78  Ureteral Stents - Double Pigtail Stent Sets

Universa® Firm Urete

Used for temporary internal dr:
sensitive stent material provide
stent indwelling. The stent posi

rtip. S
CAUTION: Periodic evaluation
12 months.
Global
Product Order Length
Number Number Fr cm
Set
G54378  UFI-522 5.0 22
G54448  UFI-626 6.0 26
G54446  UFI-628 6.0 28
G54379 UFI-726 7.0 26
G54440  UFI-728 7.0 28
Stent and Positioner
G54418  UFI-522-R 5.0 22
G54416  UFI-524-R 5.0 24
G54414  UFI-526-R 5.0 26
G54412  UFI-528-R 5.0 28
G54410  UFI-622-R 6.0 22
G54408  UFI-624-R 6.0 24
G54407  UFI-626-R 6.0 26
G54404 UFI-628-R 6.0 28
G54400 UFI-724-R 7.0 24
G54398  UFI-726-R 7.0 26
G54396 _UFI-728-R 7.0 28
Stent Set with Roadrunner® Wire Guide and Lockable Pusher
G54435  UFI-526-RPC-LP 5.0 26
G54432  UFI-528-RPC-LP 5.0 28
G54430  UFI-624-RPC-LP 6.0 24
G54429  UFI-626-RPC-LP 6.0 26
G54428  UFI-628-RPC-LP 6.0 28
G54426  UFI-724-RPC-LP 7.0 24
G54425  UFI-726-RPC-LP 7.0 26
G54424  UFI-728-RPC-LP 7.0 28
E ithPiatail Sid Onty
G54422  UFI-726-P 7.0 26
G54421  UFI-728-P 7.0 28
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Frangais I]

Set d’endoprothése urétérale rigide Universa®

Utilisé pour effectuer un drainage interne temporaire entre la jonction pyélo-urétérale et la vessie. Le matériau thermosensible

de I'endoprothése offre 'avantage de la rigidité lors de la mise en place et de la souplesse lorsque I'endoprothése est a demeure.
Le positionneur d'endoprothése comporte une bande radio-opaque qui améliore la visibilité sous radioscopie de l'extrémité du
positionneur. Le set comprend une endoprothése, un guide et un positionneur.

MISE EN GARDE : Une évaluation périodique est recommandée ; I'endoprothése ne doit pas rester 3 demeure pendant plus de
12 mois.

Deutsch E

Universa® Firm Ureter Stentset

Dient zur voriibergehenden internen Drainage aus dem pyeloureteralen Ubergang in die Blase. Das thermosensible Stentmaterial
bietet bei der Platzierung die Vorziige eines festen Stents und nach der Platzierung die Vorziige eines weichen, anpassungsfahigen
Stents. Der Stent-Positionierer hat einen réntgendichten Streifen, der die Darstellung der Spitze des Positionierers unter
Durchleuchtung verbessert. Das Set enthdlt einen Stent, einen Fiihrungsdraht und einen Positionierer.

VORSICHT: Eine regelmiBige Uberpriifung ist angeraten. Der Stent darf nicht linger als 12 Monate verweilen.

Italiano I]

Set con stent ureterale rigido Universa®

Utilizzato per il drenaggio interno temporaneo dalla giunzione ureteropelvica alla vescica. Il materiale termosensibile dello stent offre
le caratteristiche di posizionamento di uno stent rigido assieme ai vantaggi di uno stent cedevole durante la permanenza.

Il posizionatore per stent & dotato di una banda radiopaca che migliora la visibilita della punta del posizionatore stesso in
fluoroscopia. Il set include uno stent, una guida e un posizionatore.

ATTENZIONE - Si consiglia di eseguire una valutazione periodica; la permanenza dello stent non deve superare i dodici mesi.

Espariol

Equipo de stent ureteral rigido Unversa®

Se utiliza para el drenaje interno temporal desde la unién ureteropélvica hasta la vejiga urinaria. El material termosensible del stent
proporciona las ventajas de un stent rigido en cuanto a la colocacién y de un stent blando amaoldable en cuanto a la permanencia. El
posicionador de stent dispone de una banda radiopaca que mejora la visibilidad fluoroscépica de la punta del posicionador. El equipo
incluye: stent, guia y posicionador.

AVISO: Se recomienda realizar evaluaciones periédicas; el stent no debe permanecer colocado mas de 12 meses.

Pyccrmia E

Habop TBepabIx MOYeTOUHNKOBbIX cTeHTOB Universa®

MNpumeHseTca Ana BpeMeHHOro BHYTPeHHEro ApeHaa U3 IoXaHOYHO-MOUYETOUHUKOBOTO COUNeHeHWA B MOYEBOA My3bIPb.
TepmMouyBCTBUTENbHBIN MaTepuan CcTeHTa coueTaeT NPeuMyLLecTBa }KeCcTKOro CTeHTa Npu YCTaHOBKE U MATKOro NoAatmIvBOro CTeHTa
npu HaxoXaeHnn B opraHnsme. Mo3MUnoHMpYIoLIee YCTPOMCTBO CTEHTa MMEeT PeHTIeHOKOHTPACTHYIO nonocy, koTopas obneruaer
PEHTreHOCKONMUECKUI1 KOHTPOSb NONOMXKEHWA ero KoHuMKa. B Habop BXoAAT CTeHT, NPOBOAHUK U NO3ULMOHMPYIOLLEE YCTPOWUCTEO.
OCTOPOXHO: PekomeHayeTca nepuognyeckoe obcnefoBaHmne; CTEHT He OMKEH HaXOAWTbCA B OpraHM3me nauueHTta 6onee
12 mecsaues.

Polski :

Zestaw sztywnego stentu moczowodowego Universa®

Stosowany do czasowego drenazu wewnetrznego moczu z poziomu potaczenia miedniczkowo-moczowodowego do pecherza.
Termicznie czuty materiat stentu ma te zalete, ze stent jest sztywny w czasie wprowadzania, jednak po wprowadzeniu do ciata
pacjenta staje sie miekki i elastyczny. Pozycjoner stentu posiada cieniodajng opaske, ktéra poprawia wizualizacje fluoroskopowg
koricéwki pozycjonera. Zestaw zawiera stent, prowadnik i pozycjoner.

PRZESTROGA: Zaleca sie okresowa kontrole; nie wolno utrzymywacé zatozonego stentu bez wymiany przez okres dtuzszy niz
12 miesiecy.



Wire guides

Roadrunner® Hydrophilic PC Wire Guide

Used to gain ureteral access, to establish a tract, and to assist in the placement,
replacement, and exchange of medical devices during urological procedures. It
may also be used for catheter positioning and exchange in a tortuous or kinked
ureter, traversing a large stone en route to the kidney, or in cases demanding

\“ enhanced control and high radiopacity. The Roadrunner has a nitinol core, a
flexible, platinum tip, and one-to-one torque. The AQ® coating is a microthin layer
of hydrophilic polymer that, when activated, attracts and holds water and other
liquids to the wire guide, creating a low-friction surface. Choose between
standard- and stiff-body options. This product is not intended for PTCA use.

/ /[
7/
Tip

Order Reference Diameter Length Tip Length

Number Part Number inch cm Configuration cm Coating
Standard-Body Wire Guide

G17540 RFSPC-035145 0.035 145 angled 3 Slip-Coat®

G17541 RFSPC-038145 0.038 145 angled 3 Slip-Coat

G17542 RFSPC-035145-0 0.035 145 straight 3 Slip-Coat

G17539 RFSPC-038145-0 0.038 145 straight 3 Slip-Coat
Standard-Body Wire Guides with Ink Marks and AQ°® Coating

G18629 RFSPC-035145-0-1-AQ 0.035 145 straight 3 AQ
Stiff-Body Wire Guides*

G34132 RPC-035145-5 0.035 145 angled 8 Slip-Coat

G34130 RPC-038145-5 0.038 145 angled 8 Slip-Coat

G34131 RPC-035145-0-5 0.035 145 straight 8 Slip-Coat

G34129 RPC-038145-0-5 0.038 145 straight 8 Slip-Coat

*Sold in boxes of 5.
Slip-Coat is a registered trademark of Angiotech Biocoatings Corp.
Some products or part numbers may not be available in all markets. Contact your local Cook representative or Customer Support & Delivery for details.

Please see product risk information in the IFU at cookmedical.eu.
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DM000207565 »TENT URETERAL Cook® Universa® UFI-628-R G54404 Irlanda COOK IRELAND LIMITED ERICON ».R.L. A07.P»-01.Rg04-106 26-04-2019
DM000207564 »TENT URETERAL Cook® Universa® UFI-628-P G54452 Irlanda COOK IRELAND LIMITED = ERICON ».R.L. A07.P>-01.Rg04-106 26-04-2019
DM000207567 »TENT URETERAL Cook® Universa® UFI-728 G54440 Irlanda COOK IRELAND LIMITED = ERICON ».R.L. A07.P»-01.Rg04-106 26-04-2019
DM000207566 »TENT URETERAL Cook® Universa® UFI-628-RPC-LP G54428 Irlanda COOK IRELAND LIMITED | ERICON ».R.L. A07.P»-01.Rg04-106 26-04-2019
DM000207569 »TENT URETERAL Cook® Universa® UFI-728-R G54396 Irlanda COOK IRELAND LIMITED ERICON ».R.L. A07.P»-01.Rg04-106 26-04-2019
DM000207570 »TENT URETERAL Cook® Universa® UFI-728-RPC-LP G54424 Irlanda COOK IRELAND LIMITED = ERICON ».R.L. A07.P>-01.Rg04-106 26-04-2019
DM000207568 »TENT URETERAL Cook® Universa® UFI-728-P G54421 Irlanda COOK IRELAND LIMITED = ERICON ».R.L. A07.P»-01.Rg04-106 26-04-2019
DM000207560 »TENT URETERAL Cook® Universa® UFI-528 G54447 Irlanda COOK IRELAND LIMITED = ERICON ».R.L. A07.P»-01.Rg04-106 26-04-2019

' DM000207561 »TENT URETERAL Cook® Universa® UFI-528-R G54412 Irlanda COOK IRELAND LIMITED ERICON ».R.L. A07.P»-01.Rg04-106 26-04-2019
DM000207562 »TENT URETERAL Cook® Universa® UFI-528-RPC-LP G54432 Irlanda COOK IRELAND LIMITED = ERICON ».R.L. A07.P>-01.Rg04-106 26-04-2019
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No. Q5 033038 0038 Rev. 01
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Holder of Certificate:

Facility(ies):

Cerﬁﬂcai_idn Mark:

Cook Ireland Limited
O'Halloran Road i
National Technology Park
Uimerick I

| IRELAND

Cook Ireland Limited

O'Halloran Road, National Teonnology Park, Limerick, IRELAND

See Scope of Certificate

EN 150 13485:2016

Prood ot Sevece

' Delivery Systemc, Drug Emmmm&ﬂmmm
| Vacoular Neadies and Connsoting Tubee.

Applied Standard(s):

Medical devices - Quality management systems -

' Requirements for requlatory purposes

(150 134B5:2016)
DIN EN IS0 13485:2016

The Certification Body of Tﬂv .aL'JD Product Service GmbH certfes that the company mentionad
above has established and Is maintalning a quality management system, which meats the
requirements of the listed mndard(s] All applicable requirements of the testing and certification
regulation of TOV 50D Group have o be complied with. For detalls and certiicate valldity see:

WUy ELd. mmlg:s»cert?u*wn Q5 033038 D038 Rev. DI
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TOV 80D Product SBervice GmbH * Certification Body * RidierstraBe 65 * 80339 Munkch * Germany
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