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Rrisskredbvaeja/Biningstryd< Ailinre besind /Tokposayear -

Usbhle citeter legh AV B oEssave A hi-aHa karernyoa ZRoiitelni ddlalkatatru/Anaceg kaatedegha/
NutAage des Katheiers /oA Mixo< Kostriipa/Lagitd Gll o Gieter /Kesutatay kaieain pidas /Kaieim

kayttogtu s /L aguaur uiledu catreter /Uadredjivaduljimakatetara/Hesanos kaliiarhossz /Lugrezzauiik i catdare /0
N8 A EL i'10l Nachjanss katetap gy Lietdanss lkeletragarus /Y onpeaveapararavmerepor/
Briare kgeven ce kathetar Nitler kaldlarlaoe /liytesaa diLgosc canrika/Covprreno dil cb catsier /7
GComrenlo uJdbcateter /lunginre udlizabli acaldeniliud /Pato-en avi-akarergoa/foddilemi dika kaliira/
Uposraddzralatetra/Udred [nad Gral /Anvincloer | ilagdl KullaniftiVir katsier uauniuBu /Roto-a.
PSR KTETE R
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English

Admiral® Xtreme
PTA Balloon Catheter

1. Deacription

Tre AOnTal* Xrare i* anOver tre\Wre (O paridard kellan

cathetar designed lor perauterens trardunirdl angigqdiasty in

etheratderdiic dsinided vessals. The cathetarhes adLe-uren shall vith
akdloonwvniued aotredst lip. Thed eMurenshehis bradredattte
podrd ed Qe tbefonateatacetotrecatd lumenfate
guichnire. wiletreather luceis Lsed lo inflateand dHfiate tre dilatation
elaonwitha midure of aotrest redumard sdline sdution. The Gatreten
aratretionand the spedd bellcon natanid are designed so thet agoadific
elloon daneter can bereedred, dgpardilg anttelbdlloonsize ad
cefiredpressure. The lagthofeech kelloon Is goedfled. The Adrira
legtrsarepriedantrenh

2. Indicatione

The Adhird Xranreis irdicatedfar perautaneaus trerduirel argigdasty

PTA) Inpebants withdostnuotive diseese of paridarda aderes.

. Contraindications

a TheAdvird Xrare PTAEIcoN catheter is aotrairdicatedifartee in
agayatreaadapeseaticvessds,

a TheAdird Xrara PTAEIoon catheter is aotrairdicatedfor ceees

wrerettegicenreanot ada tretaget leson
Warnings
Thiscaaais designed adintaoedfar sirge usealy: 00 NOT
RESTERILIZE OR REUSE  RaLee arresigilizaion nayaestea rekdd
anEarirdtionoftredbvice or caLee petiatirffedionar acss-infection
Inrdudirg, bt ot linited o tretrararissianof InfectioLs diseese fram
ae peiEntoaute. Granmirelnofttedaice may leed oinjuy,
iliness, arcesth oftreEtiat. Rawse aresienlizalon mayconmprarse
trestnouE inegity oftre davice or leed lodavce failuevifiidh in
wm, nay resitinpatiatinuy, iliness, addesth, Medraricis rot
regaorside farany dredt, inddanta, araaseg entia dareges
resitirgfromrestail=dionarase.
a Toredleetre poatid fovessal canvege, inflaetre beloontoa
danmeter gpodaing tret of trevessal justpooeedl addsta tote
EicgeY
a WienttePTA beloon catheteris eqaossd toNevesoular systam it
should ke nanipdafedwrite uder high-qLdity fluocsagac:
deseneation
a Dorotmarpude tre PTA beloon catteter in(ralirflated Sae. The
postian ofthe PTA baloon catheter ean aly e drergedwiinne:
glicanremdace.
a Ifresistance coours dung nanipdaion ascereintrecausevia
fluocsapy, reed ngding, ar BEA befare trebaloon catheteris
noedbedesnadarfavad
a Dorotuderany aaunsaree noetreg iceniredungfisionof
theAdnral Xranre PTAkeloon Getieter.
a Thebaloon must be canydeely deflated befae ratrevng lhe catreter
franthevesauarsystem
a Dorotewxsad Ihe Rated Bust Pressure (REBP) TheRBP Isbesed an
thre resUits ofinvitotestirg. Use dfapresuremaonitrirg ceviceis
recometEdtopaatoer gesLrizatian
a Dorotuseairaranygeseos mefunio nfldanebaloon. Usealy
tre recovredednieoni nredium(enL el pecs eatrad nediumard
siresdjod).
Use trecatihetar priatotre Use by cate soedfiedonthe pedeg.

. Precautions
OilyimenaboHisswohae
taslmalagigdesty shouduee Ixs PTAeloon catreter A
thoaghuderstadgoftre tedrica pirddes, dnea gdicatias
ad risks assodietedwith perautanea s trardummd argiqdasty is
recsssary befae wsing thispadLot

1 Adhinister gaagorelednig trergpy (abocegUar. veedildar. de) o
tre patertacooicHg o starcard potocds far PTA befae rsertng e
Adyiral Xreme PTA beloon cttieter.

1 Berose caredung handing morderb adid possible carvege o tte
cattetEr. Do rotuee acatteter tret hes beendavaged,

a Joninimizetreintad dionofarr, agdrate ad fiueh tresystemad
kegpatigtctreteraoredionthadoutreposadre.

w

- s

»

® o

a Wethedaicewithcautionfarprocedires indhvirg caldfied lesicos ar

a ldatifydlagc reedios to aontrast nedumbefaoe testnat,

a Thegaad tedrid regriraretsfar catheter Inssnionmst e
doseried atdfl rines. This induckess fiushing trecorpoents withstarie

o>

a Gathetergdicatiars \vary. Sdlecttreted i eanihe besis of tte

a Trenmadvsa daneter dte g rebAnramest mteassd 0.05iIn
QDimi). Gatainaoatings angLichwtas nay leed lnoreesed
fridion betweentreglicbiraadtrecatree.
Cautia Larger sizes of treAdhriral Xrane PTAEHW cattetermay
etidtdoner diflation tines periladiny oanlag catheter S Efts,

e. Potential complicallont /Adverse effects

PRossible aovdicatia s assodaied withriraesouar beloon cattreter

imdanaionnay Irduck, bitarerthrled©

Alergicreectiontoaarestnedium
Pyragenicreedian
. Preparation technique
Ingoectthe Adhriral Xirenre PTA beloon catteter befare to the procedlre o
\aifytretihe pad ttis inectendfurctiosl Do rotueeiftrecuterartre
IrrE’;:a:k'agrg Is carreged ar goened After noidereig e
seathwithphysidlecal sshresdution reroetrestesthvwthcautionso
as rottocanrege thelbeloon. Incese of resistaroe tMttresresthwihn
arehardwvileoichg tre sreftwith tha attiar
Caution: Donot use withLiplodo* ar BhicOo™ cattad nedia, aratrer
such aarastrredatretinooiporala tte compoants of theseagats.
TODISPLACEAIR
a Hush attre lurenfatreglicenirebyaamedirga synoge Medwith
shresduomn Startfiushing unitlic idnoses atof grohwre hinenat
thesta gp ofthe baloon catheter
a Aadraipdationoftreelloon catheter duirgranod fran
pedegdg andfiLehing of gLicenire lunan.
. INSERTION TECHNIQUE
Access totte vessal must e aufficatty pelearl. or sUffloatty
recaelized. to pomsssdvith furttiendtanarion
INncaee InegLidanire hes ot alreedy been posibored across trelesian,
ucErfluorcsay, Neeita0.035 INn(O.82 ) glicenreacrossitte
lesion, d\bwing starderd PTAtEEdigLES.
It ttepodrd ad oftregroeweinothedst poftte cttetar,
a Caeftity msentte PTA baloon cathetarthraugh tre inraclcer desth.
vesollaturefdorvygtireglicevretonad trelesiar

P I I I I I )
g

£y »

®
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Coition: fresistaroe Is netwHleadaendrg tre kdloon catreter
cHenrire trecaLse dfiresistance ard teke raedid edionbefae
futteradadrgtreglicenire artrebeloon ctretar.

= Raitintre belloonwithintrelesion tsing tre 2 rediqeeg enmakas an
tredeftas refarapepdnts for predsedacarataacss tretaget
lesion

a Toavadknkny, advace tredidatton catiretar donly, insrel
daarans. util tepodna edoftreglicenre enagss framtre
cateter

9. BaRoon Inflation
Caution: Do rnotuse axor arny geseous substanoes o inflaeNe beloon

m  Gomnects syringe aantaining aonrast redivimito tre Lueraartedior
located attre prarsl hub oftthe baeloon caiteier Aqdy necane

1 Wsingthesigoood. attachan inllibon davice totre PTAbeloon
cttreta. Dorotaloneiroenter tres,stam

a  Quentrestopoodkantrenfldoondavce. INflatettediationbalaan
gad Hliytodiaetrelesion o trecEadated daneter Inecaacate
withtrecardiance dert Agdyacorsiani pressure farsoact
Fssaath.
Cautian: Do notexassd Rated Burst Pressure <REP)

10. Balloon deflation and removal

Deflatetie baloon inacoaocaevwdhstarcard PTA progedlres. Aqdy
negsove pressureto trebeloon far between D ad 120sscacs ud tre
belon ISagty. Bauretrebaloon is fily ceflaedbefae caieMy pLiog
trecatteteratdftrevessa. Aconnsi muofF70% saeead 30%
aorastnrecMlis reconmraceowith beloon legths 1 200mmn adaro
red cedHflationtures.

Afteruee. this pod.ctiray ke akidnezard. Hardlo axdldspose of el such
davicss ineccathEoewithaoogpted nredial padicead gqacebée ko,
regiardl, ardretia = lans ard regulators.

11. How Bupplled

The Adhird Xrare PTA Leloon catreter is sygdied sierieard inaoled
farsirde wse aly. The Adhird Xranreit starlizsd by ethlaeodce ges.
tewill rievsinstEniess lag as the pedeging ravairs ugperedad
uthneged Use tre pad .t befae tre lsbdled Use by ciie

The Adiral Xirare PTA cattetar does notad tzin retural nidoer ke
Honear, dungtie neufedutg. assandly, orped<eging process, itnay
haveinodenial aonied vithnatarels. tods, oregLipretatanga
aavirg inatectwithldel.

Cautiax Dorctuseiftreimer pedege is qoen arcanregedl

12. Storage

Soreataotrdadroomtapaatiueina dydace Kegpanayfran
reddion ar diraidd idt Rotate inatay sotret cathetersare used
porto theeqdrsbon cataon pedkece lebd.

13. WARRANTY | LIABILITY
Thapod.dadeschaopoakdtits ysvVmbhae beendsiged,
nautedtured. tested ard pedkeged withall reesorelde care. Thewamirgs
anairedinthese irstnudtias far Lee aeeqressly tole aosCaedas an
insyd partotthis poddan Inatecg erantess ttepad.cturt teeqry
cHelrdG;‘lEdcnﬂesa‘ve 'IT‘EV\atalyIS\dldpoAcEdmﬂ'e@d‘

padlct Inatecis ret lisdefarany diret,, irdiredt, imdcatd ar
aasagatid careges causad by tte padlct. Bogtinttecase offrad
agaefaltanineaiecs mat, covpasation of any carege tottebuyer
will ot menyeat, tegestar tenthe indice price of thedgauted
poclots. The guarantee aataired inthis prodsanimaporates ard

any aherpossible liglityof Medraric, honever frantre
praclotsygdied. These Inritatias of ligdlity andvwanranty ererrct inteoed
oataeeaynacHady povsiasoftongdicede faydased
tredsddnwris aasidared byacorpetatautobeinaddaobem
arflicwithitte gdicade v the rensinirg peri ofitshell rdl beaflected
adrenanimhil faceard effect. The IndiddaLse shell beastituted by
anvdliddasse wnich best refledts Invatecs legitinate ntared inlinitirg its
lichinyorwanranty. No person hes any authoity o dird inetec toary
vanaty o liddlity regardirg tre pad.ot

Bbnrapcku

Admiral™ Xtreme

PTA 6as0HeH KaTeTbp

1. OnucaHue

AdmiralXtreme rpeaciearTea rga/iEpeH GarOHEH rareTHp CHETA BH
aqmeH (OTW). oga-e0-8-BH sa MRy IRMA TEH MVHENHRL
aHVOrEaHaas Teuoo EoT|MrMMLLEMmm oecee. KarerHosT -8
etrcpeeH weHCGaroH. aTeHEHDY AyCarHA HBX LiEdosre
[ECEHYMVEVICE e DM ERA MIDOVHEHARXEA EfremTpEasa

2. NokasaHua

Kareryobsr Adnval Xrare e rpe-ea-8-EHSe rEpy/IsHAa

Tee-owmarraaHvarecma (PTA) MrBLyEHIMC COCTRIVE-D

00 FEaHE HA VMo

3. MpoTuBonokasaHus

a PTAGm-HANaeTrH Adhird XdraneerponeaoezsHza
WOTREGR S>XCRCHHATE 8RTERM O eeqoiH/ATe Oyee

s PTAGaOHHAT kareTH Adirsral Xranrea rponveaoeseH3a
o:ﬂreamaqmuremoepermm—er@mma

4. MpepgynpexaexHnsa
a TCeayCIpO/CIBOE Moeq-Ea-8-aHD 60 3 e EHay opsta HE
VI ==sAITE ICTHRWW VR/PAVITE NMCBTCPHO.

HaeaEoH PTAGGIMHHHA

s BaroHbBITIAGeR /A Gy HENY HO VENYVGHET eV VEERSTRE HR
>arerHoa oT CHEara A/CTavVe.

1 [hAHecerpeaileea HOWHMHOIO HriaHe Ha o weer e (REP). RBP
@2 OOHDEEEA HALPESYITTIAITE OT VH BATED VB BEeH/AL Mpertps-e8
@2 VB BEEHETO HRYCITPO/CTED 38 HEO HEH/E HALHENHGHETO. 38R
CevECeHepaVia-e [P Niears-D O HrHaHE.

B HevEOEsAe asayX 1 DA raBo00oea-D BELLECTEO 3.
HeOyEaHE HA GAroHaL VB BealiTe Gav Mper - BHOTO 281 LECTED
A HgyEaHE (IEEHNYECTV HALKCHITECTHD BELLECTEO VO O TEH
).

1 VEDEEearer R Mg/ JAIais /B BeaiTe He MXEaHDOor .
Moo-EHBaHoY aTBCaaRL
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reeauleE MO LR BgCiea-a TERa VA (@GR Y BHT,
BB TEIAICP VD) HAMBLYEHTA B CEOTEETCTEVE CEC CIRHIEPTHATE
rooaovzaPTA

1 Byfete BHAEITE HA D goaVe Ha pefioTa, 3aA VEGEHETE SV HD
MHEeYR-EH KEIETHR. He VB BEaiTe MEoeEH KareTH

' 32/R R D MHNVYMELBHRHETO FRESYX, acvpEiren
roowiire a/eevera NMIHHEATE CaHoBeaHBIV Ha KaTETHR
ZATErHETO M EDEVE HA LIV EIA MOOLE AL

1 VEDESEEe BHAVEIE HD YCIPO/CTEOIO 3a M /1. BHO-EALLN
KLY BHATEIM TV QVHIETVHEH CHOPAUTEECLT, Mpay S0ea/B-o1o
ECTeCTED HATEV EIMN

1 QpereErRarEaVHHATE PEBM KEVIKCHIDECTHOTO BELLECTED
rpeenv/B-eHER

1 GAlreTed HE VB/OKEEH/F 38 BERHE HRKETETHD T oA R
e CBEET MOEs LFDIo Hoave: Taea B Io-EarpowEea- 2 H
KOMTHIVITE GHC CTEEH VB/DTIVHEH [REBTECP NoEy Y OTEGR
ndareara nodyraVivH-a o crev-eE BVHEBELYAL

1 MoievARH KaIeTHR e Pes VHEERT. Vo eTe Tedaia B3

BeEVOHE YO DHEH/H, GeHEaH/ CabTPEHIED BB YOS

Mposgpere PTAGaoH-H/A karemsp Achriral Xrare rpea oo enyera,

Braverve: HevE o Bsare 386HD C KOHIECTHATE BeL LECTEA Lipiodor”

aCleaIe HATEN  EHEN

OTCTPAHBAHE HA BE3OYX.

B MowiieyweraHaByR-B. Ko (BHMEEe W HEIA C
RO TVHEH pERTECP A VHEA. 2arDHHeETe A MpowesTe
A0 TEHHICTTAVBIB-E OT NyHEHA e BB 3 [y CTar HA KB HR.
GaroHH/F KaTETH

1 V/EGTEAAe MeHA Y VBHETO HA G DHH/A KETETHD D HoEve Ha
VEERHEHE OT O BICEaIa M MINOWERHE HBU WMVEHR HR BQUEERL

8 TEXHV/KA 3A BKAPBAHE

1 [IoCTHBT,[D GyA TAGER A B CIal B-HHD MioQayMuITA
[APCTalb-HHO PaRaHaNVEVBH. 38U Q0 PHAVKIEBEH VAL

B BowE/ive BQpHET Boe ALe He e/ TRV OH/BH MOsS SES/FIR, Y,
doyqEoOa A KCHIRD T BKgaIATe BQYeH CAVRVETHO OT 0,086 vH-B
O8BM) rNEss/eavFaL. KaIo O EfEATe ClaHEpTHAIE TRH/HKA A
reyeH-BTae-oywHarHB aHvoTecia (P1A.

1 Bgeie moonverHiA HeiHe BQre-a B/ CTar HA JOEX HRL

aTeTHR
s Buaetoageiie PTAGmHVA KaieTHp res coavaraa Ha

9. HaaysaHe HaGaroHa

BAlECTEA A H/EaEHAGaTHR

KOHIPECTHD 2ELLECTED Bxb6a HRUWWVEH-R HR G-

s OTna-ere! sMHAE GarmHHETAoT HYYEALLDTO YCIO/CTED, Ko
CTEEEIe WP HMOOVEBQYTE F,

a  CrovaljaHac Ve H/A HBH TVHE ETe HRyBaLLDYCTRO/CTZ0
KVIPTA GaroHH/A KaieTHa, He moeeo resglire e acravera |
HEBVBAOTHOBO E53<

a mwmmwm Han e

Brunverve: [are GerpsaLesa HHA-EHOIO Hr Har e Haa e
(G=5)
10. VenyaaHe v oTCTpaHsisaHe Ha GaroHa

a0 GaroHsT 02 VENEEHA. YBEgpeTece. Ye GaroHBT e Ve ya-ar
HELED, MEE BHAVETE HO [ VBOHD e KalETHOR OT R
MoampB-ea ce KoHIPECTHA aHEC OT 70% dvB/D TIVHEH PesTECP 30%.
KOHTECTHD BELLECTEO 32 GAITHA GO PH/HAE 200 HVL 390 G
gosEO;AEaaE
Creayropeta Toa NMaayKT KB GO vH-HR.Q'BCHOCT. Petorerecu

aBaCEdaRHe e OIBVHEE MHEIVAR.
roeooTeer sz i W%: o)
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PTAkaretHosT Adhird Xirae Ha aydHoaectecBeH kK Mo goave reoufaced r:fe’mmﬁeerapseam nminojirevaarerizlka

HaMoOLEoTe HA MPOVEEQICTED, ATOGERHE MTNA BB, dCate. Hote prachuinfechtoaeroadh pecentarediudo.
HVHLUED /A AT 0P Velg/a B, HCTRAVEN Ao, Kantarrirece prostfacku muie vest kpoachi. aenoatai reoank
CHOHOHALLYIBISHC LTVIBVEELLY B KCHISKT CHEQU pedenta Quekovere poucheri reo resiertzace ndoudaat
BUNEHE HEVED TS, S0 BHFELLHIIA O B R e OTEE-a strukiLdin integtu prostfecku reto zpOsdailjehp salich. coi nak e
HEEa e ao € m neslechi ot kpaoranini, anernpoanini A st pedentas Sodleaost
Mediranic nrecdovidd zaiddnd prinre, nihode netoo redleche skody
12. CuxpaneHune \zrike Vd Hedku restarilizace neboquekoverel o oLt
CrHa-FEa/Te S KCHIPD VICBHR CTa/HR TEMTECETY8, HALGO LFCTOL W Aby Besridilanainoet poikazeni cawy. redfite belaneknariiner
MeseTe oroTHHERAEET A HeveEarEiie Ha JgCTB/ETo Ha priiind adooddgid piindu edwy i rodneini adistzin hrand
PEHHHPESTECRATE U (HTPAVER OO, D‘u—va/;:?lamn/a_m Bathy.
VMYV BT0E (ST VHR, VB EEslire My e Hevicrep/re: L1l | Pozavederi belcHodo katetrupoPTA b cavrnito systemuse:
JIOKIN 38/AVE D BEETe ke e MogfyiJaiana Ha veiv-e-e - s ketetraai mpbam,mp:dllu:rcﬂmdymmm
13. TAPAHLMSA/0TIOBOPHOCT LI Jedi beldnek letetru po PTA redininy. renaipltes imRddu
MK MEGEICT KOMOHEHIVIE HR VTTEVEIA MY RGN gacltd:gnlaﬂmpoPTAmnmI PoLee v pipecs, 25 jefiodd

Meeny PRI/ KOHIO G2 GhHOHET € TEN VST M3 DIPEGR, W Roed i manipUad reradite raadaor. Zisidie rgoneje ofiaru

TpACEA /A Ce C/TIAT 38 HERAR HALECT O TaeR roiaHve. Ineiec poed (uocekadie, v cesty rebo DA, algavepotom
6O M08y 3 Iy KT 10 JETETa HAVBIVHEHE HA (A HA ML T, p:nﬂetﬂ&]MlGﬂrcimiJrEtDctrb:u

OTGe FERHA BHIXY HEQ [FaHLyHa a BEANV-B, 3OV DIECaa - 1 Zaiddnych ddinosf nepdhyliie vaddmddieniochempdcil
rPoBKAE BA-OTBSTCTRVE CUHCIDA Y IE 38y DIpEa. Inatec belcHu katatrj pro PTAAdiral Xrena

ODEHYH BCHEKEA IFBHLYA 38 MOQEEBSVICT W UITQIHOCT 38 1 Pladjmitfimiadiuz avnilo systoinyg jerurozogavspraad it
aprEEaLETHUIKRA Inetec HeHXO OITCEOHOCT 38 ECHaHEN keldek

a, B, OY-EVHA T PVBIVHELL LLETW, MVHHEHAOT a  Ngdfelkadjte nadndn sodehivy dnid tisk(Rated Burst Pressure-
oK. QUEeH B O Y-EViHAVEHEVAVT VI GVCEHD HEDLLEH/B OT REP). Hohota RBP jezaldiena rawdlectdhlesiovdn Invita
cIpa-aHa Inalss, KaovreHOEHETO 3a KakEaIo VA e LLETa HRURyea- 8. Zaudempeaoe doporiaare pouiii zafizeni re
BHAGKEBO VB HAVE A HROR/LEEA LB-EIA D (aKiya Fra g rHIe nmaritooudh liska

KN MEHVAR. GIHPELR G TEAMDIDIGHE, BII0EB 1 1 Kgrohi beldiurgoa ovefte vad chamine pyre nedium
WWWWMWWW Rauilvejie pouze coponudere pinid nedium@ontrastri latkua
OO, HEEROVDOT/PO/BQMHY. TeMaeHa VAR s Kadrpoiljte pfed ydyrulimcbta potiitalnosti. Idaepua:h’ora
OTTOEOHICTTA U IFBHLYFITA HAVETT 38 LY R G NMOOIVET CTaEAT HRU dEu

HACAKBYEA HA OTHKEEA OT IFEHLYA G2 MVEVE OT KOM ETEHTEH CHO. A 6. Bezpednoatnl opatfeni

HEEVHALVTV € B HECHOTBSICIEVE C M DHAWIE Ja0HA, ORI 1 Tenobeldhowy katetrpra PTAS T patchei pouzeintenverini
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a Dieses Gaatld nurfurdanamdigen Qelaauchkardertud
vargesehen NCHT BRNBUT STERILISIEREN ODER
MISDERVEREAONDEN. GaecenaewvadurgoderResterlisielug
kam urier Umtiinden aere Kanlamirition des Carets benmken Gl
2r IneldUndat Pebenian Glrar Krauainfedion tehvan,
eirechlieRlich. abernai besdrrkd a,fdel.l:lairagrg\u-l

5 UmndeGafar ainarGefiBohedigung zu red deren. sdRecer
Dudhessar dat Bdllas ininlatiaienZisiand Inesnadam
algopeden

s Wamndar PTABallon siehimGafiBsystamiasfircket. solte arurier
airer g ditativihodhneiligen fitorcdaasdren Kaird-eranipuken
wadn

a DerPTABHathetardad ritfit«n befullen 2.Bitd ntriipuoen

Fjhrugedrahi verindenvadn

Trtwahrad dar MenpulationeniMVersland af. muss der Qud

hHerfurdurch Huorasaaie. Roed Meqding Golr DSAenma-varcen

Nvcownirts

®

(Kawaanld udkodhtaldcsug zu geidenTelen) vamcen,
a DenkathetarvarAdautdes aufdar Vapedug angeggberen
\afdlsceh nsvavnaon
. VorsichismaBnahmen
G&'P‘I’A—Bﬁr‘larﬂadafnr\n'\ Irie’ra'mdda"lrrﬂl

13

den
cpeigele nredilkanentose Thergpe (AridoegUlars. \esoddataiaren)
amsRen

global:20170221, all<JocModCol:20170216. alldocSiyleCol 20150528, master_pageset 20150528, languagel:ookup:20161110, table:
20170228, characferJoin;20170404, 30f9 20110211;.30f9_svg:20110211

Peructpanug MH g PocagpaBramsope
www.nevacert.ru | info@nevacert.ru



2017/APR/06 at 10:39 a.m. Doc number: 0110119 Rev. 0 [Global)
Printspec a5-55 -148 x 210 mm

1 Des GaatdHemt\arsidhtberutztwarcen, unmnugad e
Besdredigungen des Kalhdleraaunarieicen. Besdrecige Katheter
dufenrich vawaos vadan

L Umndes Esidiingenvon LUl zunminraran (UrenSe areAgaration
dudh gaullanSiedes SystenudadtenSe waradder gessanten
Rozedrcasf. dasdekal“sea’ﬂd\/lmlm‘m’dd\/lsd

wird cadiese Lasianen eéirenabrashvenGraerader
a BnteinSevar dar Beherdug dlergisdoe Regldicrenaf
Katrastrvitte].

a Dedgarenen tedinisden Bfadarisse erer Kattetaeinfuhug
mussen jecrzEt beeditetwadan. Caaugehorendes Sodender
Kavpoetent sterer. isotornisctier Kod salzosurg vorder
Vawarlnguddeudide pgdyiektisae, systenisde
Hepsmisierug.

a Katretarannadugenvereran. VAhlen Sle de Metiack af
Gudagedes ZLstancs des Patlenienud der Bfadhrugdes
Clilrvgenacs.

a Eh‘nandemcsmnugﬂmlsdafrmtnéras

6. Mdgliche Konplikatlanen/unervvOnschite Nebenwirlaungen
Wnhlide kKavdikatiaen inZLseanmrerharg nitder Indantationalnes
nraeduaen Ba-riattelas snd uteraoaem

Restercee dardidtiatenAtaa.
\ocstardiger\Versariuss der pardoasrenArtaie
Argagafiebedingt

a

a

a Soesren

a AdderNawversdduss mt efadalidemdiugsdenangifl
a

a

ridhtzu besdredigen. Sdllle Moerstandaufirdlen. divi-Ulle it eirer Hard

drehenud debel den Sdheft it deraderen Hard Hetten.

VorsieM; Niditdes Katrestmitte Lipioc™*“acker Bthiodol*oder arclre

Katrastitte): die Bestardisiledieser M= ertreH-an vaveaoin

LUFTBLASENENTFERNEN

a  Des Lrenfurden Flbhrugdaht assspden imeameanemil
Kodsaldosug geftHa §ontze arngeschlassenvad MtcamSauen
fatietren bisde Hussigeil a,scBﬂngrrmmcb’
dsidlen Saitze des BeHriatretars a st

a EateManpUationdes Blatatheterswdraddes Haaus e es
as der\Vapedwurg $vebeimSouen des FbrugedreHliune s
varedn

einfQhrmethode
CarZLgang 2mGefSStruss asreidnad durdgjingig acenniecker
adfiretsen, umnacenwateEenBrgfffatehenzulkaren
a WOtk dar Flhrungdrahtridtberets uter fluorcskaopsder

Badoedturgenchrg der Lakion positianiet, istein Fuhmosdkahtvan
0.88MM0.035Z0l) unter Beadturg der PTASarciardverfdren
etlarg der Lesionemafuren
e | Des podrale Bde des Filrungsdrshits inredistale Yaitze des.
Kalhelers erfuen

a CenPTABAaathetenvasidiog dudhde Brnfuhrsdiecee einfuren
Unerfluoadapisder Kanrdevarsidiiog dudh de paidrare
Gefeben hinduchud entlag JessFahugiretisinRiddug
LaeonweltenascHeoen
Varsicht: Tritl beimVarschieben des BeRorlalheters\Wdersland af
die Usaehe des MAdarstaroks feslstelen ud AdiHareQremen
treflen. bavorder Flhrurgsokeht acker der Belarlatihetervetar
vagesddoenvid

a RailoieenSie deanBalon imatelbder Lasian imemSie de

2 rorigadidien Markierugenvawathn desdi als Refaagourkie
2ampradsen Aatzeren entlagdar ZielasionamSaefl befircen

a  UmneinAdnidenzuvaneden den Dlatshordatieter langsamud

inUsinen Sdivvenvasdhieben. bisdes podnaleBde des
Rhugdahtesas damikattetera itk

9. Irtflatierer) des Ballons

Varsicht: Kaire Lull 0der sonsbgen gesfamriganStolfezaum Aufceren
des Bdlosvawatden

a  HrneSotzenitkatestmrtd nitcebue-kKarektoramprdiinalen

Arsalz des BAflaiathaasvatinden Bwva 15Saudendag

©

®

B-riunas vatdabensdle.

a Btfarer Se ganB HasElaanndsug etnaige Lufttdesenaus dam
INflaticreoitt.

a  BrenAogoenteimvawaon, umces Inflsbosgarat anden PTA-
Battriattetaram sdikeBan Lassen Sie kene LuUfiindes System
cdaroen

a  Den Aogoenteln aminflisboegerat afren. Den OllataiiaseDn
stndse befldlen, umdieLasion aufdenentgoedraeddar
Gaordianoe Tabdle eredhreten Dudresser zudatlaen. Fura
30 Sekuncen eiren kaorstanten Druck ariegen.

Vorsicht: Den nadnalen Nendiudk (Rateed Burst Pressure REP)
ridt (bardhdien

10. Entleerert und Entfemen des Ballons

Den Balon gareBPTASIachrdverfaren eflearen. FrDhis
120 Sekuncen UntiEarahuckan den Bellanariegen. bis dar Balon leer 1

Georauchud Bntsorgug sdder Garate durfennur

11. Lieferumfang

konen. wetdrel atexanthelten Gola it Latexin Banuhrvgkanman
Varsicdht: Bai dflerer ader besdredigter Ilmenvarpedurg nidi vawacen
12. Lagemng

Den Sterthe lodlataRuntatpaaturanaremiredaenQd legem
VoarSomrenlichitsdutzen. Des Garat darfridt agerisden Lasurogsmmeln
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@QumBsisad Alkdd). laTsieraCear Sraniurg G uHavdettiemLidl
asgetetd waden. Betland unriegam sodess KatteternvarAdlauf ces
\afdlscHure (auf camniPaduroeetikett) vawvwatetwarcen

13. GARANTIE/HAPTUNG

Dea Aud K jnd seire eirzalren Syetaromporenienvaarcen il

agenatsarer Sagai kastruian. hargesidli. gganifi udvaedii. Gem
dnsar Glaraud seenvaiaurgantteltaren aschddach

arThinaeisagetian
alt insydar Battarcvd diatar Besbmmurgen. DaGarantiavan inetec

Daai diesan

Garavifurugiillg aricartocerfurmil dreratcanKlaued &t
unarairer kefuden behet-ende uaigen \eriraggdausain danochine

GuHd et ud Heiben redvisanksam DieugtticaKlause! \ndd,lchare

Kara Rersnist baradilyy. thveiecan ene Gararte Goler HefiLrgfuroes
Rod kzubeden

EAAqviKd

Admiral" Xtreme
KaBcTilpaf tmoAoviol) PTA (@ViBapiiiiif |{ BieuAtkil>

arogpod Old.):n'lpﬁ(bo ‘o adoo™NanaAnwpcbhva poidi
npoogaifigG.o dio di . Toarfoo™ @D oA Gaded Lol oo
o dipo. O Bvo( onArvagva o adti d Hy dldtoyro today6 ao
o TovKEVIHthauAd, odii o dBAo; cuAiva; XA FOrod Tal yis mv

Goea) POaTcﬁQnuﬂ tou piradfovial GrooaVt, e e GoAVEoTo;
GEOAVEIT,

reeqagotvo. To Adchiral Xranma ac
praforon Hovgpooikil Gqootpo; kel o ampoara pw] wvipralban
dhel Tunnphvd Ovqainra

2 Bvecl(ti(

ToAdTird Xramatvedkuidiyio PTA @Gajpjk] Gorql

aydoTTA0NIKi) or ceecd; pearadekig Veeo tvw roaddakujv

3. AVTCV5ti(ci

a Olaacn'pa; atioli2eol-1)
Adirdd
vrepeqaraoyyrla.

a  OKoecTiipe; prefovau PTA (Gatgpe i Gauiikd; apelOrea M)
Achriral draraavTeveelKvuTai yia ngamiuiost; oti{ adegodd)y6e
ayro6ev prgpd vardef6d ano irf oToxcudpevri 3871

4. ripOCIB0ITOIL(7C;

a  Hnapouoa 6kbra” Ixd axt6NOICi keh npoopi(cToi YiapapBuoxdtri.
M-NENANAHO!

ITEIPONETE KAl M-NE AVRAR2IMI DIELTE. H

s Gaunikilg,
MranmaavrevbclkvuTai yia XPMON ec atteavialagapTitpit® kaiat

pOgpd VadsTiyclag oc Tpavaanqod. acetvdagechvaro touacSooL(-
HMedraric6ov dapaz aaudi yialuyov doedE, eene™qateciacs
“gdc<nou pngpd va npotCliiouvand toyaevanoouipivon dtoy
[eg=¥=rses sege cest
Morgptiveq rosNiSovoTNIc? MckAopoP apdQa A,
dioykuioTC TOpreachi 0e 6ropeTpo nou Vo npoot,wlzlu rqdidpcrpo tou
OvYaay, OKpiPuf eyyw; kai nepidplAa rg; orevuocg -
Dovo kBl pafoiau PTA (Gagp i Godl<

TIKJO cxriecTai oTo oyyenk6 00orgpo. o xcipiopdf tou-da
npinci va yrycruurro aknvooKoniicg naponipi)OTI uipriAK fiotdTgTor
Maxeip<eoieTovKaeinipapnaAovtouP TA(6io6tppiKd<6iciuAaui<
ayyaonAaonirK) dtov civoi oc kataotoon dtb\VKWoce. Hetoq fou
KOBcifjpa prafovtoO PTA (61o6eppun); 6ronAkb; ayycronAaoTKr);)

PTTCpoi va oA/t pdvo Cddoov to o6ayd oiippa Givat org Blog tou
EdlvovQWgcTC ovTioTaoq Kata rq Grpkcra tou Xcipiopeu

cakpimiorc Tovatria peau) DHYODATIAK xapToypadqoag ft DSA
(ribrkn adopenin oyycroypodmt) npnr pnauvaottc npo( toepnpd(
¥ po; Tantou TovkdBam jeapafodial
ZcKgpanopniuog) oo prenveire toosoydouopo Kad rg did<ivag
TAKcBTipapaefoviou PTA (Gis6aa<a;, Gaunikes asaareorark)
Achrird Xrane

TopAdv npdnuva e <roGom/Bcl cucAN, v aireoude tov
1dBanipaone reayaao oLOTa.

Mov uggaohCTt i plyioni nfoog pdSK (raled bust prssure REP). H
RBP ped”€Ta oraanarchigoata Gadrmiinvilio. Itviordtoi o>  H 1
cx,cke,llcrqa@aﬂtq niecqy; yom/a'cdwyr"mcrq

Haopdaceio T lov «eBCTgaanay ropoABd g gpgaoaoMo «faiani
(W;> nou KOBdi(@al agaoaecH].

. MpothpA6~ek
Movoo! rarpal ddauyoa on; teywi; GabgaiKBauAkd,
opaareoKl>; Bonptna vo n)opm’nawcx.m/m/KoBmIpo
PTA@d5qkd, Garan 4 rpviq

TP opovTo; EaevTo;. tval oleykoio g Kaowtpg
Tuvopdiuvnou Gitnouy T; e i, Kivke, adogooys kol rag
Kvalvaug nou acTi(ovia perg ety GaAikd
Xapoycp Tt orov odBovd KadbaoPq SeetALUrkd Bpoorelo
©/TTKIKA oa-aEaRATEB KAN.) LMV [T TNk
ME-TGOAR PTA (G0, dVLAKD, )3)- Npn ard

rovdicoyuwyd lou K(B:rc*xp'apcmm PTA (Gdogpod lGveal
opeiareoid) Adreal Xt
,ﬂ:l{bpocndmdmx'pcpo une\aa‘[qﬂcrenﬁxl BARg
aov kBamma Mool 1ad TCKOBatkainou od unoord /gao.
Movo crodOTatdIEIC rovdanto aipo, aacAaoicaegoot bokoi
GAuog oroouargpa kol Sagaoplc ki rojaunveoag) tou KeBatopa.
KB oAqrgelcaredia
Xpopipo TTOMPTC to rpaicl pe poooxd ne Gistacadies nou
ngaAgBdvowvaoliioyoe; PADc; droagdopaeaOcbaym.
Adyurq; moid; Uty outuivtiuv pAggiiv.
rpooSicHicTe ARG aurioobei; oTo aoEd K6 poo rpiv i

npeTTd vo, Tapouvioi ndvio oi yeviKi; Toys€; nnairdoci; yia rqv
Eiooyuyd KeBsTijn: Auto mgaoAqdBild toyvdnAuog ruv e gptopdivie
POl ladrovo ocfoTaro AdAymo npivond rig >0 koL ko iov
‘oo rpPexniO. avorerkd grgavigod

A Gy KBRtilparakidday, EmKZ’?Clqv‘lOMQp:Mqrq/
noecpg T ocBovaLs, ko igv qareipio I0U lapoOtiou Qhel

HEKa GO, Ak, nopfidBoogg-

HpGAoTqaaVOan; rau ceoyoU oUpporo; Gevnpand va ungdBoivt 1o
0.8MMO.G3S IN). Quicpbvc; aTorpuesi; at osayd aygperapoad
e g vePoLY acou eV i g pera™ rau o5oyouU ougparo; kol tou

npoooxd MBoAUTq peyesy tou KaBddoo prefoviou PTA
(Es60y0kg, GauAikd; aya o k)1 Adhral Xrera propd o

ai6aouv GecOgooVt, Xochou; aoSidy<UPacg, eigkd ocpoqb
doroq KaBngpuv.

aaeqridpainan » trevonrcordpuon eaxcla va nakoMtos 6. ni8avE; CThTAKE; ZAverrBupdTc; evdoM™

KhvELvo Pl TUNpOicro; livo radkatcod pdAuva d Zti,, eveexdpevt; cinrAokE; nou cvetlovtai pe rqv eveoyyEiakd epgureuog
Geofapir] pPuai orovacfodl. agaiAgEaopivi;. KoBCTcpa pnaAoviou nepiAappdvovrai, pera™u dAALY. of

o63KIiKd, 111; poliBoor | (Adpnéo; Weou pereWiaceodpy. H IXCTHRE: peicy

pdPuvan rounpoiduroc ovebd(te vada y(daoe oao

aoeCycia liedvaro rauadBovaLg. Henavaxprioiponoiriori li a Tanéalrﬂmn?

aoaOldpaai 0BCTa vaSaod cckhErvo T 6gad) aqaarfa  a  Tark)aipDppayio
ToUNEIATH dvarpoAced BAD g tounpofovio;. yeyouwo; nou a  ToniKOq nepldicpra BpopGoepboABco crckoboto
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Cesecling]

ApTr|pto9/1(Pke oupiwio
4(uBcavapLoiM

m ToinU ( kO%«d(CK

ZXE»(4|iCvi< pc «1 Mtoof)

*  [A]Oxuptop6( oTo tolxwpa ni< duoraXptvr); apinpia”
O1pr|el Tou opinpiOKM >oix<4imo(
DopOTCTopevoiOT TaoMOi
0(c>anTaviirr69paVI"ouaT Taircixupoi>pv*uiiTop Man
EnavoOTecviixin MK taotaXtitviK apn)pio;
m  OAKOan6epo” MK ncpietpKii* opnipia”.
IXCTi{dpcve( pc niv aYVCioypofio

. Yreiten

AAVO< >01 C1OIOBMOH]

Appueait?

IOutUio=<1

luoniponKOf cpO0AMp6;

Ev&oKop6éméa
epoxunp6etopn<»M~"°)»'icmScivwofi
edvorof

AvnSpaocK ec choppoko

ANAcpyk>1 ovTi6paofi oTo onaypae»” ptoo
« TMupcTtoygyo™ayn6poan

7. TexviKil TipocToipaaiaf

ETtnecbipnoTc TOv >0ec«tpa pnoAoviou PTA (&>06cppKi>( GranAxr);

QOYYOenAaOTOoi} Admrol Xtrerm nptv ono n| 6106k00T0 yio VO

cnoAnscuocTc 6n ovoi B6k10( >0l AuTOupv»® Mqv To xponipcinoiiocic ov

n ctwTCpKiy >10 eoutcpKtl onokcnoora Cx" orroOTE (np*i 'l ovaxTci.

AchoO uypovecu TOnpooTtatcutk6 eiyKOpi >ou pnoAoviou pc hnetoAoyXo

oAqtouxo 6aAnpo, apoipcoTi pc npoeoxil tofinxipi. ctoiwetc vo pnv

npoKoACocTc OIP~ mo pnaA6vl !c ncpimwoti ovTioioaiKs ncpMrpcipTt to

er'TOP' pc TOcvo XW'* >pOTiuvra( To 0Té/Icxo” pc To 0AAD.

ripoooxtl: Mr] xPOmponociTC pc toouavpafiia pcooLpeeol™" li

Ethiopol"* 4 0AAo nopopoia ckmypochko pCoo nou RCPICXow to OMOTONKO

ouTuv rwv napcryovTuv.

MA TON EKTORIIMO TOY AEPA

®  ExnAQcre toy oulo tou 06nyoun onppoTo< ouvBeoyto{ pra ompryyo
yepiopcyr) pc o/latounxo 6TaAvpo. Apxiotc niv-€T/1Moo pcxpivo cABCT
uypo one Tov ouAo o6nyou ouppLlo( oTo Okpo Tpu KoSctiipo
pnoAoviou.

B AnocmycTc To xclplop6 Ton >aBeT("pa pnoAeviou koTa Tr)y oolpcsr
onO 1] ouoKcuooia kot Triv {kn/lnon Ton ouAoO 06nyou onppoTo;.

@

TEXNIKH EafglrMTrHE

a To oripcio npootTcAasll{ oTo oyycio npencT vo eivai cnopiuK 3ato q vo
cxe yivEicnapmk cnovaonpayvonoiriori yn vo npox<upgoct( O
ntpoTTcpuinopcp6oon.

a 7encpinrwon nou 1o 06qyd ouppo:6cv cxci Tonadetr|se( 16r| eyKopoia
T1?pAo3n?, jno oKTivooKOnrion. EtoyayeTc cvo 06ny6 oiippo 0,09 mm
(0,035 in) cykopoto MK pAOPA;:;ak0/10MBbINTO; ouvridci; toxvike® PTA
(6106(ppuol{ BtauAi«)( oyycionfl3onkT);).

a boayOycTe To eyyn< OKpO TOW 00Myon ouppoto; ptoo 0To 6N OKPO
Tou Ko6eTnpa.

B Eioaydyctc npoackT|k0 ToukoBcTnpo pnoAotnon PTA (6t06¢cppkno
OouAiKitit ayycionXooTiKi);)'pCou Tou 8ri>apieu ciooywyto. Yno
OKTIVOOKONiKI) KOaO6"YMON). MpOble1)OTC To npOOCKTIKd oTo MCpld)Cplk6
ayycia>6 ouotgpa okéAcuSuivto; to 06my6 ouppo npo( TqB"63q,
Mpooox/]: Eov auvavTnecTE ovrioTaoq kaTa rqv npoweqoq Ton
KoScTtipa pnoAovtou. 61010 TMOTC TO «THo TN( ovrioraoq; kot
cchopp6oTc BiopewTKg,cvepycio, npiv npotwsllocTc ncpancpu To 06ny6
ouppo 1) TOVKoBCTHpo pnoAoviou.

a TonoscTT)arc 10 pneA6vi ptoo OTg 3A6Bn XPHOIponoiuiVTO™ Toun( 2
OKTivoOKicpou; 6elkrc{ non SpioKovroi cnévw oTo oTCAcxo< u)( ogpcio
oyochop6; yto OKpiBi) TonoOCrqoq cykopoto n k OToxtuépcvg{ BAoNe(*

B To VOonoeuytre, OTpcBAWLOCTC. MpouwsnoTc TOVKOBCTNPO 6MToon”

0pyo. oc pTkpo 6To0TNPoTo. CUK 6TOM TO CyyTK OKPO TOU 06Myom

0OppoTo” t(jtk6éa o116 TOVKotenipa.

9. nXilpum.ipnoAoviou
npoeoxi):.Mg XpgoiponoiciTE ocpa t) konoa 0AAq ouoio oc ocpra popcn
yto rq GHYKLICA Tou pnoAoviou.

B luvBeQTtpto cupTyyo nom ncpiExci okutypachk6 peso OTOv ouy6copo;
luernon BpKncckB otov Cyy<k OppoAG Tom KOBCTAPO pnoAoviou.
AOKiiOTc opvqTKn TTicOT) CTrintpittou 15 6cUTCPOACTNO. pCXpi vopqy.

cpvovitovTai nAtov chmoaA|'6e( oTo GloAnpo 0>10ypodhlkon pioou.
Etmiotpel|Tc orqv atpoopOlpI>n T cor) OprYOYTa; To OKloypCliik6 pO00
VO cropcmoc! POOO OTOV ouAG Tou kascTlpa. ApOlpcoT| Tn ounpTyya,
apryOYTa<evov pqviOKO Tou okioypochkoO pcoow otov 0pchoAG Ton
0UAOM ToW PNOAOVIoO.

a  AJOLpEOTCTK enOoA(6c(acpo OTT6 TN OMOKCUT) GoyKLWOM< oupewvo pe
TK 06nyTc; Toii koTookcKoon).

a  XpnovonoNaJvra” tq oTp6Tpryyo. N(pOOOPTNOTC pU OUOKCUT) 6TAyKMionA
0TOV koBCTNPO proAoTnoun PTA (6t06eppkTL] 61onAKMN~
oyyctonAoonkck). Mgv cnnpciticTc tqv cioote oepo 0To onoTnpo.

a _AVot"TE rq oTp6chTyyo otti onokcun cpdmOrOr<. GroyalloTc To pneAovi
6unoon( oTo6toKo yto MO6noTclAcTe TN BAoBIM oTny unoAoyiopeyvq
BrapcTpo oupchLuma pc tov TITyoka oupp6pnon”. Aoki)otc 0TOOEPH
nicoq CTtinepinou 30 6eutcpoAcnTa.

MpoooxT): Mgv uncpBoivCTE tq pcytoTn nicoq pT|(M{ (roted.burst
pressure. RBP)

10. AITOTTAfiptiAog koi aeolpcoq pnoAoviou

‘Ano6royknoTc TOpnoAovi oOpouivo pc Ti( euvgecK 6io6aiooit( PTA
(6106¢pplk|)c GronAKrl( ayyClOnAaank]0 . AoKrioTC apvgn>qnicoq oto
pnoAovi CTii 30 cuK 120 6entepbACTTTO. pexpi to pnoAovivo oOodoci.
BcBowscTTc on TOpnoAOVi exa ~cchomnokunioa nAiipuK npiv-ByITACTC tov
Koecnipo OTTOto oyytio TpoBuTYTOt TOV. Zc¢ PIKI pnoAoviou i 200 mm
owraTOTOi oktoypochk6 pciypo ono 704 oAoTouxo 6MANPO koi

304 okioypachk6 pcoo. UOTCvo pcHueci o xp6v o, cinoBibyKWonc.

Mere Tq XPHOg. to nopbv npoiov pTTopci vo onotcAci BioAoyxo crnKivOuvo
onoBAgro. CUoxcipiOTcirc koi onoppiipic k60c tetoio npoiov onpguyo pCtqv
KOBKP LW p” toTpan) NPOKAKN KO tou; tox<"yrcj TONKOI4;, ncpifcpciaaou;
ka cOvKou; vopou; koi KOMOMOPOU;.

11. Tpon»; Biaecari;

O koBcTNpo; pnoAovioO PTA (6t00cpplkll; 61onAKM; oyyctonAooTkIT;)
AOrmrol Xtreme nopixeta rmipo; ko npoopt”ctoi yto pio pévo Kptyn)- 70
Admiral Xtreme cxci onoorcipueEi pC OCpio QiBuAcvo(ei6i 0. 60 nopopcivci
OTCipo ceooov g ouaKCuaoio nopapuvcikKACoTa ka 0OKTn
XpryonionouiOTC To npoiov npiv oTT6 TOV'gpepopqvio cXpitoq tw;* n|;
QOiipovog;.

O koBcTnpo; PTA (6m6eppkn; 6lonAkn;oyyaonAooTkn;) Admnal Xlreme
6cv nepicxci Adrc(ono chnok6 KOOUTOOK! MoT600. KOTO Tq 6T6pKCIO Tq;
6106K00T0; KOT0oOKeui);. onyoppoAByRen; g ouOKCuooio; lou. pnopcfvo
cxci epeo Tuxoio 01 enochn pc uAko’ cpyoAcio i| c*onAopoO; non
TTcepiixouviltpxovia oc cnooq pc Aoted

npoeoxi): Mg xpgovmTOlcru ov g CHLUTEPKT) OMCKCMOOHO tXCi OVOiXici g
CXCiunoOTti{gpi6.

12. AcSIIKOor]

DdunA6oocTc PCcAcyx6pEYT ecppOKpoolo 6bipoTion oc CKOTOVG. tqp6 pipo;.
AiOTgpciTe pokpto oTT6 To NAIKG ;. MgV CKBCTCTC To Npoiév CC
opyovwou; 6kTANTC; (6n«u;-q 0Ako6AnN). lovriijouoo oKnvoBoAio li unep«iiéq
OKiivoBoAio. H ovoi*aoq Tuv onoOcpdTwv 60 npwClvu npaypOtonoieiTa
Cioi ktoTc a KOOCTgpcyvo Xpioiponoiouvra npiv ono iqv gpcpopqvio
Alibi; nou onoypochcto! OTqV ciikcto Tq; euoKcuooio;.

13. errVHZH /EYOYNH

To npoi6v KOl koBe cbBptnpo Ton onoTr)paTt6; Tolt ~xcuv oxc6i00Ta.
KOTooKcuooTci. cAcyX6ei koi ouOKCuootci pc koBc euAoyq npoooxil Oi
npoci&onoaioei; nou-ncpuxovrai oc aui<; Tu, 06qyic; xpileq; npenci vo
scwpoOyTa pqTo oyon6onooTo tpilpo tiov nopovruv épuv. H Invalec
noptxCT CYVugoq yio to npoiov Cu; igv gpcpopqvio Ar)b>; nou
uno6ciKvutToi 0Eeut6. H Evyuqoq tivoi Cykvpn pE Tqv npoun6sEon 6ii ¢
Xpilog TQUnpeibvTo; npaypoionoif)6gKE oupiiKuva pE n; 06qyie; xM " "
H Invatac ononaciroi k6BE Eyyunoq EpnopEudipoigio; i) koToAANAGTNTa;
TQU npoWvTo; yio ouyKEKpipEve okon6. H Invalec 6cv chCpp cueOvq yn
rux6v dpEOE;, EppEQC;, BeTke; i) 0n0BENKe; bIM*c;. nou pnoptivo
npoKAgBouv on6 To npabv. EkT6; on6 iqv ntpinuuoq Etonargaq; li
ooBopou 0)oApoTO; ek ptpou; iq; Invalec, g onobipluiog npo; tov
0yopaoTr) ¥iQ Tuxov Cqpio ac Koplo nEpimuoq 6ev Bo ~tncpvo iqv gpi).
TipoAoyiou Tii)v apcioentonpeYE* npoibvruiv. H Evyugon nou ncpiExsToi
QTOu; nopovTE; opou; EvoupoTiiivEi koi nnokoBoT6 n; vopiKt; cyyui)oEi;
yio CAOTTUpoto KOT Oupp6pchiOr. KOI c(oipci k68e 6AAq menvil euuvgn k
Medlronic, onooo6T)noT£ npocAEU0q;. on6 lo nopcy6pcuo npoi6y.. Oi
nopovre; neplopiopa tueOvg; «» cwOgonc 6tv Ixonv tu; okono vo
ovnBoivauv oc TUXOVunoxpelwnkC; 610 To K XK toxuonoo; vopodeoio;.
E6v konoto; 6po; ni; ononoiqoq; Bclopnso oné opp66t0 6KOOALPIO W ;
Prl Cykupo; n ovmietpcvo; oniv 0X1onoo yoposcoTo, To nno6Aane, Tpnpo
Nk ononoiqoq; 6cv Bo cngpeoOTP ka Bo owcxioci vo Coppé~cTa koi vo
toxumn nAdpio;. O Plcyknpo; 6po; Bo 0ynkoTooToBa 0n6 Cyknpo 6po nou
B0 ovnKOTonrpiJci pc TOVkoAoTcpo Tp6no To cwopo oupfepov,Ta; kivatee
OTOV nepioptop6 MK eueuvq;iq; i) tq; Eyyuqoq;. Kovevo npGowno 6tv

global. 20170221, alldocModCol:20170216, alldocStyleCol:20150528, master_pageset:20150528, languagel.ookup:20161110, table;
20170228, characterjoin:20170404. 30f9:20110214, 30f9_svg:20110211

Peructpanna MH B PocagpaBranzope
www.nevacert.ru | info@nevacert.ru



2017/APR/06 a! 10:39 a.m. Doc number: 0110119 Rev. 0 [Global]
Printspec a5-55 -148 x 210 mm

ixa TT) 6xato600t0 vg SeopEiioci inv Invaecoc ot6r | XXire cyyur”or) 1j
EueOvri oc oxcor) pc TO TTpOldv.

Espanol

Admiral™ Xtreme

Catiter de bal6n para ATP

1. Descripcidn

H cateter Adriral™ Xrare es un esietar de belon parfaicosdare guis
(porsus sidasenlrdes OTW) disetiach pare laargioqdadiiatrardurirel
parautareadovesos dostruicos porataroesciercels. H caldler liaeun
aapodcedddellr anunbelonsddecbalaputadda. H astpode
dddekizse ranifiaend edranepoda. Uniluooaorstiuye laerrach
alalzcatd paals guia, miatssged adrotbese udzapaantlay
cesflard belan de dieiscion aon urainrezch ce nedke-ce aatrestey

betonsegun lapresiandHfinichy d tanrsiiodd kelon. SeespedRaka
lagtudde cachlion H cateter Adhriral Mremre estadigooideen
diferatet lanafosce belon. Los disTeircs y lagitLoes nonreles ol
lelon gpareceninpresssend e

Z Indicacionea

H cateter Adhviral Xrareesid Indicach pera reskzar erdiqdasiies
trardunreles parautaress (ATP) en peeenies aon enfemrediddainidive
celes ataries pafaics.

3. Conlralndicaclones

1 H W ctetarde kelch para ATP Adhvird Xrareesy
atrairdicacben aderes cooeres y vasos S aeetrtiacs:

1 H jso dd ;aetearde kelch pra ATP Adhiral Mreinwvesta.
atrairdcacben lcs casos enllos e es poideaweer lalesichce
Ilf'eressanurag &

4. Advertenclaa

1 BstedgotiveesU dssfiecb e indicacb paratnsdowso. NOLO
REESTERILICE NLREUTILICE. Laratllizadcholaressdenlizadch
pueckn syponer un nesgo de aontanriredch . dispositvo o provocar
unainlecaonouainfecdon awzech d pedante, irduch. e treatrat
latrararision ce efamreckdks inrecdesss ceLnpedateadia La
antaniredchod digoositivo puecke causer lesianes. enfanrececess o
lameite dd pedate Lareutlizadon alaresstarlizadchcd
digaositivo pLecen poner en peligo su integiced estnuiotura opprovacar
unfalodd maroqg e asuver podiacasard pedatelesiaes,
efareckdes einduso lamuate. Mediraricro se regparsedlizace
ringuncano diredo, fatuito o resUtarte denvecb ce laresstarlizadan
0 larautllizzoon cH dgaostive.

a Paareddriapoddliced ceiiana vesdUar, d danetrodd keton
inflacb ceoe ser goodnechnate ig H a danetrocelos vesos L e
seauatenanlcs purics Imedidanate podra y dsta ala

A

[11] O,a’tbacaaa’cbtan‘lmaATPseerumeeusta
sistaravesaar, cebe nadipdarse ksjodosenesch
atacliced

m  Nonarpded aetardebddh ppraATP aadb astid inflach, La
posidch cH catetear ce keldh pars ATP uicanete piece nodificarse
anlaguaacdacachensudiia

W S se adste resistedaduante lananipdadch, cetamirelacausa,
nedants flooagde; aatagahia 0 ASD antes cenoerd cateterce
telch heda acHante oheda atrcs.

W Bgorimunaaussadandaalaglamatessse irflad aetade
elch para ATP Achird Xrene

a H beldhddeeesiar anvdetanate desdflacb antes ce retirar el cateter
cH ssterravesdar.

W Nosypearelapesanceraua Lapresich ce rauraesU besechenlcs
resLHechs ce prugketiniira: Se recarertchiivir undisocsibvo ce
atd ce it pestch prraevitarura presicheasshval

W Nouresarenmg.n nedogasecso paainflard belch. UHesolo
 nedodeniiach recomrende™ (mediode aarasie y soluoon sdlirad
apartesigee).

1 Uiheed cteter antes ce lafedade cadoided irdicechend envese.

Medidae-prevenlivas

= Unicaneatedsheen ueer este catetar ce kelch paraATP nedias
inenaooisissan lasridante eipenersa enlaagqdastia
ta=uTird paraiOea Antesce dlilizar este pod oo es necesarg

o

axocerafaoblos prddos leaiacs, les gdicadaesdinicesy los
riesgos asocados alaargqdastiattarsunirel paatarea

pPeraATP antes ce IntrocLor d cateter de ketonpera ATP.
Achrird Xrae

W Tergaaddacbal nanipuar d disfkisibvoa fincke evitar posibles daros
end cteta. No Uilce unGateter e esio ceckoh.

a Paamminmizar lantalocdOndedre agareeinged sanay,
marletauacreofimedd cateterduane lcch lainenadan

1 Bararelss pecaudaies en Intenadares parad traamatode
lesiones clditicadss omiao vesaUlar stteboo ddadba lareturalea.
aoresivack estss lesiaes.

1 IcaiHg eposides reecdares derdices d nedode acotrade antes
cH trataiaria

L Geen dosenarse entocbnorerolos regLisitess teaiccs garerates
paralainseidon de catderes. Esto Induye laagsadOnce los
avpoates anuaduiOnsdimisaOnicadiien] atesdesuwsoy
lahgatrizadOnsistaricapdiledticareitLe.

W Lasgdicadanes ancaldlenearen Selecoore lateaicagese
utilizzaenfudOndd estacbdd edatey celaeqeradacd
medico Inenadaista

1 HdOwonOdnoce laguarodaoesersperora0.BBnm
(O.0BS pulgecks). Algunos rea lyimiantos c las guiiss puscken
aumatard reenieatelaguiay d cee
PrecaudOn: Los catetares ce belan para ATP Adhird Xranece
lamancs mayares puecen nostrartienpos decesinllaco mis lags,
egedadnente encaposce cateter lagos.

S.  Posibles conplicadones/efectos adversos

Las posidles aondicadanes asoaadss ales indantzooes

miravesoUdares aon cateter ce betonson, entreairss. les siguienns

Reladanedks anlapurdan

1 Hamaaralos

1 Homoregaloa

a Bpisodidl traviboaiodiacs localeso dslales

a TrarisEs

. .

1 Sarcbereursra

LW Infecdares locales

Reladianecks aor ladilatadmn

W Gsexdin enlapared celastaiadataca

a PRafoadoncelapaedataid

| ] pdﬂ m

W Reodlsinagchoe pedsauainenadanguirugca

a Resstarcsis celaataiadiaach

1 Gdusichtotd celaataapaifaa

7. Thanica de preparacibn

Ingpeccione d cateter de belon para ATP Adhird Xdraneantesce la

inev/adchperaverlicar g ed pod oo estainiacby fudaacoto s

cbichb. Nolo utiicesi los erveses edanoo inaToesUn difieckso

dhatcs. Tras hureckoer laveina pratedoraaon schioon sshrallisidagicad

rdireaon addecb laveima paraevitar cetrerd belon. S rdaresistieda

grelaveinaconua naro netrss slietad dieipo anladra

Precaudian: Noutiice d digaositivo an los nredics cecotragte Lipiodd™

o Bhlodd™, A aonores nredics ce aoreste similares g enuaparenics

aoTpoENiEs presertEsenesios agaiEs.

PARAELIMINAR EL AIRE:

s Ingeelahizparalagiacoedarcbh ualenrgaansducbnssira
Pooechan laiimigedantestage d liqLicbssigacelakizperala
guaporlaputadsta dd catetar cebelon
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1 Bitenmnipdard catetefdelbelch d edraatodd envesey durartela
inteooncelalwz pralagaia

8. TACNICA DE INSERCION

a Paaprossguiranlaineivadch d acceeod vaio e vir
sUfidanievete paresde o ester sutideriaTanierecardibech.

a SsaunlVee hatedio, inradlraatraes celaleschuaguiadce
O.Si M (0035 pulgecks) lgjo dosenveeon Ihiaasedicasiguiecb lss

teanicss FelLEies pera ATP.

Ireeried edrarepodna cela guaenlapuntadsta dH cateter

InrodLraaonalicecb d cateter ce keich peraATP atraves chila

\eireinrod.daa Hegelo avarzarolicedosatnenie belo oburveoon

Ilucmmprré sstamavesadar parfanoosigliecb laguiateda

PiE’de’t Si rote residadad heceraazar d aeter ce kst
ceEamirelacasace laresistaday lare les nredices aarediarss
necesares atess ceeabiler aod aacecelagiaod adace
et

a Gdoged Eeend xttaar celalesanuizarcb coto purics e
reiaasalss dos mrarcss sittecesend aLenodd catsiar
paracdacartoan predsicnatrases celalesonce niaes.

a Paasadtarqed cetardedlaadonse retuaza hecploaarzar
tEatanaie enpegecsimaneics. hesiag ed atranmopoad
celaguassicadcd e

@ ®

©

Innado del baldn

Precaucicn: Noutckeaireri muunasstardagesecsaparsirflard
o

a GoecteugjeTgaanTeQoceatrasteal conedor Luer cd
eenBTepoarTaoH caaerdetmn A;jcqeuapesd’nrma

Rehre lajaroaddacbunnenisstoceatasteend acosdor cela
hizcH keich
a Hnmrelas butulss deairedd duposnivock inflacb ce aauercban
les instrucdanes dd febrcerie.
a Aagpde undgooivo cendlacb d caldear cebaton peraATP nediate
unalave cepeso. Biiie laanirechcedreenassara
a Amalalae depeso dd depadtriodainflach. Inled kelchae
diateech gad elerie paradiatar laleston hesiad danrdo
caladecb aafanrea laMoit cedsterghbived. Aplae unapresich
arstanie duante unos 30 segurcks.
Precauddn: No luypere lapresichcercua,
10. Desindado y retirada del baldn
Desirfled elch aafae alcs prosedinienics relitLees para ATP.
Adgeuapesichrecativad tetonduarte antra0y 120 ssguncos
hesiag aestevedo. Asegiirese deqLed kelchesii aondetanate
cesiflech antes de secar aonaicacb d ditdter dd viio. PararadLdrd
tienpo e desirflach, se recamiacs uiar vanezdadeun 04 e
sduetchsdimyun304 denediode arirasie perauralagittdcd
o2 200nm
Unaverz tsecb, esia prod oo prece suponsrun rissgo bidabjao. Uanpuls
ydeMOhe lodos esics diaasihvos aofams alapriauca nedica aagotech
yalss leyety ronmrdives lacdes, regadles y estatales gdates.
11. Pretentacidn
H cateter celbaton para ATP Adhird Xranese sunmitiraesichi yes
Mlico perautsdotso. B catsier Adhird Xrare haittb esierlizacban
ddcbcadilan Se ntntercra estarl meniris d envtse pamrtrexca sin
ibrr eintaad. Ulilice d prod doantes ok lafedrachcaddcedirdicach,
enladiqeta
H caigiar cekelchpara ATP Adhral )Qra'rema:r‘lle'elae(cbgna

hemamenias oeqLipot gLe aaberenoaniran enaoiadoan idiai.
Precauddn: Nouttce e digaaditivesi d envese inienoesid abatoo
cHflach.

12. Almacenamienlo

Arnrecered prodldoalenpaEaiuaaribeiacotdachenun ugarsso.
Mantergelo adgacb ok laluz cd sd. Nbequoad dgitive a
devateaagaiaa (coro d aadd), redaddh laizerieo e
uHaidela HectLewura rdadch dt ineniaro cefanac e leacatetares
tauilieanantes ck lafadade cad dcedirdicech en ladiiq etacl
enee

13. GARANTIAAESPONSAHUDAD
B pcdnoyttrtstscnrpn‘aiesddssla‘ram len diVilach

uaarteinegd dceesiaditpoidch Ineiecgaraniizad pod oo hesia
lafedradi caduoded ndicadt end mino. Lagarartiaes \ddhsarpe
geed pod.opse vivibe deacuartb anlas nstruooones ce uso. Inveiec
‘taelera aLElcLier garantiade aonerdadlickd o adso edch paraunfin
aooeiodd palon. Ineiecnoes resparsaie ok los cedos diredtios
adiredot. tTortnricso resUitantss provocados pord podLoin. Bogdoen
caso cefraceofalugae pormatecke Inetec. lacorparscoonpar
aelgiercacba cmpradhrmsard s paor. enrirgOncaso al predode
laciuradch ce lot productol enaceston. LagaraniiacotEarthenesta
dqxﬁaﬁﬁ)«mmayaﬁ\d,yealasgﬁatﬂsle_:ﬂsprcﬂédmy
eonfarickedes a_eloLierotn resporsabVed de Mediraric

celaranunoade resporssbced rovdchoariraaalaley gopcbi. d
restock laraurdarose vert afedacby seguird g b efediva. La
d_szam\nlldaVl austrivird poruradd edavdoac e rdfiged

Admiral™ Xtreme

PTA baWdonkateeter
1. Kineldus

Admiral*' Xtreme on ule traad siseatatav (over>lhe>vMre OTW) penfeeme

baloonkateeter. nxs anmieldud aiaresklerootAsM urrvnisiunud veresoonte

perkutaanseks Iranslummaalseks angioplastAaks (PTA). Kaleetrl on

kahevalendikukne vars, rmxUa distaalse o lu kulge on uhendalud baloon.

Kahevalendikukne vers har”eb-eroksxnaalses otMS. Oks toru loob

luhtebaadfle siswpMsu tsenbaalusM: valendikku >aletsi tonj kasutaukse

dilateenmisbalooni Uitmsaks ning bihfendarmseks kontrasiaine )a

fustoloogAse lahuH seguga.Kateem ehiiuaja speisnalne baloonimaterial

on vaktud selkseH. et vomtaldeda saavuiada kindtoi balooni Ubimodtu

sdttuvalt balooni auuiusestnmg miarabalud rdhuat. Taodud en iga ballooni

pikkus. Admiral Xtreme on:saadaval en suurusega baloomdega. Baltoonide

nmviabim&ddud la spikkused on, trukitud sudamikule.

2. Nllduatuaed

Adchral Xrareonraeidsteiud perkutzarsgks berslunmrealHs

petsieniicH.

3. Vaatunllduatuaed

a Adnra Xrane PTA Hiariatesteranvestunlid siaiud katuiamteks
patgaratssla ayaeeartatissies veresootes.

a Advird XiramaPTA kellooiatedar onvesturkidLstan djuud ki
Uhtetraediga pdevdindik sihilkehjustLst llbica.

4. Holatueed

a Seade\ekitidiudlaaite retildamhudaaddalkatun sed.

ARQE STERILISEERIGE EGA KABUTAGE KCRDUVALTI Kadlvy
kaitarine VA aehlisearimire ilibtekitach seedhre laeslumise du

a \eresoore kehjustanrse Viinelusavthendanseks ldlke bellbon
lEn®&&dLni. ms \esteb ligkaucuiveresoore leboSe e
sienoseerund kohesi \elett Hprdkiinreelsdli jadisteeiett:

a Ae kasitsege PTA belaokatediit, ki sdllabeloonentlicelud. PTA
elooikaiestn asskats Idibmuuaneidsils. ku jthiaticetor ara
k=

a  Ku nmanpdeamrisd ontuthtakdstL st teHetalkdshse pdfls kindlieks
kes fluoradanda, keardistarsavd DSA i, areKi liig tste
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» Ape it udglUH KigUU sitHietraeti Achva Xirere PTA

MioconUiMtn Uitinme *xd.
1 BHloonp*b *ne kaicetnveresoonestike eenalciTikedanad
teidik NILHacHHd

a NmmicHariadcHu REP) *i Wi detach. NivicHkamisdkpdhinebin
\itolattetutletUiemetal Uaduvivimseks ansoovitatay keautach,
rehuigTsede(

B ATe katLiagabaelooni taxreeks diugoamud geesAsj aeiaid
Kasulag* ainul aooutaid larteenet (Vorckes osss katrastaret ja
fueidloogAii ltLef).

s Kaauag* lkdeattarapekadie ragiud kddideegiakupeea

5 BEHeviatutablnOud

s SodaPTAbsalaokaizatni tolaed kesotechi veid mereticedaraid.
kedet an petaveR kogamuii parkutearse trarelunmeslse arpiqdastika
dd Brasal* todekaMVianst lusbaredunnuatapakutzarse
irardunrireslse ardigqdadd<ega ssotLdtETire pdinoteidiaknAs
rakadLs ning selega ssouddie

(atdoegldak vesodstaiani [re).

a Ogalazeinkadisarisd ateedtlik ahelchsale varralui
Iehitstamis A/cakesutagt Kehjustalidkeiaeim

s 6hu sisanans* Viherndamissks agdirearce|* Igautegesustsemnirg
hoick* keteetn utiedLst protsecbunrodad kdlarew

s Brarai neadekndasvansidalargfsad resktsiaanid
lanirsstzirele.

a FAdaeRIusbtagNalatzamn sisestarsaudsi leriisi nroucsN Nacke
tkAges anatanisaia kamporerocke lputaawviavisdoonukse
soolalanusag ama kesutanstia tavela s poftlakddiie susteenTa

hearM=sarwTe.

s Kaatnkisuteuwsid namaed Vdica latimkapatsied saisud
pinjal lamaretiaaardi kogemustale tugireces.

s Jhldreed neksineeimalabinsdta wruatech 089 mmO.0sS ).
TaatLdjuhatrzed kered\chad suurancechjuhiatieed jalkatzetn
\etelist ilrcbnmt.

ERaveatatl Adhral XMrenre PTA belaonketatin suuraned suurussd
Viived Vit lunienenissegece pkerensam anti giece katestnare
i

6 VCimalikud tisistusad/kénvaltoinmed
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7. Ettevaknictuatetinika

Konkoliga Adnial XIreme PTA baloonkataetnt anna protsaduun
vaandumtks. at toeda on larva )a tookorras. Arge kasutage. kui vaks- v6i
sisepakand on kah)usiatud v6i avatud. Parasi kanseliulsi niisutamisi
fusioloogihse lahuseg* eemaldaga iiulss etiavaadikuft. at baHooni mtie:
kabfusiada Takisiusa korral keerake uha kaaga hulssi ja boidke samal at*l
taisa kaaga varrast

Elitvaatusti Arga kasutage koos kontrastamaiega Lipiodol™' v6i Effnodol™
aga muuda kontrastamataga. mis sisaldavad koosbsosi nandastamaiasi
OHn EEMALDAMINE

a Loputaga juhtatraadi valendikku. uhandades sellaga fusioloogilisa
lahusega iRidetud susOa. Alustaga loputamistia loputaga kuni vedakk
vI*jb PaRaonkataam distaalsas oisas olavast juhiatraadivalandikust
Valbge baloonkataain rrumpulaannsst pakendisl eemaldimise j*
juhlalraadi valandiku lopuiamise tjal

B. SISESTAMISMEETOO

Veresoonela bgipMs peab olam* adasisa sasesiamisaga jltkamiseks
piisavaR avatud vti rekanaksaentud.

Kuw juhtatreatti ole veal iab>kahjusiusa ptigutatud, sisastage
Auoroskoopia al siandardsaid PTA tahmkaid jargidas labi kahjustus*
koha 0.89 mm (0.03S-tOlkna) juhletraat.

Sisesiage juhietriadi proksimaalne ots kataatn distaalsassa oisa.
Sisasiaga PTA biloenktiaeier atiavaattikulilabl sisastushulsi. Uigutage
sad* juhteiraadil nuoroskoopAsa kontroli-al-etlavaailikuH labi
paniaereete varasoonie kanjustusa pool*;

Enavutusd Kui tunnai* baloonkaiaein edasAigutamita kftgus
takistust. tuvastag* lakistuse pdhjus jakirvaldag* sa*. anna kui
liigutaia juhtetraati v6i balloonkaieeini rohkem adasi.

Psigutage balloon kahjustusa sissa kasuiadaskahivarralolavai
ronlgenkontrastsal nwkam mirgistana lapseks paigulamsaks labi
kahtusuisa.
KtardurmsaviRanisaksliigulagedilataenmskataeiniaeglJsellja
vahahaaval, kuni juhlalraadi proksimaalna ots katealnst valjub

»

L]

L]

© ®

L]

L]

©

BaHooni iINmIna
Entvailust! Arga kasulaga balooni taibnseks 6hku aga mud gaasdisi
arak).
s Uhandaga baloonkaiaatn proksimasisel hXmikul asuva luer-
uhandusaga kontrastaaiai sisaldav sustal Rakendaga umbes
18 sakune jooksul negatHvset:rdhku. kuni kontrastama lahuses enam
mule ei teki. Vug* rohk atmosflanrdhuni el voimaUada kontrastainel
kataatn valendikku veolata. Eamaldig* sustal jittes konirasieBi* nivoo
balooni valandiku bitmikusse.
K5rvaldagetaiirniss**dma*ténumulid jargidesioobajuhisaid.
a Knnrtage taitmitaede keckkraani abd PTA balloonkaleetn kulge. Arge
laske dhul susiaami siseneda.
8 Avaga taitmissaadma korkkraan. Tiitka dilateenmsballoon jark-jilrgutt
el laiendada kahjustuskoht vanitatavuse labeli kohasali v*lja arvuiaiud
la&imodduni. Rakendaga tigikaudu 30 sakundiks pusivai réhku.
Enavaatustl-Arga ulaiag* mmldhkamis'&hku (/1BP)

10. BaHooni:tUhjandamIna Ja eemaldamine

Tuhjandage balloon aiandardsate PTA proisaduuride kohasett. Rakendaga
balloonila 30'kuni 120 sekundi jooksul nagatilvset rOhku, kuni balloon saab
tuhjaks. Enna kataatn varasoonest atievaatlikuli vlija témbamlsl tagage. at
balloon olakiaiabkuli luhjandatud. Tuhjandimisaegade v*hand*miseks on
pikkusegt.r-200 mm baloonide puhul soovitatav kasuladi kontrasiama
segu. ms-sisaldab 704 lusioloogilisl lahusi ja 30% kontrastainel.
Tooda.v6ib olla perast kasutamist boohllik. Kasitsaga ja kSrvaldage k&k
sellised seadmed haakikiidetud meditiiiniiavada ning kehilvate kohalike,
piirkendlike ja ulkllka saaduiie ning aaskirjade kohasett.

11.-Tamimlne

Admiral Xiram* PTA balloonkaieatar tamitakse slenilsana jasa* on
méeeldud vaid uhekordsaks kasutusaks. Admiral Xtrama on stanhseeriud
etuleenoksiidgaasiga. Sea jllb stenilsaks. kuni pakand on avamata ja
kahjustamata. Kasulaga toodet enns kdlblikkusaja kuuplava.

Admiral XIreme PTA kateeiar ei sisaldi looduslikku kummlaiaksit. Silskl
v6lb sea tootmse. komplekteanmisa v8< pakandamisa kaigus putituda

juhutkkutt kokku cruiarjalide. aistrumanbd* vdi seadmataga ms sisaldavad

laleksit v8i puutuvad sellaga kokku.
Ettevsatuitl Arga kasulaga, kui sisepakand on avatudv6i Kanjustatud.
12. Holuatamine

Hoiustage toatemperatuuni kuivas kohai. Hoidke paikesavalguse east.
Arge liske kokku puutuda orgaaniliste lahusbte (ntalkoheR). loniseenva
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Toodh)aad 3 stEamrgakonpoartankaaerchiud. laockdl
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ankeMivphl. ku loocet kesutalaleaedlaeltkieidavale

keautLgp radie. Inetac uiebledi Kadgatgaramoeattode
mugikdUikaee A lestLd estmargd keaulansaki adofueacssas Inetec
d \eatjtanmingte lootatekitatjd aisssie, kajcseie, junLHikc eca
leesravata kehjjce esst. \dpanatLd aitavitte Invatac podee pettiueed
redkaveakard, d dedise kahjuchaes anlavkorpentataiaon mirgl
Jjud awwremid koreghiate toocete andle nragittdbind Kleedevales
tingristes si i FanreblaasercblcHladica ning vesiaea:

i EviListzbettadie Mediraricmuunvdinaidau
\estutLia, nris tulanebms tabes vl laiud lootest. NeedhvestubLEa @
gaatti pirag.d e dentHd d kdaelcHaate seed sta kdLstLdike:
saieteoa vesudDu satiua. Kul desadava ladiuolie ms tares csaan
pecbvalkdtuscors kehtetunva kaelcetavata ssed steca vedludgs, @
mlhhmenlgaa’u:lcmldiwus @tea eiDias At kera kehetu

Hared asachtaksakehtivadasdica. il peegalcEbkGige paraam
ettadialnatec seed Hike huvaveitutsea gaartii diraied. Ueg
lsiku & de\ditLs attiadite Inetec siduniaks mgite tootega sectLdl
oaarbice A \esjtLstec.
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2. KayttOalheet
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Admirar® Xtreme

Cattiiter Aballonnel pourATP

1. Deacrlptlon

LAAnral~Xrareesi m(ﬂt‘ﬂa‘ab{b’rﬂpﬂ'ﬁmﬂrgﬂb

OerTre Mre. OTW) cagiipour Tardiqdadoeirardunirgle
dostrjes,

adode ktnae peterie ure denebm alareme panse. Uniue
aontinLe l'eniree ce ti kiinerecatrde pourlenlglick landisg e rautre
Iube esl uise pour gafler el degarller lebeiael dedretebionaecun
meage depodiiceaotrtsied desdutiontalre Lafetrictiondu
catheter etlanalehaugoedal dubeiael son! confut pour panettre
cdatiende undanetregoeafig e dubdlord en(@doonck latails dece
camierd celapressiondfirie Lalagueurde e bretest
speofiee. LAGTIERI rene est diporde dars dffoeries lailes ce
HHloret Letlag eusetls daretrerommeuxdu bdllaretsat
Inpinessiriariese.

2. Indications

LAchrird Xaerrs est indiq 6 pour largigdlasiie irardunirele paratares
(ATP)Chez les pabents soufirantcepathologies obstructives des artares
pHohaoet

3. Contre-Indicatlont

a [ Lutillsation ducatt8tera bellaret pour ATP Adhrird Xreneest
antreirdg ee dars les artses coardires et les vaisseaux spa

aatio es.

a “lLecretErabaeiad por ATP Achvird Xratreest aotredirdig 2
lascll est inpossible defrardhir lalesian dole aveclefilgrice:

4. Avertissements

a  Gedgadtifesi aaoupourunusage unigeedLevaet. NE PAS
RESTERILISER N REUTILISER. Larau ssbonaularesteris=sbmn
pautaSer unrsope ce aatamcebon dudspotrfouanirairer dezle
e ture nfadoonauureirfedionadisee. y caTpis, mas sarssy
lirtar. latrararissioncanrdledies nfedoa sss dun i taunatre
Lacontanirationdu disoastif pat enirainer des dlesslres, ue
naedie au ledices dupeiient La raiitssbonau larestarlissuon
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7. Technique de preparation
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. Precautions
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a Luditaiion de ce cathetaralke-tret pour ATP cch ereedUtiverreni
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pes Ueeruncatreter ecrtad.

1 Ainceradlireau mradinmumlintodldoondee. atpirerd Hitrer'le
ttifre. ennvdHrampadyatece laarednacclactear ot
aulagcelapusede

=  UAter leditposhifavec precauoonaucourt det predRclret indio et

lareturedashve ceces lesias.

a Icatifierlet reedtios dlegguss aupaditceatatteaatle
tateet

s Las edgaoes tedriqes garardes liess Hlapod-dure dinienlian
duncatretarddhvat HreretpedRetenpaTeae. Glainditle
Mpege det aompotantt avec Lre sdution sdline isciangpe gpila
aant Tuilissbonetrrgoartrsationgarsidle pgdyadtio e FeldtLdie

1 LetgcaosdictpEe \aeat Fedoaorerlatedriceen
faeonde iptatdu peent at ce Media e cl duugan

a Ladaretrenadnd dufilglicere donpes eocsder0.89mm
<05 ). GartairsraFarenischitsglidss ppvotaccane le
frottenad atelefilguiced lecttreter
Attention : Ledegonflege paut eredius et paur les nocHes dius
lages de catheter Plas-tmet pour ATP Adhird Xrene, enparbaUdiar
si latigeducatteterestlog e

6. Complicatlons/Effets IndPsirables potentlels
Lsmmmmtjaas:u%l rer[ja‘lab:ndJ(Hi’ﬂﬂ'l

namieran lalbge cefalire.

Attentian : Ne pes Udearavecles padlitsde aontrssle Lipiodol™ au
Bhiodol*. audavires prodlitsce amirasie simildres arienemles
aoTposanis ceces agEts.

POLREliminer lair

a

a

Fhisher lalureredufil gLice enracoackn ue saTg erengdede
sdgbonssbre Rrooeder aufitehjueguiacequedu g desone cels
lussraduifHg idAS recvenie dddeducatiretarale-bret.
BrardemenpulariacathelerabeH-metiorsduretraitcerenoetbge
ettasdufitehce lakineredufitgice.

8. TECHNIQUE DINSERJ/ION

a

a

Rour poursuim Ardlenantian, faeces auvaisseau dhitHre
suffeEmremaner aurecarHisad

si lefilgLiceria pes dgji deposlmmedars lalesion sos
redicsapie. neerer unMgrica.de 0.80 (O 035 poue) cars ft
lesicnensuivanl les ledamoLet dATP starchrd,
InseremextrentspranralecUfil-gLidecersredrenTiedistalecu
ctrder.

Inssrer asec pacatin lecathetarabalael pour ATP dars lagane
celinrad.oaur. Souseotrderadiceaqda e Is fareaveoer aec
precalbondars latyiame atouaire padrageverslalesionan
Lhertlefilgice

Attention : Bncss cerHistance padantla progressandueaihenri
HlaTst. encelamire lacasa atpardadai mesures cotredose
aetchariaier | aacerlefilgiceaulecathiteri be-oret
Pasiborerlalke-bretdars lalksan anudtart lss 2namgeurt
redo-qaegLes sitLSs sur lalbpe commapainli cardfaracepar le
posiboreEraec predson dant it Miond-e

Afindeterlode dicture fareprogesser le catreler de dilataiion
le'What per pditsinmeana s, jusuit cege fedranile podnale
dumglice sateductrete-.

9. Gonflage du baHonnet
Attantian : Na et utilisar dair au de substanoes gezeses pour garfler s
e-ord:

a

GCanvadaruasamgeartaat Iepuijl ceaatrasts au

En rekcbmnaveciaporeom ladsaiiin cavdete des b Hes dars lasddtionde padlitde ™
ariratie. Reveniralapesionanogdeg eenlasat lepolil e

a I—me:a arirsste s ecoder cars lalumiseductteter. Rdlirerlasavoie en

Hemaregelose ) laissari un menso e ce pradlitce annirsste cirs fenese ce la

a HFasodesthyarooaniodio es lacax audistaux lunere duls-bd.

a Thavhese a  Hiniherles bulles dalr ce fpoarail ce gorflege er suiverd les

1 Fsttieatsiodrase Instrucoors cuifebtcat

1 Paltcberevrare a Ataicedurdovd danet. foerunggaral degorflage s s catreteri

a Infedtios lo=es balael pour ATP. Ne pes laisser dair etrerdars lesydene.
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1 O lerdond darii defagoaEil degaflage. Goflerlakdiare ce
dilatation pragressivarrant: pour dilatar laldiion jusolau denstre
calade tedesu ce cavdiace. Apdioerue
pressionaaetarie parchrt D ascackaendran
Attention : Ne pes dgpesser lapressian thioricpe ce nypture

10. Digonflage et retrait du ballonnet

Juspace g.e leldloret sail vicke: Sassurer du degorfleage total cdu
HHioTetaant ce reare lectheter duivaisseau aec precation llest
reconmacedutiliser ur nrelarge cacontrails conpose e 70K ce
sdutionsdine etce 30% ce padlitde aorasts aec les lageus ce
elaretsr 200 mnafincerQlireletas cedegaflace.

Apres utilisstion, ce padlitpaut aarsitLer unriso e bidagioLe. Menipuler
etdiminar Tarsanide de ces dgaodtife cofonmeret ak patioLes
nediages etediesalns aulauxiais d regenwwritailas locales redadles
etreticeles envig.aur.

11. Presentation

Le cathetarakellard pour ATP Adhiral Xrare est foumi sierleetest
destiree un usege uricceedLenaen. LAdril Xreneest stailissa
loycedathytae. Il rests siaile lantg e febellega nestmouvenm
avhmage. Ulker lepadlitaentladsach paranpianirsea e sr
retio etie

Le cathetar pour ATP Achrird Xranre re contiant pes ce latexratud.
Ggoachnt, aucours duprocessus celebcaumn. dasserdlegean
davslee. il patyadirunartactacocenle aec des naEgiax des
adtilaudes ggliparetsatEataatatenartactavec dulaex
Attention : Ne pes utilisersi larellege inareestavartauaconmage.
12. Stockage

Goreenver atenpaature andanaatsSisedars unadatssc. Nepes
eqoseralahimiaedusded Ne pes exqposar ades sohvenis ataricLes
@Ead, per eartde), adesrayarenearis laicants alades Utraidets.
Garerlardationdustodkae tHle saie g Le les cailhdiars sciant utilisss
aartlacdse de paayptionirsate sur rsticceRe ce lanidlee.

13, MAKAHTIE/KESPO148AeViTE

Le padlitetdeg e corposan cesn syitthreatae cags feboLes,
‘testes etenioefies avec tou les loirs nic i Les everlissarens
aoteLus dars ce nocke davdd cohvat4ee aoathres
aamrefaisan parte inEgants ce catle diipcsiuon. Inetec garairtle
poclit(Usoli lackte cepaenptionnpgeeedessus Legaatierepat
aregydqeeqav lepalitacteufeedasleregpectdunooe
dendd. Indecigetietouts garante encecuiaaare lag et
rardharce dudispesiVWauson eckeg etian= unbutpertaiter. Inetecre

indhitles gaarbes legples de defat etde aofante. etsy sutile. d
edu touts aure resporsshite evlantueie de Medranic g dleq e sal
carartiere sat pes destnessi- @frdirdeles evenlugles dgpasibas
leceles ddoataires envyanr. Si uedase dudamnce legoorsatdile est
aorsictiee par untriourdl aanvpetataanme nule cuenaonihaecls
negdion gdicede, laatieredantedu dai ce regoorsetyiilere tera
pes affockee d resieragodiceded envigaLr. Ladauss nule sara
ravdacee par ure datee ek au rdffletaaau meuxles nfartts legibees
dinatecen kst saresporeahlite ausa gaatie Rersoreniesi
retditeé her Ineteci apelgLe garantie auresoorsstdile e ce sal
aocaran lepadilc

Hrvatski

Admiral?y Xtreme

Balonski kateterza PTA

1. Opis

ADMIRAL™ Xrae parfani jebeladu hetetarwtle ' putamziee vodbes
@E@d. OerTheWN\e OTW). posspoarllen ra iaccente pEitLitre
bardlunreEine argiqdasife (PTA) uataadaatichimzacadjenimlavin
Ham». Katderimadvosiniblumens belaomptSusoainmaniegou
disianomiaju Tijdos dastfuumhineonganasernapdsnamm
kil Jedia bjevhaii ez sredSy lunenza bouvadiiau ddksedica

I(rﬁasrcgsmalﬂzcﬂ‘le(mremr]@om

belamai definraomdua NeveceajedUjimesvekog kelaae. Kateter

Achral Xramradbitipenjes belaimaraddiihvehas. Noirsiri

pajehi dijirebelcactisut suraevaite

2. indikaelje

Kateter Adhviral Xraneindoran jeza parkutarutrardunirainu

agiadadjiku (PTA) nibdesrika s gstrudivomiadesti paifenihataga

3. Kontraindikaelje

8 Balask lateter Adhiral Xraneza PTA karandddran jeza ypotrelou
ukooEnimata” anai sypreeartrimknvnindilena

B Belasd kateter Adhiral Xrareza PTA kotrairdaranjeza dicsiee
ulginaiica vadliare noze pijes peodlfie legje

4. Upozorenja

Og uech aatliljenjei ramijejensano zAaji yaotrelu

NEVOITE QA UPOTREBUAVATI NLSTERILIZIRATI VISE FUTA

Foovrayootrea Hpoovmastenlizedjanogu uadol rekad

kotamadjeuethiainn@ddjud uelkise Infidaie bdesila,

WHLAd. izvedl ostalag, prijancs zaraanih desti s jedhog bdeilka

»

rijecctpvaanni zakekwu lzranu sluigjmud ped jediSu deurestshi
Zoog poovre s jed poovre yootrebe ueckiad

1 Kakoh se svanjiorizk ad ateckeriakviih Ala, repLsite kelancb
pcn]aal(jcctpﬂapcnﬂ'] Zle pddinsEino jAstaim para

a ste;ehetnik kateter za PTA idazan veskulanmoms siad,
yoadale nine prircgronmviaddkaiiietog fluorcskopskog redaoa.

s Baaskmidetaamnza PTA renofterikowati ksca fergahen
RidaZg beladamikatetaaza PTAn Zeie paraienesanmorekon ito
pDstavite zicu vodilicu.

1 AolLexor ygafanacidtiledpo: uvdite uadkatporas poroau
tivocdadie. adedhernienpudanie bdgtainons brad j[9anm
a’gagsll oA pieroito belaek keteter poraiete rgaied A

s ZQJ\cldﬁchranLa\/l nulkJereqgcu, poricati
repuaveniabelaekog kateiae Achvird Xrareza PTA
1 Pi™ roit iaefte kateterB Veskulanog sustava. noate pdpuo
lepheblelan
a Tld(uedaaresrn)epemmmm ilakpicenja(ReP) Navedkni
testraniamvio. Kakoflekreld

didov konlraitnog srtdiilve i fizidicike dadre).
Kateter yanjdote myaisteka fdavdianosti revedanog rapelaniu,
Mijere opreza
1 Bl lkaigterza PTAIrdebb ypotreldiaeb sanro bjeinid achvoo
isasivam iaoceiupakuarettarskinmraEinre argicpiastés. Kakob
se preBvad Updirediiaeo. nidojeiend [ito reanijeanjetehidd
recelt Knokih pmienali nakapovezad s parkutaom
harﬂumﬂm‘rﬂgqjmcrn
a undaEelaekog katsiare Adhira Xranreza PTA bdesnAu
dgeuj;xaa@lgdoe(&rﬁogm veradilaiatoriidl) usidedh
sastancardni prddddru za pakutarnutrardunTalinusggdagdar
B Bdttgueammnloaukaorebisie skdcgpoateld ketdler
1 _Kakobistenveindrdi ek zaka egameitei ipente tustay, agad
Ideteraaielo onere adiaafle rgpgaeTm
1 Ured) gaezroyadrediagjte zazehweie kdil dahvecsiu kalatidae
leeA aridde\edutamegafloe zoog aaazivre prace bhkcp,
a RjehemEituvdieaagjderessepmkotradansh.
B Uadanlmjlunu&ieaprd’bebq:ﬁnnhmlhhpﬂi@aa

o0
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NGO paierace vadiae re srajepranainati 0.89nm
OOBNT). Gdecn prameark voehcama nogu LRG0l
poeFnjelrajeizvecbivadhei lkadaa

Qoea ved bemed keietenAdhriral Xrere za PTATogum gaoie
IgphHves. aaddito akasu posal ja<d nekatetare s d.gintijdBn

8. MoguOe kompdkadje I nuspojave

9. Napuhavanje balona

repdaenjateosa

a Sogjile S us kontrasinimirecsivamina Luer pridjuceksngeitanra
SldaniSssud cokaqpakorastog secshare postare bez
njeua ane neanasierski Ukaroguoyjua pack kontrastinogy
sechhaulurenkadeaa LMaTteiircajku i cstavitereniss

B ieckoe kotrastre Moaire rechvonidil lumeabelaa
Vezaozpridt a Wdailezadrersshunck izuechjaza repUhaveriavsdacls
1 ldanhansian yadamapoaadsch.
1 lddrelaaje a S pphrulizzporogvemia prevrsteusty zargaaaejara.
1 Iddreill daare toviooenidijade gaaxcke belaed lateter za PTA Zrekresnje uG usstav.
a tavioou a Gnvarepvecmueiuzargahaeaeie Rostupo rgoste
asoaeufistuiu diatagiskd ket kalko Mite prerA legjuraizecLreti pamieru sdedu
. sgalikcomusvedaoeh. Rimjediujlestaky tisk aprAke Dsdard.
B Ilddreirfadie Qoez: Tikkuechjaresje pavali raecamficsk pucaya (REP)
\ezarowz pdiirerje 10. Ibpuhlvanje | uUanJanje balona
s deddupairaredtjated aie lsLsite ketonskadu sa staricersimpostupen ajiakutzre
s pafossfuebjaied e irardgrireire agdlasiike Nabelonpmjeiteregebraekad30 o
s paliet git 120 sskud dkse re igaami. Pojare jehlbetonu potiournost isouren
B aururedddaukdazahtje.a kiruikuinehvagju pieroilo ka"er pedjivoewdete iz kvreiile. S belarmadime
fl retlecruproirene arerie r 200 mmpgaoudjese yootrela ko trastre njesadire ssstavu 704
N . Iltdaledqaa D% kontrastrog sreckhvared ddeoenjavierea

a potpuoecsdaje pafareataie

X Raizvad rekon yadreee noie bhbiotoiki goesan: Rkgjte rjines sim
a Hpoerdjj lekvunuredsiinale ihudped odabte nskdadus privedaom
a bdoeipecgetdinvtg meAdre<ampiaksomi njeachnimidalnim reganivir | Aiavnm
a aitiu AaimBipgEma
a WN R 11. Isporuka
:‘ estersaTidizdiu Belarekd keteler Achiral Xiree za PTA isoonunjie se derieni renenien
8 kaknaml'mtdra’nﬂom]e {dtatm Saialu?)?esa"mctkseraazi Mnecthvaraomi neckecanom
a Edraju Adiacd idarstiie rie dida rdandjaroti.
a rsskjjeralgdoe Kateter Adhrird Xiraveza PTAre schb pathraguren lateks. No
a dadjderedjerakoiradrosectsho sstavgeanadaatje tesialienjaA peldranjanole tiuckjrochd u
a proggureslgu codirs neEejebTa danreA gtranamiof sadrnie laiekd A ddaze ndadir

7 ehikap'iprare St . - _ - R
Qorez renyyte yooredjaaii ko jeunutanje peldranje chaapA

12. Skladlitenje

Uditite rasthomnyetiLii kantrdeang sdogj tapaatui. Qde
pocHje ad surckve st"Cosh. Nengjie idageb agarskimotapeine (o
akdkilu), KMaraiLceaecajun utdjudcssomakana Riogte
direlae calatetae isadiie pijecatunaistsardavdjacdi

13. JAMSTVO /ODGOVORNOST

owgriaukakorebale dlleiil belai akoasene dpar ootHuad.dite

Qoez Nengjte yotredjadl s kairattmmsredivina Lipiodol™ A

Bthiocl”” n dugmikontntinimsreckhinakgia sedZe kapoeieM

gechaa

KAKOBISTE ISTISNULI ZRAK

a lipente kinen z2vodfau putaniucaaitcdjlkargarjaa
fizdakomaoanom Iqaritadckiakuena re podre idadti iz lunmea.
beevadhce nadhialnomikiggubelarekog kaigiera

a  bEatkimiatstaomrengtanfoat gadonu jajaanrbelsiei
igdragalureavactice

8. TEHNIKA UMETANJA

a Pelyplbnoabll dovwjrodvaen A cbd rordaettrankaobste
restaiA sazehvelvim

a AkobcavodbcajoinisteposiavAprekolazi)a podfiuorasagiom
unetrrte bouvodAatiad 0,89 mmO.06 NTh) palo lebje nsdadlisa
darcardhimPTAldirilkena,

a linenite prdqpran kg vadhcandtan wii kaidera

a  PaMtvouveceekelasd keidar zaPTAkaz odinauza uwada e Rod
Ihaasgeekdimneczormpeigivo ga uvedite kraz parfare ble dgecked

puzcnhuprdzu:d:n’\ stnud’idj.}[j’jsaeA teike

zaae Aloreddmsﬂtrolq,lsaMJQeqaeo

bouvadeadpranaledji.
Qaez Ao gjetiie apardk uvadite belantkd keteter. uivdteuadk
atoral adoreda pijaregoiu restavite difeuvadiii bvuvodAauA

acresrjuochpyaTosb proglati neveiecomA sypctimominjaeracivom.
pau redjecerandjacs precstalag didaizaesaavipdpuocdd
@gje nased. Naveiech sa ttiakazanjajue vedadbmsiadkomiga

najb™ qdsje leglbrannieras Mtkalnatecdece agantanjiMiste

belarisd letela-
a Rmnetﬂm-.n,la’laues porocLidtjeaarelke neproaineza
rercharde zeke mtijdulasteralgeducke keo refaatrelade za
a Kaohise grjedAsadjage, dosiadisd katetar uadte pdao. podo
capantlb. dkiz njegare izeck prdardini kg beevodhce

acbpvonoebA jarsNa. Nijechacedba remaprao dovezeb Invetecralyio
lelvojarstivo Aadhovonoii vezare Lz paaad.
Magyar

Admiral" Xtreme
PTA-ballonkairiier
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1 Leira*

Az Admif*!" Xtreme efly vezet6dr6ion vezetett (over the were, OTWfl
pen(ena$ balonkoteler aieroszkterozitos elzarodotl or«k perkutan
tronuhicnnlhs ongioplasziikii (PTA) kezeleeere kielakilva. A kateter kenGe
lumenu utiral rervMkezik melynek dieztilis vegAra egy ballom
hegeuteflek. A keito* lumenu tzir a pronmaks vegnei elagazik. Az agyik
)irai a vazaid”~nak azint kozepto kiinen bejaraiil kepezi a masik peOig
a tagiiobalkm (koniraeztanyeg e» aooiMt keverekevel IOnenol Mtoheeere
ea laereazikaere hiaznaiatoa. A kaieier kialakiieea ea a balon speciAka
aryaga krfeiczetien azt a c«K azolgak* hogy a bakrti annak mereie ia a
ryomaa hjggvenyeben pomoaan meghatarozoti avnardiure leheasen
ligiilana. Az egyea balonofc hoaaza pontosan meghaUrozoa Az Admiral
Xtreme kntOnNMr6 balonmereiekkel kaphaio. A nevlegea Oalonatmari ea a
hoaazok a caatlakozdra vannak nyomiaive.

2. Javallatok

Az Admiral Xirama penttrias anariak obatrvktiv elvaiiozasai esetere.

perkuUn iranaziummaiis angioplaaztike (PTA) vagzaaehez keazult.

3. Ellenjavallatok

a Az Admiral Xtreme PTA>ballonkataier haaznaiala koazoiuerekben aiaz
aoitaivbOl ered6 erekben ellenjavallon.

1 Az Admiral Xtreme PTA™aHonkaiaier elenjavalot olyan eseiekben la:
amikor a vazetodroi nem tud|a kereaziezni a caMzi6t.

I

. Flgyeimezteiasek
Az eizkOzt egyuer haaznaiatre lerveztek aa kizarblag agyszeri
haaznaiaira azolgai. TILOS UJRASTERILIZAINI ES ISMETELTEN
FELHAS2NAINI>Albbbazon haaznilal vagy az ujraetanlizslaa az
eazkoz szennyezbdasanek a ueazaiyat hordozhaija magaban. eaetleg a
betag (ertdzbdaaahez vagy atfertbzbdaahez vezethel, ami lehet
egyebik meUett faitbzo betegaeg atadbaa agy bategrol.agy mbsikra. Az
eazkbz azennyezboaae a beteg saruiaaat. megbelegeda$atvagy haiaiat
bkbzhatja. A tbbbazbri hasznalai vagy az ujrailerlizaiaa hatiaara az
eazkOz azerkazate tbrulhet. vagy az eszkbz meghibbaodhat, arm padig
a betag taruiatehez. megbetegedeaehez vagy heiaUhoz vezethet. A
Medtronic Itemfelelis semmilyen ujrasteitlizblOabbl vagy 10bbazbn
hafznalalbbl eradb kdzvetlen. velelien vagy kovelkezmenyea karart.

a Az brtaruWi kockizatanak a csokkentesa brdekeben.a bellont annyira
tigiiia hogy az megkbzelitse a szukulel proxitrtiliaea diaztalia okiaibn
lavé *r btrrbr6|4l.

1 Az brrendazerbe bevezetett PTA-ballonkaiatan|6 TT6akaun
kbpalkotiaos kbvetea mellett ajbniott mozgatni:

a Ne mozgaaia a PTA-ballonkatbteit (eltbHottillapotban. A PTA-
ballonkaiMer helyzeie caak bent Navb vezetodrot eaeien mbdoaiUtaib.

a Haa mozgatai aoran ekenaWa jelenikezik:akkor meldtt elbre- vagy
viaazeMe mozgaina a balonkaieien. rontgenatvilagrtaa. roadmap vagy
DSA li*in meg kel tlapiiani az elenaUa okii.

Az Admiral Xtreme PTA-balonkatatartagitaaa kozben semmlyen
eaettien le mozgaata a vazatadrblot:

A kateter errenduerbol veto eliavokteaehoz B baloni elobb tejieaen le
kel ereazien.

He lep)# nil a nivlagea repedeai’nyomaat. A nevlegea repedesi nyomaa
1 lvitro taazteUa eredmenyem alapul. Javaaoll agy nyomasmerb aazkbz
haaznaiati atulnyomiamegelozaaere.

Na haaznllion levegbl vagy bartityen giznemu anyagot a balon
felioltaaire Kizarblag az ajanloii (chblibanyagoi alkalmazza
(koniraaztanyag ea nziolbgila-aboldai egyanib aranyban).

A kaieiert a caomagolaaon feliunteien leiarab idb elbtt baarnaLla (il

EKlreiOk
A PTA-bah>nkateteit Kizarblag otyan beavatkozasokra szakosodoh
agbtzaegugyi ddgozbk haazniktattM akik )briasak a perkutan
tranazhimniilia angwpkaaztikai ekaraaokban. A temtek haaznalalahoz a
perfcutan tranazluminMa an”oplaszUcahoz kapcsotbdb szakmai elvek.
orvon thalmazlaek bs kockazatok atapoa lamerete szukaegea
Az Admiral Xtreme PTA”onkateter bavezetetel megalozoen
aUtalmazzon megleMb gyogyszeres kezelest (vbralvadasgatib. erUgilb
alb.) a betegen..a PTA atandard eljiilsrendjenek megfelelben.

Legyen bvaiot a kezelea aoran. n e h~ eaetleg kart tegyen a
kaieierben.:Ne heaznlkon kbrult kaieiert

Hogy mnel kevesbe lutheaaon be levegb. az eliraa lelias ideje alatt
aapranababUHae a rendazert. as ugy~n a azoroa
kaibiergaatlakozbara

Matzeilbzi6kvagyizinteliku«ergrafioibnrrtéel | brbaokbnntentbge
aaaibn az byen leznk bides lelege matt az aszkozt fokozott
korullekintbasel hasznalja.

»

»

»

»

o

@

o

)

Ubg a kezelba elbR bllapiiaa meg. hogy a kontraaztanyag kivalthal-a
allergias reakcibt a beiegben

A kaibterbevezatbst minder eaatben a rb vonatkozb bliaibnos szakmai
kbvetelmenyek betarlbsbvil kail vbgreha]tani. Ilyan kOvalelmbny peldbul
a randszer baazatevbinak steni nzioibglas sboldaltal valb bibblltbsa a
hasznblst elbtt, valamint a azokasos profilaklikus. szitztemba
hapanmzacib.

A katbter kuibnfele cblokra alkaknazhatb. A mbdazeit a beteg allapota
bs az Inlervenciba orvos jbrtaatage alapjin valaasza meg.

A vezethdrbi legnagyobb btmbrbie nem IbpheO tul a 0.89 mnvi
(0,035 huvelyk). Bizonyoa vezalbdrol-bavonatok nagyobb mbitbku
luitbdbai eredmbnyezheinek a vezetbdrbi bs a katbter kozbtl.
Flgyelem!| A nagyobb meretO Admiral Xtreme PTA-baHonkalelerek
esateben a leeresztes thbb idbi vehet igbrybe, kuibnosen a hesazabb
katbterszbrakon.

6. Lehetsbges komplikbcibk bi nem kivbnt hatbsok

Az mtravaszkularis ballonkatetarrel vbgzeti beulietbssel bsszefjggbsban
elbfordulhatnak egyebek mellett az aibbbi komplikbcibk

Sziirbeeal bsazefiiggesben.

helyi haemaloma

halyi vbrzbs

halyi vagy disztahs tromboembbliba epizbdok

thrombosis

anenovenosus fistula

pizeudoaneurizma

helyi fertbzbsek

Thgitbssal bsszaluggesben.

a distzekcib a kitbgitoii anbna faibn

az anbria falbnak perforacibja

hessian tartb gbrcsbk

sebaszi beavatkozbst igbnylb akul ujbbh elzbrbdas
albgltotttribnaismbteltszukulete

a apenfbnba anbna lelies elzarbdaaa

Angipgrbfibval osazefuggbsben

alacaony vemyombs

fbjdalom bs bizbkeryshg

anlmibk

szaptzisvagyfenozbs

sziazibmbs emboka

szivbalhartya-gyuladaa

blmeneu Kenngbsmegingbs

halbl

»

)

»

L SR Y

oo o=

atorgibs reakob a kontrasztanyaggal szemben
pirogan reakob

ElOkbuMeti Hjbrbs

Az e"brba mejyiezdbse €ibn vizsgalia meg az Admral Xtreme PTA>

balMikalblert. hogy az ep bs mukoMkepet-a. Tilos haaznblni, ha a kulsb

vagy a belab csomagolas sbruR, vagy fel van bontva. Mkitbn

megnedvaaiiene a vbdbhuvelyt Rziol~ba iboldiital. bvatosan lavolltaa el a

huvalyi arra ugyalve. hogy kozben ne shcul |bn meg a balon. Ha ellenblibsi

tapaazial az ‘agy* kezbvel csavaga meg e huvelyi. a masikkal pedig tanaa

a tzbral

Figyelemi Ne:haaznbija az eszkozi Lipiodol™* vagy Ethiodol™®

kontraszianyagokKkal. se ezen szeiek bsazetevbk laitakiiazb egybb

komraaztanytgekkai.

TENNIVAI6k a LEVEGd ELTAVOUTAs AHOZ

a OblfMae bit vezetbdrbi kimeneiegysboldatialtolieBfecskendbvel.
Kezdje meg az obliiast. bs addig vbgezze. amig a folyadek ki nem folyik
aVezetbdrbi lumenbn bt a balonkatbter diazibks vbgbn.

a A caomagolbsebi valb kiveiel bs a vezetbdrbi hjmenbnek obliibse sorbn
katulje a ballonkaibier mozgatasat.

8°A-BEHELYEZES MdDSZERE

a A lovbbbi beavatkozbsi Ibpbsekhez biztosltam kel az akadblymentet
hozzbfbrbst az bihez iletveainegfelelbrekanalizblaai

aHa a vezeiddrbt meg ninca a lezibn keresztul eUtelyezve. akkor.
ronigenatvbbgitbs melati. normbl PTA-mbdszerekel kovetve-halyezzan
be a Ibzibn at agy 0.89 mm-ea <0 035 huvelyk) vezetbdrblot

a Vezesse be a vezetbikbl pronmaks veget a katbter disztahs caucabba

P YYD Y =Yy = =

~
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imardizeren kareulu. avezetoddd koetealizib Nex

Hayakml Haelankikii arzskel abelatateter bevezatiee aatkn i«
djatoddbavezatiMihial vegy alkellatatrtenadlg. ainigd rem
cHiieeis « remdriictiaaz ellerkiksddd.

1 lgaartMa katioa Mz6n beMpoitcsana negfdde™ tisyzethaa
azAwi lae, aadlariin karset k ponteaHelyezest azolgalVi2
‘tLgirfogo marked varelkaztatisi pormv hesarehvad

1 Abeslecbadleruese Ardekiben leeeen. Kalgpeseldoenvezetee
befdea Wjldatkietl. amrigaverstodibtpedrdavege dbreamiunA
alagatd.

9. A ballon renélibae
Fgydlem Nehaaznt” levegotvegy kermayengezremuanyegd a
CGoonfddesae

pod
K azvdretiatkorullelul 1S mesodparog arigal

kotraeaLnyegdVei
tﬁjaanbmdﬂaiem Ergdbvmain alegdn

a Buiokdarenesileealdidieedotagyao utssilesal zat
a Royteafdfijtesdar aPTAeaatsiere eqy zarac=gp
reiznllaaa. pdjenana bogy rejuaon levegd araczate
a  Njeeanmegaraifuleesiaz zaraegpiat. A tagiicoelor fdozica
ledtzead Ugitaaa kzibl amegfaldossg Ikdazat dladankiezamton
aimaodaesalg. Tadion famailach nyaeei kaiillekdl
D neeccaay.
Hayalam Nelkpie liil areMegeargpeckd ryarest (B8P
10. A ballon leengedoae Os eHavolitisa
Ammémaal@e\ee’@eleatﬂdt Fam"lk
aavCretzetal

ldjetenlevenaede. ivalotan njzza k alasataz ats. a20nm
ballorhaiizok eseiin a gyonalb leeretzassk aeckelan 70% lididatot at.
30% koriratzanyegot lanelinesS kavarek heszrilete jaetcH

Hatznilai utin az atemrik bidligiai veszalyfonrasrek nrinituilal. Az
sitzat ilyeneszaw az dlogechttanvoti gyelaiatrek \earinta
\varetkoro Febyi. tartid. valannit ortzagoi =ad att egyeb tzehilyddriak
negiddoanlkezdje at arunatianiita

11. Klazerelis

Az Adird Xirema PTAREIatatatar gyinlag itarl. it agyszen
retznilatrakitzul. Az Adiral Xravedilinodd gizzal ventlenliziva
2in it tirietlen ctomegdithen stenaad. A lerekal actomegolison
ldtntsien lgaii idi avRhatzneM L.

Az Adhird XramaPTAaEeter remiterenez lemretzetet laeg nil. A
gyiniii. az csszeszareliti vegy actomiooliti Idyarsi torin azaten
\detiajtaintadetatt dyenanyegidd. aizkezade vegy
berendezittel. analy lataret lartainez. vegy anely azzal korildoen
imtez=R

Fgyalam AnyiidRvegy saruRbalso ctanmegdlatu atzori Mot
fareszelri

12. Tirolia

Szabiilyozon tzdetBrertedeier. sziraz relyen lirdancho. Ngofayid
vaoath Nelagya ki az eszkori szerves ddotzarakerek (pildiul
akddrel)). ionizild sugirzisnek vegy Utraildyafiryreke. Akiszlet
rerckzarat forgaiitival gacosdodjon atbl kgaya katsiareka
csoregdlaiukon rdiudaeRlaaati dilumekiR relhesznilesra kajijeek
13.szavatossAg ,jogi felel6ss8g

Ataniketis mindin Gizsiediet ez ahvirheio gondostigoal tenertek,
avirttRik tetziattikit coregdtek Az azeldoenaz JdmuEilkoen leo
figyalnedetitek kifgjarsilar ajden ddrd izarvat riszinak telkdnachc
Az Inelecgaradiiaa lanedeaz azanlivi letint diiung sad. A
tzavaiottig akdar inanyes. haalemiik hetzrelaia negfeleHa hesaelaii
umutaidhek Az Inveiec ssrvnilyennodntamtzaeidjaa tenrik
lorgekrezeibtigit. tamaddii asiraval6 alkalmeattigt. Az Inetecrem
fadatatanrikiRal doxttsamriyen kaaetlen KOaeteR \detlenvegy
kovelkearrinyat kirirt. Csalis vegy ez Inveiacit-d \itatt tiilyot Hia.
etetit kivivaa\aud ekfizatretoellenlilalezii tanrilyenkirirt temileret.
regydda temmiyen etetbensam mMtaniatRlemreek zimlizot aa
Ajelendiiratiben (addi garanca nrecetentoddiai t Felyeflatiti ahikelka

at megiddossgre varetiomo jad gpn'anl@tas kzt)aaMadrcnc
mircknegyeb atzvAR tarekdd | leVottegit amek
eackied fiiggecinud Ezenjogitelalossegiittzavaiossagi
koritozisoknek remdilia elenlilba kerukil ssmrilyenvaretioo.
KaVezojad elGirittal. Haakartatozat bintaly fdietdet ilatsket birosseg
enanidairekvegy avaatkormjogzalbelyddadlentezaekinmodti. a
farmaracbreszet az remirinb aztovedaais ldieseniivanyasit
retalyot nmarad. Az ininytaleri feRaidi egy inanyes fdiital helyeRedti.
amalag feldotsegeit amdcmgak:narmtek‘rﬁdnwa

Italiano

Admiral® Xtreme

Catetare a paltoncino per PTA

1. Desciizlone

Adhral  Mrereauncstaraa peHroo petifao tuNogLica (OTW
Qeer TreWre). progeRalo per ragpteebca peiaUarealrantiunTele ret
\ali etarcschrotiadcdnti. tctetare patariaun aappadoqboine
tulaapuniaAttala assldato un petaoono. Il capoadgg@oMne a
bfoco turesiranila postinde. tin carele assbtLisee renirdlaperilNo
gucard hnmeaalrda netrel dtocardlevieetMzzato pergafiarea
tgorhare| paladrno perdiataziae anuaimodad mezo d arirssio
atkdziaefiddagca LasinRuadH cidearealospesalandadedd
peloreno tono progatieb peraorsentre | reaggiinEnio A LinAanretro
tpeoficocH pelado. mbese ale cirersian A gestuRnoeala
petsatiedefrita. LahnmgrezzaA aessoun pelaanoe togdficaia il
ctetare Adnral XrareeAgpanibile anpaladni A insure dverse: |
danetne lekngezze mirgi i pellaeno tro stanpdli sul raccach.
2. Indicazioni

Il caletere Adhriral Xrare e ndicalo per Tagqdesticapermjlarea
Irantiunmele (PTA) mpeaeti aon pelat e atrutivedrainteretizio le
ateepafade

3. Controindlcazlonl

1 lIlcastareapdiaero per PTAAYE >draTeecu1runAﬂorH
Mrordleataecaaaieerd vati
Il cileterea pelonao per PTAAdhTE XreneecaraviAcatora
cati N Lhoni pottible araertare lalexonetagetemn | Noglicha

.Awertenza

a lidtpatilivoi etdutivarranie mooun. NON RISTERILIZZARE NE
RUTILIZZARE. Il ndilizoo lerittariizzedae pud aseraunntchioA
ariarireziane cd Agootitivo o provocare nfedan drerao aadate d
pedata indgta, ramnsdo, lalratriticad naatie insRveda
unpedentaaEitio. La aanamiredaacH Atposiivopud potare a
latiani. nralatia o dacatio il pedaria. Il nubdkezoo lariitanlizzaziaa
pdaoTpareRaenTisgrt M(ﬂ(jspmeoml
nekurAcaeTanio. aonaorssgLent latian, nelaniaodecatio
pedaria. Medraricmon aratponisdilad cami dreR. nudatEio
amiaguarzdi codi diantterizzaricaod ridilizzn

a Parrdneil idhiod cari d vato grfiareil palcero Apa
ragguteraundanatrosirile aquelo dd vato gooaa postinsle a
ditidaala ttaoti.

B Quardbil Geidaea peladroper PTAVie e etpotto d titlanma
\eiadare, daaaitara mareggialo totto uricssenverziana fluootogdca
ddiagaia

8 Nohnmanpdaail catsiaaapeiaao par PTAgentbi gavo. la
pmmecﬂcaﬁaeapﬂmmPTApdataenwﬁaaasjo
anllAoglice

a Satimotaratiiavadrate lananpdazdae arecattano
agErtanalacassa nedantaAuooiogda. reechTgang oCBA. pnas
d tpostare irdi@iro o aaii il cataiaraaeiaam.

a’) N tpostare inratiun cato il Aoguice durarnteil gorflaggiocdl
GAetarea paloneno par PTAAchTal Xrae

a~llpelodro devaattara avdetarate sgnfo pineA rirael
Getared iitamavatcdae.

8 Nontuparare laprattione nronmalad saggdo (REP). LaRBP t Data
tu hadlati d tail invitro. Si reccavarcaluso d uo turatod
numa;gocﬂlapaﬂcememaaunpeiumn‘a

IS

B l\muimeenaoaﬁetulam gessose par grPearail peloreno.
Pargfarai peHorao. iMzaeaetduvarante i nezod
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gonfieggo aagdliato (msoelaonmezzod atraatbaadgzaa
fisidageainpart ug eh).

W ulilizarail caldere prraddlachiad acacerragoeaficaialula
arfaziae.

5. Precauzioni

a Sdolnredoinienedidi de hemo s fA dartasgpararza
reirargadadiicaparautareatadgnirete poeea o Uilizare g esio
caidarea peladroper PTA Lu1dq,an
unaconcecarzagaaofadiacH prdp laaria. cHlagodicedan
dridieeds redH asecdati aledqdestica paratareatraidurirda

a Rrad ireamail mdaaapdo'nmp;'PTAﬁdnd)dram.
aownaraad prate lalagpafa ackg e,
(aﬂcca;laﬂ \eeadilaiaton, aoc). Inkeeeai paodli iarckd per

a Mrayaa(n araH=asEe paradlared dareggarto. N
uiihzzare un caidlare carreggisio.

a RerrdiTod aviinolfaemee ingestod ag, aa}]releqmum
pocedred egaradare einedae dd aderaenaiaaeil
adegamanto cH caleiere bensaratedurantetineaposecle.

1 Uirhzae il dgoostivoaonatieadae! die IndLcorola
presara<klesioncadrideo Imreebveecdanainidia catalaretue
aoresivad i iesiari.

1 Amadd tattanen vaflae lapesarzad aetdi resrdiai
deagdad nezzod arxirasio.

aduziare rieidagicaleoriadailepine dditeo alacoseta
graTizzedicna iiataricapd-iiia

a Legydicadan cH ctatare possorovaraeree lalaoice dee essare
iceitainkese ate cadizaii cH pedate e afegrararadd nedco
ireneriista

a Il davatro neeinodd MogLich nrondeve syperare 0.8 mm(O.0351L
Aauni nedtinanii arM guich possoo aunatae lafidaetai fik
gictat claae.
Alieviore: i caldenapaxmano par PTA Achird Xraved gard
dnereiai potiono aere tad dagonfeggiodil KingHl. goeseinente
rd ceceodd catEetanaonaaoiu

6. Potenzlall complicanze | effettl indesiderat)

Le paossibli covdicanze eseecdate airinsamaton ttaesdae d catetai

apdlionoo peeeaoirndLoclre. talddto

Rdatiuadliniaziaa.
Ehatonalose
Broregalase
[Sees] |rcntnsrrhd|o locdi odstEl

U I R VI
g

¥

. 3
558

i

Reezianial (amea
Reericre alergicaai mezz d ariresto
Reediare pracae.

. Tecnica.di'preparazlone

WHwaese laarieziae nemaoestaraecarecpetaogoata. Dope

aereinnidolageinad poedaeanadudae ssirafisdada,

Mmuoaeendiadae lag araitesssa<nocecamndameggare il

pellaao. Inceeod rasidiara noarelag sinanuanaotEatcb

famoHoapoenniaHa

Anarzione: nonuAzare i ez d aontrasto Lipiodd™ o Effiioddl ™ <o

atnmeza d aatrastoaim dre acontagooi cavporenti d guesti agai).

PER RIMUOVERE LARIA

a Ingaeafoobil lunedd fllog.ich adlegach uasinoa renptaan
sduwricre adira. Inziaread intare lino diafloniuedia o licLicb cHl
lumredd Mogliceincovgpocaraddlapuradsiaadi cietaea
pelado.

¥ | Biiare lanmanipdadaedd ;i peladroduarte lagireziae
dala ariegdae erintezicacH luredd Moglich

S. TECNICA DI INSERIMENTO

a Laoosesod vesodbve eseare aumeaEnE e gogioorcarHElizzaElo
per poier poossclraconuHE M InenaTii.

a SeilMogicermmaaoaatsioposiziaataiaesolalesiae
satto csseneviaa liuoroiogdica ireare tnMbgLica ca 0.8 mm
(O.0FL diraaolalesica aegab letaaidePTAstatad,

a Ineavaretraniti potsinde dd filoglice rellapirtadislale cd
[e= (S S (oY

a Inereanaiawaeil ctetaeapdaoo par PTAattraa=o
lMoolttore. Sottogice filuoceacdca, faloaverzarean canida
atraasoil sstanmavescdara paifawoasg acbil fileglicavaeola
lesice

Alierviane: inceeod residavagacbd faaarvaeil cietaee
peladno, nohidLeralacase d Heresistarza e Inrgparcae le
recessarie aran aetive pad aotmaeafaeaarzaeilfio
gudao Il catetareaEiadm

a PRoidawereil pdadnoa-inano ddlalesiae utilizancb i 2 marker
rediqoedhi presanti sUl aapodH caleiere aare punt d nfamrerloperil
beizicarenioprecep airaaro lalesiae tag,

a Pereaidlaediaddianat. facaarzae| ctetae pardaazioa
latanate. apachtah finderestraritaposinde dd filogLice
rmonfuoresce dd cdldae.

9. Gonfiaggio del paHondno

Atiervione: nronutilizareara o dtie eceiarze geeecse par gorflirail

pelado.

1 legareuasinpaatEraiarezzo d atreatod aretiaeluer
cd racacb paeeinde dd Aldareapdiadno. Apjdesapratsica
regative par dra 15 lecordi fino a guerncb re-asdudiaeM . mezo
d ataammaocoduvaldl dle. Rpsteae lapessiae
atnosfarca leedacb aconart il mezzodaowrastord hinedd
ctetae Rimdoaelaantoaleedacbunmeniscod nezod
atrastordal recocacb oA kinedd palonuio.

a Rmwoare lebde dara di daoceibod gofiepgoaegacble
lavzian foreedH fedoreene

1 Senadbsi dd nbvattod airesio hesare undpoarQod garfieggo
d cateteit apelandno per PTA InpedireEhgyessod anaurd aidiara

e Apnel nioEtod aresio posiosu digpasibvo d garfieggo. Gorfiere
gadLdmenieilpelooo perdiatazdae, nodechd Harelalesioe
firoa daretrocaicdato mbese ala tabelad acafanita Aqdeare
preenoracetariaer area Daecadl.

Atttrvicna: mnaypararalapressiae noirele d saogpio (RBP)-

10. Sgonflemento e rimozlone del palloncino

Sgonfiare dpakinano inconforviil ale proosedure PTAstacad. Axdlicare

pressiae recative al iMandino per unparocb aavpeeo

goposushaTenie tala 1D aecad lincfielpnano mnawda:

Aacertars dre dpaknano siacardaiareniesgofioprad estrarean

cautsia datetaredH eeo. Parrdlire itand d sgorfieggio ani

peknen d kingrezzax 20mma e eidiad Udzareuanscelad

sdl,zid‘elsdogca a70S ad nmezzod aorestsal 0%

Dopofiee, dpachtiopuo rgaresaare unrisdhio bnlagro Mereggiare e

aralbrethdgposisv ssoob lacoretiepooedure neckieele

romabhe local, regiarel eredianti vigentinnatea

11, ModallU di fomitura

Il citetere a paknono per PTAAdreral Xreme iere fanuiosienieede

ed svarenie nuraLso. McalaiereAdhiral Xrare esielizatoan

assidod ddae. Lasiglilavittananianuaa cadzaedela
mfez:crerm\egaa}maodrﬂa@aa Wezareil pocdoprra
ddlackhiad scedavanudctasfatidesa

Il catetere per PTA Adhvird Xirare ronaontiere latticed gomrareluale.

Tutada duante lafesed podldae eassarblag™o ocaferaeneto
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pLovaEnireacrtativacdcertainerte annaaidi. stunatio
gopareadhiature aorterenii oeniraie incontaro an |l ettice:

Attereiae: mn jtilizare le lacofeziae Inemae dareggateogata
12. Conservazlone

Gotenere alevparaturaantierie atllaaintinlucgp atoutio. Tarert
si rparocHU Iube adaie. Non espaire asohvanij agaud (sd esena
elad). isdialvhi lomuent oKicc uttraidesa. EsegLire un<«entama
raezia e innocbdei caieienvagao ullizzebprrs de clled
scacaranpotiaaf eed H addlaaafeziae

13. GARANZIA | RESPONSABILITA

Mpaohttoeogn covporEntedd sue astEnaacoaat pagHtiat.
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rediieganis. jrarkisis arpretsisais. kurig sudayjeyraatakuielugo
M suldds
Perspijianes; nerauctlite, ja vidnApekudli peicista artoa aticenyta,
12. Lalkymas
Laikyii regivgengie kanbao enpaatfiige. sausgjeviage. Saugdie
rosaues iviesos. jiiaeiso retLnvaldi agamia bipka (pz.. alkddiis)
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Joo weatg gardule artalHaddetmn ™ Siesas Inantoriaus reucin ™
ataniaddtetdp, kedlkaietare Oy paraudati prei beigantiageligino
laiki, rucdytamant eluots.
13. B6ARANTIJA | AT3AKOMYBE
Rodlkizs irkiekvieresjosistenol kenpoentss bivo adkures,
pa;aﬂlm iiberdytaairsypelaotzs ldkartls e relkdanm atsagino
legina, esanysiiose reudgino irstrudijcee. Nkl
liimtrva lalkami $ip ganvinloaucetireddil. . Inatec autaikiagainio
caratijpild geligiino catos, nuradytos antganinio. Gararntijageliga, jeigu
carinys reuchjanes pecal recd)inolrsnikdjea. .Invatac reidlailkia
Jdditgaatiji™dd ganinio parkamuno ata ditikino emtiknenalikdana.
Inatac neraatsskinoa cd jddqtiesiagr i netiesiaginigar idutinig
rLcstdIch ga‘nrlora,d;nu ISy Ir\aaca@,lsamm

likes joacHiagdligatdiau Neceligantis purikdeatn oGl pelaiatza
cdligapu kunagerausid ditirla. Invatec teisetLs maae, goigat
.Isason,{pata@taﬂj’\ Jje.aanora,_n idiging predrii
Invatec jddg garartijg ar atsslamybes, sLdjuEgaupoolkiu

Latviski

Admiral™" Xtreme
PTA balonkatetrs

1. Aprakits
Adnrd’\)mHTelra‘dTgJ Ildgars palﬂalabdcﬂaars kesir
perkutEaSs tarth

pddnadacda Miea auuRevddbveditaistioss lesjuaaiiga

iaTeg, betdracaurure tisklietdia, Id dedidiiudiatedijes belauar

loetrddjaunTpeials kelaamataidsirizstracis & lai varFuzesret
rotaikubelaa denstruatkar B rokbelaa belgnaun roiekia goedea.

Katramielaremirmoteikiagarus. Katetrs Adhird Xrene Irgegjans ar

el iEnpulelaiem Deb parbeloaromwisiodianrstruun garumuamir

roadnwz sadaoiga

2. IndIkBcljas

Katelru Adhrird Xraneir pareczats helat perkutines trerdunrirdlis

argiqdastijes (PTA) laikBpeeartemar parfiro artijudduzivo s

3. Kontrindikacijas

1 PTAEGaEety Adhid Xrene ey peradzats Izvand kaaBraiss
atRisaunvirssartss seireveds.

a PTAEa ey Achira Xranmaredikst Izvatd gedijunes. jaar
vedilijstrou rever s"Rrad TpRa bggiumu

4. Bridinejumi

1§l lafeirizzpacaun ppedata b iaeiAia liddare.
NESTERILIZEJIET UN NELIETOQIIET ATKARTOTI. Alkerota lietcsare,
infdgju pedentamval sastandHu rificsiancs. tostaptetreda)
nfekaiss ahrles panesl roVianapedatadlam lartoss
piesanjcsanavarizraist! peeeniaiedirojuns. avibuna rai.
Martdalietcsaranal denlizBianaver gt leices sinddurao
viegebeldnbunvd izEsit lafoeadartbibes rausjums. kes sadat
\er izaisit pedentalevendany, dimtune rai. LeQanmuns
Medhoric, neLaerveaatiildiou per lbgdem ngjadiiemvei nebosilen
zaLcHumam kas rocks izstrachjuiraatkinotss sterteePares\val -
Hetolares .

1 Ld aanvednitulegHano asirevedu bggiuunisa, urdidiakelaa
danetramirgpiuai jpettila asrsvada danetramtiell dma
sssauTijuraunaizta.

1 KadPTAEaiatets bk leved s asirsvedl SISiSTa. naniplicgjes ar
toijaraua:. izvantgd augssskebtates fidiaadadiu

1 Nawdoetmanipdidies ar PTAekirekaettu ked tas irugdRdrs. PTA
saevda

1 Jananpuedjes \eiksares laikarocks petesfibs, dnrs belaiatea
VirziPares atpelaj \ai Lz prekiurcdaidosd pretesiles dlanl.

Izmnqns fluoadadjy, adlzgjat lgaieksS padktss darbibes el
lzrantgjat digisio sUbtrakces angiografju (C5A)-
1 PTAkEaatgra Adire Xrare jdidearea lakardeca gedjure
1 AmalastaiailkPares ro asirsvecl sistRres belas irginia
Jaiztiido

1 Ngoasnieddet marirelo parausares sdedieu (Rated Burst
Pressure— REP). RBP \vafilairrdeida, “enotvira invttotesisBara.

1 [ Belama jzoildianei nedhilkst lisict galsj el gaaveicavidu Lietgiet tikal
leteicano uzdidliares ljicdlmu (fildagidais S<dlnrs un koreetvida.
vienidi attiedls).

n.Hiegjiet katetrj licz dariguratanigalbeigam kes maadits uz
lasguna

5 Piesardzibas pasakwiiril

1 SoPTAeEatasudikst imartctlikai tdi inezivo prosadu
gaaddisti, kuriamir petidam dauckz jeredzes paiuarga
trardunireisie e dadadtija. Amrarizstrackjurahetdares irjebot
@inicei Izoana per parkuiBesirarsluTirdlls argiqdastijes
tEmidgienpirddam Krlaoliaguhuunriddan

1 AmMaPTA EaiadaAdrira Xrare levidldaresveldd pedentam
athilstolj nedilenetom tagdju (@ doeg dade, vazodlaiams uc)
seskapgaar parkutares trarduireiss ardigdlastjes tarckra
paddiem

1 Uagistkatstiu umnantg, la izarftcs roieggana katetralbggiuna

1 Ld HEminmumamsanrezintu gaisa iekj0Uhusisiera. agairgjid uin
degiet sstBmu posedOss laika neals_anot ketetrastiprejumu

1 ledteliilleto pesardig, jabgljuralr izgisejles kalgjs \ai atrackss
rekdlid asirsvedl irargdantati. jol8dhbgaiumunviraralirabadha

1 Anrsersielares irjaosela, e revaagsuresdjupet
kortestviu

1 MeamarIr jHeaovigagbs tehrides prasties katetralevidosrai.
Sis prasThes leiver ssstBiohjuskaloiantiar sterki fizidagido djiclmu
pm's hetdlanes un parasioppdiilaldoda. istanrisko beparinizadu

a Kasuvar betotdezados eidos: LieChiarnes nretoceijaizvales

B \ediagjsfToes meldirilais daretrs nedtikst pirsniegt 0,89 nm
(O.035adlzs). Notekis \edligaTguatchuns\er Izaist pedqaireiu
\editggefigss unlkatetralaz
Uzrenibu Lidllka izrers Admeal Xdrene PTAelaiddaremer bt
ilceksiziukiolanes ldks, itlgeii. jalkataaasis irgares.

6. lespajemes Io’r}:i)e:ljaa/na/l\aﬁfﬁs blakusparadibas

lessjares kes tieksaidlliss arlbelaiaetraleviddau

asigsvacks. var iQiidas (Errelika)

seisflbaar pukgu

\ietgaharstons

\ietgji \ai disiaii irandoariod el taucsium

Iraviooza,

alaoeoatdia

peeickereiraTa

salsChaar cohiecju

dlatziis artegjes leregss alsiagolanis.

arterijessleniges perfaaio,

ilgstolas soeaes.

inevaxs

alkardadiciaaadrsvech staoae

1 pilrica perfarss artanjes ddDija

salsSaar adayahiju

boterdja

sopesUnjulig s,

aitrijes.

SeInfadia

sstarrisaaridije

acbads.

idaicToahenmodinanvikes red gju pedlidLUneiares.

rae

resldjauz nedikanatLg

LR O S ]
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1 danidarsdjapat kdttrastidy,

1 pirognarekdja

7. Sagatavoiana lietoSanai

Ams paaucH. vei PTAbelakaieirs Adnnal Xrame niv
bojitsuncartgies. ki ;:Eta:tSs l\Hlaglé l|aTa jaa* |re1a*\a lekitiaia

Rretes_es gedijui anvieurd peghezidl gpaalky, ar arv rduturo( .

Uzrenibul Neetoiiet Lipicdol* vei Ethiodol™ katrzetviglu (el ahi

korastvien. kurss ssstS\Sirio Maekussstivoajes)-

GAISAIZSPIESANA

W Fevagidilid, kes gegidtaar (cGdagdodsid nu unizaegid
vergsficealfimeau sedetdatolanu raz tiekiznedrailsTdns ro
\edhgid TogesIOnaa kas drocss kelatastradsiaiaagali

8. IEVIETOSANAS METODE

a Lai lugnitu ineZhopooedlr, gelud asirsvedhin irjeat

a JavedtaisfigavAl revrovieloanirs bgguna aﬂmcﬂcmps&tlm
ievetgid 0.80 nM(0,03Sadki) vedggsfigunvirs bgjliuma iznaigjct
starcartaPTANetocks.

a \edigisches pddnsiocgaluievetolat katetraditisisia gela,

a Wmaily leiagiet PTAEO latstru car leledd Zam Inaniojet
flocdadijes kawdi. uaTanigh vediettocaur pafasioasirevec
sistamuun sagjiatvedtbis bgjijuraviraea
Uzareniibu Ja belatatstravirZTsEres ldlka sgDiet petesfilal, punts
\echejstices \ai bicriaa:raiaaeswrzna'ﬁs wz prekiurciaidygiet
preted Thes caiani unveiaet kaggjcees cardles.

a Noviet et bdlaubgguna kaatsauoes purkius maigjet els

rentoerkotrastajaics rarkenus. kes atracks Lz ass, lat predz
iejetotubelaunrs ireialgguna
a Llarmasu I6nemun pelgpanidd Mirdet dilatadijes

saTtegcsa s
katetiu lidz rolkatetratiekiadrdts vedTtijsfoss pradinsisis cgels.

9. Balona uzplldliana
a Haaa‘gla:elrua'lotamnduuﬂa%mjan l@selrcdaspe

latetralOQven. iz;arietilid, atstijot kortrizshvidles
IQreasaiaotlyS
a  Likvdijietgeisa butujus uzdidTiares idtce, ievirgjot rezotsia
roadjuns.
a Eagot oeBjaa PTA beatastanpedegiet ugaldisares
lend. Ngjadjiet siskire legdQt geisam
a Abdiet uzdidTiares laTas noslige S Pakipeniskd pedidiet
diatBdjes kelau peptaiinot bggumu Mazdanstram kes roteids
saslkaini ar athilstibes tehUu. Lietgiiet renvsirigu sederugptuvani
sskuokes.
Bust Rressure— REP).
10. Baloma iztukiolana un izgemiana
Iz kigjiet belau sedkeijB arstarchrta PTA procediiiim  Lietgjietkelaem
regefugdediau gotuvan 30420 sekurckes. Hizbelas irtuids. Am s
lkatetraizvilksares ro asirevech @rliednieties, \ai belas irging
iziLkiats. Lai ssvedrBadiztukioianis leikukelaiem kuni gagrtisir
Z200 mm ieteicaTs iznantot nadjuru kes sestSvro 70% fizdagsksS
VTdLnaun 30% katreshvieles.
Pic izrentosares sis izstridijurs \er izastlhidagisku godacguru
Lietgjietiadss ieriass unro tanathMgieties ssekgpaar pjeganto
nedcindopraks undarilgiangiametijian regaeigjienunvelsts
likimemunroteikuniem
11. Informedjaupar piegSdes fomu
PTA o iatstraAdhira Xranetiek pegeckts stails unirparedats
Mareizgd lietcsrdl. Balatddrs Adhira Xraneirstenlizitsar
etilSd<ich gaa. Sailitsie tiks ssglabita, kel Tass lgekogjurs retiks
ahats\a bgats Inantgietizstrachjuu Tazda Ty ratamicabecam
kas norSotts wz il etes.
PTAlatetrs Adhird Xrare resstur cebisdalkauodalagaul Tatir
razoiares. nonteZss \ai igpekosares laild les var ngjals saskanies ar

nradicham instnimenuemva goigumu kes salur latgauna ssekares
ato.

Uzareniioul NHietgjid izmirecguu jaleksijais lgetgjusirabvirts el
bgets.

12. UzgUbaiana

Udagjid kanirdaaistales lenvpadtiirg, sausBviata, Saggjietrosaulles
leckrdies. Ngoadaulet leTdatendoiljidrdizju ([denaram gare),
Jjanizajdasagurave UHaidetss gaises lecartbel. Nodrdiiniel
ineniBsgoblg, | kateniduidedt Hzdsilgumatamniralbegamn kes
noridlis wz lgsiguranattsuma

13 GARANTUA/ATBILDIBA

SiSizstrecaunrsun katralasisiimes $estevchjair pgedsta. raxia,
plicaudtaun lgeioaar nakdndi iegpfanoumanttu Sej3lielciares
paredd ldgadiietoldrgumiir [peil jaurskdiaka so raakumu
restienanasssiach]e. Ugoamus Inatec snieck izstracijuram
caraiiju Hzroadhadsiiguratenmabeigam Gaartjairgia, ja
izstridijuns tieklieids. ki noidTis ketoiares irstrudja. Uponuns
Inas:rs*rdolrewl |u;:a’|zﬂadgl.rrapaﬂrdﬂymttza’a\a

cedjumus o uenTuTa Inetecpuses. drdiamizalsgjana
kovpersadjanedikst parsuegt gostildlia izsireckivna rikinesunmmu
Saics noieikunTos atruretagaaiija leiver un aizsigy Komigogarantiju kes
ir denragaradefalduunrdekunuieviroianes gedijuna, unizsiackz du
iepdanougdjimumaMedianicailkiUbu kes racks. lietgjd waijimuma
Pegeckio izstrackjuTu. Nav parediats. kali« aibldibes ungararices
lardeeZgumbGs petnvaar kBdempienrargianeskauntoiares
ddigatemrotaikuram Jalonssmuesadzstle:hmaruas
rosedjuriempar spike nsesoiun el esoiu praiiraar genardano
Kantbtanu lss neieieki arures parijocu un B pekek spikB. Spika
neesoiais rnosecCTjunsaizstliarsar otk esoiu nossctjumu kes vidalik
pa‘ldal,zglr'rmﬂlnﬂmlkng)rrﬂa dhildbes\ai gaarlijes
lardoeZciara. Naviersi parsar= rav tieshusaid T ua)<munuinetecar
kedLigarari jes \ai athildibes puritu abediB Lz io izstracjiuu

Make4OHCKN

Admirar" Xtreme

banom kaTeTep 3a nNepKyTaHaIpaHC/MyMUHanHa aHrnonaacTnka
(NTA)

1. Onuc
ADMIRAL™* XTREVE e rg/tiEeeH baroH KeIeTeD 38, S0BSyBAES NIa/

2. Nnpukauum

Achrird Xrare e vHoLyeH A rgayia-a eHT W -arHa.

aavecia (A HY reLEHIV O O TIRKIVEHA 3800 Veerta Ha

repgdEs-HEe eI

3. KoHTpauHankauuu

a, BaroH karergoorza [MTA Adhird Xraree rkoHmavHoyeH 3
WVOIEGA 1O KOOOHHHAE ZOTE VTHIEH/TE CRIpEV HRL, 20T,

8 “BanoH karergoor ;A MMAAd i Xraree koHipaHoLyvpeH =
OBV K LLTOXHA IR B0, THE HE HOHe MR ja rpev-2 L Hera
reHa

4. TpegynpegysaH>a

8. Mveraro a/sa|H/a-D NHAVEHETO GAVD 3a €HOETHR DIEDD.
JAHE CE CTHFWW VEVPA T UM OTRERYBATTBTCGRHD!
Moergp-eray DIPeCa VT CIY VEar da MOHE [ COBREET [VB/KQD,

KHEHAHELY | HaoHeraroo A NpeyEaieeT e iarg
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AdlaversooT Ha oBeH/DOT e, 1T o ce Heoraee-aLLInao-a/NVar Hou
A/Crar-d QO cre-oEaTa.

a KoaGamH karergoor Al TAe BBy BH/oIa/CTavy,
payesttBIo o HIO TPEtA 1A e O ELy CO BIO-OHE VITETHR
yquova

B Hepaesham Garokkarergorza lMAKaaeHneH NoiGara
HaGaroH karergoT 3a MTAMDe 13 02 MEHERGEVD DO KY
SHAETa-aqy ¥V KaL Ge HEOTAa HALCBOETO MECTOL

B AOMIMPARKYEELESTO G2jeen O, MU TEO A jayTHy e
JHAHETACO ravVOLLHAGTYEOOaVIB. G @B RERLS HALTEISER,

1 BoHig oy Ferppaiesbej IAagEvea
HeOyBy/EESEETO HA GarH KarergoT 3a MTAAdhird Xrene

1 BaroHoT MR LR TOOHD /R G VRYLLE MOEKalETEi0T R G2 VERR Y
QOEECYHH/OT a/CTav

1 FHergowhyeEe oHIWHrHOTT/ooxHUaareHT ). HT1
e 3a0-0ea BB Pesy A e QO TECTVEESo vHa o Ge
SpETOEyeay DIpeEta HRYOEA3A O EEES HRIMIMIOOT 3y m e

6. Mepkun Ha NpeTnasnnmeocT

g @'D*laaaoaﬁTAmmlcp/cmom_aum
VIVEETT PBO HD VDK CTED BO Neesile vTHigEseH i kao Lo e

1 [eneoeenyeate HaGaroH karergoor 3 A Adnral Xirere, Ha
JELYEHIOT [gpe Hy COQRETHA THE M|B OO B-aa/ (BHIVHOENY BKT.
2EBQIYYEISTOPVICTL) BOCOI BOHOO GO CTaHEHATE Moo N3a
MmA

1 BunvareHo peryespe o KareTeoT 3R HeroaurenTe. He
YoESealrealrereH e

1 33/1A e e HAWHAVYVIBHEG/EESESTO HA BORIYX a0 VVPEE U
VOTEKHETE FOQ/CTEVOT MQIPHEETE LICTa 800-<a 00 KaleTeoT €0
TeoTHALEER MO ka

H08 O0HOBA HAAOCTO| GAra HBU BLYEEHTOT U VDY/CTE0TO HAL MLETOLLTO
ligaguumvHigEeyiaa

a MaanaHorgdaEep Ho BlaeqayraHe avee A HOL-VHER
0.8MvI(QGHH). QEEMEHNCO TIMHROHAYTE ST KIMDIS R
MeeyEENeErau B-a-DTp/aEte VeV > L ER-aqarkan
(== cend
Bruverves BarmoH karergoor za MNTAAdhiE Xdrere COmoeam
ONNVE-EEMIMDIS A GE VROVLLYeEU TGEEHD. 0oo0aHD HITU
e ILERN

6.  MoxHM kKomnnukauuy / HecakaHu ethekTm

MaOOITE KOV VLYW DEEEHA GO BNEYEE S HAWVHTCEEE0R T BI0EH
GartH KETETEP HOHE.[A O TRBREET. HOHE GE AT BHAEHARL

oca-are hocaraaa

onrp. amale)scarada e Eiaaae, acoqyEarger h

aacaraa

Brverve; HayneTeSyeaiB roao koHIpecTH/Te qoeacTaa Lipiodol™

v Ettiodd” 1o cvHHAORVIN KCHIRECTHA QREOCTaa KM aQp+ar

KHO-EHVHA@AeaaeHn

SAVCTVOHYBAILE HABORIYXOT

1 VOTE-Ee IonyWEeHOT HROHA BFla-aQiyy Kaoo LLMLHENO T HET A0
RO peCTECR. Mo +eTe co/TBd-EESTo aaTe- HCTa
HevCTe-2 QOrMvEHOT b H Bla-aqyr K HR Oy Clar H/OT -
GartH rareTgoT.

= VEGamyealTe paxyesilieco GaroH KareTgoT Kara oy e O,

JEIYEELETO UTOTTBR-ETE MyME-OT HROHA ElR-aqry ke,
. TEXHUKA HA BMETHYBA)bE

©

rpaynesyata. oREjmnvVcrEHEH R TR MM EATTTA

a  BVETHETE TOFIOK/VErH/OT 3| HA ML B0y THA BO [ CTar H/OT.
Foara KaIETeT.

a Brnvaetrpa-scee rotatH karergoor Al TTAHB cCavarara .
aceenyertite. Co ryquuoaoaQagsEe BHAVETE HOJTMECTYE Te
O H/BIE/EHETA BEO ENyCA O R jao A Braeqnrnka kaH
resHaa
BnveHe: Ao HVOETe HAOMopaEKa roaneeysare GartH

Arsayisraranentead My oMKy ¢ misaqn,
KATETE0T He GeSBae Mo -O/VEr HOT X HRTLEre-aqauka.
9. HapyByBam Ha 6anoHoT
Braverve: 3aaeste HaGarmHoT He Ko CieTe BoyX, Hy kaaiarn
mvracan
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- [geeereuwrpagto O jvurs IGVI’JDI—DqHCnI)CDLLH’

B ynoTpe6yBajoi TeRaMOT. Mvarj-EeygaM AcleHaGartH
rarergoor Al TIA He aymponyespe BD O/CTEa O JAar e By

10. Viguysg=e 1 oTcTpaHyBam Ha GarioHoOT

Qg Mo/ acen /A Gm o maoreceH olseen e e Yo

Paayegpe ioporepe Maseaviie /oVErare B0 GO BOHICT A0,
HEVLYHOAMEECA W IVEH VEVTE S Dea  HA [=IVOHErHA

HHELHOHENHH 3ee0-H UNnponon.

11. HevvH Ha vioopara,

BartH karergpor za lNMTAAdhiral Xrare ce voparyea cigareH ia

VEBVEHET GAVD 3a €HOEIHRy DIeca. Adhird Xraneaciear-aen

@recemMreHaay], iteacia-e ClereHce JaHE e OlEqI U

alrEmMreyeaBsTo. [Mpo/BsqapT et /A Ga KV CIEP POKOT R

VOTECA HYHBHEH HE ETkaTala

KarergoormIMTAAcirE Xrae Ha ap MV nVEH Bl C.

Garex MaIN@aOUEooT He MoEQaoien. adoyeEhBumraseais Ha

ByTyje B0 oy-BeH HHIEKT o Malgvianii. aremiavrviaave ioja

QPHAVTNGTBED KCHISKT QOSBRI C.

Brvverve: [ Hece K OO K/ - EE INOIO e s e e

oECRE-D rViaLTeTe-D.

12 Yeaae

Yea/fe HRGQ/BOMECTO Ha KouTponupaHa ecd-aremnepatypa. Jacewea
ey QQao-Hese aEer v [hHe eV DRES He qoia- o
pacTaopyBaun (kako HAMQA arkKaKa ). JOHMaMpayko AEEle 1T
yeaV/OraTcea aseT -, Fonoaie ManvAig, co Liikateteputa [a
EVOgu/CET MEAJaVMIcTe e [IoKOT HRYMDIECA CB-HaHEH HAL
rEyERLeTaL
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HagOICEeHOCIA VHA IFEHL V| Bra HeVEETT MR LI A MOOIVERE- BT HRU
[T QPefN QR IRHAOTR oK/ HoeteHo,
YEQWRAHIOAQOK B VA BEOQRYEEPESTO HAQIITBgHCIAe
HERe A aaove-a F Ve Hae [BaHA Toa HEVB R
anjee FOOCIa-BIVTE KByIY VI TTVE KAN QO M R BT
Heaeraranayyarece avemaeic e KRBy RIoB H) LD
enqanEa Aa-DVTe VHIgpE Ha kavreHvjaBs Invalecm

apEH/HyERES HA CSOjara QICEqHICT TN IEH V@A HEeERDTUe
HEbBCBECTYEABa R )ad e ravreHraalindecre rkaea o
rgeeHH/la T mQoeqaHOCT BOgR0<a a0 MaovBaqpT.
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Admiral™ Xtreme
PTA-ballonkatheter

1. Beschrijving

CeAditrd™rareis een pafaeovar-there (OTW) belaialider:
atnaEN\Do paauaretaginiree aggdag-tkbj dotindid
aherceceratischhesilijcen. De katheiar heert eenQueHuesd B8CH, et
enbalon godeddaetipgdast. DedeHurasdedHis vatektaentd
poddeuldrce Ee‘lhjswntcbqaa’lrgrsa’retos’mle unenvoor

ateddikvence bHomaetendegadsiiniesice dilk Delateveneke

balon ISgespecftoeard Ee/Adhird Xrareitvake goserinvertdhilece

belaTrdlen. Nonrele belachlreterenderflaslaangpdehlb

aargepfl.

2. Indicates

Ce Adura Xraneis geirdiceadvoor parauare tatignaee

ardiqdassek (PTA) t§ ebatennetvastotiapailaetiegedars.

3. Contradndlcaties

a  CeAdmrs Xrane PTALEakaheier ISgaaotrairdidERrdhvoor
cehruk inkrarsslageders ensypraaarelavdlen

a CeAdwdE XrarePTAldalatirderis oo
silualiesveatij het riet nuedijks o laesii neteenvoardeedle
jpesseren

4. Waarachuwlngen

B DtpuodctiS amnapenendtkitadibecbeMvoor aamrekg ggauik
NET HERSTERILISEREN OF CPNIBMCOEBRUIKBN. Door
harggailkenof herstarliseren kenbal pod cevwodanbesvet ofken
cepatianl latl«l—m‘l\mlﬁmd:k’lﬂrf&dﬁ_ Hati kuren

ogavwdigdhecke de hetgevdg itven hargaauik of rersterlissbeven bet

paclot

B Ombhel reico gp pdatied vealelsel ebgpaten naviceke-n
gevdd ttcan dareter decedarsienaenretvetretpodned an
distzdl vendesianose keredat

= Wareerda PTACHIakatheterinhe veeisidlsel wod gaaadt, dem
deze lewoden gimreanpuleardacer kinelisiief hoognearcige
fioresaoopitche dosenete.

a Maipuearde PTACeRxkatheier niel ingaddde toesiad. De positie
\encke PTALEakaiheier megaleenwatenveracadnetde
voardeed qozanpleeis

a  Indienerwearttard qatreed bjcershetnanipuaran. diar nieskq net
behlipven rartgachdnag reed mggpeigof OBA de carzaek
henenvest lestalen. voordetce belakaihetervooruilof achienuif lken
wacknverdesis

B Davoardeed tregibsolui nahwadken benogen lewvifl de Achvival
Aranve PTAelatatheierwad gewdd

B » balanntH vdedig lesg djvoorcH uce karrelar uithet
\eetsteiss hedli.

B OBAxdriaddevesigesielde barstoh k (REP) el De RBP it gebiseerd
aartedeti aonoadiklevariaren

B/ W cebalon rid el Kidt ofeeninder gatvanrig nictH. Getartik
zouodcssirg)

B _Gabru* celahdlervedr ce utaate galaruiksdilumop covarpelddng

$. Voorzorgsmaatregeleff

B Deze PTAeakstheter negusatardwacengdanktdoorarsen
dMVibesdhiden overvadvoaerchenarg aphel geldadven peraure
(arstumdeargopladliek Voor el gaarelkven dil padlctit gadige
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karris venGetedrsde prapes, Kinsde togpessngen enrsicds
et betrelddrg lot perautare irerelunirele argiqdestiek varsist.

1 Wasanvoozidhtighj het hentaran ven ck kattheter anbbesaoedigilg
enenlevadkoren Alaeen katheterbesdredigd la, meg deze net
wadengauikt

1 Omdanugdijdoadd ljdt inbet systearwvadt Ingehadace
nrindiseen netugediraede pooedlre
\estAtter.

1 Netpodot neetvoorzidtig gaaukibwaden inprocecLres net
varakie lessies of kurstiratige vesalaire gafts, vawege ce
sdhuackeaadhendagdijle lassies.

nueten tedientijck inad tgarorenwacdhn Deze anettenbet
oodlenven ce covporeErlenneteenstaide, isotone zoutodlasing
\aorafoperd zen het gaauik en cageildijle pofdedtisde
sysierrische hgparmissiie.

1 Kathetertogeessiroen veraran Dejuistaledriek noestwadn
gessledeEard o besis ven ce toestardhven cepetietence enang
\enckatsdeckirgesputaai.

1 Denadndedaretanen cevoardeed neg rietgoEzjnden
0,8 MM (O,0 ind). Bepealde acatings govaadredn kumer ket
wrjvirg Iussen cevoardeed ence katheter leidn
Lei gx Gdearefanaenven ceAdhira Xrare PTALEIa atheter
Igoen nudiik langzarer tesg, voord b lace kathetasded ten

e Mogelljke conrplicatiee en bljwerkingen

Devdgae aardicies waten ater adere geessodeard net

indartatieven inraesaUaire kellatahdas.

Met betradddrg e purdies
Ld<d haratoom
Lddlede=dirg
Lddle of disidle travibariodisde episodes

Aaute recod Hedie een dreurgisdhe ingresp roodzatelgk naekt
Tengeenen cesiencee incegdiaeaceatae
\diedige oodLsieven de peHfaredagecker

Met betrelddrg Ictardiagafie

hyoterse

Fnengawceged

Aiitrmieen

Sgis/Hiede

Systervische enindie

Ecbcarditis

Karstodige henodyramisdre vadediag
Qefljdn

Reectes gorredidren

Alergsde reedoegpaaradnict

Pyrogere reede

" EmEmEmEEgEEw

netfysidogisde:

besdredigen Als esarstardvaeH draekncesresthnetceerererd
1envt nnetceancarede schedhtvesinoud

Let op; Netgelaiiken et Lipiocl” - of Bthiock aonirestrvick=len (of
vagdi [dae arirsstvidcHen die dezdfce sioffenals deze nucbiden
baeren):

CONTLUCHTEN

m  Sood hetwvoeideeduren LitdooreengaLit eente duitendeneten
zoutcplassing gevudis. Hijffsoodlen ot enviceistof it et
voadeedurendj dedstala tipven ce belatathetar reer buiten
lkam.

1 \anijdnaripdatievence keBriatheter tijda s letvawijcaren it ce
vearpeldirg en het sooden ven hetvaardaediunen

6 INBRENGTECHNIEK

1 Getoegagtotretvet noetgoot gerosg ohvddbate
cehekardissadzjnanck inenatievaot teztien

- Nscbmdaxjrﬁr@sﬁmhcrmdlsoe'dsl&se Peststu
adkrgdeiceven rQnigarchoari eanvoardeedven 0,680 mm
(O.035 Ind) over ck leesievdlgars ce sianckerd PTAJedridan

1 Fesats et podnaledincevendevoardraed ince distaletipven ce
Ketteter.

= | Bagcde PIAEIaatretenvoazidtiginva ce inradLoasresth.
Brag hetpod ot oder gheiceven rchgathalidtirgvoazidhig ap
coor ok peHfae doedvaten, waarldj devoardeed hdtirg e leesie
\dd.
Letqp; Als ubl] Fet govcerenvence keliatatretervweastaro\adt,
nost nearst de cazeekdeenen veststElen en celuste nrsstregelen
remenvaocket ucevoardreed of ce kelaiatt et vathrqpuaat

[ R:Bua’ea'oeteimtrrmcblaﬂe.m@d«bzm@e

1 Omkrden tevadkoren, datuce distatidattheter langzeemnet
\oardraed Litcekatheter kot

9. Vullen van de ballon

Let qo; MUl celeBnriet et hucht of een ancler gesvanrig nrickH.

» Suiteen spul netaxtrastickd sangpdekieraorectordezich b
15sscocen necatievednuk it totokter geen bellenneer inbet
arirestirictH vasHijren Galeng near ceanosfeiisde dnukzocee
hetaotrastnebl et katiretsilunen ken sramen. Meekce qaitics
enlaai deatdj eenmenisous ven hel aotradniccd Indehubven ket
elaigmenven

1 \a\V{d iudtbesBanuthetvunstruren] volgers ceirstnjdossven ce

1 Meskeenvhstruretnatbehuipven ce pdugeaenvest Qo e PTA-
elatatheter. Zagdater geeniudtinkhetsysteemiont
1 Qoencedudaanpretviinsrunat. VU dedatsiidodion
cdeicehjkance leesie levaMdenoereariansg deviadce
anfanrteitstabd berdace danstar. Gefenageveer Dsscacen
esnarsiatedukim
Letqo; Qlasdmjddevestoestelce barstoiuk |REP} nat
10. Leegnneken van de ballon enverwijdering
Laet ce kdllan lesgdqoen inovereardenmring netsianckard PTA-
Gefenagevesr Dot 120 ssocoten negsikave diukuitopde
el oot deze leeg is. Veizaker enendatcelesBonvdliedig lesgis
\mdatmcblaiﬂa’\mzdngutmt\etlraa EenmagseEven
70 zoutoplassing en 30% aontrastnood wadl esrbevdenvoor
belkragesa 20 ivnamiet lesgreensdierle laanvaiqen
Me getaruikmoeteHprod chvvarcken besdhoundals gevsslijk idagisch
afvdl. Behardd envapale prod.denweg oerearkandig ce gardoare
recisdhe peldijken ce logpesseiglke deeisdh ke regadleenretic e
Wttenen regdgavirg.
11. Leveringswijze
De Adhral Mrare PTALEIa kathedennad serdl gdevadenis
utduitadbecbeldvoor eavdiggaatik DeAdinna Xreneis
oesterlissardnet ethyleaodadages. Hetpod ot Hiffl st d zdegce
varekding agegoard en arbesdedigd bifl. Galauik FetprodLctvoor ce
aagepven Utastegdnilkecltm
De Adhird Xrare PTA aleler beva geen latexven retuLigik rudoer Hee
padetkan tijdasde fabeene. nontage ohvarekdng ednter indderied
meareking gensest djnretrstietelen. gareschdgpen of gooaraiur
delaexbaattenofden artactdjnganeestnetlatec
Lei go: GahruikhetpradLct netirdienda bimenverpeidagy geopardof
beschedigdis.
12 Opslag
Banarenbj geootrdearce kenartenpaatur goeendoge deats: Utce
burtvenzoidthouoen. NetHadistelen aen arginische gaicarictden
(zalsaadd), lalssradesidnyofuNaMetlid il Gaauikearst ce
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auckevoorreed zocki ek katretes\6ar ceaaroecevenvenelciiLmywacen a PIAkEIogatstaret mi ikenanipdeares | iHtdad. PTA-

ogtajike. kelagafetarais poision ken bare edres rer neadagener pi
13 QARANTIE /AANSPRAKEL IIKHEID e

Hus det oppslir notstard uder ranipdaTgen. mi irsaken aldares
Hatpodlctan diacompoerntanven fet systeamdjinaivapen 2 mgeﬂrnﬂn;gnrg_ IGIIEg;I’g derdgggmr—‘:glcmgcgaﬁ

oefelhnoaad, geieit anvaret net ale recHijle 20y, Dewvwearsdojwinger () lagetsiad faes bekover dierfiemoar.
devardengegaven indeze gelnuikssennifZirg. mestenvaden for el S o
besdround deintegad athoed vendeze iy, Indlecgararceart - " }
ret o PreLy Loy a Bihmﬁnitairn‘srﬂlfalasaatuddeﬂmeﬁaca
carantaiis celdig, mis het prodctis gkt inoverearstarirg nat ce

gebrviksaanwd)Zing. Invetecverleat geen ertale garerlie netbeirekding \eskUisresstaat. . . 7
Ichverkogdeaheid otgesdHikireidvaor eenbepeld cbdl. Inatecismat @ (NIINEitsoEgiy (REP) il ke ovarstiges. REP er besart pi
\aranaooHijkvoor dradte, irdiredia, indcknialactgavdigchede de resitater av invitotesting. Briukaventrykoenikingsantet.
wadhveraozaeki coorhet pod ot Bhehe inketgad \enfratbcf arbefdesfari Hirdefarbeytiyk
anstige fotanven Inetes, 2 llan aendasdrecbvargoedirgen a = Brikike It dieradre gessfarrige nidertil fllirg av bellagen Buk
lgoer radil m@@lda‘ldefajlupp\alcbkﬂl\ﬂapuiﬂa'\ bareartefatqaunpirgaridH (ikedster katrestickd ag
De gaartie indeze bepding venargt cevetidijle garanties net sdilearirg).
berelddrg ot clractenanrelavirg. anditdiaaderanagdijlke a kKaemetmi brues farsiste fatauacky, somerardll pi peleiroen
aargaakdijkdrecken ven Medraric, venwdke cagaag cek, net 5 Fortiol er
katralddrg lat dRpradL et il. Deze bepakioengpaagaadijdeiden cisregh
carantie zin net becbeld alt inoalk govadidte bedingan inde a Baekiuger neiilstraddig efang ned pakuentadurird
cedatraffarcewatgpiirg. Als erigebgdirgven deze arggdastikk sl nuke cita PTAHEIodatetaet. Eninrgience
garartie/eergaakell Jdheid door een bevosgrke rechtterk argeldig of in forstielse av ce tekrise prirspare, cedinde biusanricere g
tegegaeek et ce hlidgevetgpirgwadt geed t, Hijvenceovarte risikoensomer fatourcet ved pakuen rarsiunricel argiodlestika
bgrelirgenvid \dlledigven kredhtenLitvoarteer. Hetargelgigeded 2t keesfarddtaprod K- tesi ik
wadenvenagen coor eengeldige dasdaderet besie oaegiaont a A pedenten hersikisressig legaictHbearding (@ntikeeg dart,
nethet legtiare belag ven Inatec et berelddirg tot bgparking ven Feer vesadilator cev) | herrdd il starchrdadddliee far PTAfar cufarer
aargaakdijdeid of gaantie. Geenalae pasom is garedticd Inetec e imAdhird Xrare PTAHIagasast.
broenzen erige grartiebgdirg of carddijdeidnetberelddrg it a \esrfarsikig nir duhindlerer kateteret. fori urgamudig sede pi
retpadot latetaet. Bkikeet sedst kateter.

a Fori ninnmaeimtagrgavidtmi duagiirse a dyllesydereta

Norsk qettrdce entett keteteikddirg gemombdle proesedyran,

a Brnketetennedfaaktiget ved possdyrer onanfatfafatakece
Admirar" Xtreme mdhwiﬂﬂe\m«megeﬂ;plwﬁaﬂmm
PTAballongkateter a Alagde reHGd’a’pl kortrestrvidermi kertlegoes far beberdlirg.
1. Beskrivelse a Degradietthidekaaed infairg avkatetermi ditidfeiges.

_ N Dette anfatlar eliingavkorpoeriaened stad. lston
Admira drareer e paifatElogdetEravtypan OertreWire (OTW Wrggfa‘MOg\eigptﬂd@g systensk
- oermada), goesiek uhiletfar pakutan trarsiunire argiqdastikk
. ) hepainisaring.
| dlaadadtisk dstnartela. Katetaathar et sah nad cidaestt lurenag _
" : - fcick Jeft Jctoet Bruksonricere forkaetrevagrer: Telikenmi velges paguiag
pi ! « avpesi lilsiard ag ki a-l'—falrg
o qul " tgeEn i y Em pesient=rs dogkrugers afa )
sertrdalunaretfor rade g, nersctaderaet nikes tili flleay . 2 Virdrergers natdinsedanetermi ikeoasice 0.8 nT

temre diatesageliagen neden Hadirgavkantrestirick og ©035in). Noenmardrergleiegg ken faret eld tnkS)on ae-om
belloghseriaet er ufanet silk st enbesientbellagdensier ken Fortikbgl StarreAdrira Xireire PTAelogetelelkend ssdara
s, aterggavidiagsianasacg difirertinik Legdenpaher g, ssetigpi lace lketeadeft
ﬁf’r?;? m;ml mffien o " 6 Miige korpHasjoner/bivirlaninger
ba—trg:ianas*
< P Mlice lkanHikesjoafalucet ned Intfairgavntraeddere

2 Indlkesjoner tHlagatdrelkenaritie menerikebegearsett
Adhird Xrare erindisartfarpatkuEantardual agqdaddk PTA hos . Rukiunddate
pesianter neddsEnuvive liclkser i cepafaeataiee a  Idathersom
3. Kontraihdlkaajoner a lda dadiig
n  Acird Xtreme PTAbeladeateiers erkatralrdsartfarinkd a  lddeerdstale irarioaiod-Hegisoder

kouaatreragsyaeeatdala. a lovbee
a Adhird XrarePTAdagadearet erlatrardsatiartifeRader a ataoaesise

madapaikekankrysse millesaen a psaucberelrene
4. Advarsler a Ilddenfdgam
a Daraatdanerknufonetfaogbaegetp i egaotauk SKAL Dmﬁm

IKKE RESTERIUSERES FLLER BRUKES FLERE GANGER. His dsslgonidendidterteartersegyn

a‘fﬁa’\buﬁﬂaegan;ﬂd-h‘mﬁma Iendatsepem reko pafogigavataesegmn

\vedheracke soesrer

adRredddugonsomkrever kirugskinenagian
- ' resterose avdmndilaereaiaen
atelankenfareblet patienienbe deds. HrsykeRardar. His

SnKiLde integild eler faretl st etetensiker. e samigenken AY90diekatErie.

]
|
i
i

farehi at pesienten skedks. e sykdladar. Medranic petarseg ike: all_hmoterson
asvarfardirdde der tiFddge skadker earfalgesaedar songastar . grateocgarid
somkRpaviedaiisairngelergatauk a/ ayimer

a Fori reckere faanfarkarsede fHadubelongen Uendianeter a- Sgpdsinfakgian
somerkkeametlikkarats daeter uvictart prdeeHay dseRTan 3 | s stemiscaridsaTg
N« PTZ \edusare sysfare .

a Abslagaeeret erelgponertfiordal . mi
o e > irgaviey Py Z kohvarg remodyrarraskseldeise
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1 regsksienarpilegeidoel
- dlagikreskgian pi karlrastrictd
" pyoger reekegan

7. Klargjeringsteknikk

Undkraek Achvirdl Xrara PTACHIogatetaretfar fara

lkemdleraat pad ket erinekt ag fugerersomcet da. S ikebues

hiadcenytredlarirdeaniellesien ersecet dleripndl. Rk
nedfyeidagsksalivamn og flencaetterhylsen

fasikig dikatbellogai ikaskedss. His duneternostard, sal duvn

hylsen ned cinara hinden merscu hdder deftet nreddenades

Fortiktigl Skal ike lrukes sammen nred kantrastridlet Lipiodol™” dler

Bhicdd”. diaradeliblerace karestimidarsomimredder

bestarctHdeatil dissa sicffee.

FIERNELUFT:

a Sl radedureetvedakbetl angreefiitnedsstar.
Sl tilhvessken dofles tav nardadunaretvad bellagatsaets
dstaetipp

8  Urg i napdeelHElogastaetmes dettas ttav aviolesgenag
madagas lurensylies.

8. INNFORINGSTEKNIKK

1 Tilgaoentil karetmi \egret-Hrelddiggpen. diartilstraldadig
rdardisat foratmmggeetdd kurefatsetie

a Hisnadaemnikedlaakapassrii legoen faarduen
0,8 MO IN) nardeggaTomiegoenutergerarhairg,
ved Hipav starcard PTAstEik

a Sattdnpddnrdeadenavmadaen imidendstalelygoen pi
latetaet

8 Far PIAlHIogatetard fasikiggaTominfaringshyisen Bk
daeTorhaing, ogfar detfasikig garonden paifae veskatuen
measdufagermadagennotlesaen
Foralktig Hs dunaternostardnir kdlogatstaet faes franna
dufimairsaken til noistaroen og ivarksatte lkavigarade titeikferada
faarmradaetendla Hiogastaetleagafram

a Plesser dlogenimanforlegaenvedi buede2 mgatette
nakaaepi daftetsomefaasgourkerfari ggaaenpresis
plassering nillegjaen

a Fai urg kekfassdiatsgadatetaet lagsartfram i smi tm
l denpddinde edenavnadegen kamerirtay katetaret

9. Ble ballongen

Farsiktigl Bk ike Iufi dier adre gessforige midief il filing av

o

a kKdde engaepte nedkarirsstrictd li luerkddingenma
tellogatsarsts pddindemiffe. Pifar recativ inkkl arka
1S sekurcr-. til duide laper kanse bobéri katrastirictHlesiroen
Gl tilkele d atnosfearskingik og lakotrestndd strarmeimi
katetaigneet. Fengaeten og lace\saeigenenreivrirefanet
beavkotrasticbd | muffentil belagdnrend.

8 Hemidlbdderfrafylingsarheten | hahovd pod santers

a Festenfylkgpartettil PTAElaT Steterel ved Hidpar
stogoelkaren. Unroaatcetkanmrer Iufl imi systeret

a Apestopekarenpafilingeateten By diasgiagostiogengadis
fari distaelegaentil baregetdaneter i hatodtl
deaarsstebden Pafar etJart ki @D ssurchr.

Farsikiig Novirehgoagnkk (RBP) naikeoversiges.

10. Temre og fleme ballangen

Tambellageni hertrddtil starchrd PTAjacssdyrer. Pifermegabvt gk

pi beHoogeni mrelanm30 ag 120Sauderd keBogen ertom Konrdleral

ellogen erheHeEntfer lkastaet redes fasikig utay karet En
kaorastidardirg nred 0% ssHam og 33% karestiricod aroefalesved
betHodlegdarpi 2 200 rmufori redleare tamaticen.

Bternkkencattepodketugiere enbidagskfare. Aleseatetar

mi hinderes og kestes | samsvar ned gadgatredisirek praksis ag

11 Levering

Adnral XiravePT leveres saitager kunbarggretfar

Adrla)drares'stmlﬁwrmdel)ﬁem Dethdder

Achvird XrenePTAldetaret imedidarike retuigg nilasls. Uder
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REESTERIUZARNBVREUTILIZAR. AreutAzagiooureesienlizagoo
jpocerti aginer nsco e conunriagio cb digaasitivo cucausar Infegeo
au |rf@aocnmdamdﬂia incLirch, a’rb:anlo eduihaenare a

addantais auirdiretes iIESUlaries dareesienlizagio au ratilizageo.

a Parareddrorssopoadda ok lesio doi veecs. imsle e balloara
undiiretro gpadnacb ch dilnetro cb veso inedidarae podna
edsta | estae

B Qabeqsinao sistaavesar, o catetarcelballo para PTA

ceveraser naripUach sob dosenvedlo fluorotoddcade alta g ebckcke.

1 Nio meanjssie ocatetar ce ballo pera PTA roseiiaco irsuflach. A
poiiglo chcatetar ceballo para PTASS peck ser dieredi aamo
fiogus adasch.

1 Sesgtirresisilnds durante o meLesarenio. axfimeo notve par
liuorcsagde. nrgpeenEnto cuargagafiace lubiraglo dgtal (G3A),
anies’ceo caleier ceballo ser destocacb paralris auperaafiate

a Bmmaiunaarcurslinda poceoloMuia serdeslocacb duratea
rsuflegio cb cateter chballo para PTAAdhiral Xrene

a Oballodeeser dndeunmetedesiruflacb antescha renoaro
ctetercositvravesaar.

a Nioewaahaprssslo daniuarrird (RBP). ARBP bessiassanos
rettRechs ce testes invitra. Recorercirse adiilizzdodaum
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5 Precaugbes
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»
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a A’Iscb«trcd,lzroaas’debal_lo paraPTAAOVAE Xrane
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Restaroee chd Badiaaca

COekislo tid caartaapaifinca

Readaredess aama argagafia

Hpotergo

Dote sersitlicece
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Ingoedareo catetar ceballo paraPTA Adwa Xoenmeantescdo

procedinanio peraaafimar geeo podlio estaintadoe funo . Neo

QOO OY "0 00O

O R I ]

Q

20170228, characterJoin:20170404, 30f9:20110211, 30f9_8vg:20110211

Peructpanug MH g PocagpaBramsope
www.nevacert.ru | info@nevacert.ru



2017/APR/06at 10 39 a.m. Doc number 0110119 Rev. 0 [aobal]
Pnntspec a&*55 - 148 x 210 mm

deese aaratagameda o auinEiarasnver ebertacu daificece
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lene.comasicech paranio chrilicar obelio. Se aertr rattdifida. taoa
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distal cocaletercebdlio.

a Biteanmanipuagio cb catsiercelbalio durantearenogioco neano
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8. TECNICA OE INSERQAO

1 Ceoessceoveante i didememenredesedatruicoou
recarelzach paraprossegur comainenagio

1 CasoOio"uiaairchnio tahasico poeidaecbatraveada legio. st
fiuorcaogpa. mradl rEaufiogLiade 0.8 mMmMO.06 ) atraveach
lesio deacatbaomas teicss pedrioce PTA

1 Irsrmaaedraricekce patrd dofiogliaraedranidecedital cb
[e= (S S

= IntroclzaalicedosanrenieccateterdebalioperaP TAatraveedh,
beirhainiracLiaa. Sob anentagiofiuocecddca fepgproaargeraam
auidecbairavis chivesaUatLre peifaa. acovparherchofioauii e
Aiegio calesio.
Atergio: Se sarfrresistindazoaeaercer ocatetar celbdlie,
ddemvreacausadaresistinoca e actteanedceceaarego
gagrech antes ceaageradidoHneteofiogiealoesiderce
balio

= PRosidaeobalio ronterarcalesio. ubbendoca2naeschea
rackpecoaeratantss naheste coto pontace refaindaparaa
cdlocagio precsa atraeacke lesioaho.

a Paaeitarddass aacao casiercedviaiegolaiee
poyesharetede g e eedrantecepraand ch fiog ieagecb
cAger.

9. Insuflagio do balio

Atergio: Nio utiae ar remngLelgLEr autrasUsstinciagasoM peraneutiar

0 kelio.

a Ligie umrasagaariatbneode aatiaat=zo conecor Luer
an.abmaram*po«mi cbaaae’cetello. Adgepressio

debarbonsode ariresiafiur parao ineor co lurencbcateter
Retiree lega. debatbumnenitoo ce coraste o arector cb
lurencbldlio.

1 Retireai bdhetcaarcbdipoativochintufleagio ceacacbaames
Irainugeel chfeorearte

a Uikundo alareiradhpeesagem iige urdigaasiivo canailegio
a0 caidar dalbalio pan PTA Nio pemmaaanirach daarrosistena

= Aaalareirace peessgemimedsoasiivo ceireuflego. Ireufle
gmlﬂna’iaoballocbdlaagomadlaa'almoaea)dlnmo

Aterdle: Nio ecechapressio derurarorird (REP)
10. Dealntuflaglo do-balio e remoglo
Gesirsulao balio amaafanricece aamnos procedinentos ce PTA
pedhio. AdicLe pressio negiiiva 2o belio durante 0 a 1D aeguds ate
0 balio ficaneeio. Gatiub etade ge olbalio estatoEnate \vezio antes
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11. Apreaenlagio
Ocaetar chbelio para PTA Adhird Xmnre alavedcb estarlizecb e
ceebreeaatmauTeautitrigio. O Adrira Xraree estarlizacb aomgis
dhubdeeda» Eale pamrarecaraestarlizacb deece g e e regpebia
aniElegamsga nantichifodech e leatade carnos. Uilizopadiimates
chchtade\vlicece irdicachmadiiq eta

Ocatetar pen PTAAdhira Xrare nio eatamlitei ceboraderaetud.
Gontucb. durante o proceeso ce febren. monlegamauatieleagem o
aataapoderi tarumaantedo aodenial commeiarsis. naninenicaas
egripenEoge arietaautaaesieacb eneotactoaomilitaxc
Atergio: Nio ouilizzse a envibdleageminlaoretberaoataau
chriftcech
1Z Arrnazenamento
AnszEreemartatece terpentiure arirdece e emiocd laco:
Mentertaafasiachb cakizdb sd. Nio equotaaldvenias aginicoal (W
coto0 aaxd]. radiagio «nizanteou niot Uinideta. Fegaaroiagio cb
aivenlirio cafanmaaq e cs catetaret asiamurkzadts antes dofirel co
ez de etk irdicecb redon stacharielegem
13. OARANTIAMESPONSABIUOAOE
O padlibe cacacavpoate co regpenvo sisiarafaamaancebicos.
febreedts testecbaa evbelados comuradAginea reeoinval. Os aviscs
aontichs restaairstiugdes de uHzagiocevemser eqressanate
aofisideracos coTo parte negranie destadisoosigio. Alnatecganniao
poclaeadatace\aeck indicachroneano. Agaradii | Vilide e
codigioce s udkzagiocopradu aaraoreisienie a@mes netnges ce
utAzegio A Inalecrgidlagelaer gararbade aavercebdeceauce
1 dequegioaumfimespedifico do padlin. A Inetecnio e resporeinel
por queisoLEer danoadireics. ndiretcs. ecdantsiaau ndiretos caueects
pelo padlin. BExsioamcaso cefiude aufdlagnve porpeitece Inetec.
jo eo aoprachr por gLeEisoLEr denes nio aeri. enrerium
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Admiral™ Xtreme

Cateter cu baton pentrtu ATP

1. Decarlere

Caetaru Adirdl™ Xrareesie unadidar parfacaulstonpeste Ad ce
dhidare (OTW- Ower tteViin) deslret ardigqdasbsl trarthinmale
paradarete (ATP) in\eedlasarpvineatercechratice dosinugporeie
Caetard areunaxaidoui lumee. auunbelonaudstpevirful distal a
addqi. A audoui Jrreaesta rarCatlacaaitul podra_Unhtb
fonesainrasadte luvau cavd ;:a’anArddag‘cha |nl:rrpce

cGaietaruu g natatialu oeda parrub ™M n suntpdiediaieinage fd inat
si fiestilsungumntdanstrud kEauu. Infurgeede Arersiureal
belaLki g presivreacEfimi. Aecarekelonare lumrea tpedificaii.
Catetaru Adininl Xranre estaditparibil cuunbetonce dfateikimasua.
CGanetrd g lugine ronrele debelauu aurtinserse pernoad.

2 Inclicatii

UHizarea caietaruui Adhviral Xranveeste indiosii pantruagiqdastie

trsiunmali perautarati (ATP) lapioenp aulbdhdstinotive de ariedar
;

3, Contraindicafli

1 Gateterd aubslon patruATP Adhiral Xrane este aoniriindicat pantru
Uzare Inererde coronen (1 inviaele sarpvire supreariice.

W Gatetad au leton peruATP Adhird Xrene este aonirairdicat in
caarie incarefiul dedhicere nupoate trace celeziunea i

4, Avertismente

§  Aocestdgotiveste pdedtat g cestirel doer peniiuuniid
inrdanjae ANJUSE RESTERILIZASLANJSE REFOLCH.
Radizarea sau restetrarea postecraa inrecceaalanmarea
digaribalgi sau poste caura infedaraassiu nfedareainarucati a
pedartuui. nduzind inai nrenmiinduse latrarenitaeace ldi
infegooeee ce laun pedant ladil. Cotarareadigolivuui pose
cauzarinirea inbonvireassau decesul peceniului. Raldvareasau
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pertri
sauce arssdnareadtati dnrevVeerea sau rederlizarea
digoooivUu.

1 Ratruaredlce poibintateade deaiaareaveslmsagn. uiia
belau laundanstrugaodnsiverd autkareind veslminzoa
anedda proddi 9 disiali seord.

1 Aurd cind catsiad aulslon pantri ATP este eqous sisiemuu
vesoular trehlienranipuatsub dosenvers Duorosogpid ceiretti
e

1 Nenanpuai atatai aukekmpan ATPaturd dnti este uliet
Radtia catslarud au belon patruATP poele AnadActarnuna auAnl
cdedhicarein pmge

1 DecAinanpireti lezsd{Alnb‘er nacipUarii. caofimat nE ina
cauzapin Auoceade. stehiAreatresaliu ssuagagafeau
sustradtie ddlala (AD). ireinie de dedasarea caletarn ki aukelan
ingpa sauireine

® Nudepdlass(i nicockati Au degricereinbpu urrern ctetanhii au
elon paruATP Adhird Xree.

1 Iraintearetraga catetadu dhsistad vesadar, belaud tealiesA
Fecardetdeandid.

a NJcBaﬁjlypesusam’rrﬂAdsrq:ﬂe(FB% PresiunearairelJ
ceripare (REP) sak lesiin mvta Se
recovardAdilizzreaurdi dgmuvcbmﬂ'cnaeapmml patua
peai ypgaesrizaea

a Nudillzt aer sau vrensusstantA gezoesA partruauns beland.
Litilizati runvel nedlile deunflare recorarcHe (At ecHlece
sstarjace carast si ser fladadg.

1 Liilizat catetad ireinte de dita e axqarare spedAcatl peanicelat

Precaufii

a Aocsst catsieraubelon pentri ATP trelie Udizat nuna cenedid
inenatiaisti au s AdatAeqaaiAinardagdastiatrardurirel A
parauar=A Inginie ck UilizareaaosstiLi prodls este rnecesarA
indegarea conddAa prodiiar-tetinice, agiicgviadine=S a
lisaurilarasodate arggdastial trardunirele paataete

a Ireinte ce InradLoarea catetaruu aukelon parouATP Adhird e,

(aticoegart, \vesodilatator et inaofaniizie au potoccelde

starchrd patruATP.

Uanigliati augiApatruaeitapssibilacetaiaae acatatauu. NU

utllizati un cateter detarlaat

a Retruaniiniaintalloaeacde aar, egarati 9 goelati Sstend 9
natireti oaoedueearrmactEaUd peirbescaduaAa
praoecLrii.

a Dgoodtivd trelie dilizat augnijl inprasedlilecare inplid leziun
cldActe sau grefon vesoular Sntetic, dhncauzaretLn eaadvea
acestor ez,

a Inainie de inceperea traiamentului. identlAcali reac;iile alergice la
subsianta de contrast.

a Treale reppedate inoticeaunacajdeterice grarate patu
inrod careacetaU. Acssteairdud spilarea compoanidarauser

o

o

)

Adic(ile atetarul sutdvarse. SdedtaV ldriainfufe cestarea
pedentuui sl ce eqaren@ nediadu inenenfiaist

1 Oanvetrd nadnei firdd ceghicere nu poste dgpAi 0.0551In
O&BmMm). Auniteindi;undefrelarcedridarepotaadce la
freiure aresadi inre A dedhiclre d it

Atentle: Dnrerdunilenad nart de catetardl aulbelon paru ATP
Achird Xrane patdLee ladurate de deanare e nan, ingoeaa
peade lud decetauu.

Compllca]ll potenflale | Reacfil adverse
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Asodiate audisiaea
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hipotersiue
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Tehnica de pregAtire
Irgpectabcatetard a tﬂcanTruATPA:hnra Xreveireinte ce

o o

N oY o SIS e oo

Ardagic. indepAriatl augtiteecadce paedtiea kelaLhii parruaru
ceaorapotivealEiouu. DecAinangreti reasteta. rAadti teecacke
protect auOmaA thArdinacglan tapauceslaH manAad raniiE.
Aterpe: Nuuilizati dgpoartivd aususstarnfAde aorbool Lipiodot ™ sau
Bthiocdl™ mcualesmaiecbcn‘haizaewmmaazA

PENTRU BLIMNAREAAERULUL;

a Sailati lured fuhii dedhidare pincaaedareaus serg undue
auser fiadagc. HeotL et spilareaperAcand lidiid | lese dilunaud
firdd cedHicare lavAfutdistal a catstardui aulelon

a Bitsh ctetaruu inbpd soosien drandelgj fi d
Al lurenui finjidi dedhicae

S. TEHNICA DE INTRODUCERS

a Zoadeaooss lavead sagumirelLie sAfie sufieent de pamreebhA
sausUfidatcerecarHizEA patuaatine Ineraad-aoaA

a Incaad incaerua fad ardesd dataun Arcedhiceredeahirgd
leziLHl. inrad.oeti. subaotrd fluoceagdic, unfircedhicerece
0,035 IN(O.8nm), in arfanitateautehdle starckerd patruAPT.

a  Inroolosti AUl prodd a A dedhidareimvArful distal d
caetauu.

1 Inooloeti cuatafie catetad aukelon paruATP dnteeca
inracLoAtcare. Sub dhicarefluocsagdca, aaersatiH audja, dea
lugd firdd cedriclre. pnvesdle paifareingae ledue
Aertle: oAt rd reastatAintinpae averssp ctetad au
elon. sl cauza rezista e fi ILeti nfeurn ce renediareireine cea
aersana dgatelind de gicaresau catetad aukdon

a Ragtiadt kelanu inledure dilizrdade? macge rediogece
avdAsate peax ta purote ce rdaintA panru podticerea predsAdea
luod leaummA

a Ratruapeail risdrea sersati catetar cediataalat, aupsi
mid pAAce AU podnd d fird dedhicare lese dncatetar.

9. Uffiflarea balonului

Aterfie Nuuilizti aer sau diasusstante gazoese parrua unflakelanu.
Gorediati oserirgAausUsstanfAce aatrastlacoedtod Leerefletia
axrednu podna d cetaudu aulelon. Adicati presiure recgathA
tinpcegaodrativ 1Sssauce. paracAdnune goar bueinsdufia
ausbstantece atrest. Raili lapesiureaanosfaicA patrua
pEmite sstantsi ce aatrest sA aurta frinlureud ctstauu.
Saoetet] serirgp, pAstirArdinrecadld lurenuu belauui uneriscae
SLbstatAdecotrast

a- Himra\ bUde de aar dndigooativd de unflare aonfaomirstrudtivrilar
poclcAlaud.

a.. Uilizadrddretui ce Indhicere. atsgati undigpaativee utflae la
ctetau aulelon paru ATP. Nupanie)! pAtutheaaaud in
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a  QedhidE)! rddretLi ck indhicare de e digoritivd ceunlae. Undiet
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arfamfliegend coeafamiiete. Adi opresiure carstanti (inp

10. Dezumflarea $H scoaierea balonulul
Deani&i belau cofomproseduniar starcad pentmAPT. Adicti
kelaUd presiure negativi tinpoe gaodnatty 30 - 120ce ssautck, para
caldEauU sagfgte. Ireintedeasoodle augriji catstad dinvesud
sagin, asguasAct kelau esteceanfiat congdat. Pantruaredlce
duatsle ce deanfiara labdlcere au ludim 2 200 mmse recarard in
arestecce 70% ter fzidadic fi 30% s biden|Ade cotrast
Dupi jtilizare, prodleul posie rgarezantaun pariad bdagic. Usnipuati §
saoatev dhnuz digaartivdl inconfanitata au pradtidle nredicale acogpiate
li awledlefi rganazrielade, regade i reicdegdictie
11. Mod de liviare
Cateterd aulkelon pantrj ATP Adhvird Xrene estafunizat sl i estece
unid fdantS. Gatetard aubeton partru TP Adrirel Xranre este dartlizet
auoddceaila s gars. Acesiardhrine sterl atat tinpoil anicelgud ru
este deschis sau detaoet. Uiz prodL e ireinte de ceta eqdraii
Inscrsi paatidetS.
Catetard perruATP Adhird Xranve ruaajimalatexdncasic retud.
Quitateacsstea. asia posibl &, incadu prooesulu defebcara, e
asadaresaudeanislare. sistamu sS nraanddanta incotactad
nEiede irtjnetesau adiparete careariinsauvininatastad
= =74
Alenfie: NuUiliza)i dad anicelgul interiareste desdhis sau cetarast
12. Depozitare
Dpoatati inr-unloc uscat autanparaturn anirdatSacarad ; Nu
equrdi laradafiasdari. Nuaquret laschagi atanid (ceeandy,
dad), radav iazarie ssu luinmAutatdeti. Adicali ratiainantadui
parruafdas astadeirsinte dacitace eqdrare depe anieelg.
13. QARANTIE/RESPONSABILITATE
ProdLad i fiecarecavporants aufost pdedtsie. febdate, testetep
aneae autoat] aenfiacvaniti. Aerisvetdeapree inacsste
irstnudiun ce dlilizae IrdbLie aosicrate innodeqes apate
insgats aacsstu aticd. Ineiecgarantesz prodled pert lackia,
eq@rini indatSpaacsa. Qaanfaeste\addls inadtilaincae
utilizaraa prodLsUu afost inconoorckanli aulirstiuditrile ce utilizae:
Inatecdedirs ae garane cevarciedlilata sau de edeoare apadL e
launsagpgoedd. InatecrnuvarSyounce padiruniduntd cacaure
dredle, irdirede, inrddatalesau e aorsednS catzate ce pad s
BEogptSdcauile de frauck sau etare gaadnatea Inetec,
aTparsaeaaad daure crean S S runvafiin ntincez na
naredecStpeU defedurS d prodedarinlitigt. GarantiaaarsSin
acesstS preechreirduce s inloolieste garartiile legele pertrucefecte s
arfanitatap educeae dtaragoudare posiblll a Mediranicdsinsta
inaicefd dnprodLed funizet. Acsste itAnce resposaditalesi ce
garanfe rusunt destireteacontraan ridurel pevedeninpasbea
legdafid edicetle. DecAae dauz aressundyil rAgourcen vafi
aosiderati ceoindatAcnpetEatacaAnd reddhlasau inafliccau
legde]iBinvigare. adda-edaurze nuvarfi afedae™ varrinare e
dgdonvelatilefi invigoere. GauraranensiatAvaiidaolitAdeodara
inenscdAcre rfledAdd na bireinteresd legitimel Inetecinlintarea
reqosadlitd sale sauagaafd. Nido pascenAruareauitateacea
agrialneiec lavieogaran(ie sau regporsahlitale refearilaare lapad s

Ha pycckom si3bike

Admiral™" Xtreme
BarvioHHs M kereTep At UTA

OT PEAVERREAN T CHANJEHHOO BB EHAL [Taa e o Garaa

wesaa. Karergp Adiral Xirare nocres ReTc C Gary OHEWM PER VHHBb K

EEVEE. Hmrars-big/eVET PO Ve GaTO-ayeEabIFapMHe

2 MNoxesa A

KarerepAdhiral Xrare meseH, o R Yiea o HOATEBHT T s

aHVoOvecI (HTA) y MLYEHITB C COCTRAMLYEANE/IEIHEaVK

ForEepii

3 MpoTvBorokazaHA

a BEanoHbihikarerepgr UTAAGIE Xrere nooveaoeseH A
O D EEEH/H € KIOHEHEX SPTEVRX MG 10BE0TaN HHb KOOD/EEX,

a | BEyoHblikarerepa R UTA Achira Xrare rponveooessHa
OV BHOIGOLK MICEQIH/K HEEOAVOH-O MIOBECTA HE0ES LI TERDA
e teHHbIAY-ECTaK

VBT ALYVICHVIC BYET TEOEQYIE [ B0 ORaHECTEH-HM
EHITE-00O VHEO/MICHIDDEM

1 Herpoesgire Ve T RLC G aH-b MikaTeTe oV R UTA
KO CH HRXQOITICA BERYTOMAOCIFHM. ThDHeH/e GIVoHHOO
rarerga g A HTAMDHD VEHTL TOTHO Maycre-oareHHH
Eane

1 ECVMmINEHT Y AVAX ECBHACET QO TOVE BH/E, BbACHAIe a0
M/HAHY CIOMOLLHOEHTEHIOO M, KepPIVooEeHHAUTULICA
e, “EMIMEaEVELLETL G TOHH-B U KaTeTepHEEaA W EBOED,

B HAMMIaXOGCIOATE ECTEEX He LR Talire MooBQaHV/KEDHEVA
pesaynVA GarToH-Oo KarETge 4 A HUTA Admral Xrame

8  [Mgoea Ve B EH/EVIKEIETEER VB Q00 CTO/ia/CTeML G TH
CEAETIO HXCTHOWY TH.

a Herpsssusie paverHoe feeeHve egbE (PD). l%cen—oe
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VOY/ACTESHHE Q00 CTh € VMV BHIBTL L BBV VIX a00Ea/BHOA
OEDHICIN
1 [HE/ B EBVEVIBSHIHAE, ECTb/ NaT I VHEE [JEBYM HL

-  MemqosImveHEH/A KEIETER BB/ PO B G/aeiire Merq,
MAVE-EH/AEVETTMOOCTO HA MBLVEHRANa bTIad BLyEN/Crarn
VHIEEEH Y OH-BLMIMPOLEDEM

1 Maonasbig/aveTprpoEaHs Y HeH rpees LA 0.6 M
(O035B40M8). HHOILEMYLTVAHS HENER ALK NICEQHAGK
MIYT MVEQTE KBS VHEHAOTIEH/A VY HNTER QALKM
MEEHACOMNKETETEIOM
Buverve! Eaee MG oHHbsMkarergEva R HTAAdira
ANrane, cooGeHHD CAVHHS M CTEDHFAW KETETECB, MOHET
TstoEaECA GO HLEe BoaVEHAO A GYIVAL

6. BO3MOXHbIE 0CNOXHEHUsA /HexenartenbHble 3P eKTb
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o
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=
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Buvere! Hevoorssyire keHipecTHs e eaLLecTea lipudol ™.
BENdocl™ vmgpe KOHIECTHS EBELLECTER, QQEEHELLYE KOMITHEHTb |
SWKQETTR

OMABSITECHEH/AA BOZOYXA

MoovbEsAe D TEX T MIEOHJCCTH HE HHHET B MY VB

MPOCESTAEQOHAAHS LY Tl HHOMIKGHH/HE Gary OHHOIO KaTETE 8,
8 Heameguiaie MeH Y AVIAC Gy OHHS M KETETE0M BO BOEMVA

O BB MMIOVB BEH/F MOD0ESTA HENER ROLETO N OOEQ .

8. METQOYKA eBEAEH/A
1 A, 0ars-EA1LEr0 MocBSasH/A BVELLETE ECTERIOCTYN KAOD/ZY
[ HEHVVETH, ICTAIO-HYH OO0 MOCTH LT ErOMooaesT
HEOOQYIVD BOCCTEHBATL D HpHOACTE BHA
1 EovinpooeEqai/KeLe He MooBErEHYEPES MR eHHb NY-ECTOK, ML,
PEHTEH00O VHEOK/M KCHID EMINOOBE/ e NMOCBQOH/K [V EVETOOVE
Q@W@(@qﬂﬁv@hﬁmw oA

maHe g e e N/HHY G oIVB EHAVHE MVATE ML IMD
esyCIEEHAQ

B RaOoDDHAEeGayTOH B NPefe BX MR HeHHOO Y- ECTK, VO D E3yA
2 pEHITEHOCHIECTHS € METKHAICTEDH-E B KaHECTER VEHIVOB
AMATO-HIO MA/LYOH/00EEH/FA A NPEaR BX LY EBIO/ TRaHHI0
YECTKA

B BovEeiaveapMEsHANQIRIafey Bayi-Hs i karerep
MEVEH-D, HECOHIMWI LLEAWD TeX TR, foavB kareTea He
MIG@HETCANPOONVE LV KOHELIOEQHAAL

9. PaspyBaHue 6annoHa

B-{veHE! Hevoossyiire BoROyX T HIDL B [PAVE IEBO0EG-b e

1 YYEIEnyas I BORAAVB YCIRO/CTER [y F CEgy VR CarToHa B
QOOTEETCTEV C VHCTR/A VAV N/ BB T L

®  Cnomolybio 3anopHOro KpaHa MogcoeauH1Te yCTporcTBO ANs
pasfyTvs KbannoHHomy katetepy gns YUTA HeOMyekaiite
nonagaHwii Bozayxa BCUCTEMY.

Buvere! Hermpessuadie pec-enHoe [ee eHve pegsea (PD).
10. CayTve u naaneyeHue 6annoHa
C;cwrremmcram-bmrpnmqum

YCTOACTB!

MEKMOANEIEBAALYMMECTH M, PEIVOH H-BMUHELYOHEN H-bM
FBCHYES ECTEOMUHIAVEMA

11. Cnoco6 noctaBkn

Banorbidrarerep i UTAACTIEA Xrame nocies Feici Crgr BH-b M

Karerep R UTA Adhiral Xrae He oo a THEY e HHOIO JEIaGAL
Tavire Ma-8e, BO H0aVAVEIOIOE EH/A. COOQINY BKCERIGHRLVDHET
CW-EAHD QOITHECATECH C VETEVBrBvM, HCTOVETBHAVTA
COORYIEEH/EM QALY LT VIOON [VIKECAHALLLLVCA C /BRSO

geze=taotcl

Alobal:20170221, alWocModCol:20170216, alldocStyleCol:20150528, master_pageset:20150528, languagel.ookup:20161110, table:
20170228, characterJoin:20170404, 30f9:20110211,-30f9_svg:20110211

Peructpanus MM B Pocagpasragzope
www.nevacert.ru | info@nevacert.ru



2017/APR/06 at 10:39 a.m. Doc number 0110119 Rev. 0 [Global]
Printspec a5-55-148 x 210 mm

12. XpaHeHue zareckriaalebo zgpxrianit infekou leedentaalelo kizow Infddu

XoaU T MpAKCHIPTVR/aVE 4 eoravivecie. rd;anlrd’owﬁae_pamjrfd«rﬂ'ouj’::’;z;aﬂ’d’omﬂn
MOBEHRAO HE HLKWEA Hel 7 dudo e redleciarererie,

adorenieado s peckenia. Qoelovre pouditie aldo geatora.

[ese:a0 27 ] WWW (Hapnvep, avpi), N er . N

MOCEQ/ e MEPerET VHEEHIEDR, UTOiL 10060 BTG VOO ECERHVE Zzreckriagebo mdu groeddfleo Avrerie Tormoenat

KIETEoB, AP VCTE-EH/FA QIO IQIHICIW, WesaHHOo Hasmee 2 cdorerieaand peckria. SoolooresT MecifTia

v riejezdoedrazaiiadne piane, reiodreani resledre skody
wiyejuoez qootours aterilizeck aleo gqodoreho poiiPa.

13. TAPAHTWA | OTBETCTBEHHOCTb 8 Vzajmedoreckrianoinesti ;:m«:rbiadaykyr?::l bfprener

e K M KL KOMTOHEHT 0O/ CTavb IGr rgkergo belaikapridizre roreky o prarer devy beacstred e

AO-TIPVOERHb | VROIB BHb | MO bIaHs IMYMBKOESHS IC PEBIVHOA podndreadsdreksiedze.

CIerBHb0 CCIqooOHaCiL G;Eﬁz!a/pmlsl—ﬂmgua‘/’m-cwtwm 8 Pozavedei bdailodhalatstrara PTAch devremu aystamuje

FOTHERUMINESCEBIEHNCEL/ET asB-Hidapave c-Uiaib potreenrenipuloaf animpochweddsentnymaldegaadym

HEOTEEM EMOAYECTHOBHHOO MID-GEHA MFoeHIVA KaMreHM Inetec doysseim

PRI POCTPBHETCA HAMOOAT P LETE- BHM QA e, MEEHI0 “ g Nenaripddies belanikoymikastranra PTAV rgldeamaae.

rHaya@Ee MpeH A CIRAE H-aNMyo TEM, Yo pH-L A Moo Fddrubelaikogolkatetrara PTAje noine narit ibeaczavedenym

MAMVEHTTA T BEG-DUCIDAMID A TYER M KavreHA InateckHe: vodischdaom

BET rgPeHMATCEEHO MATQHOCTU LY I GOOTEETCTEVH KOH{OETHOVY. 5 Axpoanranpaderararite raada, predclsmpoewerim

rpxglﬂla m‘-ﬂw'm"e;’m e lkatetradharedu alebodaradu Asbte prichuadoou paTeoou

OESTCIEEHCM A Kb eMvmbe, T RIEHHE, TY-EVHb skicskgpie. mgpovaniacety aldo dgteing awekdhei agiagafie

HOEEHHEYTHA, MVH/HEHSE/BHHEMITIKION a0 8/a oD.

OYEEBCOVE TG OOMIKACOCIUHL KMBHINGEE. | o iera brarikosh o kaeara PTAAIE Ira e

zaziachych ddinosti nreadnybgtevodiadmddom

MIOKICR. MEPBHIVA, QQIEPEALEFCA B ITOMIMTY DAEHA, BTHOBETU B Redwtidm bmiatetraz devrgo aaamuma byf kelaikuydre
FAVEHFET Q060 KD e B04/E GBIV OTCY TCTEVR O EKTCB \wpehey.

COOTEESTCTRVHTECCEEH/AMIMVOKT FO-BET T HBH O/ N FOBCEVORMO 8 Ngoekedijte menitycek praskeutia (Rated Burst Pressure- REP).
OTBESTCIEEHHOCTL FOVTBH MEdIENiC. BHE 8B/ 0/MICTVIOT 68 "mmemrﬂ\éﬂﬂﬂm@‘;}anm
MPO/DOHIEH/A, 3a MOCTER FEVB NI [aH-b e orpeHTER A Chorichsa poatiezaredeniar malao/atlet abysapedd)
OTEETCTEEHHOCTN UITSBHIV AL € OGBaTey ECTEA HE MO 1 gkded rechrereocku

VETO KOS EAIECH KKHEDALLEH A OGBS HHbKYa@adirve sevao - 8 Nargdreniebelailangoosvgitevzo chan rijgkedymre nedum
ACHYEE ECIEA. EoUv ik 0ey 1/0yO TRV/E OB OT IggeHIM Nargarenie pouavgite lenadoonu Caii latku (Adazenii zrorekdo
MVB-HEETCA oM H AL EA KU HEIE OB H-b MU moste kaotradng latkyas fyzidagid<eto raadd).
MEOIVEQRE-BLLYM KaK/MY VD MVIVEHEVBE M MoBECEL MHOVEV a  Kaeterpoudte pred ydyrutinncHiLind reyreskanSal sootreby
OCTrarH-8A “ECTb OTKeBEA OT B Gy/IET OCTEEarECA M HICTHO wzrecaommalseai.

|
z
i
?

. Preventivne opatrenia

RN LLVIOGOEEOM OTRER HEET 354OHHOE MOBED KOM BN e TerolsEailow kateter ra PTAnmau pozivef ikainlenaan lden
AEH/H/EETL GO0 OTEBICTERHHOCTL VT IGBHIV A € OG-ESTE ECTER. s dostatoc™ skuserostarx vadesd pedUtae berehinaetie)
HAQ-O VLD HEe VVEST MY HOMDHAV G575 Bab KOMTBHAOINateC andiqplestky. Pred pozaimidiioprad Kujeresinuredddedre
T MAFBHIVAW LT VIOTEETCTEEHHOCTHO B OTHOLLEH A BHHOTO pocuTeT tedriddmprindoom Kinidymed dchiemalizikeam
mooKa suMisiadms parkutamou irargurirelinou argadadtil
B Hajme;Eﬂlmwmd'nlalmaraPTAAhra Xrare
Slovendina le poreore pedentov pocet Miodhulkedou @ntikceg laraumy
vezaodilatsiara pod) v siilace so sarchrdhyii prodkdlin pouiivan™
. i parkutinng rarsdimeeing] argqdesde
Admiral™ Xtreme B RJE_r_Tmp.LbepuilpﬂlqurTeatysterqlﬂuinldEEt
Baibnikovy katitar na PTA Nepouiiteleteter. Kiarybd pakodery.
a SystEmagdngteapredddrite a poies zkdw zsberpecte pavre
1. PoplB fAipgarielkatstra, abysa nhiineleovalo riziko prienikunvad.
ZaiBGaie Aermiral” Xirams je paifanybelailkow keteter zavidzany BV pipecewakytukddfikovaenydh legii aldoosyrteddydn
podCe (@EpO.artteWe - OV, kiayid Ipsd e reviuty gdlovjeporerevaTacommaibraziviny draerskder tydolezil
rapakuaTuirerslurirenu aggdastiku (PTA) vatacedadtidyd postLppovet pn potdiiveni tthio zarecknias vefikou opavostoLL
ydeydodevech. Ketdter i dgljmaroetdoara jdoditalny nd ' Aadzctimlieby idrirfilktedadde reskee rakatrsne
Jjepeaayide Hk Dgluredtdejerapodrtinomkad nedium
raaehae Jedha bedikatalvatipcb carlrilneho luTeupe vadad Viecheore ted ride poiiscsviky Az L zaeczarie katetra
datadun redika ta pgjiivanargareiieawpraadheiedla=aodgo a jep:neherﬂs_lec;g‘uaﬂ: Tﬂ)mﬁﬂu
belanike 2vesou kanirestreto nedia afyadagd<ato raddu. Kaitruda prepSdutiesiicest] sterinym izotoridymfyziologidd™ radtckam
letatraa lpedainy ndtare keldrkaai ravbnuatek 2evzivislosti ad predpougtins doakd pronekiickii tysieouij heperinized L

\elkceti hakrﬂaad_aﬁrna‘d’nﬂdgjenmdﬂahd ipedfidy s Adiedelaenasa liia Foiitie priskingch

postLpoAerte
s dhiadcbmina stav pecanta askuea ot lekira whkaoaguoao

- Py i N . inefladu
j a. j e e NMadnenypenervockosho duresriepgesisint 0.8 mm
2. Indikicie (QOSpEE). Urete pordove vatwravodiadch drotoch neeLiviest
Keteter Adiral Xrare aa poliiva e pakuEaruira siunirainu KAapseneTu traniuredd vodiadndaaTe kaetran.
argiqdastiku (PTA) Upedentor adadilnukoiou doodaou pehtamych lgden Upazorenia: Vi6Giie nockly PTAelarikovdo ketetraAdrira
3. Kontraindikicie Nrare noiuwkeroat dhiieiasy wortzdhenia. reimavppece
Balailowy letetar na PTA Adhir Xrarejekaniraindikoerny
' raportevkaaenych anirech aapreeatUngd) cevedch. 6. Mo2n4 kompllkicla/ne2laduce Udinky
B Baaikoylatstamna PTAAC WA Xrarejekairaindkoerny l\&{tln”aa’ek:rr[ikébemnslecesoafrimmlmaaduan?n
V pripectehy kedvadiad détnenrdie pget asz onvod IdzH;. eailodpkaletrantiu deamireho trifresiecoure
4. Upozomania S Mislaces purkoou
a Idenyharaim

a TapzarecEriejeravihnueaudae lanraledoazo.e o bie dei N
NESTEKILI2UITE ANEPOLRIVATTE HOCPAKOVANE. Qrelove e relnecrie ) .
poLiibe alebo rekoerastailizzca e gpochit rekokarianireds) | Iddinealebodsiahie iraiooenidide auizody.
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w aagd(\resloarak:rmenadjm
W pyrogemaresida
7. Technika pripravy

Pred zkdamdatdujte neponacst afurkincsT keldhilkod o lkatetra
rBPTAAd‘rra Arene Wrcbd(rﬁ:n.z\ejle aqeva’iqneeidn

pudafyzidagidymradadamngeatne:!

ste rngaosadili keldhik. V pripece adhoru udode jedroundqoutsoketetra

aduou rucuda:alepz:icm

Upozarenie: Zariedanie ngaodhvgite s katrastnyimi nadiami Lipiocd,

Bthioddl™ ari s inymi kortrastnyimi nediami. Haadassshuju Zloiky tydao

Iddk

VYTLACENIEVZDUCHU

W \ydadarteluren pevadad dattek ie doogite stnelailku repireu
fyzadagidym aadam Zainite prededoet. kmratckrezzae

vylddz lureunavadad dStradisilinomhboe belorkodo

" Ni’nnpules elailtoymikatetronpoEswheraraz doslu

apredadooeanialureuvodacgoodati

8. TECHNIKA ZAVAOZANIA

1 Akdoete pddaioat s chliou inena ool pistupdbdewmus bt
dostatdre predodhy aldoo dostatoae rdareizoary.

1 Akvoduadd eile ngaa uriestreny cez ledu, za painod
skiaskapidelo raticzaniaav sulaceso i tedrikami PTA
zavedie aez Mehi vodiad dtevefiedli 0,80 mmi(O.085 ).

a RAgnany kanlecvodiaosho dauzaa ibte ch dstekid o hdulketetra

a (oatnrezaanngite bdlailowkateter re PTAosz purcio zaedzaca
Zaporod skiaskopideio ravedzariaho povadieacomdite geatne
poinejte parfarouvesuaucusraeankiedi.
raador. peddalsmpdaameninv zavedzani vodiaosto dau
ado kelaikodpkatstrazastt-eprianu awkoeftergaac,
repredaafovou ledauderiontoaiatasstre znedy uriestree:
ratdelatatra, Moeslu® doreferaoebody.

n dl ¥te poralympostupoveninporelydo
zlastra aby sa zaanilozzkineiu

9. Napinenie balanika,

Ayre k.

1 Rpgiemddustnekedwu dossihyjuoukotrasire nedium
kukoredauluer umiestrerenu ne prodndEinouii elakodo
letetra l\apﬁq'e:ISsduda:ik.llep:nng akynmelaucu
Vicaoku katrestreh o mNa viditetreZiedre bLotny. Coove
amuofady/flekaunorite tekkotestremunedupeaect cb
lunmeukatetra Goitradke stridkedu a poredgjte 2aasck karesstrd o
nediay @i belanilkoehalura

§ Rodia pekymovwrdoou adstrafiievad.doove buotny z Inflao g o
Zareckria

m  RAostrecHohvomuzaivtrade o vertilj prpgite indleddzaiackerie
kheirilochulatttruraPTA Z'Ebttiepka\mchbWu

Zody. Adikute kontiariny tiskpo coupbiae Dseud
Upazarenie: Ngaekadjtema oty tickpragaulia (Rated Surst
Pressure- REP).

10. Wprdzdnenie a odstrinenie balOnika
Beldnikwpdathite vauade so itarcardyii proaediira PTA RFo
cdouai 120 sekurd gdikujte rabeldhik podtisk. ail kymsa newprizchi.
Qate, d jeeldikudre wprizdhery. aai potomgatire wlishrite:
ketetenonz dew. V pripecke beldnkov s ddoua 20 mmsa v zfjne
SadiEniadesuwprdadiloerie aoo G poit kotrsstruzres
pazcslivajucu zo 0% Mdo;ddmtmjuaa)% kotrastrepnahia

Ao
adikidjtaienv sulace sozahenou lekirsou praaua s priduinyi
miestnymi. regadinymi areradhymi zzkami apedaami.

11. Stav pil dodenf

Balanikowy lateterra PTA Adhirel Xrenesacodastainyajauckey
imnajedoamdpadiitie. Kateter Adrird Xraneje sterlizoery
pyryraidodcom SEilitusi zadoviwa, kymbelaiezostaa

Kateter re PTA Adird Xrare redosshuje teldliow ket
V prigbeu procesu mananddntﬁen\m«nmdﬁ

dosshyju laexado s impdredzgii cokantakan

Upozarenie: Ngoodvglle, ekjevruionre kelanie avaareddmon
pokocere.

12 Eklado\anle

(Ngadad alkdd). lonjjucstriuZzaatuandiaXoemusetd. Zisoby
zaredkEni goawjie lek eby salatsirepo gl pred ydyrutimcstnu
eqarace naaaeckn keaia

13 ZARUKA/ZODPOVEDNOSE

Tanto prodLivia kaida sucasfjeb systemubokrevinue.
testoad azabelere s prreaousiacsSvosfoul iauecke
Vito poynodhma paddivenie mesia byf povsiovand za neactelkialnu
Suckar 1°M0 wstarovan. Sododosr Inatec podytLid ouurallento
paclkt coddunuegdrced Manje wedernyra padlMve. Zdivkaje
dandzapedoddedit it saygrod ke podiival v sulede s rdvachmra

tydatodaredzani z2ocoved i azdukyneje bt v rogooe
s agm‘boT\szz:szn rerecirian rdeaentnyd pranydhustaroan.
Akbuce lkavpetatny sud poweiovet: rieMorny Haualiutchio odetruba
Zohuky zd reddatO dieoo reduditefiii s relevenmynpanymi
wstdhoveai. reauce o tal iiwrna datnosf 2ningj ceshitdhio
admidndiazchiky, Mog y:rdy:iarmamrrm zua’em
Nedlaind e asa retvad catrnoy,

zoclovedcau K
godladhest Inatec kK iiadhnymzarrkamaleoo zodoovedoesb tykajuckhsa:
thiopad ki

Slovenscina
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prarcs infddjsdh bdezi zeregalbdnikaredugega. Qe Povezanl z didtagja
priporaikalethko povadii pokodoo, dezen di antldrilka Faoua - =
Uporeba gl atilizdialkeHko ogar sinkiLno adlodtost pripooGra dl : dﬁeﬁ_‘_""ﬂ"a estreataie
povacti daearo. K leHo ppdijedo poocte. bderi di anati drika - Ja - atege
Q2 Medraricri ocgpvonra zandaeno repoared o, redjlarodi a pockjSa kaii . i L N
poeledino ikoch, K restane zaradi porovre eailizdijedl porora a adinpoorazaniev. kzheekuikorenedgio
yooea a restErozarasicgere atgije
1 RenergdhjeecalElcanoalit prdiire erekgenaudie a  podrezavsitepertfereartenie
pdan@indaaroalstaos, s &rersezarajiarsarcst Povezenl z agayahja
1 febdad lkaeter PTAypoatjstevAiremesteny, ganodeugeati 5 bolearaindoijivest
podvisddalkocaetimiiuorcsaeskimageero.eriam a atni
1 NepanigteeadenlkaataPTA cejeletavrgghjaem ' s/dada
starju Pdldigj keladeakaatraPTAlEHo soaneielez B _
reEdEDVirD? ko a ssErdaaodia
- ferehdalipienzAtrteyn. pareddieaienudaialaga @ Sobadts .
repd dl re reipg diadtevadk, insicers fhoasahijo, ixbaot @ Katlkadiro poslatsarje henpdirende
I iilnegazenijeidadi dgtairos trakdidoagayaijo (CBY). a sat
1 Vrdoaibddliiiineh re panigtevadireiice ned pdrjejam a reldjeraziaila
elageca katatra Adhird Xree PTA a dadjdersdijeralotastirosecstsho
] Ba:bjldﬂerizvia’daiziilra;as'aﬁm nroakit belon pgodronad a progaarskda

zoarjen

1 GEnjespragdtea tdaReP) resretepest. Goama
raanregauaejeblamga:!ararajlaemra]anwro
Ripodrano yooao rgpaazaredar tda g depgaeie
restarek previsdecatidkav kelau

] Na;:dmetao’azzrmlaaﬂﬂdl dirgkimnadjen Upoehite

a Kasterypoahdte ped poeandduraraareld IUoorasbo ae K ja
ravecenreogrin.

6. Previdnoatnl uaepi

Balasdi kateter PTA I ko ypoedjgjo le ustreao ugoocsddlien

zdrahiki z iZdinjam repoddjupatkuaa trardurirdre

argadadilke. Fred ypoabolega pipotHa etdalendjiioraani
twhrifareRda Hinpre gdilkedjembvegaja. K o poezaras
patuEotadurireim arggdastiko.

1 Redendtadle dlaed katetear Adhird Xrare PTA, naaldnk
pygdi tsrerozdaidjaiez oatii (antikcegdeeido
\erodilaladijgo ) vadadus starchronim podlgdd za pakuao

a Mdraragarzzlinooponoo nodedbpeaidi, capepeste

1 Med possgomibodile pozoi repovezae katdra, K nogjotesiti. m
z2da

a Rtypodd @iporodapi possgh, harso preatrelkaldidrare kegije
ehsinldigid H pressedd  bodte paidii. sgj phtehlegijehHtropice
coaraz.

a Pediagaianposea uaodle nodhtredagide resdjera
kowestrogecsho.

7. Tehnika priprave

Pred

predgielelansld kateter Adhiral Xrenein$e pepiste

[secseeny
darl pokocbven Incaprailo difije. IzHkareypoedigte cesia
2Arejachroragjaodramapoikodoven di atair. Kozaidtmtulec
reMaiite s fizadado radqaro, ga pravidoabtranite inptlenpadte ca
re pokodjeie kdlaa. Ge zaiutite yoor. z e prdozaaliajtetues, z
dugppapdirtecada.
Pozor Neypoedjgjtekarirastrih srecsiev Lipiodo* di Bthioccol™
Gdravapoctanin korasinh secstey. kkdjuoggiokonpoetetehsod.
COCSTRANITEVZRAKA
W ZpaeluenzavodinoZ2a ldodapikQeae bep. rejidrnjao$

a

fizidakoradgao. Izagle. ddarraagprare paeiziunma
vadiine 2eeptdsthi kond belaserplaeta

Balaskema kaetrase redddgjte kogaaltranjyde izogjnreno.
izdratetnai vodkreilce.

8. TEHNIKAVSTAVLIANJIA

a

a

2ani dostpnora bit ustrezao pehocen dli rdereidran. carechlujete
jpostoeke

Ce\dadiirailea se ri ninrehoerawv Iggji, s fluoadadjostavlevadino
iico, VveHadi 0.8 MMOQ.035 pEIE). sk Iegijoin pd temyodtegyle’
sgacadreldrike PTA

Wasie pddnaldi dd vadirezice vdstaim koo katetra,
fluocdoptemredroomprevido potsrite keteter skari pafano
\esualuro. tekedadedilevadini zia pot ke

Fazor: Ge mred potskanjemibelarskea katdrazaoute yaor, upotoile
vackmustrez o udagate, preckn recHjyete s potidagenvadire
iice dl klagealkatetra

global:20170221, alldocModCol.20170216, alldocStyleCol 20150528, master_pageset:20150528, languageLookup;20161110. table:
20170228, characlerJoin:20170404, 30f9:20110211.-30f9_8vg:20110211

Peructpamnug MU B Pocagpasnagsope
www.nevacert.ru | info@nevacert.ru



2017/APR/06 at 10:39 a.m. Doc number; 0110119 Rev. 0 [Global]
Printspec aS-55 - 148 x 210 mm

a Nanvsilile ko iegjo, inticer gitte ns 2 rediogpeinaaareievaica,
k te retgjataracaki induiita kd rafararkii toflkd zaretaniro
renziltay beleravajroladio

a dldagtk katsiendgaijgite poicai invirgjihrih kaskih capepedta
2acprielaiara ddarpdainan di vadireiioe reizicp Izkaigia

9. Poinjenje balonau

Pozor 2argaihbenjelbdlaramnaysodjgte zakaal dughrirdn

alstac

a Adiditalbzp akoniresinimaesceivamma kaekior LLerra.
pdarrﬂmrnﬂa)u balanikeca kaiatra Rrdizo IS aé(n:i

a Qranilazedransuika iz pporodka za porjajelelanay ddacl
zraadli IxHoeia
1 S ponrodotEirdararssitapporosekza pdrjajerabelaskd
ldaa‘F’I'A Padila, chaskmnanaetqd vdatam
1 Odonie peiehcekmnapponocku za pdjaje. Olatadjdd elon pdrite
poelqoou caradinta ladjora izedren garerv ddadus tebdo
edadhoeti. Viadhiygie aidmtiek pidiz o 30 sskudl.
Pozor Coarjareca ragoochecal Ha (REP) nesveie preseb
10. Praznjenje In odatranHev belonau
Izrazniiakbelan v aldeduiasiancadim postgdd PTA Vadkiyjle necetivri
tickVielauiad 30db 120 aekurdl ddder belonni izoazjen. Predn
lastarpaidoadianilaiz 2. sepgatile dajeldanpooddara
iZoyaajen PhbeaihddUnaa200nmee prparocs nesanica 70%
fidddke radiqdrein 304 kotrestregasreckhvaza zzgaadjieje
hitgjSep paaia
Po oo jelaizcbiek lado bidaiko revaren adoedek. Vee toustra
repae yoddjgiainadstrajyiav sdadus sagietim zZdrasnilkini
postodd inveljanim Id<elnim. regiarenimi in redarenini zakani in
11. NeCQn dobave
Belasd keteter Adrard Xrare PTA jecdedianstaten Injarenaen
sanozaakatro yooan Kateter Adhiral Xrenejesenliziranz
etiledsdhindirom Serlencsiaren cbdajeom‘ranaa:tﬂan
recSocbera. Iz:Hd«,mEb‘epej
azeld oo dx
Keletar Adired )dra"rePTAra\Eb;alald@ zreraregpladia
\akr lzHoizcbek nad podgdamizcelive; sestav erjasheldraia
rel juropohvsikz natarek aodli skgramo K ssoe ehjebav
stikudatsksom

Pozor: Neypoadigjie ia jardrajaogmacdoashpcacbea

12 Sranjavan)e

Srajytapi recioosen sdoi lerpaatun msuoeminestu 2e850te
aikddu), laiFrgdiersavinju dl URadidiai svectd. Zaloge regooedke
o dchlkaatraygadhia paddatunonizisamayoeboh
revedermraaaed.

13. JAMSTVO™NOQOVORNOST

sach KjjerestalazaeAindlka Rezenvpmrai gotNe ekhue
rgpekes siran chizoe Inatecre o redoredilo za kalaino kakikodb
kypouv ndoerempmaueesakal kypracera soarihscelkov. Jarstvo
Vg cdadd KA lamnedareite pravrajarsNa za daare Insddadosi
idd unjepakalaino keknarahilno octpvanrost dojzoe Medraricza
cdadjan izHek redeace nargniaa. Te argiteactovonosbin
Jjarstonisoremenian regaeioaniudoveaimcdacoecare
zaaohe. ite prstojrosodiite Lpdlov. daje katarokakddado zavite
rectjasrpahcamvsdadlizvdjaro zakooogo. torevideanpastsh
cd. K cma’evp:kw\dgan iniasilps. Neve™no Qdactb te redonesii 2
\e’!a;m'ncu(n:trn i i ecdrate zakanib mares druiba Indlecn
argeajunjaectparddi kjarsha Nitte uraptaica cald
dnizolinateczaera ttkalainemu kdkjanstwial kalkaimkof
achovancebza taiizcHek

Srpski

Admiral™ Xtreme

PTA balon4(ateter

1. Opia

Adiral”” Xrarejapafambelondiaiaiar kgji se wad paozice (oa™
Ne<va- OIW. dzgjriranza pakuarutardunreinuargigdag
PTA) uvdaadaeddinimzektammkvimacbina. Kateter inaldo®a
dalkjnent raiiji jadstEn uti aerentelon. Tdosadalurease
raivanepddndmmikgu Jedacavfaniausz ucatEn lknenza
diatadju pomuol nrsiadire konirests i fizidaikog reshvaas Kasinkaija
katsiara i posslen nratajd bdlanadiginmran sutsodantie chisa
dostigra adeci padiklelag, nzavisnaiti advdidre belaai
cHiinearog priceka. Neveckre jeduiini ivalkog kelaew Adhiral Xraneja
dostupenuradidbmvdidrenralslaas Novainl padhiki didnakdoad
aditenpeni surnekorektsskomsdgau

2. indikaelje

Adhral Xrene jareranjan za pakutanu trardunirelnu argiqdestiku
(PTA kod pedjareiasa gaindkiivimdadjenjiannpehranihataja

3. Kontraindikaelje

(] AdﬁdeTAbidﬂaaa’galumdlommmeme

[] Adnai)ﬂrenePTAhdu\Aaae'MraYdlompzaLp:netum
ducgajimakechvodiGHicare noie ca poch poeddijre legja

4. Upozoranja

a Ol uady jargradjeni pedicen iddjubuvo za jedchrainu yaotreau
NEVIQITE GA PONOVO STERILISATI NITI FONOVO KCRISTTTL.
Roovra yaotrdoa ihdailizadjanogu dowaiti oo ridkaad
korianmedjauscboa Hizaadi nidaiu kod pegjataHpats
|rféiﬂjaradlga ItDChJ’\E‘a, dlsarecgantaampa’ns

sianlizadja moguugaati strdkiem iniegiat uradijaikizaaeb
akedverjauacss, ilo nmoie cadovechicb powach. bdedli il s
pec-eTa. Komper-a Mediranicrijaccopvaran zakalkaudirekdinu
thitgjruill giotdediinuilalu redleki usied poovaiterlizacbaik
poovrayotesa

1 abisiesrajihnmogeencs cstetejakivininsudoss redbvegte kelan
lake da poshy e preaik pridizen grechikulkevinog suck neposretkio
prdsinakio i dstairuodnosu nasienczau

1 Kadse PTAEoHatetar izdi vedanomsistanmu, rgnetda
Lpam pod katrdamfluorcsdag skimgeosatrajenvisckag

- N;T[genlodJPTAtda'ﬂddaurﬂjgamdml Poloigj PTA
oHaEaanognsje paibsano dokse vediEHicarelazina
nestiL

1 Aozavetrerdoeanjacssdedpnr. uvditeuadkpotam
Uiaokopde. ngaratrHOSA preregpilo grente kelaHstsiar
urezed Hiugped

= Ni podiojHTtsONarenge porersbvodisiicu tdomrechvdata
Adhird Xrave PTAEOHatetaa,

a Baonnuepopuodase izdbvape vecbejakaietarae veskdHang
Sstera

a Nenadedrenasbpooaan pisskpucaja @ .Rated Bust
Pressue®- RBP). RBP jazza pvanrareadicaran vttiotestraja
Cab e gxeto paeM piosk pgoauivdase ugdraauedgaza
paEgepida

a Zaredhaeatebedoarargiakosoverd hnbb-blkakve duge
oA Kareote saro preporuterusuycstanou zarecbvaerje
(anrsstrosrecshvoi fiziddl restvar njechtkg raaran).

a Kaeteryododdte predatiuna . Upotrehjho do revedenog res
fEoaju

o1

Mere predostroinoatl

O PTAEOHatetarh tedocakorsb senrontenatoaddja
qrinrach.dgoiskusha upakutag trarskimralkdg) argiqdesoa,
Rakjm)aocgpazcﬂarﬁqrtd’ogadi}oraanﬂ)ldhlle
pTegM Mhitee giinaei ke uver sa parkuianomtrarshinmelimom
ageidan

a Prraniieodgpverajuodes piu ldovina (@iicegdars veaod-Hiatar
Itdl) kad gadgatau ddadu sa starcardhmpaddanaza PTApe
urdapAdnral Xoare PTAekmuiatetera

@

global:20170221.alldocMoclCol 20170216. alldocStyleCol:201S0526. master_pageset:20150528. languagelookup:20161110. table
20170228, characterjoin:20170404, 3crf9 20110211, 30f9_8vg 20110211

Peructpanua MU B Pocagpasnanzope
www.nevacert.ru | info@nevacert.ru



2017/APR/06 at 10:39 a.m. Doc number: 0110119 Rev. 0 [Global]
Phntspec aS-55 - 148 x 210 mm

1 Btepd g Hammioenialkako bste izoegll moguckeoikoenje
latetaa Nengjte karistiti cileoeni keleter.

= Dabseswajihnoguoost ussaverd e, egavaiteiisoerlesistem
| adizagjle drstuvezusa kdetaromtdamnpaosscle

LW Goezrivo karisUe 0.6] uech pocedirarakge podaauneeiu
leldfikoare lexgili srieticke veskulane gaftoezoog eaadvire
pircceOvhiegja

1 Reictmamidatifidedadjde regdijeralanirad.

1 Sevarelereqgdodovadti racurao qalinteriddnmzEehednaza.
unetEnielatstaa Todoheata lgdranie katpoanti sadim
izdaiaymeanimrashaumpre yaotreke | uddickieu pdileldiiko
sistarsgu hgaamizzdiu

a Airerelkastaase redkiu Izbente ldrikuncsowistaga
pediatai iskusivacscoe kgjavrs inenadiu

a MelaTedi predikvodiczice resre daprasii 0.89nin
(O.0355iIE). Gdrecke dotoge ravodiciicamanogu chpovecsju
tajeimedlnvodGiicai katetaa
Qorez U dutgjuvedb Adhird Xdrare PTAEeniatetaa
alvaenje chbLce saoije. pogolovo kad ketetaasa duggikim
tHam

6. Potenc<)alne kompUKkacije 1 ne2eljeni efektl

MogLee konpdegie uvez saindantargaminiraveskusrog belar
lateteamoudadahdaiu ehnisu ogaricereratieceoe

WU\ezi sapuikdiem

Idaimknaaja
(ddriikdisiainitrarioeirodichisiucejev
Trartioa
Aiaoeassda
Psadoereurmma
Lddreinfddia
U\ezi sadilatadjam
Dsddjauadupddrareataie
Yozich it
Dugdirggri grievi
Auraredudjakgazahievahiruiku inenadju
resteza prdiirere ataija
U\ez saargagyafiam
a Hpoeda
a bdicsdivost
a ainie
a sga/ifdda
a siserdaaridizdja
a atdadts
a katkargirohenodramidorensaeae
a
a
a
a
7

[

PP YD

ant
resldjeraldoe
progerareskdia

. Tehnika priprente

Redecgte Advira Xrane PTAEloHader pepoedirecalbiste

podili chjeprdavad neditecen i furlkcorelan. Nardjlega karistiti aoje

sodijroill unutrainje prloage Btecap il dvaa . Kad releesile zalitri
dg fiddcddmdanim—asivaam gaeaodrtite tg dg) pezedcare

dtetitelton. Udutl judareicete readp. jedomitikendaaited0). a

dngomdhiite tela

Qoez Nngitekaidtiti sakotrastrimarecshvinra Lipioddl ™ ihBthiode!™.

ri saduwintkorestnimeecshina kgasadze kaypoeteodhagaesa

COSTRANIINVANIE VA2OUHA:

a  lgoate lumenzavad&dautako sto asie Uaedti goc rgaujendanim
resbvaam Igdigjie dkleacstre izack iz yrisravadic zice ra.
dstammutulsEionatetaa

a lZoeaeite nkoae beloHatstaomidomudaganialuneavadc>
iice Zpekoejai e lgdraja

8. TEHNIKA UBACIVANIA

a Dabste reslavil sainenadjan pristpkvomsucunoadabuce
cbudjro prdocen ikdovofio rdardlisan

a  Ud\ovadczarjevecpostEiljeapdoledie. podfluocdastam
kordani Uedtevadii-ziou ad 0.8 nmO.05S infa) kaz legijuu
sKediisa darcadhimPTAET ke,

a Udedle pdsainan kg vod6-aceurkstain wblkatdaa

a Faljivourerite PTAeoHateter kaz uvadchik Uz fluorcskaoko
vodiNilau paraledjl.
Qorez: Udiko reicete na atpordokgurate belavadar. unvdiie uadk
aporal ddaniie ga pre negpiito redavite cagurate vadi6 AauH
belonvateter

a Rodare belonunuar legjetelosto cate kanttiti 2 rediogekay
malaeldl se rdaze nald keordaatre ledezapedao

icjexi Joddrelaiie

a | Dalkde idogdi rebraie. Ueajtekdetar za diatagju pdako, unskam
karadna dok se pddanamieg vodiédice repgal izlkatetaa,

9. Naduvavanje balona

Qaez: Zaredhaenjebdaarergtekasai vexcLhii bilolkakee

opsoviie L stae.

1 Powiteipnclgi Sl:hl kotres maluerprdiucek kg serelad rel
pdksingnoml keloHaidera. Rinajuite
recelivini prtisskidompdido 15sdud. sveddknehurdre
presianudase popf umkanirsstromsshvau. \ekbie atinosfarsd
piiissk kg oo aakoniresiudase U lemiumeniatdaa Gdgiee
ipdctekodaigopcan nvokarestacstare ukorekiorsamadgau
lumaatksioa

a Wdaiienduceverd haizuathaza redvaenjeusdacusa
yaushinapd

a Rorodnverlapdsstitauecketza rechvaenie zaPTA eHonvatetar.
Nargtedoadti ceverdLhucevisistam

a Chanievatil rauadhiu zaredhvaenie. Rdleparoredhvagte
etonza diatadjuda biste praini legjucb izadLreiqgpechikeu
Hadusagafikoomza tedacacd. oD sskud pinajule
kostantenprtissk
OQortzz Nengjiaprandiil posajanp sk pucaija(R8P)

10. 1zduvavanje | uklanjanje balona

Igjie belon usdedusa starcldiimproediraraza PTA. Rinate

regativen prtissk relkelonu trganiuizrecn 30e 120 sskurdi dokse kelan

reigxaai. Uearle se dajebelon potfuroizdbven prenegpito iljivo
izwiVe kdeterizkvog suoh. Za4Bimatelaal 200 mmpepoudljese
kotrastmanmeiajirnaad 704 hridlakog reshvaa 1304 karestakako blse
skatioveneixhweaia

Nekon ypotrele og) roiavad neize ca prediiaabalcBu gqoescst. Sim

Unvimuedgimrankytei odranite ihusdeduisaphecaom

mediasampraksomi pinenfiMimid<etiim regaelnimi chiavnim

zekarimai pgasna

11. Stanje u kojem se isporvduje

Achriral Xrare PTA eloHateter Isgpoun je se sienlani pedidenjeza

Adriral Xrane jesterlissnporooueHndsca

Jjeddkau
Kaleter stgje sierlan dk se pelovarje recvanti dieti. Uaireliie

paaad predaturta Upatredjivo do revedaog recarekana

Achrira Xrare PTAKAEG ne sedril pvach gonemilatgls. MecLiim i
procesupdaachje sdapenja Hipslkowerja. annrole slutaino coSmabdir
sanaEajana dakanmili qggartoriapsadrie lasks Hddaze udodirsa
jen

Qorez Nargiekarsiil ako je unutrsinje peloerje cvag o Hiditsoao.
12. Skladlitenje

funvee relotdisag sdogj tevpaain rusivominesiu Driati ddeo
adsaesdidi. Nngteidegb agaredikmesshaTraapes
alkddq). jaizrguEmnastajuHutrdjubiessanastanju Rdagjte
nveniar kekohi se keidai karsiihperdaveienjaravedaogra
reigid napEkoeiu

13. CAKAMCKAKOOBOYOAMO3T

Roaad | sve kavpoante njegovog sisiemasu dzginiran. praiaecan.
tesha heekovan uz swu raanmu brigu Upozorenisuodmuputshvinrazae
yaotreu Iiito irebe srairdi inegammcdanoe adede. Inatecage
garanoiuiza praiaaddochtumaisiska kgpje azneien miisian Garanacp
levaieta pod usoomchjeyootreapraaocch b-au ddeduisa
yaushiraza yooirehu Invatecse adoe st garargjao nogLoceb
prache ihpoddaosb praavoch zaadedausahu Inatecrijeactpaan
ni za kelaudiradny, Hdreknu sluiajnu H poslediinu itemkgulizezoe:
paacd Gimusluigju peereili addregreikaadsirare pedlzeca
Inatec. kanparzadjabb kelke ileteza kyoareck: i kamsusju bb
vechadfakiuresre aoe spovihpaavoch. GarangesadrHanauog
adech dohetai znaigye pare gaandje zareigyasobi
sedaaad. aidjune sve dnupe nogLoe actpvanoeb keetije
Mediraic. b-bkalkvog podda, uvea sadosalienimpraaactm Oa

glebal:20170221, alldocModCol:20170216. alldocStyleCol:20150528. master_page$et:20150528. languagel.ookup:20161110, table
20170228. characterJoin:20170404, 30f9:20110211. 30f9\svg:20110211

Peructpamnug MU B Pocagpasnagsope
www.nevacert.ru | info@nevacert.ru



2017/APR/06 at 10 39 a.m. Doc number: 0110119 Rev. 0 [Global]
Pnntspec a5*S5-148 x 210 mm

>garfatacchpvanosti | gaarcge Fsupraa] ca Mo
kdinndoavezarnadredVima prireil [ivag ukonaw Ao redielni lud uad
dajerexaamiaoc/ikarya acgovaroeaneUeca ariftuufienasa
pinaThfhzakoun Mnece iitceb nu ncslale ddoai aadcactzb
raged i restavbchnaii. NevalechamlaceM  zamajaranveiaoom
kgargiidie odraiava laginmi intarat predlesch Ineiceuagarachvafj
adhpvaroeb > iaradia. Njedha atdbaramaafacanjacadoaela
Inatecrablokakvu garlrgjuili ocdovanasl uved tapadaachm

Svenska

Admiral™ Xtreme
PTA-ballongkateter

1. Baskrivning

Adnral” Xrareir anpantar belagateter

over lechren) aseddttrparkuEnirarelunmel agdeedkaralalech

dstnaacelkal Katglam bearett d idcelurentiafl nedan kelkag astzed

ti cetdstaladafte Dudoslurerdafid (@garerug i dnpodnaa

kden. Bt rarMdar ingingen Blcbt centrlakinrentr leckren, necbndet

adamaanathfranfyarepadive ionmaditatatianibelagenned

endadhrgavikotaemecd od1ldea\,ts1fg. Kaiatemi kantnudian

adchdetgpedela kbekagraterelet

belagdareterkenerVies. barcardap | bekoglialak achargnetryd<

Lingdenfdhece belag ar goedficared. Admrd Xranrefrme naddda

kellagriaiedar Nonmivia bekagdanetrarach-Hlagder ageadkraet.

2. tndikationar

Adnral Xranekr avsecd far parkuten trareketrel angigdaitik (PTA) bos

Etiata ned dostruktiv sitkobmi penferi ardlirer

3. Kontraindikationer

a P/ i

Qnsjpraeartalakin.

a PlAEHIagatatamAdira XMrarteUr Inearvances i fal cir leckren
inelenla=anillesiaen

4. Vamingar

= Ruodkenir ufaonadochasedd adestifreginosonuk. PARE]
OVSTERILISERAS HLLER ATERANVANDAS Aleranachirg eler
arsElissnrgavetaenienntedparskn r kontenviargeler
asskaan petianien drabtvs av nfiddmdler lkasaifektian. nkhisive
(meninebegrirsat til) oerfargay kfediasidoa Ta) frinen

i rente fir éeanances | koo erararer

gukdbmadh codsfEl. Medranic arinte arsverigl farnlgon direke
dech tillfdlligskech diar Tdiddechsomar resitatetavanahden
ansgilissas dlaraneants panal

a Mrearisden fliorkinskeda garamattfyla belagen bl endanster
smugefar nosvarar kaitets dianster strai pakinal ochdistall an

stEceen

a NIPTAbalongen behmarsig Sditsysteneisks denmarpuarss
ucer bogaebtativivoroskepisk dsenalon

1 UarnovreramteP T/

a Ledhren Ur udkerirgavilkor fivttss mecen PTA el gatstem

Adrird Xrarefys:

w Imenkaleiendrastiitelaur kartsystad misle belkagenveralket
Ued

a dwersaedinedd mrirdlabrstgstiydiel (REBP). RBP beseras pa
res Ratfranmiillotester. Anadhingavtryddraure rdonmacass
forattuniMia anfar Hoot iyd<

a Aneadinekfteer are gearerumitratiialkekdoogen Anvard
acbst damadaatfyinimngeredd (MacHar katrastrecH odi
kdksaldming).

a Aneadiaetamifaedstugangechiumsaomangess pi faed<airgen

5. FSrsiMIghetaitglrder

a BoestWuma nedtilraddyg efaatetay pakutan rardunird
agglHik kaanachdara PIAEkodateta. Farananach

podkEenkas gedigakurgeperanitelida prape, inidal

Ulhninger achreker-flarkgpece nred paridian trarstunal
agadestik

a Adhmistraralinpig likemedelsoehanduty (anbdoeg dabosrecd
karhvicbaroke nrecH cav)) H patemren kot gingsa pravdsMd PTA
ImenPTZ iral Xrarefoain

a Ediafsikigs vidrentenrgforatudikaeentd seca pi
katsiam En kaldler sombher skechts Ur IneanMinces.

1 Aghreracchspoil systanretsarthil katetaarduningen Ul ucer
heangggeetfaratinminealntrirgavkift

a Anerdeateennedfaskdgd vidilgeggodarcd Ars falkakede
lesianer eler syl kirtgrafl pi Tund avdessalesianers rigaance

egadaE.

a_Fasistil aatde dergsa resdona notkanirasinedd fae)
bererdingen.

a Deamamatadidakaenvadgaler katdarfaademiste adid
eflafd |&s. Deltanmefattar sodanigav konporenaraneddan.
ison kadksafkoanagfae anvarching ach gangee profleldosk
sysemkhgoamisarg

a Tlanmpinenav kasiemkenvarida Va| teaiknedbkesyn b
peoeries Uldlind ach kiugarsafaa et

a Ledarersdanetafirineoarsogp0,@ mMmOa5tm). Vissa
yltekagprgarpl lechrelenasakaded fiikiMin relen lecereach

Cal Sﬂreslnida’a/F’TA—tﬂa‘gdaede‘rﬂ Ararelenta
lageM anlbmra sirskH anlkatetadafietir ling

6. PotentieNa konpilkationerfoiverkningar

AtaoatsssE

PDOOOYYY
g

Psauckeraunam
Ldala infedooer

§

Qsseldoon avden diatersce anlivegoen
Rafaationavartindggen
Lingvangagoatmar

A recdddsionsomkraer kutirgdningrep

DOOOOY

NOOOPODOODQDODOY
§

nutstardkars. vid hytssn nederebaerden achhil Saflel nredden

adahadn

QG Fir Me armvindes Msamrars ned katrastireckn Lipioddl ™ eler

Hhiodol™. eler medamat kotrastirecd sommmehiVier ssna

bestincsdelarsondessa.

TOMVAUTLUFT

a Sodagaomkinan forlecerengaomatl arsdtaen gauafyidnod
koksaVioang Sodla bitsvaisaner utur lecerars umenvd

distale gosis.

a Udvkatntanipdei belagatetemraerdenteaypur faped<airgen

adhvidgodmy av lediricHuren
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8 INFARINGSTEKNIK

1 Ingingentill larlet nestevara till'Sodict §pn, dlertillraddice
rderdieaad, faratnansdags viceranad Irggeet.

1 Omlectreninie recknherdecaratsi lesicenda uclr
ggortyenirg, en0,8 mmilecare (0,05 Iu) fass ini lesaenalic
Veckregen PTA KK

1 Forinden podndlaadenavlecareni katsiens dsidla goets.

1 FOfQsikigt in PTAeEladatstami inarirgstiylsen. Forfasidict,
ucker luoraskopisk vAedhing, indenganomicen parifaaveskuatuen
ueKer leciren ach framnat lesiaen
CGosl OnnostodkOTs rer bellagatelenfas fiam festste5 Qs
asskentill notstaroet adhvida kanigarance atgQckr inmen leckren
diertellogatetamfasfiam

1 Feosrs bdiatai lesiaen nedceta @ mtgetastanalkaara
somndtiErpi daftetsomefaagarke- faeneckpdacatgi
millesiaen

1 Kranudilakhidaing sadiaatiocdastamfass framlQoeant i
sy stag, tils leclrars podndaaace sideruur katetam

9. Ballongfylining

Obil Aneard ineldteHarard gesfammigtanmefar anflatdlogan

1 Ardutenspiuta nedkatrastnecH till Lue-kaodiroenpi
elagdetans podindaras. NElettutartydkudera
15 sskurcer tills inga b ddar bilaes | korstrastreciidlasningen Aterds
ill atrosfaraetr/doch lit kotrestredlet rimainii lketeted e T
bongauEanach ST kerenmeniskav kotrestnecH | raetfar
kellodunan

1 Ajeggna lufta Hdafranfmingsaodhirgenarligt tilhalaas

1 Anvtirdhvenlilen medkanoch ardlut enfylinirgsarhet 6l PTA-
belogaden Litinehftkoomainl sstenst

1 Quravaililen pi Minircearteten Bl diaaticgellatengadis
ills lesianen her ubvictetstill den dianeter somberikats | elig et
ned letellen OareftagMidet. Hill ettkorstartinydkidilka
Dssurohr.

Csl Oarskrid intedd romrdlla bristrirgstrydet (RBP)

10. Thnmning och avliganande av ballongen

TOmbellagen erligt sarcerdarocecrenvid PTA Hal ettt regethvtingchi

kellagen i ugefir 301ill 120 sekunder Hs keliagenartond. Sertil &t

bellagen WretttOndinren ketetermfarsiktigares LE L kerel Foratt

nmindatOmirgdicara rdometass enkawastdachirgned 04

satiGrirg och 30% kotrastnecH vid kellaglagcera200 nm

keseradiasacbraateteri eigd nedgodkachntedardardirer
achgalance Idda, regiaela ach rebordlalegar ach faredafler

11 . Leverarssitt

PTAEIogaietamAdiral Xrane leverarss denl ocharencesi asacd
ar e si langefapedaroganar aggred och adeced, AnArd ketetamn
faedestagvrauginoscatuel

PTAHIogatetamAdhral Xirene imehiler inie returgunmilsiec
Undermivainirg, ingosattring dle fofieed<ng kendet cock caaiae
kommai konekened reaid, vaktyg dier unstrnirg sominnehiler letex
eHrkommenskanekened leed

COosl AnMte snvancesarimnerfapeddingenargaaredeler saeckedl

12 Fdrvarfing

Fonvarss toml kantrderad nmstenparatLr. Firw’etmﬁrsilju; Fr
Inte utsatt=s faratpnd@iaingeTecd (Lex akdd).

strainirg dlerdiraideDl s Se M attpod Kiarai laya akuaarsi an
katstranmaanvancs fae dat ligaoscetumsomanges pi faedairgen
13 GARANTI/ANSVAR

RAud kenochala kenporentersomhor isystaret berkorstuarats.
tiHalats. testate ach fapediais nedaHmligarsag. Gevenmgarsom
ATsl i ska uttryddigen betrakias soman miegaad ol a
demadedadian Invetec lener prod L kigaradi til dd ulgingscelumsam
anges papad Ken’ Garanlindgdller uda-fautsitinimg all annchingen
av pod Kenfdiertnjksanvisingen. Inviteefrinsiger sig ala garartawr
assace prod ke s djatet der landog et fardl vissi achnil.
Inascermaw'g:fo'ngo‘\ddtde’ irdired dech dlefdjddacha

frisetforbarbrcapod ke Garadini daradddason
Inefatizr cch ersatter celudisa garanlierafar defeldar ach eftariened

yaasiiti, florpod kien solevararss. Syflet med dessa begraraninger av
asvar ahgaradi arineattbvairacha nigon cellarcke, birckarce
lagosstimnmrelse. Omenbarigrattsnstarsarser atnigen purkd i
asvarsfiranvhingeh Ir aglligdier sirdarnatgillance lag. komner
resierance dd av deninteattbertyas achska aga ful kafl ochvaken. Den
agtticaKa sen kamer di attersittas av endlitig seckn, somibest
tergosglar cet legitins Iniressethos Inatecav attbegrinsa siRarsvar
dlarsingganti. Ingenpersonherbefogathd afl binds Ineatectill nigrad
oaradlierdler arsvar angisnde pad kien.

TUrk"e
Admirar® Xtreme
PTA Baton Kateler
1 Taorm

Adrird™Xrene aaczklacnkul@ll canaladawgUiarenpedditen
trarsluirel

Katetam,

lkayrekyepildig ;in lunedi birfafti buurur. QftigradifeR pddnd wa

cHiaaayrlir. Hotunardenbn nefoerdd lurece Kilawz i

ceebleceg bir gird ydu duUnukend erbortumisatkonires mecteve

s=lihgdatisimoen dufan birkenfimyardiniagaieine belauu

difimekve sadlnmekign kulsnilir. Katestemyegpisi \ve belaunyeaMig

da nadhie, belaunboyureve arabesindratbegi darak il br

kelonggpina ergrekignitesarianingiir. Herbr belaun uauniyju

tirtilnmjir. Adnrsl Xrene faidi belan boyutlanca kulanina,

uruneitadir. Nommal kelongeal ve uarniuden gdoek bchimuuzare

tesilvighir.

2 Bndikaayonlar

Achrirdl Xrene. tikayid perfarkarier heslaligi bUiurenhestalace

petkuvh trarshimd anjiyaatest (PTA) Ignedikelr.

3. Kontrendikasyonlar

a Adhira Xrare PTAbE katstaminkooeraatade e s aaeartik
danariarchku-enimikatranivedin:

a Adqird Xraee PTAbeon kaieten Kilavwz E@mhecd lezyaunigrcen

4. Uyanlar

1 BudhezydnizzatkkuanimigintesadanriginebunayaelAlk
YENIDEN STERILIZE ETMEYIN VEYA YENIDEN KLLLANVAYINL
doguradineyabuaga hesuiigin br hesiacen dreregegresin
iggen, ancsk lununiaMhili doaentreste efdsyaLrenveaggrae
enfaalyananecendabir. Ohezin konurine ddnesi bestarin
yardanired. hesidanres veyadiinuile tondgarebiler. Yaricen
kulanilnresi veyayeniden statreedkes. dbezinygasal ssgandigi

dogucen. ad veaddali zarsiarden semrid dijildir.

= Davarhesandadlign azahnekign, kelau gga steoanhanen
prddaind vedst laafirchbuuren denram ggainayeldagecak
geldvie gfim.

1 PTAamlatesi vedder sstemigrobjkan yuaesk kdliteyesship
flacdapkinoglere sirssinchyoriedirinsidir.

1 PTAkEankatetai ggriaighelcekenyaiadintayin PTAkEa

1 Yaladmresirasinch dragddgursa, kdlonkateisngenyeveailaie
herekei etfininrecen ae draromnedan flaakad. yd heriesi
betilaTeveya C8A yaiyit texat edinadidir.

. Hgokogulaltinca Adhivd Xirere PTA kbelonkatetaringgrines
esedinch kilawz tekherdkd emmeym

1) Kateterveddder ssendenkurtanimecenace belaunhaves
lanaren bogeHIindidir:

L ArmaPstiaraBeardm(RBP) again RBP, invittotesckm
sonugiama gare keldanigiir. Agin besing drigumurudhienekigmiar
besing izee dhednin kulanilnesi aerir.

1 Beaugdgmekignhaaveyagez igaenbega brarag kulamaym
Belauggmekignyeldiizca 6neiien mactbyi kullanin(egl nmikiecarch
kontrast recte Ve sdlinden dugen D).

1 Katgei anidla uzaoe bdinven Son kdllanralaiinnden ace
kulaning
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5 Onlerrler

1 PTAI#fin danbubdon Kigiemi. ladece pakutanirarduire
aiyodastiViailgh yeieri teoribesi dandrfimuaradani kdlamadir.
Ratutan trarduirel argiyadadi prosaclnugiailifiili tekark
prarsdem, Kinkuwg arsam versdam buunhkuleniinacen
ace buunuleanisfitnrsii gaddr.

a Adhird Xrara PTAle ketestarmyatetimacin a e, hesiaa,
stachtPTApaiddaragre wgnbrilagtechis @tikcegUan
\ezdilatonb) uwg dajin

a Kdetere=edlencskdasi hesarden kegimrekign ketetai tuiadken
didatli dun. Hesar Oy birkatatanku-amaying

a Haadmimenazairdmekign sslai egdreedipyikainve
proseclr boyurcasiki dirketeter begianliii ssgiaying

a (hed. keldfiyelenaiaaveasatatikvaikuler gefleyadik
poecliack: bulezyaiardogplan garog aindind azdligesehip
detilecsgrcendiatiekulain

a Techvidenaekonirasi nectbya karfi gehfabckosk alaik
reglsyarian kelideym

a kKaeminyaidftinmesnayddikgad tehikgaddilldaeherznan
didal edindidr. Bugarddniniainarasinca kularinten acesstem
Hieerlarinster. izdanik salin gottiiivie yikernes ve roma
pdileidik sistaikhgpanmezesyan layiledlir.

a Kasteruygdandanfakikg3aT. Takig hestanindiumunave
drifimuaranininleaucesire begii darekssfing

a  KilanztEnneksimum;gpi 0,80 nrickn (0.0Sief] tedadnanalidr.
Kilawz telen uzanokki bed kedanslar. kilawz H ilelkatetes
Dikkat: Achviral Xraa PTA belon katatainindeha buy ik ibotiarirch,
blidalkateter jzun kateteshlan Leancyken sacumre iflem
cehayae gageldaidhlir.

6 Olasi kompllkasyonlar /Advers etidler

Inraeskuer et lkateeninpdarivbyaptaikikib dandesi

kondlikesyorisraeegicililsn igaedhr lekat buiartasrinkdsgildir

Ralsyaiailgh

Ldd haralan

la<al hemoaii

Ldd veyadsta traviooaniodik gazaodar

Trarviooz

AitenoaCx liid

Pycerevzara

Lod efddyaiar

Gaamne/eilili

Garlsleenarter davenchdissayon

Arterdoven parfassyau

zamii spediriar

Gairahl miickhele garaldrenalat redddayan

2000 =

mmmmmm

Kisasurebhenodharikkaueme

Aunm

Hgregsyaian

Kamest nectHaredajikregkayan

Frgerikregksyan

Uhinunboakrarrig ve geligir dununoia dldLgunu dogrulanrekigin prosecr
RAesrok Adhird dranaPTA eton kstletemincdeying Igveyadig

anieElg) aglmigeayadhhesar gomrQpeiinuu kulamaying Kauueuklifi
rizdQjiksslin goztisiyla reviadirdikiansava, Kilifi belarazarar
vamreyeoskgeldice didatlicegkamn. Oirargdugred Helirck, bir diride
cehi tiakendgar dinide Milifi cooLriin

Dikat: Lpiada™ veya Ethioddl” kontrast necbieya calbunlargiai. bu
garlamblegeriam igaren diger kontrastractHerile Liillkie kullamraying
HAVAY GICERVEK KsIN

\‘mmmmmmmmmmm

a Kilavztd knaim sain gilisivio brgnoatakaskyikain
Sivi benketetainindstal uourchaukilaoz Wiinrenindendurnuvarek
ddeiare kechnyikanmayalkedayn

a Baonlaearinandsinenglkenaes ve ldlaaz le luvaninin
yikamres sirasincha katetenyaleadimelkienkegining

8. YERLESTIRME TEKNISi

a Qparesyausudumiekign cavaragy duiki yaleri agidicasahp
dndi veayatat gedloe rderelze edhvg chadir.

1 Klasztd hane leayon bourcayartedtinneregsa. siandkil PTA
teknikemikularerak, llarcskaai attinc 0,80 mmilik (0.036nw) ki
kilauwz teklezyon boyuncayailegam

1 Kilawzlkenpddnd urnulaatemdstal uourcenigensdan

1 PTAben katetal nracLser kikfignoendidatikcayedkginm
Haadqi-H gdamatinah kilawez t=i lakpecarsk penlack\eskulaur
igroenlesoradogu didaiihceildletri
Dikkec Selon kateter Hateddlendregalkardilegilina. kilawez leb
\eya st katetamckeha faza decetnescenace draoredrani
beueymvegmreyaekdaskradeteggm

1 Hedeflezyonboyucakesml hyelegmmgngﬁtlm’rrﬂq
2 redyqpekbehrea refarars nokdlan darak kelauleaan
igrcekarindadm

1 Budnesmi egelarekign gaiddneladan Klawz @m
pdsind uukatetadengkiresya dekkup kK kecla@eito yaverpa
ilatem

9. Balonun giglrtimesi

kuarajin

a kKowsstnedteiggendrdgnoayi betmkaidermpdsine

uuren Luerkaekdaure lskinm Katrest nadte

neactEinkateter kimemreakiresinissegiaying. Baton kinemmngaoegi
wzackehlal bgnikee katrastrecke birdkarek ginnoayi gkam
a rgpaur tehraflami wo laarak gamedrerinceld hava
a Vasyi kiarersk PTAdonkatatayeby ggmredheai lskin
Sstenmigrehavagmresire izmnnvan®sjin
a Ndmedezinnuzatcekd vaayi agn Lesyau
IgToEidetre!
dzeigesire gare kedadi otoekggmm Yadagk Dsamesusje
saM beaanchbesing ugtiaym
Dikal: Anra Raitanra Basindni (RBP) again
10. Balonun aOndOrllimesl/ve gskanlmasi
SHMWApmdgunmtﬂo‘umn Esu:nbagﬁla'a

e

i 200MM eton uaurkieny %670 ssionve S30 kaontrast nrectiecken
duenbiflkotrestkarngm Oetr.

Buuun, kReninnsarabyom)ikte deaz eskdlr. Bojfesi tm
dhezdin, kebd gdmugdantidd g lanslaavayurutkizkd yerel.
Hdgesal vaukaggancEld yesalar la dizarlandlare wgun birbignoe
kuarinve betarefadm

H.Tedarik bigitrl

Achriral Xirane PTA belon kateten. dant daraktedar* edilnvasecece tek
wiHamuyaEikivy Adhriral Xirere édendaen gaa kulanilarek siarlae
. Avela aginedA vazarar damredig surece dhez ataxi darek
elaczUtir: Luruaiiket ve belgelarcekd Son ki-HamalaibincenQee
kudaning

Achird Xrara PTA kateten dojil kg kliteks igemez. Bununia birtikie
inalet bdlegimaya da artcelglanaidam siraaindh, latsks iggenyadal
lagde laves acennatzivd, iragyachadprarialezara tares ainig
dedr.

Dt Iganiegi zarargomug veyaaginigakdanmayin

12 ~Sahlama

kantrdu achucaldiginchive kumbinyarce seldaying Gunegidijiinden uzsk
IuiLn Aheri agaikddA tOae (am dlkd). yarladind redvatyonvea
utraiyde idijanmane brakrayin. Katatartan anvicelgy etlkatirce bdiriilen
on kulamatarhincen brcakularindain sgjlayacak gadice uuriain
strksirdlami dedejin
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13. GARANTI | YOkUMLO1 QK
BuudnveujnsistarinT her br bilerennaid iHinrangeenlarsk

MPOO/NVErHHOO Ta/ Clar BHOXO RenVEH/B Oy HA GES D0SpEHEO
Mpn30UrAHaQ YeteHIoCTa-BoM

lesadern. ind edilnif teet ediiriSveaniSajlamiltir. 6u jllarim ' MomeemEn O rarETErR AR HTAY Oy HY aCTavyye
dinatlandad yerlar, aainfadde. buhkmunayrineez birpargesi neHIny AL 3 ripeHre-ooavHM
daskdegatadrindgidr. Uiin, ayni dinatlachbemensonkdlaa HOHTPOEH

taihire kechr Inatec garantiai atnrokedir. Garanti, Gininiing kdllerine
dinatlarauwg.n jedlce K Jleninisdned tiyla gefadidr. Inetac,
Jrur lieilgh daak, hertudusstilliiiikveyalord branmecauwgurick
gﬁl’?;ﬂlsl’cb’lfa?;l_:ﬁE[B‘ Inatec jriimcen kayreldarer Higaircognucer,
ddali veyaarw hesarcenatuni ydunriu degildir Inetec taafirch birble
yedavehimbr hete dnresl dirumurertgdnek zare, dlidyagdenzaram
tanini. kati suetie: iHtilsfaramdean lindainfauafatincen cehafda
dnaz Bj hikuntEd gaati. buunyesal kueunewjnijickgaantliari
kasar e alainyarire gegerve Mediraricin segianer unilnoer
leyredaretilenckdijertumdasi yuircLitkai gegarsiz kiler. 8u
YyHimiuGkve gaarnti simdanralan, gl yesanin jyuinesi zorunij herhaergi
HrH_kmtirdiHal etneyeyar=ikdegildr. Feragal Beyamaresinin
herherg birnectiedning sstshivetyetkis buiurenbretieretadircn,
oegarsizdd guraya dayiirildukie yesayla odlidigne hukrediinesl
[g=ge =¥ Bayararesinin gen kalankisi bucenetkdlenez
hongegalilignl veyiinudugind kaur. Cegersiz et Inetecing
yilkjmiulugijnii veyagarantisini siridamakonusunceld negu renfeetini en
i gdice yarsiten geoati bir bart liedegditir. Hg:rgahan Inetecic
lriinleilgli herterg Ar gaanti veyayiikuruude bejlamayetias
buumanakdedr.

YkpaTHCbKa MOBa

Admiral™ Xtreme

BaroHHi kareTep a5 UTA

1Owvc

Karerep Adird™ >Xrane— L rq:l/dm/u—mﬁarn—i—mleraq)ls

He iaierqoxveHINY A s GaroHVH kKarergova A UTA
O VIEH 56,82 Boogayavy aaHL MoteHRGaro+HIo
arETER A4 H HUTAMD B EaVIHGEINI Ve 3a HFBHOCTL 2Be3H00.
EEAna

MepuHkra/EVIV KaTeTeP30/vH-O! acren Heoo b roeHCro
3yMGIH

He repeayiire pogayH@A K pogavey (PTP). 3ate1RAPTP
MOHIWOECA HA Pe3y BTaiax By oOyEaHb INvitio, LLGzaoo/m

FHEROOTY. ABH-ao®00 Garn-aaes-a ey aa l. Adina 3gnarbrarerepaa >q Oy
roomecl sGaro-avpa e, Horareiflloverp B COEPRHDBAC/ TGRS VOIliANINOOLRCMOEK HY TifHKax. Wwo
TaaBHraGO-asEE-aEH HAPHL VEHOTL KarHLY T-OEEH! NI0LIKOZKEHHS SB0LLTY-H! CyAMHH! 1HAnaHTaTm
Sarry Ha Xagea/aymegada
2 Noesarve 8 Mgogn/likyeanHsH Ioire. wie argarivH pesTHa KOKTpacTHy
Karerep Achiral Xiem rpa-a-eiiogA pecay.
T HaMHaE- 1 aHOTECI (HTA) Y/ BLLEKTH 3COCTRKIVEH/M 8 O dEeHIIDTAMEEN b I HKTOH: o
rEa/dEIVex iA
yia+Hav rEaEn/eseiaHHAKTETE R L Baio-ees aste rpov/ea-+HA
3 MNporoxasaH-A KOMTOHEHB BACQ/CIaH-HAV
7 i i A oT
arerepAdiral ArpomVroeEHAAIR OB TASSCTOEVHASLATD
" BEaroHa Xravenn YT/ T

4. NorepemieH O0Ba0ME). M plz-mnl MEHTBMORTL

" L A VBT BIrH 1Y TEPIA MR PIRAVO/ Ta KTETg oM
FacropeavHA NMOBTEPHACTHY IB3ALIA ABOMOBTCORPHE CogitD! A GUrH wkposvipiBGaroHHOro karergaAdriral
B/KORVICTAHHA3AECRCHEHL. Moargo-e B /CiaHHA a00 NreneH UTAMDE Oy >aekig M MTEEHILWAYEC 3yeeH HL

e > - B. Moke! yodraaHeHsv/ioa wa dlsa

FERaEaHHAA LI, KokraHHaUArpopoo Mewvel YaraaEH NoreeH 3 IMTBKALIS0B-TPRLLHE00//HOO
NOE MVEEEEIVIID TEEEMESHHL EEIEEHH 360D Gana+Hoo KareBlE, MORTHLEIO-EIVB G0, 3040a-BL HECTY HAA
avepr 200 MBIOHACTEVITZALS
NOR/TE/TRALMIVICTpyirrypHy (liniCHKTh rp/ciparoato fvessaHmD YaraaeHA, IeEsEeH 3 rpoeemeH/AvIngHUL

e KavresxkMediraic &
TEEVyERHHA mmm&m—urmcwa o
HeHece Bl eelru-aor] 3a 605 Gesroogoed argaael ato 8
HerpM Br01 LD cep =] a0 a_Bsrapavnars-o! acoa/crars-o! TpoveceMeEa 1
MEQHIEACICIEHANICOA B/ TOMVECE;

B 3 MEIGOIVEHLEHF DAKIBYLIQRIEHATHUNGVHRHETP & gpreplcesra-adioya
GaroaroApcRayEaHHAMae Nvave-DaB+aaniglavetpy 8 IERIBEOEE
B roal3Edi-dedl
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Yargaa+A rosseaH srpaenooaraal] |
AcaUlapoa e CiHVgEaT;
reuALicrHvgoedl:
ToeEal aeawt
FOCTER BT HCHIA, LIO apmHe HEOGYHCIEXpANHIo
BID/ BT
PecTE-CB poRLLVPEH.LYI FH a0,
SRR O HEA ME/OEVHHIP OO
X)raq—a/l—ﬂ roBsEaH arpoesemerHHagoEd]

FoTeparL-a moE-as

G/ bra 60aHAK,

TN

EuHEus

!
|
é

B. METQIVKA BBEOFH/S

' ARORHIOO D B EHACTYN D Oy HANEE Gy
[OCIAIH-0 &L S60,[0CTaTHEGONPaO)

1 SUprpEIVKUeHe BRI rin,

AnLHY e,

PEHTE-00a MH/M KCHIPD BV BB Tb B AU -y Ve rpoe vk
Maveraovi0.80 mi(0.036 404ve) a0 A CraHEHoTHAM
neraraw HIA

1 8 aEATb/IOONE HHWIME LTEA QY [/ CTarBHAAVHHK
arerER

1 AgEn-DrpoeedTs Garo-HA KareTep AR YA UEDES COOTHYY
1HTPOdraA. MUPEEHITEHOOKENY H/MIECHIPD BEMI GO HD
rooHsTe/ MEEs MEpEHH O/VHATD MOCR Y D yoria-(

Cﬁqasu-d AuprpmrnoesH GamHHoo KareTgRavHAeeap,

9. PozaysaHHs GaroHa

ELLHHITO SERETKEHHA KCHIECTHO! ps{sn—myrpxﬂnenaspa

Blieneiire g, ZarLIVRLIMIMEL CK KCHIECTHD! pe- B/ HAB
OB} rpocsiry Gara-a,

6 BIHB Creqoire S ocniHAATVIK o Tavio Va0 0 ek,
GEepe10! HerepeRLire posayHoa Vo poevey (PTP)
10, 3nyBakHA Ta BUNYYeHHs GanoHa
SOyEsiATE 6oy O/ BN TBY/L0/1D CTeHOTH/X MOV BRG-BHHALTTA

11, ®opma noctasku
BaroHuikarerepAdhira Xrare R UTA OCea FETECA CIg T HH/M

TarpeseHIATVeq cionyEaHA KarerepAdhial
Xrare crgri3EHii BHZ gdree crer -G,
Y EBCBAQ A VLLESTECA Z

RGO TAHLIQRIaHIQ
MEQoyKT, 0P e 3Kl BHHATERIVIHY JPVEHCCTL. sesrara- ) Ha
vepyEarH.

Karerep Adhrire Xrave arm UTA - MICII HETYOB HHOIO JEISOY.
Boa-o-£c, AaecaroE eHHAL 30/ a0 rayeEeHR /o Mr
BARCED KOHTEKYEBTU 3 VaTeplar A IHCTIWVEHTEMAN 860
COBA-BHAV, LLO MCHIL S BIeRC 200 VBN KCHISKT BrBraaav
Gopeno! He agooB/iie Kaetep, SHIDeyHlLIFYBcaa
Qe ato BV

12. 36eplraHHs

BAQY/CICB/ENV/CA,0D FBHH-EH A TEVIHY V09THODT, 328 BHEHOO HR
yaal.
13. TAPAHNAM30B0B'A3AHHSA

LA 8/pIGTA FKORMKOMTOHEHT OO A/CTav B NGOHCTIDUATERH. .
amorceeH. e/r;:ﬁﬁa—!'ray'acm—! 3
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[MepeBof C aHTNIACKOTO si3biKa Ha pyCCKUIA/S3bIK]
WTAT MMHHECOTA

OKPYT PAMCU

A. JaHnsnb >XaH PacmycceH, HoTapuyc wTata MWHHecoTa, HacToALMM YAOCTOBEPAD, UTO
npunaraemoe CoOMNpoOBOANTENIbHOE MUCBMO K wuctpyxunw no MPUMEHEHUIO BTOTHOLUEHUN
nasenns Admiral Xtreme ABnseTcs BepHOM KOMWel opurmHana LOKYMEHTa, XpaHslierocs B
KomnaHum «MeatpoHuK. VIHK.» (Medtronic. Inc.).

Data: 16 neka6bpa 2021 i.

[LWUTamn: Inodnucbl

JaHuans XXaH PacmycceH [lognuce HoTapuyca

HoTapuyc wrarta MuHHecoTta

Mos nuueH3ns  paelicTBuTeNlbHa 40 JJO/KHOCTL: HOTapuyc

31 aHBaps 2023 r1.] Mos nuueHsna gencTeuTenbHa go 31 aHeaps 2023 T.

(wTamn)

Perucrpauug MU e PocanpapHansope
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[Ha 6naHke KoMnaHun «MegTpPOHNK»]

«MefTpoHUK, NHK.»

710 MegaTpoHuk Mapkyai
MuHHeanonnc. MuHHecoTa 55432
CWA

(710 Medtronic Parkway
Minneapolis, MN 55432

USA)

www.rnedtronic.com
Ten.001-763-514-4000

dakc 001-763-514-4879

Ana npefocTaBneHMs-No MecTy TpeboBaHUS

HacToslwmm y[oCTOBepsAeTCs, 4YTO Mpuaaraemblii  [AOKYMeHT sBnseTcsd VIHCTpyKUueid no
npumeHeHunto (0110119. pea. 0) B oTHOWweHUMN nsgenns «Karetep 6annoHHbIi ana YTA Admiral
Xtreme».

C yBaXKeHUneM.

Inodnuchl J5 fekabpsa 2021 r.
MoanmncaHo oT UMeHN KomnaHUW=«MeaTpPOHUK, VHK.» [Jarta

Capa bakkep

PykoBofuTens oTAeNia HOPMaTUBHO-NPaBOBOr0 pPerynmpoBaHng

Peructpamnug MU B Pocagpasnagsope

www.nevacert.ru | info@nevacert.ru



Mepesena ["'pomosa AnekcaHgpaMmnTpuresHa

Poccuiickas degepaums
Mopog MockBa
[Baguatb cebMOro gekabps ABe Tbicaun fBajuaTb NePBOro roga

A, Koponb Buktopua AnekceeBHa, HoTapuyc ropoga MOCKBbI, . .CBUAETENbCTBYIO
NOA/IMHHOCTb NognucK nepesoaymnka Mpomosoli AnekcaHapbl AMUTPUEBHDI.

Moanuck caenaHa B MOEM MPUCYTCTBUN.

JlInyHoCTbL MoANMCaBLUErO JOKYMEHT YCTAHOB/EHA.

3apeructpupoBaHo B peecTpe: Ne08/82-H/77-2021- /

YnnayeHo 3a coBepLueHne HoTapuanbHoro feinctema: 400 py6.(00 kon.

I-EPE[)]?AHFEATID ﬂO.ﬂIHMCb B.A. Koponb

MpoLLHYpeBaHO, MPOHYMEPOBaHO W CKPenieHo nevyatblo _~nucT(-a,-0B)

B.A. K

noAnm1Ch

MBEPECBAANEY N
HOTAR/YCA

Peructpanna MH B PocampaBHamaope
www.nevacert.ru | info@nevacert.ru
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Poccuiickas desepaunst

l'opog Mocksa
ABagn"Th  cegtMom fexabps "BaT T u T bnce "'} Bcero I'Ipoumyposan@
1, Koponb Buktopus AnekceesHa, HoTapuyc ropoga Mocksbl, MPOHyMepOiibK) MCKD@EHO
CBWETENbCTBYI0 BEPHOCTb konun ¢ npegcTtasne(*ro "i'te nevarbto 6 / nmc@-oa)
LOKYMeHTa. [~ Q

BapervctprposaHoB peecTpe: N 08/82-H/77- 2021-
MrriBHeHO 3a COBEPLLEHYIE HOTAVIET>HOro AElCTBIS;




KOMNuA

STATE OF MINNHSOTA

C'OUNTA' OF ramsf:v

I. Danielle .lean Rasmussen. Notary for the:State of Minnesota, hereby certify that the
attached Cover letter for Annendix to the Instructions for | se. AdmiralXtreme is a

true cop\ of the original document tiled at Medtronic. Inc.

Dated: 20“' dav of December 2021

Dnnteile Jean Rasmussen

n Notary Public . )
Minnesota SignaWre of Nota”FiSiiie

o GBS A3
litle: Notary Public

My commission expires: January 31.2023

[stamp)

Peructpamnug MU B Pocagpasnagsope
www.nevacert.ru | info@nevacert.ru



Medtronic

Medtronic, inc.

710 Medtronic Parkway
Minneapolis, MN 55432
USA
www.medtronic.com
tel 001-763-514-4000
fax 001-763-514-4879

To Whom' It May Concern

it is hereby certified thatthe document attached isthe Appendix to the instructions for Use for the Admiral
Xtreme PTA Balloon Catheter.

Yours sincerely,

bara Bakker ;
-06'00'
Signed on behalf of Medtronic Inc. Date

Name: Sara Bakker
Title: Regulatory Affairs. Manager

Peructparnua MU B PocagpaBragzope
www.nevacert.ru | info@nevacert.ru



Appendix to the Instruction for use 0110119 Rev. 0
Admiral Xtreme PTA Balloon Catheter

Appendix to the Instruction for use
Admiral Xtreme PTA Balloon Catheter

PRESCRIPTION OF MEDICAL DEVICE

for percutaneous transluminal angioplasty (PTA) of peripheral arteries.

INFORMATION ABOUT STICKER
The final packaging for the Russian market is accompanied -with additional sticker.
Devices supplied in packaging marked with the following possible information:
Name o f medical device in Russian language:
Name o fthe manufacturer:
Country of origin;
Code UPN (unigue product number):
Code CFN (customer facing number);
Date and number o f Registration Certificate;
Warning and informing symbols and inscriptions (if applicable)

Sample ofthe sticker:

HanMmeHOBaLWK MEANLLLLICKOTO N3feNna

Mcion3sonnens: Kog UPN

CToaHa TIONCXOAgewun. Kog CEN

0 <bMLWLW/bHbIL NOEACTaBITeNb NPOLIBOANTENA;

Pernctn.nwoHHoe %uocToBe>eHne \s oT

[ata nponss. cepiM nononb30Bath A0; CM. CMuMUHCTPYKLUUIO

Ha XTIOKOBKe NO-FIpUMEHEeHNI0
CM. CUMBO/bI Ha
ynakoske

STERILIZATION

1. This device is single-use.

2. Device is sterile and non-pyroegenic.

3. Sterilized by EO.

4. Sterility Assurance Level'(SAL)-10"

5. Term preservation o f sterility during 3 years.

CONDITIONS OF TRANSPORTATION AND _STORAGE

Storage Conditions:

Keep dry and away from sunlight. Store at controlled room:temperature (from +18°C to +25®C). Do not expose to
organic solvents (e:g. alcohol), ionizing radiation or ultraviglet light. Rotate inventory so that catheters are used
according to labeled"use by" date.

Transportation:

Care should betaken when transporting the devices. Packed by the manufacturer devices for peripheral vascular stenting
are transported. by all modes of transport in closed vehicles in accordance with the rules o f carriage o f goods, operating
in each mode oftransport.

Temperature o f transporting: -18°C up to 55"C, humidity from 30 to 85 %.

OPERATING CONDITIONS

Do notautoclave. Do not use if package is opened or damaged. Use at controlled room.temperature.
The product is intended for use by trained medical personnel in the operating room:@atroom temperature (18°C) not
higher than 25°C, relative humidity of 75%, a pressure offrom 860 to 1060 kPa.

Peructpanus MM B Pocagpasragzope
www.nevacert.ru | info@nevacert.ru



Appendix to the Instruction for use 0110119 Rev. 0
Admiral Xtreme PTA Balloon Catheter

SHELF LIFE

The shelflife ofthe device is 3 years.

PROCEDURE AND CONDITIONS FOR THE DISPOSAL OR DESTRUCTION'OF A
MEDICAL DEVICE

After use, this product may be a potential biohazard (hazard class B). Handle and dispose of all such(device is
accordance with accepted medical practice and applicable local, regional and national laws and regulations.

THE LIST OF NATIONAL AND INTERNATIONAL REGULATORY
DOCUMENTS/STANDARDS, WHICH MATCHES MEDICAL DEVICE

Directive 93/42/EEC, EN ISO 13485, ISO 10993-1, ISO 10993-4, ISO 10993-5, ISO 10993-10,1SO 10993-11, ISO
10993-12, I1SO 11135, ISO 10993-7, EN 556-1, EN ISO 11737-2, ANSI/AAM | ST72, ISO 11607-1 ISO 11607-2,
ASTM D4169, ASTMF 1980, EN 1041. ISO 152231, MEDDEV.2.7.1 Rev 4. ISO 14974, ISO 10555-1. ISO 10555-4,
EN 62366-1, EN 1707, ISO 80369-7, 1SO 80369-20.

CUSTOMER SERVICE

Contact for all questions, including complaints_of medical devices the Authorized Representative in Russia:
Medtronic, EEC,

123112, Moscow. Presnenskaya nab., 10, floor 9. office IlI, room 41

Tel.; (495) 580-73-77, Fax: (495) 580-73-78,

www.medtronic.ru

Available upon request

Peructpamnug MU B Pocagpasnagsope
www.nevacert.ru | info@nevacert.ru



[MepeBof C aHINMIACKOrO i3blKa Ha PYCCKUi 93bIK]

WTAT MUHHECOTA

OKPYT PAMCU

A. daHnsnb >XaH PacmycceH, HoTapuyc wTtata MuWHHecoTa, HacTOALMM YAOCTOBEPAID, UTO
npunaraemoe ConpoBoANTENbHOE MUCLMO K NMPUIOXEHUIO K MHCTPYKLWK MO NPUMEHEHUIO B
OTHoweHun u3genua Admiral Xtreme aBnfeTcA BepHON KOMuei opurnHadaad LOKYMEHTa,

XpaHsaLerocs B KomnaHum «MeaTpoHuK, VIHK.» (Medtronic. Inc.).
[aTta: 20 gekabpsa 2021 r.

[WTamn: Inodnucbl

JaHnane XXaH PacmycceH [Mognucb HoTapuyca

HoTapuyc wtata MnHHecota

Mosi  nuueH3ns  feicTBuTenbHa  L0~L0/KHOCTb: HOTapuyc

31 aHBapsa 2023 r.] Mos nnuueH3ns geinctemutenbHa ao 31 sHeapsa 2023 r.

(wTammn)

Peructparnua MU B PocagpaBragzope
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[Ha 6naHke komMnaHnn «MegTpOHUK»"

«MenTpoHUK, NHK.»

710 MegTpoHuk Mapkyaii
MuHHeanonuc, MuHHecota 55432
CWA

(710 Medtronic Parkway
Minneapolis, MN 55432

USA)

www.medtronic.com

Ten. 001-763-514-4000

®akc 001-763-514-4879

[na npegocTaBneHNs Mo MecTy TpeGoBaHMsA

Hactoawmm ypgocTtoBepseTcs, UTO nNpuAaraemblii  LOKYMEHT SBNsSeTCA. [punoxeHvem K
MHCTPYKUMM NO NPUMEHEHUIO B OTHOLLEHWU n3fenns «Katetep 6annoHusbii gna UTA Admiral
Xtreme».

C yBaxKeHuewm.

MoanucaHo wudposol nognucbio Capbl Bakkep

Hata: 17 peka6bpsa 2021 r., 14:02:24 -O6'0OLU

MoanucaHo OT UMEHN KOMNaHUU «MeaTpPoOHUK, NHK.» JaTta
Vms: Capa bakkep

JomkHocTb:  PykoBoauTeNb -0TAena HOPMaTUBHO-MPaBOBOTO
perynmpoBaHus

Capa bakkep

Peructpanus MM B Pocagpasragzope
www.nevacert.ru | info@nevacert.ru



MpunoxeHune Kk MHCTpyKummn no npumeHeHunio 0110119 Rev. O
KateTep 6annoHHbiii gnss YTA Admiral Xtreme

MpunoxkeHne K NHCTPYKLUUN NO NPUMEHEHUIO
KateTep 6annoHHbIn gna UTA Admiral Xtreme

HA3SHAYEHVE MEANUNHCKOIO U3AENNA

[Ns1 NPOBeAEHNs1 YPECKOXHOW TpaHC/IIOMUHANBbHOM aHrmonnacTuku (UTA) nepudeprueckux apTepuii.

NMH®POPMALUWMA O CTUKEPE

YnakoBka rotoBOro usgenus s poccUMinckoro pbiHKa CONpoBoXAaeTcs AONOSHUTENbHbIM CTUKEPOM.
W3pgenwvs, noctaBnsiemble B ynakoBke, COAEpXaT CriefyroLLyto BO3MOXHYI0 MHGopMaLmio;

* HavmeHoBaHve .MeanLUMHCKOTO U3LeNnst Ha PyCCKOM)A3bIKe:

« HasBaHuve nponssBoautens;

« CTpaHa NpoUCXOXAEHUS;

¢ Kog UPN (yHuKanbHbIA KOA U3genus);

¢ Kog CFN (knneHTCKnin Koga);

* lata n Homep PernctpauyoHHOro y40CTOBEPEHNS,

« Mpeaynpexgawolime 1 MHPOPMALMOHHbIE-CUMBO/IbI U NpeanucaHna (ecim NPUMEHUMO).

O6paseL| cTUKepa;

HanmeHoBaHWe MENUUMHCKOTO nmne.wWw A

MoolMBO/I1ITels: KonLPN
CToaHa I00HCX0XNewWn Koma'CFN
06imiiaibHUU noenctasute”b M|X»nBoalne.'u:
PeriicioaijjioHHoe vjocioBeivHiie V? oT

[laTa nponas, cepus HCMO.TbTOBaTh A0: Ciit. CM. NHCTPyKLNtO
Ha ynakoBke N0 NPUMEHEHNIO

Cbl.cT.1B0.1bl Ha
MTaKoBKe

CTEPNNN3ALNA

1 WN3penve gna ogHOpPa3oBOro MCnosib3oBaHus.

2. Visgenvie CTepU/IbHO 1 aMmuporeHHo.

3. Ctepunin3oBaHo 3TUJIEHOKCULOM.

4. [apaHTMPOBaHHOIO YPOBHA CTepunbHOCTH - KON,
5. CpOK COXpaHeHus [CTEPUNIbLHOCTN B TeyeHune 3 fneT.

YCNOBUNA TPAHCNOPTUPOBAHUNA NXPAHEHNA

YcnoBusa xpaHeHhus:

XpaHUTb CyXUM=\BAaIM OT COSTHEUYHOIO CBeTa. XpaHUTb NPy KOHTPOMPYEMOl KOMHaTHOW TeémAepatype (oT +18°C go
+25®C). He noggepratb BO34ENCTBUIO OpraHNYeCcKUX pacTBopuTeneii (Hanpumep, ankorons), MOHN3NPYOLLEro
n3nydeHuns nan ynobtpaduoneta. MpoBoanTb MHBEHTARM3ALMIO TaK. YTO KaTeTepbl UCMO/b3YITCA COrNacHo Hagnucu
«MCNONb30BaHNe No» aara.

YcnoBuATpaHCnopTUPOBaHNA:

Heobxognmo cobnoaaTe 0CTOPOXHOCTb NMPU TPAHCAOPTVPOBKE YCTPOWCTB.

YnakoBaHHble npeanpuaTueM-n3roToBUTeNeM.YETPONCTBa 419 CTEHTUPOBaHUS nepudgieprnyeckmx cocyoB
TpaHCNOPTUPYIOTCA BCEMU BUAAMU TPAHCNOPTAB KPbITbIX TPAHCMOPTHBLIX CPeACcTBax B COOTBETCTBME C Npasuiamm
NnepeBO3KN rPy30B.

TemnepaTypa TpaHcnopTuposku: -18°C g0 55°C, snaxHocTtb oT 30 o 85 %

Perucrpanua MU B Pocappaeransope
www.nevacert.ru | info@nevacert.ru



npunoxeHue K IHCTpykuun no npumeHeHuio 0110119 Rev. 0
KateTep 6annoHHbIn gna YTA Admiral Xtreme

YCNOBUA SKCIMNNYATAUNU

He cTepnnusoBaTth B aBTOK/1aBe. He Ucnonb3oBaTb, €CM YNakoBKa BCKpPbITa MW NOBPeXAeHa.

Vicnonb3oBaTb MpY KOMHATHOW Temneparype.

M3penve npegHasHayeHo Ans NnpuMeHeHUs 06yYeHHbIM MeANLMHCKMM NEePCOHasIOM B YC/I0BUSIX ONepauuoHHOR: npu
KOMHaTHOW TemnepaType Bo3gyxa (0T 18 °c) He Bbiwe 25RC, OTHOCUTE bHON BAaXHOCTHN A0 75%, AaBieHnn oT 860 fo
1060 kMa

CPOKropgHocTwm
Cpok rogHocTtun 3 roga.

MNOPAAOK n YCNOBUSA YTUNMIALUAW nnn YHUUTOXEHUA MELULMHCKOIO
N3LENNS

Mocne ncnonb3oBaHNA AaHHOe U3denne MoXeT NPeACTaBNsaATb MOTeHUManbHyo 6M0N0rMYeckyo onacHoCTb (knacc
onacHocTu oTxo4oB B). lMpu obpalleHun ¢ HUM WYTNIn3anmm HeobXxoaAMMo NPUAEPKMBATLES OOLLENPUHATON
Me,qI/ILLI/IHCKOVI NPakKTUKN, a Tak Xxe Bcex NPMMeHUMbIX 3aKOHOB " NOCTaHOBNEHWIA.

MEPEYEHb HAUMNOHANBHbBIX A MEXAYHAPOAHBIX HOPMATUNBHbIX
OJOKYMEHTOB/CTAHOAPTOB, KOTOPbIM COOTBETCTBYET MEAVNLUWMHCKOE

VN3AEJTNE

Directive 93/42/EEC, EN ISO 13485, 1SQ110993-1, ISO 10993-4, ISO 10993-5,.ISO 10993-10, ISO 10993-11, ISO
10993-12, 1ISO 11135, ISO 10993-7, EN 556-1, EN ISO 11737-2, ANSI/AAMI ST72, ISO 11607-1, ISO 11607-2,
ASTMD4169, ASTM F 1980, EN 1041, 1SO 15223-1. MEDDEV.2.7.1 Rev4./1SO 14971, ISO 10555-1, ISO 10555-4,
EN 62366-1, EN 1707, ISO 80369-7,.1SO 80369-20.

CEPBNCHOE OBCNYXXWBAHWE KITNEHTOB

Mo Bcem BoMpocaM, BK/IKUas Xanebbl Ha NPoAyKUMio obpallaiTech K oduumansHOMy npegctasutento B Poccuu:
OO0 «MeaTpoHUK»,

123112. r. MockBa, MNpecHeHckas Hab.. 4. 10, atax 9, nom. ll. komHaTa 41

Ten.: (495) 580-73-77, chake’(495) 580-73-78,

WWW.medtronic.ru
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Mepesena ["'pomoBa AnekcaHapa MU TpresHa

Poccuitickan Pegepauns

Mopog MockBa

ABaguaTb cefibMOro fekabps aBe TbiCsiuM ABaALATb NEePBOFQ-TOAA

A, Koponb BukTtopms AnekceeBHa, HoTapuyc ropoga MOCKBEI,
NOA/IMHHOCTb NOANMCY NepeBog4rKa FpomoBoin AnekcaHapbl AMUTPUEBHBI.

Moanuck chenaHa B MOEM NPUCYTCTBUN.

JIn4HOCTbL NoANuMCcaBLLErO LOKYMEHT YCTaHOB/EHA.

3apernctpupoBaHo B peecTpetNe08/82-H/77-2021- N 2\

YnnayeHo 3a coBepLleHue HoTapuanbHoro geiictens: 400 py6. 00 kon.

MEPECBAANBHATb nnnNRvmpr
HOTARYCA

CBUAETENLCTBYIO

B.A. Koponb

MpoLIHypOBaHO, MPOHYMEPOBAHO W CKPENIeHO nevatbio _ A NUCT(-a,-0B)

noAnnCh

[BPECBAANEB-ATL
HOTARMCA
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Poccuiickas eaepauys ,Q

ropog Mocksa ’%/'

ABAAM3THL  CEAbMOT feHa6ps X W T T AT bT T ! ©
7, Koposib Buktopus AnekceesHa, HoTapuyc ropoga Mocksbl, Beero I'Ipomuyposauc;@
CBMAETENbCTBYID BEPHOCTb KOMUU C MPEACTABMEMHOTO MHe NPOHYMBPOTO U CKpen
[LOKyMEHTa. neHarbio  + nmm(-@)
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