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Kainos pasiulymas. 7 lakstas

priimtina kaina Eur be PVM (butina jrasyti)

] 0 Tiekéjo siillomi techniniai parametrai (biitina uzpildyti) Reikalavimas pilnai jrasyti siilomus konkretius parametrus. Neuzpildytos skiltys, ar
uzpildytos taip, kad néra galimybiy identifikuoti siilomy parametry, bus vertinama kaip itiki pirkis il i

29.1 |Pagamintas i$ nitinolio (nikelio-titano lydinio) ar vielos. P i i$ nitinolio (nikelio-titano lydinio) vielos.

Stento karkaso pyné turi buti kabliuko arba lygiaver¢io tipo, karkaso galai -|

29.2 apvalaus netraumuojangio pynimo. Stento karkaso pyné turi biti kabliuko tipo, karkaso galai - apvalaus netraumuojanéio pynimo.
Turi buti galimybé pasirinkti stentg stentavimui dviem stentais (stenty . . —— P . . - .
293 |iinko "akiy" dydis ne maZiau 5-6 mm). Galimybe pasirinkti stenta stentavimui dviem stentais (stenty tinko "akiy" dydis 6 mm).
o —— v + R —
204 fnt:a:)to ilgis turi buti nuo 40 mm iki 120 mm + 5 mm (ilgio Zingsnis kas 10 Stentoilgis nuo 40 mm iki 120 mm (ilgio %ingsnis kas 10 mm).
29.5 Sientetorinisskesmuctarbindiedalyispasinktnat S mit ity Stento iSorinis skersmuo darbinéje dalyje pasirinktinai 6 mm, 8 mm ir 10 mm

mm

Abiejuose stento galuose ir viduryje turi biti ne maziau 8 platinos, aukso
29.6 |arba analogisky rentgenokontrastiniy Zymeny, kurie kontrstingesni negu  [Abiejuose stento galuose ir viduryje 8 platinos rentgenokontrastiniy Zymeny, kurie kontrstingesni negu stento nitinolinis karkasas.
stento nitinolinis karkasas.

Kiekvi stentas k lektuojamas su jo vienkartine jvedimo sistema.
29.7 |Stento jvedimo sistema turi sglygoti sklandy stento jvedima, turi buti
galimybé graZinti stentg j jvedimo kateterj koreguojant jo lokalizacija.

Kiekvi stentas k mas su jo vienkartine jvedimo sistema. Stento jvedimo sistema salygoja sklandy stento jvedima, yra
galimybe graZinti stentg j jvedimo kateterj koreguojant jo lokalizacija.

29.8 |Stentas ir jo priedai turi buti sterilioje pakuotéje. Stentas ir jo priedai sterilioje pakuotéje.

Apie sitilomas prekes privaloma pateikti ne maziau 2 (dviejy) ISI

indeksa turinc¢iame leidinyje i iy publikacijy apie
atliktas prekeés studijas, patvirti i igi: jos taik
rezultatus, kopijas.
29 poz.End iniai tulZies taky liniai iSsipleci s nedengti stentai
MOKSLINES PUBLIKACIJOS Moksliné publikacija Nr. 1 Moksliné publikacija Nr. 2 3 ikacija pri: dok
DUOMENYS
Medziaga ir $altiniai GASTROINTESTINAL ENDOSCOPY 2009 / i Digestive Endoscopy 2015
Endosc. 2009 Jul;70(1):45-51. A comparison of the Niti-D | Dig Endosc. 2015 Sep;27(6):692-9.Small cell- versus large cell-
biliary uncovered stent and the uncovered Wallstent in sized metal stent in endoscopic bilateral stent-in-stent
i biliary obstruction for malignant hilar biliary obstruction.
Mokslinés publikacijos autorius/-iai | Yang KYZ, Ryu JK, Seo JK, Woo SM, Park JK, Kim YT, Lee ML,2, Lee SHL, Chung KH, Park JM3, Paik WH4, Woo
Yoon YB. SMS, Lee WJ5, Ryu JK1, Kim YT1.
Mokslinio leidinio ISI indeksas |1516.713 |1s12.715
Tyrimo populiacija 101 58
Tyrimo rezultatai Stent occlusion occurred in 11 patients (26.8%) with the NDS | There were no significant differences between the two groups in
and 17 patients (28.3%) with the Wallstent. The median successful drainage (SCS vs LCS, 100% vs 100%, respectively),
duration of stent patency tended to be longer for the NDS group | early complications (38.1% vs 18.2%), late complications (14.3%
(153 days) than for the Wallstent group (124 days); however, |vs 22.7%), stent occlusion (42.9% vs 45.5%), tumor ingrowth
the difference was not statistically significant (P = .204). The | (33.3% vs 45.5%) or overgrowth (9.5% vs 0%). Duration of stent
median duration of overall survival of patients was 160 days for | patency and overall survival were not significantly different between
the NDS and 148 days for the Wallstent. The subgroup analysis | the two groups (P = 0.086 and P = 0.320, respectively).
showed that 27 patients had hilar obstruction (NDS 13,
Wallstent 14). The median duration of stent patency was 249
days for the NDS group and 76 days for the Wallstent group;
this difference was statistically significant (P = .006). The
complications included pancreatitis in 3 NDS cases and 5
Wallstent cases.
Tyrimo i$vados The results of this study showed no significant differences rEnduscupic bilateral SIS placement for malignant hilar
between the NDS and the Wallstent for the palliative obstruction shows no differences in stent patency, survival,
endoscopic management of malignant biliary obstruction. There | complications and clinical course according to the cell size of
were no significant differences in patency, complication rates, |SEMS.
and patient survival between the more conformable NDS and
the conventional Wallstent. However, the NDS, which has good
conformability, may be preferred for hilar obstru 5
30 poz. iniai tulZies taky i i$si dengti stentai
MOKSLINES PUBLIKACIJOS Moksliné publikacija Nr. 1 Moksliné publikacija Nr. 2 Moksliné publikacija Nr. 3
DUOMENYS

DIGESTIVE AND LIVER DISEASE 2013/ Dig Liver Dis. GASTROINTESTINAL ENDOSCOPY 2009 151 6.713/Gastrointest | SURGICAL ENDOSCOPY AND OTHER

2013 Apr;45(4):305-9. doi: 10.1016/j.dld.2012.11.001. Endosc. 2009 Jul;70(1):37-44. doi: 10.101 INTERVENTIONAL TECHNIQUES 2010/

Prospective evaluation of the partially covered nitinol Measurement of radial and axial forces of biliary self- Surg Endosc. 2010 Jan;24(1):131-7. doi:

*"ComVi* stent for malignant non hilar biliary obstruction. |expandable metallic stents. 10.1007/500464-009-0537-9. Management of distal
malignant ry obstruction with the ComVi stent, a

new covered metallic stent.

Mokslinés publikacijos autorius/-iai |Perri V1, Boskoski I, Tringali A, Familiari P, Marchese M, Lee | Isayama H1, Nakai Y, Toyokawa Y, Togawa O, Gon C, Ito Y,

DK, Jang SI, Han J, Kim HG, Mutignani M, Onder G, ‘Yashima Y, Yagioka H, Kogure H, Sasaki T, Arizumi T,
Costamagna G. Matsubara S, Yamamoto N, Sasahira N, Hirano K, Tsujino T, Toda
N, Tada M, Kawabe T, Omata M.
Mokslinio leidinio ISI indeksas [isTe713 113436
Tyrimo populiac Subjektai nevertinti 47
Tyrimo rezultatai Overall median survival time was 190 days (30-856). Forty- | Measurements of RF in the process of expansion showed No significant differences in stent patency or patient
four patients (62.8%) died after median 175.5 days (30-614) | characteristic patterns closely related to the structures and materials |survival were found. Stent occlusion was observed in 13
without signs of stent dysfunction; 37 patients (52.8%) were of SEMSs. Results of AF measurement can be classified into 3 patients (27.7%) in the ComVi group and 10 patients

alive after 6 months without signs of self-expandable metal | groups: high, medium, and low AF, depending on the type of SEMS. | (21.3%) in the CWS group. The cause of occlusion in both
stents occlusion. Survival rapidly dropped between 8 and 12 | AF decreased with an increase of the length of stents. A plot of RF | groups was tumor overgrowth (4.25% vs 4.2%), sludge

months after treatment. Survival was not influenced by sex (P = |against AF revealed 3 distinguished RF/AF combinations and (8.5% vs 6.3%), impaction of food scraps (14.9% vs
0.1) or type of neoplasia (P = 0.178). Median survival was icated the importance of understanding the properties by not only |2.1%), and bile duct kinking (0% vs 8.4%). Other

longer (254 days [44-836]) in patients who underwent RF or AF indivi but also by RF/AF inati icati migration (2.1% vs 17.0%; p =
chemotherapy (P < 0.0001). Partially covered self-expandable 0.0304) and cholecystitis (2.1% vs 6.3%), and there were
metal stents occlusion had 24 (35.7%) patients 154 days (35- significant differences in the incidence of complications
485) after treatment. Median survival after re-treatment was 66 except for occlusion (4.2% vs 24.6%; p = 0.0142).

days (13-597). Cholecystitis occurred in one patient (1.7%).

Tyrimo isvados The ComVi partially covered self-expandable metal stents is |1t was demonstrated that a combination of RF and AF is more, The Com\Vi stent has a patency similar to that of the CWS
effective for palliation of biliary obstruction secondary to distal  [effective than RF or AF individually in understanding the clinical |and a lower incidence of migration. However, early
malignant biliary strictures. Self-expandable metal stents implications of SEMSs. More work is needed to correlate occlusion by food impaction was increased and should be
patency during follow-up is sati without significant ical properties with clinical results by designing model resolved.

31 poz. Stentai pseudocisty stentavimui

MOKSLINES PUBLIKACIJOS Moksliné publikacija Nr. 1 Moksliné publikacija Nr. 2 publikacijy pr
DUOMENYS dok
Medziaoa ir &altiniai IGASTROINTESTINAL ENDOSCOPY 2017/ i IZEITSCHRIFT FUR GASTROENTEROLOGIE 2016 1S1 1.618




Endosc. 2017 Jun;85(6):1243-1252. Endoscopic "step-up
approach” using a dedicated biflanged metal stent reduces
the need for direct necrosectomy in walled-off necrosis
(with videos).

Z Gastroenterol. 2016 Jan;54(1):26-30. Endoscopic therapy for
infected pancreatic necrosis using fully covered self-
expandable metal stents: combination of transluminal
necrosectomy, transluminal and percutaneous drainage.

Mokslinés publikacijos autorius/-iai

Lakhtakia S1, Basha J1, Talukdar R1, Gupta RL, Nabi Z1,
Ramchandani M1, Kumar BVNL, Pal P1, Kalpala R1, Reddy
PML, Pradeep RL, Singh JRL, Rao GV1, Reddy DNL

| Albers D1, Toermer T1, Charton JP2, Neuhaus H2, Schumacher
BL.

Mokslinio leidinio IS indeksas

1S17.204

1511618

Tyrimo populiacija

200

13

Tyrimo rezultatai

Two hundred five WON patients underwent EUS-guided
drainage using BFMSs. Technical success was achieved in 203
patients (99%). Periprocedure adverse events occurred in 8
patients (bleeding in 6, perforation in 2). Clinical success with
BFMSs alone was seen in 153 patients (74.6%). Reintervention
adopting the step-up approach was required in 49 patients
(23.9%). Incremental success was achieved in 10 patients with
step 1, 16 patients with step 2, and 19 patients with step 3.
Overall clinical success was achieved in 198 patients (96.5%),
with DEN required in 9.2%. Four patients failed treatment and
required surgery (2) or percutaneous drainage (2).

[A sustained clinical success was achieved in 12 of 13 cases (CRP
before therapy 23.5 14.4mg/L, after 3.1+2.6mg/IL). Discharge
occurred afler 2.5+22.4 days. The self-expanding metal stent was
extracted after 82.5+56.6 days. Mean follow up was 8.5+5.9
months.

Tyrimo i$vados

The endoscopic step-up approach using BFMSs was safe,
effective, and yielded successful outcomes in most patients,
reducing the need for DEN.

Our concept of combining drainage, direct endoscopic
and ffers a safe and reliable

alternative to surgery, even in case of extended necrosis.

29 poz.End iai tulZzies taky liniai i$ & s nedengti stentai
MOKSLINES PUBLIKACIJOS Moksliné publikacija Nr. 1 Moksliné publikacija Nr. 2
DUOMENYS

i

Medziaga ir $altiniai

(GASTROINTESTINAL ENDOSCOPY 2009 /

Digestive Endoscopy 2015

Endosc. 2009 Jul;70(1):45-51. Niti-D tulZies nedengto stento
ir nedengto Wallstent stento palyginimas esant piktybinei
tulies obstrukeij

Dig Endosc. 2015 Sep;27(6):692-9.Mazy celiy ir dideliy celiy
metaliniy stenty inii i i ini:
stentas stente jstatyme, esant piktybin
obstrukcijai.

Mokslinés publikacijos autorius/-iai

Yang KY1, Ryu JK, Seo JK, Woo SM, Park JK,
Kim YT, Yoon YB.

Lee JM1,2, Lee SH1, Chung KH1, Park JM3, Paik
‘WH4, Woo SM5, Lee WJ5, Ryu JK1, Kim YT1.

Mokslinio leidinio ISI indeksas

IS16.713

IS12.715

Tyrimo populiacija

101

58

Tyrimo rezultatai

Stenty okliuzija pasirei$ke 11 pacienty (26,8
%) su NDS ir 17 pacienty (28,3 %) su
Wallstent stentu. Vidutiné stento pralaidumo
trukmeé NDS grupéje buvo ilgesneé (153
dienos) nei Wallstent stento grupéje (124
dienos); tatiau skirtumas statistiskai nebuvo
reik$mingas (P = 0,204). Vidutiné pacienty
igyvenamumo trukmeé NDS grupéje buvo 160
dieny, o Wallstent grupéje - 148 dienos.
Pogrupio analizé parodeé, kad 27 pacientai
turéjo linkio obstrukcija (NDS 13 atvejy,
Wallstent 14 atvejy). Vidutiné stento
pralaidumo trukmeé NDS grupéje buvo 249
dienos, o Wallstent grupéje - 76 dienos, $is
skirtumas statisti$kai nebuvo reik§mingas (P
=0,006). Komplikacijos apémé: pankreatita 3
atvejai NDS grupéje ir 5 atvejai Wallstent
grupéje.

Sékmingo drenaZo (atitinkamai SCS prie$ LCS,
100 % prie$ 100 %), ankstyvy komplikacijy (38,1
% pries 18,2 %), vélyvy komplikacijy (14,3 %
pries 22,7 %), stento okliuzijos (42,9 %) prie$
45,5 %), naviko jaugimo (33,3 % pries 45,5 %)
arba peraugimo (9,5 % pries$ 0 %) prasme
reik$mingy skirtumy tarp dviejy grupiy nebuvo.
Stento pralaidumo trukmé ir bendras
i8gyvenamumas abiejose grupése reik$mingai
nesiskyré (atitinkamai P = 0,086 ir P = 0,320).

Tyrimo iSvados

Sio tyrimo rezultatai neparodé reikimingy
skirtumy tarp NDS ir Wallstent paliatyviniam
endoskopiniam piktybineés tulzies
obstrukcijos valdymui. Tarp labiau
suderinamo NDS ir labiau jprasto Wallstent
nebuvo jokiy reikSmingy pralaidumo,
komplikacijy daznio ir pacienty
i$gyvenamumo skirtumy. Taciau NDS, kuris
yra gerai suderinamas, gali buti priimtinesnis
linkio obstrukcijos atveju.

Endoskopinis bilateralinis SIS jstatymas
piktybinés tulZies linkio obstrukcijos atveju pagal
SEMS celiy dydj stenty pralaidumo,
i8gyvenamumo, komplikacijy ir klinikinés eigos
prasme nesiskiria.

MOCIINEC DIIRIIZACIING

30 poz. Endoskopiniai tulZies taky metaliniai i$sipleciantys dengti stentai

Molcli Llilaciio N 1

Lcling ilociio Nw 2

Sio N 2

DIGESTIVE AND LIVER DISEASE 2013/ Dig Liver Dis.
2013 Apr;45(4):305-9. doi: 10.1016/j.d1d.2012.11.001.
Perspektyvinis dalinai padengto nitinolio “ComVi* stento
ivertinimas pikiybinei ne linkyje esanciai tulzies
obstrukcijai.

GASTROINTESTINAL ENDOSCOPY 2009 ISI 6.713/Gastrointest
Endosc. 2009 Jul;70(1):37-44. doi: 10.1016/j.gie.2008.09.032.
Biliariniy savaime iSsipleciandiy metaliniy stenty radialiniy ir
aksialiniy jégy matavimas.

SURGICAL ENDOSCOPY AND OTHER

INTERVENTIONAL TECHNIQUES 2010/

Surg Endosc. 2010 Jan;24(1):131-7. doi:

10.1007/500464-009-0537-9. Distalinés piktybinés
cijos valdymas naudojant naujg dengtq

stentq "ComVi".

Mokslinés publikacijos autorius/-iai

Perri V1, Boskoski I, Tringali A, Familiari P,
Marchese M, Lee DK, Jang SI, Han ], Kim HG,
Mutignani M, Onder G, Costamagna G.

Isayama H1, Nakai Y, Toyokawa Y, Togawa O, Gon C, Ito Y,
Yashima Y, Yagioka H, Kogure H, Sasaki T, Arizumi T,
Matsubara S, Yamamoto N, Sasahira N, Hirano K, Tsujino T, Toda
N, Tada M, Kawabe T, Omata M

Mokslinio leidinio ISI indeksas

Tyrimo populiacija

Tyrimo rezultatai

1S12.889 IS16.713 IS13.436
70 Subjektai nevertinti 47
Bendras vidutinis iSgyvenamumo laikas buvo |RF matavimai plétimosi proceso metu parodé Nerasta jokiy reik$mingy stenty

190 dieny (30-856). Keturi keturi
pacientai (62,8 %) miré po vidutiniskai 175,5
dieny (30-614) be stento disfunkcijos
pozymiy; 37 pacientai (52,8 %) buvo gyvi
praéjus 6 ménesiams be savaime
besipletian¢io metalinio stento okliuzijos
pozymiy. Isgy stipriai Zéj
praéjus nuo 8 iki 12 ménesiy po gydymo. Lytis
(P = 0,1) arba neoplazijos tipas (P = 0,178)
i$gyvenamumui jtakos neturéjo. Pacienty,
kuriems buvo atlikta chemoterapija (P
<0,0001), vidutinis iSgyvenamumas buvo
ilgesnis (254 dienos [44-836]). I3 dalies
dengty savaime besiple¢ian¢iy metalo stenty
okliuzija pasireiske 24 (35,7 %) pacientams
praéjus 154 dienoms (35-485) po gydymo.
Vidutinis i§gyvenamumas po pakartotinio
gydymo buvo 66 dienos (13-597).
Cholicistitas pasirei$ké vienam pacientui (1,7
%).

struktiras, su SEMS
struktiiromis ir medziagomis. AF matavimo
rezultatus galima suskirstyti j 3 grupes: auksta,
vidutinj ir Zema AF, priklausomai nuo SEMS tipo.
Padidinus stenty ilgj AF sumazéjo. RF nuo AF
grafikas parodeé 3 iskirtinius RF/AF derinius ir
parodg, kaip svarbu yra suprasti ne tik atskiras
RF ar AF savybes, bet ir RF/AF derinius.

pr ar pacienty isgy

skirtumy. Stenty okliuzija pastebéta 13
pacienty (27,7 %) ComVi grupéje ir 10
pacienty (21,3 %) CWS grupéje. Abiejy
grupiy okliuzijos prieZastis buvo naviko
peraugimas (4,25 % pries 4,2 %),
nuosédos (8,5 % pries 6,3 %), maisto
liku¢iy poveikis (14,9 % pries 2,1 %) ir
tulzies lataky uzlinkimas (0 % prie$ 8,4 %)
. Kitos komplikacijos buvo migracija (2,1
% prie$ 17,0 %; p = 0,0304) ir cholicistitas
(2,1 % pries 6,3 %), o komplikacijy
(i8skyrus okliuzija) daznio skirtumas buvo
reik§mingas (4,2 % pries 24,6 %; p =
0,0122).

Tyrimo i$vados

ComVi dalinai dengti savaime besipleciantys

Buvo jrodyta, kad klinikiniy SEMS pasékmiy

ComVi stento pralaidumas panasus j CWS,

31 poz. Stentai pseudocisty stentavi

imui

MOKSLINES PUBLIKACIJOS
DUOMENYS

Moksliné publikacija Nr. 1

Moksliné publikacija Nr. 2

publikacijy pri:

Medziaga ir $altiniai

ZEITSCHRIFT FUR GASTROENTEROLOGIE 2016 1S1 1.618




ENQOSC. 201/ JUn;8b(6):1243-1252.

. stiprinimo biidas*, naudojant specialy junges i§ abiejy
pusiy turintj metalinj stenta, sumazina tiesioginés

poreikj atitvertos nekrozés atveju (su
vaizdo jrasais).

z 2016 Jan;54(1):26-30. Endoskopinis gydymas
infekuotos kasos nekrozés atveju, panaudojant visiskai dengtus
savaime metali inaliné

i i p io drenaZo

derinys.

Mokslinés publikacijos autorius/-iai

Lakhtakia S1, Basha J1, Talukdar R1, Gupta
R1, Nabi Z1, Ramchandani M1, Kumar BVN1,
Pal P1, Kalpala R1, Reddy PM1, Pradeep R1,
Singh JR1, Rao GV1, Reddy DN1.

Albers D1, Toermer T1, Charton JP2, Neuhaus H2, Schumacher

Mokslinio leidinio IS indeksas
T

1S17.204 1S11.618
200 13

Tyrimo rezultatai

Du $imtai penkiems WON pacientams buvo
atliktas EUS kreipiamas drenazas
panaudojant BFMS. Techniné sékmé buvo
pasiekta 203 pacienty (99 %) atvejais.
Nepageidaujami periprocediriniai reiskiniai
pasireiske 8 pacientams (kraujavimas 6
atvejais, perforacija 2 atvejais). Klinikine
sékmé naudojant vien tik BFMS buvo
nustatyta 153 pacienty (74,6 %) atvejais. 49
pacientams (23,9 %) reikéjo pakartotinés
intervencijos, taikant stiprinimo metoda.
Stabili sékme buvo pasiekta 10 pacienty 1
etape, 16 pacienty 2 etape, ir 19 pacienty 3
etape. Bendra klinikiné sekmé buvo pasiekta
198 pacientams (96,5 %), o DEN reikéjo 9,2
%. Keturiems pacientams gydymas neveiké ir
reikéjo operacijos (2) arba perkutaninio
drenazo (2).

Ilgalaiké klinikiné sekmé buvo pasiekta 12 i§ 13
atvejy (CRP pries gydyma 23,5 + 14,4 mg/l, po
3,1+ 2,6 mg /1). Isra§ymas jvyko po 2,5 * 22,4
dieny. Savaime besipleciantis metalinis stentas
buvo iSimtas po 82,5 + 56,6 dieny. Vidutiné
pakartotinio stebéjimo trukmeé buvo 8,5 + 5,9
mén.

Tyrimo i$vados

Endoskopinis sustiprinimo metodas,
naudojant BFMS, buvo saugus, vei i il

&

Misy koncepcija suderinanti transluminalinj
drenazg, ti dosk nekr

daugeliui pacienty pasieké sékmingus
rezultatus, todél sumazéjo DEN poreikis.

ir perkutaninj drenaZa suteikia saugia ir patikima
alternatyva operacijai, net ir iSplitusios nekrozés
atveju.




