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Eng"sh design and / or materials, leading to contamination due to narrow gaps and / or spaces and di N B 3 3 3 The integrity and performance of the device coating can be negatively impacted by preparation with 4. If the surface of the hydrophilic-coated wire becomes dry, wetting the surface with normal saline will 6. Proceed according to standard medical practices. KopoxapruTe Bogaun yﬂECHﬂBaT PTCA v PTA, KoeTo npeanara KUHUYHI NON3I NPU NEYEHNe HA ToBa n3enne unia XuAPOGUIHO NOKPUTIE B BUCTANHNA CI Kpail 32 AbMKMHA OT 29 cm.
safety and / or performance of the device. Absence of original labeling may lead to misuse and eliminate * Observe the wire under fluoroscopy for tip buckling, which is a sign of resistance. incompatible media or solvents. Take note of the following important recommendations: renew the hydrophilic effect. Be sure to thoroughly rewet the guide wire before reintroducing it into an Rail Type Systems (Bare Wire Technique) 6onect (KAB) u ) BUOBE Ha CbfoBe. TpoKcMMantaTa YacT Ha XUAOTO e NOKPUTA C Mo (PTFE) n ]
HI-TORQUE™ Guide Wi traceability. Absence of original packaging may lead to device damage, loss of sterility, and risk of injury to * Maintain continuous flush while removing and reinserting the guide wire to prevent air from « Avoid wiping the device with dry gauze as this may damage the device coating. interventional device. 1. Maintain quide wi ition while withdrawing the d the quide wi Yibnkaemu Bogaun HI-TORQUE: anom Bogaun HI-TORQUE umar Moguduuypan npoKcumaneH kpai, XUAPO(HO6HO NoKpuTNE SM(]OTHGLIDE'“ (napuyano owe MICROGLIDE™). MokpuTnero
- uide Wires the patient and / or user. grenr?grnrg gl%ﬁ:r‘]hzt:;lsoyﬁe% revent ar entry and / or rauma + Avoid excessive wiping of the coated device. 5. After the guide wire is withdrawn from the body, it should be wiped clean with saline-soaked gauze ) Prilna?:entlg:‘n:x‘tNiIr:?e':\?esr:tI\z%:d‘e;ig; errarvrg'?ufagtuf:‘cse\r?;lgzctﬁ)g:‘ e wire. XoiiTo Wa Bogay DOC™ . VIHQOPMALWA 32 CbBMECTAMOCT SMOOTHGLIDE e Kpaii 3a o7 143 ¢m 3a 190 cm Bogaum n
CAUTIONS Contents — One (1) guide wire per pouch. T Whon Tintatucine the ohide wie. confin ta the ional device tip is free within th « Avoid using alcohol, antiseptic solutions, or other solvents (e.g., use of medications and rotoflush) and kept wet. e ; & cence p : TOROUE Guide Wi CBC CHICTEMATa Ha YIbMKHTENA b o e HAMEDUTE Ha eTUKETA Ha NPOJYKTa. CBbP3BAHETO Ha 253 cm 32 300 om Bopaud, a "DKI'“"'EW PTFE e s ¥paii 3a
N en reintroducing the guide wire, confirm that the interventional device tip is free within the _ . 4 X " 3. Load the device onto the guide wire and advance it over the HI-TORQUE Guide Wire and across o1 143 cm 32 190 cm Boaaum u 255 cm 3a 300 cm Bopaum.
" : i o Storage - Store in a dry, dark, cool place. in i to pre-treat the device because this may cause unpredictable changes in the coating which could DIRECTIONS FOR USE h BOAa4a ¢ yAbmKUTEN Ha BOAAY YNECHABA CMAHATA Ha eAHO MHTEPBEHLMOHANHO yCTPOUCTBO C APYro, A A
This medical device should be used only by trained in and ' ' vessel lumen andvthen the tip is 'para\lel ?0 the_vessel wall. it b y prec i 9 9 " 0 the lesion. KaTo CbLUEBPEMEHHO NO3MLMATA HA BOAAYA Ce 3ana3Ba Ha aHaTOMUYHOTO MACTO. Cnep KaTo cMAHaTa Ha Buxre aanen NOJrOTOBKA 3A VIOTPEBA” 3a ponbnuuTenta nidopmauns Kak aa
transluminal coronary angioplasty (PTCA), and / or (PTA). INTENDED PURPOSE « Use extreme caution when moving a guide wire through a non-endothelialized stent, or through negatively affect the safety and performance of the guide wire. Over-the-Wire Type Systems (Preload Technique) 4. Proceed according to standard medical practices Wi 0 icT80 € T MOXE 12 Ce 0TCTPaH, @ BOFaYbT fa e 4 r: ToBa 3a 1a CTE CHrypHM, Y€ TO ppaﬁom 110 Npe/iHa3HaueHme.
CAREFULLY READ ALL INSTRUCTIONS PRIOR TO USE. OBSERVE ALL WARNINGS AND PRECAUTIONS Guide Wires are intended to facilitate navigation across vascular anatomies and structures in order to deliver stent struts, into a bifurcated vessel. Use of this technique involves additional patient risks, Attempting to after the shape of devices by bending, twisting, or similar methods beyond instructed 1. Carefully insert the guide wire through the guide wire lumen hub of the interventional device. o o uehie. va ' TO3H ETHKET, MOXE [1a 0BENe A0 NOBpena
o luding the risk that th b ht on the stent strut ide wire unti i Si i ' i Aa A0BEAE A0 NOBPER
NOTED THROUGHOUT THESE INSTRUCTIONS. FAILURE TO DO SO MAY RESULT IN COMPLICATIONS. diagnostic and therapeutic devices. ‘&fn‘éié'é? thgtrilfsa Sei:onga‘ln'ly‘rsvirmeaé pT;fggrljeiﬁgutg\fur%gtiuﬁ ﬁg:mﬁ r;Jh.‘S wire may need o be met;hodg‘ n'{aytﬁompkrogwlse the coating integrity and that damage to the coating may not always be 2. Advance the guide wire until the tip of the guide wire is just proximal to the tip of the interventional Reference Abbott website for patent markings: www.abbott.com/patents Bonaun HI TORQUE 0,014 C NDOKCUMATHU MaDKEpH: EPAXAATHITE U OEMOPATHITE MADKEPH, Ha Ha KOATO OT CBOA CTPAKa MOXE [a Cb3AAAE HYXKAA OT XMPYpruyHa
. A Ji D DKEpU:
Refer to the instructions supplied with any interventional devices to be used in conjunction with the : P ) f noticeable to the naked eye. device. ™ Indi i 0 HaMeca Wnn A NO0BEAE 0 CEPUO3HIN CTPAHNYHI eeKTI.
HI-TORQUE™ Guide Wire, lgrlheu mtenugd uses, and potential Y INPICATIDNS FOR USF T . — refracted prior to stent deployment, because there is additional risk that the secondary wire may One or more components of this device may contain the following substance defined as CMR 1B in a 3. If using a guiding catheter, engage the guiding catheter and insert the interventional device / guide wire Indicates a tmdemfirk of the Abbalt group of companies. Ha NPOKCHMAUTHUA CErmexT Ha Bogata 0,014" (0,36 mm), cnowarar 3a npeuerAgare Ha MO3ALAT
P ™ ! ! ; ) A \ - uilce 6
i This HI-TORQUE™ Guide Wire is indicated to facilitate the placement of balloon dilatation catheters become entrapped between the vessel wall and the stert. concentration above 0.1% weight by weight: Cobalt; Chemical Abstracts Service (CAS) No. 7440-48-4; assembly through the hemostatic valve. Advance the system through the guiding catheter until it is © 2022 Abbott. All Rights Reserved. Ha Bofia4a no OTHOLLIEHME Ha BbPXA Ha BOIGLUMA KATETHD NP U3NON3BAHE Ha TEXHIKATA ,FON0" KINO. Ta Ta Ha BbB obnacrh, p: or
ﬁn;“sﬂ}zzfzu‘::’ ;';ee?l«';:msi;:gﬂlmﬂffg:;"gaﬂ':;ﬁﬁe(sdgﬁn':;i;';ﬁhd:‘g::iésuaﬂlfg?'g:’nsi‘ ded in Table 1 during PTCA and PTA. This guide wire may also be used with compatible stent devices during therapeutic For HI-TORQUE Winn™ Family of Guide Wires only: The HI-TORQUE Winn Family of Guide Wires EC No. 231-158-0. > WOIgNt by weignt ' ’ ' just prux¥m3| 1oglhe 1ip of the quiding catheter. 4 ¢ gudng (Tg:l:lwg::gﬁ::)ca CHEBMECTIMI C BOELU KATETPU G WKUHa Haif-manko 90 cm (Gpaxianes) unu 100 cm n Te, He 6a W ca
-//€C. 5 . - . i ing sti ide wi inj B ) ) ; i i i intent i - WLa ¢ M3BECTHA aHaMHes Neprim KbM HAKOI OT KOMMOHEHTHUTE Ha TOBa n3aenue,
This is the SSCP location after the launch of the European Database on Medical Devices / EUDAMED. procedures Efnsogligsiq,d :bnsfe‘::irx_ll;“ﬂlslmﬁﬁét[i?: :ﬁ':hgls??ng:'ﬂi;i:lrl\r:sTﬁzrm;“grslonquu?pnenrth::::;:g? Current scientific evidence supports that medical devices manufactured from stainless steel lloys 4 Bﬁgt%a%lﬁmsgﬂf \/ear#?r:é)dcreate  seal around the nterventional device. Ensre intentional guide Bogauu HI-TORQUE ¢ MCTANHu DEHTTEHOKOHTDACTHY Mapkepw: Hakow Bopayn HI-TORQUE uviar ma;l:o:uuanz?;niya; n:n)«ee na:«xsnao:ytelg'r anepruuna ‘;e:xuunu K:Meroau e“:a: ﬁpen?naece
This Instructions for Use as per European Regulation (EU) 2017/745 can be found on the Abbott CONTRAINDICATIONS stiffer distal ends, and / or higher advancement force may present a higher risk of perforation or containing cobalt do not cause an increased risk of cancer or adverse reproductive effects. 5. Attach the torque devicpe o the guids wire, if desired. CTanHm pemrenommpaomm MapKepu. CXemaTa Ha NIpOfyKTa BbpXy €TUKETA N10Ka3Ba HaNMuMeTo 1 W3N0N3Ba BbPXY NALMEHTA, TOM TPAGBA A2 GbAe 3AN03HAT C MATEPUANUTE, ChAbPKALLY CE B
elLabeling website at vascular.elFU.abbott. Not indicated for use in the cerebral vasculature. injury than a guide wire with a more pliable distal end. Therefore, use the guide wire with the least Atter use, this product may be a potential biohazard. Handle and dispose of it in accordance with 6. Under fluoroscony, advance the quide wire out of the interventional device while securing the anrapckw / Bu|garian Mapkepurte ca of c:ln Ha nma W3fenneTo, U TpAGBA Aa ce 06CbAN 3aAbNIG0YEHO HeroBaTa aHamHesa 3a anepruu. Tosa uspenne
DESCRIPTION WARNINGS stiff distal end that will treat the lesion, and use extreme care to minimize the risk of perforation or accepted medical practice and applicable local, state, and federal laws and regulations. " interventional de?/iyée in place. Usge he torque devics to steer the guide wire across the Igsiun cepua o1 paanonomeuw Ha pascToAHmMe MapKepw, CrioMaralyt 3a ONpeaenaHe Ha Ab/KVHATA Ha Ne3uATa. Cb/ibPXa CMNAB NNATHA — HUKEN, HEPbXAAEMa CTOMaHa, CNaB 31aTo — Kana, CniaB Kanai —
This Instructions for Use pertains to the Hi-Torque Winn™ 40, Hi-Torque Winn 80, and Hi-Torque Winn 200T This device is not designed for use with atherectomy devices. The safety and effectiveness of the use of other damage to blood vessels. ADVERSE EVENTS 7. Secure the guide wire in place while tracking the interventional device over it and into the lesion. BOHa‘WI HI-TORQUE™ Bogaun HI-TORQUE ¢ xuapodwnto nokputue: BuxTe €TMKeTa Ha NPOAYKTA 3a HanMume Ha m%%%ﬁfﬁ)xésnglpume - yperax, g cmona, pra nokpuTe
Guide Wires. this HI-TORQUE™ Guide Wire with devices are LIMITATIONS Potential adverse events associated with use of this device may include the following, but are not limited to: 8. If a different tip configuration or guide wire is indicated, carefully remove the guide wire while XUAPOGUIHO MoKpuTME. g
Table 1 Thse Igehme of the device is the I7beled shelf life. This device is designed and intended for ONE-TIME These HI-TORQUE™ Guide Wires do no have a specic lmitation i duraion o use but are desigred for « Allergic reaction or hypersensitivity to latex, « Myocardial infarction . ;bszrvingmguide(;/vire mo‘vement zndeiflu?mzﬁoﬁl . b next auid 0 be use NPEQYNPEXIEHNA KAK CE 10CTABA c iire e non , Hikora® w , Buwarn® no-mony.
- USE ONLY. Do not resterilize and / or reuse. The safety and effectiveness of this device have not been contrast agent, anesthesia, device materials,  « Embolism . Reshape the guide wire tip according to standard practice or prepare the next guide wire to be used. ToBa MeaMLMHCKO W3Aienue TPAGBA Aa Ce W3N03Ba CaMo OT Nekaph, 06y4eHN 3a U3BLPLIBAHE Ha CTePUNEH — CTEPUIN3NPAH C eNEKTPOHHO 06MbYBaHE. VIHOPMALWA 32 METONA Ha CTEPUNN3ALNA Lie o g » ” “ROTY-
Product Name Basic UDI-DI Method ished after being for multiple uses. vascular procedures that vary in duration depending on lesion complexity. and drug reactions to anticoagulation, or . ’ 10. Reinsert the guide wire following steps 1 through 7 of this section. aHrnorpauA n NepKyTaHa (PTCA) w/unun nepkyTaHa " Mp e H nfk T Hpn o ‘:4 MDoreHeH. He n¢ﬂ pa |;|I:\( K0 nak ﬁm TBp " ,,mum nu; " HecnassaHeTo um MOXe Aa OBEAE A0 TRaBMa Ha CbAa, MOBPEAA Ha BOAaYa, OTAenAHe
9 g , AV fistula aMBpUTE Ha ETUKETA HA NPOAYKTA. HENMPOrEHEH. He U3Mon3sauTe, ako NakeTbT e oTBope| 08pene Ha BbpXa Ha BOAA4a WSN NOBPEA? Ha CTEHTA. AKO B AafieH MOMEHT NouyBCTBaTe
Hi-Torque Winn 40 Guide Wire Elction-beam Rad When the guide wire is exposed to the vascular system, it should be manipulated while under high emotgentcy corondry artery bypace oret (CABC) ¢ Tr(g:ér)ysr;o:\g Dnly be performed at centers where antiplatelet drugs + Aneurysm / pseudoaneurysm Rail Type Systems (Bare Wire Technique) TRAHCIYMUKATHA GHTMONAACTIKE (PTA). Toa Uaene 3 EAHOKPaTHa YNIOTPEGa He MOXe £ e WaNon3sa NOBTOPHO NP FpYr NALMEHT, Thii Kato He p o o oA ORYOROGKONCKIN KOHTRON 1 BSoMETE
" " - ectron-beam Radiation quality fluoroscopic observation. Yy Y] ul 15 avai «  Perforati idi i i i i BHUMATEIHO NMPOYETETE BCUYKI UHCTPYKLYAW MPEQK YNOTPESA. ChEIOAABANTE BCUYKU y 6. i i i
Hi-Torque Winn 80 Guide Wire 8717648CGW0003V5 erforation « Infection 1. Engage the guiding catheter and then insert a guide wire introducer through the hemostatic valve € NPOEKTMPaHO fia GYHKLMOHVPa N0 NPeAHasHaueHwe Crep Mbpaata ynotpeba. MpomeHwTe B MexaHNyHuUTe, MepKm 3a Ha Te BOAAYa, KOMTO € Hail-
- - - This device has a hydrophilic coating at the distal end of the device for a length of 29 cm. The proximal PRECAUTIONS « Dissection Vi ot attached to the quiding catheter. NPEAVIIPEXEHINA 1 NPEANASHI MEPKI, NOCOYEHIN B HACTOALUTE MHCTPYKLINN. OU3NYHUTE W/VN XVIMUYHVTE XapaKTEPUCTVKY, HACTBAVAN B PESYATAT HA NOBTOPHA yNoTpe6a, nouncTBaxe i/ NOAX0AALY 32
- i ire i i " m * Vasoconstriction 3 ) AXOAALY 32 TPETUPaHaTa Nesns.
Hi-Torque Winn 200T Guide Wire faelcsln;ogarlg aheM rél';% E;.stD“?'E‘; W:rgl;m:i:aéwam:m#fengN(IT]TOFTEI:[?II.IIdDE [s;";'aﬂili?‘ :?:lv;:'alse’:gﬂtll‘eﬁkllgxﬁmal Guide wires are delicate instruments and should be handled carefully. Prior to use and when possible during « Bleeding « Vasospasm 2. Carefully insert the distal tip of the quide wire through the introducer and into the guiding catheter. :EanaBAHETO M MOXE [IA FI0BEJIE 110 VCIOKHEHNA. . m?m TI0BTOPHA CTEPWIUALMA, MOTAT 3 HapyLLAT LEN0CTTa Ha KuncrpyKumma/ Hunkora:
3 i ide wi i " " - ™ Guide Wires wi il ing: ide wire i WKTE WHCTPYKWMNTE KbM OTAENHUTE UHTEPBEHIIMOHANHM YCTPOACTBA, KOUTO Ce W3N0N3BAT 33eH0 WWn MaTepUaniTe 1 fa MPUYUHAT 3aMbPCABAHE NOPAZN CTECHEHM OTBOPH W/ MPOCTPAHCTBA, KAKTO _ _ _ _
The HI-TORQUE™ Family of Guide Wires are medical devices that are intended for use in PTCA and PTA end for a length of 143 cm for 190 cm guide wires, and 253 cm for 300 cm guide wires, and the PTFE E;hueid%“\;\?iﬁgg rfjslimsgpgcé:;ag:sj Zmree\f/i%efrﬁg frgrsgﬁr;gs\}eggg\sagégg: ;gngEeihgcocS%: ?grgﬁ:?egse:onse : Stenosis / restenosis * Hypotension 3 —Lp—“xljrgoli(sgrfwovf#Iggf‘gﬁgimgpaaindmorhflﬂfﬂizurarinan'i 'Lf;ﬁ“%g%:ﬁ;we introducer was used, be ¢ Bonava HHD[AQUEWY o‘run:;m TAXHaTa yr?orpeltlia o o ) A " » s E/WM ’ Hapan J‘ImncaTg Ha opwmﬁaﬂnﬁx ETUKET MOKe « He byraiiTe, He ByTaiiTe C BbPTEHE, He WSTEMANTE U He BDTETE BOJAY, KOVITO Cpellia
to treat patients with coronary or peripheral artery disease as specified in the indications section of these is coated at the proximal end for a length of 143 cm for 190 cm guide wires, and 255 cm for 300 cm ’ : o 3 ¢ ! ’ " _ : « Occlusion « Hypertension fore w g or puating - ) 1! Bb3VOKHUTE YCIOKHEHNS. 712 A0BEfe 10 HENpaBTHA yNOTDEG M 110 3 Nuncara Ha CbIPOTUBTIEHME.
i ide wi i i i : i ) Confirm the compatibility of the guide wire diameter with the interventional device before actual use. . i 4. .014 HI-TORQUE Guide Wires with Proximal Markers: Advance the guide wire to the appropriate v g y! « He BbpTETE BOAAYA, aKO BLPXbT CE 3anneTe BbB BacKynarypara.
instructions. These medical devices are steerable guide wires available in several lengths and diameters. guide wires. Arthythmia « Death - | AL A : P S f the Saf d Clinical OpUTUHATHAT ONAKOBKA MOXE Aa AOBEde 10 MOBPEAa Ha WARENVIETO, 3ary6a Ha CTEPWHOCT, PHCK OT preTe Bofaua, p ynaryp
The distal tip is shapeable or, as an option, a preshaped “J” tip is available for some wire families. Refer to Refer to PREPARATION FOR USE section for further information on how to prepare and use this device to Refer to the indication on the label and the Instructions for Use to confirm the appropriate vasculature that proximal marker. When the proximal marker is aligned with the knurled knob of the hemostatic valve, '€310Me 0THOCHO Tamn ( umn.larV of the Safety and Clinical Ha naLleATa W NOTDEGATEN.  He ocrassiiTe Bbpxa Ha BOfaua B NPoNabUpanc NoNOXeHue.
the product label for product specifications (e.g., wire length, diameter, and length of tip radiopacity). ensurre it performs as intended. Failure 1o abide by the warnings in this labeling might result in damage this guide wire may be used in. Failure to abide by the above recommendation may result in size mismatch REPORTING OF ADVERSE EVENTS ":19‘9“{?9 "t’r']”* tip ‘St 5!5: ;‘)roxwmkal fo ’h%.glt"d'”g catheterr:lp. ind 2 90 om brachial auiding cathet Ir’lerlurmance SSCP) Ha ;g:’: nsnenue we “"M"F“T"U'I'JT SJIIFEG- https://ec. :‘;’:g:“ua';":ﬁ;" ; CombpKaHIe — 1o egi (1) o4 B Nk  He pasrpblijaiiTe CTeHTa, Taka Ye BOJAYLT /1 CE 3aKMElL MeXTly Cb0BaTa CTeHa U CTeHTa.
Coronary guide wires facilitate PTCA and PTA, which offer clinical benefits for treatment of coronary arte i ing, which ma itate i i in seri of blood vessel and guide wire, which can result in vessel injury, such as, but not limited to, perforation, The user and / or patient should report any serious incident that has occurred in relation to this ote: Use the most distal marker as a distance gauge when using a 9 cm brachiay guiding catheter, i - . : Bunaru:
diseasenichD) and multiple types of diseases in peripheral vessels. v arery :1;“:;:: m:":n;(;:;,_ v;:z::sr:: y{h:e::s_s;;all; ':‘::?;:’::;;7.‘;:;: s;rl_:usni::er:e_ive:::. Jar regions dissection, rupture, and avulsion. HI-TORQUE™ Guide Wire to the manufacturer and the competent authority of the European Member State and the most proximal marker as the distance gauge when using a 100 cm femoral guiding catheter. ;":”;::‘;";’ﬁ;m%;‘a SSCP cnen crapTupanero Ha Esponeiickata Gasa AakHM 3a MEAMLUMHCKN ChXpaHeHue — CbXpaHABAiiTe Ha CYXO, ThMHO, XNaiHO MACTO. « BbBEXOAIITe HANPER 1 USTeMNAIiTe Bogaya 6aBHo.
HI-TORQUE Extendable Guide Wires: Some HI-TORQUE Guide Wires have a modified proximal end that other maz those speclzllically indicatedflI " e o uoun, T asedar o The safely and effectiveness of this HI-TORQUE™ Guide Wire have not been established in the pediatric I which the user and / or paient s establsfe. g ﬁgzzrfllzgr?srgggydz‘gs:ﬁce the guide wire out of the guiding catheter and into the selected vessel Ha‘:TOﬂLI.lVITE MHCTPYKUUY 3a ynoTpe6a cbrnacko Pernament (EC) 2017/745 Moxete Aa HamepuTte Ha MPERHASHAHEHIE * MaOnSGaiTe PEHTIEHOKOHTPACTHIR MAPKEP H2 WHTEPEEHLUORATHOTO YCTPORCTE0, 32 A2
permits the altachmen of the DOC™ Guide Wire Extension. Refer to the product label for Guids Wire Persons with known history of allergies to any of the components of this device listed below may suffer population. T . PREPARATION FOR USE Use the torque device to steer the guide wire across the lesion. yeoaiiTa Ha Abbott eLabeling Ha: vasoular elFU.abbott Bonaure 62 NDENHASHAIEHN [12 YNECHAT HABUTAUATA NIDES CHAOBITE aHaTOMUU U CTPYKTYPH, 32 A2 - Toosepmsaits Asumor onye
Extension system compatibility. Joining the Guide Wire Extension to the guide wire facilitates the exchange an allergic reaction to this guide wire. Prior to its use on the patient, the patient should be counseled Free movement of the guide wire within the interventional device is an important feature of a steerable guide nings, limitati and intended uses of interventional devices compatible with 7. If a different tip configuration or guide wire is indicated, the quide wire may be removed as follows: [OCTABAT QMArHOCTUYHM 1 TEDANEBTUYHI USRENUA. poBepABaiITE ABIKEHUETO HA BbPXA NOA KOHTpON, npeau ynvpaxe,
of one interventional device for another, while maintaining guide wire position in the anatomy. After the on the materials contained in the device and a thorough history of ailergies must be discussed. This wire system, because it gives the user valuable tactile information. Test the system for any resistance prior HI -TORQUE™ Gu\de W"eS are described in the instructions supplied with the respective devices. : N N g y N - ONMNCAHNE MpemecTBaHe uni BbpTeHe Ha Bopada.
I q Aer . ! " p; - L e Sddrsugt a. Open the hemostatic valve and the flush line on the coronary manifold. Slowly withdraw the guide " . . VKA3AHUA 3A YIOTPEBA * Haby
interventional device exchange has been completed, the extension can be detached and the guide wire i ins platinum-nickel all inl 1. gold-tin alloy, tin-silver all -nol to use. Adjust or replace the hemostatic valve with an adjustable valve if it is found to inhibit guide wire v ; . o HacToAwuTe VIHCTPYKLMM 33 YIIOTpe6a ce OTHACAT 3a BomauwTe Hi-Torque Winn™ 40, Hi-Torque Winn 80 n abniopasaiiTe Xunoto nos Gnyopockonckin KOHTPON 3a NPErbBaHe Ha BbpXa, KOETO € 3Hak
can be used in its original capacity. ﬂIBVICB Wmlﬁms platinum SIIIC el a Iel‘{’c;t(a)I[;IL?SE Ssﬂel_e , gﬂg ll:[ alloy, Ill".SI :ler al IFJ’ lUl}%S‘;;f)l po ¥_mer ’ movement Prior to the interventional procedure, carefully examine all equipment to be used, including the wire while observing guide wire movement under fluoroscopy. i Torqulé Winn 20%¥ru ynotp & q g q BogauT HITORQUE™ ¢ 0CO4SH 33 YECHABAHE Ha MOCTABAHETO HA GATORHM MUNATALMOHHM KTETpH 3a ChPOTUENEHME.
N " o . sleeve, urethane, epoxy adhesive, ilicone Coating, polyvinylpyrrolidone coating, an N § . . ‘ . X interventional device, for defects. Do not use if the device is damaged or defective. b. Close the hemostatic valve and coronary manifold flush line. - g o i
- N i g o oS e . I no speme Ha PTCA 1 PTA. To3u Bojia4 MOXe 1 Ce U3N0n3Ba v CbC CbBMECTMMI CTEHTOBE N0 Bpeme Ha l0AAbPXaNTE NOCTOAHEH NOTOK, A0KATO 0TCTPaHABATE W BbBEXAATE 0THOBO BOAAY3, 32 Ad
.014 HI-TORQUE Guide Wires with Proximal Markers: Brachial and femoral markers located on the polytetrafluoroethylene (PTFE) coating. Itis recommended that the user determine the source of resistance, exercise caution when removing 1. Prepare the interventional device according to the manufacturer's instructions, Be sure to flush the 8. Reshape the guide wire tip according to standard practice or prepare the next guide wire. Tabnuua 1 P! u A P! IDEROTEDATHTE NONATANE Ha BH3AYX B CHCTEMATA HA KaTeTbpa.
proximal segment of the 0.014" (0.36 mm) guide wire aid in gauging guide wire position relative to the the device and / or other components as a unit and exchange the device for a new one to complete the quide wire lumen before inroducing the guide wire. 9. Reinsert the guide wire following steps 2 through 6 of this section. p pu. + UI3BbpUUIBAIITE CMEHUTE GaBHO, 30 12 NDEAOTBPATITE HABMISAHE Ha Bb3AX Wi
guiding catheter ip when gsmg bare vire tech%}ue, These guide wires are compatible with guiding Carefully observe the instructions under “Do Not" and “Do” below. Failure to do so may result in procedure. ) . . ) ' 2. Remove the guide wire from the dispenser by Dush'mg the exposed section of the guide wire into the 10.Remove the torque device and the guide wire introducer from the guide wire. 12 TpoRyiTa Qoxosen UDI-DI MeToA 52 MPOTUBONOKASAHIA Bb3HUKBAHE Ha TPaBMa. '
catheters that are at least 90 cm (brachial) or 100 cm (femoral) long. vessel trauma, guide wire damage, guide wire tip separation, or stent damage. If resistance is Never attach the torque device to the modified portion of the proximal end of the extendable guide wire; di & Trom ¢ " f S e : " R " Bonas Hi-Toraue Winn 40 6 6 .
3 . o N X . . . " N % ° ¢ " H - o s A ! ispenser until the guide wire tip and a portion of the core exit the end of the hoop. Then grasp the 11.Secure the guide wire while tracking the interventional device over it and into the lesion. J q He e nokasau 3a ynotpe6a B LiepebpanHa Backynarypa. KoraTo BkapBarte 0THOBO BOfaua, yBEpPETE Ce, Ye BbpXbT HA NHTEPBEHLMOHAHOTO
HI-TORQUE Guide Wires with Distal Radiopaque Markers: Some HI-TORQUE Guide Wires have distal observed at any time, determine the cause under fluoroscopy and take remedial action as needed. otherwise, guide wire damage may occur, preventing the ability to attach the DOC™ Guide Wire Extension. : : p an O - - ENEKTPOHHO 06MbuBaHe M p
radiopaque markers. Refer to the product drawing on the label to determine the presence and location of Use the most suitable guide wire for the lesion being treated. HL-TORQUE Guide Wires with Hycrophilc Coating: Avoid abrasion of the hydrophils coating. Do ot core of he wire to remove it otall from the dispense. fvoid damaging the fragie guide e ip. Do INSTRUCTIONS FOR INTERVENTIONAL DEVICE EXCHANGE PROCEDURE Bona HiTorque Winn 80 8717643CGW0003V5 MPEAVTIPEXAEHUA « FioAmsiKBalieT0 Ha Bogat 106 HebmoTEHIEMPAY OTGHT 1A iD6S ¢TpaTOBCE Ha CTENTa
the markers. Markers are represented by the following designation: M. A series of spaced markers are Do Not: withdraw or manipulate the hydrophilic-coated wire through a metal cannula or sharp-edged object. 3 I ing\catped mepguide wire tip may be caregfully shaped usipng standard tip-shaping practices. Do not Over-the-Wire Type Systems (Preload Technique) Bopay Hi-Torque Winn 200T ToBa W3AENNE He & NPeaHasHaUueHo 3a ynoTpeda ¢ YCTPOcTBa 3a aTepeKTOMMA. BesonachocTTa n B Cb108a BUDYPKALYA TDAGEA f1a CE 3BLPLUBA C MOBULLEHO BHUMaHUE. V13NON3BAHETO Ha
provided proximal to the coil as references in determining lesion length. « Push, auger, withdraw, or torque a guide wire that meets resistance. and / or through a metal device may result in destruction and / or . usea shaping instrument with a sharp edge. ) 1. If using a HI-TORQUE™ Exchange Guide Wire, proceed to step 3. e(eKTMBHOCTTA Ha N3MON3BaHETO Ha To3u BoAay HI-TORQUE™ ¢ n3penns 3a aTepekToMusA He ca Ta3u TeXHUKA KpUE OMIHUTENHM PUCKOBE 33 NaLMEHTa, BKMIOYUTENHO XKUNOTO Ja Ce 3aKaun
HI-TORQUE Guide Wires with Hydrophilic Coating: Refer to the product label for presence of a hydrophilic « Torque a quide wire if the tip becomes entrapped within the vasculature. separation of the outer coating, which may cause coating material to remain in the vasculature. This in turn HI-TORQUE Guide Wires with Hydrophilic Coati 2. If using a HI-TORQUE Extendable Guide Wire, extend the guide wire using the Bogauwe o rpynara HI-TORQUE™ ca MenMuMHcKM 3Menus, NpeaHasHaseny 3a ynorpe6a npu PTCA YCTaHOBEHN. 3a CTpara Ha CTeHTa.
coating. = Allow the guide wire tip to remain in a prolapsed condition. may lead to unintended adverse events requiring additional intervention. - uide Wires with Hydrophilic Goating » o DOC™ Guide Wire Extension. Refer to the instructions included with the extension for specific u PTA 32 neweHue Ha naumeHT ¢ Bonect, KakTo € nocoueHo n Ha Ha eTUKeTa CpOK Ha ropHoct. Tosa uanenne « O6bPHETE BHAMAHUE, Y aKO C& NOCTABI AOMBAHMTENHO X0 B BUIGYPKALIMOHHO
HOW SUPPLIED « Deploy a stent such that it will entrap the wire between the vessel wall and the stent. When wet, a hydrophilic coating increases the lubricity of the guide wire surface. 1. Before removing the guide wire from the wire dispenser, inject normal saline into the hub end of the information on the use of the HI-TORQUE Guide Wire as an exchange-length guide wire. B Pa3fiena 3a NoKasaHuA Ha Te3u UHCTPYKLN. TESM Vl3l:leﬂlﬂﬂ MPEACTABNABT YNIpABNAGMMA BOAAUM, e npoennpauo n npenuaauaueuo CAMO 3A EJlHOKPATHA VINOTPEBA. He crepunuampaiite u/unn pa3KoHeHue, MOXe fia C& HanoXy TOBa X0 1a GbAe MSTerNeHo, NPeAU PasrpblLaHETo
Steile — Sterzed with electron-beam radiaton. Refer t the product label for the steiization method. Do: Do not soak the device for longer than 4 hours when the device is not in use. Avoid pre-soaking devices for dispenser to thoroughly wet the complete surface of the uide wire. _ 3. Maintain guide wire position while withdrawing the interventional device over the exchange-length KOUTO CE NPEanarar 8 Pasnuitun AbmxiHm i BpbX € C opwa, He p Tan Ta Ha TOBa U3AENUE CNIef, NOBTOPHO Ha CTEHTa, Tbil KaTO CbLUECTBYBA AOMBAHUTENEH PUCK TO f1d C& SaKTELM MY CbAOBaTa
Non-pyrogenic. Do not use i the package is open or damaged « Advance or withdraw the guide wire slowly. longer than instructed, as this may impact the coating performance. 2 ga{fﬂ{ggygﬁggﬂm‘ehg ;n':]'gf b";";ggc'eé“ga‘;'lfyp?posrﬁfﬁ: g;%%ﬁz‘eem?e%‘f n 2’2‘3?&?2?235%’6“5& step guide wire 2 KATO ONUIR 32 HAKOW YT 80024 c6 Tepara ng]eu:aumfngo ogopwett aJ oaﬁpase: ook 3a paTha ynoTpe6a He ca CTeHa 1 CTeHTa,
Y o N L . ) . he radi marker of the interventional devi n1|rm ition. " i f i - ) A 3 4. Prepare the other interventional device per manufacturer's instructions. VDKTE ETUKETA Ha NPOAYKT: NPOAYKTOBUTE Cneungukauum (Hanp. AbKHA Ha XUNOTO, ANAMETbP
TR'S :tsrl]ng;p-?se dewcghcannol_be reu;ed onlanglngr ;?auegi,/ as “h's not ?ef]'g"e? fo {?9”9’{” 35 mtdended . g::nzlse ?r?eot?; ovement I?nt}ere Pl %e?grece e pr?%b%g or torquing the guide The coating swells when exposed t0 aqueous media, but does not have any impact on device use. attempt to remove the guide wire again. 5. Loa% the device onto the guide wire ang advance it over the HI-TORQUE Exchange Guide Wire and W [IbKHA HA PEHTTEHOKOHTPACTHATA YaCT Ha BbPXa). ;71[;;:0233::5 :o:'r’:mosam cuerewa, ToA TPAGoa 5a ce o
after the first usage. Changes in mechanical, physical, and / or chemical characteristics introduce wire. ' 3. Do not reinsert the guide wire into the dispenser once it has been removed. across the lesion
under conditions of repeated use, cleaning, and / o resterilization may compromise the integrity of the :
— - MoprotoBkata ¢ HECHBMECTUMIN CPEAN U PasTBOPUTENM MOXE [ NMOBAVAE OTPULIATENHO BbPXY LieN0CTTa Bopaum HI-TORQUE ¢ xnapodunHo nokputne 9. BbBepeTe NOBTOPHO BOAAYa, Kato cneasare CTbNky OT 2 0 6 OT HACTOALLMA pa3aen. Tabelul 1 AVERTIZARI = n - X N N N —
Cawmo 3a Bopayure o rpyna HI-TORQUE Winn™: w}',““ﬁ : Tpynara Bopa4n HI-TORQUE Winn umar 1 BDEKTUBHOCTTA Ha MC Ha . Baemere nop CIEAHUTE BAXKHIN NPENOPbKA: 1. Mpeavn na u3sapute Boaya OT AMCMEHCEPA, MHKEKTUPAIATE 0BUKHOBEH (U3MONOTMYEH PasTBOp Npe3 10.07cTpatete ypena 3a BbpTeHe W UHTPOAIOCEP Ha BOMaya OT BOAAYa. UDI-DI de baza Metoda de Acest dispozitiv nu este conceput pentru utilizare cu di de si *Incazulin care un al doilea fir de ghidare este amplasat intr-o ramurd de bifurcare, avetf in
KpanLa o pasn: “:C:YGIEMGMT?;“;?#:':"; BHAMATENHO, KaT0 « He GbpLUETE USHETMETO ChC CyXa MapAA, Thil KATo T0Ba MOXE Aa NOBPEAY OKDHTUETO My. 0TBOPA Ha [IMCTIEHCEP, 32 12 HAMOKDHTE HAMBIIHO LIANATa NOBBPXHOCT HA BOfAY. 11. 3ampbxTe BOKaua, A0KATO NPUIBMKBATE UHTEPBEHLMOHATHOTO YCTPOICTBO Hafl HETO U B NESUATa. e utilizarii acestui fir de ghidare HI-TORQUE™ cu dispozitive de aterectomie nu sunt stabilite. z;de;eefa_gg:]c: ?gstel fi :eCﬁ%zﬁgflcrgg;égztaaﬁe;m'eaa"f‘.?'ggef%e ??:quzﬁgre;ﬁ;gmgjs"cd;gr
Abbott. ' S ey + Usbrrsairre Ha ¢ nokpuTHE. 2. BHUMATENHO U3BAfETe BOAa4a OT AUCTIEHCEPa, KAKTO € M0C0YeH0 B ,M10ATOTOBKa 3a ynoTpe6a’, UHCTPYKLLUI NIPY TIPOLLEALYPA 3A CMAHA HA HTEPBEHLIOHATIHO YCTPOMICTBO ZCegncae T ol = i i Durata de utilizare a dispozitivului este termenul de valabilitate indicat pe etichet. Acest dispozitiv auza exstente fiscul supl lea i sa e prins ntre peretele vascu
cbp. Mo-BucoKkaTa cTeneH Ha BbpTeHe, No-TBbPAUTE AUCTANIHN Kpaulua u/wnm no-ronamara ThiKa 2 N0-F AKO BOAYBT HE MOX W3B0N JIECHO OT AveneH WHKEKTMDAMT Fir de ghidare HiTc Winn 80 8717648CGW0003V5 Iradiere cu fascicul de si stent.
Clna npu NPUABIKBaHE HANpes MoraT aa pHCK OT wn * He u3non3saire cnupr, aﬂmcequﬂw Pa3TBOPU 1 ApYIYt PAsTBOPUTEN (Hanp. nexapcTea v rotoflush) CTbIKA 2 [10-TOPE. AKO BORAULT HE MOXKE fia C& 11SBA[IA NIECHO OT AUCTIEHCEPA, UHXEKTUPAUTE OLLE CucTemn Tun over-the-wire (TEXHIMKA ¢ NPeBAPUTENHO 3aPEXAaHE) ir de ghidare Hi-Torque Winn electroni (R) este proiectat i destinat NUMAI PENTRU 0 SINGURA UTILIZARE. A nu se resteriliza si/sau reutiliza. ’ I ; mep ’
3 , o KATO 1032 MOXE 12 NPHAKA HEMIDEACKASYEMM OGHKHOBEH QHSHONOTiYEH PASTBOP U OTHOBO G6 ONUTAITE A2 0 HaBALUTE. - - ] si eficacitatea acestui dispozitiv nu au fost stabilite dup reprocesare pentru utilizari multple. Numai pentru familia de fire de ghidare HI-TORQUE Winn " Familia de fire de ghidare
HapaHABaHe, B CPABHEHUE C BOAAY, YNIITO AUCTANEH Kpail e no-rbekas. Mopaan Tosa 1. AKo u3nonagare o6MmeteH Bofay HI-TORQUE™ , npemiHeTe KbM CTBIK: Fir de ghidare Hi-Torque Winn 200T P pa repi P p! K i itati di iferi igidit 1
0 M3nonasare 06MeHeH Boaa! ORQU pemuHeTe CTbMka 3. A L HI-TORQUE Winn are extremitati distale cu diferite grade de rigiditate. Manevrati cu grija aceste
0faya, 0 ail e ¢ 0 [ cTene IPOMEHI B NOKpUTIETO, KDMTO ua NOBAUAAT Ha cTTa U Ha Bofaa. 3. Beawbx n3saen, BORAHbT He TPAGBA A2 Ce BKapBa NOBTOPHO B AvCnercepa. Atunci cand firul de ghidare se afla in sistemul vascular, acesta trebuie manevrat sub control : : and © o ; i 2
Te BOJa4a, YiniiT Kpait , H nex 4. AKO NOBbPXHOCTTA HA XUOTO C XWAPOQUIHO MIOKPUTE M3CHXHE, HAMOKDAHETO C OBUKHOBEH 2. Axo uanonssare yabmxaem sogad HI-TORQUE, yabmxete Bogaya, kato uanonssare YAbIKUTENR . N ) - i . . I - " nd firu’ Ce gic ’ fire de ghidare, respectand informatjile din cadrul acestor instructiuni pentru a nu deteriora
™ Ha TBbLP/OCT 32 TPETUPAHE Ha NIe3nATa, u Gbaere usxnmmenuo BHUMATENH, 32 A OnuTuTe 3a NpOMAHA Ha YOPMATA HA M3REUATA UPE3 OrbBaHE, YCYKBAHE M APYTM NORO6HY METOAM M3BbH OVBUOTOTINYeN PASTBOp e NOTHOBI XIIDOOITHIA EOEKT. YAEDETE C6, 48 BONAUbT & OTHOBO HabHO +a Bomay DOC™ . Bukre 3 Familia de fire de ghidare HI-TORQUE™ consta in dispozitive medicale destinate utiizarii in ACTP si in ATP radioscopic de inalta calitate. vasele de sange. Capacilatea de rofire mai ridicata, extremitalile distale mai rigide si/sau forla
pucka ot nnn apyro CbAoBe. yKa3aHuTe TakuBa, MOXe fia NOBPEAN LENOCTTa Ha NOKPUTUETO U Ta3n NOBPEAA He BUHArM MOXE fia ce MOKbD, MPEV £2 r0 BbBEAeTe NOBTOpHO B VIHTEpBEHLlVIOH.anHUTO ychblicTBO. OTHOCHO M3MON3BaHETO Ha BuJ:laH HI TOR[]UE Kato 06MeHeH BOfay 3a CMAHA Ha n3nenv. pentru a trata pacientji cu boald a arterelor coronare sau periferice, dupa cum se specifica in sectiunea Acest dispozitiv are un invelis hidrofilic la capalul distal al dispozitivului pe o lungime de 29 cm. de inaintare mai mare pot induce un risc mai crescut de perforare sau leziune decat in cazul
- € MPOCTO OKO. ' i 3. 3anasere NOSULUATA Ha BOKIAYa, IOKATO M3TETNATE MHTEPBEHLOHATHOTO YCTOCTBO Han OGMEHHHS de indicalji a acestor instructjuni. Aceste dispozitive sunt fire de ghidare dirijabile, disponibile cu mai a firului este (PTFE) si un singur strat de invelis firelor de ghidare cu o extremitate distala mai flexibila. Din acest motiv, folositi firul de ghidare
5. Cnen kato BOAAYbT € U3TErNeH OT TANOTO, TOM TPAGBA Aa Ce NOYMCTM C HAnoeHa ¢ Gu3nonornyeH L Jit il PBEHL yeTp( n o s 2 Abeind L SGE T v "
EAVH WY NOBEYE KOMMOHEHTY Ha TOBa U3aentie MOXe fa cneaHoTo PAITROP MapnA M f12 G& NOJTHHA MOKLD. BOXIAY 32 CMAHA HA U3RENUA multe lungimi i diametre. Extremitatea distald este modelabila sau, optional, exista si un varf preformat in hidrofob SMOOTHGLIDE™ (denumit si MICROGLIDE ). invelisul SMOOTHGLIDE este acoperit la capatul cu extremitatea distala cu cea mai scazutd rigiditate adecvat pentru tratarea leziunii si procedati
. . OTPAHMEHUA kat0 CMR 1B 8 koHueATpaun ag 0,1 Ternoshu %: Kobarr; Chemical Abstracts Service (CAS) : 4N IpyroTo ), KaTO CREABATE UHCTPYKLIUUTE Ha forma de ,J" pentru anumite tipuri de fire. Gonsulta eficheta produsulut cu privire la specificatile acestuia proximal pe o lungime de 143 cm pentru firele de ghidare de 190 cm si de 253 cm pentru firele de extrem de atent pentru a reduce la minimum riscul de perforare sau de vatamare in alt mod a
G U I d e WI reS 53 st o o B fo v yrommeta, wo e It 7440-48-4; EO e 251-158.0. YKASAHIA 3A YTIOTPESA i NpON3BOANTENA. ’ ' (de ex., lungimea firului, diametrul firului i lungimea zonei radioopace de la nivelul extremitaii). ghidare de 300 cm, iar PTFE este acoperit la capétul proximal pe o lungime de 143 cm pentru firele de vaselor de sange.
npeHa3HaveHy 3a Cbi0BY NPoLeaypu, KOUTo BapvlpaT 10 NPOABMKUTENHOCT B 3aBUCHMOCT OT CIOXKHOCTTA HacroswwuTe HayuHm ye nanenvs, npc oT cnnasy Cucremn Tun "-“ (Texuunka ¢ TeNHo 5. 3apeqeTe yCTOIICTBOTO BbPXY BORAYA H 0 MPUIBHKETE HANDE Hal 06MeHHwA Bopad HI-TORQUE Firele de ghidare coronariané_faci\ite_azé ACTP si ATP, care oferd benefi_cii clinice pentru tratamentul bolii ghidare de 190 cm si de 2§5 cm pentru fire de ghidare de 300 cm.
Ha nesuATa. ot cToMaHa, Kobant, He npi T NOBULIEH PUCK OT PaKOBY 3abonABaHus 1. BHuMaTenHo BKapaiiTe Bofjaua npe3 0TBOpa Ha NyMeHa 3a Bofiaua Ha MHTePBEHUNOHANHOTO W Npes neanATa. arteriale coronariene (CAD) si al mai multor tipuri de boli in vasele periferice. Consultalj sectiunea PREGATIREA PENTRU UTILIZARE pentru informatii suplimentare despre modul LIMITARI
MepkyTanHa KOpOHapHa aHr (PTCA) TpﬂGBa [1a ce U3BbPLUBA CAMO B LIEHTPOBE, wnu Hebnar eeKTH BbPXY TWBHOTO 37paBe. YCTPOIACTBO. 6. TPOIbMKETE, KATO CEABATE CTAHAAPTHUTE MEAVLIMHCKM NPaKTUKL. Firele de ghidare HI-TORQUE extensibile: unele fire de ghidare HI-TORQUE au o extremitate proximald de pregtire si utilizare a acestui dispozitiv pentru a va asigura cd functioneaza conform intentiei. " - .
KBAETO UM san Ha enetika Ha KOpOHapeH Cnen ynoTpe6a, T03u IPOMYKT MOXE A2 NPEACTABNABA NOTEHLMAHA 61OONMUHA ONAcHOCT. bopasete 2. puBIXKeTe HANpes BOJaYa, AOKATO BbPXbT My CE NO3ULMOHMPA HENOCPEACTBEHO MPOKCUMATHO PACOB TN GHCTENIN (TEXHIKA ,OR0* Kn) modificata care permite atasarea unui prelungitor DOC™ al firului de ghidare. Consultat eticheta p aver din aceasts eti poate duce la deteriorarea invelisului Qgr?frbe;Irr:cggugrrl\?:srguﬂrloczgu\sarlagg ﬁ]ufﬁ,:'cr{lgaég gg%ﬁgﬁ&gﬂ?ﬁhgﬁ utiizare, i sunt concepute
6ainac (CABG). C HEFO U O U3XBLPAAIATE B Cb ¢ npueTata NIPAKTMKa U MPUAOXKUMMTE MECTHH, Ha BbPXa Ha MHTEPBEHLVIOHATHOTO YCTPOCTBO. » pentru compatibilitatea sistemului cu prelungitorul firului de ghidare. Anexarea prelungitorului firului de ghidare ﬂlspnmlvulul ceea ce poate necesita interventie sau poate duce la evenimente adverse grave. " . ACTP) trebuie ef
MPEANASHI MEPKI n 3aKOHU 1 3. Ako nanonasare Boneu.l KaTeThp, BbBEMIETE BOLELLMA KATETH U BKAPAVITE CUCTEMaTa O ; 23”33979 N03MUVATA Ha BOAAYA, AOKATO MSTETNATE U3AENNETO Haf HEro. la firul de ghidare usureaz inlocuirea unui dispozitiv interventional cu un altul, in timp ce este mentinuta pozitia itivului nu au fost stabilite sau sunt necunoscute in alte regiuni st disponibi electarea intenventior chlrurglca\e(de urg)eilzga Lé': grgfce%aéab;:g]sasl ;’hgzg}'g&?oﬁ:{;n
WH )/BOAY NPE3 XEMC knana. I cucTemara Hanpea . Moarotete it Karo cneasare P Ha firului de ghidare pe traiectul anatomic. Dupa incheierea schimbarii dispozitivului interventjonal, prelungitorul vasculare decal cele indicate in mod specific.
PPL2124033-02 2021 11 23 anjia;’lvvlgi sg ﬁg‘lsmx:;nuew”v;umpymenm " c0 mé ';p;gBa nace paﬁu;vtlj B:l:naMS;:\;?Henr.bl;lgsgmnygpnzﬁ : I:g;am CTPAHUYHI EQEKTI npe3 BOewna KaTepr, [0KaTo TA Ce N03WLMOHMPA HENOCPEACTBEHO MPOKCUMATHO Ha BbpXa Ha MPOM3BOTMTENA. poate fi detasat, iar firul de ghidare poate fi utilizat la caracteristicile sale originale. . de alergii I oricare dintre componentele acestui dispozitiv (GBAC).
pyra noBpena Hg e B‘tnaqw I/ ﬂHa p Bouéq &ole 1 RoBene 0 MoTeHumanHuTe CTpaHUHI eQeKT, CBbP3aHW ¢ ynotpebara Ha ToBa M3MENNe, MOXeE fa BKIIOYBAT, HO He BOAELUMA KaTeTbp. 3. 3apenere YCTPOICTBOTO BbPXY BOAaYa U ro Npuasixete Hanpen Haa sonaya HI-TORQUE u npes Firele de ghidare HI-TORQUE 0,014 cu marcaje proximale: marcajul brahial si cel femural care sunt enumerate ma| jos pot suferi o reactie alergu:a la acest fir de ghidare. inainte de utilizarea acestuia la MASURI DE PRECAUTIE .
YBDEXaHE Ha .Cbﬂﬁ WM HETOUH PEAKLItA Ha Bbpfeuem Ce 0rparuiasar ao: 4. 3arerere xemoCTaTiHata Knana, 3a Aa ce nonyuu oKono NE3UATA. amplasate pe segmentul proximal al firului de ghidare de 0,36 mm (0,014") ajutd la aprecierea pozitiei firului pacient, pacientul trebuie s fie informat cu privire la materialele continute in dispozitiv si trebuie sa se Firele de ghidare sunt instrumente sensibile si trebuie manevrate cu grija. Inainte de utilizare si ori de
n . N *  Anepruuxa peakuma Wn CBPbXYYBCTBUTENHOCT  *  VH(GApKT Ha Muokapaa p . YBepere ce, ue Ha BOflaya € BCE OLLE Bb3MOXHO. 4. Tpombxere, Karo cnefBate CTaHAAPTHUTE MEAULMHCKA MPaKTUK. de ghidare fatd de extremitatea cateterului de ghidare atunci cand se utilizeaza tehnica cu firul ,la vedere”. discute un istoric amanuntit al alergiilor. Acest dispozitiv contine aliaj de platina-nichel, gm inoxidabil, cate ori este posibil pe parcursul procedurii, verificati cu grija firul de ghidare pentru a depista prezenta
0TBbPAETE CEBMECTMMOCM Ha mameTbpa Ha Bofava ¢ P KbM NNaTeKC, KOHTPACTHO BELLECTBO, QHECTE3NA,  »  EMBOIN3bM 5. MpukpeneTe ypeaa 3a BbpTeHe KbM BOJaYa, ako Xenaete. B B Aceste fire de ghidare sunt compatibile cu cateterele de ghidare care au o lungime de minimum 90 cm aliaj de aur-staniu, aliaj de staniu-argint, manson din tungsten polimeric, uretan, adeziv epoxidic, invelig de indoituri, rasuciri sau alte semne de deteriorare. A nu se utiliza fire de ghidare deteriorate. Utilizarea
gaf«ﬂwtymme " 0 Ha eTiKeTa I T 32 yN0TPe6a 32 MHPOPMAUNA 3 NIOTBLPXKAABAHE Ha o Ko - i . () drcryna > 53593723333352””%%Kﬁgﬁﬁﬂc?i3??55?‘533%? anonsaifte ypeaa 3a Buprene, 32 1a HanpasnAsaTe e Sgau oL o D siiconc MIGROGLIDE fnvelydin poliniirodond (PUF) st ivelydn pftetafuoretiend (PTFE) %Jnu'ltm: . gtr']\l'dare defte”tl')rin o D{OV?Cda o ‘{abslctu Ita s z'l/saut"pls?fpre\c"zrlie‘ ‘ifrgme' dispozitivul
py PEaKLyY KbM aHTUKOArynaHTHU Wi « AHeBpUIMa/nCeBAOAHEBPHIVA Firele de ghidare HI-TORQUE cu marcaje radioopace distale: unele fire de ghidare HI-TORQUE au marcaje inainte de utilizarea efectiv, asigurati-va de compatibilitatea diametrului firului de ghidare cu dispozitivul
ON LY 2 797 NOAXOAALIATA BackynaTypa, B KOATO MOXE [ia Ce M3non3sa 1031 Bojiay. HecnasBaHeTo Ha ropHata AHTUTPOMBOLUTHI MEMKaMEHTH « Ungexuts BOja4a Npes Ne3nAra. . radioopace distale. Consultafi schita produsului de pe eticheta pentru a stabili existenta si amplasarea i cu grifd i mai jos sub titlurile , Interdicgii” i ,Indicaii”. interventjonal.
Npenopbka MOXe 1a oBeAe A0 HECHOTBETCTBUE MEXIY pasMEpUTE Ha KPLBOHOCHUA CbA W BOfA1a. - Tepdopauna 7. 3appbXTe BOga4a Ha MACTOTO My, OKATO HANHOTO YCTP Hapi Hero marcajelor. Marcajele sunt reprezentate prin urmatorul element grafic: M. Proximal fata de ansa, exista Ner " ¢ indicatii voca traumatisme ale vasului de sange, deteri Consultati indicatjile de pe etichet si Instructjunile de utilizare pentru a confirma vasculatura adecvata
ToBa HECbOTBETCTBYE OT CBOA CTPaHA MOXE [1a A0BEAE A0 HAPAHABAHE Ha Cba, HanpuMep (HO He camo) *  BasokoHcTpUKUMA ; i i eyt erespectarea acestor indicalii poate provoca traumatisme ale vasului de sange, deteriorarea i m i rii i
p 12 ROBEAE AO Hap A2, HATpAMED « [vcexauns . B 1 B NESNATA. 0 serie de marcaje separate la distante fixe, care servesc drept repere pentru stabilirea lungimil leziunii. firului de ghidare, desprinderea extremitatji firului de ghidare sau deteriorarea stentului. in in care poate fi utiizat acest fir de ghidare. Nerespectarea recomandarii de mai sus poate duce la 0
CAUTIONS NEpOOpaLIA, AMCEKAUAR, CKECBAHE W aBYNIMA. " « KbpeeHe a30enasbin 8. Tpu noKasaHwe 3a pasnuHa KOHOUTYPALIMA Ha BbPXa W PASNMEH BONAY, BHAMATENHO OTCTPaHETe - . Firele de ghidare HI-TORQUE cu invelis hidrofilic: consultatj eticheta produsului pentru prezenta unui cazul in care se intampina rezistent3 in orice moment al procedurii, identificai radioscopic nepotrivire intre dimensiunea vasului de sange i a firului de ghidare, ceea ce poate duce la vatamari ale
besonacHocTTa v edexTuBHOCTTa Ha T03v Bogad HI-TORQUE™ npu neauaTpuyHata nonyniauna e ca * XunotoHusa BOJaua, KaTo Habniopasare My nof Gy« KOHTON. Romana / Romanian Tnvelis hidrofil cauza si luati masurile necesare pentru remedierea acesteia. Utilizati firul de ghidare cel mai vaselor, cum ar fi, printre altele, perforatie, disectie, rupere si avulsie.
This medical device should be used only by physicians trained in YCTaHOBEHN. * Crenosa/pecrerosa o XuneptoHua 9. TpomeHeTe GopMara Ha Bbpxa Ha BOJaua, CNefBaiikin CTaHaAPTHaTa NPaKTUKa, UM NOAroTBeTe i ’ ki i are p . g i i eficac i fi ™ i iatrici
. . N “ . OKy3 P ’ ’ MOD DE LIVRARE adecvat pentru leziunea tratata. Siguranta si eficacitatea acestui fir de ghidare HI-TORQUE™ nu au fost stabilite la populatia pediatrica.
angiography and percutaneous transluminal coronary angioplasty (PTCA), CBOBOAHOTO ABWKeHMUE Ha BOJa4a B MHTEPBEHLWIOHATHOTO YCTPOVCTBO € BaXHa XapaKTepucTHka Ha KIy3ua o Cmbpt CriefiBallyA Bofiay 3a ynotpeba. Fire de ghidare H|-TORQUE'"' " - ) ) ) _ ) Interdictii: Deplasarea liberé a firului de ghidare in interiorul dispozitivului interventional reprezintd o caracteristica
d/ t transluminal angioplasty (PTA cHcTeMaTa 3a ynpasnAem Bofay, Thil Ko T0 OCMIYpABA Ha NOTPEBUTENS LieHH TaKTAHA MH(OPMALA. * Aputmn 10.BbBezere NOBTOPHO BOAAYQ, KATO CAEABATE CTLIKK OT 1 10 7 OT HACTOALLUMA pasfen. Steril - Sterilizat prin iradiere cu fascicul de electroni. Consultat eticheta produsului pentru metoda de Nu impingeti. nu fortat . i niciodata un fir de ohi . importantd a unui sistem de fir de ghidare dirijabil, deoarece ii ofera utilizatorului informatji tactile
and / or percutaneous transluminal angioplasty (PTA). Mpeaw ynoTpeba npoBepee CYICTEMaTa 3a Hanuuue Ha CbNpoTUBAeHHe. PerynupaiiTe ik saveHere JIOKNAZIBAHE HA CTPAHIYHIN EQEKTIA PenicoB TN CUCTEMU (TEXHIKA ,F0NI0* XNsT0) ATENTIONARI sterilizare. Apirogen. Nu utilizatj daca ambalajul este deschis sau deteriorat. ° Tn?ém&wziiﬂr‘ézn\gteﬂgu nu retragey si nu roti niciodata un fir de ghidare atunci cand valoroase. Testatj sistemul inainte de utilizare pentru a identifica orice tip de rezistenta. Reglatj sau
CAREFULLY READ ALL INSTRUCTIONS PRIOR TO USE. OBSERVE ALL Knana ¢ perynupy Knana, ako Ce YCTaHOBM, Ye NPeyy Ha ABUXEHNETO Ha BoaYa. 3 BOGKW CEPYIO3EH MHLIAEGHT, Bbs”mmaﬂ BbB praxa ¢ To3u Bogay HI-TORQUE™, noTpe6uTensT wnnn 1. BbBe[ieTe BOEUWA KATETbp, CNEf KOBTO BKApaiiTe MHTPOMIOCEP Ha BOJAY Npe3 XemMocTatuyHara Acest dispozitiv medical trebuie utilizat numai de catre medici specializati in angiogratie si in Acest dispozitiv de unica folosintd nu poate fi reutilizat la un alt pacient deoarece nu a fost proiectat pentru « Nu ot un fir de ghidare in cazulin care extremitatea acestuia se blocheaza in interiorul vasuli. inlocuiti valvavhemo.s.lallca Cu? valva reglabila dacg acea;lajmpledlca mwgcarl!e fjrulu\ de ghlqare. -
WARNINGS AND PRECAUTIONS NOTED THROUGHOUT THESE INSTRUCTIONS. MpenopbuuTento e noTp: na W3TOUHIKA Ha CbMp fa oTCTpaHm NALMEHTBT TPAGBA Aa oprat Ha esponeil Ibpxasa Knana, npukpernena KbM BOZELUA KaTeTbp. 3 (ACTP) si/sau angioplastie transluminala amai functiona corect dupa o prima utilizare. Modificarile caracteristicilor mecanice, fizice §i/sau chimice + Nu lisatj extremitatea firulu e ghidare i stare prolabat. Se recomanda ca utilizatorul sa determine sursa rezistentei, s fie precaut atunci cand scoate dispozitivul
FAILURE TO DO SO MAY RESULT IN COMPLICATIONS W/unu Apyrn KOMMOHEHTU 3aeHO C HErO C 0COBEHO BHIMAHWE, KaKTO 1 i T0 CMEHN C HOBO, 3a ia uneHka, B KOATO NOTPeoUTeNaT M/I/IHM NaLneHTLT & permcmmpaﬂ. 2. BHumaTenHo BbBefjeTe AUCTAHUA BPbX HA BOAAYa NPe3 UHTPOAKOCEPA U BbB BOMELUMA KATETbp. percutanata (ATP). 2bginge£;;mg\§radleltc”;:lznadm\accuor:ttg;:|r$1grsemtji|n P d:srcerﬁg;arfﬁjfg}/:au promite ::tel?sr‘\tea:a‘a onetructe « Nu amplasatj stentul astfel incat s se blocheze firul intre peretele vasului i stent. $I/saudalle componente ca 0 singura unitate si s schimbe dispozitivul cu unul nou pentru a finaliza
- ! - . 5 . SaBbPUI NPOLEAYPATa. ) TIO/ATOTOBKA 3A YNIOTPEGA 3. Bogaun HI-TORQUE™ ¢ XAZDOQUHO NOKpUTUE: AKO U3NON3BaTe MeTaeH WHTPOMIOCEP Ha BOfaY, CITITI CU ATENTIE TOATE INSTRUCTIUNILE INAINTE DE UTILIZARE. RESPECTATI TOATE AVERTIZARILE Sradului de sigurants sisau a performantelor dispozitviui. Lipsa eficnetelor ’())ri‘ginale goa‘e Setming o Indicatji: procedura. R ! ) - o )
Refr 10 e nstrutons upplied ilh any ntrvenlonldevces (0 be used 4107 B s s v o n e, ST B e o G oy SALSULE O RECT O ASSTENSTRUTIAL W G4 6N PS4 A o S o ol S, Lo ol oo s i S s s o st e ol s et e
. . - . - - L. 1 , ) - PLEY T X B : . : P . tarilss o " PRV : L o Utilizati i i ispozitivului i i C dare ) 3 ar, prod ! 2
in conjunction with the HI-TORQUE™ Guide Wire, for their intended uses, YA A DDOC‘M Y ot penl & p D ) P HI TOROUE “ca onmcanm 5 MHCprKuMMTe HpeJ:lOCTaBeHM Cbe 4. Bopauu HI-TORQUE 0,014 ¢ npokcumantu mapkepu: MpiBInKeTe Boaya Hanpes kbM CbOTBETHUA COMPLICATIL. duce la deteriorarea dispozitivului, la pierderea sterilitati si la posibile raniri grave ale pacientului si/sau ale Utilizati marcajul radioopac al dispozitivului interventional pentru confirmarea pozitiei. imposibila atasarea prelungitorului DOC™ al firului de ghidare.
traindicati d potential licati gagym”:qTTregggzznwgg o] . D It CBOTBETHUTE USAENA. ngo»;ccmzmenangap»(:pé Kor;m np:xcowv:a.gucv;m;wapg:p geolg;peascﬂmec garggngﬂo; Kgnqae Hap @ Consulta furnizate i d ou orice di iv interventional care urmeaza sd fie utiizatorului " yaualzal radioscopic deplasarea eremitdi firuli de ghidare inainte de a 1l manevia Firele de hldére HI-TORQUE cu invelis hidrofil: evitatj zgarierea invelisului hidrofilic. Nu retragetj si nu
. ofaun Hi- C xuapodunHo nokputue: MNasete oT XemMOoCTaTyHara knana, BbpxbT Ha BOAAY Hamupa Hen ACTBEHO NPOKCUMANHO Ha BbPX: ilioot T i i ; X ™ b PRS- PR i N . . . N | i, 4—57
contraindications, and potential complications He Wana38aiiTe METANHH KaHIQNW MYH OCTAH NDRIMET oW HITGMAHS WA MAHATYAWPEHG Ha XANOTO Tlpest VHTEPBEHLVIOHANHATA NPOLIEAYPA NPerERaiTe LATETHO 3a MEQEKTI LANOTO 060pyABaHE, KOETO Ha BORELLNA KTETp. ﬂg::f;};:&f:m’:ﬂ;‘;lgml de ghidare HI-TORQUE™ cu privire la indicaliile, contraindicaiile si Continut - Un (1) fir de ghidare per punga. . ﬁ??ngfiz f:giggtcopm firul pentru a depista indoirea varfului, acesta fiind un semn care indic manevrafj firul cu invelis hidrofilic printr-0 canulé metalica sau printr-un obiect cu margini ascute.
¢ 0 Hanpez v/ U3TEMAHETO NPe3 MeTanHo Lug cé M3non3aa, BKIo4UTENnHo He iiTe YCTPOCTBOTO, aKo i Mapkep KaTo KpUTepuii 3a PascTosHue, KoraTo cit U h ’ Jor clinice (SSCP) pents \ dispozitiv este disponibil | Depozitare — Depozitatj la adapost de lumind, intr-un loc récoros si uscat. intampinarea unei rezistente. 'si/sau printr-un dispozitiv metalic poate duce la distrugerea si/sau
“ , W3AENHE MOXe £ A0BEE F0 PA3PYLIABaHE W OTAENTHE Ha BBHLIHOTO NOKDATUE, KOBTO OT CBOA CTPaHA MOBPEAEHO Hni AEQEKTHO. . CAYXKUITE C GpaxnaeH Bonel katetbp or 90 o, a Hail-NPOKCHMATHIA MaPKep — KaTo KpuTepHi it ’:}}’;:‘a;u‘:ns;““""l‘" 3t nerformantclor clinioe (SSCP) pentru acest dispozily oo isnoribil la DESTINATIA DE UTILIZARE + Mentinetj o irigare continua in imp ce scoatet §i reintroducetj firul de ghidare, pentru a separarea Vel exterior, Geea ce pOate face ca materiaul MVelsuLi Sa A n VaSculature.
Abbott Medical [1a [joBefe 40 0CTaBaHE Ha YacT OT MaTepuana Ha NOKPUTMETO BbB Backynarypara. ToBa OT CBOA CTpaHa 1. MoaroTeeTe MHTEPBEHLMOHANHOTO YCTPOMCTBO CMOPEL MHCTPYKUMAMTE HA NPOM3BORMTENS. 3 Pa3cTOAHWe, KOraTo cv ClyxuTe ¢ demopaneH BoaeLy karetbp ot 100 cm. 1. R ‘ S‘PI SSCP dund | bazei de dat 4 disoozitivel dicale/ ) X . o . . o B i preveni patrunderea aerului in sistemul de cateterizare. La randul sau, acest lucru poate duce la evenimente adverse neintentionate care necesita interventie
3200 Lakeside Drive Abbott Vascular International BVBA MOXe fia 0Befie 10 p edekTy, [J0ONbAHUTENHA HAMeca. 3afbmKUTENHO NPOMMIATE NyMeHa Ha BOAaua, NPpeu 4a BbBEaETe Camua Bofay. g Hpm‘senem ypepa 3a BbpTexe. ) . EUDA BEHS a este locatia upa ansarea azei de date europene privind dispozitivele medicale; E\i;e;g;‘jieivgh&gal;?azﬁgtsﬂssst:r:treapseau{iactgIlteze navigarea prin anatomia si structura vasculara pentru a furniza + Efectuatj schimburie lent, pentru a preveni patrunderea aerului si/sau producerea de suplimentard.
Korato e BnaxHo, XWapOQUIHOTO NOKPUTUE NPaBIA NOBBPXHOCTTA HA BOAAYA NO-Xb3rasa. 2. |A3BapeTe Bofaya 0T McneHcepa, 13ByTBaiikin OTKUTATa My YacT HaBbTPE B AMCTIEHCEa, OKATO - Mon Gnyopockoncki KOHTPON M3Ba/ETe BOAYa OT BOAELLVA KaTeTbp U 10 BKapaiiTe B U30paHus Cba. 3 - traumatisme.
Santa Clara, CA 95054 USA Park Lane, Culliganiaan 2B He HaKuCBaiiTe M3AETUET 3a nOBeN 0T 4 4aca, KoraTo He o Vatarsaiire BLXbT Ha BOfa{a 1 UaCT OT TATOTO MY WTASAT OT KDZA Ha 06pba. CREf T0B3 XBaHeTe TATOTO Ha 113non3BaiiTe ypena 3a BbpTeHe, 3a f4a HanpasnABaTe BONaYa NPes Ne3NATa. @Zﬁ&‘@i&”ﬁ‘éﬁ%‘uﬂe f;"J?SfcehIgfg{gﬂg&]eg&"ame"‘“'”‘ european (UE) 2017/745, pot fi gasite pe site-ul INDICATII DE UTILIZARE +  La reintroducerea frului de ghidare, asigurati-va ¢4 extremitatea distald a dispoztivuli
CUSTOMER SERVICE 1831 Diegem, BELGIUM HaKvICBaHe Ha U3AETUATA 32 N0-bATO OT YKA3aHOTO BPEME, Thil KaTO TOBA MOXE Aa NOBIAAE Ha ):gl;:J: az; ﬂgaﬂame aonaﬁ:g:";?pg; CneAcepa, DRuaeal uﬂz:eencepa y BPbX Ha 7. gls;;:::sa::;gacﬁgsg:}ma KOH(Urypauwa Ha Bbpxa U PasniyeH Bofay, BoaubT Moxe aa bbae DESCRIERE g elFU. 8 Acest fir de ghidare HI-TORQUE™ este indicat pentru a facilita amplasarea cateterelor pentru dilatare cu g:?er;/;?c};saulIjied%o:t;]ggp\asa liber in interiorul lumenului vascular si cd este paralela cu
2 3 . y balonas in timpul ACTP si ATP. Acest fir de ghidare poate fi, de asemenea, utilizat impreund cu stenturile ! - L . . o .
TEL: (800) 227-9902 TEL: + 322714 14 11 ;tbekmaHocnaﬁuasnm(pmmem E 3. AKO VIMa NI0Ka3aH 32 T0B3, BbPXST HA BOLEY2 MOXE BHUMATETHO A2 Gbe 0YOpMEH NOCPEncTEoM a. OTBOpETE XeMOCTATUYHATA Kilana U NMHUA Ha (ong. basHo Aceste instructuni de utiizare se referd a free de ghidare Hi-Torgque Winn™ 40, Hi-Torque Winn 80 si compatibile it procedurilor terapeuticge. P P « Procedatj extrem de atent atunci cand deplasatj un fir de ghidare prin interiorul unui stent
AX: (800) 601-8874 FAX: + 322714 1412 oyt PoEa, KOTETO € ISTIONHO HA BORHA CPERA, HO TOB3 HE OKG35A BINAHIG 5Py ynoTRe0ara 3a Ha BpbX. He W3Non3saitTe MHCTPYMEHT 3a 0OpMAHe U3Ternere BOAAYa, Karo My 104 ¢ KOHTPO. Hi-Torque Winn 200T. ' v neendotelizat sau printre barele de comprimare ale unui stent in interiorul unui vas de sange

. -+ Ha U3NEnueTo. c OCpr BPbX. 6. 3atBOpeTe XemocTaTMyHaTa Knana u NUHUA Ha g . CONTRAINDICATI bifurcat. Utilizarea acestei tehnici implica riscuri suplimentare pentru pacient, inclusiv riscul
Outside USA TEL: +1 951-914-4669 8. TpomeHeTe (opmara Ha Bbpxa Ha BORaYa, CNEABAIiKW CTaHAapTHaTa NPaKTIIKa, WM NOAOTBETe Nu este indicat pentru utilizarea in interiorul vascularizatiei cerebrale. ca firul de ghidare sa se agate in barele de comprimare ale stentului. Abbott
Outside USA FAX: +1 951-914-2531 CAEABALLMA BORAY.
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Atunci cand este umezit, invelisul hidrofilic creste gradul de lubrifiere a suprafetei firului de ghidare. Firele de ghidare HI-TORQUE cu invelis hidrofilic 10. Extragetj dispozitivul de rotire si dispozitivul de introducere a firului de ghidare de pe firul de ghidare. Cewmeficteo nposoanykos HI-TORQUE™ BKNIOYAET B CEBA MEAULMHCKIE MSAENUA, KoTopble MPELOCTEPEXEHUA + CobNIoAaTs MCKAIOUUTENbHYIO pH uepes ceTi. 310, B CBOIO 0YEPEb, MOXET Bbl3BaTh nocneacTeus, il 0 Mepen BBEAEHNEM NPOBOAHYKA YOEAMTECH B TOM, YTO NPOCBET 1A NPOBOAHIKA NPOMBIT.
Nu inmuiatj dispozitivul mai mult de 4 ore cand dispozitivul nu este utilizat. Evitati pre-inmuierea 1. nainte de a scoate firul de ghidare din suport, injectati ser fiziologic in butucul de la capétul suportului 11.Fixatj firul de ghidare in timp ce ghidatj dispozitivul interventjonal de-a lungul lui i in interiorul leziunii. npeAHasHaUeHbl A MCnonb3aoaduA npu YTKA u YTA WA NeYEHIA NALNEHTOB C MLIEMUYECKOM IlanHoe u3py ansa © yCTpOiA ana atep: HESHAOTENUSMPOBAHHbII CTEHT UTH UEpes AUEIIKI CTEHTa B OTBETBNEHUE COCYAa, Kora BMELLIATENbCTBA. 2. 113BneKuTe NPOBOAHUK U3 Qn aT0r0 fiTe OTKPBITYIO YacTb NPOBOAHMKA
#:Sgl?szlijtlixielm un timp mai indelungat decat cel indicat, deoarece acest lucru poate afecta performanta ) iDﬂdmm aumezi bme; iﬂ}fgagah Zupm;alé a firului de'ghidarz. " 124l o INSTRUCTIUNI PENTRU PROCEDURA DE SCHIMBARE A DISPOZITIVULUI INTERVENTIONAL GonesHbio cepnua W IOp2XKeHIem nepm?:pwecmx aDTe%EenKS;( zg:;ir;g; ;;?ucegg(;;lr‘ K b :eamekruauucrh ucnonb30BakuA nposoatuka HI-TORQUE™ ¢ ycTpoicTBamu ans CTEHT PAcnoNoXeH Ha yuacTke ¢ 6udypkauyen. Icnonb3oBanme 3T0M TEXHUKM CONPAXKEHO C BraxHoe ruapodunbHoe NOKPbITAE BINOTHAET PONib CMa3ky Ha NOBEPXHOCTI NPOBOSHMKAE. :p@mrg&ezg:ﬂeug &?ugoﬁ,oggzagg?;ﬁwﬁgg&ﬂwka 11 4acTb ero cepueq;;ma He nonsmr?o?;?nys w
| 3 . Indepartati cu grija firul de ghidare din suport, conform indicatiei de la pasul 2 al sectiunii Pregatirea pentru sistemele de tip coaxial (tehnica de preincircare) = [DONONHUTENbHBIMU PUCKAMK 1A NALIMEHTa, BKIIOYaA PUCK 3aCTPeBaHNA NPOBOAHIKA B AYEiTKe He 3amauuBaiiTe u3nenvie Gonee Yem Ha 4 4aca, KOrna oHO He . Us6eraiite 0 blid. 0 °f
invelisul se umfla atunci cand este expus la medii apoase, dar nu are nici un impact asupra utilizari utilizare. In cazul in care firul de ghidare nu poate fi scos cu usurinta din suport, mai injectatj ser fiziologic 1. Daca ﬂ_p " f( de ofid pd nimb '_)" TORGUE™. & | " KoTopbie “"63 L AvcTanbbli CpoK CAYXGbI W3AENNA YKa3aH Ha " TONbKO ANA CTeHTa. 3aMaUUBaHIIA USLENUA B TeueHUe GOMbLLErD BPEMEHI, YeM YKa3aHo B HHCTPYKLI, TaK KaK 3T0 MOXET cepaeytik. CTapanTech He MOBPEAUTb XPYMKIA KOHUMK He Te
dispoziui 5, ol Icercel) i o S8 Sooae fr o gt 2. Dach e ulizasun i do it oxtans HTORQUE, prdung i  hidar iz AT DOODMAGORHAA KOMKCANOADK L-0BPEEHR ). PERTEDATTHOR WA ORHOPASOBOTD CIONLSOBAHI. He toanexu tosropoi o o) " MBI, 10, S5 B0 STORYD BETse gocne  oeo MBI 12 XAPAKTEPUCTHK TOKDBTIA 3. Tiow neobommt o o
’ . P ’ : i 3 i i i i idare i . - 5 . 11pen PacKpbITUEM CTEHTa MOXKET oA 37070 n3-3a - _ . Mpyt HEOBXOMUMOCTI MOXHO aKKyPaTHO NPUAATH KOHUUKY NPOBOMHIKA HYXHYIO (HOPMY
Integritatea si performanta invelisului dispozitivului pot fi afectate nggatw prin prepararea in medii sau (j gggléaszn(izfgig :mﬂ:’tﬂgu r:\erizlrrengldciﬁggllirsu‘h(\j(;}rgflﬂligasr: Hlsiggsfmezirea acestea o ser fiziologic va prelungtorul DOG™ al frului de ghidare, Consultat iunile care insoiesc pr pentiu (HaNUMEp, ANHa NPOBORHIKA, €10 AUAVIETP 1 ATIAHA PEHTTEHOKOHTDACTHOTO KOHUIIKA) YKAZaHbI Ha :e aroro nocne ero 06pa6oTkn ¢ uensio PEA packp o pHCKa €10 MENTY CTVL)HKOM COCYAA Ut CTEHTOM. TMokpbiTve HabyxaeT Nop BO3AEMCTBUEM BOAHOM CPEAbl, HO 3TO HE BAWAET Ha UCNONb30BAHUE UHENNS. Ina $OPMbI KOHUMKA NPOBORHYKA HENb3A UCTIONb30BATH
solventj incompatibili. Retinetj urmétoarele recomandari importante: . p firuut e gnidare cu Invels ! a, rea acest erlizioogic va informatji specifice referitoare la uilizarea firului de ghidare HI-TORQUE ca fir & ghidare de schimb cu ITUKETKE. - - MogroToska n3genua ¢ cpeg wi p i MOXeET C OCTPBIM Kpaem.
. Hot o : dienaoith y o reface efectul hidrofil. Asiguratj-va c ati reumezit complet firul de ghidare inainte de a-I reintroduce intr- Mocne B pycno € HUM Ceayer BbINONHATL nop, Tonbko Ans cemencTsa nposoaHnkos HI-TORQUE Winn™. MpoBoaHNK: CemedicTBa
Evitatj sa stergetj dispozitivul cu tifon uscat, deoarece acest lucru poate deteriora invelisul. il . lungime variabild. NOBAMATL HA €ro LENOCTHOCTb U XapakTepuCTUKK Obparute Ha nanee
» Evitalj stergerea excesivd a dispozitivului cu invelis un dispoziy inerventonal 3 Megtineli pozitia firului de ghidare in timp ce retrageti dispozitivul interventional peste portiunea de npit fieyeHun Mmemmuecxo?aﬁgg;g:; cepaua (VIEC)TKA oo HT(;#;S; SabonoBan NopADEPIECK . HI-TORQUE Winn cHabxerel AToGi1 e BAXHbIE PEKOMEHAAUM P ’ Mposopsukn HI-TORQUE ¢ rapogunisHeinn noKpeITem
« Evitay utiizarea alcoolului, a solulor antseptice sau a altor solvent (de exemplu, utizarea de 5. Dupa ce firul de ghidare a fost retras din corpul pacientului, trebuie curétat prin stergere cu o bucata schimb a frului de ghidare. cocynoe. Ha aucTansHom | Kouue :mro TOKpbITHE NP 510 29 cM. TOBPEANTL CTEHKY COCYAQ, BCE MAHNNYIALMK C sTuMM NPOBOAHNKAMI CIIEAYET OCYWECTBAATL + He npoTApaIiTe e cyxoR MApE, TaK KaK 370 MOKET NOBEANTS €70 NOKDHITHE. 1. Mepen w3 BBEANTE QUSMONOTMUECKIl PACTBOP Yepes nopT
. n P P E—— de tifon imbibatd in ser fiziologic $i mentinut umed. NOKPBIT "o"“'[g'[ adTopatunedom (MTH3) n Yacroe - g Ha KOHLie AvicTieHcepa, YTo6bl XOPOLLO CMOYUTb BCHO NOBEPXHOCTD npuBonHmKa
medicamente si rotoflush) pentru a trata in prealabil dispozitivul, deoarece acest lucru poate provoca 4. Pregatiti celdlalt dispozitiv interventional in conformitate cu instructiunile producatorului. Yanuaemble nposoaHuku HI-TORQUE: Y HeKoTOpbiX HI-TORQUE i yua P n P IIIcTaanbIX KOHLL0B 1 (nam) Gonblume «  36eraiite Ype3mepHOro NPOTUPAHA UHENNA C NOKPLITUEM.
ificari i iz nvelisului iv s i irului INSTRUCTIUNI DE UTILIZARE . g rnapodo6HbLIM nokpblTueM SMOOTHGLIDE™ (takxe HasbiBaembim MICROGLIDE™). b Al Ly v 2. OcTopoxHo u3 B COC
modificari imprevizibile ale invelisului care ar putea afecta negativ siguranta si performanta firului de 5. incarcatj dispozitivul peste firul de ghidare si inaintatj-1 progresiv peste firul de ghidare HI-TORQUE de .

hidar " " . . _— i disp p g -l progresiv pi 9 KOHeL MOBMOULUPOBAH, 4TO MO3BONAET NOACOBAMHAT K HIIM YANUMHUTENL NPOBOAHUKa DOC™. nokpbiTis SMOOTHGLIDE Ha KoHUE AnuHoii 190 cm cocTasnAeT yeunus, And He cnupr, bl Wit ApyTE P BbILLE, B NYHKTe 2 paszena «[oAroToBKa K npmmeHeHwo» ECAU NPOBOAHIK
~ ghidare. Sistemele de tip coaxial (tehnica de preincarcare) schimb si de-a lungul leziunii. ) B CC TU NPOBOAHIKA U 10 iaHHbIM, yKasaHHbIM Ha 143 cm, a Ha KoHue AnHO# 300 cM — 253 cm. MIPOTAKEHHOCTb PUCKOM nepdopaLii N TPaBMbI CTEHKH COCYAQ, YEM B cy4ae npnmeueuun npoBOAHNUKA npenapatbl v rotoflush) ana npenaapmenwow 06paboTK U3ENNA, NOCKONbKY 3T0 MOXET Bbl3BaTb HE YIIRETCA U3BAeUb U3 MCTIEHCEPA 663 FAOMIOTHUTENbHbIX YCHTUAR, BBETE elLle HeMHOTO
Incercarea de a modifica forma dispozitivelor prin indoire, rasucire sau metode similare, altele decét 1. Introducetj cu grijd firul de ghidare prin racordul lumenului firului de ghidare al dispozitivului interventional. 6. CuntmuaU in conformitate cu practicile medicale standard. aTuketke. Mc blif K MPOBOAHUKY N03BONAET 3aMeHy 0IHOro nokpbiTa NMTH3 Ha KoHue AnuHoil 190 cm 143 ¢, a Ha ¢ Gonee MATKUM AUCTanbHLIM KoHLOM. Mo3Tomy KOTOpbIE, B CBOIO O4Epeflb, MOTyT OTPULIATENbHO NOBANATH Ha OUSMONOrvECKoro PACTEODA 1 NOTODITE NONBITKY.

[netoljde\e din jqil_lrycgiuni‘hpola}_eb compromite integritatea acoperirii, iar deteriorarea acoperirii poate sa nu fie 2. Avansatj firul de ghidare pand cand vérful acestuia ajunge imediat proximal fata de extremitatea Sistemele de tip siné (tehnica cu firul ,la vedere”) Hmepsenumoworo YCTPOICTBA ADYIiIM, COXPaHAA MONOXKEHNE MPOBOAHIKA B aHATOMUYECKOI CTPYKTYPe. KoHe np AnMHO# 300 cM — 255 . KOHLLOM, ANA AaHHOTO NOPaXEHHOro yqac'n(a B uenax W XapakTep 3. He nomewsaire oBpaTHo 8
imotdeauna vizlbi c ochil e BT, R dispoziivului interventional 1. Mentinet poziia firului de ghidare in fimp ce extragetj dispozitivul peste firu de ghidare. D T KO QTCOBRUHATE YRHHATEN, M MIROSORUTS Ao nanysenus AoTomATL A0 0 Tom, Kak PCER TEDbOpILER M Mriort e cocyn0s, Bce TlonsiTa WSMEHNTb (GOpMY USHENW NYTeM GriiGaHytA, CKDYUMBZHMA WTk 2HANOTHEIX METOROB, NIOMIMO 4. ECAM NOBEPXHOCTS TMPOQUTSHOTO BHICOUTA, ¢e QU3NOTOTUECKAM
Una sau mai multe componente ale acestui dispozitiv pot sa contina urmétoarea substanta definité ca 3. In cazul in care se utilizeaza un cateter de ghidare, cuplati cateterul de ghidare i introducetj ansamblul S s o h ; - st AL poBOAY « y Té ¢ ocobou ocTop B X LENnocTHOCTH 310 He i

o . 5 ! v : 2. Pregétiti urmdtorul dispozitiv interventjonal in conformitate cu instructjunile producatorului. Tb €10 paﬁory. cm. paspen HOJ].FOTOBKA K P DPacTBOPOM BOCCTHOBWT ruapodunbHbii addekT. YoeauTech B TOM, UTO nepes NOBTOPHbIM
CMR 1B intr-0 concentratie de peste 0,1 % procent de masa: cobalt; nr. Chemical Abstracts Service dispozitiv interventjonal/fir de ghidare prin valva hemostatica. Inaintalj progresiv sistemul prin cateterul de [Tt i e £ , h o Nposoznuky 0,014 Hi TORQUE C MPOKCUMAbHBIMIU METKAMU: METKM [U1A NNIEYEBOT0 1 GEMpeHHOro mcnunbsosnumm» B 3TOM pasfene, MOXeT BCErAa 6bIBAET 3AMETHO HEBOOPYXKEHHbBIM F1a30M. BBEJICH/IEM B WHTEDBEHLUIOHHOE YCTPOCTBO NPOBOTHYK TUIATENbHO YBNaXHeH
(CAS) 7440-48-4; nr. CE 231-158-0. ghidare pana cand ajunge imediat proximal fata de extremitatea cateterului de ghidare. 3. Incarca dispozitivul i avansati-| pe firul de ghidare HI-TORQUE si de-a lungul leziunii. foctyna, € Ha M CermenTe Avuamerpom 0,36 MM 4T0 MOXOT nnl:muu OFPAHUYEHNA 0 " p yep p y -

i ot T : TR i 4. Strangeti valva h tatica pent | t de et injurul d itivului int ional 4. Continuati in conformitate cu practicile medicale standard. (0,014 AK0/Ma), noMoraioT NO3MLMOHMPOBaTH KOHL@ npc P b A n HI-TORQUE™ " 0T UCNO) AV WY HECKOMbKO KOMMOHEHTOB AaHHOT0 M3AENNA MOTYT COAEPXarb CRIEAYIOLIEe BEWECTBO, 5. [locne u3BneveHnA NPOBOAHIKA M3 OPraHi3ma NaUeHTa Creayer HauueTo NpoTepeTb NPOBOAHUK
Dovezile stiintifice actuale sustin ca dispozitivele medicale fabricate din aliaje de otel inoxidabil care contin . Strangetj valva hemostatica pentru a crea un element de etansare in jurul dispozitivului interventional. ! Bmemamnbnaa 1NN BbI3BATL BNA. POBOAHNKI HE MetoT orp: no 3 KaHLEPOreHHOCTbIO, MyTareHHOCTbI0 Mk Mapnesoii CanheTkoi, CMOUEHHOI (U3NONOrUYECKAM PACTBOPOM, U HE ONYCKATb BbIChIXAHUA.
cobalt nu'provoaca un risc crescut de cancer sau efecte adverse asupra functiei de reproducere. Asigurati-va de faptul ca sunt inca permise miscarile intentionate ale firului de ghidare. Karerepa npi TexHuKn 0 v o Y Katerepa. 37” BeaonacHocTb u 3¢¢e““”0m ANA ApyrIX biX ii Y NpeaHasHavenbl ana MPOA( KOTOPbiX B TUBHOI TOKC ic, or toxic for rep , CMR) Kareropuy 1B PEKOMEHIALAY 110 IPUMEHEHINIO
Dupa utilizare, acest produs poate fi un potenjal pericol biologic. Manevrafi-| si eliminati- in conformitate 5. Daca este dorit, atasatj dispozitivul de rotire la firul de ghidare. o Egg?;’#;”ﬂﬁgﬂwém%b; %SE;’;‘]:%KESE'T';'KEI)KaTeTepaM” AnuKoil He Menee 90 M (1A NNe4esoro OMUMD wmn OT CIOXHOCTM NPOXOXKAEHWA NOPAKEHHOTO y4acTKa. 1IpU KOHLEHTpaLw Gonee 0,1 % (no Macce): KobansT, Homep B peectpe Chemical Abstracts Service (CAS): c . .
cu practica medicala si cu legile si ile locale, de stat si federale aplicabile. 6. (?ub cqntrt]ll 'deUSCQpIC,II"aIma[I prggre?w firul de 'ghlﬂallr‘e in gfara qlspl)lzglvulql |merven1|n%§1|”|nflllm‘pdce Moomomsisc HI-TORQUE & nuGransman eHTrEr;OKOHT ACTHBII METKAMIE Ha HEKOTODBIX NDOBOHAKAX ¥ L, MMEIOLLIIX B aHAMHESE ANAGPTI0 HA MHOGO U3 nep nanee YpeckoxHas aHr (YTKA) nomxHa npoBoAUTLCA TONKO 7440-48-4; Homep B peectpe EC: 231-158-0. I'I;I:;g:\:ﬂblllll() no (Texnuka Ha
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EVENIMENTE ADVERSE glhsiggfg \;gﬂg}tienrzg{m ggrl?a\/eezsrtsee%elgtzl?uunte: pe pozie. Utlza] dispozivul de ot pentr 2 o i de p it / Russi HI-TORQUE nMeloTcA AucTanbHble PeHTTEHOKOHTPACTHbIE MeTKN. Hanuuue u pacnonomepﬂwe l\EeTDKJJ aroro ne"’;‘:‘m P %:z‘:g’:"; :zl;;g:ual;:::am:"ﬂa::g;n osan E;ﬁimpoaaumn (AKuj). e penor aoprod ’ mg'ggémm Kaboiouy ﬂacHT':il:: C C OLSGL?ITT: Tge BbI3bIBAIOT nogi?j‘;::orglpmcm paSB‘aTvl‘llsﬂ 1. OCTOPOXHO BBEAVUTE NPOBOAHVK UEPE3 NOPT A1A NPOBOAHIKA UHTEPBEHLIMOHHOTO YCTPOICTBA.
Poteggzlcelliz Z\Izeerngulr:aer;t:uasl:eerrssee ssslc;i:?atteec; Il;lg)z(azzasing:#t :|spoznm;cclmisgg:gcanele: 7. Foc frul e icare pe pozfe i imp e giday dispoatvul intervengonal de-a ngul i i nntrou ycckuu / Russian ykagato i USOGpaKeHi 3R ia ST”ES;T%TN,'J%TQVQ e “”Mﬁﬁﬁé’?ﬁm'mSJﬁiﬂbn"Efaﬁma smocaTonio B Takke ruaren glsylwm MEPbI NIPEAIOCTOPOXHOCTY OHKOTOTUHECKYX 3aBOTEBAHHI W HEXETATENbHbIX BOSLEACTBIN Ha PENPOTYKTHBHYIO CUCTEMY. 2. Mhonsuaite FIOBOGHK D TEX TOD. O 610 KOHAIAK G ORENATCA HENHCID MpONGHRRTE e
* ) ° h - PR ] A . ! ™ ’ annepronornyeckiit B cocras BXOAAT cnnas, _ Tocne ncnonb3oBaHA 3T0 U3LENVe MOXET NPEACTABIATL MOTEHLMANbHYIO GIIONOTUYECKYIO OMACHOCTb. -
de contrast, la anestezie, la materialele dispozitivului si «  Embolie 8. In cazul in care este indicatd o alta configuratie de extremitate sau un alt tip de fir de ghidare, extrageti cu "pOBOHHMK“ HI'TORQUE 10 HM OIPEAGTAETCA [YMHA MOPAXEHHOMO YACTKA COCYAA. uepmgnemmaﬂ CTaflb, CNIaB 3071074 i 010BA, CNAB 010BA i CEPeGpPa, BoNbGPamo-nonumepHas Qggm"#g” xpynkﬂfmmggegpmgh;peﬁymmme epexcioro obpauerr, Flep_eﬂ 2;:?3"0%’:1,,?(0:2%3&%:?“’ 06patiainTech ¢ HIM 1 minM:ﬂnpyme eros cgoﬂsemmmm c npml;\mmm I&eumumucxom np);mmknm " 3. pu ue )BOIO Karerepa y KaTerep 1 BBEAUTE WHTEPBEHLIOHHOE
reactji medicamentoase la medicamente anticoagulante « Fistuld AV grija firul dg ghldar_e in tlm_p celi u[mar]gl depl_asareg sub cuntr_ul I'HGIDSCODIQ n Mposoanuku HI-TORQUE ¢ runpodunbHbiM NOKPbITUEM: Hannume rMAPOGUALHOTO NOKPLITUA YKasaHo Ha onneTka, ypeta, eit, MICROGLIDE, nokpsiTie u Nepernos fioh npyrmx p e posomI, PDAMEHUMBIMI MECTHEIMM, per no W NOCTAHC )¢ uepes r Knana. MpofBuraiite cuctemy
sau antiagregante plachetare « Anevrism/pseudoanevrism 9. Remodela extremitatea distal a firului de ghidare in conformitate cu practica standard sau pregatit NPEMOCTEPEXEHUA _ STUKETKE U3MENUA. TOAVBUHANNUpPONUAQHa (TTBIT) M NOKBITHE U3 NoNUTETPagTopaTHNENa (TT(I). Jlenonba0sane OXEr o cocyna w () HEXENATENbHbIE NOGERCTBINA 110 NIPOBORHYIKOBOMY KaTeTepy f10 TeX 10p, M0Ka OHa He OKGXETCA HEMHOTO NDOKCUMATbHEE
« Perforatie . Infocie urmatorul f\r_dz_e ghidare care va flrutmzat._ . ) ) _ [laHHOE MEAMLIHCKO M3AENNe AOMKHO TONbKO Bpa4amu, oby mUPMA BbINYCKA 11 KOMIUIEKTALLA Y npoaonnma B OTBET HA Bpameume KOHMKa NPOBOAHUKOBOIO KaTeTepa.
Disecti ti 10. Reintroducetj firul de ghidare urmand pasii de la 1 pana la 7 din aceastd sectjune. BbINOSHEHNH aHrnorpadum, T (YTKA) c M T iiTe B " K BO3MOXHbIM HeXenarenbHbiM NOCNeACcTBUAM, CBA3AHHBIM C UCMONb30BAHWEM AAHHOTO M3AENUA, 4. 3aTAHUTE reMOCTATUYECKVI KNanaH, uT0BbI Tb repy BOKpYr 0
. Hlsecue * Vasoconstricfie Sistemele de tip ina (tehnica cu firul ,la vedere”) W (1) UECKOKHOR TPGHOTIOMUKZIbHOIR uTONRZCTIKN (TA). n3gennA. AnuporesHo. He RONb0BaTD, U & 2 rpuETAOOTs ynamgmaa“ e il MOXeT K TpaBme cocyaa, ggfpe(;]ﬁg:;ﬂ AOEN YGERUTEC: o ! ° GTHOCHTCR, O TIPOHETO, CTEAVIOUIME: 8 oToneTS o
« Hemoragie « Vasospasm ! iy . A " A p — . N MEPEA, NCMQb30BAHIEM BHUMATE/IbHO W3YYWTE BCE HCTPYKLWI. YYUTBIBAITE BCE . : " . TI0BPEXZEHNI0 NPOBO, HIKa, OTPbIBY KOHYMKA NPOBOAHNKA 1NN NOBPEXOEHMIO CTEHTA. ©  anepruyeckan peakuna Uik runepuyBCTBUTENbHOCTb *  UHGapKT M1oKapaa; 5. ”PV‘ HEoBX0AUMOCTH NOACOBAVHUTE K NPOBOAHYKY MOBOPOTHOE YCTPOICTBO.
. 5 3 . > 1. Cuplati cateterul de ghidare si apoi introduceti un dispozitiv de introducere a firului de ghidare prin valva . JlaHHoe ( e n3nenve He 0 FOr0 NALMEHTa, TaK PeXA poBoA| PLIBY poBoAl pexn N ;
Stenozé/restenoza . < | . 30 Y Apy L Cm. Ha 3TUKETKE 1 o Y106bI . .
. . H!pmenswyne hemostatica atasata la cateterul de ghidare. NPENOCTEPEXEHWA 1 MEPbI TPEQOCTOPOXHOCTI, ONUCAHHBIE B HACTOALLAX NHCTPYKLNAX. KaK OHO HE PACCHUTaHO Ha BbINOTHeEHHe CBoe iDyHKLlMM nocAe nepeoro VlcnonbaoaaHMﬂ MsmeHeHMe Mpn p Ha No6oM aTane BbINONHEHUA NPoLeAypbl § TOM, 470 NDOBOTHUK NDUMCHAETCA B COCYAZX, JIU1H Kompblx OH NPBIHASHANEH, HecononeHme K Natekcy, KOHTPaCTHOMY BELLECTBY, aHECTETUKY, MaTepuany ambonua; 6. Mon KOHTPOMEM PEHTTEHOCKONUY NPOBEAVTE NPOBOAHUK 33 ngeuenbl VHTEPBEHLMOHHOIO
Ocluzie * Hipertensiune 2. Introducetj cu grija extremitatea distala a firului de ghidare prin dispozitivul de introducere si in cateterul HECOBMIO/IEHWUE STHX TPEGOBAHNN MOXET "PMBECTM K OCRIOKHEHMAM. MEXaHUHECKIIX, QUIMHECKUX 1 (k) CBOVCTB ne onpeenNTe ero npIANHY o I pumuTe oot MEpbl BbILLIE MOXET BUO Pa3MEPOB V3AENNA, @ TAKXKE PEAKLMU Ha aHTUKOYNALMOHKbIE UMW« apTepuoBeHO3Han ducTyna; HafIeXHo JCTPOVCTB0 Ha Mecre. B0 BPEMA NDOLIBINKEHUA NPOBOAHMK
* Aritmie « Deces de ghidare. Cm. Ko BCem 4 it XUpyprim, Kotopele OYUCTKN U (MJ‘M) MOBTOPHOI CTEPUAM3ALIN MOXET NPUBECTU K HApyLUEHMIO uenocmocwl W3AenuA U (unn) o ero yerpa ana Mow uamaﬁa UCoAb3yiiTe NPOBOAHIK, HauGonee OCyAa M NPOBOQHYIKA, UTO, B CBOID 0YEPEAb, MOXKET mam NPUYMHOI NOBPEXAEHUA COCYAQ, axmouaa HTUTPOMGOLUTAPHbIE Npenaparbi; . / noXHas 7 46pes nopaxeHibi yuacTo:aynmzacrizﬂ:;eBmeMZnoMDmbno HOESLLZTMHOFO ycrpomcmim
RAPORTAREA EVENIMENTELOR ADVERSE 3. Firele de ghidare HI-TORQUE™ cu invelis hidrofil: in cazul in care a fost utilizat un dispozitiv metalic de Ty ¢ ow Hi TORDUE » ANA O3HaKomneHnA PaspyLLEHVIO MaTEUANOB, U3 KOTOPbIX OHO U3FOTOBNEHO, UTO, B CBOIO O4EPEb, MOXET NDUBECT K v ) NOMUMO NPOYEro, NepHOPaLMIO, PACCTIOEHNE, PA3DLIB 1 OTPLIB COCYAA. * nepdopauna cocyaa;  VHOUUMPOBAHUE; : iCTon s e y 0
Ut Lsi (entul trebue s ice incid loc in leasturi i introducere a firului de ghidare, asiguratj-va ca I-atj indepdrtat inainte de a extrage sau de a continua ¢ uHpopmaunedt 06 o6nacti ux P 3arPASHEHIIO U3AENNA N0 NPUdUHE 06PA3OBAHNA Y3KWX LUENEW W (W) HATPLIBOB, A TAKKE CHUUTH Sanpewaerca [latHble 0 6e30N1acHOCTH 1 APHEKTUBHOCTIA [aHHOTO HI-TORQUE™ y ° cocyna; * Ba3OKOHCTPUKLUA; 8. Ecnu Tpe6 ! 1 i
iizatorul si/sau pacientul trebuie sd raporteze orice incident grav care a avut loc in legaturd cu acest fir manevrarea firului de ghidare. Ceoanas ° - Kax (summary of the safety and ero 11 (1) QyHKLM . OTCYTCTBYE OPUTUHAbHO MApKVDOBKY MOXKET CTaTh « TIpoTanKiBaTh, BKPYUBATb, TAHYTH Wi BPALLATH G 3T0 CC RETCKOTO BoapaCTa oTeyTCTBY 0T « Kposoreveie; A; . Ecnu TpeByeTca apyran KOHQUrypauma KOHUMKa Wit APYroi MPOBOSHUK, OCTOPOXHO U3BNEKUTE
de ghidare HI-TORQUE™ catre producdtor si autoritatea competentd a statului membru european in care 4. Firele de ghidare HI-TORQUE 0,014 cu marcaje proximale: introducet firul de ghidare pana la marcajul clinical SSCP) aroro i J0CTYNHa no anpecy htips://ec.europa. i 0 UCMONb30BAHUA M3NENUA U HEBO3MOXHOCTU €ro oTCnexuBatua. OTcyTcTame OLLYLEHWEM COMPOTUBAEHNUS. g B B s ) *  CNasm COCYOB; NPOBOAHIK NOA KOHTPONEM PEHTFEHOCKOMNM. ) )
este stabilt utilizatorul i/sau pacientul. proximal corespunzator. Atunci cand marcajul proximal este liniat cu butonul striat al valvei hemostatice, BbINONHUTE NOWCK YCTPOiicTBa Mo 6a3oBomy unenTuduKkatopy UDI-DI, npusenenxomy B Ta6nuue 1. OPHTUHATEHOT! YNZKOBKIA MOXET MPIBEGTH K ) u3ienus, W picKy * BpaLyarb NpoBOAHYK, €CnM ero KOHMMK 3aCTPAN BHYTPU COCYAUCTBIX CTPYKTYP. C80GOANOE ABIKEHUE NDOBORHYIKA BHYTP WHTEDBEHUUOHHOT YCTPOVICTBA RBAETCA BAXHON * CTeH03/pecteos cocyaa; * apTepuanbHan TNOTEH3N; 9. Vamexute Gopmy KOHUVKa MPOBOAHUKA B COOTBETCTBIM CO CTAHAAPTHOI METOAWKO/ Wi
PREGATIREA PENTRU UTILIZARE extremitatea firului de ghidare este situata imediat proximal fata de extremitatea cateterului de ghidare. SSCP HaxoouTCA N0 AaHHOMY afpecy nocne 3anycka EBponeickoii 6a3bl JaHHbIX N0 MEAULMHCKIM nONyYeHs TPaBMbI 1A NALVEHTa U (W) NONb30BaTens. « 0 KOHUUK nporvi6a (ponanc KoHMKa). ;?ng;ﬁ;gmgﬁoy?oCTV;?(TTmbwgpma:nggrmmmn’?'IUeBpDeJ;Hmgﬁ'anb3%%212?11;:ynggas;%ii%ﬂcjg%y o . cocyna; «  apTepuanbHas runepTeHsus; 10 gOﬂI’OTOBbTe K CNONb30BaHNiO APYrovi MPOBOAHYK. .
Contraindicatiile, avertizarile, limitarile si indicatjile dispozitivelor interventionale compatibile cu firele de Nota: atunci cand utilizatj un cateter de ghidare brahial de 90 cm, folositi marcajul cel mai distal ca reper wspesnam / EUDAMED. . 1 (onnH) B MaKere. He‘l‘lﬁﬂ!m:iyl\(;lﬁmb saxarne npoaonHmKa MEX(ly CTEHKOIi COCYTa U CTEHTOM NP PACKPLITAN CTEHTa. CONpOTVBNEHWA. OTPEryAMpyiiTe W 3ameHuTe r Knanat Ha peryavp . ecnu OH °  apuTmua; ©  NeTbHbIN MCXOA. - BBEAVITE NPOBOAHYIK MOBTOPHO, Kak yKasaHo B NyHKTaX 1/ AAHHOMO paspena.
ghidare HI-TORQUE™ sunt descrise in mstrucyunlle furnizate impreuna cu dispozitivele respective. peniru maSt;rarea de_taInL_riw, ltar altunm cand utllhzall un cateter de ghidare femural de 100 cm, folositj EA g)aaLBﬁg%wxacliEgpggggczm%eyﬂ:monlqo(EC) ezcnggﬁlarelFU P no XpaHeHue. XpaHuTb B CyXOM TEMHOM NPOXTALHOM MecTe. n“ coanaer OTYET 0 HEXENATENbHbIX OCAELCTBUAX (Texnunka nyer
niru a mar i mai proximal. - relFU. . « [lponBuraTb wm U3BNEKaTb NPOBOAHUK MEMEHHO.
Ininte de inter 1 ou atent toate gara umnazzd s flo utlza, 5. Aasal dispoziivl e ot oo ey ENEBOE HASHAMEHUE R S —— S PexomenayeTGa, 410Gl nonsgosaens HCTOUHK CONP npoRBin TIONs308aTES 1 (W) NALVIEHT AOTKHb! COOGLLATS O OGOM GEPbE3HOM TPOVCLIECTBIH, UVEBLIEM MECTO 1. Yorarosite POBORIKOB5It KATCTEp, NOGTE 460 BBGAIE WHTPOASIOCED ATA MPOBORHK 4EPE3
inclusiv dispozitivul interventional, pentru a depista existenta oricarui defect. Nu utilizatj dispozitivul daca . ? N ! - . o . . - ONMNCAHNE Npy U3BNEYEHUN U3NENUA U (MU TUX KOMNOHEHTOB KaK eAMHOT0 LIENIOro 1 3aMeHun u3fenue Ha — Knanat,
este deteriorat sau defect 6. Sub control radioscopic, avansatj progresiv firul de ghidare in afara cateterului de ghidare si in interiorul N . - MPOBOAHVKI NpeaHasHayeHbl AnA obneryeHna Haswauwm 10 AHATOMUYECKVIM 3IEMEHTaM W CTPYKTypam NOATBEPXKAEHNA €10 NONOKEHNA. P! A (unu) Ay Al u i B CBA3Y C AaHHbIM HI-TORQUE™ Tento 1 B opra p 2 Dcmpomuo BBEIATE W KOHBIL s i KaTeTep uepes
ororal Sau FEIBE N ' T o vasului de sange ales. Utilzati dispozitivul de rotire peniru a dirija firul de ghidare astfel incat sa Ha UHCTDYKWM MO OTHOGATCA K NpOBOAHNKam Hi-Torque Winn™ 40, COCYAOB C LENbIO AOCTABKU Avar P « Tlepen NepemeLLIeHIem, BPaLLEHMEM Wik ﬂmﬁow [IpYTOi MaHANYTALWER C NPOBOAHIKOM HOBOE AN1A SaBEPLICHAA NPOLEAYPHI. uneria ESPONEHCKOrD C01032, B KOTOPOW 3aperviCTPHPOBH NOMb30BaTeM U (1) NG JHTDObIOCE
1. Pregétiti dispozitivul interventional in conformitate cu instructiunile producdtorului. Asiguratj-va ca ati i Hi-Torque Winn 80 u Hi-Torque Winn 200T. C Hu B koem cnyyae He Noacoe; MHﬂMTe NOBOPOTHOE YCTPOICTBO K MOAMOULIMPOBAHHOA YaCcTh PoR P o
Pr I ; con > ] 0 leziunea. KOHYMKa PeHTT y! AcoeAl P yeTpe J_Ml_pi MOJrOTOBKA K NCNONb30BAHNID ™ .
irigat lumenul pentru firul de ghidare inainte de a introduce firul de ghidare. MOKA3AHNA K NPUMEHEHUNI) . 3. Mposoanuku HI-TORQUE™ ¢ runpodunbHbiM NOKPLITMEM: ECAIV MCTIONb3OBANCA METANMYECKMIA
7. Dacd este indicatd o alta configuratie a extremitatji sau un alt tip de fir de ghidare, firul de ghidare poate fi Tabnuua 1 . C nomoLL{bi0 peHTr Ha MpeaMer neperuba koHuwKa NPOKCUMANLHOIO KOHUA 310 MOXET m o6na WHTDODb! A MDOBOANYIKA, Er0 HE0BXOMVIMO Y6paTb, 4eM W3BNEKATb NPOBOJHYK Wt
2. Scoatetj firul de ghidare din suport impingand sectiunea vizibila a firului de ghidare in suportul sau " extras dupa cum urmeaza: = NatHbiit nf HI-TORQUE™ npenxa3xaveH inA obneryeHus no3uLMOHUPOBAHNA KaTeTepoB N (ut0 yKaamBaeT Ha HaNuve NpenaTcTBA). 1 NPENATCTBOBATb NOACOEAUHEHNIO yunmnmenn npoBoaHuka DOC™. YCTpoiicTs, Mcﬂot;r\';\:;THrﬁl‘;ll;uc FIDUEOELHMKaMM HI TORQUE'“ Unmcath B HHCTOYKUMA, npmnara;r;ilyblx Bbmp&iﬂ'?fipﬁm Kg}?m:emﬁoa’mgr?mn;gﬂuanm 0 yopaTh, NPEXAe em 13sNeKars NPoBoA
pana cand extremitatea sa distala si o parte a zonei centrale pot fi vazute iesind prin capatul inelului. a. Deschidelj valva hemostaticd si linia de spalare din ramificatile arborelui coronarian. Retragetj lent basosblii naenTugukarop UDI-DI_| Metop € avnatauny Bo Bpema YTKA u YTA. TIpOBOAHNK TakKe MOXHO NPUMEHSATb C COBMECTVIMbIMM . I NPOM3BOAVTH Ha NMOTOKE KUAKOCTH, Mpoeopwku HI-TORQUE ¢ rapodunsHbiv noKpbITeM: He AONYCKAIiTE NORBAEHUA Lapanit Ha K COOTBETCTBYIOLLIM VCTOORCTBAM. 4. Tlosomii 0,014 HI-TORQUE ¢ NDOKCUMAN6HsIMM METKAMIE: MDOLBMHSTE NDOBOMHIK 10
-| - P ! " " . yHOLLIM yeTp LQ_.—%DH IPOBOAHMK A
Apoi prindetj zona centrala a firlui de ghidare pentru - scoate complet din suport. Evitai deteriorarea firul de ghidare in timp ce i urmariti deplasarea sub control radioscopic. MpoBoguk Hi-Torque Winn 40 B Xoge npoueayp. 4T0BbI npenmapamm nonaganyie BO3AYX B KareTep. TIIPOQUALHOM NOKPLITAY. EGRN POBOBHIK UMEET T 08 NOKPbITUE, HE Te er0 . . 0it MeTkit, Mpn it METKIN Ha YpoBHe
extremitatji fragile a firului de ghidare. Nu prindef firul de ghidare de extremitate atunci cand il scoatetj b. Inchid lva h tatica si linia d slare di ificatiile arborel ; - - INEKTPOHHOE 0BNyueHie NPOTUBONOKA3AHUS * Bce 3aMeHbl MHCTPYMEHTa BbINONHATL MEANIEHHO, YTOBbI HE A0NYCTUTb NoNafaHnA Bo3ayxa B W He C HUM 60 yepes KYI0 KaHIONO Wi npeamer Mepen HHOM 0CMOTPUTE BCE UCMOMb3yemoe oQopyuoaaHme, BKOYasA p yp
i . _Inchidetl valva hemostatica si linia de spalare din ramificatiile arborelui coronarian. Mposoatuk Hi-Torque Winn 80 8717648CGW0003V5 s VHTEPBEHLIMOHHOE YCTPOICTBO, Ha Hanuume fediekToB. Henb3aa Cnonb3oBarb YCTPOICTBO, ECAIN OHO DV"DHEHUM PY‘*KW TEMOCTATUHECKOTO Knianana KOH4YK NPOBOAHIKA BYAET pacnonoxeH HemHoro
din suport o o ) o 8. Remodelaj extremitatea firului de ghidare in conformitate cu practica standard sau pregatiti urmétorul POBOA 9 ®) H " COCYCTOE PYCAO W (Wnk) MOBPEXAIEHNA COCYA0B. C OCTPbIMM KpaaMW. TepemelLIeHIte, NPONBINKEHNE NPOBOAHIKA Yepe3 MeTannweCKoe YCTPOICTBO PBEHL yerp ] Aed yerp h KoHumKa Karetena.
3. In cazul in care este indicat acest lucru, extremitatea firului de ghidare poate fi modelata cu grija prin fir de ghidare. TlposogHik Hi-Torque Winn 2007 e HeH A B CC CUCTEME TOnOBHOrO Mo3ra. o Tpn I BBELIeHIN /6 B TOM, UTO KOHUYK UHTEPBEHLIMOHHOTO YCTPOACTBA U (WNM) U3BNEYEHNE NPOBOSHIKA W3 TAKOTO YCTP MOrYT np W () TOBPEXAEHO UM UMEET AEQEKTI. ) h 0 P
utilizarea procedurilor standard de modelare. Nu utilizatj un instrument de modelare cu o margine ascutjta. 9. Reintroducetj frul de ghidare urmand pasii de la 2 pana I 6 din aceasta sectiune. CBOBOAHO PacnanoXeH B NPOCBETE COCYAA 1 OPUEHTUPOBAH NapaNeNbHO CTEHKE COCYAa. OTAENEHUIO BHELLHEro NOKPbITUA, B uero MD)KeT 0CTATbCA B COCYAUCTOM 1. MogrotoBbTe YCTPOIACTBO B €00 c (9..0 o o . Tlpn . oro KaL?i%;wsﬂg;;ﬁryﬂmn&Ce%;aa oo
1CMonb30BaHuN NPOBOAHNKOBOrO KaTetepa A beapenHoro AocTyna (100 cm) — Ha camyio Tiivistelma tdman laitteen ja Kliini ysté (SSCP) on i KAYTTOINDIKAATIOT . 0@ otta jos lisaohjainvaijeri siof " isen suonen oiseen haaraan, Vihintaan yksi timén laitteen osa saattaa siséltad seuraavaa CMR 1B:n madritelmén mukaista ainetta 3. Jos toimenpiteessa k3 ia, ota ohjail i kdyttoon ja tyonnd interventiolaite-/ - - - - - - - - - = -
npokcwmanbww . https://ec.europa.eu/tools/ Laite Ioytyy taulukossa 1 annetun yksildllisen laitetunnisteen HI-TORQUE ™ -ohiail isaanvienni i se voidaan joutua vetamaan pois ennen stentin jotta estetédn I yli 0,1 painoprosentin pitoisuudella: koboltti, CAS-nro (Chemical Abstracts Service) 7440-48-4; jainvaijeriyhdistelmé hemostaasiventtiin lipi. Tyonna jarjestelmas eteenpain ohjainkatetrin lapi, kunnes en: Graphical Symbols for Medical Device Labeling; bg: Tpaduunn cumBonu 3a eTkeTupane Ha MeauLMHCKI ypeaw; ro: Simboluri grafice pentru etichetarea dispozitivelor medicale;
5.1 M0BOPOTHOE YCTP perusteella. Tiivistelma laitteen turvallisuudesta ja kliinisestd suorituskyvystd on téalla sen jalkeen, pallolaajennuksessa (PTCA) ja valtimon suonensi ] j (PTA). Tita ohjainvaijeria juuttumisen riski suonen seinaman ja stentin valiin. ’ ’ EY-nro 231-158-0. ) se on juuri proksimaalisesti ohjainkatetrin karkeen nahden. B ‘ ) ru: [pauueckue CUMBONbI Ha STUKETKaX MemMUMHCKUX uanenuit; fi: Laakinnallisten laitteiden tuotetarroissa esiintyvét symbolit
6. Mop perrr c 32 NIPEIeNbl NPOBOTHIKOBOTO kun eurooppalainen laakinnalisten laitteiden tietokanta EUDAMED otetaan kéyttdn. ! voidaan Kyttad myds yhteensopivien stenttien kanssa hoitotoimenpiteissé. Vain HI-TORQUE Winn™ -ohjainvaijerit: HI-TORQUE Winn -ohjainvaijerien distaalipaan jaykkyys Taménhetkinen tisteellinen naytto tukee sitd, ettd kobolttia siséltavista ruostumatiomasta tergsseoksesta 4. Kiristd hemostaasiventtilid tiivisteen muodostamiseksi interventiolaitteen ymparille. Varmista, etta  Meanufacturer: ba: 1 - o: Producilor Uniaue device identifer: bg: ) ) )
e e i N e S mekonSLaDOW Ve HADESal 0SOEEESs vaSouRrGFU a0t AORCTATIEN - KONTRANDIKAATIO vaihelee. Nt ahianvaiereita on K2yttt varovaisuuta noudataen fa naiden Kaytoohiiden familt mdet el ks syt ypaf e o it 5. Kinits halutacsa el oni R Tponssommens 1 Vamian VSRueT, o Nl i G onicars gL, b5 Ewn, repw oA
7. Ecnu Heobxomuma pyraa KOHQUrypauua KoHumka N ApYTO NPOBORHIIK, YCTAHOBAEHHbIA ) o o ) Ei tarkoitettu kaytettavaksi ai mukaisesti siten, efteivat ohjainvaijerit vaurioita veri i vaantGkyky, Iseatymiskyig/yn 6 M ainvaiieri lpi 10si i itien i i ' U DI u: Vi nesa; fii Yksilollinen cucTema; ro: Sistem cu 0 singura barierd
: by v  Apyroi npf 24 KUVAUS distaalipaat ja/tai suurempi tybntovoima voivat lisata perforaation tai vammautuisen riskia Kayton jalkeen tamé tuote voi olla biovaarallinen. Kasittele ja havita se hyvaksyttyjen laaketieteellisten - Tyonna c ‘ ssa ulos intervel pitéen interver 4
NPOBOAHYIK MOXHO W3BNEU CIEAYIOLLIMM CMOCO6OM: Namé kaytioohieet koskevat ia ohiainvaiiereita: Hi-T Winn™ 40, Hi-Te Winn 80 VAROITUKSET verrattuna i distaalip . Tastd syysta on kaytettava ja ja lakien ja méaaraysten mukaisesti. tukevasti Ohjaa poikki vaantolaitteella. sterild; ru: Opu cTepunbHbii 6apbep;
a) STKpome reMCo(;:CTya;Tlg:ecmm Knanas u Marmmﬁgg;ﬁ:ﬂapg%ﬂ:;m::ﬂngar:mio;;gsminguu H\a-?g)?quaey‘l\?i?lnlezeﬂo'lg)s evat seuraavia ohjainvaijereita: Hi-Torque Winn , Hi-Torque Winn 80 ja Téth tuotetta ei ole tarkoitettu kiylettavaksi aterekiomialaitteiden kanssa. Tamén HI-TORQUE™ ohjainvaijeria, jonka distaalipa on niin joustava kuin i HAITTAVAIKUTUKSET ; ‘}J(iinllita ohjai?vaijerilfairat\leen san;all:, tukn Etenet imer\iem\(rjllameella ohjainv?ijeri; pitkin amaumaant. EC |REP E" Aumgrggd reprisg?an;e inthe en: Sterilized using irradiation; fi: Vksmalnen steriili suojajarjestelma
¢ - ) 2 . tur nahden, ja erityista in tai muiden N 3 o . . . Jos toimenpiteessa kaytetaan muuta karkikokoonpanoa tai ohjainvaijeria, poista ohjainvaijeri varovasti uropean ommunl MBAHOMOLLEH . .
KOHTPONEM peHTreHockonuu; Taulukko 1 ia !(anss’fl i ole vahvistettu. I v Laitteen kayttoon saattaa liittyd muun muassa seuraavia haittavaikutuksia: seuraten Sepn liikettd Iayiva\aisuuh auksessa. P ! ! P I ! h v p STER"—E R b: Crepunusupar 0.06’?"”53"&
F i Laitteen kayttgika kitty sail . Tam lait AINOASTAAN minimoimiseksi. P J oBluHocr; ro: Sterilizat prin iradiere;
6) 3aKpoiiTe reMoCTaTMYecKIit Knanas 1 MarucTpaiib AnA NPOMbIBKI Ha MaHudonbae ana — — aitteen kayttoika on merkitty sailyvyy amé laite on suu Ia . . N " M " A ¢ s . o y ilizat prin i | . R
KOpOHAPHbIX COCYIOB. imi Yksilollinen KERTAKAYTTOON. Ei saa ja/tai kayttaa Laitteen tur ia ei ole allerginen reaktio tai ylinerkkyys lateksile, varjoaineelle, sydaninfarkti 9. Muotoile ohj jerin Kérki vakic kéyttden tai valmistele seuraavaksi Kéytettava ro: aumnzal in C 1 C " \\.// en: Keep away from sunllAght, flul‘. gla‘serq or
. o - — i sen jalkeen, kun se on ksitelty uudelleen useita kytikertoja varlen RAJOITUKSET ille ja ladkeai « embolia ohjainvaijeri. Europeand; ru: yﬂOﬂHUMOHeHHhIM npepcrasutens 8 EC; fii: Steriloitu sadertamalla —/ T\~ CnbHueBa cBeTMHa; ro: A se feri de lumina
8 ﬂ;ymrg;wggoq;%ﬂ:zéowmka no v Nt NIOAFOTOBLTE K UCIONb30BHA0 Hi-Torque Winn 40 -ohjainvaijeri Kun ! i viedian lea on liikutettava v ) Nailli HI-TORQUE ™-ohjainvailereilla ei ole erityista kayttdajan rajoitusta, vaan ne on tarkoitettu antikoagulantti- tai antitrombosyyttilaakkeille «  valtimo-laskimofisteli 10.Vie 0h|a|nva||en uude\leen sisddn noudaﬂaen tamén kohdan vaiheita 1-7. fi: Valtuutettu edustaja Euroopan yhteisossa ) //\|\ solard; ru: bepeub 0T CONHEuHbIX Nyueit;
9. BaeauTe NDOBOTHUAK NOBTOPHO, KK YKA3aHO B NYHKTAX 2-6 aHHOTO pasena. Hi-Torque Winn 80 -ohjainvaijeri 8717648CGW0003V5 Elektronisateilytys (R) Lateen distaalipadssa on hydrofilipinnoite 29 cm:n pituudelta. Vaijerin proksimazliosa on paallyste verisuonitoimenpiteisiin, joiden kesto vaihtelee ahtauman monimutkaisuuden mukaan. « perforaatio «  aneurysma/valeaneurysma Kiskotyyppl _ _ . en: Non-pyrogenic; bg: Henuporerex; ) fii: Sailytettava suojattuna auringonvalolta
10.0TCOBTUHUTE OT NIPOBOTHYIKa NOBOPOTHOE YCTPOVICTBO 1 WKTPOAIBIOCEP FY1A NPOBOKMKG. Hi-Torque Winn 200T -ohjainvaijeri Gonili lPTFI‘E’) ja yhtll)ella kermksella Vet hylkivad SMIJUFTHGLIDE'” -pmnmrettay W Sepelvaltimon pallolaajennuksen (PTCA) saa suorittaa vain keskuksissa, joissa voidaan hatatilanteessa + dissekoituma * infektio 1. Ota ohjainkatetri kayttoon ja tyonna sitten ohjainvaijerin sisanvieja ohjainkatetriin kiinnitetyn en: Importer in the European Community; ro: Apirogen; ru: Anuporexto; fi: Pyrogeeniton
11. 3aduKcupyiiTe NPOBOAHWK 1 NPOABWraiiTe N0 HEMY p B (myds nimelld MICROGLIDE™). SMOOTHG i on 43 cm:n pif tehda sepelvaltimon ohitusleikkaus (CABG). ) * verenvuoto « verisuonten supistuminen hemostaaswenmllm lapi. EC ?g_: ﬁ"%ﬁ&ﬂ ?n%;gﬂ?ﬁg?:;%ﬂ%m:%; en: Keep dry; bg: MNasete Ha cyxo MACTO;
yuacTok. HI-TORQUE ™-ohjainvaijerit ovat laékinnalisia laitteita, jotka on tarkoitettu kytettévaksi sepelvaltimon 190k°]11 n lll_hl.ﬁ!ﬂvﬁlaejglssa ja 253 cm: "19‘|] 300 cm:n ohjainv "255' ja PTFE-pi 30'0 on VAROTOIMET *  ahtauma/uudelleenahtauma * vasospasmi 2. Tyonna varovasti sisaanviejan lapi ohjai iin. ot Vll\;)nopTep 8 EC: fi: Maahamuojpa ' g ro: A se feri de umiditate; ru: bepeds or anarm;
WHCTPYKLIAN MO 3AMEHE NHTEPBEHLINOHHOIO YCTPOMCTBA pallolaajennuksessa (PTCA) a valtimon PTA potilaita, proksimaalipaassa cm:n cm:n Ja cm:n cm:n «  tukos . - 3. Hydrofiilipinnoitteella paallystet H\-TOR(]UE"“-Uh ainvaierit: Jos kaytettiin metallista ohjainvaijerin I iSoSS . . P ) fi: Sailytettdva kuivassa
CMGTEMqu o (Tel;(luuka TenbHOI iicTBa Ha Joilla on kuten naiden ohjeiden indikaatioita koskevassa kohdassa on ohiainvaijereissa. . ) . . Onjaaet ovat ek |nslrumennejaa‘jkaaggl?a?calg: e katod o , mutkien tai * rytmihéirio . :zgg::r?sl?o sisaanviejaa, muista poistaa se ennen ohjainvaij istamista tai Furoopn neseesa :v;‘: Sﬁi?:ggénegaumngyalhagé'Orﬂ?KVOnBai\:):%ss:: Igmumua' :
) EHVHKTY 3. HITORQLE, vatlmullziJ mur(tmlsilla kanellzti Llsahe:oa tuotieen Ie&;mswita tiedoista on tuotemerkinnoissa (esim. vaijerin |nhtaa laitteen pinnoitteen vaunonumlseen miki voi edellyﬂaa toimenpiteité tai aiheuttaa vakavia CZLH!ZS;M? Yem‘uo‘nwlsg'rr‘s'lg n]a/tal vaamqlnkkegn epatarkkuuna. Kanssa ennen Kayttoe HAITTAVAIKUTUKSISTA ILMOITTAMINEN kanssa, uh]amvaijerm Karki on juuri i karlen p! bg: BHUMAHVE: Qenepantoto 3akuuoua1enmsu en:. Ctontainsbha)zagdoué substances (CAS
. Ecnu ucnonb3yetca yanuHAEMbIi NPOBOJHNK YIATIMHWTE €r0 ¢ NOMOLLbH YIMHUTeNA pituus, lapimitta ja karjen rontgenpositiivisen osan pituus) haittavaikutuksia. vista ¢ I lapimi Inter 3 e Huomautus: Kayti etaisyyden mittaamiseen distaalisinta merkki 90 cm:n olkavaltimokatetria Ha CALLl Hanara T0Ba . i hoe . registry number); bg: Cbabpxa onacHn
nposoptuka DOC ™. TlogpoGHan MHrbopmaum 10 MCNob30BaHWIO NpoBoAHHKa HI-TORQUE 8 imon ohjainvaijerit avustavat ja valtimon suonensisaisia i imenpiteité Laitteen turvalli ja eiole ta sita ei tunneta muilla kuin erikseen Varmista tuotemerkinnoista ja kayttohijeista ohjainvaijerin kayttoon sopiva verisuonisto. Edella esitetyn ﬁyn‘ﬁg?;a{zlﬁ: ggylgmlgg;wlmomaa tahan H-TORQUE ™ -onjainvaierin lhﬂl?glﬁ?ﬁ\gﬁa}g& ‘;aoiﬁg‘élﬁema Kaytettiess ja ;"J,:okmmegisima merkkia 100 cmin reisivaltimokatetria kiytettaessé. ONLY pace %lpouaaa o neKapfA WM 10 NopbUKa o [I]\Aised\cg[ device; bg: Menuunrcku ypery BeLLecTsa (CAS perucTpaLuoHen Homep);
) b g ¥ Laifteen 1 S 4 ]a e ) : Dispozitiv medical; ru: MeauumHckoe uagenve; " " %
Kauecrse 0 Mpinaraemoii K yanuHuTenlo. (PTCA ja PTA), mista on Kiinista hyotya sepelvaltimotaudin (CAD) ja monien suosituksen noudattamatta jéttaminen voi johtaa verisuonen ja ohjainvaijerin koon epasuhtaan, mika voi 5. Kiinnita vaantolaite. Wa nekapu.; ro: ATENTIE: Legea federala M D i Laakinnallinen laite ro: Contine substante periculoase (Numdrul
3. B HYXHOM WH e yCTp no hoidossa. johtaa verisuonen vaurioon, kuten per jair VALMISTELEMINEN KAYTTOA VARTEN 6. Vie i i Ohjaa ohjainvaiieri tricti = Jal tui t doar de cat . de inregistrare CAS); ru: Copepxut
VEIMHEHHOMY NPOBOLHIIKY. Henkildt, joiden tiedetéén olevan allergisia jollekin timan laitteen seuraavassa luetellulle i N ; ' N - . p J 1 restrictioneaza comercializarea acestui aparat doar de catre sau onacibie BeluecTea (Homep B peecTpe CAS); fi: Sisltéa
: _ Pidennettavéit HI-TORQUE-ohjainvaierit: Joissakin HI-TORQUE-ohjainvaijerimalleissa on muunnettu komponentille, voivat saada allergisen reaktion tista Ennen kayttoa Tamén HI-TORQUE tur ja ei ole selvitetty 1 kohdalla. HI-TORQUE kanssa interventiolaitteiden kontraindikaatiot, varoitukset, poikki vaantolaitteella. pe baza comenzii unui medic.; ru: BHUIMAHUE! Qeaepanbhoe ol (Homep  peecTp
4. Mo Apyroe HHOE B ¢ johon voidaan kiinnittd DOG™ -ohjainvaijerin jatke. Ohjainvaijerin jatkeen potilaan hoidossa potilaan kanssa pit | i dytetyistd iaaleista ja aiemmi Ohjainvaijerin vapaa liike inter sisalla on tarkea ohjattavan ohjainvaileriarjestelmén rajoitukset ja kayttotarkoitukset on kuvattu kyseisten laitteiden mukana toimitetuissa kéyttoohieissa. 7. Jos tissi vail on kay 4 eri karki ya tai i voidaan poistaa 3aKOHOMIATENbCTBO Pa3PELLAeT NPOJAXY JaHHOTO YCTPOMCTBA en: Consult instructions for use; bg: Buxte Te aineita (G
5. VeTaHoBuTe YCTPOViCTBO Ha “DOB%HRMS [ "DORBW&MTS €10 110 NPOBOAHUKY ANA 3aMeHbl ymeensopwuudesta on lisdtietoa tuotemerkinndissa. Ohjainvaijerin jatkeen yhdi jainvaijeriin ista. Laite sisaltaa platina-ni r teréstd, kult; i ominaisuus, koska sen avulla kayttaja pystyy paremmin hahmottamaan laitteen sijainnin. Testaa ennen Kaikki kéytettavat laitteet interventiolaite mukaan lukien on tarkistettava huolellisesti vikojen varalta ennen seuraavasti: TOMbKO Bpauam wiu no ux 3akasy; fi: HUOMIO: Yhdysvaltain 3a ynotpeoa; ro: Coﬂsultatl instructiunile de utilizare; )
VK v p - 0 y4acTKa 1 Yepes Hero. inter toiseen samalla, kun ghlamvauen pidetdan | palkal\aan kehossa. ( epoksiliimaa, MICROGLIDE smknmpmnnmeen Kiytto, tuntuuko jarjestelmassa vastusta. Saada hemostaasiventtii tai vainda se saadettavaan venttiilin, interventiotoimenpidetta. Laitetta ei saa kéyttéa, jos se on vaunonunut tai viallinen. a. Avaa iventtiili ja putkisarjan Vedd ijeri hitaasti pois liittovaltion lain mukaan tamén laitteen saa myyda vain ladkéri tai ru: 0 en: DOC Extension;
6.1 e 8 co il METORKON. Kun interventiolaite on vaindettu, jatke voidaan irrottaa ja kayttaa polyviny (PVP) ja (PTFE). jos se estaa ohjainvaijerin liketta. 1. Valmistele interventiolaite valmistajan ohjeiden i. Muista huuhdell in luumen seuraten sen liketta ldpivalaisuohjauksessa. J4akarin mazrayksesti. fi: Katso kayrloohjena DOC EXT | &= Yabmkuren DOC;
(Textuka p W yCTpoiicTBa) Proksimaalimerkeilla varustetut 0,014 HI-TORQUE-ohjainvaijerit: 0,36 mm:n (0,014 tuuman) ohjainvaijeri On suositeltavaa, etté kayttaja selvittaa Jahteen, Jaitetta ennen ohlalnvauenn sisaanvientia. b.  Sulie hemosta il ja jan hu o ro: Prelungitor DOG;
1. YepXwBan NPOBOGHNK B HYXHOM NOTOKEHIH, uH )€ YCTPOil olka-Jar avustavat ¢ ainnin maarittami Noudata huolellisesti seuraavassa annettuja ohjeita siita, miten ei saa toimia ja miten ja/tai muita komponentteja yhtena yksikkona ja vaihtaa sitten laitieen uuteen ennen toimenpiteen loppuun 2. Poista ohj tyontamala ohjainvaijerin nakyvissa olevaa osaa annostelijaan, 8. Muotoile ohjainvaijerin karki uudelleen vakic alld tai seuraava ohjainvaijeri. en: Use-by date; bg: Cpok Ha ropHocT; en: Caution; bg: Brumariue; ro: Atentje; 'f}":g[%”_”ﬁe"b DOC;
110 MPOBOAHHKY. ohjainkatetrin Karkeen nanden kaytettaessa paljaan vaijerin Nam: it ovat pitéa toimia. Naiden ohjeiden lai voi johtaa suorittamista. kunnes ohlalnvauenn Karki ja 0sa ydinta tulevat ulos annostelijan pasta. Tartu sitten ohjainvaijerin 9. Vi ohjainvaileri uudelleen sisaan noudattaen taman osan vaiheita 2-. 0: A se utiliza pana la data de; ru: Cpok rogHocTw; ru: Mpegoctepexetme; fi: Huomio i: DOC-jatke
2. MoarotosbTe Do B COOTBETCTBAU C UHCTPYKLMAMM vahintaén 90 cm pitkien (olkavaltimo) tai 100 cm pitkien (reisivaltimo) ohjainkatetrien kanssa. Karjen i  tai stentin v: seen. Jos jossain Vaantolaitetta ei saa kiinnittaa pidennettivan ohjainvaijerin proksimaalipaéin muunnettuun osaan, sil3 siita ytimeen ja irrota se Vilta vauri haurasta 10. Irrota véantolaite ja ohj jerin fii: Viimeinen kéyttopaiva ‘ ‘
NpOU3BOMUTENS. Rontgenpositivisila distaalimerkeill varustetut HI-TORQUE-ohjainvairit: Joissakin HI-TORQUE- :a”_‘"sfa l“'_""_‘_“ ":5‘“‘5"" selvita SYY A sa ja ryhdy tarvittaviin voi aiheutua ohjainvaijerin vaurio, jolloin DOC™ -ohjainvaijerin jatketta ei vor Kinnittaa. ' karke. Ala tartu ohjainvaijerin Karkeen i sita 11.Kiinnita ohjainvaijeri paikalleen samalla, kun etenet inter ia pitkin at en: f ;
3. YcTaHoBMTE YCTPOMCTBO HA NPOBOSHUK 1 MPOABUTAITE €ro o nposoaHnKy HI-TORQUE vepes Ohlainvallerissa ronigenp sslgnéllzetassa palimerk lderkli invairiss r;): ggtrgamgfl?:]l:]agltlden sijainti ﬂ?;l?;vr:ins::lr:::\]l;s:i‘y a sopivaa Hycrofiliinnoiteela palystetyt HI-TORQUE-obiainvaiert: Vits hydrofiipinnoitteen harkattumista 3. Ohjainvaijerin karked voidaan muotoilla varovasti vakiomenetelmalla, mikali tama on kéyttotarkoitusten INTERVENTIOLAITTEEN VAIHTAMISUH.IEET Date of . bt en: Do not re-use; bg: He u3non3saiite NoBTOPHO; PTA ggéﬂ)‘?&?&a‘:ﬁ :sf’:%)"{’;"pvl'::#:a
NOPaXeHHbIN Y4aCTOK. limaistu tut Innoi: Vi uvi fttunnis uraav I L ) I H Aia veda hydrofiilipinnoitettua ohiai T tai kohteen I3pi tai mukaista. Ald kdyta " en: Date of manufacture; bg: [1ata Ha npon3BoACTBO; liza; ru: [InA ofHopa3oBoro dLTViKd, 0. o
4. MpoROnXaiiTe B COOTBETCTBMM CO CTAHAAPTHO/ METOMMKOT. Perékkaisten merkkien rivi kelan proksimaalipuolella toimii viitteena ahtauman pituuden maarittamisessé. « Jla tydnna, kierra, veda ulos tai vaanna ohjainvaijeria, jos tunnet vastusta. hlkuﬂ%leasnya onfipinnol eMl:i?]lpulolntl ia ulos ‘aftai p yyiin taiter Ok:&a 3& |ghlaa Hydrofilipinnoitteella paallystetyt HI-TORQUE-ohjainvaierit T ka'y!nI:::xl:r: HITOROUE vaihto-ohjainvaieri siiry vaheeseen 3 ro: Data fabricatiei; ru: [lara uarotoneus; ucnonb3oanns; fi: Ei saa kayttaa uudelleen ey ransiuminald percmj:la\ta,
{—lijyotgon_lﬂglrpkmgrstgg\la paallystetyt HI-TORQUE-ohjainvaiierit: Hydrofiilipinnoitteesta on merkinta : ﬁ:g Jaﬁ:nna_ ohjainvaijeria, |us sen karki “li"iff’.'ﬁ;:ﬁomm" C‘Ek,‘.’spu'g'.}g}fif,? %’}ﬂ:‘;ﬂyi@ﬁgﬂﬂ.'f,%?;’;'?iﬁ;ng‘nﬁk.ﬁ]"ﬁ;.ﬁ!‘éﬁ'ﬁﬁif;ﬂﬂ”]ﬁi”:‘f;'a?f’v“a? @r{gmmmiw 1. Injisol normaglia keittosuolaliuosta annostelijan kantaan ja kastele ohjainvaijerin pinta kunnolla ennen 2. Jos Kiytsss on pidennettiva HI-TORQUE.onjainvaier, pidennd ohiaimiaieria DOC™ . . fi: Valmistuspaivamaara fi: Vaitimon suonensisiinen palolaaiennus
. . - hjainvaijerin poistamista annostell]asta jatkeella. Listi HI-TORQUE-ohjainvaijerin kayttamisesta pid Avana ohjainvaijeri jatke en: Do not resterilize; bg: He ctepunuaupaiite noTopHo;
Ala aktivoi stenttia siten, eﬂa vaijeri ja verisuonen seinamén ja stentin valiin. ) 0 jatkeella. Lisatietoa HI-TORQUE-ohjainvaijerin kéyttamisesta pidennettédvand ohjainvaijerina on jatkeen ; by p p pHO;
TOIMITUSTAPA Kun hydrofiilipinnoite se lisaa pinnan 2. Poista ohj ti telijasta edell ol kohdan Valmistel kayttoa vart i i - - hg: . cA teriliza; ru: Hi i .
. N Toimi seuraavasti: . Poista ohjainvaijeri varovasti annostelijasta edelld olevan kohdan Valmisteleminen kayttoa varten mukana toimitetuissa ohjeissa. en: Batch code; bg: Maptuned Homep; ro: A nu se resteriliza; ru: He nognexut nosTopHoi - P
suoml / Flnnlsh Steriili — Steriloitu elektronisd Il4. Steriloil astd on merkintd « Tyonna ohjainvaileria sisadn- ja ulospéin hitaasti. A4 liota laitetta yli 4 tuntia, kun laite ei ole kay(ussa Valta laitteiden eSHIUﬂamISla ohjeissa mainittuja vaiheen 2 m e Jo eiirtoa injisoi liséd normaalia 3. Pida ohjainvaijeria paikallaan samalla, kun vedét interventiolaitetta pois pidennettya vaihto- ro: Codul lotului; ru: Homep cepuu; crepunu3auny; fi: Ei saa steriloida uudelleen I PTCA l gg;onary angioplasty bg: Mepkyrara
™ pss . Pyrogeeniton. Ei saa kayttad, jos pakkaus on avattu tai vaurioitunut. « Varmista sijainti interventiolaitteen rontgenpositivisen merkin avulla. aikoja pidempén, sil ian pitka esiliotus voi heikentad pinnoitteen toimintaa. kettosuolaliuosta ja yritd uudelleen. , ) ohjainvaijeria pitkin. fii Erakoodi :
HI-TORQUE ™ -ohjainvaijerit Taté Kertakayttoista laitetta ei voi kaytta4 uudelleen toisela potiaala, silld sitd ei ole suunnitehu toimimaan « Tarkasta karjen likkuminen Iz in kasittelya, i Pinnoite turpoaa, kun se altistuu vesipohiaisille valiaineille, mutta t4ma ei vaikuta laitteen kayttoon. 3. Ala aseta ohjainvaijeria takaisin annostefijaan sen jalkeen, kun se on poistettu. 4. toinen inter ohjeiden on: Do not use i package s damaged: ba: He wanorasaiie sonacra: : Angopeste
kayttotarkoituksen mukaisesti ensimméisen kayton jalkeen. Toistuvan kéyton, puhdistamisen ja/tai tai vaantamista. Laitteen pinnoitteen eheys ja suorituskyky voivat heikenty, jos sen valmisteluun kaytetaan 4. Jos hydrofiilipinnoitetun ohjainvaijerin pinta kuivuu, kastele pinta uudelleen normaalilla keittosuolaliuoksella. 5. Lataa laite ohjainvaijerin pale ja vie sisaan HI-TORQUE-vah ia pitkin poikki. en: Catalogue number; bg: Karanoxe Homep; aK0 NaKeTbT € NoBpeseH; ro: Nu utiliza;iy daca ambalajul este
HUOMIO flinnin yysiset ja/tai kemialiset muutokset voivat vaurioittaa laitteen * Tarkkaile ohjainvaijeria ldpivalaisussa vastusta Karjen . hteensopimatiomia valiaineita tai liuoftimia. Ota huomioon seuraavat tarkeat suositukset: Tema aKtvolhydrofilvlkutuksen uudelleen. Huolehd sita, et onjainilet Kestllazn kokonan ennen 6. Jatka toi 2 vakd milla. ro: Numdr de catalog; ru: KatanoxHbiit Homep; forat; ru: ) KC aHrmonnaWKa
213 laakinnallisti lai avitaa ai - ioarafian i rakennetta ja/tai materiaaleja ja aiheuttaa kapeista koloista ja/tai valeistd johtuvaa kontaminaatiota, heikentéa i ijeria j i siti i y p kuin se viedaan uudelleen sisaan interventiolaitteeseen. i deteriorat, ru: He £CIM yakosKa i " .
Téita laakinnallistd laitetta saavat kayttaa ainoastaan lzkarit, jotka on koulutettu angiografian ja jatal laaleja ja aineu peista koloista ja/tal valeista jontuv inaati | * Kaytd jatkuvaa jeria ja sité uudelleen paikalleen, - Valti laitteen pyyhkimista kuivalla sideharsolla, silli se voi vaurioittaa laitteen pinnoitetta. ; - Ki iset jarj it (palj i fi: Tuotenumero fi: Ei saa kayttad, jos pakkaus on vaurioitunut fi Sepelvaltimon pallolaajennus
i ; ia/tai valti i p laitteen kayttoturvallisuutta ja/tai aieuttaa ioita. voi dltd laitieen pyyhkimista kuivalla sidenarsolla, silla se voi vaurioittaa laitteen pinnoitetta yyppi , jos p
sepelvaltimon pallolaajennuksen (PTCA) ja/tai valtimon suonensisiisen pallolaajennuksen (PTA) Yy | jotta katelrjarjestelmaan i padse imaa. it i ; ot . 5. Kun ohjainvaijeri on vedetty pois se on pyyhittava
suorittamiseen. jontaa virheelliseen kayttoon ja estaa laitteen jaljttamisen. Alkuperai sen pul voi johtaa « Suorita vaindot hitaasti, jotta suonistoon i paase ilmaa ja/tai aiheudu traumaa. + Valta pinnoitetun laitteen liialista pyyhkimistd. sideharsolla ja pidettava mérkin. 1. Pida ohjainvaileria paikallaan samalla, kun vedat laitetta pois ohjainvaijeria pitkin.
LUE KAIKKI OHJEET HUOLELLISESTI ENNEN KAYTTOA. NOUDATA KAIKKIA NAISSA OHJEISSA laitevaurioon, steriiliyden menetykseen seka potilaan ja/tai kayttajan vammautumisriskiin. « Kun viet ohjainvaieria uudelleen sisaan, varmista et interventiolaitteen kirki liikkuu vapaasti + Valta alkoholin, antiseptisten liuosten tai muiden liuottimien (esim. ldakkeiden ja rotoflushin) KAYTTOOHJEET 2. istele seuraava interventi istajan ohjeiden
ANNETTUJA VAROITUKSIA JA VAROTOIMIA. NIIDEN LAIMINLYOMINEN VOl JOHTAA KOMPLIKAATIOIHIN Sisaltd — Yksi (1) ohjainvaijeri/pussi. suonen luumenissa ja etté se on samansuuntainen suonen seindman kanssa. kayttamista laitteen esikasittelyyn, silld timd voi aiheuttaa tur PR 3. Lataa laite ohjainvaijerin palle ja vie siséan HI-TORQUE-ohjainvaileria pitkin ahtauman poikki.
: ' g Siilytys — Séilytettava villesssa, pimedssd ja kuivassa paikassa + Noudata erityista tyo sellaisen stentin lapi, joka ei ole ja suorituskykya heikentavia arvaamattomia muutoksia. biset jarjes St lene o ) ‘ 4. Jatka illa milla,
Lisatietoa HI-TORQUE™ -ohjainvaijerin kanssa kaytettavien inter kayttot I ’ ) tai stentin lapi iseen suoneen. Tama menetelmé Yritykset muuttaa laitetta taivuttamalla, kiertamallé tai vastaavilla muilla kuin ohjeistetuilla menetelmill 1. Tyonna varovasti inter i lapi.
tg;}lrg‘l’l:llliél:::talmﬁa ja mahdollisista komplikaatioista annetaan niiden mukana toimitetuissa KAYTTOTARKOITUS lisad potilaalle aiheutuvaa riskid, mukaan lukien riskid ohjainvaijerin juuttumisesta stentin saattavat vaarantaa pinnoitteen eheyden. Tallainen pinnoitteen vaurioituminen ei valttamétta aina ole 2. Tyonna ohjainvaijeria eteenpéin, kunnes sen karki on juuri interventiolaitteen karjen i 0
Ohjainvaijerit on tarkoitettu avustamaan diagnostisten ja hoitolaitteiden sijoittamisessa verisuonistoon ja tukirakenteeseen. havaittavissa silmémaaraisesti.
rakenteisiin.
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