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Lot si/sau a serviciilor
"Set de proteze si instrumente endovasculare pentru protezarea aortei abdomenale. Sﬁ] deEpfdotezet si IilfllétfgmenttﬁMe”do‘t’astCU'anf pert‘”“ F(’rf]"tez,a“f?ta a‘”ftei agdtomerlﬁle.E—ga, p"’t‘?mf‘ 1? O”t“ "E';td“rat”‘—';”98§’26.5A0g%Dct’hCl—R;"B—"iel""'pdf"
. . . e . . oo " ) -, . . . T —The Enduran nduran s stent graft system (hereinafter referred to as the Enduran s stent graft system) is designed for the endovascular
Sistem din 3 pl_ese cu posmllltatea_ imbinarii pleselor ?‘_dltlonale' extensil |I|a_(_:e, exter1§|| aortlc_e, piesa aortp_um_lllaca’ 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
ocludere. Furnizorul se obllga sa livreze toate extensiile necesare rezolvarii cazului In functie de anatomia excluding the lesion from blood flow and pressure. The stent graft system is comprised of 2 main components: the implantable stent graft and the
pacientului. 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. + pagina 1 din ,captura
COI‘TJpa'[IbH cu t_ehmca C_heVAR pentru cazurile CL_I diametrul zonei de fixare prOX|maIa 2 2mm si anQU|at|e infrarenala website Endurant.pdf’ — OVERVIEW:Choose the AAA proven solution as varied as your patients. The Endurant™ |l system family of products provides the
<60 precum si pentru fixarea cu endoancore splrale. standard of care with a legacy of clinical success for the treatment of abdominal aortic aneurysm (AAA). For the past 5 years, the Endurant Il stent graft
Material; spire nitinol, graft din poliester multifilament cu porozitate scazuta, suturi de imbinare din poliester si Zyst_em zats ?eert‘ gstid itn 1 Ohl# of 2 %VAE Cﬁsﬁs-* The En‘i'ufant”” Il stent stent graft has deep clinical experience and favorable clinical outcomes
L esigned to treat both straightforward and challenging anatomy.
pOHet”ena C_u greUt_ate moleculara mare. . . . L . . L Sistem din 3 piese cu posibilitatea imbinarii pieselor aditionale: extensii iliace, extensii aortice, piesa aorto-uni-iliaca, ocludere. — da, pagina 15 din
Rand de spire proximal in forma de M cu proprietati de sustinere a apozitiei uniforme la perete si impiedicarea ,Endurant_M985265A001DOC1_RevB_view.pdf’ —The Endurant Il/lls stent graft (Figure 1) has 2 basic configurations: a bifurcated configuration and a
cudarii la angulatii anatomice. lkl)r?b cotnf(ijgurz'a;il(jlnaAd_diti()lnaLconfijgu[ja:jt??ns ilnc![ud? iIia;:t extensitonaaort(ijc extenstioln,_atbdt(:]minal tutl)e, zénd ator(;o-L_Jtrrl]i-tirl]iag (AIUI).tAdfter pfl_acerr;_ent of the
. . ifurcated or evice, limbs and additional stent grafts are introduced separately into the vessel and mated wi e implanted configuration.
Ancore suprarenale preva_‘ZUte cu agatat_orl de flxar.e' L . . . . Furnizorul se obliga sa livreze toate extensiile necesare rezolvarii cazului ijn functie de anatomia pacientului. — SRL Oxivit-med se obliga sa livreze toate
Partea de stent neacoperit sa contina minim 7-8 spire de ancorare pentru distributia radiala a apozitiel In cat mal extensiile necesare rezolvarii cazului in functie de anatomia pacientului
multe puncte, inaltimea spirelor sa corespunda unei zone de fixare de max. 12mm. Coénpatib” cu te,hrllica(fheVAR penttu Cazut”'e cu gie}{“eéruc':ﬁg\‘gge ‘;il}(afeE Prgr)](iE"\‘/aA'f; 2 th;"é‘ SO: angltlﬁwtiﬁljﬂffarte”?'a 520° PtrecumRSi g?“ttr%\;ixbarﬁa cu
. . .. . . . . — . - + -
Markeri raQ|oopaC| m_t'?e spire, la mar_gmea proxlmala a.pal’tl.l de graft. g)r(lpggggglrg Csépc;?e% stgﬁtplggcl)?/&én dg\q/i’(’:%ago%%i\;lv:tiosﬁorré:hEVAR. Epaging 3din ,,en(\‘,l\r,:evarr—]b?c:?k?ure.pdf”s—fslﬁgicgartaed ?gf Se?’:ientsawiltetlwnz 2 mr?1 gggk
Marker radloopac aditional pentru orientarea sistemului de livrare. length and < 60° infrarenal angle + agina 1 din ,captura website Endurant.pdf’ — Optimal seal and fixation. M-shaped proximal stents provide wall
Markeri radioopaci pentru suprapunerea pieselor aditionale (corespunzatori zonelor de suprapunere si marginii aPTPhOSiltEiOQ a”dtfﬂi/“imife i{‘-fO'sti“g- Slllprabre“a' S(;en_tt ﬁ?ﬁhﬂ F;_iﬂsxpéovédi secure fixtation- * pla%ilna 15 dint”IEnd$LanL_'\:!9§§2§5§OA01E;OC1_|t?evl3_\(/jieV\_/-pdf’(’j
distale)_. Suprapunerea sa se inchreze intre 3 si 5cm, corespunzator 3-5 ra}nduri de stent. 0 pr?)vi(;]e l;i;ilr;ion asncsj gﬂggwr:ntcszr;ﬁnzobe?vvsgn tvr\:le Enguraenlt- 1/is rs]teontr(j](;a?trasr?/; t?\r: rgz\tﬁleaarfers;ﬁ: gyys)t'em ionesi;ts of gnoEnn(;:o:rr;ﬁ/;reimpllsan?tsr;gart]?s
Mecanism de siguranta pentru eliberarea treptata la plasarea stent-graftului (3 timpi); stent- graftul sa se desfaca delivered using the Heli-FX applier through the steerable Heli-FX guide.
complet din sistemul de prindere doar dupa ce se deschid 1-2 cm (respectiv 1-2 randuri stent) si se verifica gﬂateria!; splirse C?itingl, graft ?ir'l/l %%"siségi\ rg(t;lltgi(lsagwlené Cquor'OZitatgf”SCZTlultEa’dsuwri Idlﬁlimtiina;re di‘? polifester?i polietilena cu grgut?tet,mollefulilra maret- -
pozitionarea, fiind permise miscari d_e ajUStare' . o . L f;)’ripcaglrg?t with Irr:c;'nrgslcj)rr%gtﬁe sutures. Radiopaque ri\::lrI(_evrls(,a \21,}2 sev_vn ontr; tuhr: gtentZrSagl:ogz;% ir? c\)/?s:?;ir?za:tci)gr? :rrlz (t:c? rfgrt):ci)lﬁgteoacrzljpz;esptle:cz;eevr\:g 'I9h2
Mecanismul de manevrare pentru eliberarea completa a varfului stentului din sistemul de prindere sa fie situat pe nitinol stents may also be visible under fluoroscopy. + pagina 17 din ,Endurant_M985265A001DOC1_RevB_view.pdf’ — Table 1. Stent graft materials
maner, separat de mansonul culisant ce deschide stent-graftul pe toata |ungimea_ Rand de slpire proxirrt1al in forn:atde_(ljvl (;_u propFr)iet?ti dde stjstitnere a apo_fitiei uni{_orme_la_ pe7re§e si_ imé')iedicarea cudartii Ie:jgr'[]gtl;letl_tii an;tolmice. Anf[:_or_e_ t
. L . r . . . . suprarenale prevazute cu agatatori de fixare. Partea de stent neacoperit sa contina minim 7-8 spire de ancorare pentru distributia radiala a apozitiei in ca
Plesa prmupala blfurcata: diametre prOX|maIe_ de 23-25-28-32-36 mm, diametre distale 13-16-20mm, lunglme mai multe puncte, inaltimea spirelor sa corespunda unei zone de fixare de max. 12mm.— da, pagina 2 din ,aortic-product-catalogue.pdf’ —M-shaped
acoperire 124-166mm, diametre cateter 18 si 20Fr. proximal stents maximize wall apposition & circumferential conformability and minimize in-folding resulting in low Type la endoleak rates / 45° suprarenal
Contralaterale: diametru proximal unic 16 mm, diametre distale de 10-13-16-20-24-28mm, |ungimi intre 82-199 mm, | stent a:cho;.p:ns pfrovideb.slicur.et;iﬁation over titme and red:Jce mai.n m2ig(;§1tion ri{f,k anddde;/icetnlwovemegft /EIle(t:tr?polish?tddnitilr\ol ster;t ma;ximize y
: . circumferential conformability with dynamic continuous seal + pagina 2 din ,aortic-product-catalogue.pdf’ — Intuitive graft deployment system provides
dlamet_r_e_ ?ateter_ 14Fr si 16Fr_ Lo L . controlled release of the suprarenal stent & anchor pins and offers controlled delivery at the intended target zone with 99.1% delivery and deployment
Extensii iliace: diametre proximale si distale 10-13-20-24-28 mm cu lungimi de 82mm diametre cateter 14-16-18Fr success (ENGAGE PAS) « Tip capture deployment mechanism allows precise positioning — even after deployment of 3 stent rings— and allows greater
Extensii aortice: diametre proxima|e si distale ega|e’ de 23-25-28-32-36 mm cu |ungimea de 49mm, diametre cateter cpntrol c_)f deployment an_d Ianding accuracy+ pagina 17_din ,,Er_1durant_M98526_5A001DOC1_RevB_vie_V\{.pdf" —The suprare_r_lal stent_ also contains anchor
18 si 20Fr pins to fix the stent graft in place inside the aorta. + pagina 1 din ,captura website Endurant.pdf’ — Flexibility and conformability. Designed to conform to the
Sl . . . Lo . . natural tortuosity of the vessel. Low-profile, hydrophilic delivery coating enhances access and trackability. Accurate placement and controlled deployment.
Segmente abdominale: diametre proximale si distale egale, de 23-25-28-32-36 mm cu lungimea de 70mm, diametre | Flexible, kink-resistant delivery system facilitates stent graft delivery. Tip capture for precise positioning adjustments, including adjustment of placement
cateter 18 si 20Fr. proximally or distally.Optimal seal and fixation. M-shaped proximal stents provide wall apposition and minimise in-folding. Suprarenal stent anchor pins
Accesorile specifice incluse: provide secure fixation. Durability and strength. High-density, multiflament polyester graft material provides lower porosity for resistance against aneurysm
' S : : . . . sac growth.
1. Teaca Introducatoare cu proprietati hemostatice superioare, optim Oml/h nu mai mult de 10 mil/h, mecanism de Markeri radioopaci intre spire, la marginea proximala a partii de graft. Marker radioopac aditional pentru orientarea sistemului de livrare. Markeri
inchidere pe manerul dilatatorului. Suport ranforsat, acoperire hidrofilica Flexibilitate sporita pasaj facil in zonele cu fgdigopa? Rﬂegéguzggifggfgeofgi PFieeseE';OF ?ditiOS?'e é?oresriunsztatotfi Zofft‘e'orf‘?'e suprapunere i Tafgi“ifi gigta'e)-l-(— da, pagina ig g_i”
. P . . . . . . L »Endurant_| _RevB_view.pdf” —Figure 1. Stent graft configurations and locations o markers + pagina in
anatomie dIfIC.I|6.1 sau CL_J induratii. I:unglme de_ lucru unica de maxim 30 cm cu dimensiuni necesare de la 12Fr la -Endurant_M985265A001DOC1_RevB_view.pdf’ —All Endurant Il/lls stent graft configurations are composed of nitinol stents sewn to a fabric graft with
20Fr. Compatibila cu gid de 0.035” — 2 bucati nonresorbable sutures. Radiopaque markers are sewn onto the stent graft to aid in visualization and to facilitate accurate placement. The nitinol stents may
2. Balon compliant . diametre la inflatie 10-46 mm, shaft 8 Fr, |ungime utila 100 cm, ghid de maxim 0,038, also be visible under fluoroscopy. + pagina 32 din ,Endurant_M985265A001DOC1_RevB_view.pdf’ —10.1.3 Device preparation + pagina 8 din ,aortic-
.. . . ; . . . product-catalogue.pdf” —
recomandaj[ de produ_cator pentru uzul protezarii a_‘(_)rtel_t(_)rac_:lce Si abdomln_gle,ocluzla aortica temporara, modelarea Suprapunerea sa se incadreze intre 3 si 5cm, corespunzator 3-5 randuri de stent— da, pagina 42-43 din ,Endurant_M985265A001DOC1_RevB_view.pdf’ —
endograft si suportul in reducerea endoleak. Reutilizabil in timpul procedurii — 1 buc Table 8. Recommended device overlap — limb stent graft and ipsilateral leg of Endurant Iis bifurcated stent graft — coloana ,Overlap” + pagina 10-14 din
Furnizorul sa asigure instruirea echipei medicale si asistenta tehnica la primele 10 implantari gratis. ~aortic-product-catalogue.pdf” — Endurant™ Ilflls stent graft system /Component placement guide
T_Oate COStUI’I'|e' leg?‘te de serviciile aS_O_CIate IVOt.’ fi suportate de catre furnizor. Mecanism de siguranta pentru eliberarea treptata la plasarea stent-graftului (3 timpi); stent- graftul sa se desfaca complet din sistemul de prindere doar
Sistemul va fi insotit de manual de utilizare in limba romana. * dupa ce se deschid 1-2 cm (respectiv 1-2 randuri stent) si se verifica pozitionarea, fiind permise miscari de ajustare. . Mecanismul de manevrare pentru
SAU Sistem Endovascular trimodular de sigilare pentru anevrismul de aorta abdominala compus din: eliberarea completa a varfului stentului din sistemul de prindere sa fie situat pe maner, separat de mansonul culisant ce deschide stent-graftul pe toata
. . < . . . lungimea. . — da, pagina 32 din ,Endurant_M985265A001DOC1_RevB_view.pdf” — 10.2 Delivery procedure Medtronic recommends using an appropriate
Un c_orp_pr|n0|pal cu lunglmea de 80_(_:m Sl dlamet_ru CUp”n_S 'ntr_e 20 - 34 mm Care_ a_copera l’_m colet cu diametrul caliber introducer sheath to perform diagnostic tests. No sheath is necessary for the introduction of the delivery system or deployment of the stent graft.
cuprins intre 16-30 mm 2 segmente iliace cu lungime cuprinsa intre 80-160 mm si diametru intre 10-28 mm care For infrarenal EVAR procedures using the Heli-FX EndoAnchor system, the access vessel diameter and morphology should be compatible for use with the
acopera iliace cu diametrul cuprins intre 8 -25 mm device and should accommodate a 16 Fr introducer sheath. An infrarenal EVAR procedure using the Heli-FX EndoAnchor system is performed at the
Solutie d limer discretion of the implanting physician. Medtronic recommends that the implantation of EndoAnchor implants be done after the aortic endograft has been
9 utie de p_o Ime . . L . . L. . . . 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
Sistem aortic autoexpandabil cu invelis din PTFE pe schelet din nitinol Sigilare customizata la nivelul coletului cu the guidewire while the delivery system is in the patient. Warning: To prevent thrombotic problems, a second bolus of IV heparin is recommended before
ajutorul unui inel cu polimer Diametru exterior introducator - 14 F Toate elementele sa aiba markeri vizibili radiologie ?nser:i?r? tzeldeVice- 1?-2-12'”23(1“0“0” of bifhurcat%d Cf_’nfigu'ftiﬂ?':hwamiqgi Do not afvince ghtehde"\g?fy system Wli(thOUt placing ?93i¢emfe£ 1. St'OW'Y_ |
. . . . . . . " 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
D_Ispo_z_ltlv de Implantare care sa asigure o introducere si o eXtragere ugoara precum si o pozmonare exacta a aortic neck (Figure 5). +pagina 33 din ,Endurant_M985265A001DOC1_RevB_view.pdf’ — 3. Inject contrast media through an angiographic (pigtail)
dlpOZItIVUlUI In aorta 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. Adjust the position
1 Stentgraft aorta Posibilitate de repozitionare inaintea fixarii 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

abdominala

Kit complet de diagnostic intraoperator si implantare (teci, catetere de angiografie, arcuri, balon,

etc) Marca CE

Furnizorul trebuie sa asigure instruirea a minim 5 persoane cadru medical pentru implantarea stentgraftului
Furnizorul trebuie sa asigure suport tehnic de specialitate pentru primele 20 implantari Toate costurile legate de
serviciile asociate vor fi suportate de catre furnizor.

Sistemul va fi insotit de manual de utilizare in limba romana

In vederea elaborarii ofertei tehnice, ofertantji trebuie sa prezinte detaliat produsul demonstrand ca ofertele
indeplinesc specificatiile tehnice asa cum au fost solicitate de catre autoritatea contractanta. Prezentarea detaliata
trebuie sa fie insotita de documente suport (fisa tehnica, manual, ghid, etc.) pentru a se putea demonstra ca
produsul ofertat corespunde nevoilor si specificatiilor tehnice solicitate de autoritatea contractanta

SAU Sistem din 3 piese cu posibilitatea imbinarii pieselor aditionale: extensii iliace, extensii aortice. piesa aorto-uni-
iliaca, ocludere.

Compatibil cu tehnica CheVAR pentru cazurile cu diametrul zonei de fixare proximala > 2mm si

angulatie infrarenala <60° precum si pentru fixarea cu endoancore spirale

Material - spire din nitinol. graft din poliester multifilament cu porozitate scazuta, suturi de imbinare din poliester si
polietilena cu greutate moleculara mare.

Rand de spire proximal in forma de M cu proprietati de sustinere a apozitiei uniforme la perete si impiedicarea
cudarii la angulatii anatomice Ancore suprarenale prevazute cu agatatori de fixare

Partea de stent neacoperit sa contina minim 7-8 spire de ancorare pentru distributia radiala a apozitiei in cat mai
multe puncte, inaltimea spirelor sa corespunda unei zone de fixare de max.

12 mm

Markeri radioopaci intre spire, ia marginea proximala a partii de grafit Marker radioopac aditional pentru orientarea
sistemului de livrare Markeri radioopaci pentru suprapunerea pieselor aditionale (corespunzatori zonelor de
suprapunere si marginii distale).

Suprapunerea sa se incadreze intre 3 si 5 cm, corespunzator 3-5 randuri de stent.

Mecanism de siguranta pentru eliberarea treptata la plasarea stent-grafitului (3 timpi); stent- grafitul sa se desfaca
complet din sistemul de prindere doar dupa ce se deschid 1-2 cm (respectiv 1 -2 randuri stent) si se verifica
pozitionarea, fiind permise miscari de ajustare

Mecanismul de manevrare pentru eliberarea completa a varfului stentului din sistemul de prindere sa fie situat pe
maner, separat de mansonul culisant ce deschide stent-grafitul pe toata lungimea

Piesa principala bifurcata: diametre proximale de 23-25-28-32-36 mm. diametre distale 13-16- 20mm, lungime
acoperire 124-166mm, diametre cateter 18 si 20Fr Contralaterale: diametru proximal unic 16 mm. diametre distale
de 10-13-16-20-24-28mm. lungimi intre 82-199 mm, diametre cateter 14Fr si 16Fr

Extensii iliace: diametre proximale si distale 10-13-20-24-28 mm cu lungimi de 82mm diametre cateter 14-16-18 Fr
Extensii aortice: diametre proximale si distale egale, de 23-25-28-32-36 mm cu lungimea de 49mm. diametre cateter
18 si 20Fr

Segmente abdominale: diametre proximale si distale egale, de 23-25-28-32-36 mm cu lungimea

de 70mm, diametre cateter 18 si 20Fr

ACCESORII

1. Teaca Introducatoare cu proprietati hemostatice superioare, optim 0 ml/h nu mai mult de 10 ml/h. mecanism de
inchidere pe manerul dilatatorului. Suport ranforsat, acoperire hidrofilica Flexibilitate sporita pasaj facil in zonele cu
anatomie dificila sau cu induratii. Lungime de lucru unica de maxim 30 cm cu dimensiuni necesare de la 12Fr la
20Fr. Compatibila cu gid de 0.035”

- 2 bucati

2. Balon compliant. diametre la inflatie 10- 46 mm, shaft 8 Fr, lungime utila 100 cm, ghid de maxim 0,038",
recomandat de producator pentru uzul protezarii aortei toracice si abdominale, ocluzia aortica temporara, modelarea
endograft si suportul in reducerea endoleak. Reutilizabil in timpul procedurii - 1 buc

3. Ghiduri superstiff recomandate de producator in procedura de protezare endovasculara pentru sustinerea si
livrarea dispozitivelor si canularea stentgrafturilor. - 2 buc

4. Catetere diagnostic pigtail : Constructie “Full wall technology” cu inl'asurare incapsulata de fir plat, acoperirea
interioara si exterioara a peretelui cu nylon, Hidrofilic InSlide polimer cu dimensiuni de 5F si 6F cu lungime de 110

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 or imaging 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 syste ; 10.2.2 Confirm position 1. Ensure that the distal portion of the contralateral
stub leg is above the aortic bifurcation and within the aneurysmal sac, and not within the iliac vessel. 2. Rotate the handle until the radiopague marker on
the distal stent of the contralateral stub leg is aligned with the contralateral iliac artery + pagina 34 din ,Endurant_M985265A001DOC1_RevB_view.pdf’ —
10.2.3 Deploy proximal end of bifurcated configuration 1. With 1 hand on the front grip, hold the delivery system stationary. 2. With the other hand, slowly
withdraw the graft cover by rotating the external slider counterclockwise (in the direction of the slider arrow), until the constrained suprarenal stent is
exposed and 2 to 3 of the Endurant Il or Endurant Ils 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+ pagina 34 din
»Endurant_M985265A001DOC1_RevB_view.pdf’ —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) + pagina 35 din ,Endurant_M985265A001DOC1_RevB_view.pdf’ —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. + pagina 37 din ,Endurant._ M985265A001DOC1_RevB_view.pdf’ —10.2.7 Recapture spindle in tapered tip
Note: For the Endurant llIs 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 3. 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. 4. With the other hand, rotate the back-end wheel
counterclockwise to recapture the spindle in the tapered tip (Figure 10). 5. Observe the recapture of the spindle within the sleeve of the tapered tip under
fluoroscopy. 6. Continue turning the back-end wheel counterclockwise until the spindle has been completely recaptured and the back-end wheel is at the
bottom (Figure 10). Note: When pushing the delivery system forward, be careful not to displace the distal end of the ipsilateral limb. Note: Ensure that the
suprarenal stent is fully disengaged from the spindle before pushing the delivery system forward. Note: If the spindle catches on the suprarenal stent
during advancement, completely advance the back-end wheel clockwise. Using a gentle in-and-out motion with the delivery system, rotate the delivery
system until the spindle slips past the suprarenal stent. Then continue with the withdrawal process. Caution: Stop rotating the back-end wheel when the
bottom of the back-end screw gear is reached. Warning: Failure to adequately advance the delivery system to recapture the spindle can result in the
trapping of a suprarenal apex within the tapered tip sleeve. This will alter the proximal landing zone during delivery system withdrawal. Figure 10.
Recapture the spindle in the tapered tip.

Piesa principala bifurcata: diametre proximale de 23-25-28-32-36 mm, — da, pagina 4-5 din ,aortic-product-catalogue.pdf’ —Endurant™ IIs system
bifurcations / Product code / coloana ,Proximal graft diameter (mm)”

diametre distale 13-16-20mm, — da, pagina 4-5 din ,aortic-product-catalogue.pdf’ —Endurant™ lIs system bifurcations / Product code / coloana ,Distal graft
diameter (mm)”

lungime acoperire 124-166mm, — da, pagina 4-5 din ,aortic-product-catalogue.pdf’ —Endurant™ IIs system bifurcations / Product code / coloana ,Total
covered length (mm)”

diametre cateter 18 si 20Fr. — da, pagina 4-5 din ,aortic-product-catalogue.pdf’ —Endurant™ lIs system bifurcations / Product code / coloana ,Catheter
outer diameter (Fr)”

Contralaterale: diametru proximal unic 16 mm, — da, pagina 6 din ,aortic-product-catalogue.pdf’ —Endurant™ IIs system Limbs / Product code / coloana
.Proximal graft diameter (mm)”

diametre distale de 10-13-16-20-24-28mm, — da, pagina 6 din ,aortic-product-catalogue.pdf’ —Endurant™ lls system Limbs / Product code / coloana ,Distal
graft diameter (mm)”

lungimi intre 82-199 mm, — da, pagina 6 din ,aortic-product-catalogue.pdf’ —Endurant™ |ls system Limbs / Product code / coloana , Total covered length
(mm)”

diametre cateter 14Fr si 16Fr— da, pagina 6 din ,aortic-product-catalogue.pdf’ —Endurant™ lls system Limbs / Product code / coloana ,,Catheter outer
diameter (Fr)”

Extensii iliace: diametre proximale si distale 10-13-20-24-28 mm, — da, pagina 7 din ,aortic-product-catalogue.pdf’ —lliac extensions / Product code /
coloana ,Proximal graft diameter (mm)” si coloana ,Distal graft diameter (mm)”

cu lungimi de 82mm- da, pagina 7 din ,aortic-product-catalogue.pdf’ —lliac extensions / Product code / coloana ,Total covered length (mm)”

diametre cateter 14-16-18Fr— da, pagina 7 din ,aortic-product-catalogue.pdf”’ —lliac extensions / Product code / coloana ,Catheter outer diameter (Fr)”
Extensii aortice: diametre proximale si distale egale, de 23-25-28-32-36 mm — da, pagina 7 din ,aortic-product-catalogue.pdf’ —Aortic extensions / Product
code / coloana ,Proximal graft diameter (mm)” si coloana ,Distal graft diameter (mm)”

cu lungimea de 49mm, — da, pagina 7 din ,aortic-product-catalogue.pdf’ — Aortic extensions / Product code / coloana ,Total covered length (mm)”
diametre cateter 18 si 20Fr— da, pagina 7 din ,aortic-product-catalogue.pdf”’ — Aortic extensions / Product code / coloana ,Catheter outer diameter (Fr)”
Segmente abdominale: diametre proximale si distale egale, de 23-25-28-32-36 mm — da, pagina 1-2 din ,captura website Endurant.pdf’ — Tabelul
+ORDERING INFORMATION: ABDOMINAL TUBES", coloana ,Proximal Graft Diameter (mm)” si coloana ,Distal Graft Diameter (mm)”

cu lungimea de 70mm, — da, pagina 1-2 din ,captura website Endurant.pdf” — Tabelul ,ORDERING INFORMATION: ABDOMINAL TUBES”, coloana ,Total
Covered Length (mm)”




cm. cu varf atraumatiac radioopac. Shaft cu lumen larg care permite un tlux crescut de contrast - 1200 psi. Rezistent
la “kinking™ si cu buna retentie a curburii chiar si in cazuri dificile si de lunga durata - 1 buc

Furnizorul se obliga sa livreze toate extensiile necesare rezolvarii cazului in functie de anatomia pacientului dar si
toate accesoriile necesare.

Furnizorul trebuie sa asigure instruirea a minim 5 persoane cadru medical pentru implantarea stentgraftului
Furnizorul trebuie sa asigure suport tehnic de specialitate

Toate costurile legate de serviciile asociate vor fi suportate de catre furnizor.

Sistemul va fi insotit de manual de utilizare in limba roméana

In vederea elaborarii ofertei tehnice, ofertantji trebuie sa prezinte detaliat produsul demonstrand ca ofertele
indeplinesc specificatiile tehnice asa cum au fost solicitate de catre autoritatea contractanta. Prezentarea detaliata
trebuie sa fie insotita de documente suport (fisa tehnica, manual, ghid, etc.) pentru a se putea demonstra ca
produsul ofertat corespunde nevoilor si specificatiilor tehnice solicitate de autoritatea contractanta

SAU Stent autoexpandabil din Nitinol, material ce asigura fixare etansa pe peretele aortic prin forta radiala optima
Design stent: curbe inchise care se intrepratrund pentru flexibilitate mare si etansare Stent acoperit cu membrana
(graft) dublu din ePTFE (politetrafluoretilena expandata) biocompatibila si durabila

Capatui stentului neacoperit de graft are ancore suprarenale pentru fixare anti-migrare si nervuri pentru ancorare
perfecta pe peretele aortic; are lungimea de 3.5 mm la un unghi de 30°. ancorat 4mm in corpul stentului acoperit cu
suturi din PTFE

Varful stentului securizat pe sistemul de livrare pentru exapandare controlata

Sistem in forma de pantalon cu 3 segmente: Aortic (corpul principal), extensia iliaca si segmentul

aorto-uni-iliac

Multipli markeri radioopaci sub forma de “0”, “8” si “V
alinierea extensiei iliace

Ofera patenta pe termen lung arterelor iliace
Diametre aortice disponibile: 20mm, 22mm, 24mm, 26mm, 28mm, 30mm, 32mm, 34mm

Diametru iliac proximal: 10, 12mm

Lungimea segmentului acoperit: 120 mm

Lungimea extensiei iliace: 30mm

Recomandat pentru cazuri cu:

Lungimea segmentului proximal aortic fara anevrism > 15 mm Diametrul segmentului proximal aortic fara anevrism
intre 18-32 mm Angulatia segmentului proximal aortic < 60°

Zona de ancorare distala iliaca >15 mm Diametrul arterei iliace distala de 8 - 22 mm

Furnizorul se obliga sa livreze toate extensiile necesare rezolvarii cazului in functie de anatomia pacientului

Kit-uri complete specifice de diagnostic si implantare specifice caii de abord (teci, catetere de angiografie, ghiduri,
baloane etc.)

Marcaj CE

Furnizorul trebuie sa asigure instruirea a minim 5 persoane cadru medical pentru implantarea stentgraftului
Furnizorul trebuie sa asigure suport tehnic de specialitate pentru primele 20 implantari Toate costurile legate de
serviciile asociate vor fi suportate de catre furnizor.

Sistemul va fi insotit de manual de utilizare in limba romana

In vederea elaborarii ofertei tehnice, ofertantji trebuie sa prezinte detaliat produsul demonstrand ca ofertele
indeplinesc specificatiile tehnice asa cum au fost solicitate de catre autoritatea contractanta. Prezentarea detaliata
trebuie sa fie insotita de documente suport (fisa tehnica, manual, ghid. etc.) pentru a se putea demonstra ca
produsul ofertat corespunde nevoilor si specificatiilor tehnice solicitate de autoritatea contractanta

SAU Pachet stent graft autoexpandabil abdominal cu fixare proximala

Diametrul proximal cuprins intre 23-36 mm si cel distal intre 13-20 mm (cu posibilitatea alegerii dimensiunilor in
functie de dimensiunile specifice pacientului)

Lungimea de 140/155/170 mm (cu posibilitatea alegerii dimensiunilor in functie de dimensiunile specifice
pacientului)

Stentul este confectionat din aliaj, cu spirale independente ce confera o maxima flexibilitate; grafitul confectionat din
poliester, prins de stent prin sutura din polietilena de Tnalta densitate.

Posibilitatea de atasare a mansoanelor de extensie aortice, contralaterale si iliace Pachetul trebuie sa contina
bifurcatia, extensia contralaterala. extensia iliaca si balonul pentru post dilatare cu dimensiuni variabile adaptate
pacientului

Sistem introducator si diagnostic complet (teci, catetere de angiografie, arcuri, balon, etc)

Marca CE

Furnizorul trebuie sa asigure instruirea a minim 5 persoane cadru medical pentru implantarea stentgraftului
Furnizorul trebuie sa asigure suport tehnic de specialitate pentru primele 20 implantari Toate costurile legate de
serviciile asociate vor fi suportate de catre furnizor.

Sistemul va fi insotit de manual de utilizare in limba romana

In vederea elaborarii ofertei tehnice, ofertantji trebuie sa prezinte detaliat produsul demonstrand ca ofertele
indeplinesc specificatiile tehnice asa cum au fost solicitate de catre autoritatea contractanta. Prezentarea detaliata
trebuie sa fie insotita de documente suport (fisa tehnica, manual, ghid, etc.) pentru a se putea demonstra ca
produsul ofertat corespunde nevoilor si specificatiilor tehnice solicitate de autoritatea contractanta

, pentru implantare precisa si pentru

diametre cateter 18 si 20Fr. — da, pagina 1-2 din ,captura website Endurant.pdf’ — Tabelul ,ORDERING INFORMATION: ABDOMINAL TUBES”", coloana
.Catheter Outer Diameter (F)”

Accesorile specifice incluse:

1. Teaca Introducatoare cu proprietati hemostatice superioare, optim Oml/h nu mai mult de 10 ml/h, mm — da, pagina 1 din ,Captura website Sentrant.pdf”
— Achieve improved seal in both straightforward and complex anatomies with Sentrant™ introducer sheath / The Medtronic Sentrant™ Introducer Sheaths
with Hydrophilic Coating are intended to provide a conduit for the insertion of diagnostic or endovascular devices into the vasculature and to minimise
blood loss associated with such insertions. + pagina 50 din ,aortic-product-catalogue.pdf’ — Superior leak resistance versus Cook Check-Flo Performer™*
introducer sheath and Gore DrySeal™* Flex introducer sheatht + graficul ,Average leakage (ml) per product” 0 ml Medtronic Sentrant™ introducer sheath
mecanism de inchidere pe manerul dilatatorului. Suport ranforsat, acoperire hidrofilica Flexibilitate sporita pasaj facil in zonele cu anatomie dificila sau cu
induratii. — da, pagina 50 din ,aortic-product-catalogue.pdf’ — Engineered to deliver procedural confidence  EnsureSeal technology delivers superior leak
resistance versus competitorst ¢ Coil-reinforced tubing for added stability and kink resistance ¢ Maintains lubricity after multiple insertions « Radiopaque
dilator shaft and sheath tip for accurate visualization and guidance + pagina 50 din ,aortic-product-catalogue.pdf’ — imaginea , The choice for superior
hemostasis” Locking mechanism on dilator handle + pagina 12 din ,Sentrant_M985268A001DOC1_RevA_view.pdf” — The introducer sheath is comprised
of a hydrophilic, coil-reinforced catheter that is attached to a rigid seal housing containing the hemostatic valve assembly. A sideport extension with a 3-
way valve is permanently attached to the seal housing. A radiopaque markerband is located at the distal tip of the sheath. The device also has a suture
loop for attaching it to the patient and a strain relief to prevent kinking of the catheter where it joins to the seal housing. Figure 1. Sentrant introducer
sheath with hydrophilic coating

Lungime de lucru unica de maxim 30 cm- da, pagina 1 din ,Captura website Sentrant.pdf’ — Tabelul de la MODEL SPECIFICATIONS / ORDERING
INFORMATION, coloana ,Working Length (cm)”

cu dimensiuni necesare de la 12Fr la 20Fr. — da, pagina 1 din ,Captura website Sentrant.pdf’ — Tabelul de la MODEL SPECIFICATIONS / ORDERING
INFORMATION, coloana ,Sheath Size (F)”

Compatibila cu gid de 0.035” — da, pagina 1 din ,Captura website Sentrant.pdf’ —Guidewire diameter: 0.035" / 0.89 mm

2 bucati - Da, SRL Oxivit-med va livra 2 bucati

2. Balon compliant , — da, pagina 1 din ,Captura Website Reliant.pdf” —The Reliant stent graft balloon catheter is intended to temporarily occlude large
vessels or to expand vascular prostheses. The device is intended to assist in the expansion of self-expanding stent grafts., + + pagina 16 din
.Reliant_M985254A001DOC1_RevB_view.pdf” — 8.4 Balloon Inflation/Deflation /Caution: Balloon is highly compliant.

diametre la inflatie 10-46 mm, — da, pagina 1 din ,Captura Website Reliant.pdf’ —Reliant Stent Graft Balloon Catheter Features / Inflation diameter: 10-46
mm

shaft 8 Fr, — da, pagina 1 din ,Captura Website Reliant.pdf” —Reliant Stent Graft Balloon Catheter Features / Shaft size: 8 F

lungime utila 100 cm, — da, pagina 1 din ,Captura Website Reliant.pdf” —Reliant Stent Graft Balloon Catheter Features / Working length: 100 cm

ghid de maxim 0,038, — da, pagina 1 din ,Captura Website Reliant.pdf” —Reliant Stent Graft Balloon Catheter Features /Guidewire diameter: 0.038"/0.9652
mm or smaller

recomandat de producator pentru uzul protezarii aortei toracice si abdominale,ocluzia aortica temporara, modelarea endograft si suportul in reducerea
endoleak. — da, pagina 1 din ,,Captura Website Reliant.pdf” —CLINICAL USES Stent graft procedures in the thoracic aorta, abdominal aorta, and iliacs
Expanding and molding the Endurant™ I[I/lls (abdominal) stent graft system and the Valiant™ (thoracic) stent graft system with Captivia™ delivery system
Apposition of stent grafts in seal zones Temporary occlusion of the aorta and large vessels + pagina 52 din ,aortic-product-catalogue.pdf’ — Clinical uses
include: « Abdominal and thoracic use ¢« Endograft modeling « Endoleak sealing support

Reutilizabil in timpul procedurii— da, pagina 1 din ,Captura Website Reliant.pdf” —RELIABLE PERFORMANCE Consistent inflation and deflation time
Stable expansion with minimum balloon overhang to reduce risk of vessel trauma Dependable expansion even after multiple inflations and deflations* +
pagina 16 din ,Reliant_M985254A001DOC1_RevB_view.pdf’ — 8.4 Balloon Inflation/Deflation / Repeat until all target areas of the stent graft have been
modeled. Inflate the balloon in the distal spring area with sufficient pressure to firmly embed the spring against the vessel.

— 1 buc - Da, SRL Oxivit-med va livra 1 bucata

Furnizorul sa asigure instruirea echipei medicale si asistenta tehnica la primele 10 implantari gratis — Da, SRL Oxivit-med . va asigura gratuit instruirea
echipei medicale si asistenta tehnica la primele 10 implantari

Toate costurile legate de serviciile asociate vor fi suportate de catre furnizor. — Da, SRL Oxivit-med . va suporta Toate costurile legate de serviciile asociate
Sistemul va fi insotit de manual de utilizare in limba romana. — Da, sistemul este insotit de instructiuni de utilizare in multe limbi, inlcusiv limba Romana. La
fel instructiunile sunt disponibile in format electronic: ,Endurant_M985265A001DOC1_RevB_view.pdf” — limba romana incepind cu pagina 50 in document
(920 in instructiunea imprimata care vine impreuna cu produsul)

.Reliant_M985254A001DOC1_RevB_view.pdf’ — limba romana incepind cu pagina 129

.Sentrant_M985268A001DOC1_RevA_view.pdf’ — limba romana incepind cu pagina 156
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