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ENGLI SH

I NSTRUCTI ONS FOR USE

I NDI CATI ONS

Indicated for implantation in the native andfoll owicngrehinicoalk c¢tat

A Stenosis of the aorta resulting in significandinamatiomi ¢ maagi ngwi n
echocardiography, magnetic resonance i maging (MRI), CT scan;

A Stenosis of the adyhamiesaltiengtionbemoesulting in systolic pres
altered left ventricular function;

A Stenosis of the aorta where balloon angioplasty is ineffective o

A Stenosis diameter >20% oferthe adjacent vessel di ame

DESCRI PTI ON

The CP Stent is balloon expandable and intended for permanent i mpl

platinum / 10% iridium wire that is arranged i n a24ik iggol dp.atTtheer nn u nt

of zigs in a row can be varied and will i mpact the strengsheanf t he

shortening, while the number of rows wi.ll determine the unexpande:¢

The NuMEDBRBRIBoon in Balloon) Catheter is a triaxial design cathet

lumen is for tracking over a guidewire. The radiopaque mlatTihrrum me

innatlbon is i of the outer balloon diameter and 1 cm shoritfeircc Eac

pressure. The balloon size is N10% at rated burst pressufer (RBE).

RBP. 1t is important that the balloon not be inflated beyond the F

The purpose of the double balloon catheter is to apply amsiinmgcremer

ball oon expandabl e iinntmrearv absaclull caorn sptreonvti.d efTshei ni ti al expansion of th

stent in place while the outer balloon is inflated. Twad louter ball

HOW SUPPLI ED

Supplied bsyt eertihlyilzeende oxi de-pyao.gedtier iilfe packagen i s unopened or unda

there is doubt as to whether the product is sterile. Avpirddeaxttende

to emsourdeamage has occurred.

CONTRAI NDI CATI ONS

A Patients too small to allow safe delivery of ftohe detléwterwi;thout ¢

A Unfavorable aortic anatomy that daegiopladilate with high pressu

A Occlusion or obstruction of systemic artery precluding delivery

A Clinical or biological signs of infection;

A Active endocarditis;

A Known allergy to aspirin, other antiplatelet agents, or heparin;

A Pregnancy.

CP STENT WARNI NGS

A Radief§uency heating during MRI scans on overlapped, 10 zig CP St

A As with any type of implant, infection secondary to contaminatio

A The platinum/iridium stert impy amitgrate from the site

A Ovesrt retching of the artery may result in rupture or aneurysm fo

A The inflated diameter of the stentedhiompldamt ¢$ietast equal the di ame

A Excessive force while crimping may weaken welds of the stent.

A Crinmpithhe 8 zig stent on a balloon catheter smaller than 12mm, al

cause damage to the stent.

BI' B STENT PLACEMENT WARNI NGS

A Do not exceed the RBP. An inflation demoinciet owi tphr epsrseusrseur ePrgeaswsguer ei
RBP can cause balloon rupture and potenti al inability to withdra

A Confirm that the distal end of the introducimaggehmarnkeris taf dreas
the outer balloon Failure to do so may stretch the outer tubing

A Use two appropriate size inflation devices with pressure gauges

A Do not advance the guiodewicneéehebarloon reisjsttamer ¢emmenentwiitfhout
the cause and taking remedial action.

A This catheter is not recommended for pressure measurement or flu

A Do not remove the guidewirmefdom npet cawhpeoeedatpra@yeepte has be

A This device is intended for single useamnpytedDbi abkyresserilinmec
performance and cioscspeaamdnat sbhnof

PRECAUTI ONS

A Use of an inflation device with pressure gauge is highly recomme

A Stents are delicate devices. Care should be exercised while hand

A The streingti d sand may make negotiation through vessels difficult.

A Dilatation procedures should be conducted ayneguifplmemtoscopic gui

A Guidewires are delicate instruments. Care Isdopodssiblei leixtey cofs eldr avd

A Careful attention must be paid to the maintenance of tia@ght cathe
introduction into the system.

A The inflation diameter of the bdl hppnousmdt duthegdsamatedebfveheg
intended i mplant site.

A Under no circumstances should any portion of the catheter systen
should be identifiedowitakémhutoo osempgy amfile agt obl em.

A Ilf resistance is felt upon removal, then the balloon, aquildewifre
ball oon rupture or | eakage is known or suspethedbaThioosnmapthetac
as a unit and withdrawing both together, using a gentle twisting

A The balloons must be completé¢hghedatfhated before retracting into

A Proper functioning of inhiegadttlyet €arecepdhmndd domei used when handling
kinking, stretching, or forceful wiping of the catheter.
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POTENTI AL COMPLI CATI ONS/ ADVERSE EFFECTS
NOTE: Circumferential tear of theedekpaesyobabfoohecatkaetemapricau:

become tethered to the stent, requiring surgical removasli.on,n ictase
can be withdrawn and a new ball oom ccatntpdteedre exxgphaannsg eoch v e rt hae gsu iede
Cardiac catheterization carries certain risks. Potenti altioomplicat
include

A Femoral artehyombpsiyp or psuedoBAnStuernytsnStenosi s

A Stent Migration A Aortic Aneurysm/ Pseudoaneurysm
A Stent Fracture A Stent Mal position

A Aortic Rupture/ Tear A Sepsis/infection

A Hemat oma A AV fistula formation

A Thrombosis/ Thromboembolism A Transitory arrhythmia

A Death A Bleeding

A Endocarditis A cerebrovascular Incident

A cel | necrosis at the site of implant

Any s ious incident that has occurred in relation to the device ¢
country of wuse.

r

FETY | NFORMATI ON

nical testing and modeling has demonstrated that tlhye CP Ster

scanned in an MR system meeting the following conditions:

A Static magnetamdf3eTd of 1.5 T

A Maxi mum spatial gradient magnetic field of 2500 gauss/cm (25 T/n

A Maxi mum MR system reported, whole body awrkagdnmirsyitdecs fdfc sadasmmipr
(Nor mal Operating Mode)

zZ
Sh]
s =
o
)
- >

Based on nonclinidalg,tantdierg téhred smadelcond3tte minsi oedx medt ead otve, p it di
maxi mum in vivo temperaturenimiugesofofl eodnttimamuzAG cafminémgls

MR i mage quality may be compromised ioff trleé¢ aarnea!| gf cill ontser ¢ ot tihe ipm
nonclinical testing, the image artifaaeamm daovsmedhley CPhSteavi wheaxi en
echo pulse sequence and 6 mm when umagedawidtl 8 Jgr MRl eSyseemo fghek:
was obscured.

The presence of other implants or medical circumstances of the pat

parameters.

War niRmgli of requency heatingrduwrpipregd, MRI0O zdagnsCPorStewts has not been

I NSTRUCTI ONS FOR USE
Select Stent Size

1. Measure the length of the target stricture to determiyme the |l eng
proxi mal andtdiisttaulret.o the

2. The appropriate stent |l ength should be selected based on coverin
Note: Should more than one stent be required, place theofstent mo
the proximal stent in tandem.

3. Measure the diameter of the reference stricture and vesasteel proxi
size stent and delivery system.

Preparation Of Stent Delivery System

A Visually inspect the balloon/stent asapthbty assassurkaprboperspen
crimped. Uneven crimping couldymaesei céMARIE@eRONFO RMEPI BY in a n
FLUOROSCOPY)

St ent yDneepnlto

1. Use of the tools supplied with the stent is necessary to defeat
the stent is past the hemostasis valve, the tool must be pulled

2. The assembly is advanceyd sthheraotuhg ha ntdh eo vieorn gt hdee | ol eviefirfr eguil dewit i e ni fo

3. After correct positioning of the stent, pull back on the sheath
injection of contrast thrbhgbugheassdeant oatbheath o

4 Expand the stent initially by inflating the inner bapdiomotn buynt i |
moving % chaet hBeltBe r . The unexpanahedd do utnenre rb eblaltdeont natrtidylredx Ipfh eagai nst
catheter. DO NOT deflate the inner balloon before expansion of
ball oon catheter.

5. Confirm positioning and inflate theedutlee Mhanlfomant twenr'as ebaldli @ame

pressure.

Delivery System Withdrawal

1. Once the stent is expanded, deflate both balloons complfetely and

there is a residual wlaysthenototther sha@hltoorx@@aidnonmaking sure not
2. Remove the balloon catheter and confirm the result with angiogr a
3. Dispose of device after use according to standard hospital proto
NOTH:i ameter of the stent may be increasedi ameteer pbhalcleonemt Dy mxtpa
maxi mum recommended expoafnd2eddom tteme & i aimptetrents, and 30mm for the

RETURN OF E X FDLEAN TCED

Nu MED, I nc. is interested in obtaining recowvtaiende CPoiSteinals. i Minadiea
excision. For further i @spl adeetveidcnes, ocno ntthaec tr eRAu rva noafg ean, NuMED, | nc
Hopkinton, Ne w Yonrukmb elr B26852.9 IPhone

WARNI NN&tMED stents are placed in the extremel ymaypsfail toviiumnamenn
variety of causes including, buwtfandturlei mift esd etna, bme dircaaclt ucemmlnidc aet
despite the excearrcei sien odfe sailgln,duceomponent selection, manefaactyre, an
damaged before, during, or aftéempingdmttieotvlely nigmmrcapmer Mearad| istg,ntc
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are extrinsic for creisghotf weomtprriecswsliaorn,out.fel.ow tract, are especially
should be avoided.
Warranty and Limitations
Stemans accessories are sold in an 6as ispecboadmanoe.ofThehensiert ri
NuMED disclaims all wamplaingd,eswi telx prreesspseeadt otro cat heter so,anadnyaccess
i mplwaerdcanty of merchantability or fitness fa@amya pparstoincdloar apyr pned
expenses or any direct or contsteguesnd i afl amynagetsh eteesru | drieragc,d @ 0O 1 Y
failure, or madf uetce i omr odcaamysory, whether a claim fotrorstuchordamag
ot her wi se. No person has any author iwayr rtaonthyi nwdi tNu MEeDs pteocstsaatryd e ceapt rhees
CP StEateshortening Chart
CP8Z16 crP8z22 cP8z2s8 CP82z234 CP82z239
Inflat| (Stent | e (Stent | (Stent | (Stent | (Stent |
Bal | oo expansi ¢ after expg after exy after exyp after X |
Di amet Percent a Percent 4 Percent §g Percent g Percent g
Shorteni Shorteni Shorteni Shorteni Shorteni
12 mm (1.61) (2.18) (2.62) (3.23) (3.72)
2.8% 0.8% 4. 4% 3.1% 1.9%
14 mm (1.54) (2.08) (2.56) (3.15) (3.66)
6.5% 5.4% 6. 8% 5.4% 3.6%
15mm (1.51) (2.02) (2.51) (3.10) (3.54)
8.5% 7.9% 8. 6% 7.0% 6. 6%
16 mm (1.48) (1.98) (2.45) (3.00) (3.48)
10.6% 10. 1% 10. 7% 9.8% 8.2%
18mm (1.43) (1.89) (2.38) (2.88) (3.20)
13. 7% 14. 0% 13.3% 13.5% 15. 6%
20 mm (1.32) (1.80) (2.30) (2.63) (2.96)
20. 0% 17.9% 16.3% 20. 9% 21.9%
22 mm (1.23) (1.67) (2.09) (2.46) (2.85)
25. 4% 23.9% 24. 0% 26. 0% 25. 0%
24 mm (1.05) (1.46) (1.91) (2.07) (2.27)
36. 4% 33. 8% 30. 3% 37.9% 40. 1%
CP82Z50 CP8255 CP8Z60
Infl at CP824|5 (Stent Il en (Stent 1l en (Stent | en
Bal |l o9 (Stent end expansion expansi ol expansi o
. expansion
Di amet Percentage S Percentgg Percentgg Percenta_a
Shortenin Shortenir Shorteni
12 mm (4.17) cn (4.71) ¢ (5.25) ¢ (5.84) ¢
3.8% 6. 2% 5. 0% 4.5%
(3.97) cn (4.58) ¢ (5.11) ¢ (5.67) c
14mm 8.4% 8. 7% 7.6% 7.3%
15mm (3.94) cn (4.50) c (4.98) ¢ (5.55) ¢
9.2% 10. 3% 10. 0% 9.2%
16 mm (3.84) cn (4.42) c (4.91) ¢ (5.43) ¢
11. 4% 11. 9% 11.2% 11.2%
18 mm (3.71) cn (4.21) c (4.70) ¢ (5.20) ¢
14.5% 16. 1% 15. 1% 14.9%
20mm (3.27) cn (3.96) c (4.43) ¢ (4.92) ¢
24. 7% 21. 0% 20. 0% 19.5%
22 mm (3.15) cn (3.71) ¢ (4.09) c (4.55) ¢
27.3% 26. 0% 26. 1% 25. 5%
24 mm (2.83) cn (3.33) ¢ (3.72) ¢ (4.14) c
34. 9% 33.5% 32.8% 32.3%
CP10Z239 CP10Z45 CP10Z50 CP10Z55 CP10Z60
Inflat (Stent | (Stent | (Stent | (Stent | (Stent |
Bal l ool after expg after exypg after expg after expg after ex
Di amet Percent g Percent g Percent g Percent g Percent §
Shorteni Shorteni Shorteni Shorteni Shorteni
26mm (3.17) (3.44) (4.10) (4.24) (4.85)
18.33% 22.09% 17.34% 23.32% 20.20%
28 mm (2.96) (3.24) (3.71) (4.00) (4.39)
23.68% 26.75% 25.11% 27.58% 27.87%
30mm (2.58) (3.09) (3.26) (3.64) (4.11)
33.45% 30.16% 34.34% 34.17% 32.55%




cCP stfenZig Balloo

n Sizing Chart

Stent |1 D mm)
Blanlnleor‘ :I:2mm :I:4mm ]:5mm ]:6mm 1_8mm 2_0mm 2_2mm 2_4mm
PI,essuD|ame‘D|ame‘D|ame‘D|ame Di ame|{ Di ame{ Di ame| Di ame
(atm RBP =|RBP =|RBP =|RBP =|RBP =|RBP =|RBP =|RBP =
1.0 2. 75 3.22 3.49 3.75 3.94 4. 02 4. 20 4. 28
2.0 2.85 3.32 3.59 3.85 4.36 4.13 4.33 4.50
3.0 5.85 6.91 6.89 7.79 8.54 9.20 10.1 10.5
4.0 6.12 7.00 7.02 7.95 8.71 9.63 10. 4 11.0
4.5 10. 8 11.9
5.0 6.20 7.08 7.10 8.04 8.91 10. 0
OQuter
Bal | od
Pressu
(atm)
1.0 10. 7 13. 04 13. 41 14. 8 16. 8 17.9 20. 5 22.7
2.0 10. 8 13. 2] 14. 14 15. 1 17.0 18. 3 21. 4 23.9
3.0 11.14 13.5¢( 14.5% 15.6 17.6 19. 4 21.9 24. 6
4.0 11.3 13.64 14.8¢ 15.9 18.0 20.0
5.0 11.64 13.87] 15.0¢ 16.1
6.0 11. 8( 13. 914
7.0 12. 04

*

Stent | D (mm)
26 mm 28 mm 30mm
PlrnensesrurBeal Di amet ¢ Di amet ¢ Di amet ¢
RBP = 3 RBP = 2 RBP = 2
1.0 10.25 10.914 11.96
2.0 10.77 11.39 12.42
3.0 11.27 11.87 12.89
4.0 12.05 12.97 13.81
Outer Bal
Pressure
0.5 22.85 24.84
1.0 21.62 23.87 25.80
1.5 24.87 26.81
2.0 23.34 27.44 29.94
3.0 25. 44

This data is based
The figures in

bold face

represent the

CP StEkﬁtZig Ball oon Sizing Chart

stent

FORLINNIMEDCATHETERBENFL ATOEOWN WETH
PRESSURAUGEHOUILBIEUSED.

cP sfent

BI B DELI VERY CAT REQUI RED
BALLOON DI AMETER) INTRSDUCER \ ﬁfﬁf'gngéggﬁg
| NTRODUCER SIZ| BARE CP STH

12MM (B8F) 10F 12F
14MM _(8F) 10F 12F
15MM _(9F) 11F 12F
16MM (9F) 11F 12F
18MM (1OF) 11F 14F
20MM _(10F) 12F 14F
22MM_(L1F) 12F 14F
24MM_(L1F) 12F 14F
26 MM _(16F) 16F 16F
28MM (16F) 16F 18F
30MM (16F) 16F 18F

onheebNuw ME@t PreB f BIraneedmairsti nQat het er .

ID @



FRANCAI S

Mode doempl oi

I NDI CATI ONS

Indiqu® pour | 6implantation dans | a coarctation inn®e eltimiuqu®sur:r

suivantes

A St®nose aortique causant un r ®tr ®cdestseermanmteaargd togmiagthd ei mpio ri tmargte,r
effractive, °~ savoir ®ch®sandhogrmpbhn@®ti gmageét RM) pascanner CT

A St ®nose aortique causanti dgessal t®ragt & dosnsnthotldieqdyen.eamsieonhypertensi
| 6al t ®r dtoin@n i e Ivgeanutcrhiecul ai r e

A St ®nose aortique o% | dangi-opdliagt®e est inefficace ou contre

A Diam tre de st®nose > 20 % du diam tre vasculaire adjacent

DESCRI PTI ON

Le CP Stent est un stent ~ ballonnet extensible et con-u agemme i my

90 de pl ati "ddieti di@m trait® thermdtqiufememtzi gld asg,0 se’h asssed m@ausns v e d®

chaque joint, avec brasure en or 24 carats. Le nombre deizmisgzags ¢

que son diam tre final d®ploy® et son pourcent agel odneg ureaucrc oduur csitsesnetr

d®pl.oy ®

Le cath®tBal IBdBn in Balloon) NuMED est un cath®ter “~ conception tr

ballons, la troisi me lumi re permettant rdaeufsctraei opagqseisvides pi .

pl ac®s szoonse ldae ¢t ravail €& du ballon. Le ballon interne a un diam t

est inf®rieure de 1 cm. Chaque ball bobpngeegonfhdipo®s atueengreske:

di mension du b@&8 |"or ae ptr ecsesifdon maxi male avant ®clatement (RBP). La

Verifier |la RBP indiqu®e sur | 0®tiquegaorfider tdéed nibadlel ameaul | est ir

la RBP

Léoobjectif du cath®ter ° double ballon est doéappliqueentn-igonfil age

vascul aire ball on extensible. Lea Isalelndan ;i ntlemre medu®giatl elmeerx p ares

place lors du gonflage du ballon externe. Le ballon exakesseaest er

CONTENU DE L' EMBALLAGE

Fourni st®rilis® "iléoeydapdb®yhpé ske.| Se@dbahtiammag®a Nasp®Ss ®ubulE

doute sur |l a st®rileéexmodiutipcrodpuridl.orfy®d er lumel umi re. Examiner |e

pour 6assurser®tqiu éeinld onmimea gpRa

CONTRENDI CATI ONS
A Patients trop petits pour per mectotmper ol nbedtathreemi e emgat @msguduusti Ens @
| 6achemi nement

A Anatomie aortique d®f avorable non dipaembie par angioplastie ~ b
A Occlusion ou obstruction de |l o6art re syst®mique emp°chant | a pos
A Signes déinfection clinigues ou biologiques

A Endocardite active

A Allergie connue ~ | daspirine, °~ dbautres produits antiplaquettai

A Grossesse

MI SES EN BBRAEI VES AU CP STENT

A Le®chauffemearnitof r Pgondla@eRMulreGPSt edzsiegc hevauc mé pe®@t@yv al u®.

A Comme pour tout type doéimplant, une infection cons®cutiabe S.une

A Le stent en platine/iridium peut migrer hors du site déi mplantat

A L6®tirement excessif de | dart re peut causer une rupture ou | a f

A Laedi amgioné ls@ ednoti t aemoi ®galdi amdusried 'ei mp| apre@t i on

A Une force excessive appliqu®e |l ors du sertissage peut affaiblir

A SerltdtreBmetisgurc at h®ia@lri 0h®712met et elndt isguurrnc at h®d &lrl o h®7F2 GEmpeut
endomma@gernt .

MI SESGEBERDE RELATIVES AU PLACEMENT DU STENT BI B

A Ne pas d®passer | a RBP. Un dispositif de gonflage ®quip® dodéun ca
Les pressions sup®rieures “ | a RBP risqulkeaet kde pebvaiquedul aatr @t
doéintroduction.

A Confirmer que |l o6extr®mit® distale de |la gaine déintroduction est
proxi maux avant de gonfler | e balulounr e xetxetrenrene Drainssq U ee dcGa°st rceo n@tria
consid®rablement | e d®gonflage du ballon.

A Pour le gonflage, utiliser deux dispositifs de gonflage de di men

A En cas de r®sistance, ne fuae,r eniavlaen cceart n®t elre dgeu iddiel am@®attailon g bal
déoavoir d®termin® |la cause de l@i .r®sistance et dodavoir rem®di ® ~

A Ce cath®ter ndest pas recommand® pour |es mesures de pression ni

A Ne ré€tiaruecrun moment de |la proc®dure le guideé m@talleirgie®du cath®t

A Ce dispositif est pr®u pour une seule utilisation. Necpasduest @
di spositifeetl dbrnugmeatde contamination crois®e.

PRECAUTI ONS

A Léutilisation doéun dispositif de gonfé¢amee muln®e ddwncacwaps ede det tp
A Les stents sont des disposiptriGcsaud®Iloinc gtasisr Hh@eisistemar.n idpeu | er avec

A Le stent est rigide et il est possible qudil circule difficileme
A Les proc®dures de dilatation doivent °tlrees e®d ueicpeuneenst ss oruasd igoug rdaapg
appropri ®s.

A Les guides m®talligques sont des instruments d®Il icats. Les mani pu
A Avant déentamer la proc®dure, v®rifierdsoctanke@semesonpasens@Psrat
lointroduatsi 6@ d§aitr mea

A Le diam tre de gonflage du ballon utidéls® powrvdias pose dbutnr 5@ e
doi mplantation pr®vu.

6



A En aucun cas ne faire avancer une par tlidee ndtuic fsiyese Ichae Ica trh@siest amc
fluoroscopie et prendrpodresr ene®dirers a®Wcerschlli Tes.

A En cas de r®sistance lors du retrait, uprt seel eesbmblen, nbeammed
rupture oupdet ®ei be bad®@rome dwette op®ration peut °tre r®alis®e er
cat hetkeal |l on et gaine pour les retirer simu®gam@meatati édai de do

A Les ballonnets doivenotnf°lt@&se acvoanmp| 1tae me@nttr adc®Rg on dans |l a gaine.

A Le bon fonctionnement du cath®ter d®penpr @eawtoinon.ntDairli tdst Malnii ®
vigoureusement, | e ematomBraegr® ri sque doé°tre

COMPLI CATHOWNSTUELLES / EFFETS | NDESI RABLES
REMARQUWE e d®chirure p®riph®rique du cat hk®tmprl de pasestenktalpleat gpva

|l 6accrochement du ballon au cshtiernutr geite .n Gne scsa stnedr@ osraunp ¢riuestiereaniitot u o abreh $

apr s | 6expanshiaoln odnu psetuetnt°,t rcee retir® et, par ®change sur guide m®

ballon pour terminer | 6expansion du stent.

La cath®t®risation cardi agauremic ol nepso rctoempcleirctaatiinosn sr iestq uleess. eff f et s ind

|l utilisation du dispositif et 1es indications, on citera |les poirl

A L®sid@n arft®@moeatahireo,mbaos e A N®croskl wluaiiveatasui d'ei mpl antation
pseudoan®vrisme A St ®ndwsd ent

A Mi gr ates oent A An®vraemeique/ Pseudoan®vrisme

A Fractesrtent A Mauvplacedtesrntent

A Rupture/ Da@crhtiirquree A Septic®mie/infection

A H®mat ome A For mad'i wimesAV | e

A Thrombose/ Thromboembolie A Arythmiamsitoire

A D®c s A Saignement

A Endocardite A Acci daestud @i ®ker al

Tout incident grave survenant en rapport avecohmp®tdespesduifadoiadiL’

utilis®.

CONCERNANT LA SECURITE DE LO6IRM

Des tests et une mod®lisation non clini qawec ownnt elr®niornamnRe meiret |1eRNCF

conditions. Un pdtspopepbetsoand® sans risque dans un syst me dol |

suivantes

A Champ magn®tique statique de 1,5 T et 3 T

A Champ magn®tique ~ gradient spatial maximum de 2500 gauss/cm (25

A Le d®bit déabsorption sp®cifi qrupssn(t B 4B ppoomiory eunn nsayxsitmumme pdodulTRM ee scto
pendant 15 minutes dféoenxcptlioornaatei menh )(.mode de

Sur la base de tests et déune mod®|isatid®fhnhes|phhq’ubsutldeauﬂ bt @c
CP Stent produiseemperi@t @Gwiawd omaxdiemum i nf @riineutrees "d 6% xAHC oapart isonl 5 or
La qualit® des i mages | RM peut °tre comm?fmeni 3ensj ba r@®pgabhvedment «
position du dispositif .l eDanasr tleefsacttess tdsd innoang ec |pirnoivgougeus®s par | e disp
partirStdauntCPsur | es images r®alis®es avec une sl®qsueinncaeg edsd Vre@aullissi ®en

une s®quence doimpulsions d&®dHHRM dle @radi e¢mt leatmiumesysut dmspositif

La pr®sence doautres implants ou | es conddeist ilons tne®diicnal@rsi eduwr epsa tsiue
toules pardensguss ci

AVERTI| SSEMEN&c haufdaermeantof r Pgndla@eRrBulreGPSt edzsiege hevauc mé pa@t ®
®val u®.

MODE DOEMPLOI

Choix de la taille du stent

1. Mesurer |l a longueur de Inarstirai dtoinguewirPDidmepsicemnd@tegiu@iskeongueur d
quoil d®passe en proxi mal et en distal de la striction.

2. La longueur de stent doit °tre choisie dermfte-nan unicqawvrir | a tot
Remarquesi e&Sir plutents sont n®cessaires, pdiatceerde np meetmicenr, |puiss el
proxi mal en tandem.

3. Mesurer |l e diam tre de | a stri @trioki matl dc¢dd @sdidnscdathK eed i anu®@rf ®Ir & ntc
de stent et le syst me de pose ad®quats.

Preparation du systeme de pose de stent

A I nspevdtseure | Il ‘eene s d ebball & o rp/osutreeass s ugtebre t eenstti @h aect®ni f or @&médn t.
sertiscmyief pemeet rai M®p ! oi rromeynm®t disgtuetMEONF| RMEVEENTUEL L ERVFERN T
FLUOROSCOPI E) .

Depl oi ement du stent

1. L' utildesntifoneranvielcet enst ®c e s spaiudr®gonlf ¥ aklv®most aga mpsned o mmalgee r
stemwnédongsbeteamdi®pads®@Ilv@mostati gdedt eat daligal ve.

2. Léoensembl e est pounses®& el emilsoen ge nd eprliagci ed eeitjo wdsng lgalc edreent souhai t® pou
I 6i mpl antation.

3. Apr s positionnementsucorlirae ggtai chie sptoeurrt ,d ®cioruevrr i r | e stent. Confiri
| 6aide doébune petite injection de produit de contraste dans | e tu

4. D®p | dwdredntabeorgdnfll @akti ohgrumsecu isbdt o mpl ~ tdeimedntt@tossdbl e
¢reposi ti eneggmnmomeamd ®pl al-eatthBtBrehal evnermdei @it ®al i ohadrinat ®
mainti eenmatmenecrotnt eat hBI"BNEPA S ®gonifelaelrl ohearvreénd ®p | oi ccumahi on
extelCreépe dtaigl ¢ $ 8¢ rehnotrdsc at h® &lrl on .

5. Confirmer |l e placement et gonfler |l e ball pnessti emaétnaxavdnam tre
®cl atement du ballon sp®cifi®e par | e fabricant.

Retrait du systeme de pose

1. Unéolist ednitl d®@®o nl fetise ubxa | Icoonmsp | ~ teelmedsatipri & ptoewm®r iqfuieet eenstti ket e
convenabd@medyh®adea @t r ®c i s®eimttantds t edit|, d tneoruveai quelneeanitt vheeme,

vei l"In@nad ®p asdsperres sna@n neaviaghd | at ement .

2. Retirer | e cath®ter ° ballon et confirmer | e r®sultat par angiog
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miner lesdiépmpioifcapfor m®ment au protocole standard de | 6h?

3. £1 i
bi ol ogique.

REMARQULEed i a mdtsrteepnetitt a e g meag i@ Isa c e end rdti | aatvaemctb a | 8 edri amsSwup@rNepw@rs.
d®pasdsdeiramdtriel atmatxii onuenc o mmal nsdt ®&dne2 4mmp o U resst e 82 isgl 3 mmpo Uresst ent s
10ig.

RETOUR DES DI SPOSITI FS EXPLANTES
Nu MED, I nc. sdint®resse ~ la r®cup®ratiomnmnmest €Pe St eat sun Pl aberi me
apr s | dexcision. Pour des liengtert watri a@mMuns Wp plp®@mentidi rexp | amn ®, con
2880 Mai MHoPtki e on, New York, -32846%1. T®| ®phone
AVERTI| SSEMENT stents NuMED sont plac®s dans un envir oeste npengs iekxlte °
que |l es stents ne fonctionnent pas codornetc,t esnaennst tpoouutre floeiss rsadiys olnismil
m®di cales d@®f Akl | ancemipalri satpitame Da plus, mal gr® | e contrtle rigo
concepts®Iinectdieon des composants, de fabrication etdeddaotmmatgerpr ®al a
facilawmamt, pendant ou apr s | eur i nsnearntii orne sionialds® gqsuoartte noaun idpaunls® sd 60
circonstances dodorigi e e xpl®arci®suraeux Leensd rsatietnst ss omu@miasl | i qdueess -f or ces
-d . | a jveodteivadnd®rui cul e droit, sont particuli rement edecivest adancuj
°tre ®vit®s dans ces situations.
Garantie et | imitations
Les stents et |l es accessoires soinstquvee nrdeulsatci fe p'e tlba® tgaubanl i et SEL delitn saBugxn ¢
assum®e par | 6acheteur. NuMED d®nimphtioaitess )] egugar aatxecsat e®persse
sans toutefois s@ardrtmigaserde tipalkiso® edé6mhaptati on ~ un objectif pa
temesponsabl e nvers quiconque de frais m®dicaluduoul deadommageés nd
déun accessoire o provoqu®s @facnwhni d®ia@ament uinecd®fa@adtl | ddun cat h®t
d®cl aration desdbias®a ostumaglerse spartanti e, un contrat, un acte d®lict
necespaureobliger NuMED raast si uonme ro uq ugeal rgaunet ide® coluget lteettesrakcceagpantr esr a
Tableau des raccourci §semandsl doua€CPo8tent
CP8Z16 cpP8z22 cP82z28 CcCP8234 CP8Z39
Diam tr (Longueu (Longueu (Longueu (Longueu (Longueu
du ball stent ap st eamtr ~ s stent ap stent ap stent ap
gonfl ® expansio expansio expansio expansio expansi o
Racc. e Racc. e Racc. e Racc. e Racc. e
pourcent pourcent pourcent pourcent pourcent
12 mm (1,61) (2,18) (2,62) (3,23) (3,72)
2,8% 0, 8% 4, 4% 3,1% 1,9%
14 mm (1,54) (2,08) (2,56) (3,15) (3,66)
6, 5% 5, 4% 6, 8% 5, 4% 3, 6%
15mm (1,51) (2,02) (2,51) (3,10) (3.54)
8, 5% 7, 9% 8, 6% 7, 0% 6, 6%
16 mm (1, 48) (1,98) (2,45) (3,00) (3,48)
10, 6% 10, 1% 10, 7% 9, 8% 8, 2%
18mm (1, 43) (1,89) (2,38) (2,88) (3,20)
13, 7% 14, 0% 13,3% 13,5% 15,6%
>0 mm (1,32) (1,80) (2,30) (2,63) (2,96)
20, 0% 17,9% 16, 3% 20, 9% 21,9%
29 mm (1,23) (1,67) (2,009) (2,46) (2,85)
25, 4% 23, 9% 24, 0% 26, 0% 25, 0%
24 mm (1,05) (1,46) (1,91) (2,07) (2,27)
36, 4% 33, 8% 30, 3% 37, 9% 40, 1%
CP8Z45 CP8Z50 CP82Z55 CP8Z60
Diam tr (Longueur (Longueur_ (Longueur (Longueur
du ball stent apr stent apr stent apr stent apr
gonfl ® expansion expansion) expansion expansion
Racc. en Racc. en Racc. en Racc. en
pourcenta pourcentag pourcenta pourcenta
12 mm (4,17) cnf (4,71) cm (5,25) cn (5,84) cn
3,8% 6, 2% 5, 0% 4, 5%
14 mm (3,97) cn (4,58) cm (5,11) cn (5,67) cn
8, 4% 8, 7% 7,6% 7,.3%
15mm (3,94) cn (4,50) cm (4,98) c (5,55) cn
9.2% 10,3% 10, 0% 9.2%
16 mm (3,84) cn (4,42) cm (4,91) c (5,43) cn
11, 4% 11, 9% 11, 2% 11, 2%
18 mm (3,71) cn (4,21) cm (4,70) c (5,20) cn
14,5% 16, 1% 15,1% 14, 9%
20mm (3,27) cn (3,96) cm (4,43) c (4,92) cn
24, 7% 21, 0% 20, 0% 19,5%
22 mm (3,15) cn (3,71) cm (4,09) c (4,55) cn
27.,3% 26, 0% 26, 1% 25,5%
24 mm (2,83) cn (3,33) cm (3,72) ¢ (4,14) cn
34, 9% 33, 5% 32, 8% 32, 3%




CP102z39 CP102z45 CP102z50 CP102z55 CP10Z60
Di am t i (Longueu (Longueu (Longueu (Longueu (Longueu
du ball stent ap stent ap stent ap stent ap stent ap
onfl @ expansi o expansi o expansi o expansi o expansi o
9 Racc. e Racc. e Racc. e Racc. e Racc. e
pourcent| pourcent| pourcent pourcent pourcent
26 mm (3,17) { (3,44) (4,10) (4,24) (4,85)
8,33% 22,09% 7.34% 3.32% 20,20%
28 mm (2,96) ( (3, 24) (3,71) (4,00) (4,39)
23,68% 26, 75% 25,11% 27,58% 27,87%
30mm (2,58) ( (3,09) ( (3,26) (3,64) (4,11)
33, 45% 30, 16% 34, 34% 34, 17% 32, 55%
Tabl dedi mensidemal | deCPSt e BZi g
Diam tre du stent gonfl ® (. mm)
Pressi | Diam t Diam tf Diam tf Diam tf Diam tf Diam tf Diam t Diam
duball o 12 mm 14 mm 15 mm 16 mm 18 mm 20 mm 22 mm 24 mn]
i nt eranten]l RBP = RBP = RBP = RBP = RBP = RBP = RBP = RBP =
1,0 2,75 3,22 3,49 3,75 3,94 4,02 4,20 4,28
2,0 2,85 3,32 3,59 3,85 4, 36 4,13 4, 33 4,50
3,0 5,85 6,91 6,89 7,79 8,54 9,20 10, 16 10, 51
4,0 6,12 7,00 7,02 7,95 8,71 9,63 10, 40 11,09
4,5 10, 84 11, 94
5,0 6,20 7,08 7,10 8,04 8,91 10, 00
Pressi |
du ball
exteftatr
1,0 10,73 13,08 13,45 14, 87 16, 85 17, 91 20, 52 22,79
2,0 10, 86§ 13,27 14,16 15,10 17, 06 18, 38 21, 464 23,99
3,0 11, 15 13,50 14,55 15, 68 17, 64 19, 42 21,98 24,649
4,0 11, 33 13,68 14,88 15, 93 18, 06§ 20, 07
5,0 11, 62 13,87 15, 06 16, 19
6, 0 11, 80 13,98
7,0 12,04

Tabldedi mensdomal | deCPSt Ent@i g

Diam tre du stent gonf
Pressdivonbal | Dzieamn:n;r D2i8amn:n:r D3i0amn:n:r
Int er(ma m) RBP = 3| RBP = 2] RBP = 2
1,0 10,25 10,94 11, 96
2,0 10, 77 11, 39 12,42
3,0 11,27 11,87 12,89
4,0 12,05 12,97 13,81

Pr essdiuvonbal |

Ext er(rag m)
0,5 22,85 24,84
1,0 21,62 23,87 25,80
1,5 24,87 26, 81
2,0 23,34 27,44 29,94

3,0 25, 44

*Ces donn®es reposen

stent gonfl ®

t sucratlhe®st etre sdtes prl@®acleinse@fst advee cs tleent Nu Ml
Les valeurs indiqu®es en caract res gras repr®sentent

|l a pression

maxi male avant ®cl at eme]

UN DI SPOSI TI F DE GONFLAGE POURVU DO6UN CAPTEUR D PRES
DOI'T gTRE UTITOWBE LAWECCATHMEBRS N

CP sfent

DI AMCTRE DU BALLON D I NTRODUCTEU I NTRODUCTEUR
DE POBIEB ET DE REQUI S AVE( REQUI S AVEC
L6I NTRODUCTEUR CP _STENT N| CP_STENT COUV

12MM_(8F) 10F 12F
14MM_(8F) 10F 12F
15 MM _(9F) 11F 12F
16 MM _(9F) 11F 12F
18MM (10F) 11F 14F
20MM_(10F) 12F 14F
22MM_(11F) 12 F 14F
24MM_(11F) 12F 14F
26 MM _(16F) 16F 16F
28MM_(16F) 16F 18F
30MM (16F) 16F 18F




I TALI ANO

I struzioni per | d6uso
I NDI CAZI ONI
Posi zionamento in caso di coartazione matsiewa een/td rcioonarirze mtnd e liln'ie
A Stenosi aortica responsabile di r estnmeidd @inmen tain gd matr mriii @i os ipg midfuiz
di i mmagini (MRbcafml€)ografia,
A Stenosi aortica responsabile di al t egraazd ioert e nprde smsaamiicch es i sctheel idaa
sistemica o ael ladt foremzirome | are sinistra
A Stenosi aortutallangasplastica con pallsahnt¢iana snafédommrcei ndicat a
A Stenosi di diametro >20% rispetto al di ametro dei vasi adiacenti
DESCRI ZI ONE
Lo stent CP =~ wuno stent con palloncino epsepranmadniebnitlee. eldo s tpernetv i GR on of
formato da fili di platino (90%) e iridiici@la%)yosctomopadtdiata rtar 4 tat
giuntura e brasatura superficiale coma 6idaa 24krikbbihemer ondeéluli scy
stent nonch® sul suo diametro finale espanso e sul suo accorci amer
lunghezza dell o .stent non espanso
Il cateter&( BlaIMEDo B)iBn BRal Icedretere triassiale. Due |lumi servono p
terzo consente | "inserimento di una guida angiograficapi A repdrei de
radi opachi dil omlcd tniond.ntlelr nma ha un diametro pari alla met” ed ~— pi
si gonfia a una determinata pressione, fino a raggiungda0é il | di ame
pressiomseoppi o nominale (RBP). La RBP =~ diversa a seconda dell a mi
confezione. Durante il gonfiaggio, =~ importante non superare quest
Il catetere a due pallonci mii opédmmetetme ndial ef f eatltl warse opmo gdn faipag r e
stent intravascolare espansibile con un palloncino. Ido paddmeiclimo
stent in sede dur amtneiinlo gosrfeirangpgi ovVidckele malilndi gonfiato il pallon
parete del vaso.
MODALI Té DI FORNI TURA
Fornito sterilizzato mediante ossido di cehitiidseanee iSnteergilaep reN ahmwtnt tiilr
in caso di dubbi sull'leas psousai zsitoenrei Ipirtol.unEgvaittaarael | a |l uce. Dopo averl o
per verificare che non abbia subito danni
CONTROI NDI CAZI ONI
A Pazienti di taglia nttriopepo |pipcocsalza opnearmemnazras esso mpr omidesi onetdet | ' al
A Anatomia aortica sfavorevole con manpgalthodc¢imoaadoaktdupresei ang
A Occlusione completa depodsiazitenma metnghvet denpleadi sce i
A Segni clinici o biologici di infezione
A Endocardite in atto
A Allergia accertata all ' acido alcle'tddarailiailico, ad altri antipias
A Gravidanza.
AVVERTENZE RELATIVE ALLO STENT CP
A Léaztenetieclalaadi of r d g rd emamangree tsiwthePd al 0 z i grzoangsd aetsaa mi nat a.
A Come per qualsiasi i mpianto, un'infezione da contaminazione dell
A Lo stent di platino/iridionamentmi.grare dalla sede di posizi
A L'eccessiva distensione dell'arteria pu, provocarne |la rottura o
A ldi amgbmé d alslacednetvees s e@rl eneungou aldd a me e isteaddee | | 6i popé ame lot a .
A Una forza eccessiva dduerlanot estleantc opmp,r eisnsdieobsoploisriet ilveo.sal dature del
A Comprilmetren8o6zi gzag@t etemal | oinrfi @mai 2nmesc o mpr ilneetrednat @ z i gszua g 6

catetemal | oincfi w2 @nmpot r elamemeglgs bewet .

AVVERTENZE RELATIVE AL POSI ZI ONAMENTO DELLO STENT BIB

superare il valore di RBP. Per modniistpoorsairtei vioa dpir egsosnifo naeg,g isoi dcc
la pressionsupbtabhlbprRBBipmeotausardel apalloncino, rpotramzzioalme
catetere lungo |l a guaina di introduzione.

ma di gonfiare il palloncino esternonptvedufzZi oaeescheal mesbr @n
eri dmni i ppme&gpr oscsoinmarlair.i ol,n sciaspootrebbe dilatare il condotto es
pall oncino.

il gonfiaggio usare due dispositivi ndi caomfricagegild adipreisme msnie
soadi resistenza, non fare avanzdirkeatazgandacangpabkrafAhcicano n®
nza aver pri ma ddeetlelronoisntaatcoo|loa ec aauvsear | a el i mi nat a.

catetere non dovrebbe esaepeessaboegbrlli gunimégupopaei one dell

n rimuovere mai | a guida angiografiguandior gnutestmr ocasdwata; co mpd €
esto dispositivo ~ esclusivamente monmag®i o dricaotfititaanridn apri eostea z
ociat a, non ristediidpagiatrieve/ o riutilizzare il

z
o
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RECAUZI ONI
Durant
Gli s
La r
Eseg
Le g
Per
medi
Iodi

|

c
con geubideatzid. pdarnoetytgiraar.e | a |l oro possib
pu, renderne pi% difficile il passaggi
dilatazione saditol ggiidlae fadartoscopica c
umenti delicati. Maneggiarli con prudenz
ne di aria nel tsinutteamal,e | drei me nchie sisn iomii a rc

%)

vivamente conoit@ltioatde li'ndsacadioren ddi ppes
il
o

o —am

~nvoo—a
a

|
o
e
i

® >0
o

n
mstpd r azi one.
iametro di gonfiaggio del pal | on cdionvor eubsbaet oa vdvuircai nntaer siil aplo sdiizail
uso e della pedezpoesmehta pet |l ol stent .

forzare mai | ' avmmameneme odel @dtcemedel. | d dreediiftiemzae ilm fclawsra
rocedure pi% imrddakclagma.per risolvere il

i incontra resistenza al moment o aalgli @agriamozeome | aegoaamaet i

To T o BeTeTeTeI=I»T
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(soprattutto in casmpaldionoitnarasos petrtdata aadertata). Afferrare
guaina come unic unit”™ e ritirarli agodaizamhe.alla trazione un

A Primasdere ritratti alléinterno della guaina, i palloncini devon

ALl corretto funzionamento del catetedaerdinpenda dalnloa ps aaiiomtee gireil
piegatura, all ungaztieavtpp oo echa@rwria apullel catetere si possono gener e

COMPLI CAZI ONI/ EFFETTI AVVERSI POTENZI ALI

NOTA:a | acerazione circolare del catetereodiiplposi cispraménne denl pa

provocare iplalblomcdé modelul Ince cetsesmatr,i ar dmdearidnmmzi one chirurgica. I n ca

di mensioni ategepaesdope dello stent, per completare | 'ceosnpamsoi one,

nuovo palseasuwl |l a guida angiografica.

[ cateterismo cardiaco comporta alcuni rischi. Le cotmpvioi cea nazlel ae s¢

indicazione includono

A Lesidalel 6fae me rtakmb pos i A Necroelil nkbsteaddee | | ' i mpi ant o
pseudoaneuri s ma A St enmeslslteent

A Mi gr adiedshtee nt A Aneurasmaico/pseudoaneuri sma

A Fratdalslacent A Mal posi zi oelksmhemtto

A Rot tawrrat i ca/l acerazione A Sepsi/infezione

A Emat oma A For mazdioinseta bi-@aepn0s a

A Trombosi/Tromboembolia A Ari ttmiamsitoria

A Morte A Sanguinamento

A Endocardite A Danoérebrovascolari

Gli incidenti gravidiweproisfiitd atoi sdie voonm letsissea edeslegnal ati a NuMED e a

utilizzo.

I NFORMAZI ONI SULLA SI CUREZZA | N RMI

Test e modelli non clinici hanno di mostr atomddlze oinlatadi g pgidMRi tCiowna i TR
paziente portatore di questoi lisipowsridedwvad gusc essieadree sion twWP 0sit Dt e ma
ri speptaraametiri seguenti

A Campo magnetico statico pari a 1,5 T e 3 T

A Campo magnetico a gradidntae 250®z igmlues sthasts (@G prd rm)
A Tasso di assorbimento specifico (SAR)c mdsgicaka MRMIW gkge ipsew t2AYS0tnoi it

di scansione (modalit”™ operativa normale)
Sulla bas di test eomddei bni ndhn stanisbbmmeakiblgr@kiﬂtaaret, pr opdruecva sut e
massimo di temperatura inmvhuobiidfesctansi an@ &A€ntbpoals
La qualit”™ delle immagini RM pu, risultareaocompromsesszaoqgealdet adi &j
relativamente vicina adstabali Tesctheohodoalriteifattibamedl e i mmagini caz
3 mmCdalStent quando |l e immagini weagdnoi mpgl peirSeiiaaciEc tbo anme eqquaen d o
i mmagini vengono acquisite conEcumoa e ewnu esnizsat edma i Riplu ldsa 3GrTadilelntl um

oscurato.

La presenza di altri i mpiantpiu
summenzionati

L0 ianprodirzi drmiahi pii é¢h @adesld aparcent eo
Avvertleamzidoenrent eclalaad i of r @ g r6 smamangzree tsilwthePd al 05 z i grzoangs @ aetsaa mi nat a.

I STRUZI ONI PER LO6USO

Selezione della misura dello stent

1. Misurare | a lunghezza della stenosi bensa@lrienger M™Métsanmirrada Il a
stent in modo che si esskeadanusege' ppbssemhhestkheaodistale.

2. Sekeonare |l a lunghezza appropriataidelolpcisteteatombamandosi osul | aeg
Nota: se =~ necessario | "uso di pi ¥ isstpeenttt,odpaol ghiamitsaendeer, e spergiurma oq well
posinaimento in tandem dello stent prossimale.

3. Mi surare il diametro della stenosi e dleds ibmses aghi segperpdes €ir mahe
dell o stent e il sistema di posizionamento pi% adatti

Preparazione ddelposiigtiemament o dell o stent

A lspeziigmnamed | ostcépmetas si cohke s esnipaosi zii annalmd e g lextoanpr ems é or mement e .
Unaompr esnsoinonnief pome @eh e ocposi zi o mamenmed alslc((PIOTREESSERE
NECESSARSBOGUIUREALUOROSCORIONFERMA) .

Posi zi onamento dello stent

1. Loutideigdricesasocialsibenneces spaerriianuoV @raé veorhaas t asteincbha nne g d isareent
ol suaopertnramolpoasi zilombedhdyv amltlial vorhast altdtayumeeivees s eerset r atto
dalviaal vol a.

2. L'unit” viene fatta avanzare attraver soanlga olguwnagfa cgau ariinga ddai fpionsoi z
per il posizionament

3. Effettuato il posizionamento corretto dello stent, raterldrretleatg
medi ante | '"iniezione di wuna piccola quantit”™ di meczoznod odic actoentterraes

4. Espandet ennti zi arlimeenmptiieg abd boinrcti efdnaomt t ehéespancmpliegdal | orAgiues t o
puntsevecess dmisc,'bi pesilzd toesmto st adaltoe B B e
Ipal | oesti eoneos p aesfoal | oinmt e@srpea maat e nlg® nesnatl d a nceonntter o
idat eBE"BNeONs gonfipat ¢ oincti qproridnal | 6es pamali loneesti a@me sptoot r @b lbe olcar e
scivol @améshtocbutalrad at ecemal | onci no.

5. Verificare il posizionamento dello stent e gonfiare ilieoaéloncin
nominale di rottura indicata dal produttore del palloncino.

Ritiro del pssszéemaactiento

1. Unaoletspahsoengqnfcioamrpd et ameé n @eebli | cem wiont &afriedieer i fcihde®drt esnitai ber o
posi zicomated t @Qunelnmt eelsit opretr man@salecd et r i nrge sniethuteonp hoevsdopal | onci no
esteawnencdioda osauperd &RBL.

2. Estrarre il catetere con palloncino e verificare il risultato de

3. Smaltire il dispositivo dopo | d6uso att enietnidwisibiadp eprrioctoolcooslil.o o0sp
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NOT A0 piggosi zi onialmemtelde,isdt ceprute s s @aruenentahdaudsiirpa bl ocditii amenalgg i Mo re .
superndr amenarse idriecs p an sriaccnceo machddmtp eg Isit ednesB 6 z i gaiadg demd B Ommp eg Isit en't
dal®zigzaghd

RESA DEL DI SPOSITIVO RI MOSSO

NuMED I nc. ~ interessata alla restituzione, diaspasitei delespameano ei n
contenitore o in un f1l acPere neawhygiftom d omd Isa |l iama zisan d.i un disposit
Manager, Nu MED, Sltmre.et2 8 840 pMainnt on, New -¥>8 49112965 . Tel efono: 315

AVVERTENEZA: stent NuMED vengono usati &t mpamdme nteédu zop ptoi ebmmerroo crhen
funzionare a causa di diversi motovil mamcazwo fposzsi dnadmemcoopdelclan :
ottura ed embolnionoszianne. illnaletsrisgpr aecke totnaegd i déio, componenti e del |
oll audo prima della vendita, gli stent popoebbensefiaméhmenaecaudsi

Scorretléamtabell.aG;Imecsserpmasmmetomlannl in sedi in cui es

tratto di efflusso ventricol

evitati

stecome nel
ovrebbero

ard adéstar @,

r
c
compressione
e asemboparzziazol
d

essere

Garanzia e |limitazioni
Gl i engono Vv egnudad tiip fceosntel esioonnoi. die lrlios cshtie nrti gsu
|
|

escl

sit eme| &t i vi accessori v

usivamente a carico del
accessori, compresiemeiieaitual di
responsnabii lciotnf ront i di alcuna
catetere o accessorio o causati

gaganzeateesNubMEBanoni mpitiei acumpar
gaommei i abilit” o adeguatezza per u
persona o di eventuallil 'supeos @imadi ch
difeotdel puastessomaacasbafahei

su garanzi a, contratto, pdssicedde lo' adttorai tf"ordma.v iNecsosluairoec NtuMEDr ia e
gli accessori
Tabella accorcidmento CP Stent
CP8Z16 crP8z22 cCrP8z28 CP8Z34 CP8Z39
Di ametr (Lunghez (Lunghez (Lunghez (Lunghez (Lunghez
del dell o ste dell o ste delslteent q dell o ste dell o ste
pallonc espansi o espansio espansi o espansi o espansio
gonfio Accorciam Accorciam Accorciaml Accorciam Accorci am
(%) (%) (%) (%) (%)
12 mm (1,61) d (2,18) ¢ (2,62) d (3,23) (3,72)
2,8% 0, 8% 4, 4% 3,1% 1,9%
1 4mm (1,54) (2,08) ¢ (2,.56) (3,15) (3,66)
6, 5% 5,4% 6, 8% 5,4% 3, 6%
15 mm (1,51) ( (2,02) ¢ (2,51) { (3,10) (3,54)
8, 5% 7,9% 8, 6% 7, 0% 6, 6%
16 mm (1,48) (1,98) ¢ (2,45) { (3,00) (3,48)
10, 6% 10, 1% 10, 7% 9, 8% 8, 2%
18mm (1,43) (1,89) ¢ (2,38) ( (2,88) ( (3,20)
13, 7% 14, 0% 13,3% 13,5% 15, 6%
20 mm (1,32) (1,80) ¢ (2,30) d( (2,63) (2,96)
20, 0% 17,9% 16, 3% 20, 9% 21, 9%
22 mm (1,23) (1,67) ¢ (2,09) { (2,46) (2,85)
25,4% 23,9% 24, 0% 26, 0% 25, 0%
> 4 mm (1,05) ( (1,46) ¢ (1,91) { (2,07) { (2,27) {
36, 4% 33, 8% 30, 3% 37,9% 40, 1%
CP8250 CP82Z55 CP82Z60
Di ametr | (?.F:anzgisezr (Lunghezzdg (Lunghezz (Lunghezz
del dello sten dell o stent dell o sten dell o sten
pall onci espansionq{ espansione espansion espansiongd
gonfio Accorciamen Accorci ame Accorci ame Accorci ame
(%) (%) (%)
12 mm (4,17) cn (4,71) cm (5,25) ¢ (5,84) ¢
3,8% 6, 2% 5, 0% 4, 5%
14 mm (3,97) cn (4,58) cm (5,11) cn (5,67) cm
8, 4% 8, 7% 7, 6% 7,3%
15mm (3,94) cnf (4,50) cm (4,98) cr (5,55) cm
9,2% 10, 3% 10, 0% 9,2%
16mm (3,84) cnf (4,42) cm (4,91) cir (5,43) cm
11, 4% 11, 9% 11, 2% 11, 2%
18 mm (3,71) cn (4,21) cm (4,70) ¢ (5,20) ¢
1 5% 16, 1% 15, 1% 14, 9%
20 mm (3,27) c (3,96) cm (4,43) ¢ (4,92) ¢
24, 7% 21, 0% 20, 0% 19, 5%
22 mm (3,15) cnf (3,71) cm (4,09) cr (4,55) cm
27, 3% 26, 0% 26, 1% 25, 5%
24 mm (2.83) c n (3,33) cm (3,72) cr (4,14) cm
34, 9% 33, 5% 32,8% 32, 3%
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CP10Z39 CP102z45 CP102Z50 CP102Z55 CP10Z60
Di amet (Lunghez (Lunghez (Lunghez (Lunghez (Lunghez
del dell o ste dell o ste dell o ste dell o ste dell o ste
pall onc espansi o espansio espansi o espansi o espansio
gonfio Accorciam Accorciam Accorciam Accorciam/ Accorcia
(%) (%) (%) (%) (%)
26 mm (3,17) ¢ (3,44) (4,10) d (4,24) d (4,85)
18,33% 22,09% 17,34% 23,32% 20,20%
28 mm (2,96) c (3,24) (3,71) ( (4,00) ( (4,39)
23,68% 26, 75% 25,11% 27,58% 27,87%
30mm (2,58) ¢ (3,09) ( (3,26) ( (3,64) d (4,11)
33, 45% 30, 16% 34, 34% 34, 17% 32, 55%
CP Sfeabedilmenspaelnliod@iingzagbd
ID stent (.mm)
Pressi Di amet| Di amet| Di amet| Di amet| Di amet| Di amet| Di amet| Di amet
interng 12 mm 14 mm 15 mm 16 mm 18 mm 20 mm 22 mm 24 mm|
pall on{ RBP= 7 RBP= € RBP= § RBP= 7 RBP= 4 RBP= 4 RBP= 3 RBP= J
(atm)
1,0 2,75 3,22 3,49 3,75 3,94 4,02 4,20 4,28
2,0 2,85 3,32 3,59 3,85 4, 36 4,13 4, 33 4,50
3,0 5,85 6,91 6,89 7,79 8,54 9,20 10,16 10, 57
4,0 6, 12 7,00 7,02 7,95 8,71 9,63 10, 40 11, 08§
4,5 10, 84 11, 94
5,0 6,20 7,08 7,10 8,04 8,91 10, 00
Pressi
interH
pal |l on|{
(atm)
1,0 10, 73 13, 08 13, 45 14, 87 16, 85 17, 91 20, 52 22,79
2,0 10, 86 13, 27 14, 16 15, 10 17, 06 18, 38 21, 46 23, 95
3,0 11, 15 13, 50 14, 55 15, 68 17, 64 19, 42 21,98 24, 69
4,0 11, 33 13, 68 14, 88 15, 93 18, 06 20, 07
5,0 11, 62 13, 87 15, 06 16, 19
6, 0 11, 80 13, 98
7,0 12, 04
CP stgabedilmenspeolnlioh®izriigzagd
I D stent (.mm)
Pressioberna D2i6amn(]ent]r Dzisamn(]ent]r Dgioamr:nt]r
Pal ! on(cd tnm) RBEP = 3 RBP = 2 RBP = 2
1,0 10,25 10,94 11,96
2,0 10,77 11, 39 12,42
3,0 11,27 11,87 12,89
4,0 12,05 12,97 13,81
Pressionerna
Pal | on(catnm)
0,5 22,85 24,84
1,0 21,62 23,87 25,80
1,5 24,87 26,81
2,0 23,34 27,44 29,94
3,0 25,44
*1 dati sono ricavati da test eseguiti coh il catetere di
Le cifraesseatto rappresentano il diametroniomie@eahe @iD)yodelura ¢R
CON 1 CATEMERI WIARE UN DI SPOSITI VO DI
GONFI AGGI O DOTATO DI | NDI CATORE DELLA PRESSI ONE.
cCP sfent
DI AMETRAL LONCI NO I NTRODUTTOH I NTRODUTTORE
CATETEREOSI Z1 ONAME NET ( PER STENT PER STENT
DI MENSI  OONIRODUTTOREH CP NON RI VE CP RIVESTI TI
12MM (8F) 10F 12F
14MM (8F) 10F 12F
15MM (9F) 11F 12F
16 MM _(9F) 11F 12F
18MM (10F) 11F 14F
20MM (10F) 12F 14F
22MM (11F) 12F 14F
24MM _(11F) 12F 14F
26 MM _(16F) 16F 16F
28MM (16F) 16F 18F
30MM (16F) 16F 18F
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DEUTSCH

Gebrauchsanwei sung

I NDI KATI ON

Diese GefaCst¢tze eignet sich bei Aangehoséehensshédhodefl blewgem®ee keht e

kl'inischen Zustanden:

A Aortenstenose mit signifikanter anat omies ohenri c\hetriennvgausnigv,e sdibe |ddugrec
wie Ul t-Easckhaldi Kgraphpi et omogr aphlioemownrd phd mep Hteesrt gestel |t wird;

A Aortenstenose mit h2amodynami schenDAuUtkgradbernhendieyseiemnsehetHy
verandertadeBuh¥oikleawmf s zur Folge haben;

A Aortenstenose, bei der eine Bkaddtornainmgd sopjlearst i e wirkungsl os oder

A Stenosendurchmesser > 20 % des GefaCdurchmessers.

BESCHREI BUNG
Die -GeFf2Cst¢tze kann ¢(ber einen Ballon aufgedehnt wer d®tnentSie i st

besteht aus w2armebehandel tlermi dirwh,t ndedr %zt arank Aidd®d &n jeder Verbi
|l asergeschwei Gt und mit 24K Ghbddmiihbem| Wtedumngen iDheeiAmemahReidlee izst
die Festigkeit des Stents sowéer Zdest Dudchmeésdiee pmorapandierVerk¢r
die Anzahl der Reihen die L2nge des nicht expandierten Stents best
Der NuMEDBBIBon in Ballon) Katheter ist ein dreiaxial amdKatimeter .
Lumen f¢r den F¢ehrungsdrRhitt gveenr kwoemntdreat s. t-PPaansdg @(Ind&i toein nPrl aasttibn® nder ) i st |
AArbellsberelchﬁ des Ballons angebracht. Der innere Balliont ham eir
1 cm k¢rzer. Jeder Ballon wird bei einem bestimmten Druck auf den
aufgebl asen. Bei maximalem Arbeitsdruck (RBP) betr?2gt die Ballongr
Der xmanal e Arbeitsdruck ist auf der Verpackung angegeben. Der Bal |l

hinaus aufgebl asen werden.

Der Doppelballonkatheter erm°glicht ein zunehmend sthtdkegesi Aefbl e
mit einem Ballon aufdehnbaren intravaskularen Gef?2Cstg¢tze.l tDer intr
die GefaCst¢tze in der gew¢gnschten Position, w2hrend der 2uCere B:
aufgeblasen, um die Gef2aCst¢tze gegen die GefaCwand zu dr¢cken

LI EFERFORM

Bei Lieferung steril und pyrogenfrei, sof8terdiesVerp@akunBadpheht
Produkt nicht anwendebetsevreenm, Zawke idaed Rraocdwbletr steril ist. Langere L
nacdhem Entfernen aus der Verpackung auf m°gliche Besch?2adigungen ¢b

KONTRAI NDI KATI ON

Patienten, die f¢gr eine sichere EiNéelRtuzngpgderrGAT3€si et zeduolkme d
erfolgt, zu klein sind;
A Ung¢nstige Aortenanatomi8albeinadeiedigniehdle hdaanlgdeudhbl! gt ;
A Verschluss oder Verstopfung der Artenin®gladdhenti e Einfshrung eine
A Klinische oder biologische Anzeichen einer Infektion;
A Aktive Endokarditis;
A Bekannte Allergie gegen ABpmnkiinonohekemerim;ombozyten
A Schwangerschaft.
WARNHI NWEI SE F|GEFDISESSOR TZE
A Radiofrequene®eh wdiR@crmgopber | appew dedru rGee® Cs twytr dleraluts gewer t et .
A Wie bei jedem Implantat kann eine Infektion infolge einer Verunr
Fol ge haben.
A DiRl atlimi diumgefaCststze kann von der |Implantationsstelle abwand
A Eine !berdehnung der Arterie kann Amieug yRunmtsu rz uad &ro | djiee hEmtesit. ehun
A DeaufgepDumpcémee6ef 2 Csg gltrivteed e sytl el @ur c h melesser hergesehenen
I mpl ant atsieoms.ortes
A Wenn beim Befestigen der GefaCst¢tze zu viel Kraft angewendet wi
Abeelntrachtigl werden.

DaBef este@WinndurCedrr Csa ydti n&al | o nekialt hietsInms o wd @ OWi nd u rRGeed ™ Cst ¢t z e
audi n@al | onklaltehizit2emmk a ndni @e f @ Csh gt zled di gen.

WARNHI NWEI SE F] R DI E PLATGEIFERBNSG |OEZFE Bl B

Der maxi male Arbeitsdruck darf hithsVebwedBeangteéieneswerdthat &ss em
zur Druckkontroll &arbwWitddderckmgbiemalcadritten, kann im Bhaben, ein
dass sich der Kat hetEeirnfngherhstc hmeehurslied shsedrha udsizei e h e n

A Vor der Inflation des 2uCeren Bal | ofisnfsglcrheatsitedd e nmi Mdhaesst adms A,
proxi malen bildgebAmdemne BPaldles nkanmegdie Zul edehmg des demCedas sBa
Ball ondefl ation stark behindert wird.

A Zum Aufblasen zwei passende Inflatoren mit Druckmesser verwenden

A Den F¢hrungsdraht, den Ballondilatatieinskahhen erwdrzmw. Wadees eaikKom
ohneheordie Ursachegeai gnetie t@d e umalCnahmen zu ergreifen.

A Dieser Katheter sollte nicht zur Druchkmesvewnmdetodweer demm Einspritz

A Den F¢ihrungsdraht erst dann vom Kaabgheestcehri sasbsneerh men, wenn der Eing

A Dieses Produkt ist nur zum Ei nmal gebr auwihe dveorrvgeersweehnedne.n ,Nidcah ts ornesstt
Produktl eistung beeintrgchthgeswKrdenkeanhamundtieonsrisi ko besteh

ORSI CHTSMASSNAHMEN

\%

A Bei diesemwiVedfdhe eWer wendung eines | mptohsemit Druckmesser dr

A Ein Gefa2aCst¢tze ist eine zerbrechIiGe é Ceadr.tizehtisng @2 uBeir sd er Vida s
sie nicht bricht.

A Die GefaCstiotze i €insgbrebn wodohcledage schwierig sein kann.

A Die Dilatation sollte bei gleichz®& ntgemvbDurcbheua lglenfmigeelner

A Ein F¢hrungsdraht ist ein zerbrechliche I nstrum&ontsi Bat deboVen
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damit er nicht bricht.
Vor der Verwendung sind die Katheter ansldhel (gsese madwef LiudHrte abizahstalugie

Luft in das System gelangt.

A Der Durchmesser des aufgeblasemngnd®nl Gefed Qwethgrezt & avii rdler sBilnft @hr n
Durchmesser des verstopfgeseBGeh®@es mphdndati onsstelle entspreche

A Das Kathetersystem darf unter kei nWwindenstta@md enu bs mgredhre hif £tr . wdRidee n
Wi derstand solltefestg®stehl euwbdtdeg. AnschlieCend Béhedbdng ents
des Problems zu ergreifen.

A Wenn beim Entfernen Widerstand zu sp¢rendi €Eiqiflgeadrsse eh alreau Bqd 4 mgie
wer den. Dies empfiehlt deircilBavdronaleliemmanda@&imns,s Wwearnnoder undicht st
Hi eBal |l onkatheter und Einfichrschleuberehbestwegnhgssasammhmemherai ne

A Die Ballons m¢gssen vor dem Zur¢ickziehen in die Einfghrschleuse k

A Der Katheter funktioniert nur dann rHarhdHh ayhunwe nde s rKatoH d tkeormsmeins ti
Der Kat heter ckkaebDre hchiemch dieni zu starkes Abwischen besch?2digt werde

M¥ GLI CHE KOMPLI KATI ONEN / NEBENWI RKUNGEN

HI NWEWSnn vor der vollsta2andigen Aufdehnung eaienr REeds Cesrttiltareg bdkd sn WBm
entsteht, kann Cleefrd Catl¢ltozne ahrf mbigesrrs etml d&iahén i sttnzur Entfernung ein ch
Wenn ein passneancdhe rdeBalAudfndehnung der Gef2Cst¢tze einen nRiuss bekomm
Ballonkatheter ghahtdennBehchngswerde®@ef u@stditez Audllzihhaamlgi el@en.

Eine Herzkatheterisierung ist mit gewissen Risiken verbunden. Zu ¢
Nebenwirkungen im Zusammenhangnoi kadeonAgwdfidemg und der

A Femoralarter iTémvenolaetrzung, A Zel latbedrmpl ant ationsstelle
Pseudoaneurysma A GdaCstitzenstenose

A GefaCst¢tzenmigration A Aortenaneurysmal/Pseudoaneurysma
A GefagGst¢tzenfraktur A GefacCst¢tzenfehlstellung

A Aortenwvuptur/ A Sepsis/Infektion

A H2 matom A AVFistelbildung

A Thrombose/ Thromboembolie A Tr ansi thorrrihsycthhemi e

A Tod A Bluten

A Endokarditis A Zerebrovavokdladrer

Jeder schwerwi egefddeavVMmehhahg met dem Ger?t aufgetreten ist, sollt
des Landes, in dem das Ger?2t verwendet wird, gemel det werden.

ANGABEN ZUBI KMRERHEI T

Ni ckhlti ni sche Tests und Modell versuche Msherhedar.gehenn PaddsesntderdeCP dS
tragt, kann s-Bghteéem, edasmamalhgl}ggadesrfclIt, gefahrlos untersuche
A Statisches Magnetfeld von 1,5 und 3 T

A Magnetfeld mit einem mammaGausRﬁumg(aElEhm}zn von 2500

A Maxi male,SysmemMRangegebene, ¢ber den gesaAltsear Koirpresr gteani (t S AR)t ev

bei einer Scandayeretwdre blsGnoMiursutAeNo r mal i)
Auf grund -kdleirninsicchhetn Test s unudn tMeord ed el nv eor bsBuocahdek éudnndh guhgeen i st zu er wa
CP Stent in vivo nach $b6anMdaueenekaerni makemhi eheffemperaturanstieg

Die QualitBil des BM&An beei ntr acHhtnitgetr eeri cdrairg,n ddeemBreSrtceindlposi ti on zus
relativ nahe d&damilsicéngtn. BEsntS8sgiscMBEM von 3 T erstreckt sich das vom
ungefd@mm (bei Auf nShpwecnhlompt | sisegquenz) bzw. 6 emme(rb &Gir-BAllfemahemen mi -

| mpul ssequenz) vom CP Stent. Das Lumen des Stents wurde verdeckt.
Das Vorhandensein anderer | mplantate odekr® ndieen nbeedi zeii mi¢sg@merro euems tadlr
Parametern geringere maememwerte erforderlich

War nuRgdi of requenw®eh w#MRIBwragwses pber | app W chedru iGeed i Cs twaitr dermatuts gewer t et

GEBRAUCHSANWEI SUNG

Auswahl der GefaCst¢tzengr®Ce
1. Messen Sie dSeriLRnge, dem di e Ge&fnPygE@s tdetrz & OmetdGetiiét@setl¢ent.ze sol lte s
dass sie proxi mal und dhisnaulsrmrdiwalst ¢ber die Striktur

2. Bei der Auswahl der Gef2aCst¢tzendPmzlede Cisftgarzeué gesamheeBinedags
Hi nwei s: Wenn eine Gef?2Cst¢itze ni@Gdft2 Qutsgteaie hdPiuntpdlaonsstenh!| 8i end
anschlieCend die proximale Gef?3aCst¢tze.

3. Messen Sie den Durchmessersd&refRLeasr @moxti madt am,duwd sdiad geaei gnet
GefaCst¢tzengr®°Ce und das passende Einfihrsystem zu ermitteln.

Vorbereitung des Einf¢ hrsystems

A !berprSifeendeBh|l 4 GefaCst  tumrthikcof hBkaezide@Bahy Csdi gthze z wstdarl | en
sicherzdgels&@ef @ CsdleeizehbmdfCd ggsimgg! ei chB@ffegkagamemsymmetri schen
Ei nsdaet@e f 2 Csuenueres@KAMWRCHL UOROSKBEISE TWEBRDEN) .

Einsetzen der Gefa2Cstgitze

1. Di ¥er wdeunndjed e®Gef 2 Csbet beed¥enmdkerriusatet werddidtasber wi ddeldimostaseventils
ohnkesch2dide@®ef?® Cs tWetnzeei.adh @ef 2 Cshipbdermi® most as dwedn tnidlestd,a s
Werkzaudemwenhelt aus geweorgdkenn.

2. Der Ballonkatheter wird mit der GefaCst¢ tsaseedieahFdheuhgsge aBitnt
I mplantationsstelle geschoben.

3. Wenn die GefaCst¢tze richtig platziertGeifdtCstagiteeEifmfeilzud elyleeusét
GefaCst¢otze richtig platziert ist, indem etwas Kontrastmittel du
Katheter injiziert wird.

4. ExpandSedkice f 2 Csz e det Ahf p undpedann e rBearl | biresv,0l | sekpdnigskirGef 2 Cst ¢t ze

kardnab/énepmsntwemldenntniéerBIEEKathbewe\ngltrDobmlwmtfgeblaauge&ad bader
aufgeblimsne@me Hogcdie@e f 2 Csftegzged rBI"Kat h €tne fl .e®id CHTe nnneBalnl on,
bevdeduCeBrad hafigebilsid.ek® nretiAnbr ut sdelBeh @ CsetgmBalkl onkwdrhiertseachen.
berpr¢fen, ob die GefaCst¢tze richti dlephauzicéamessset, auhdl dsen?u
ersteller f¢r den Ballon angegebene maxi male Arbeitsdruck darf

5. 1
H
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Entfernen des Einf¢ghrsystems

1. WendiGef 2 Csg gd elesetnt | eSeiteen Rlel Ivoonlsl sthddeSeéke Kat hrestmei cherzustell en,
dasds @ef 2 Csftrgariald cht agizsWwemthi @ef 2 Csaicyeei ngTaigdildevemiudehuCeBahl on
nocehi nmxlpandobéndeenNennber studreurcskchrei t en.

2. Entfernen Sie dennd Bfaldhliroennk alihee tzewwrr uKontroll e eine Angiographie du

3. Entsorgen Sie das Ger?2t nach dekm aGekbernahuacuhs pgreont2oCk odlelm fS¢tra nbdiaorgde f 2 h

HI NWEDSDPur chmele@ef 2 Csk gmmedhe i ns ed wreAnhf d e mheinn Bl moehi ngm® Cer en
Durchmessgr W€edemer s c hSieei toketma x i mmpf ohlGeheégst ¢t zendoddtmheSFser
Wi ndurGeedmr Cs tunt@Oemf ¢(1rowi ndu rGeedm® Cst ¢t zen.

R} CKGABE EXPLANTI ERTER GEF SSST]| TZEN

Nu kK d, I nc. ni mmt-GefxpCatngtizan ez LCrP¢ c k . Geben Suinemidtitee |ebxaprl annatcihe rdteer GCee
einen Beh?lter oder in ein FRludrs cRicchkegna.b eWeeixtpel raen tlinefrotrema tGedrfeQst ¢t z e
I n2880 Mai MoPkiaeton, New Yor k, 12968,1-8328A4.91Tel ef onnummer : 001

WARNUNBuUMED Gefa2aCst¢tzen kommen in einer 2uCerKtrpggressi Eensé&mpget
GefaCst¢tzen k°nnen aus verschiiseedé genn@r predé z i wischeirs Kioenps w&k at i o
GefaCst¢tzenbriEmhe!l iusnidereimgrausfall en. AuCerdem k°nnen Gefa2aCstg¢tze
Komponentenauswahl, Fertigung und Erprobtemghvadarerde&mn¥erhkainfg |dairachht
unsachgem2Ce Handhabung, Be f ebsetsicghudndgi gotd ewe rachedre.r eD a&E i Megtra IflIfgee f 2 Cst ¢t
eingesetzt weodeauCenfhdieDruck einwirkt (z.BeiAttanmpdassababnudbr une
eine Embolisierung besonders anVélwemdsngdabgenmat emn einer derarti

Garantie und Haftungsbeschrankung

GefaCst¢tzen und Zubeh®°rteile werden aglmsa méewdRh siikor tha mfsQuabét @ K2
Leistungsf2ahigkeit deahlGedCtCsdlilte eauNaMEDKkI i chen oder stillschweig
deKat hetern und Zubeh°rteilen einschlieClidédr Bbegmumgefwghbdechetnk
Gebrauch oder der Ei gnung afuer. eNiunveED hiebsetrinmmtmen kZwencekr | ei Haftung f
Unmi tt Sich@&rden oder Folgesch2aden, die durch di e oWeerrweenidnueeng nOeenfneekst , K a
Ausfall oder eine FunktioZsbdehPungic¢isnentkKaehener ssobeer es keine R
Schadenersatzforderung auf die Garanti e,soeisndme\e rbterza ge feteh tnikigeaumaenrdl
im Namen von NuMED i mKZubemeenhand hubeh®°rteilen verbindliche Zusi
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cP sfoetkirzungstabelle

CP82zZ16 crP8z22 cpP8z28 CP82z234 CP82z239
(L@nge (L@nge (L@nge (L@nge (L&nge
Durdcehsmes Gef 3aCst Gef 3 Cst Gef 3 Cst ¢ Gef 3 Cst ¢ Gef 3 Cst g
aufgebl as nach ch nach nach nach
Balloné Auf dehn Auf dehnu Aufdehnu Aufdehnu Auf dehnu
Verke¢r z Verke¢r zu Verke¢r zu Verke¢rzu Verke¢rzy
in Progz in Proz in Proz in Proz in Proz
12 mm (1,61) (2,18) (2,62) (3,23) (3,72)
2,8% 0, 8% 4, 4% 3,1% 1, 9%
14mm (1,54) (2,08) (2,56) (3,15) (3,66)
6, 5% 5,4% 6, 8% 5,4% 3,6%
15mm (1,51) (2,02) (2,51) (3,10) (3,54)
8, 5% 7,9% 8, 6% 7,0% 6, 6%
16mm (1, 48) (1,98) (2,45) (3,00) (3,48)
10, 6% 10, 1% 10, 7% 9, 8% 8,2%
18 mm (1, 43) (1,89) (2,38) (2,88) (3,20)
13, 7% 14, 0% 13,3% 13,5% 15, 6%
20 mm (1,32) (1,80) (2,30) (2,63) (2,96)
20, 0% 17, 9% 16, 3% 20, 9% 21, 9%
22 mm (1,23) (1,67) (2,009) (2,456) (2,85)
25, 4% 23, 9% 24, 0% 26, 0% 25, 0%
24 mm (1,05) (1,46) (1,91) (2,07) (2,27)
36, 4% 33, 8% 30, 3% 37, 9% 40, 1%
CP8245 CP82Z50 CP82Z55 CP8260
(L2nge d (La2nge de (L2nge d (L2nge d
Durdchmes GefaCst ¢ GefaCst ¢t GefaCst ¢t GefaCst ¢t
aufgeesblas nach nach nach nach
Ballons Auf dehnu Auf dehnun Aufdehnun Aufdehnun
Verke¢rzu Verke¢rzun Ver k¢r zun) Ver k¢rzun
in Proze in Prozen in Proze in Proze
(4,17) ( (4,71) ci (5,25) ¢ (5,84) ¢
12mm 3,8% 6,2% 5,0% 4,5%
(3,97) (4,58) ci (5,11) ¢ (5,67) c
14mm 8. 4% 8. 7% 7.6% 7.3%
(3,94) ( (4,50) ci (4,98) ¢ (5,55) ¢
15mm 9, 2% 10, 3% 10, 0% 9, 2%
16 mm (3,84) q (4,42) c I (4,91) c (5, 43) c
11, 4% 11, 9% 11, 2% 11,2%
18 mm (3,71) (4,21) ci (4,70) ¢ (5,20) ¢
14, 5% 16, 1% 15, 1% 14, 9%
20 mm (3,27) ¢ (3,96) ci (4,43) c (4,92) c
24, 7% 21, 0% 20, 0% 19,5%
292 mm (3,15) ¢ (3,71) ci (4,09) ¢ (4,55) ¢
27,3% 26, 0% 26, 1% 25, 5%
24 mm (2,83) ( (3,33) cr (3,72) ¢ (4,14) ¢
34, 9% 33, 5% 32, 8% 32, 3%
CP10Z3 CP102Z4H5 CP10Z50 CP10Z55 CP10Z60
(L2nge (L2nge (Lange (Lange (L2nge
D“’dcehsmes GefaCst| GefacCst| GefacCstg GefacCstgd GefaCst g
aufgebl as nach nach nach nach nach
Ballong Aufdehn Auf dehny Auf dehnu Auf dehnu Auf dehnu
Verke¢rz Ver k¢r z| Ver k¢r zou Ver k¢r zu Verke¢r zy
in Pr oz in Proz in Proz in Proz in Proz
26 mm (3,17) (3,44) (4,10) (4,24) (4,85)
18, 339 22,09% 7,34% ,32% 0, 20%
28 mm (2,96) (3,24) (3,71) (4,00) (4,39)
23, 68 26, 75% 25, 11% 27,58% 27,87%
30mm (2,58) (3,009) (3,26) (3,64) (4,11)
33, 45% 30, 16% 34, 34% 34, 17% 32, 55%
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CP St&WwtndunBainl ongr°Centabelle

GefaCstlgnmeemdur chmesser (.mm)
I nner 12 mn 14 mnf 15 mn 16 m 18 m 20 m 22 mn 24 mm
Ball o Dureh Durehl Dur<chl Dureh Durchl Dur<hl Durch Dur<ch
Druckl messel messel messel messel messel messel messel messe
(ATM)[Maxi mgMaxi mg Maxi mg Maxi mgMaxi mgMaxi mgMaxi mg Maxi ma
Ar bei Ar bei Ar bei Ar bei Ar bei Ar bei Ar bei Ar bei
druck| druckl druckl druck| druckl druckl druckl druck
7,0 6,0 5,0 5,0 4,0 4,0 3,0 3,0
1,0 2,75 3,22 3,49 3,75 3,94 4,02 4,20 4,28
2,0 2,85 3,32 3,59 3,85 4, 36 4,13 4, 33 4,50
3,0 5,85 6,91 6, 89 7,79 8,54 9,20 10, 14 10, 57
4,0 6,12 7,00 7,02 7,95 8,71 9,63 10, 4 11, 08
4.5 10, 84 11, 94
5,0 6,20 7,08 7,10 8,04 8,91 10,0
uCer |
Ball o
ruck
AT M)
1,0 10, 74 13, 0¢ 13, 414 14, 8 16, 8 17,9 20, 57 22,79
2,0 10, 8¢ 13, 21 14, 1¢ 15,1 17,0 18, 3 21, 44 23, 95
3,0 11, 14 13, 5( 14, 51 15, 6 17,614 19, 4 21,9 24,68
4,0 11,33 13,64 14,84 15,9 18,0 20,0
5,0 11,64 13,871 15,064 16,1
6,0 11,84 13, 9¢
7, 0 12, 04
CP StEaﬂNindun—lgaalnlongr“(;entabelIe
Gef aCstl¢nmemdurchmesser (m
I nner g 26 mm 28 mm 30 mm
Bal |l on Durchmess Durchmess Durchmess
Druck Maxi mal e Maxi mal e Maxi mal e
(AT M) Arbedrtisck= Arbedrtisck= Arbedrtsck=
1,0 10,25 10,914 11,96
2,0 10, 77 11, 39 12,42
3,0 11, 27 11, 87 12,89
4,0 12,05 12,97 13,81
uCer e
Bal |l on
Druck
(AT M)
0,5 22,85 24,84
1,0 21,62 23,87 25,80
1,5 24,87 26,81
2,0 23,34 27,44 29,94
3,0 25, 44
“Diese Daten basieren auf Flkastthset edri ez um tE idnesme tNzueME Dv Bl BGe f 2 G
wurden.
Die fett gedruckten Zahlen geben demethanemduemhmekssiersdeuc!l

FI'R S MTL uUMEHE WATHETER SOLLTE EIN I NFLATOR
MI'T DRUCKMESSER VERWENDET WERDEN.

cP stfen
DURCHMESSER D ERFORDERLI CHI ERFORDERLI CH
Bl BEI NF! HRKATHE| EI NF! HRSCHLEU EI NF! HRSCHLEU
LONSNDGR¥SSE Df F!RP GEF SSST!| F!RP GEF SSST|
EI NF! HRSCHLEU OHNEPTRE LLE Ml @PTHRE LLE
12MM _(8F) 10F 12 F
14MM _(8F) 10F 12 F
15MM _(9F) 11F 12F
16MM (9F) 11F 12F
18MM (10F) 11F 14F
20MM _(10F) 12F 14F
22MM (11F) 12F 14F
24MM (11F) 12F 14F
26MM _(16F) 16F 16F
28MM (16F) 16F 18F
30MM (16F) 16F 18F
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ESPAOL

Instrucciones de utilizaci-n

I NDI CACI ONES
I ndi cada npdraantlaci -n en | a coartaci-n de aprmesemtcamnallos siegwireretndg s
cl2nicos:
A Estenosis a-rtica que da lugar a umtestnmi excahloomieenntla amagti -omircad 2sai g

i magemvasiivo,e cwawr diaogr af 2 a, resonancia magn®tica (RM) o esc8ne
A Estenosis a-rtica que provoca alteragciadiestketedipn@micas squse -dan

sist®mica o altevart rinzglleadradd;unci - n
A Estenosis a-rtica cuando |la angioplastia con bal-n es ineficaz o
A Digmetro de |l a estenosis >20% del di§metro del vaso adyacente.
DESCRI PCI ¢N
El stent CP es expansible con bal-n y i@ ueazubomotiomelsagt é openaman ¢
el aborada con urmm del pdaiidede rdd@i o tratada con calor que se distr
soldadura por | 8ser en cada uni-n y con uags edesdadna efnitloa dpueode a
a la fuerza del stent, as? como al di&metro expandido fimhlasy al
determinar§ su |longitud no expandida
El cat®ter“(NuaMEDn BdB kalt ®t)eresleuni sefo triaxial. Dos v2as se utili
tercera se usa para efectuar el segui miento de |l a gu?a. El | mar cadc
fifzona de trabajoo detebab -mide&ll damitad del di8&metro exterior del
hasta alcanzar el di §metro y longitud establecidos a unaomirreasli - n
de rotura (RBdi)f.erLeantReBPpaersa cada tamafo. Revise |la etiqueta del pa
el bal-n por encima de | a RBP.
El prop:-sito del cat®ter bal-n doble es aplicar wun sitrefnltadmtoraevaisecr
expansible con bal-n. EI bal-n interno proporciona | a expansi - -n ir
mantiene el stent en posici-n mientras se infla elraagtred Isalenn. cBin
pared del vaso.

CEMO SE SUMI NI STRA

Se suministra esterilizad

producto si existe | a dudaexpoisiin epsrto§l ocensgtaedrai la zlaad ol.u zEviDeasrpu®s de
inspeccionapaeh pseduchos

CONTRAI NDI CACI ONES

e de que no se ha producido dafo alguno.

o con gas de -xidondaebetilgneinEda®obl N

A Pacientes demasiado pequefos para per miompr olmetfeat il admacest ®mi sagus
la introducci - n;

A Anatom2a a-rtica desfavorable quebano nsededeiallaitaa;, con una angioplas

A Oclusi-n u obstrucci-n de una arteria sist®mica que i mpide la in

A Signos chizmli cpisc@s de infecci-n;

A Endocarditis activa;

A Alergia conocida a aspirina, otros antiagregantes o heparina;

A Embarazo.

ADVERTENCI AS SOBRE EL STENT CP

A Nosehaeval kaddd ent apoirant @ f r d cw emrt e@td eRMe 1 oGPst ednet @ i gsager puest os.

A Como sucede con cualquier implante, la infecci-n secundaria a | a

A EI stent de platino/iridio puede migrar desde el lugar del i mpl a

A EI sobreestirami entroovdoec ara saur treortiuar ap uoe dlea pf or maci -n de un aneuri

A Eldi § mé tnif dd@d toedretb eir ¢ laalheem @4l i § melell wgdagr mp| anpaevi sit o.

A Una fuerza excesiva utilizada durante el pl egado puede debilitar

A Pleg#sende8zi geragr at @tad meandel 2nmyedel i g 2agrc at @tad men de2 mmpuede
caugdarfabtent .

ADVERTENCI AS SOBRE LA COLOCACI &N DEL STENT BIB

A No exceda | a RBP. Se recomienda I|do uwnanl imetcrio np alrea umo rdti rsgploasri tli as o
presi-n excede | a RBPptseapdelebpltoduygital amposibilidad potencia

deilntroductor .

A Confirme que el extremo dimtadt @ecdmo fmodianhelte2 §Stdmdluaciranja de
pr-xima antes de i nf loammi teel ebsael -pna seox tseer ipoure.d eSiensseanchar el tubo e:
desinflado del bal - -n.

A Para el inflado, dei intéadosdéi spammfioimede osado con

A No haga avanzar la guz2a, el cat®ter deiesepeoseésmébenmcicaal gguneded
causa y tomar | as pmedi desolecasa@®li pg obl ema.

A No secomienda utilizar este cat®ter para medici-n de presi-n o i

A No extraiga |la guz2a del cat ®t er en enxicregiann dnoo nyean tsoe dhuar atnetremienla dpor.o

A Este dispositivo es de un geloyasqueN@ pled érgponen i leieme i mii emne wt idleil
aumentar el riesgo de contaminaciones.

PRECAUCI ONES

A Durante este procedi miento se recomienda enthadoi damemar- mbt ueo

A Los stent sormldicapiosit iDed®nd mani pul arse@osdr|euirdadic apara preveni

A EI stent es r2gido y puede que sea dif2cil sortear los vasos con

A Los procedi mientos de dilataci-n seedebh@msr a@al iraai olyajad 2qu Zaaefclu

A Las guzas son instrumentos delicados. Deben manipularse con cuid

A Se debe prestar especial atenci-n adj usamddcas mi eatloa des giomaxii -om eas
procedi mi ent oe rptarrbed amvi irtearenl &1 si st ema.

A ElIl digmetro de inflado del bal-n que sapusai chadanaé HaSmetroddet
obstructivo y del lugar previsto para el implante.

A Bajo ninguna circunstanci @l geandehlle|hasd astiecasaa nseide nctaa @teesri st enci a.
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identificar | a causa fdeuolra srceosphiesat iexhatioapameal i raemg el ver el probl ema.

A Si se siente resistencia durante | a exftumaacicomo siemademen aelxt es@re
ha detectado o pes siotstpercéhao ufnlaga del bal-n. Eso se puede realiza
y la funda como una unidad y removE&mdethdmxigevbt nadoapbncandociunns

A Los balones deben vaciarse por completo antes de retirarlos haci

A ElI funcionamiento adecuado del cat®teuvidagenadé dans puieademwdi cad ¢
producir dafos al d ofbu earrz a eeslt i catr®toerf.r ot ar con

COMPLI CACI ONES POTENCI ALES Y EFECTOS ADVERSOS

NOT AEI desgarro circunferencial del cat ®tcamplingtreo ddieclt ot ecrotn pbuad d en |

bal -gusde enganchado en elsstextrastciendogmiec¥s@airéca. En caso de rot

adecuado deepxp@snsdenl @el stent, se puede extraer y comlmpktatawunl aue:

expansi emtdel st

El cateterismo cardiaco comporta ciertos riesgos. Posibles complic

indicaciones del product o

A Lesidenrt éemarmombosi s A Necrecei slealrugdaeilmpl ant e
pseudoaneuri s ma A Est endeditent

A Migracketant A Aneur asmapisceodoaneuri sma

A Rot ulreat ent A Desplazamederno

A Diseca-irtnica A Sepsis/infecci-n

A Hemat oma A Formad&2mAV a

A Trombosis/tromboembol i smo A Arritmdmsitoria

A Muerte A Hemorragia

A Endocarditis A Acci deetebrovascul ar

Cualquier incidente grave que haya ocurrido en relaci-n ceom el pr«

el pa?s dondeodecubilice el p

DE SEGURI DAD SOBRE LA RESONANCI A MAGNETI CA

Las pruebas y los modelos no cl2nicos han demostrado que el CP St e
condiciones de |l a resonanci a deaime®tiicarn , Sceigédny | faorc | Besstfiircgacandc Ma
este di ppesiet swmeterse a resonancia magn®tica denamgar®dria as egiler & uamp
las siguientes condiciones:

A Campo magn®tico est§tico de 1,5 T y 3 T

A Campmagn®tico de gradiente espacial m8ximo de 2500 gauss/cm (25
A Promedio de 2ndice de absorci - -n esde cluamdpmr(0SARXipor i us caidpl por

resonanci admagn@t Wt lgmidruurtame ed@anci a magn®tica (modo de funciona

Sobre |l a base de | as pruebas y |l os model magn®ttctanindscadas| m§scar
espera que el CP Stent produgicra winv caéu nmesxoismhdGed éeesnppue®rsa tduer al 5 mi nut o
resonanciacmagh®uibca

La calidad de | a imagen de | a resonanciai magn®sieatpuerdactamahtar e

zona que el dispositivo &nrsépatuiebame mtoe cdemda ake @dt eartefacto de

di spositivanves é@xtmmemrddeesde el CP Stent en una expl oamagimérendeunsaecue

exploraci-n de secuencia de pulmade erms@madice mt enadye ®¢ ¢ € ac e Bn Tsi &t

oscureci

La presencia de otros implantes o circuhsdmiames aisnm®di cass deh plgik

par§metros anteriores.

Advertemaeciaaval leacdd ent apoirant @ f r e c v emrt ead eRMe n oGPst ednet zi gzag

superpuestos.

I NSTRUCCI ONES DE USO

Selecci-n del tamafo del stent

1. Mida |l a longitud de |l a estenosis objeti Detpamandetarmbngritud Heh
quedalrisger amente proximal y distal a la estenosis.

2. La longitud apropiada del stent se oddeobe |s eslegdmeind dar che funr @ | pu e
Not a: En caso de que nsesat ennetc, e sianrtiroo dnuzsc amépsui driestoa le | a ld ell u geaxrt rdeemop u
despu®s el stent proximal en t&ndem.

3. Mida el di 8metro de | a estenosis y del seygyment o déjevavso parmefe
tamafo aodleduasdent y del sistema introductor.

Preparaci-n del sistema introductor del stent

A nspecwiisomeel efeqrttedigpba | - n pataesnetg u rdag seeb t eenstb® em | o yptl e ganiof or mement e.

|
Sinespg§eganiof or memargnédedespl ey os anai MmOt PUEBBNFI RMAWBIEI ANTE
FLUOROSCOPI A) .

Despliegue del stent

1. Esnecesasédmisnstr unsewnnmiosi stoadbddeparmmani pubk&id vdicha most sisdiaal at
sterCtuandbt emadyppas aldw§| vdich@most debext raeirset r uthelnatS%l vul a.

2. EI conjunto se hace avanzar a trav®s de | hatumndhadeocatiedaocen- d
implante.

3. Despu®s de colocar tcord®@jcealaameetpuedt stteinrando de | a funda. Confi
una inyecci-n pequefa aecevntiratserala de alv®sf durda o a trav®s del

4. Expanda ci aelbritechritenaebdoi- mt echradquest ®t al enepap Einddom® mensepuede
fireposiedsitoematy i eentdaot @tIEBEIb al et emcm e p anyd llal i-mt erxpanmandbi ebeant
firmemanjteeooetat @IEBNOdesiealidlei-mtommrtdced axpandeban exnt eEspodhaaer
quebt esnad e s | ihzaac§i enedreml at @tad r- n .

5. Confirme |l a posici-n e infle el bal-n exteomdnhasde elstadil §meobr es
el tabte del bal - -n.

Extracci-n del sistema introductor
1. Unaeegxpandbtehdsi ahddsal onemp| et gmaguangi parcampr ghebt eenstt § lyr e
correctheemitefadedaaorastreebaemeslt emtpanddauesoledbalenterno,
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asegur Shed sssueg elr@mmesnomi dhetlot ur a.

2. Extraiga el cat®ter bal-n y confirme el resultado con una angiog
3. Deseche el dispositivo despu®s de utilizarlo de acuerdontem el p
un riesg®.biol - -gi

NOTA:Hi 8§ melted toepnute d @ me ndteasrpd @&sic ol ocaegpandi ®@ndhsad dali § menalyaNroe x c e d a
em§xido§ mexpandédaenetc o me ndda4inonp arl @sst edneBz i g zy8@@®mmp arl asst ednet i gzag.
DE®WLUCI ¢N DE UN DI SPOSITIVO EXPLANTADO

Nu MED, Inc. tiene inter®s en recuper ar elxopsl asntteandto GePn ruenc urpeecriapdioesn.t ef
inmedi atamente despu®s de | asebciesi andeS8ol desex®| h®d adodakpes atcit eo

Manager, NuMEMai hn8tr 880 Hopkinton, N8 ®R-8¥®rlk , 12965. Tel ®f ono: 31

ADVERTENICOA:stent NuMED se colocan en el entornofemtiemathaeenoedaéo
steutede fallar debido a varias raactomas, lasreomplsi qaei seres nm®diyea
por rotura y embolé¢tuacdonseAdpmEguenuhas m§xi mas precauciones en c
componsefnaberi caci -n y ensayos antes de |la venta, l|losdespe®s se paede
inserci-n debido a una manipulaci-n ideomseata, dplsi aglie ecu zatsr @ae &«
externasempdéo en el tvecto2del sattéedackhe] son especial mente propen:
embolizacigue, debre leitarse su uso.

Garant2a y |imitaciones
os stent y sus accesorios se vendeaméhak ebatdbeb&bi comprhdocahbhibds
endi miento del stent . NuMED nwbantooacexder @as agémmo i pompldecigaantém, r e
ccesorios, incltugdadgarentte bmph3cittiat Wl peorme rwr apridd -dsaidt @ et er
éhar§ responsable ante ninguna persona der eid wmigtVantgeasde Im®dutciol, i za
accesorio, o causados pdundeéefomamhenbafoPitlessioo agere solr i mal sin tene
emanda por tpelrgauidcddfpss sy basa en garant2as, contr at oasu,t oagrdaavdi os
ara vincular a NuMED con relaci-n a @decésaormico®nes o garant?2as sol

Taoowe <

Tabl a de perfiFes del CP Stent

CP8Z16 cP8z22 cpP8z28 CP82z34 CP82z39

(Longi ty (Longi tu (Longi tu (Longi tu (Longi ty

Di 8§metr| stent de stent de st ednets pu stent de stent de
del Bal de | a de | a de | a de | a de | a
I nfl ad expansi expansi expansi expansi expansi

Acortami Acortami Acortami Acortami Acor tami
porcent porcent porcent porcent porcent

12 mm (1,61) (2,18) (2,62) (3,23) (3,72)
2, 8% 0, 8% 4, 4% 3,1% 1,9%

14 mm (1,54) (2,08) (2,56) (3,15) (3,66)
6, 5% 5,4% 6, 8% 5,4% 3,6%

15mm (1,51) (2,02) (2,51) (3,10) (3,54)
8, 5% 7,9% 8, 6% 7, 0% 6, 6%

16mm (1,48) (1,98) (2,45) (3,00) (3,48)
10, 6% 10, 1% 10, 7% 9,.8% 8, 2%

18 mm (1,43) (1,89) (2,38) (2,88) (3,20)
13, 7% 14, 0% 13, 3% 13,5% 15, 6%

20mm (1,32) (1,80) (2,30) (2,63) (2,96)
20, 0% 17, 9% 16, 3% 20, 9% 21, 9%

292 mm (1,23) (1,67) (2,009) (2,46) (2,85)
25, 4% 23, 9% 24, 0% 26, 0% 25, 0%

24 mm (1,05) (1,46) (1,91) (2,07) (2,27)
36, 4% 33, 8% 30, 3% 37, 9% 40, 1%

CP82Z45 CP8Z50 CP8Z55 CP8Z60

Di §met r (Longitud (Longi tud (Longi tud (Longi tud

del Bal stent ddee_spl stent de_spu stent degp stent de_sp
I'nflad expansi - expan)5|_-n expan)5|_- expan)5|_

Acortamie Acortamien Acortamie Acortamie

porcent u| porcentua porcent ug porcent ud

(4,17) c (4,71) ci (5,25) ¢ (5,84) ¢
t2mm 3. 8% 6.2% 5.0% 4.5%

(3,97) c (4,58) cif (5,11) c (5,67) c
14mm 8. 4% 8. 7% 7.6% 7.3%

15mm (3,94) ¢ (4,50) cr (4,98) c (5,55) ¢
9.2% 10, 3% 10, 0% 9.2%

16 mm (3,84) c (4,42) ci (4,91) c (5,43) c
11, 4% 11, 9% 11, 2% 11, 2%

18mm (3,71) ¢ (4,21) ci (4,70) c (5,20) ¢
14, 5% 16, 1% 15, 1% 14, 9%

20mm (3,27) ¢ (3,96) cr (4,43) ¢ (4,92) ¢
24, 7% 21, 0% 20, 0% 19,5%

22 mm (3,15) ¢ (3,71) ci (4,09) c (4,55) c
27,3% 26, 0% 26, 1% 25, 5%

24 mm (2,83) ¢ (3,33) ci (3,72) ¢ (4,14) ¢
34, 9% 33,5% 32, 8% 32, 3%
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CP102Z39 CP102Z4H5 CP10Z50 CP10Z55 CP10Z60
Di §metr (Longitud (Longitud (Longi tud (Longi tud (Longi tud
del Bal stent ddee; stent devs stent de.s stent de.s stent de.s
Inflad Iaxpan)S[ Iaxpan)s! Iaxpan)s! Iaxpan)s! Iaxpan)s!
Acortami| Acort ami Acortami Acortami Acortami
porcent porcent porcent porcent porcent
26 mm (3,17) (3,44) (4,10) (4,24) (4,85)
18, 33% 22, 09% 17,34% 23,32% 20, 20%
28 mm (2,96) (3,24) (3,71) (4,00) (4,39)
23,68% 26, 75% 25,11% 27,58% 27,87%
30mm (2,58) (3,009) (3,26) (3,64) (4,11)
33, 45% 30, 16% 34, 34% 34, 17% 32,55%
CPSt efnftabdi ene di e al deBZi gzag
DI del stent (.mm)
Presi { Di §me{ Di §me{ Di §me{ Di §me{ Di §me{ Di §me{ Di §me{ Di § me
del ba 12 mn 14 mn 15 mn 16 m 18 mn 20 mnf 22 mn 24 mn
interatd RBP = | RBP =|RBP =|RBP =|RBP =|RBP =|RBP =|RBP =
1,0 2,75 3,22 3,49 3,75 3,94 4,02 4,20 4,28
2,0 2,85 3,32 3,59 3,85 4,36 4,13 4,33 4,50
3,0 5,85 6,91 6, 89 7,79 8,54 9,20 10,1 10,5
4, 0 6, 12 7,00 7,02 7,95 8,71 9,63 10, 4 11,0
4,5 10, 84 11, 94
5,0 6,20 7,08 7,10 8,04 8,91 10,0
Presi
del b a
extefang
1,0 10, 7 13, 0§ 13, 44 14, 8 16, 8 17,9 20,5 22,7
2,0 10,86 13,271 14,14 15,1 17,0 18, 3 21, 4 23,9
3,0 11,14 13,5( 14,549 15,6 17,6 19,4 21,9 24, 6
4,0 11,33 13,64 14,84 15,9 18,0 20,0
5,0 11, 61 13, 8] 15, 0¢ 16, 1
6, 0 11, 8( 13, 9§
7,0 12, 04

CPSt efnTtabtieme di daedal deal @i gzag

DI del stent (.mm)

. Di §metr Di §metr Di §metr

Prlnetsedr(er:a rk:])a 26 mm 28 mm 30 mm

RBP = 3 RBP = 2 RBP = 2

1,0 10,25 10,914 11, 96

2,0 10,77 11,39 12,42

3,0 11,27 11,87 12,89

4, 0 12,05 12,97 13,81
Presdeh bad
Ext er(rad m)

0,5 22,85 24,84

1,0 21,62 23,87 25,80

1,5 24,87 26,81

2,0 23,34 27,44 29,914

3,0 25, 44

*Estos datos est8&n basados en pruebE@srvaeatloiIDa;@a;sk-rnom!eelsteantt
Los datos en negrita representan el DI del stent en | a

CON TODOS LOS CAUMEDE RSES DMBE | UMRDI SPOSI TI VO DE | NFLADO COP{I MANE

CPSt efnt

DI CMETRO DEL | NTRODUCTOR | NTRODUCTOR

CATETER BALCEN ¥ NECESARI O C( REQUERI DO CO

TAMA=c O DETRODUCT STENJP DESNUD STENJP CUBI ERT
12MM (8F) 10F 12F
14MM _(8F) 10F 12F
15MM (9F) 11F 12F
16MM (9F) 11F 12F
18MM (10F) 11F 14F
20MM (10F) 12F 14F
22MM (11F) 12F 14F
24MM (11F) 12F 14F
26 MM (16F) 16F 16F
28MM (16F) 16F 18F
30MM (16F) 16F 18F
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SVENSK

Bruksanvisning

NDI KATI ONER
ndi

|

| keras fo°r mnaplahitgaioaohfieldear tillbakal?°pande aortakoarktioner

A Aortastenos som resulterar i betydande anat oniinsvka sfi®vr tarv@bniglnd nmign gbe
ekokardmagmatfiesonansavbil-@dwnsnigni(mMdg;l ) el l er CT

A Aortastenos som resulterar i hemodynami ska f°randringar som medf
forandrad funktion hos den va@anstra entrikeln;

A Aortastenos dar bafltoefhelgtbplabtek kaheraindiceras;

A Stenosdiameter p- >20 % av det intilliggande karlets diameter.
BESKRI VNI NG

CRstenten 2r ballongexpanderingsbar och avsddkedtfenr bppestmaneant einmpl®a

tr-d apl 80i fia och 10 % etitdisimksamkmPahsats,i |l asersvetsad vid varj e

24 karat guld. Antalet sicksackningar i en rad kan varigraal® och ir

di ametcehr e procentuella stentforkortningen, samtidigt som antale

NuMED “"RlaBeter (Balloon in Balloon) 2ar en triaxiell kateter. Tv-= |1

anva@ndsridicmg stwer en |l edare. De(n) r°ntgent?®ta |l atinamark®ren/ mark

Den innerballongen har halva ytterballongens diameter ocrh dah 1l cm

l2ngdent vidset specifikt tryck. Ballongstorleken 2ar N10 % vid det

ar olika f°or ottrkaketoahgkarp-RPBrpackningsetiketten. Detr$ckvikti

2n RBPycket .

Syftet med den dubbla ballongkatetern 2r att till2mpa en stegvis

ball ongexpanderingsbar intravaskul?2ar stent Den tigrfre olc&klIsl-oregen veer

att h-lla kvar stenten p- plats under tiden som den ytt+eermafldomnge

stenten mot k?arlvaggen.

PRODUKTI NFORMATI ON

Produkten levereras staearirliilspyad gmecoet yPempaxkhi n§en 2r o°ppnad o
produkten om det r-der tveksamhet om dess sterilitet. Undvik |2angr
uppackningen f°r att s2kerst?lla att den inte skadats.

KON RAI NDI KATI ONER

Demt vi dsgtaedret d i & knait regdnt s wla raaneg €enavseddal ant atpl atsen.

Allt fer heg kraft vid kragning kan f°rsvaga stentens svetsar.
Kr agmiwsgi cksaclksedrbatl ¢ ongskoatt mit e me2nmochr agaienb6si c ks apken ent

bal | on gskoaft mit @ m2énmkahedalklagestent en.

A Patienter som ar for sm- fOor ett s2ker tarstt2erntsionn °arnavnidned su tfanr aitntf
A Ooferdelaktig aortaanatomi som inte | -tterycsk;g vidgas med allongan
A Ockludering oen laevr soybsstternuikstki sdaretnd i nd®m amidredr ar

A Kliniska eller biologiska tecken p- infektion;

A Aktiv endokardit:;

A Kand allergi f°r aspirin, andra antitrombocytmedel eller heparin
A Graviditet.

CRSTENVARNI NGAR

A Uppvar meisng ~undBMBTs kanniangvaerr | apCiPaésdec k sac hairemmeéwdrder at s .

A Liksom for alla andra typer av implantat kan infektiom®s. som 2ar
A Platina/iridiumstentenakaenmigrera fr-n implantatpl

A ¥verstrackning av artaren kan leda till ruptur eller till aneury
A

A

A

PLACERI NG -AVEBVBRNI NGAR

¥verskrid inte det eroOmi Néel t akbmmemmtelngsntiarygkaemor dning med tryckm
trycket kan °semvakesstifggklRBRan | eda till att balilnotnegegn-rb raitstt e
ut ballongeh®°geéengmhyl san.

A Kontrollera att inf°ringshylsans distapaokndcal hebi hdear &P gemhasi
ball ongen bl -ses upkan Ode syt timea eslPandarlnaetstrackas.och allvarlig

A Anvand tv- uppbl-sningsanordningaruppbl asmpingestorlek med trycknm

A Fer inte fram ledaren, ball ongdilatati moskgatetiekanekfenasnrgohaan
p- orsaken till amotstgedandecht gidder .

A Denna kateter rekommenderas inte f°r tryckm2tning eller va@tskein

A Ta inte bort ledaren fr-n katetern vfidrmagandet |4f2ahélet uhmdlelrbdérd

A Denna anordning 2r endabtukvsE&dd &§ r r-eteegrearnivldinsdearsa se fotcehr/seoln edret t a
leda till afunadovemdnyngensamt °kad risk f°r korskontamination.

¥RSI KTI GHETSj TG RDER

E

A Vi rekommenderar att en uppbl ~sawPmgsa hferrdfudernagnadree.d tryckmdtare a

A Stentarna 2r °mt-liga. Var forsiktig vid hanteringen s- att de i

A Stenten 2r styv och kan vara sv-r att f°ra fram genom karlen.

A Uppbl -sningsprocedurer ska genomf°rds mpidearenfAdlny airsda sk ogi.sk °verva

A Ledare 2r kansliga instrument. Var f°rsiktig vid hanteringen s-

A Var noga med att kontrollera att aldsapikraateitcem,anfs rueg nfi°nrgfaar @md ettt d
in luft i systemet.

A Uppbl -sningsdiametern f°r den bal | ounggesf®m |a ngvednn diso tvsivda rsat edni tai rmeft°err
obstruktionen oamipl den aapsaddan.

A lngen del av katetersystemet f-ar under magtandomOheakenferhhl man
fastst2llas med fl meseekopidt agals f°Pg2rader korrigera problemet.

A Om ett motst-nd kan k2nnas vid uttagninglskambhak|l sogern ketieteni
man Jvdtere mi sst@nklerusttitt ball ll em gledhc ker Detta utf°rs gemylnsantt ma
tillsammans, och sedan tar ut b-da atmtlildsagmmamrsarmed en | 2tt vridr
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A Ballongen m-ste t°mmas héelt bakmaanndénhyl san.
A F°er att katetern ska fungera p- avskanteritngmastladenevmraShador
feljd av b°jnindkadlelter nstreddleni ogn alen torkas av f°or kraftigt.

M¥JLI GA KIOMPILONER/ Bl VERKNI NGAR

OBSPeriferisk ruptur p= inf°ringsball ongkkal fdmeerf ufldsttrifardigi & tetndn
kirurgiskt avlagsnande brluiprthuorSedeAnbdabtongyg Ao nddetmpkigvstorlek efter
tas ut dal lemgrkyateter f°ras p- °ver hgdaren f°r slutforande av st

Hj2rtkatetrisering medf°r vissa risker. Mejliga komplikationer oct
indi kationer omfattar

A Skada,ombblpsrudoankfuernyossnal artar A Stentstenos

A Stentmigration A Aortaaneurysm/ Pseudoaneurysm

A Stentfraktur A Stentfelplacering

A Aor t arhurpitsutrni ng A Sepsis/infektion

A Hematom A AVistelbildning

A Trombos/ Tromboembolism A ¥verg-amytemi

A Dodsfall A Bl°odning

A Endokardit A Cerebr oviasdiud emt

A Cel |l nekidopsl ant at pl atsen

Alla allvarliga h®ndelser som har intr2affat i samband mddananheten
dar den anvdnts.

MRS KERHETSANVI SNI NGAR
lckeéiniskamoeletdt éreromly har viwatd | &ktotr | CB . SIEaampa®emmeéMR kead skannas ut
|

MRsystem som uppfyller nedanst-ende villkor:

A statiskt magnetfalt p- 1,5 tesla och 3 tesla

A maximalt spatial gradiedtmjlt p- 2 500 gauss/cm (25

A maxi maistysmMe@mr apporterat-vdedemgsipecl i §g® °&ABer mt ikaVepkpgewne dpd-e r2 , 105
minuters (snkoammilnng dri ftl3ge)

Med ikdkeni ska tester och modellering som undéhragntasl CPt Sobeah ang

maxi mal temperaturstegrA@gefitneni¥® mi-nuti erds ekédmt i2nuerlig skanning.

MRbi Il dkvaliteten kan p-verkas om det berreldat iowtr -rd%rta fd minest d n s aprime

kl'iniska tester str 2 ceknehretseing obrisladkaarrt, e fuanlgterf,r s3omm fr -n CP Stent n

spinekopuloghelbvenms n2r den avbi kpduass sneekdv eenns-sgprsapeteet3tt tM®| a. Enhet ens
skymdes.

N2arwvarav andra implantat eller patientensbaHh%®Irsctaimtilstgandvk o akirsa e
parametrar.

VARNI N@pv?3r meisntg ~-undMBTs kanniawgvaerr | apCiPaesdec k sac hairemeevadr der at s .

BRUKSANVI SNI NG

Valja stentstorl ek

1. M2t Iangden p- m-lstrikturen foiStent ehesst ®imjpals skhoaderdeng stenhck
proxi malt ch distalt om strikturen.

2. Ratt stentlangd ska best 2@ nenhaasodpesit b aseeri gsndesmte ekd®ecrk nei mdga asvt ehn't .
OBS: Om mer 2n en stent beh°vs ska depuskewntpbamsehkaspiaaerps me
placering av den ptromxdemdrar asrtgeemamg.i et t

3. M2t di ametefa@mrreasp4ri kturen och pemkm+ll lee¢ saptotoebiendatd t mnoac hl 2dmpslitiagl tst
stenten och inf°ringssystemet.

F°rberedelse av stentinforingssystemet

A lnspekakbltangen/ swiend ednidtfek en& b ? IpH &tc end tnegnot cehrfartst? k e r a tsttlelndtre n
j2motag@d? km aghkiahgdaltdtt e nptleanc @ p aestitc § mme tsr2i(skkABNEK R F ME®D
FLUOROSKOPI ) .

Stentplacering
1. Anvandaiwreg ktyokehhandwhstidnmitawn® dv?3 fPatltpphae most as vietndrstkeand a
i}

stentSewnagttendi®Prhbeimost asvmendtveekhtdrgadurnvent il en.
2. Enheten f°rs fram genom det | -nga info°ringeskynslmptiamticht phatyven.
3. Efter korrekt placering av stenten dras hylsan tillbaka f°r att
kontrastinjektion genom hylsansesedoarm eller genom en andra

4. Expanseemitm%emdartbtl awppnner bat ililoirgeernb ad hedgypanddtr ank @ml ac emas
detstkeeden amBtl "Bk at et ey Deackepandgt aee b aocltioeragxeprandeénaeée bad daotntgen
stenltleglgrmnBlEB(atefT@mnNEﬂnnerball‘lmm@@mvyrtgerbaDémm@eeMaaaltsIttenten
gliawal l ongkatetern.

5. Bekr2afta placeringen och bl-s upp ytterbaldeongemi nell adéni somi me
ball ongamges®smav tillverkaren.

Uttagning av inf°ringssystemet
1. T° mh-dbaal | onhgeehrts & e nhtaarn d goacthso t ® tartst? k e r a tsttlelndtfemi ro°crbli itgelrat s
or den@rhsitgetnhtaderv & mvi s e -t pt efneluppnbgtéerbalpoympdmntver sterodai nel | a
bristningstrycket.
2. Ta ut ballongkatetern och kontrollera resultatet med angiografi.
3. Kassera enheten enligt normala sjukhusrutiner f°r biologiskt avf

OBSStent di ambk asripdracergienngeemp andme @ rbga | | noendgt © d ir @ me¥tveerr.siknrdiedat °r st a
rekommeneepadedstadedi pemmefrBrsi cksachsBmif@lresi cksackstentar.

RETURNERI NG AV BEYOP IANNORDR I NG

NuMEDnpc. vill g@2rstaenft-erutstkaigmkaadCeP ti || @ingr dhli agemaidem dehml-adhtaera
efter excisionen. Konttaekt a gRA eMamdpermatfi‘orn om i nsAddessg BVvMERpPI| &
288Wain Street, Hopkinton, New Yor k, 12965, USA. Telefonnummer : +1
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VARNI M@MED: s stenter placeras i den extremt fiensl mgagami bjf $akem mi
stenter inte fungerar?2nsanmeidbiichihnds, k amekno mpnlitiek abteigoner el |l er stentfel
Trotsilaldmplig noggrannhet vid konstruktibhrskbmpbngenhviean stehver
fore, under mdd teifltlerf imjfi@eavnfel &akgging eller andra mell ankomman
placdfasutifr-sakmmemmangekningskrafter f°rekommdr,® dk.sw.yss.t eimedet 2h° ¢
benagna f°r akttmat torcihn gos’frr darf°r inte anv?®ndas.
Garanti och begr2nsningar
Stenterna och tillbeh°ren s2ljs i "befintsltiegntt esnksi ckkv'a.l ik epta roecnh tparre
fr-ns2ger sig darfor wmidear fatnrssvta+t, t utmed ckisegencd Ilp+ katetrar och t
begr2ngeatjeibhderforst-tt ansvar med avseeade?pdnsAyj bluMED it |l kent
gentemot n-gon pes$ohkyvkaddt exdeart ueelllaer for direkta skador eller fo©°
anva@ndning av en kateter eller ett till bfeql°frynletilen hosm on slhktad tse
vare sig s-dannstprerks 2gtrpurnidgagrs asnitgi , kontrakt, otill-ten handling el e
athti nda NuMED till n-gon garanti eller framst2llning med avseende
F°rk0rtningsschana for CP Stent
cCP8Z16 cP8z22 cP8z2s8 cCP8z34 cCP82z39
U bl 4 (Stent] 3 (Stentl 9 (Stentl 9 (Stentl 9 (Stentl
bpaFiI0| efter wvi efter wvi efter wvi efter wvi efter wvi
Ferkortn Ferkortn Ferkortn Ferkortn Ferkortn
procent procent procent procent procent
12 mm (1,61) (2,18) (2,62) (3,23) (3,72)
2, 8% 0,8% 4, 4% 3,1% 1,9%
14 mm (1,54) (2,08) (2,56) (3,15) (3,66)
6, 5% 5,4% 6, 8% 5, 4% 3,6%
15mm (1,51) (2,02) (2,51) (3,10) (3,54)
8, 5% 7,9% 8, 6% 7, 0% 6, 6%
16 mm (1, 48) (1,98) (2,45) (3,00) (3,48)
10, 6% 10, 1% 10, 7% 9, 8% 8,2%
18 mm (1, 43) (1,89) (2,38) (2,88) (3,20)
13, 7% 14, 0% 13,3% 13,5% 15, 6%
20mm (1,32) (1,80) (2,30) (2,63) (2,96)
20, 0% 17,9% 16, 3% 20, 9% 21, 9%
22 mm (1,23) (1,67) (2,009) (2,46) (2,85)
25, 4% 23, 9% 24, 0% 26, 0% 25, 0%
24 mm (1,05) (1,46) (1,91) (2,07) (2,27)
36, 4% 33, 8% 30, 3% 37, 9% 40, 1%
CcCP8z45 cCP8Z50 CP82Z55 cCP8Z60
Uppbl - (Stentl an (Stentl an (Stent] @iy (Stentl 2y
efter vid]| efter vidd efter vid efter vid
ballon Ferkortni Ferkortni Forkortni Forkortni
procent procent procent procent
(4,17) ¢ (4,71) ¢ (5,25) ¢ (5,84) ¢
12mm 3.8% 6.2% 5.0% 4. 5%
(3,97) ¢ (4,58) ¢ (5,11) ¢ (5,67) ¢
14mm 8. 4% 8., 7% 7.6% 7.3%
15mm (3,94) ¢ (4,50) c (4,98) c (5,55) ¢
9,2% 10, 3% 10, 0% 9, 2%
16 mm (3,84) ¢ (4,42) c (4,91) c (5,43) c
11, 4% 11, 9% 11, 2% 11, 2%
18 mm (3,71) c (4,21) c (4,70) c (5,20) c
14,5% 16, 1% 15,1% 14, 9%
20mm (3,27) ¢ (3,96) c (4,43) c (4,92) c
24, 7% 21, 0% 20, 0% 19,5%
292 mm (3, 15) c (3,71) ¢ (4,09) c (4,55) ¢
27, 3% 26, 0% 26, 1% 25, 5%
(2, 83) c (3,33) ¢ (3, 72) c (4, 14) c
24mm 34, 9% 33, 5% 32, 8% 32, 3%
CP102z39 CP10Zz45 CP102z50 CP10255 CP10260
Uppbl - (Stent!l 3 (Stent| 3 (Stent!l 3 (Stentl 3 (Stentl
ball o efter wvi efter wvi efter wvi eftvardgni efter wvi
Ferkortn Ferkortn Ferkortn Ferkortn Ferkortn
procent procent procent procent procent
26 mm (3,17) (3,44) (4,10) (4,24) (4,85)
18,33% 22,09% 17,34% 23,32% 20, 20%
28 mm (2,96) (3.24) (3.71) (4,00) (4.39)
23,68% 26, 75% 25,11% 27,58% 27,87%
30mm (2,58) (3,009) (3,26) (3,64) (4,11)
33, 45% 30, 16% 34, 34% 34, 17% 32, 55%
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CPSt efnme B-si cksacknPalslteergst orl eksdiagram

Stentinnerdia. (_.mm)
Inney 12 mn 14 mnf 15 mn 16 mn 18 m 20 m 22 m 24 mn
bal l-of di ame| di ame| di ame| di a di ame| di ame{ di ame| di ame
tryc|RBP =|RBP =|RBP =|RBP =|RBP =|RBP =|RBP =|RBP =
(atm
1,0 2,75 3,22 3,49 3,75 3,94 4, 02 4,20 4,28
2,0 2,85 3,32 3,59 3,85 4,36 4,13 4,33 4,50
3,0 5,85 6,91 6,89 7,79 8,54 9,20 10,1 10,5
4,0 6,12 7,00 7,02 7,95 8,71 9,63 10, 4 11, 04
4,5 10, 84 11, 94
5, 0 6,20 7,08 7,10 8,04 8,91 10,0
Yt t-e
bal l-o
tryc
(atm
1,0 10, 7 13,0 13, 41 14, 8 16, 8 17,9 20, 51 22, 74
2,0 10, 8 13,2 14, 14 15,1 17,04 18, 3 21, 4 23, 91
3,0 11,14 13,5 14,59 15,6 17,64 19,434 21,9 24, 6
4,0 11,3 13,6 14,84 15,9 18,0 20, 01
5,0 11,64 13,38 15,064 16,1
6, 0 11, 8 13,9
7, 0 12, 04

CPSt efnme dl 65 i cksacknPalsiteergst orl eksdi agram

Stentinnerdia. (mm
| nnkeal I-bnyd 2.6 mm 2.8 mm 3.0 mm
(atm di amet € di amet ¢ di amet ¢
RBP = 3 RBP = 2 RBP = 2
1,0 10,25 10,94 11,96
2,0 10, 77 11, 39 12,42
3,0 11, 27 11, 87 12,89
4,0 12,05 12,97 13,81
Yt theal 1-bnygq
(atm)
0,5 22,85 24, 84
1,0 21, 62 23,87 25, 80
1,5 24,87 26, 81
2,0 23,34 27,44 29,94
3,0 25, 44
*Dessa uppgifter baseras p- tester med NuMED Bl B(R)

De siffror som angergest entferns sitdder dbammeebelavbdi stningst |

ALLAUMEBKATETRAR SKA ANV NDAS MED EN
UPPBLj SNI NGSANORDNI NG MED TRYCKM TARE.

CPSt efnt
BI-BNF¥RI NG KR VS KR VS
KATETERBALLON( | NTRODUCER MH | NTRODUCER MY
METER OCH OT CKT T CKT-SOENT
| NTRODUCERSTOR CRSTENT
12MM (8F) 10F 12F
14MM _(8F) 10F 12F
15MM (9F) 11F 12F
16MM (9F) 11F 12F
18MM (10F) 11F 14F
20MM (10F) 12F 14F
22MM_ (11F) 12F 14F
24MM (11F) 12F 14F
26 MM (16F) 16F 16F
28MM (16F) 16F 18F
30MMLI6F) 16F 18F

26



DANSK|

Brugsanvisning

NDI KATI ONER
n

|

| diceret til i mplantering i den generelle og/eller titlibasgeawmedneden c

A Aortastenose, der resulftogmserbviri mgt peesltiegnt a aratdoarsingyk dgi dfeidbelhlaed | i
ekkokar diaggrea fiic, resonancesdamamgiimg. ( MRI ) , CT

A Aortastenose, der resulterer i hpmodynamlske Pndringémn,n cdrl emresu
Pndret venstre ventrikelfunktion.

A Aortastenoseandivopl esatlilkoner ineffektiv eller kontraindiceret.

A Stenosed» ameweaf den tilstBdende kardiameter.

BESKRI VELSE
CRstenten er ballonekspander bar toagt ieorn.b eleeng rederkitk ellil s adFma rmd n tv air melba

% platin/ i r% ,i rderi uem -mRnanhgeresomeetrofasersvejset i hvert led og
Zf or mer i en rbPkke kan variyerke, shawitl khdeetn p-nwierl k egre sutdevn tdeemdse <dti amet e
stentforkortel se, mens antal |l eudvaifderdpek klebrn gbdeest e mmer stentens ikke
NuMED “BBRBI | on i Ballon) katetret er et kateter i et triaxialt des]
er til sporing over en guidewire. Den/de rBntgenfaste mdrkBBr(er)
ball on er i af den ydre ballons diameter og 1 cm kortere.fHker bal
tryk. BallonstBrrelsen er N10% ved det angivne bristniaggesnsryk (RBI
eti ket for RBP. Det er vigtigt, at ballonen ikke pustes op udover
Form-let med katetret med dobbelt ballon er at p-fRBre engtnrifnvis
en baldlvdirdel ig intravaekbbhblrostghverDen indredende udvidelse af st
hol de stenten p- plads, mens den ydre ballon pustes op. Den ydre |

karvpbpggen.

LEVERES

Leveres st er ielniosxe rdegta sme dp tyeetiyidle no g hivklse emb gl Ubgeeshk aeli getbn®r oduktet
hvis der er tvivl om dedsbPstelrséifet .| Wadgbfténgpreduktet er taget
at satkerted ,i kke er blevet beskadiget .

KONTRAI NDI KATI ONER
A

Patienter, der er for sm- til at kuknonnep rtoinhiltatdeer esri kdkeenr styisltfeBmissekl e
anvendes til tilfRBrsel

A lkkarvorabel aortaanatomjtryhsbakkenadgldpkamedkhr&

A Okklusion eller obstruktion af den systemiske arterie, som udel u

A Kliniske eller biologiske tegn p- infektion.

A Aktiv endocarditis.

A Kendt allergi overtfombatsipskeé nmi dlnem eelalnegri heparin.

A Grwiditet.

ADVARSLER FOR CP STENT

A Opvar minrraagi of ueldW®s s anmpi-oger | apfreidge g retiekrkeeseal uer et .

A Som ved enhver type implantat kan infektion sekundpbrt til kontami

A Platinstendenomkan vandre fra implanteringsstedet.

A Overbelastning af arterien kan resultere i ruptur eller aneurisnm

A Stenterid adteamdieni ndhatseamniei amsbairetti | sisg daidmp| ant ati on.

A Hvis der oanevredrrdeevsne kr pfter ved foldning, kan stentens svejsning

A SammenfodemBizingt epn¢ bal | onkahemeaPmmog n isgt epn¢e bal | on ka b etné@Bmm
kabeskasti get en.

ADVARSLER FOR PLACERI NG AF BI B STENT

A Owerskrid ikke RBP. En oppustningsanordnirykkmed tTrykmuldewn ean R8Pa l
ruptur af ballonen ogatmutln gk n@anlgdteemtdreeteviniel hade gennem introduce

A Bekrpbpft, at den odiustealséoremndhenaferi mtimdstpr2oksicmalted |afabgiel o mian gdsemante
den ydre ballon pust edetotpe Ward| satdretblslee ademg RByckere sl ange og krafti

A Anvend to oppustningsanhBrdel sagemedftpakmehde &il oppustning.

A FRr ikke guidewiren, ball ondil atationséat emRdese| hmedsnagen aderenf
grunden og foretage oprettende indsats.

A Dette kateter anbefalesink&ktioh afykmskéenger elle

A Fjern ikke guidewiren fra katetret p- r1aggtr etbieds punlatf sirudereti.ndg

A Dette instrument er kun beregnet til engembgrsibgeusy,. e tdem-t & kkkaen sm
kompromitteret ydeevkirey dosgk ongtea nmiinseirkionegn. f or

FORSI GTI GHEDSREGLER

A Anvendel se af en oppustningsanordni ngkrmefdt itgtykm-1ler under indgre

A Stents er skrBbelige anordningresndtDerhp@rpamdivi ses forbkigdi ghmdl v

A Stenten er stiv og kan gRBre passage gennem kar besvbrlig.

A Dilatationsindgreb bRr foretages unm®ern gfelnwalsaykopi sk vejledning m

A Guidewirer er sarte isetfamengeirghddnvelah-odvering for at undg-

A Man skal vbpre omhyggelig med at oprethoilmdcer phare ¢k-art etiederaenl fimrge
introduktion af luft i systemet

A Ballonens oppustningsuinaemretferemfderi mg vieihtdepe ndieametb®&mren i gfgedet b
det beregnede i mplanteringssted.

A Under ingen omstbndigheder bRr nogemodel aafd. karengresnysi émendist am
identificeresomedefl b&8moigiRdgast s for at | RBse problemet.

A Hvis der fRles modstand under fjernelfsjeer nsess bsRarmnbean |soonne ne,n geuni hdeedn
ball onruptur eller lepkageteamkleemdt deat| edtetgdeer tkeano m pmanlsl ovrek at et r e
en enhed med fast h-nd og trbkke beggedrtejlenrde bsevrineel stee dk cambviemed
trbkken.



vbre helt tRBmte, fBr de trpbpkkes tilbage i sheath
nktion afhpbPnger af dets hi-nntdetgerriitnegt .a fDekra tbhetrr eutd.v i B
nkniafg ,Brstimmk kagdn kealtlearr ekr.af t i g

A Ballonerne skal
A Katetkroetrekte fu
resultere fra ki

POTENTI KOMPLI KATI ONER/ Bl VI RKNI NGER
BEMI RKHvis der rives i ballontilfRrselskatettroetanfkBretsttent et et efny |
kirurgisk fjernel se. Hvis efteirl stehk kaivi tgrelislee s kad,| domg repteyterbal
udveksl es over adn foguiddeewier estfemrt udvi del se.

Hj ertekaterisation indebbPrer visse ricisi. Potentiell eatkioonpén kat i
herfor :omfatter
A Skageaorfteamo rtarl d rsbed sl ee r A Cellenelidmpbanteringsstedet
pseudoaneurysme A Stentstenose
A Stentmigration A Aorameurysme/pseudoaneurysme
A Stentbrud A For kpe ratc earkitnegn t
A Aortabrud/rift A Sepsis/infektion
A Hpmatom A A¥isteldannel se
A Trombose/ Tromboembol i sme A Forbigaenpdmi

A DRd A Bl Bdning

A Endokarditis A Cerebrovhbhdébse

Al'le alvorlige hbndelser, der er forekdmNeMED ogl dehokompkteds ey mg
brugslandet .

OPLYSNI NGER OM S| KK-BERAEDNI ABE MR

kdkéiniske tests og model |l ebéehgnbat. vEBrt pianaplea@Pt aSte dknalre estceaMRnes si k
ystem, derf ®lpderdderbetei ngel ser:

|
s
A Statisk magnetfelt p- 1,5 Tesla og 3 Tesl a

A Maksimalt rumligt magnetisk gradientfelt p- 2500 Gauss/cm (25 T/
A Maksi maslysMRmrapporteret gennemsnitlig «pepipkeink pab2o0ptW &gsfatre 1
schani ng (normal driftstilstand)

Baseret-kp+nilketests og modellering forvestasniCRgSbentngehder, dat
maksimal temperaturstégadi AgACmievd woe S vnd chvdareende scanning.

MRbi |l l edkvaliteten kan vbPre kompromitt erseotm, hevilseri nftoe rheos sdesovmrs- d eptt
positioklinni ske&etests rbPhbkershigetedariephknentet ca. 3 meduednfra C
spin@llesekvens og 6 mm ved billefdbkbanll MRy ysmgeene megr 8diTent akkbm
lumen var tilslBret.

Tilstedevbrelsen af andre implantater ekrbwvephaventbgsbmegiei akker
samtlige af de ovenst-ende parametre.

ADVARSE@GhRvVvar mnrraag i of uenldid®s s an mpi-mwer | apfreidge ¢ retiekrhéeweal ueret .

BRUGSANVI SNI NG

Vbl g stentstBrrelse

1. M-l I pngden for mbelsstemmet b bemy dfear skdatl d an vSelirege sf,ordeaat st ent | Pngden
Il Pngere proksimalt og distalt i forhold til strikturen.

2. Stentl bpngden skal bestemmes s-l| edielskesatmadiedn det ebtokerede segme
Bembrk: Heins merstent er nRdvendig, skiandssttieknntiemg sps taecdeerte sf fresstt, d

proksi mal e sltiege epfltaecre.r e s

3. M=l diameteren for referencestrikturen ogbeksatreenemte perdoekpsasnsaed t og d
stentstBrrelse samt tilfRBrselssystem.
Kl argRBring af stenttilfBrselssystemet

A Kont rboadll€wrre nt s awml 5 i gakni kkroer rpd latc arkitregnot e oars | ka et e netfeml elresartet .
Ue ns afraledina imegt yadtet, e natrelnP gyseysmme ¢ K ABBEKK RT F TVEBSFL UOROSKOPI1 ) .

Stentplacering
1. DeemBRdvenatimoder edskalleéd BR] mecst enf eantt r bnfgerhbbimost as e viedeaitl en
beskaditeamtNers.t en¢®fif orhbbmost asevekaleldehnabbkkesivent il en.

2. Samlingen fBres gennem den | ange tilfRBrskéseahradd omplartrediemgss
3. Efter korrekt positionering af seksapeneteP&krmfitdrst ¢ntl drmagekadr rséle
ved en lille injektion afskdearmseimi ddebegermemtshedeenkateter.

4. Udvs de nteeB rasfty Idkeenndve badi § exntlteialh el d vi Sitee nk @mo mp | a pedreetttied s prerdk t
af | ytifBeat ebeb ke vi daldem | bgirendvi denclrael hohd e e nftaesnd 81"k at ebert .
indvebdi ¢neink Hesuf ff IRed wisdaed esteed venbalg®ett ahst entteetnl iadbeal | onkateteret.
5. Bekr bpft positioneringen og pust den ydr e obvaelrlsotni goep ptriold udceenn taenngsi v
bristningstryk for ballonen.

Tilbagetrpbkning af fremfGrlngssystemet
1. N-stenetnechvi sllebbgbal |deeuf hledtreost froms i katet, e netfemigk or rpd latc éiv e r
emestefendabistengewildedsendvenbalblegandeesi kaddsrtomi nseplrilFengni ngstryk

ikbegerskrides.
2. Fjeronkaktlktret, og bekrpbft resultatet med angiografi.
3. Bortskaf enheden efter brug i henhold til standard hospitalsretn

BEMI RKt entdé msn&km@qg eesf tpd ra c evreidiugl vimee hal medt Rdr @ameDeaarnbef al ede
maksi mdle dddcat dipadndnmé o8z isgt e otge@mmf olrlz isgt e m-e kbkeer stiges.

RETURNERI NG AF EKSPLANTERET ANORDNI NG

Nu MED, I nc. er intersseatet til| dtage- Pl agbehORtdeuvdebhfgre vUdshpttiege
udskbPring. For yder | i gerreet uorpnleyrsinmign gaefr uvdetdargRerte nuddest y r

kontaktes RA Manager, NuMED, | New Y880, Ma2 %6 5t r @ BA-3 2Bedlpetfi mt onnmme r :
ADVARSBEUMEDte@ placeres i et ekstremt aggressi vstvimgtie Bafi fdeenr emefnonre
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s-rsager, inklusive men i kke ksutngn tmewuiigcti nssk ee rRboanipil § &raitn go.neDeredd cever
stBrste mdgggegnghudvpbPl gel se af bestanddel e, f rbeensskkadilgensg,f Rorg,
el ler efter i nhdfmddtienrgi nvge,d ffoolirdkrey it ghbaenhddlieirn gaenrd.r eMet al st ente der
er wndébmméonderessionskrpbpfter, dvs. hBjre ventrikul hvi UdERBRbpRer uns!
Garanti og begrbPnsninger
Stente og tilbehBr sbPlges, som de er. Hleil @ g ekiusnidkenne n NounMkErDi rf gr asl thPegngtee
garantier, udtrykt elklagretirmploigcitti,| breevd3rhenmeyn btlialndt, men i kke
salgbarhed eller egnethed til et spediofri knpoegfesnmend.il c i MNaukvE Du dkainf ti &rk ee
direkte eller fRBIlgendebbege&ehdiegelf 9errcagetsagetdiedfe ket, mwiilgketel d @m
kat etltdrer til behRBr uanset omsetr ekr v fgaarr asetrdsseantenk sskpsdfesak tperri ,gotae nd e
andet Ingen person hMuMBDttoirli tetklthrdi mgerf oamlélglter garantier
Oversigt oveforlCkPoSt eRinh g
CP8Z16 crP8z22 cP8z28 CP82z234 CP82z239
Diamet{ (St-ebpPhgd (Stepkphgd (StepkpPhgd (St-epkphgd (Stekpnhgd
p- efter efter efter efter efter
insuffl ekspansi ekspansi ekspansi ekspansi ekspansi
ball on Procent Procent Procent Procent Procent
forkortdg forkortd forkortd forkortd forkort
12 mm (1,61) (2,18) (2,62) (3,23) (3,72)
2,8% 0, 8% 4, 4% 3.1% 1,9%
14 mm (1,54) (2,08) (2,56) (3,15) (3,66)
6, 5% 5,4% 6, 8% 5,4% 3,6%
15 mm (1,51) (2,02) (2,51) (3,10) (3,54)
8, 5% 7,9% 8, 6% 7, 0% 6, 6%
16 mm (1,48) (1,98) (2,45) (3,00) (3,48)
10, 6% 10, 1% 10, 7% 9, 8% 8,2%
18mm (1, 43) (1,89) (2,38) (2,88) (3,20)
13, 7% 14, 0% 13, 3% 13,5% 15, 6%
20 mm (1,32) (1,80) (2,30) (2,63) (2,96)
20, 0% 17, 9% 16, 3% 20, 9% 21, 9%
22 mm (1,23) (1,67) (2,009) (2,46) (2,85)
25, 4% 23, 9% 24, 0% 26, 0% 25, 0%
2 4 mm (1,05) (1,46) (1,91) (2,07) (2,27)
36, 4% 33, 8% 30, 3% 37, 9% 40, 1%
CP8245 CP82Z50 CP82Z55 CP8260
Di amet | (St-ephgde (Stephgde (St-ephgde (Stephgde
p- efter efter efter efter
insuf fl ekspansio ekspansio ekspansi g ekspansi o
ball on Procent Procent Procent Procent
forkortel forkortel forkortel forkortel
(4,17) ¢ (4,71) ci (5,25) ¢ (5,84) ¢
12mm 3.8% 6. 2% 5.0% 4. 5%
(3,97) ¢ (4,58) cif (5,11) ¢ (5,67) c
14mm 8. 4% 8., 7% 7.6% 7. 3%
15mm (3,94) ¢ (4,50) cr (4,98) ¢ (5,55) ¢
9,2% 10, 3% 10, 0% 9, 2%
16 mm (3,84) c (4,42) ci (4,91) c (5,43) ¢
11, 4% 11, 9% 11,2% 11, 2%
18mm (3,71) ¢ (4,21) ci (4,70) ¢ (5,20) ¢
14,5% 16, 1% 15, 1% 14, 9%
20 mm (3,27) ¢ (3,96) cif (4,43) c (4,92) c
24, 7% 21, 0% 20, 0% 19, 5%
292 mm (3,15) ¢ (3,71) ci (4,09) ¢ (4,55) ¢
27,3% 26, 0% 26, 1% 25, 5%
24 mm (2,83) ¢ (3,33) ci (3,72) ¢ (4,14) c
34, 9% 33, 5% 32, 8% 32, 3%
CP10Z39 CP10Zz45 CP102z50 CP102Z55 CP10Z60
Di amet (St-ekpngd (StepkpPnhgd (StepkpPngd (St-ekphgd (St-ekhgd
p- efter efter efter efter efter
insuffl ekspansi ekspansi ekspansi ekspansi ekspansi
bal |l of Procent Procent Procent Procent Procent
forkort g forkortd forkortd forkortd f orkortd
26 mm (3,17) (3,44) (4,10) (4,24) (4,85)
18, 33% 22,09% 17,34% 23,32% 20, 20%
28 mm (2,96) (3,24) (3,71) (4,00) (4,39)
23,68% 26, 75% 25,11% 27,58% 27,87%
30mm (2,58) (3,09) (3,26) (3,64) (4,11)
33,45% 30, 16% 34, 34% 34, 17% 32,55%
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CPSt efm8tzitgal l onst BRrrel sesskema

St esind  (_mm)
12 mm 14 mm 15 mm 16 mm 18 mm 20 mm 22 mm 24 mm
di amef di amef di amet di amef di amef di ametf di amef di amet
RBP = RBP = RBP = RBP = RBP = RBP = RBP = RBP =
7,0 6, 0 5,0 5, 0 4, 0 4, 0 3,0 3,0
2,75 3,22 3,49 3,75 3,94 4, 02 4,20 4,28
2,85 3,32 3,59 3,85 4,36 4,13 4,33 4,50
5,85 6,91 6,89 7,79 8,54 9,20 10, 14 10, 51
6,12 7,00 7,02 7,95 8,71 9,63 10, 4( 11, 04
10, 84 11, 94
6,20 7,08 7,10 8,04 8,91 10, 0
10, 79 13, 0§ 13, 4194 14, 81 16, 89§ 17,91 20, 57 22,79
10, 8¢ 13, 21 14,14 15, 1¢( 17,084 18, 3§ 21, 44 23,94
11,194 13, 5( 14,54 15, 69 17,64 19, 47 21, 9§ 24, 64
11, 393 13, 6§ 14,89 15,949 18,064 20, 01
11, 672 13, 81 15,064 16, 19
11, 80 13, 9§
12, 04
CPSteEnlt(]zitgaIIonstBrreIsesskema
St edind (. mm)
I ndre 26 mm 28 mm 30 mm
ball onf di amet ¢ di amet ¢ di amet ¢
(atm) RBP = 3 RBP = 2 RBP = 2
1,0 10,25 10,914 11, 96
2,0 10, 77 11, 39 12,42
3,0 11, 27 11, 87 12,89
4,0 12,05 12,97 13,81
Ydr e
ball ont
(at m)
0,5 22,85 24,84
1,0 21,62 23,87 25,80
1,5 24,87 26,81
2,0 23,34 27,44 29,914
3,0 25, 44
*Disse data er baseret p- ftstsepmtacgridigBkiatmeer NuMED
De fremhpPvede tiad weds edretstrneonmti nel l e sprbPngningstry

DET GI LDER FOBMRKIAEENRE|L N®UFFLERI NGSUDSTYR
MED TRYKMj LER SKAL ANVENDES.

CPSt ent
BIBILFI RSEL Pi KRT VET Pi KRT VET

KATETER I NTRODUCER M I NTRODUCER
BALLONDI AMETER FRI GJ ORT MED TI LDi KKE
I NTRODUCERSTI RR CP STENT CP STENT

12MM_(8F) 10F 12F

14MM_(8F) 10F 12F

15MM (9F) 11F 12F

16 MM (9 F) 11F 12F

18MM (10F) 11F 14F

20MM_(10F) 12F 14F

22MM _(11F) 12F 14F

24MM11F) 12F 14F

26 MM _((16F) 16F 16F

28MM_ (16F) 16F 18F

30MM_ (16F) 16F 18F
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NEDERLAN

Gebrui ksaanwijzing

I NDI CATI ES

Gepundiceerd r de implantatie in de aawmgé¢hBoben @rRLrOENteni dieermar

kl'inische conditie voldoen:

A Aortastenose resulterend in een aanvzaisetngleisjtkeel da nnmetto neiesnn Waensgvi eovger aauf w
imaging (bv. echpMdagneétoigs aRée gnaieandsnagi ng] of CT

A Aort astreensouslet erend in hemodynami sche wijvaingidrgerystoéssicther &n o eidm 1
systemische hypertensi e ovfaneehnetg e winjkzeirgvde nfturnickteilooner en

A Aortastenose waarbi]j ball onangioplissstie ondoel matig of gecontrap

A Diameter van stenose >20% van de diameter van het aangrenzende b

BESCHRI JVI NG

De @GR ent iesxpbaanldleoer baar en bestemd voor permanentei smpéeawnaatdegdDe
warmtebehandel de draad vadii e2@%pRERt avbbnal $0%eptadism, bij elk verbir
solderen bedekt met 24 karaat goud. Het aantal Z's in eem mipj kan
de uiteindelijke di aemetperoaneagaendekentenghvan de stent, terwijl
het expanderen bepaald

De NuMED(®BdlIBl oon ikmtBaltlecon)s een katheter met een triaxiaal ontwer
ball onnem, ten v@®nh el umen dient voor het opvoeren over een voerdraad
onder het 'werkgebied' van de ballon. De binnenballon hecenit een dc¢
korter. Biok eltb &dliljoreen specifieke druk tot de opgegeven diameter e
nominale barstdruk (RBP, rated burst pressure) plus of mirnudke 10 %.
nominale dmrisetdrw&kr pakkingsl abel . Het is belangrijk dat de ballon
Het doel van de dubbele ballonkatheter is een stapsgewijzZe vulling
mi ddel bah-beemetbare intravasculaire stent. De binnenballon zorgt
als een hulpmiddel om de stent op zijn plaats te houdennterwijl d
gevul d osmedt tegen de vaatwand te drukken.

HOE WORDT HET PRODUCT GELEVERD?

Gesteriliseerd met behul p vmyr e@dédegri eiemadiodnt @evoeprinaek keierd goem esiceritadi gd |
niet gebruiken indiemr ®@dsutdewiijefleli shesvteaanti jalf Itaetgduri ge bl ootstelli
hetdeiverpakking wordt gehaald om het te controleren op beschadigi

CONTRIANDI CATI ES

A Patitnten die te klein zijn om dgesutaento pbeivieidg isd atga dlere dg en voomr
wordt gebruikt;

A Ongunstige anatomie van de aorta, mdtehdorguekt; di |l ateert bij ballona

A Occlusie of obstructie van de Ilchaammsgmbg]nkier, wat inbrengen va

A Kinische of blologlsche tekenen van infectie;

A Actieve endocarditis;

A Vastgestelde allergie voor aspirine, andere plaatjesremmers of h

A zZzwangerschap.

WAARSCHUWI NGEN BETREFFKHEHNNE DE CP

A RadiofrequenttiievidRivcaaoonegr | laai@Pst enbsleeoordeel d.

A Zoals voor elk type implantatie geldt, kan infectie als gevolg v

A De platina/iridium stent kan migreren van de implantatieplaats.

A Te veel wint rdekksdmgader kan | eiden tot een ruptuur of de vorming

A Degeunfl di aewtheles t emmotettemi n gtedziijagkmdedi amoendsbeocogmel antatiepl aats.

ﬁExcessieve druk tijdens het varstt kieernznveank kkeam. de | assen van de ste

Kri mpedeBzisgt eonptebal | on kkaltehikrderdmme rd el Oz iogpe e b al | o n kkaltehigr @@nmk a n
beschadiagisntgevnetr oor zaken.

WAARSCHUWI NGEN BETREFFENDE DE PLASATENTNG VAN EEN BI B
A Zorg dat aldebaosmidruk niet overschrvjgjldinsHetmeetr dinenteamndewvieime
om de druk te bewaknemrde meomimoeader eébarstdruk kan de balnakedode scl
kat heter dooruldse tienrturgo dtuec etrrhe k k e n.
A Controleer of het distale einde van demeestoguoeimale beehdmanks
alvorens de buitenbalgleadmame wouldlt en k ahl o edibtuirieentsnt ev abnu idse ubiatlrleoknk e
er nswoirglen belemmerd
Gebrui k voor het ul
Voer de voerdraad d
daarvan te achtermah
Deze katheter is nie
Verwi jder de voerdaad
Dit hulpmiddel is wuits
aangezien dit dehuwplemit

ee vulinstruementéenukmet ee. geschi kte ma
a ondi | at atweeekrastthaentde ro nodfe ravnidredtr ,» azaldenr ddeere |
grl da verereféen.

etemd om druk te meten of vloeistof te |

_E

|
e
en
t
ens de procedwer @ roaeidturiei ti sd es ol & tolod tde r

d
tend bestemdwonden egeasnaédiigl igedemnud ken Hef
eskamnadrtasten en kakr uies deesimdtotti rege.n v

PoTeTe oI

OORZORGSMAATREGELEN

Het wordt sterk aangeraden tijdens dezeepgelkedukeneen vulinstrun
Stents zijn delicate instrumenten. Ze ldarsiemp vibroeuk cthe ilgeltpe wovda
De stent is onbuigzaam, waardoor verplaatsing door de vaten moei
Dil ast agi epen moeten worden uitgevoerd mategebltudbkosanpgeshhki hkeel
r°ntgenapparatuur.

Voerdraden zijn delicaterznshtimeneewordendigehanteerd om de kans
Er dient, alvorens verder te gaan, zongvahdhoudandavhn neauwsiden
kat heteraans!|l ui tingen;woarsdpeinr aotm ete ed iwveandtr leggoenblr wd tktt itre het systeem k
De vuldiameter van de ballon die tijdmoet hehgéweeengehi venzidensa
van het geobstrueeridmphvant ani eépl b@obogde
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A Onder geen voorwazaldeamahederkatheterswostdem bpgenmowedr sDandoimas
weerstand dient onrddeorr |filctharionsggc appei ssmoreden achterhaal d,genrdefaondi ¢
om het probleem te verhelpen.

A Al's er bijdaeenveeerstand wordt ondeoeoddaad ewedenhudles bgaétamenid
worden verwijderdf Vebkabealbanbdeukall on is vastgesteld of wordt
ball onkat het er®ne ng edhee ehlu Isst ealisg & ast, envboekichtig geaamemldiej lenm
trekkende beweging terug.

A De ballons moeten volledig worden geleegd alvorens ze terug in d

A Een goede werking van daen kdaet hientteerg rid st tedi it @mkveamej kDzeor g te worden g
kni kken, ui tr ekkeknr aocfh tmeatf voevgeernrmaktaingede kat heter worden beschadi gt

MOGELI JKE COMPLI CATI ES/ Bl JWERKI NGEN
OPMERKIAIGsbdél oni nbrengkatheter rondom oahe@umtoidgorkdaat deéte batl éd N \ac
vastplakken; in dat gevmdodzsalogleirjak.i eAles veemwilhaleramgvan adequate g
knapt, blad wodelen teruggetrokken en een nieuwe ball omrkadeé edretrploove@iri r
van de stent te voltooien.

Hart katheterisatie brengt enkel e
het voorschrijven van het hul pmid
A Femur s| ag atdrea rhbeossseel uadroe u r y s ma

A Stentmigratie Aordrmeur ysmaARPeeudsma
A Stentbreuk Onjupesimimest ent

risicoés met zich mee. bMaogé&l epke
d zij
A
A
A

A Aortaruptuur éSepsislinfectie
A
A
A

el jn onder meer
Stentstenose

A Hematoom Vor mvageAVfi st el
A Tr omb os e /-eTmboon bioe Transatbt mee

A Overlijden Bloeding

A Endocarditis Cerebroviasciudeant
A Celnewmrpbepé avalBeitmpl ant aat

El&krnstig incident dat zich heeft voorgedaan in verband met het hu
autoriteit in het | and waar het wordt gebruikt.

MRAVEI LI GHEI DSI NFORMATI E

Uit knliienti sche tests en madelClPerSitreqti o ngeb| ok@m adaditt gvosr wkEande@at i £n
hul pmiddel kan veili ¢MRBgyrsder masadamdan Meeemm| gende voorwaarden vol

A Statisch magnetisch veld van 1,5 T en 3 T

A Maximale ruimtelijketigsahié tmwel ¢ aname25Mmaggauss/ cm (25 T/ m)

A Een door-slyst eMRI geregi streerde maaxt ena( SgAeRnp edidiedl idc oavbesro rhpetti ogrehel e
W/ kg bedraagt gedurendeot Shaifdiernytfesmosdauasynen

Op basiskvantesés en modelling wordt vehiwachovemtgeeelCiPniSeende osnda
een maxivraJdcet emper at umirnsdteirj gdiammg 2vaAlC veroorzaakt na 15 minuten cont

kwaliteibeehd het mbBeE Iwajnkn eneirn dheert gione doeckeil edd tsea rberrewnagletn met de pl -
Il pmiddel of er betrekketepksdimebstyesktiejeMRIvgatn. 31 nT rmsitetekkitien ihsechedoor
roorbaaektdartefact zich opgeee€P Btemtuibi jsperipdieasmiqgueg mméte , eem
j beeldvor mi ng npeutl seseenqHgertnatdiilesmetne otamm het hul pmiddel werd verhuld
J

i aanwezigheid van andere implantatenpa#ntopkamr omat vraodidge aznejdn scr
e hanteren voor sommi gpearoadmeatlelres.bovengenoemde

Waarsch®Radngfrequenttiieggvid@dsaaoponrer | lagi{@Pst enbsle¢oordeel d.
GEBRUI KSAANWI JZI NG

Ki es sdemt grootte
1. Meet de lengte van de beoogde vernauwingzodadegeuiehgtetdat| degs

uitstrekt paowxéemags$zions emipgszihne diant al&l vieemauwi ng.

2. De stentl engte mogeetk ozzoedna ndiagt whoertdevno | | edi g e®®pne cshtsetntueer de segment
wordt gedekt .
Opmerking: Als er meer dan ®®n stent naoidsitgsalitse,n polpaza tcshtt eu veaenr sdte d
vervolgens plaatst u edme. proximale stent in tand

3. Meet de diameter van de referentiever nauwiang deen bheeoto gwdaet | pareosxiiemaoa
stentgrootte en het juiste inbrengsysteem te kiezen.

Voorbereiding van het stentplaatsingssysteem

A Voerewmi s uenlsep advitaidesh a | | o mo/ne § euni pslteea tvsaitiesgt etneter z e leetreeer z e ead esr ent
gelijkmakirgmPrael i jkk manipi@enr tloeei d achest eznitope eni-8y mmet rnmasncideet pl ooi t
( KAWORDEBIEVET| ®IDORLUOROSCOPI E) .

De stent plaatsen

1. Hegebrwatdebidiest emel evhuldpmi didedbedzaloend ehjekmost a steskd eerps zaam er
beschadiadesd etoddast ehehemost asieskd peaps s emeefielt ul p mi uidiekl| evor den
getrokken.

2. Het geheel wordt via de | ange inbrenghulismglnamtvaeti eleosdtaire egeloeir
3. Wanneer de stent zich op de juiste plaats bevindt, & rstkentu ziecthu
de juiste plaats bevindt door een kleine hoeveelheid contrastvlo

injecteren.

4. Expandesetreanatn va nk@dinebji kn n enasittee n | { e ndl@aveo | | eeeddi xgp a nidMe ik dhes t eonpd i t
punﬁtherposiclddmmweerrepnlﬁavaammilrFB(atheDtee'r-gexxpandbe.léndimaéteaﬂmgeixpandeerde
bi nnebasitheo n dicen t esnttrtaekgeaB | "k at h@a ®eb i nnemasitheblea tleere g | ogpoerna f @amn d

expanwsided ui t eomad timm.r dkoaadres t ewnetg s c hv ad el | onkatheter.
5. Controleer de positie en vul de buitenbalfabhritbandegesmeéaialieceen
barstdruk niet overschrijdt.

Het plaatsingssysteem terugtrekken
1. Zoddes t eingte t xpanbdeeldilal | ognenledneele gleorde awmant € or glead est evnrtigimo pd e
j uimanreiweorr gle b r Al Bses.t einhterhi d dneongi e o | | cerdti mliceaxipdandieé t 5| didbtuée n dorad ti o n
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opni evaw,rulziojrdgattd er a theudrpsrte s mue&er schri jdt.
2. Verwijder de ballonkatheter emgiomgtmélieer het resultaat met een
3. Voer het hulpmiddel na het gebruik af volgens het standaardproto

hul pmi ddel en.

OPMERK| Ne@i ametadest eknatng | a atwoirrdegeenr gdodte mpni &€ ewpandmeerbeenh wlame n
bal mee@egr otdeiraemedtveerr.s alema 5§ idmuam b e vgoeltexnp an dé emd @ ivardemnevro @Bz i g
steatvad0mmvoarl Zisgt eni.et

RETOURZENDI NG VAN GE¢XPLANTEERD | NSTRUMENT

NuMED, Inc. wil ver wigrdegaret \CéPn Seare.ntB| gaifasmmgheumgetx phantdeet iej k na
bakje of flesje. Neem vooretverdereni vamrgetixes anoeeriet i nstrument
Nu MED, | nMa.i n2 88t0r eet , Hoorpkk,i n1t209n6,5 ,NeWwe rYeni gde St3a2t84n9.1.Tel ef oonnummer

WAARSCHUWINNIGLE D

stents worden in een uiterst onvrieBdehtpkkmhhieeauo
verscheidene redenen falen zoal s fal.iang weanr nde neetde nstc htee nc ogepv d Icpet i vea
Ondanks de \ietsetaesdt ehetorgnt werp, de selectie van de onderdelen, de
bovendie wegens onjuiste hantering,voarni,jdensvadt hlaemmeni oabramdemne
beschadigd raken Me taaalnegre bsrtaecrhtts odpi ep | vacartdseern waar extrinsieke comp
rechterventrikel) wordt uitgeoefend, erminbrolersgtg eev oeenl ingo evtoeonr woer rdneone
Garantie en beperkingen
De stents en accessoires rden ver koot ried flremm eh Wied kgvaa | ¢ d red it t ieen.
stent berust bij deukbdevkkBuUMERewbjsstalkwijgende garanties met
af, met inbegrip van, maar niet beperkt bbtgebbthikthkidi vgendeegal
NuMED zal ni et aeann sgpersatkeelidi gtk. guenr.sloon voor medi sche kosten of enige
voortvloeigemd uiikt viaemt eni ge katheter of accessoireweorfkivieg ovarmr aakitge
katheter of accessgéefrkjkengendétieefn debandéred iconapact, onrecht ma:
Geen enkel egpmachoingd sNuMED te binden aan enige bewemi mgcefsspanmamst
Tabel Verkortirfg van CP Stent
Di amer CP82Z16 cP8z22 CP82z28 CP82z34 CcCP82z39
van dd (Stentle_l (Stentle_r (Stentle' (Stentle_ (Stentle_\
gevul d ontplooi ontplooi ontplooi ontplooi ontplooi
ball ol Percent a Percent a Percent a Percent a Percent g
verkort.i verkort.i verkort.i verkorti verkort.i
12 mm (1,61) (2,18) (2,62) (3,23) (38,72)
2, 8% 0, 8% 4, 4% 3,1% 1,9%
14mm (1,54) (2,08) (2,56) (3,15) (3,66)
6, 5% 5,4% 6, 8% 5,4% 3,6%
15mm (1,51) (2,02) (2,51) (3,10) (3,54)
8, 5% 7, 9% 8, 6% 7, 0% 6, 6%
16mm (1,48) (1,98) (2,45) (3,00) (3,48)
10, 6% 10,1% 10, 7% 9,8% 8,2%
18mm (1,43) (1,89) (2,38) (2,88) (3,20)
13, 7% 14, 0% 13,3% 13,5% 15, 6%
20mm (1,32) (1,80) (2,30) (2,63) (2,96)
20, 0% 17, 9% 16, 3% 20, 9% 21, 9%
292 mm (1,23) (1,67) (2,09) (2,46) (2,85)
25, 4% 23, 9% 24, 0% 26, 0% 25, 0%
24 mm (1,05) (1,46) (1,91) (2,07) (2,27)
36, 4% 33, 8% 30, 3% 37, 9% 40, 1%
Di amet d CP8Z45 CP8Z50 CP82Z55 CP8260
van de (Stentle_n_ (Stentle'n'g (Stentle_n_ (Stentle_n_
ontplooi ontplooii ontplooidi ontplooidi
gevul dg P t Per nt Per nt Per nt
ballon ercent ag erce ag erce ag erce ag
verkorti verkortin verkorti verkorti
12 mm (4,17) c (4,71) ci (5,25) ¢ (5,84) ¢
3,8% 6, 2% 5, 0% 4, 5%
(3,97) ¢ (4,58) ci (5,11) ¢ (5,67) ¢
14mm 8. 4% 8., 7% 7.6% 7. 3%
15mm (3,94) c (4,50) ci (4,98) c (5,55) ¢
9.2% 10, 3% 10, 0% 9. 2%
16mm (3,84) c (4,42) ci (4,91) c (5,43) c
11, 4% 11, 9% 11, 2% 11, 2%
18 mm (3,71) c (4,21) ci (4,70) c (5,20) c
14, 5% 16, 1% 15, 1% 14, 9%
20 mm (3,27) ¢ (3,96) ci (4,43) c (4,92) c
24, 7% 21, 0% 20, 0% 19,5%
292 mm (3,15) ¢ (3,71) ci (4,09) ¢ (4,55) ¢
27,3% 26, 0% 26, 1% 25, 5%
24 mm (2,83) ¢ (3,33) ci (3, 72) c (4,14) c
34, 9% 33, 5% 32, 8% 32, 3%
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Di amet CP10239 CP10z45 CP102Z50 CP10Z55 CP10Z60
van dé (Stentle_n (Stentle_n (Stentle_n (Stentle_n (Slenlle_n
gevul d ontplooi ontplooi ontplooi ontplooi ontplooi
ballo Percenta Percenta Percenta Percenta Percenta
verkorti verkorti verkorti verkorti verkorti
26 mm (3,17) (3,44) (4,10) (4,24) (4,85)
18, 33% 22, 09% 17,34% 23,32% 20, 20%
28 mm (2,96) (3,24) (3,71) (4,00) 4,39)
23, 68% 26, 75% 25, 11% 27,58% 27,87%
30mm (2,58) (3,009) (3,26) (3,64) (4,11)
33, 45% 30, 16% 34, 34% 34, 17% 32, 55%
CPSt em8zitgal l onmaatabel
Bi nnendi ameter stent (.mm)
Bi nnel Di ame{ Di amef{ Di amet Di amef{ Di ame{ Di amet Di amet Di ame/
balidon 12 mn 14 mn 15 mn 16 mn 18 mn 20 mnl 22 mn 24 mn
(atm] Noming Nomi ngd Nomi ng Nomi ngd Nomi ng Nomi ng Nomi ng Nomi n g
barstqbarstdbarst bar st bar st barstgbarstdbarst
= , = 6, = 5, = 5, = 4, = 4, = 3, = 3,
1,0 2,75 3,22 3,49 3,75 3,94 4,02 4,20 4,28
2,0 2,85 3,32 3,59 3,85 4, 36 4,13 4, 33 4,50
3,0 5, 85 6,91 6, 89 7,79 8,54 9,20 10, 1¢ 10, 5]
4,0 6, 12 7,00 7,02 7,95 8,71 9,63 10, 4( 11, 0§
4,5 10, 84 11, 94
5,0 6,20 7,08 7,10 8,04 8,91 10, 0¢(
Bui te
bal idon]
(atm
1,0 10,73 13, 0¢§ 13, 44 14, 81 16, 8¢ 17,91 20,54 22,74
2,0 10, 8 13, 21 14,1 15,1 17,0 18,3¢§ 21,4¢€¢ 23, 94
3,0 11,14 13,5 14,54 15, 6§ 17,64 19,44 21,94 24, 64
4,0 11, 39 13, 6 14, 8 15, 973 18, 0¢ 20, 07
5, 0 11, 67 13, 871 15, 0¢ 16, 14
6, 0 11, 8( 13,9
7,0 12, 04
CPSteénft&itgallonmaatabel
Binnendi ameter stent (
Di amet er Di amet e Di amet e|
Bi nneal | 26 mm 28 mm 30 mm
Drukat m) Nomi nal ¢ Nomi nal Nomi nal ¢
Bar st dr Bk Bar st dr Rk| Bar st dr 2k
1,0 10,25 10,94 11,96
2,0 10,77 11,39 12,42
3,0 11,27 11,87 12,89
4,0 12,05 12,97 13,81
Bui tbean }
Dr ukat m)
0,5 22,85 24,84
1,0 21,62 23,87 25,80
1,5 24,87 26,81
2,0 23,34 27,44 29,94
3,0 25,44
*Deze gegevens zijn gebaseerd opFctaetshest euri tvgoeovro esrtde ntept| adaet sNiu
De vetgedrukte waarden geven de binnenhlamsntedruk vamemde stent

EEN VULI NSTRUMENT MET DRUKME TNURE D} AETNHTE TMEERTS ATLH. EWNORDE N GEBI{?UIKT.

CPSt ent
DI AMETERBAANON VO] VEREI STE VEREI STE
Bl BI NBRENGKAENE MAR | NTRODUCER M | NTRODUCER ME
VAN NTRODUCER LEGEP STENT BEDEKTESTENT
12MM _(8F) 10F 12 F
14MM_(8F) 10F 12 F
15MM (9F) 11F 12 F
16 MM_(9F) 11F 12 F
18MM (10F) 11F 14F
20MM_(10F) 12 F 14F
22MM_(11F) 12F 14F
24MM_(11F) 12F 14F
26 MM_(16F) 16F 16F
28MM _(16F) 16F 18F
30MM (16F) 16F 18F




PORT

Instru-»es de utiliza-«o
NDI CA¢i ES
ndicado para implante na coarcta-«o depacrsteartrean iowa se/gali nrt ecso rdri esr
Estenose da aorta resultando num estredeéet ammhhaandga nopgorraniiicao osui ginmafgii
n«o invasiva, porresspn®oaccar dhaggm®Pafica, (MRl ), tomodensitometria;

Estenose da aorta resultando em al tgrraadi»eenst eh edreo dp rnedsns «coa ss,i srte-sluil a
si st ®mi ca out o uvnecn eosngjaumeeindo al t er ado;

Estenose da aorta em que a angiopbastaangdocabal«o ® ineficiente
Di ©metro da estenose >20% do di ©metro dos vasos adjacentes.

Do o P —

DESCRI ¢ &0

O CP Stent ® pansz2veli nppolra nbtael «poe remadneesnttien.a dd® CaPo St ent sem revesti
(

ex

(90 %) e irz2dio 10 %), tr ptaadxot emmizé gmentaguedi sponstf o | mmmnt os f u
soldado por cima com ouobtde €m Kad® himamende pode variar, afetar
o eventual di©metro expandido e o encurtamento percentual do stent
n«o expandi.do do stent

O cateter TNuBwEh BInB Balloon) ® um cateter de concep-«o triaxial. S
um | Yamen paragekegui O(am Mmapcador(es) radiopaco(s) de platina ® (sc«
bal «o. O bealmd idmot edrincomett ro e menos 1 cm do que o bal«o externo. C
indicados e a uma press«o especlO%c'a.prAess ddd anemasmiersa Id od & arl wpt wrea (NR
uma di mens«o eprairfai gowet raa .RBP no r-tul o da embalagem. £ muito import
O objectivo do cateter de bal«o duplo ® aplicar uma dilata-«o incrt
intravascul ar ex@amaslPwe®li mptoer malxeormite a expans«o inicial do sten
manter o stent no devido lugar enquanto o bal«o externo ® insufl ac
O bal«o externo ® ent«o insuflado, fixando o stent ~ parede do vac
COMO £ FORNECI DO

£ feine esterilizado a g8s de -xido de ekiol est¢i VEst @bierta apimr dg®
o produto se tiver eds/iveirdialsi zsaed oe.s tEv iotue nacoexposi - «o prolongada ~ |u

inspecnce o produto para garantir que n«o est8 danificado.

CONTRANDI CAC¢I ES
A

Doentes demasiado pequenos para permiticompmamentre@a adad ®tiantsi s
para a entrega;

Anatomia a-rtica deisfavargoeml|languephashdlacalle alta press«o com
Oclus«o ou obstru-«o da art®ria sist®mica que i mpe-a a entrega d
Sinais cl2nicos ou biol-gicos de infec-«o;

Endocardite activa;

Al ergia conhecida ° aspirina, & eputrimsa;agentes antiplaquet8rios

Gravidez.

DVERTaNCI AS DO CP STENT

Oaqueci memadi of r egu aendt emteRMNe mst e @ Pdsel  ingcbaival i ado.

Tal como com qualquer tipo de implante, uma infec-«o0, secundS§ria
abcesso.

O stent de platina/ir2dio poder§ migrar do |l ocal
O alongamento excessivo da art®ria poder§ resulta
Odi ©me tsrtoei mts u fdleaskap e Ime n o0 g waadd i O©meldroodal mpl aneeendi d
Empregar for-a excessiva durante o pregueamento poder8 enfraquec
Cri mpsatredne8z ingu mat etdeal ixrof erli2omeodel &z ingu mat etdeal ixrof eeRiGompode
caugamonsost ent .

de implante.
r na ruptura da
o

ToPeTeToTe  DoDed> BT To T Do Do

ADVERTaNCI AS QUANTO & COLOCA¢téO DO STENT BI B

A N«o exceder a RBP. uRedomeondativo de insufla-«o com man-metro de
press«o que exceda a RBP pode provocaadea deptetriar @o databetempoat
introdutora.

A Confirme que a ponta distal da bainha introdutora est8 melo menos
insuflar o bal«o externo. Casdaicdretnrd§ rdiag, da ftichidd emdeox tcommrsa deao de ed

A Utilize dois dispositivos de insufla-«o com as dimens»es adequad

A N«o fa-a awar-agr catfeiteer de dil at a-o«oo npoo nbeanlt«eo snee ns eqnutailrq ureers iosuttrn
determinar a causcaorer etcotmavrasmedi das

A Este cateter n«o ® recomendado para medi-«o0o de press«o ou injec-

A Nunca remguaaodbi oateter durante o preceedi mesmo, excepto ap-s a

A Este disposse¢iapeni@sta nama ¥%nica utilieatkbizAkp omaeestequéeizal
potencial mente mwmpdesempamhao di spositivo e num risco acrescidc

PRECAUES

A Recomemaavi vamente a utiliza-«o demam métsposdée i yoe de«o ndwrf d mt-6 oe :

A Os stents s«o disposi-gé vinwsi tde | d ciadlamdanedDmumarpes@arevods ar a possibi

A O st@&nt2gido, o que poder§ dificultar o seu avan-o atrav®s dos V.

A Os processos de dilata-«o devem ser efeeat padesntwooteoriad mtsa -X« @ dfelc

A Os fgiudisa s«o instrumentse ceilicadosdaMevsomeamusepara evitar a po
ruptura.

A £ necess8rio ter muita aten-«o ° manuteaspiioraasol aghesede der cas e
evitar a entrada de ar no sistema.

A O di©metro de insufl a-ndoe doo phraolcweod iuneird ttiaz reddsnd etimutpra® xa m&éos do di ©me't
obstru2do e do plroectaelnddiedoi.mpl ant e

A Em situa-«o alguma se deve fazer avan-Aarcaw sca tdeat & re sqisdtefmhi iffao cdaedva
com fluoroscopia emadckivieans spar &a ormasdalsver o probl ema.
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A Se for sentida resistymudiiaa eadar ethiar aire,v eamnipaind m,e cfoimadamaemni ca ur
especialmente se tiver roucpotrurriad oo uo uf usgea ss unsoplebi atbaggardreAnpdos $§# venemeat
debal «xo e na bainha como uma %nica uni dadéd ie amatoi nando gemb ®s mow i
associado trac-«o.

A Os bal»es devem earandbetahmestdaesetrac-«o para o interior da b

A O funcionamento correcto do cateter dsespeind@ddaacemprecseéanm ontage
ocorrer danos no cat etsdri csaed oe otue sfugeddwbraadd mpeza for -

EFEI TOS ADVERSOS/ COMPLI CA¢i ES POTENCI Al S

circumferencial
ue |ligado ao

do streatir poadergeseto
do stent.

NOTAJM rasg«o no
bal «o figq
expans«o

expans«o

catetecomeldemest ega, dpoddalr @ofacees
stent, cabpi danda ptal keomdle« amaremn%rmeisc a.d efmada
substitu2do

por-guman@wo ¢atreterm d®nkh

A cateteriza-«o card?2aca acarretapldieada@+ e naadosf gitscosadAsr pos eass
indica-«o0o do diispositivo incluem
A Lesdo,0mboyseeudoaneaarits@rai a A Necroekbwldaocdal mpl ant e
femoral A EstendoSeent
A Mi gr ad-oStoen't A Aneurisma/Pseuwdmamteari s ma
A FratduoBlent A Maposici omasteart to
A Rutural/l damemrd-a«<o A s®psis/infe-«o
A Hemat oma A Formade&é sAavl| a
A Trombawentboembol i smo A Arritmdmsit -ria
A Morte A Hemorragia
A Endocardite A lnci dlarstcambaebr al
Qual quer incidente grave que tenha ocorrido relacionado cotmeo di sy
do pa?2s de utiliza-«o.
| NFORMA¢C&€O SOBRE SEGURAN¢A DA | RM
Testes e amedélaoxonde cl 2nicos demonstr apraarna gRUM. oUnC Rl oSetnetnet c® nt oensdti

pode ser submetido commsegsntamaa de@ RMamae satisfa-a as seguintes

A Campo magn®tico est§tico de 1,5 T e 3 T

A Campmagn®tico do gradiente espacial m&8ximo de 2500 gauss/cm (25

A O valor m8§ximo da tax de absor - «o teosdpoeoco?pfoi,c aa p(rSeAsRe)n tna@idoi ap,e | coa |sciu

de 2,0 W kg durante(mbdmi det 6sndéeoemmmaeto nor mal)

Com base em testes e a cria-«o de model os n«o mihé&wnd copowe o aGP cDtnedn
produza um aumento m§xviimoo dian fteermipcerr aad u2 aAG nap-s 15 minutos de exanm
A qualidade de i nsaegre nt odnep rRoMneptoiddea se a §r &€a edie oiuntuemrae s e af orel atme =
da posi-«o do dispositioso.arEmftacdtoss dre«o malg2em ®os . gisrados pelo dis

dmod o«CPo Sexeame q@ar eal i zado com emada ®e@potnéi anm

aproxi madamemta mparti3r
com umzosequinesi atadenai pull RMs dgr 8diTen De

quando o exame ® realizado
obscurecido.

de outrosst @pdiaag esl| omi das cd ol cidroietne s
anteriores.

A presen-a ipofdeermi areqqgueamral gu
par©metros

Avi ®agueci memadi of r egu aent mdkeRMNe mst e @Pdsel & ingcbaival i ado.

| NSTRUC¢I ES DE UTI LI ZA¢EO

Seleccione o tamanho do stent

1. Me-a o comprimento da estenose alvo para Determimarootamapho meat
forma a prollomear ament e endidstrealc -"«oe ptreorxd sta.l e

2.0 comprimento adkgwedwerdes slteendi onado tendo esemgmemta absbbeidora
Yani co stent.
Nota: Se for necess8rio utilizar mais dmagsedumtaltenab, poatogde p
segui do dadoobbe«atnapr em s®rie.

3. Me-a o di©metro da estenose de r elfeesr«®oncaflavromapdoar daeser mroarir mal t amd
do stent e do sistema de entrega.

Prepara-«o0o do sistema de entrega do stent

A s p e cvii osnuaarl ameomttea b ecto / sp @& er t O fciocl aorcad ecqpuchad & eerpta rga r aquu e@srt ent

I'n

esm§eari muadd or meAmern tmp.ageami f @ofea zceormu es t efnitgauremadieb or anms i mOt ri ca

(POBBEERONFI RMRDE&LUOROSCOPI A)

Coloca-«0 do stent

1. £Eneces sofursidoo § nst r unfemrt mescciodwsst ema rvee n caevr§ | vdieh@ me o s tsaesd aani foi car
stemucober tQuraan.ds t etnitwears s ad § | vdidh@ me os taisnisat,.r ume mhescep ux apl@arfaor a
dav§uba.

2. Oconjunto byauii rah a 2 dylde ahed nrtpra edgea

implante.

® avan-ado atrav®s da Il oocnagl ai zea -s«oob rper

3. Ap-s 0o posicionamento correcto do stent, puxe para tdro§streantbaionmh
uma pequena injec-«o de meio de contraste atrav®s do bra-o | ater

4. Expamdaemti ci ail mseunftédnanld«aot eartqRoeb al i«mt ersteptbal mepaerdieda bt ppde
sd@reposiosit @mavw @moda@t Bt 8B8Ob al 8ot em«eox p a n edbdaol i«ot erxrpa ns e g obam
st ecrotn bc at eBtI®BNE @ s v awbiael i<t @mnit e x p andsd al et elr $ po diea zceormu est ent
deslpiazdeod ec at atdeal «o.

5. Confirme o posicionamento e insufle o bal«o externo at® ao di ©me
bal «o indicada pelo fabricante.

Retirar o sistema de entrega

1. Est aositoeenxtpandiedd hami bshal ee s paras s e gquesrt eensti § ecerret améwmcado.
Casweveri iimguertriersd miasaleentpam@e nobsal eot emronwa mecnetret,i fsitamaedaexcede
apress&mi dhalut ur a.

2. Reté o cateter de resultado

confir angiografia.
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3. Elimine o dispositivo ap-s a utiliza-«o, de acordo com o protoco

NOTA:di ©meltosrtoepnotdseea u me n tagpdax ol oc @ x painnadomnb al ckema i dir ©meN«rool.t r apassar
di O©ment§ixo me®c o me Mddmtdeernxtp and @dmmp aroast edeéz i g3mmparoast edeldzi g.

DEVOLU¢éO DE DI SPOSITIVOS EXPLANTADOS

A NuMED, Inc. est§ interessadapemadds er G&pol Ginet aod od insupno srietciivpoi ent e
i medi atamente ap-s a exci s «o.dePaorlau-maoi sd ei nusnt rdui -s»peoss istoibvroe ex pl ant ad
Nu MED, I nc. 2880pManno8tr @V A5 o BB 9315

AVl S@s stents NuMED s«o colocados no ambientfealelxa s edna mfennrnt ®i dirosme r t
stents podem ter uma variedauter a®, caamplsicanxé i mAdi,aenutoae avari a
emboliza-«odi Paoa ap®mar de todo o cuidado tido na tecrnoeep-and,ers elre
venda, os stents podem facilmenap:- sea idmaneéerf-i«adodewaind ®sao udaar ane¢ &@me
outras ac-»es detiemter men8§«d0co®scolocados em | ocais ondecoemxo stem |
o tracto de fluxo de sa2da do ventr 2cwloor diersegiatsot,e se« oe nebsopleircziaa |«noe n t
evitados.

Garantia e |limita-»es

Os stents e acess:-rios s«o vendidosratatioomdosecemcanuamddadedes
stent s«o assumi doMuMED on«o npe ardospoms ghirbhinzaapor eqpaiesgasr ou i mpl

respeito a
objectivo

cateteres e acess-rios, inclobomdociehtre-ceotoasadgqgahaeqt
em parti owlsgro.nsha bNulMEzDa np«oor speetses oaa dae sgpuemsaa sr emh@&ad ii cvaasmeonu g
directos ou consequentes resultantes dapuovodcadoxopade quail sgeer cat
ou mau funcionamento aeeguariqu.ers ejada ea emoesolfiaemat -a« oc opmo rb atsaei snad agrar an
prejwd zoutros. Nenhaumaopiedasda pa&ma sujeitar hehaMEDebhatuahqmeaeteohr

representa-»es ou garantias amegueridig. respeito a cateteres e
Tabela de Enc®viamdat@PPS8tent
CP8Z16 cP8z22 cP8z28 cCP82z34 cCP82z39
Di ©met (Comprim (Comprim (Comprim (Comprim (Comprim
do bal do stent do stent do stent do stent do stent
insufl expans «{ expans «| expans« expans« expans «|
Encurtamqg Encurtamg Encurtam Encurtam Encurt amji
percenty percenty percent ( percent( percent
12 mm (1,61) (2,18) (2,62) (3,23) (3,72)
2, 8% 0, 8% 4, 4% 3,1% 1,9%
14 mm (1,54) (2,08) (2,56) (3,15) (3,66)
6, 5% 5,4% 6, 8% 5,4% 3,6%
15mm (1,51) (2,02) (2,51) (3,10) (3,54)
8, 5% 7,9% 8, 6% 7, 0% 6, 6%
16 mm (1,48) (1,98) (2,45) (3,00) (3,48)
10, 6% 10, 1% 10, 7% 9,8% 8.,2%
18 mm (1,43) (1,89) (2,38) (2,88) (3,20)
13, 7% 14, 0% 13, 3% 13,5% 15, 6%
20mm (1,32) (1,80) (2,30) (2,63) (2,96)
20, 0% 17, 9% 16, 3% 20, 9% 21, 9%
292 mm (1,23) (1,67) (2,009) (2,46) (2,85)
25, 4% 23, 9% 24, 0% 26, 0% 25, 0%
24 mm (1,05) (1,46) (1,91) (2,07) (2,27)
36, 4% 33, 8% 30, 3% 37, 9% 40, 1%
CP8Z45 CP8Z50 CP82Z55 CP8260
Di ©met r (Compr i me (Compr i menr (Compri me (Compri me
do bal d do stent do stent ¢ do stent do stent
insufl a expans«o expans«o) expans«o expans«o
Encurt ame Encurt amen Encurt ame Encurt ame
percent u| percentua percentu percentud
(4,17) ¢ (4,71) ci (5,25) ¢ (5,84) ¢
t2mm 3. 8% 6.2% 5.0% 4. 5%
(3,97) ¢ (4,58) ci (5,11) ¢ (5,67) ¢
14mm 8, 4% 8, 1% 7,6% 7,3%
15mm (3,94) c (4,50) ci (4,98) ¢ (5,55) ¢
9,2% 10, 3% 10, 0% 9,2%
16 mm (3,84) ¢ (4,42) ci (4,91) ¢ (5,43) ¢
11, 4% 11, 9% 11,2% 11, 2%
18mm (3,71) c (4,21) ci (4,70) c (5,20) ¢
14,5% 16,1% 15,1% 14,9%
20mm (3,27) ¢ (3,96) cr (4,43) ¢ (4,92) ¢
24, 7% 21, 0% 20, 0% 19, 5%
22 mm (3,15) c (3,71) ci (4,09) ¢ (4,55) ¢
27, 3% 26, 0% 26, 1% 25, 5%
24 mm (2, 83) c (3,33) ci (3,72) c (4,14) ¢
34, 9% 33,5% 32, 8% 32, 3%
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CP102z39 CP102Zz45 CP102z50 CP102z55 CP10Z60

Di ©@met (Compr i mg (Compr i mg (Compr i me (Compri mg (Compr i md

do bal do sapns do stent do stent do stent do stent
insufl expans«o expans «o expans«o expans«o expans«o
Encurt ame Encurt ame Encurt ame Encurt ame Encurt amg
percentu percentu percentu percentu percentu
26 mm (3,17) (3,44) (4,10) (4,24) (4,85)
18,33% 22, 09% 17,34% 23,32% 20,20%
28mm (2,96) (3,24) (3,71) (4,00) (4,39)
23,68% 26, 75% 25,11% 27,58% 27, 87%
30mm (2,58) (3,09) (3,26) (3,64) 4,11)
33, 45% 30, 16% 34, 34% 34, 17% 32,55%

Tabedledi mensi ondobear W@z i goCPSt ent

I D do Stent (mm)

Pressiloobg Di ©met| Di ©met| Di ©met| Di ©met| Di ©met| Di ©met| Di ©met| Di ©met
intern| 12mm 14mm 15mm 16mm 18mm 20mm 22mm 24 mm
(atm) RBP = RBP = RBP = RBP = RBP = RBP = RBP = RBP =
1,0 2,75 3,22 3,49 3,75 3,94 4, 02 4,20 4,28
2,0 2,85 3,32 3,59 3,85 4, 36 4,13 4,33 4,50
3,0 5,85 6,91 6,89 7,79 8,54 9,20 10,1¢ 10, 5]
4,0 6,12 7,00 7,02 7,95 8,71 9,63 10,4¢ 11, 04
4,5 10,84 11, 94
5,0 6,20 7,08 7,10 8,04 8,091 10, 0

Presslioo b
externgd
(atm)

1,0 10,71 13,04 13,44 14,87 16,84 17,91 20,51 22,74
2,0 10,84 13,21 14,1¢ 15,1(¢ 17,04 18,34 21,4¢ 23,91
3,0 11,149 13,5¢ 14,54 15,64 17,64 19,41 21,94 24, 6]
4,0 11,33 13,64 14,84 15,91 18,04 20, 0]
5,0 11,64 13,871 15,04 16, 14
6,0 11,80 13, 9¢
7,0 12, 04
Tabededi mensi ondobear el Oz i dgoCPSt en t
I D do Stent (mm)
Pressoobal Di ©met r Di ©met r Di ©met r
Int er(rac m) 26mT 28mr_n 30mr_n
RBP = 3 RBP = 2 RBP = 2
1,0 10, 25 10,94 11,96
2,0 10,77 11, 39 12,42
3,0 11,27 11,87 12,89
4,0 12,05 12,97 13,81
Pressloobal
Ext er(md m)
0,5 22,85 24,84
1, 21,62 23,87 25,80
1,5 24,87 26,81
2,0 23,34 27,44 29,94
3,0 25, 44
“*Estes dados s«o baseados nos testes efectfihaloNuMBD o cat ®te
Os n¥%mer os rae mreegsrérttoam o di ©met r oPrdeas 4 Do dMo mitreanlt dce mMRwpt ur a.

PARA TODOS OS CAUMMEDEESEN SER UTIDU ISPOBO TUNM O

DE | NSUFLAC&E&O COM MANEMETRO DE PRESS&O.
CPSt ent
DI AMETRO DODBALGE I NTRODUTOR I NTRODUTOR
CATETER DE EBITREE NECESSCRI O NECESSCRI O
TAMANHOI DNGRODUTO COMCP_STENT COM CP SCEBERTO
12MM (8F) 10F 12F
14MM (8F) 10F 12F
15MM (9F) 11F 12F
16 MM_( 9F) 11F 12F
18MM _(10F) 11F 14F
20MM (10F) 12F 14F
22MM (11F) 12F 14F
24MM (11F) 12F 14F
26 MM16F) 16F 16F
28MM (16F) 16F 18F
30MM _(16F) 16F 18F
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nt Uyareélaré

b¢zemb mee@ @Pstent I MRG adeamasn@aseadpnof PeRamaférlend r | mem kt r.
hangi bir i mpl armsttesnytdmdea ndledkus]i uy ogni hbi ¥l eey ak oanotratmi inlatsiyhoanbué naap ssee b e b
Platin/iridyum stent yerlekim yerinden kayabilir.

Arterin akéré gerilmesi, yértélma veya anevrizma olukmasé ile so
St erkt Krmapeémz éntdasnar | mpbba’nltgesaméemalt mal édér .

Stent monte iklemi esnasénda akéré g¢- uygulanmasé, stentin kayn
8z sgt eh®mo,dkp-lhlboralloat ev éize sgt e A6mmod dlen-  boral loat e$ ek € k ts& remadk ,ar

vereb | r.

S Sttt N S g S

B Stent Yerlexktirme Uyareéelare

RBP' yi a akmayéneéz. Tavsiye edilenobasércéai gmel ayebil mekl|l aniém

bal onun amas énlaé lvef bialiomd &mtgdreirineki |l ememesine

sebep ol ir.

Déekt a nu ki kirmeden °nce, kél eeifearétleeyi ¢idsisncaén @umamkar)
mi ny eop @&lnmazma sBau,nuchék | ¢ menisAnger il meneimesi we Babempumwl

un °| -¢,de basén- g°stergesi ol an «kxikirme aleti kul

KeIaKéIdé]‘énda, kéelavuz telbjlkaxleoin idielrdteas y one meadt e

@ zvme ks d r- uyma pgd rmeald erdléar.

i bulunuz ve gerekli °nlemleri alenez.

anéncaya kadar kélavuz teli kateterden -é&karmayeéneéz.

ece tek kullanémleéekteér kuYd mindnary éntyerkinlbil 2ad ad tergd yai r© i vhe

nséné et biullaketai Iriiskiveni-aprtazrabilir.
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Potansiyel Kompli kasyonl ar/ Yan Etkiler

NOTSt enamnoltarak a-é&l maséndan ©°nce bal onun dcelvarrensaes & nod asreabke py éorltagh ini

m¢idahale ile -ékarél masé spelmakonunSpaent amaaééhmhsaddanbal on dékar ¢

¢zerinmienbiyg°malomn!|l erek stent i mplantasyonu tamamlaneér.

Kardiyak kateteri zasC ohnauz ébne Ikiurlllia nréinsék Iveer etnadk ékra.sy onu I e I kk 1

kKunl ar:é -er r

A Femoaatyar al ahmambeya A Kmplantbh&dygem ;ocuiekrozu
ps°®°doanevr zma A St eSittenozu

A Stemtgrasyonu A AorAn&vr zma/Ps°doanevr zma

A St ekéar el masée A YanbSeéerkianuml andér masé

A AoDel nmes /Yeéertéel mase A Seps s/enfeks yon

A Hematom A AVf dtoglmasyonu

A Tromboz/ Tromboembol zm A Ge-ac tm

A ¥l ¢m A Kanama

A Endokard t A Serebrov@lsaky, | er

C hazl a | Kk | herhang b r ¢ dd olay meydana geld yse bu durur

b Indelr d r

Mrg G¢gvenli k Bilgisi

Klinik ol mayan testler ve model |l eme CP cYtheanztétni nb uMRI nkdoug wl Ibu ro Ihdausjt uar

kokul l aré karkeélayan baram®bisliistemi nde g¢venle

A Statik manyetik alan 1,5 T ve 3 T

A Maksimum uzaysal gradiyent manyeti k alané 2500 gauss/cm (25 T/ m)

A 15 dakika tarama i-in MR sistemi t ar a fsépnedsainf ibki |adbisroirlpesni ynoank soi rnaunné
(Normal ¢al é@ékma Modu)

Kl'inik ol mayan testler yekmpddh|l empéembabthémdar @Gmhskokudd av &EmlI & tar

sonrasénda 2 AC altsadakmaksymkselmesine neden ol masé beklenir.

Kl gilenilen alan cihaz pozisyonuyl a aysnbél uamhsanz veetykai Ine nsepbeitleinr .y akkl&inn

cihazén neden ol duj u MRG ¢snitsg eamit evfea kbti & bsipri n3 elko puls dizisiyle g°

gradiekeontpul s dizisiyle go°re¢nt el endii Jgiomrde nngeeshiime nmiaw®irr . Ci hazén | ¢m

Bakka implantlarén veya hastada bakka tébthiazddrauml aregra hwlmgn masa

l'imitler gerektirebilir

UyaBeéerb¢zemb mde@ @Pstent IMRG adamas@aseadpof eekRachaserl end r | mem Kkt

Kul laném Tali mate

Stent Uzunluju Se-imi

1. Kullanél masé gereken stent uzunluJuna k&tamtvearzmeaHl uifuinmu, hedefl 4 a
distal (uzak) ue&eiubledirraze ygien-iezc.ek

2. Uygun stent wuzunluju, tek bir stent ile b¢ten tékaleé bo°l¢gmeg kaps
Not: Birden fazla stent gerektijinde; °macdéhndenspenksidal i {gagen

ar kéansa yerlexktiriniz.
3. Uygun takéyécé sistem ve stent wuzunl uj un ahekdaerfarl evzeyronmeak dio-firnu idliisk
proksi mal -apéné °l-¢ngz.

T o

Stent Takéyécé Sistemin Hazérl anmaseé

A Sterutygyer|l ekemetnmet erkbn- snaleéekt es @jl Immmalme on t & ¢ ngtParteebnhér a k
muayemde kol magé@héks Ee ma medlrm&kpan ymarel ekt nre denheaslf MleOROS KOEK
TEYEDKLEBKLKR) .

Stent’ n A-él mase

1. Stemtr lvekrt alleent ket | ase endztatrenlrma cheermosvamasép@eal | megyer ekIStaenrt.,
hemosvamag@®&née mde@bnadier ek | mel d r.

2. Stent/Balon b rlek m , sert b r ka&aldanugetmil dreteaesknadrnn vieap&luac 4 ja
lerlet | r.

3. Stent n d¢zgen ve dojru b or kek | de konumlandérél maséndan sonr a
uzant éséndan veya k nc b rstkataetder ver neerkastrankt aar k@ nluonut roa ¢

4. KPPl ce theakl tomma rgeem K |keaydeanr& s e egeckn kBubt | dkeeBri 5B ar eektett st lefattekr ar
poz syonl akn dke rré diansebria kwoén. k r - theakl B h"B, z e r s b dsaéttk &@re k tlud@eétxal on

gen k| @mecceetbeakl S¥WND| RMEBKNt. etbta | boant et ekaymemédahab | r.

5. Poz syon tey t ed | r ve déxtak bal on, nlolma mmad tdael] ema tnéen dear bke Inc
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Takéyécé S stem n Ger ¢tek | mes

1. St en-té| dseoknthaany b al drmmansemd ¢ rveentcerste r oelsdtuj uvnel @ng ¢mécreak é1 eé@mj @ndan
ol makhaf -feve rEjnesrzemterit &nbg° | ge b elhalleméykew ar sad edcéek bak @amunmat | ama
basémxeamég xekktlekgam k|l et n.
2. Balon kateter -ek p dékaré alénéz ve sonucu anj yograf kKl em
3. C hazé kktuadn asnodnér a hastanen n b yoloj k olarak tehl kel c hazlar
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mmo v elkz sgt ent-I3é@mMmdélazieMnergémenk| etterdatméaméay én.

tekaréel mek Alet n Ger G°nder | mes

Numed -ékarél mék CP stentler toplamakl a I & Irerkam. veegkarmael bl em
koyunkar é¢@an alet n ger den¢;RAnNMaaagedet dlyMEDbI hg. aBmA@kMa-nngStr
Yor k, d®9éss ne bakvd28#49VYeyamd8idsdl & telefonu arayéneéez
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g°ster Ime zorunluluju olan d kkauda go&kuémaldmes®°neerajvpendsat eokhid



veicuda
stentl e
dayaneéek

Stentler

tyeaeg meewvedg aj er J ey | egrflaeerb nle drelnd re.r
nanbyegridexaryaml|l kiotmpr elsd ojn  Kkd

okul dukt@wtnmas,onyanly@aml| @xn

s (saj ventr k¢ler -ékexygwl a

éz olurlar ve bu ©°nlenmel d r
Garant ve Seneér

ve aksesuar llkalé

aksesuarl aréeyl a g | , hgguniuk, garaat
zémn hear antr |y reddeder. NuMED, katete
aksakl ék, aréza veya hatal e

garant s°zlexyne,bdwrkaselz f gdrek-eye da
ve aksesuarlareéna I kk n b r

Itbeapd aly éwey o eg &r asnt

lamal ar

t"eod dyljeu wge bp €'r &sloaét cedl year d salrtat

svedhaal
r n v e

yansa da)
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Irlanch-ke kb amdyaa | a
alkseswar @mam kk u lbl an
- alkBajmad aml arod ka no ldwK au dlaans arrelyeatrébaim | (@g %

v eky amsteénb bn
yokdmuusunda

CP8Z16 cP8z22 cP8z28 CcCP82z34 cCP82z39
ki kiri (A- €l mad (A-él mad (A-éel magd (A-¢él ma (A-€é1l ma(
Bal on sonr aki sonraki sonraki sonraki sonraki
tape Uzunl uf | Uzunl uj Uzunl uj Uzunl uf Uzunl uj

Késal ma ( Késalma ( Késal ma Kés alOman Késal ma |
12 mm (1,61) (2,18) (2,62) (3,23) (3,72)

2, 8% 0, 8% 4, 4% 3,.1% 1,9%
14 mm (1,54) (2,08) (2,56) (3,15) (3,66)

6, 5% 5,4% 6, 8% 5,4% 3,6%
15mm (1,51) (2,02) (2,51) (3,10) (3,54)

8, 5% 7,9% 8, 6% 7, 0% 6, 6%
16 mm (1,48) (1,98) (2,45) (3,00) (3,48)

10, 6% 10, 1% 10, 7% 9,8% 8., 2%
18 mm (1,43) (1,89) (2,38) (2,88) (3,20)

13, 7% 14, 0% 13, 3% 13, 5% 15, 6%
20mm (1,32) (1,80) (2,30) (2,63) (2,96)

20, 0% 17, 9% 16, 3% 20, 9% 21, 9%
292 mm (1,23) (1,67) (2,009) (2,46) (2,85)

25, 4% 23, 9% 24, 0% 26, 0% 25, 0%
24 mm (1,05) (1, 46) (1,91) (2,07) (2,27)

36, 4% 33, 8% 30, 3% 37, 9% 40, 1%

CcCP82z45 cCP82z50 CP82Z55 CP8260
Ki kiri (A-€él mad4 (A-¢él mad4 (A-él mada (A-@el mad{
Bal on sonr aki S sonr aki S sonr aki St sonr aki S
tape Uzunl uju Uzunl uju Uzunl uju) Uzunl uju

Késal ma O Késal ma O Késal ma Or Késal ma O

(4,17) c (4,71) c (5,25) cn (5,84) ¢
12mm 3.8% 6.2% 5.0% 4. 5%

(3,97) ¢ (4,58) ¢ (5,11) cnl (5,67) ¢
14mm 8, 4% 8, 1% 7,6% 7,3%

(3,94) c (4,50) c (4,98) cn (5,55) ¢
15mm 9. 2% 10,3% 10, 0% 9. 2%
16mm (3,84) ¢ (4,42) c (4,91) cn (5,43) ¢

11, 4% 11, 9% 11, 2% 11, 2%
18mm (3,71) ¢ (4,21) ¢ (4,70) cn (5,20) ¢
14, 5% 16, 1% 15, 1% 14, 9%
20mm (3,27) ¢ (3,96) c (4,43) cn (4,92) ¢
24, 7% 21, 0% 20, 0% 19, 5%
29 mm (3,15) ¢ (3,71) ¢ (4,09) cn (4,55) ¢
27,3% 26, 0% 26, 1% 25, 5%
24 mm (2,83) ¢ (3,33) ¢ (3,72) cn (4,14) ¢
34, 9% 33, 5% 32, 8% 32, 3%

CP10Z39 CP102Z45 CP10Z50 CP102Z55 CP10Z60
ki kiri (A-2el mad( (A-2el mad( (A-@el magdg (A-@él magdg (A-2el ma
Bal on sonr aki sonr aki sonr aki sonr aki sonr aki
tape Uzunl uj | Uzunl uj Uzunl uj i Uzunl uj Uzunl uj

Késal ma ( Késalma ( Késalma ( Késal ma Késal ma
26mm (3,17) (3,44) (4,10) (4,24) (4,85)

18, 33% 22,09% 17,34% 23,32% 20, 20%
28 mm (2,96) (3,24) (3,71) (4,00) (4,39)

23,68% 26, 75% 25,11% 27,58% 27,87%
30mm (2,58) (3,09) (3,26) (3,64) 4,11)

33, 45% 30, 16% 34, 34% 34, 17% 32,55%
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CPSt €8tz Bal ¥h-.terzel ges

Stent K- ¢apé (.mm)
K- Ba 12mm 14 mm 15mm 16 mm 18 mm 20mm 22mm 24 mm
Bas én| ¢ap ¢ap ¢ap ¢ap ¢ap ¢ap ¢ap ¢ap
(atm] RBP § RBP F RBP 5§ RBP § RBP 3 RBP F RBP F RBP A
7,0 6, 0 5,0 5, 0 4, 0 4, 0 3,0 3,0
1,0 2,75 3,22 3,49 3,75 3,94 4,02 4,20 4,28
2,0 2,85 3,32 3,59 3,85 4,36 4,13 4,33 4,50
3,0 5,85 6,91 6,89 7,79 8,54 9,20 10,1 10,5
4,0 6,12 7,00 7,02 7,95 8,71 9,63 10, 4 11,0
4,5 10, 84 11,9
5,0 6,20 7,08 7,10 8,04 8,91 10,0
Dek By
Baseén
(at m)
1,0 10, 7 13, 0§ 13, 44 14, 8 16, 8 17,9 20,5 22,7
2,0 10, 8 13, 2] 14, 14 15,1 17,0 18, 3 21, 4 23,9
3,0 11, 17§ 13, 5( 14, 54 15, 6 17, 614 19, 4 21,9 24, 6
4,0 11, 3 13,64 14,84 15,9 18,0 20,0
5,0 11,64 13,871 15,064 16,1
6,0 11, 8 13, 94
7,0 12, 04
CPSt efnlt@ Bal h- cterel ges
Stent K- ¢apé (mm)
K- Bal 12
Basén- mm ¢a 12mm ¢a 12mm ¢a
RBP = 7 RBP = 7 RBP = 7
(atm)
1,0 10,25 10,914 11, 96
2,0 10,77 11,39 12,42
3,0 11,27 11,87 12,89
4,0 12,05 12,97 13,81
Dek Bal
Basén-
(atm)
0,5 22,85 24, 84
1,0 21,62 23,87 25,80
1,5 24,87 26,81
2,0 23,34 27,44 29,914
3,0 25, 44
*Bu dejerler, NuMED BIB Stent yerlextirme kateterinin pe
Koyu yazél mék dejerlBaséMNoemaal stPantd aima -apéné g°ster|
B¢t ¢n NuMED Ka@et grPlse reir gled s
bir kikirme alma®&i. il e kull an
CPSt efnt
Bl B BALON CP STENT KAPLI CP STE
KATETER ¢AP V K¢ KN GEREKE K¢ KN GEREKEN
KILIF ¥L¢| S| KI LI F KI LI F
12MM (8F) 10F 12F
14MM (8F) 10F 12F
15MM_(9F) 11F 12F
16 MM (9F) 11F 12F
18MM (10F) 11F 14F
20MM_(10F) 12F 14F
22MM (11F) 12F 14F
24MM (11F) 12F 14F
26 MM (16F) 16F 16F
28MM (16F) 16F 18F
30MM (16F) 16F 18F
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L mm (1, 6m) (2, 18) (2,62) (3,72)
2, 8% 0, 8% 4, 4% 1,9%
(1,54) (2,08) (2,56) (3,66)
14m 6.5% 5, 4% 6, 8% 3, 6%
(1,51) (2,02) (2,51) (3,54)
1%m 8.5% 7.9% 8. 6% 6. 6%
Lam (1, 48) (1,98) (2, 45) (3, 48)
10, 6% 10, 1% 10, 7% 8, 2%
Lam (1,43) (1,809) (2,38) (3,20)
13, 7% 14, 0% 13, 3% 15, 6%
> om (1,32) (1,80) (2,30) (2,96)
20, 0% 17, 9% 16, 3% 21, 9%
2 m (1, 23) (1,67) (2,009) 2,85)
25, 4% 23, 9% 24, 0% 25, 0%
5 anm (1,05) (1,46) (1,91) 2,27)
36, 4% 33, 8% 30, 3% 40, 1%
CcCP82z4 CP8250 87260
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(4,17) (4,71) ¢ ( 84) c
1am 3.8% 6, 5 %
(3,97) (4,58) c 67) ¢
14nm 8. 4% 8, 1% 3 %
(3,94) (4,50) ¢ 55) ¢
1&m 9,2% 10, 3% 2%
(3,84) (4,42) c 43) c
1é&m 11, 4% 11, 9% 2 %
(3,71) (4,21) ¢ 20) ¢
1&m 14, 5% 16, 1% 9 %
(3,27) (3,96) ¢ 92) ¢
2@m 24, 7% 21, 0% 5 %
(3,15) (3,71) ¢ 55) ¢
2;m 27.3% 26, 0% 5 %
(2,83) (3,33) ¢ 14) ¢
24nm 34, 9% 33, 5% 3%
CP102z39 CP102z45 CP102z50 CP102z60
90 (zeoacd (zeoascd (zeasd Zeasd
DQ;BGY;SeliL;J Uste  y hid ste’ yhiq Uste j hlg ey R
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5 @ (3,17 3,44) (4,10) (4,85)
18,33% 22,09% 17,34% 20,20%
2 @m (2,96 (3,24) (3,71) ,39)
23,68% 26, 75% 25,11% 27,87%
2 mm 2,58 (3,009 (3,26) 11
33, 45% 30, 16% 34, 34% 32,55%
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¢ Uaes| RBR7, ( RBR6, ( RBR5, ( RBRS5, RBP4, RBPRE4, ( RBR3, ( RBRE3, |
(atm)
1,0 2,75 3,22 3,49 3,75 3,94 4, 02 4,20 4,28
2,0 2,85 3,832 3,59 3,85 4, 36 4,13 4, 33 4,50
3,0 5,85 6,91 6,89 7,79 8,54 9,20 10, 1 ¢ 10, 57
4,0 6,12 7,00 7,02 7,95 8,71 9,63 10, 4( 11, 0§
4,5 10, 84 11, 94
5, 0 6,20 7,08 7,10 8,04 8,91 10, 0
galdq
Os~x00)
e Usgs
(atm)
1,0 10, 773 13, 0§ 13, 4°5 14, 871 16, 8§ 17, 91 20, 572 22, 7
2,0 10, 8¢ 13, 27 14, 1€ 15, 1¢ 17, 06 18, 3§ 21, 4¢ 23, 9%
3,0 11,15 13, 5( 14, 5F§ 15, 69 17,64 19, 472 21,98 24, 6§
4,0 11, 33 13, 6§ 14, 8§ 15,993 18, 04 20, 07
5,0 11, 62 13, 87 15, 0¢€ 16, 19
6, 0 11, 80 13, 9§
7,0 12, 04
basUsPgitios) olzypdess glfoc 300diPSt efnltyd G o &0 o
KGloYR@ailic j haedd
DUullfJﬁq
Uty 00y ofgps Ye Ul dang s ¥ e UG gneng s ¥ ¢ U B jonang
e Uaag 3 ¢ RBR3, 0 RBR2, 0 RBR2, 0
(atm)
1,0 10, 25 10, 94 11, 96
2,0 10, 77 11, 39 12,42
3,0 11, 27 11, 87 12,89
4, 0 12,05 12,97 13,81
ga U0 q
Usx0U0y ¢
e Uaag 3 4
(atm)
0,5 22,85 24,84
1,0 21,62 23,87 25,80
1,5 24,87 26,81
2,0 23,34 27,44 29,94
3,0 25, 44
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12MMB F) 10F 12F
14MM (8F) 10F 12F
15MM (9F) 11F 12F
16 MM _(9F) 11F 12F
18MM (10F) 11F 14F
20MM (10F) 12F 14F
22MM_ (11F) 12F 14F
24MM (11F) 12F 14F
26MM (16F) 16F 16F
28MM _(16F) 16F 18F
30MM (16F) 16F 18F
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Do Not Reuse N, Catalogue Number
Ne pas réutiliser Ma ike genbruges Numéro de catalogue Katalognummer
Nonriutilizzare Niet hergebruiken Numero di catalo Catalogusnummer
Nao Reutilizar go i 4
Nicht wiederverwenden Katalognummer Numero de Catalogo
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Batch Code Use B
Code du ot Partikode At avant Anvendes inden
Partijcode an
Codice del lotto 2 Utilizzare ent Gebruiken voor
Cédigo do Lote ro 6
Chargencode Verwendbar bis Usar Até
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Cédigo del lote phtie-T VPN Usar antes de Hanma
Sandningskod - Anvéind senast €
Do not resterilize o Temperature Limitation
Ne pas restériliser Ma ikke resteriliseres st Temperaturbegraensning
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Far inte omsteriliseras Temperaturbegransning I >
Consult Instructions for Use )
Consulter le mode cremploi Konsultér brugsanvisningen
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Gebrauchsanweisung beachten Consultar s instrugdes de utilizagao
Consultar las instrucciones de uso Ydd tHyPY GHCAYEAPYE oF1PY
Las bruksanvisningen VLE T e e e T e
Keep Away From Sunlight
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Proteggere dai raggi solari Uit direct zonlicht houden
Sonneneinstrahlung vermeiden Manter Afastado da Luz Solar -
Mantener alejado de la luz solar DNy S8 LOPEPYREY 11F1 oddidzy
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Manufacturer / Date of Manufacture
Fabricant / Date de fabrication Producent/ fremstillingsdato
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DoubleSterile Barrier System
Systéme de double barriére stérile Dobbelt sterilt barrieresystem
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Doppeltes Sterilbarrieresystem Sistema de barreira dupla estéril
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Sterilized Using Ethylene Oxide
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Sterilisiert mit Ethylenoid Esterilizado Usando Oxido de Etileno
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Steriliserad med etylenoxid b B S R LA L
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MR Conditional
Utilisable(s) en environnement IRM sous certaines conditions Betinget MRsikker
A compatibilita R\ondizionata MRHveilig onder bepaalde voorwaarden
Bedingt MRsicher MR Conditional (pode ser submetido a exames de RM sob
Producto seguro bajo ciertas condiciones de la deternynadas condigdes)
resonancia magnética MRKaullu ;
Villkorligt godkand for MR B i A TS e
Medical Device
Dispositif Médical Medicinsk udstyr
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