOABUIHHOCTb CUCTEMbI AOCTaBKM.

5. Bpy4Hyto HagaBWTe Ha BbICTyNatoLWWe A3bI4YKK T-06pasHoii TpYGKW XBOCTOBMKA, YTOBbI BCE CynpapeHabHble CTEHTbI
BbICBOGOAM/INCE M3 WINWMHAENS.

6. Bpy4Hyto OTTAHMTE Ha3az, BbICTyNatoLve A3bINKK T-06pasHoi TPYOGKW XBOCTOBMHA, HTOBbI NOC/IE pa3BepTbiBaHWA MOBTOPHO
3axBaTUTb KOHMYECKMIA KOHYMK.

7. Cnep,yFlTe MHCTPYHUHUAM NO M3BNEYEHMUIKO CUCTEMbI AOCTABKHK.

8. YpepwwuBanTte BbICTYNakwLwm1e A3bIYHK T-o6pasHoit TDY6I-{PI XBOCTOBMWHKA TaK, YTOBb! BO BpEMsA U3BNEYEHWA CUCTEMbI JOCTaBKM
OHM OCTaBa/IMCb OTBEAEHHBIMW, & HOHMYECHKUIA KOHYMK 3aXBa4eHHbIM.
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11.4 DuKcauma KOHUYECHOro KOHYMKa

Ecnu ucnonbaosaHue TeXHUKKM pa3bopKu PYKOATKM XBOCTOBUKA He MPUBENO K YCrnexy BBUAY YPe3MEPHOM Cunbl pasBepTbiBaHUA,
TO AOBMUTLCA YCMELWHOro paseepTbiBaHKA CynpapeHansHOro CTeHTa MOMHO C MCNOMb30BAHWEM TEXHWUHM (MHCaLMKM KOHUHECKOro
HOHYMKA.

1. Mcnonb3yiTe yCTPOMCTBO AN1A HANOHEHWA LIBOB.

2. Yepes focTyn B BEPXHEM OTAE/E TY/I0BMLLA (Hanpymep, NJeYeBoi) BBEAUTE YCTPOMCTBO A/1A HA/NOMEHWA LWBOB BO PparmMeHT
HOHWYECHOro KOHYMKA CUCTEMbI AOCTABKM.

. C NOMOLLbH PEHTIEHOCHONMMYECKOrO HOHTPOA HANOKKWTE LLOB Ha Kpaﬁ HOHMYEeCHOro KOH4MHa CUCTEMbI JOCTaBHMA.
. Obecneybsre HENoOABMHHOCTbL CUCTEMbI OCTaBHMH, 0COBEHHO tbparmeHTa XBOCTOBMHA.
. MNMotaHuTte 32 yCTpOFICTBO ANA HaNoMeHWA WBOB, 4TOGbI oTAENUTb cynpapeHaﬂbelﬁ CTEHT OT 3axBata HOH4YMHa.

. YT106bI NOCNE pa3BepPTLIBAHUA NOBTOPHO 3axXBaTHUTb HOHWYECKMIA HOHYMK, BPY4YHYIO OTTAHWUTE Ha3a[ T-OGDaSH)’KJ prﬁl-{y
XBOCTOBMHKA.

. Cne,nyﬁ‘re MHCTPYKUMAM NO M3BJEYEHUKO CUCTEMbI JOCTaBHH.

8. Y6egutech, YTO BO BPEMSA U3B/IEYEHWA CUCTEMbI AOCTaBKKM T-06pasHan Tpy6Ha XBOCTOBMHA OCTAEeTCA OTTAHYTOM, a
KOHWYECHMIA KOHYMK 3aXBa4YeHHBIM.

[o) ) B N ¢V ]
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12 PekomeHaauuu no BU3yann3aumum Npu KOHTPOJIbHOM OCMOTpe
12.1 O6uwume cBeaeHUA

B HacTosLlee BpeMs N306pameHus CTeHT-rpadToB NauueHToB NoayYaroT ¢ NOMOLLbI0 abAoMUHaNLHON peHTreHorpadum u KT ¢
HOHTPaCcTUPOBaHWEM U 6e3 KOHTPaCTUPOBaHWA. [1A NaUMEHTOB C HapYLLEHWUAMMU hYHKLMKM NOYEK UKW HENEePEHOCUMOCTLIO
HOHTPACTHOrO BeLLeCTBa MOMHO MCMNOML30BAaTL APYrMe MeTOAbLI 30BPaXKeHUI, HanpUMep MarHUTHO-Pe30HaHCHYI0 TOMOorpaguio.

WHTepnpeTauua nsobpameHus AomKHa NPOM3BOANTLCA C YYETOM OLEHKW KNMHWMYECKOro COCTOAHWA NauueHTa Ao 1 nocae
MMnAaHTauumM cTeHT-rpadra. MNocne pasvelieHnA aHA0BACKYNAPHOro rpadra nauueHTbl AONKHbI NPOXOAUTE PerynsapHoe
obcnegoBaHue AnA OLEHKU NOTOKa BOKPYr rpadita, pocTa aHeBPU3MbI MU UBMEHEHWUA B CTPYHTYPE UM NONOMEHUU
BHyTpucocyaucToro rpadTa. Heobxoaumo He pere OgHOro pasa B rof BbiNOAHATE BU3yanu3auuio, BHoYasa 1) peHTreHorpaguio
opraHoB 6pIOLLHOM NOIOCTH ANA OCMOTPA LeNOCTHOCTH YCTPOMCTBA (pa3pbls CTEHTa, paccoegnHeHue budypraluMoHHOro
YCTPOWUCTBA U NPOKCUMANBHBIX MAHMET AW AONOIHUTENBHBIX YacTer, ecnu npumeHumMo) u 2) KT ¢ KoHTpacTMpoBaHuem unu 6ea
HOHTPacTUpPOBaHMA A8 OCMOTpa M3MEHEHWI B aHEBPU3Me, NOTOKA BOKPYr rpadTa, NpoXoAuMOCTH, U3BUTOCTU M
nporpeccupoBaHus 3abonesaHns. ECNM 0CNOMHEHWA CO CTOPOHbI NOYEK UKW ApYrie GaKTopbl HE NO3BONAAKOT UCNONb30BATb
HOHTPacTHOE BeLEeCTBO, abA0MWHaIbHAA peHTreHorpabua M AynaeKCHoe ysTpa3ByYKOBOe UCCeloBaHWe MOTYT NpeaocTaBuTh
aHa/IorMYHY UHGOpPMaLIMIO.

HomnaHua Medtronic peKomeHayeT paccMOTpeTh pacluMpeHHblid rpadmK HabnaeHWA A8 NALMEHTOB C KOPOTKUMU
WHbpapeHanbHbIMK WelKamu (AMHOM = 4 MM 1 < 10 MM), Y KOTOPbIX MUHUMAaILHOE PEHOMEHAYEMOE KOMYECTBO MMNIAHTaTOB
EndoAnchor He ucnonbL30BaoCh.

JononHuteneHble peKoMeHgauum no Buayanuaauunu ana umnnandtartos Heli-FX EndoAnchor MOYHO HailTU B UHCTPYKLMK NO
NPUMEHEHUIO, NMPUNAraeMoi K yCTPOMCTBY.

12.2 PeHTreHorpacus

A6p0oMMHaNbHaA peHTreHorpahya MOXET MCMOL30BaTLCA A1 OLEHHW HaIMYMA paspbiBOB CTeHT-rpadTa. Heobxoanmo
BbINO/IHUTE PEHTreHorpaduio NoYeK, MOYETOYHMKA M MOYEBOIO My3bIPA B YETbIpex NpoeKumax. s Buayannsaumm cTeHT-rpadTa
peKoOMeHAYeTCA UCCIef0BaHKe B NepeaHe-3agHel 1 natepabHblX Npoerumax. OueHKa COCTOAHWA BCEro YCTPOMCTBA MOMET
BbINO/IHATLCA TO/ILKO MO M306paHEeHNIo, 3axBaTbiBaloLLEMy BCE HOMMOHEHTLI YCTPOMCTBA.

12.3 KT c KoHTpacTupoBaHuem

KT ¢ KoHTpacTrpoBaHMemM MOKET MCMONb30BaTLCA ANA OLEHKW PUKcaLnK CTeHT-rpadTa, ero Aedopmatiiu, CLUEnNeHusa co
CTEeHKOW cocyfa B NPOKCUMaNbHOM W AUCTaNbHOM MecTax hUKcaunM, MUrpaummn CTeHT-rpadra, NPOXoAMMOCTM CTEHT-rpadTa,
pasmMepoB aHEBPH3MbI BPIOLWHOMO OTAENA a0PThl, OKK/I03MKU BETBEV COCYAA M SHAOMNOATEKAHWI (BHNIOHYAA MX UCTOYHWK U THIN, €C/IU
TaKOBbIE UMEIOTCA).

Ana onpepgeneHya Hann4na 06bI3BECTBNEHWIM MK 06NacTei, B KOTOPbIX MeTanMYecKkue aptedarTbl MOryT 6biTb OLIMBOYHO
WHTEPNPETUPOBaHbI KaK SHA0NOATEKaHWSA, A0 KOHTPACTUPOBaHUA PEHOMEHYETCA BbINONHUTL CKAHWPOBaHKUE C TO/LLMHON cpesa
5 Mm. PekomeHayeTcs, 4To6bl BO BpeMA apTepuantHOM dasbl ToNWMHA CPe30B COCTaBAANA < 3 MM, & NepeKpbIBaloLLMecA
M306paenna oTobparany 06aacTb OT YPEBHOWM apTepyu A0 BHELWHEN NoAB30WHOM apTepun. [AnA aHEBPU3M, He
YMEHbLUALWMUXCA U HE UMEIOLLMX ABHBIX MPU3HAHOB 3HACMOATEHAHWA MW NPOBIEM C PUHCALMEN, MOHHO BbINOAHUTD
CKaHMpOBaHWe B No3aHeN BeHO3HOM hase. CKaHMpOBaHWe B BEHO3HOM (ase TaKKe MOMHO BbINOMHATL C YBENNYEHHOW
Konaumauuen (5 mm). Ha cnyyai BO3HUKHOBEHWA B AafIbHEMLLEM HEOBXOA4MMOCTH CneuranuanMpoBaHHOM OLEHKK (M3MepeHri
o6bema, TPEXMEPHON PEKOHCTPYHUMK UK UCNONL30BaHWA NPOrpaMM ANA KOMMLIOTEPHbIX M3MEPEHUIM) peHOMEHAYETCA
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3aapxvMBMpOBaTb HABOP UCXOAHBIX AaHHbIX. ECK B Te4eHWe nepsoro roga aHeBpramMa He yMeHblumnack 6onee 4yem Ha 5 MM, TO B
HayecTBe 60/1ee YyBCTBMTENIbHOO MHAMKATOPA pasMepoB aHeBPU3MbI BPIOLLIHOMO OTAEeNa a0PTbl MOXHO MCMONL30BaTb
n3aMepeHna oGbema ¢ NMOMOLLBHO NPOrpaMMHOro o6ecnevyeHnsa Ansa TPeXMEPHOH BUayanuaaunu. MNaumeHTsl ¢ annepruei Ha
HOHTPaCTHOE BELLECTBO A0MMHbI NPOMTH NpemeguKaumio 3a 12-24 yaca go ero BBegeHus.

12.4 KT 6e3 KOHTpacTUpPOBaHUA

JnAa nauneHToB ¢ HapyLeHWeM hyHHLWK NOYEK WK aneprueli Ha KOHTPaCcTHOE BELLECTBO C Lie/bIo OLEeHKM huKcaumm
cTeHT-rpadTa, ero gecopmaumm, CUENIeHWA CO CTEHKOM Cocyaa B MPOKCHMMaNbHOM M 4UCTabHOM MECTax h1KcaLMK, MUrpaumm
CTEHT-rpadTa, OKK/03MM COCYA0B U Pa3MepPOB aHEBPU3MbI GPIOLLHOIO OTAENa a0pThl, BKAOYAsA M3MEPEHUA AuamMeTpa U 06bema,
MOMET UCNO/b30BaTbCA cnnpanbHad KT 6e3 HOHTpacTMPOBaHWA.

12.5 [lynneKcHoe ynbTpa3BYKOBOE UCC/iefoBaHue

Jna nauneHToB ¢ HapyweHneM GYHHUMKU NOYEK K annepriein Ha KOHTPACTHOE BELLECTBO C LE/IbIO OLleHKW pa3mMepoB aHEBPU3MbI
BPIOLUHOTO OTAENA a0pPThl, BHAYAA UBMEPEHMA AUaMeTpa, SHACMNOATEHAHMM, OKKI3WK CTEHT-rpadTa U CTeHO3a, MOMET
MCNONL30BaTLCA LBETHOE AYNNEKCHOE YNLTPa3BYHOBOE UCCNEf0BAHME.

12.6 MPT wau MPA

AnA nauneHToB ¢ HapyLweHWeM QYHKLMM NOYEK (Hanpumep, ¢ NoYeYHOM He0CTATOYHOCTBIO) MOMET ObiTh TaKMe BblibpaHa
MarHUTHO-pe3oHaHcHaA ToMmorpadua unun aHrmorpadua (MPT, MPA) B y4peraeHUAX, UMeroLLMX COOTBETCTBYIOLL MM OMNbIT B 3TOM
obnacTtu. MoryT oTobpararbca CBA3aHHbIE CO CTEHTOM apTedaHTbl. [ANA NoNy4YeHWA aAeKBaTHOro M306pareHA BHELLUHEN CTEHKK
aHeBp13Mbl NPU OLIEHKe pa3MepoB aHeBpPH3Mbl BPIOLLIHOrO OTAena aopThl TpebyeTcA npegensHoe BHMMaHuWe. na aHeBpuam ¢
OTCYTCTBMEM ABHbIX NPU3HAKOB YMEHbLUEHWA MOMET OHa3aTbCA N0/Ie3HbIM M3MepeHue obbema. Npr BOSHUKHOBEHWM COMHEHMH
no noBofy otobpameHun obnactert 06bI3BECTBAEHUA, MECT (PUKCALUMU U BHELIHEN CTEHKU aHEBPU3MATUYECHOTO MELLIHA MOMET
noTpeboBaTbeA BbINOAHEHWE AONONHUTENBHOW KT 63 KOHTpacTUpOBaHHSA.

12.7 MeTtopabl BU3yanusauum

B Ta6s1. 9 npeacTaBneH peKoMeHlyemblid NaH KOHTPOLHOM BU3yanuaaluu nocne BbINoJHeHWA UMNAaHTaLun cTeHT-rpadTa.

Ta6nuua 9. PeHomeHAaLUMK No BU3yanusaumu

HoHTposbHaa Bu3yanusauua Yepes 12 mecAues U exeroa-

MeTop BU3yanusayuu HO Ha NPOTAKEHUM 5 net
KT @ unu MPA P ¢ KoHTpacTpoBaHuem X
ABaoMMHanbHana peHTreHorpadmsa (NoYeK, MOYETOYHUKA WU MO- X

4YEeBOro Ny3blpA B 4 NPOEKLMAX)

2 OueHKa ¢ noMoLbio KT MOMeT BKNoYaTh "TpexdasHyto TeXHUKY'", UCCNefoBaHnA 06 bemMa, TPEXMEPHYH0 PEKOHCTPYHLMIO M KOMMbIOTEPHBIE
U3MepeHus.

b MPA MOMET MCMOAL30BAaTLCA /1A NALMEHTOB C MOYEYHOM HEe0CTATOYHOCTBIO MM HENePEHOCUMOCTHIO KOHTPACTHOrO BelLecTBa.

12.8 Jono/siHUTeNbHbie MeTOoAbl BU3yanu3aLuu

Mpumeyanue. 18 601ee AeTasnbHON OLEHKU CTeHT-rpadta in situ ¢ y4eTOM pesyTaTtoB OAHOM U3 AMarHOCTUHECKMX NporpamMm,
MOTryT NOTPe6OoBaTLCA AOMOMHUTEIbHBIE METOAbI PEHTIEHOBCHONH BU3yasiM3aunn. MOMET OKasaTbCa LenecoobpasHbim
BbINONHEHWE CNeAYIOLLMX PEHOMeHAALIWIA.

* [lpy HAMYMK LaHHBIX PEHTrEHorpagui OpraHoB GPIOLIHOM NOIOCTH, CBUAETENLCTBYIOWMX O HeYA0BNETBOPHTENBHOM WM
HenpasuIbHOM MOMOHKEHWUN CTEHT-TPadTa, Ero BblparKEeHHOM U3rMbe, Nepexkpy4nBaHmn A MUrpaLmu, A1 OLEHKM pasMepPoB
aHEeBPW3Mbl U HANIMYMA UKW OTCYTCTBMA SHAOMNOATEHAHUA CNedyeT BbiNO/HWUTL cnupanbHyio KT.

e Ec/u ¢ nomoLbto cnvpansHoi KT BbIABNEHO HOBOE SHAONOATEKAHWE MW YBENUYEHUE PasMEPOB aHEBPU3MbI BPIOLIHOM
OTAena aopThl, MOXET OKa3aTbCA No/e3HoIM 6o/1ee NoApo6HanA oueHKa CTeHT-rpadTa UM aHeBpM3Mbl B XOAE A0MNONHUTENbHbIX
uccnefoBaHuii, HanpUMep TPEXMEPHON PEKOHCTPYHUMM UV aHrMorpathmyecKo OLUEHKM CTeHT-rpadTa U HaTMBHOM
COCYAUCTOM CeTM.

* 1A nauMeHTOB C HEMEPEeHOCUMOCTbIO KOHTPACTHOrO BELLECTBA UM HapyLeHUeM ByHHLMKU NOHEH MOMET OHa3aTbCs
LlenecoobpasHbIM BbiNoAHeHWe cnvpanbHon KT 6e3 HoHTpacTuposanua, MPT uan MPA. [Ina nauMeHToB ¢ HapyLueHrem
dYHKLMM NOYEK B LeHTpax, 061a4arlmx COOTBETCTBYIOWEN KBannduKaumen, MOMET 6biTb BbINO/HEHA aHrMorpadma ¢
ucnonb3oeaHuem CO, MK NpenapaToB Ha OCHOBE rado/IMHHA.

13 [ononHuTtenbHoe o6cnefoBaHue U JiIeyeHue

ﬂ,ﬂﬂ naumeHToB C Hann4Mem CBUOETENBLCTB Hey,qosneTaopMTeanoﬁ ClJVIHCS.LI,I/IH CTeHT-I'paEDTa, NPOKCUMasIbHOro MM gucTazibHOro
sHAonoAaTeHaHua, aHaonoareHaHMa codieHeHUA, NPoAONHKUTENBHOINO TOHA KPOBM 3a npejenamu rpacha HEBbIACHEHHOIO
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NPoOUCXOHAEeHUA K yBeNM4eHUA pasMmepa aHeBpU3Mbl 5pI'OLLIHOI'0 oTAena aopThl > 5 MM MOMET OKasaTbecA LLEJ'IE.‘COOG[J&SHOﬁ
AOonNoJIHUTENBbHAaA 9HA0BACKYNAPHAA PEHOHCTPYKUMA aHEBPU3MEI MIM OTKPLITOE XMPpYypri4ecHoe BMeLlaTensCTBO.

14 OTHa3 oT rapaHTUu
ﬂpumeqauue: OTOT OTHKa3s oT rapaHTuM HenpumeHum B ABCTpanHH.

MpvBeaeHHbIe Ha aTMHETKax AaHHOro NPOAYHTa NPedoCTePeeHnA cogepar 6on1ee Nogpo6HY0 MHGOPMAaLMIO W ABSAIOTCA
HEOTbEM/IEMO YACTHIO JAHHOMO 0TKA3a OT rapaHTUK. XOTS NPOAYKT U3rOTOBMEH B CTPOro KOHTPOIMPYEMbIX YCOBUAX, KOMNaHUA
Medtronic He MOMEeT KOHTPO/IMPOBATb YC/IOBUS NPUMEHEHUA AaHHOrO NpoayKTa. Moatomy KomnaHus Medtronic oTKasbiBaeTca OT
BCEX rapaHTUMHbLIX 0BA3ATE/ILCTB, KaK NPAMbIX, TaK M ONOCPeA0BaHHbIX, MO OTHOLIEHWIO K AaHHOMY NPOAYKTY, BHAKOHARA, HO He
orpaHu4MBasCh No6bIMU ONocpeAoBaHHbIMA rapaHTUAMKU MPUIOAHOCTU ANA NPOAAYKHU WM COOTBETCTBUS KaKoM-1M60
onpegeneHHoi uenr. Homnanva Medtronic He HeceT OTBETCTBEHHOCTHM Nepeg NHo6bIM IMLOM MW OpraHM3alMeit 3a pacxogbl Ha
MeAWLMHCHOE 0BCNYHUBaHWE UK 3a Niobble NpAMbIE, CyYaiiHEIe MKW ONocpeioBaHHbIe YBbITKW, BO3HUKLLWE B peaynsrare
N0BOro UCNoNbL30BaHWA, AedeKTa, HeMCNPaBHOCTU MM c60A B paboTe AaHHOro NPOAYKTa, BHE 3aBMCMMOCTM OT TOr0, OCHOBaHO /i1
3aABNEeHUE 0 TaKWX Y6bITKax Ha rapaHTUMHbIX 06A3aTeIbCTBax, KOHTPaKTE, FParAaHCKMX NPaBOHAPYLLIEHUSIX MK APYTUX
obcTonATeNbCTBax. Hu 0gHO MU0 HEe MMEET NOHOMOYMIA CBASbIEATL KOMNaHuio Medtronic KaKMMK-NMB0o 3aABAEHUAMM UK
rapaHTHUsAMK MO OTHOLIEHUIO K AaHHOMY NMPOAYKTY.

BbileN310MEHHbIE UCKIOYEHWUA 1 OrpaHWYeH1s He NoApasyMeBaloTca v He ByAyT TONKOBATLCA TaK, YTo6bl MPOTUBOPEYUTL
o6A3aTeNbHbIM NONOKEHUAM NPUMEHAEMbIX NPaBOBbIX HOPM. Ecnv Kakas-Mbo YacTb WK YCNoBKWE AaHHOMO 0TKasa OT rapaHTvu
NpU3HaEeTCA CYLOM KOMNETEHTHOM HPUCAUMKLMKW HE3aKOHHBIM, HE UMEHOLLM FOPUAUYECKON CHAbI UK NPOTUBOPEYALLUM
HaK1M-1MB0 NPUMEHAEMbIM MPaBOBLIM HOPMaM, OCTa/lbHblE YacTW 0THa3a OT rapaHTMK ByayT CHMTATLCA MMEHOLLMMM
HOPMANYECKYIO CUAY W BCE NpaBa 1 06sa3aTebcTBa 6yayT TONKOBaTLCA M NPUHYAUTENBHO 06ecneYnBaThCs, KaK ec/iv 6bl AaHHbIN
OTKa3 OT rapaHTUK He CoAepa OTAE/bHbIX YaCTEN MW YCNOBWIA, KOTOPbIE BblNM NPU3HAHBI HE UMEOLLMMKM 3aKOHHOW CU/bI.
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